MIHICTEPCTBO OXOPOHMU 3/I0POB’SI YKPAIHA
HAKA3

Kuis

08 mucronaza 2024 poky Ne 1877

IIpo jep)kaBHY peecTpariiio (mepepeecTpariiio) JIKapCbKHX 3aco0iB (MegMUYHHUX
iMyHo0Oio/T0riYHHX MpenapaTiB) Ta BHeCEHHs 3MiH [I0 peecTpaliiiHUX MaTepiajiB

BianosigHo o cratTi 9 3akoHy Ykpainu «IIpo mikapchbKi 3aco0u», MyHKTIB 3,
26, 30, 49 Tlopsaky meprkaBHOI peecTpaiiii (repepeecTpaiiii) aiKapCcbKuX 3acobiB,
3aTBep/pKeHoro roctaHoBoro Kabinety MiuicTpiB Ykpainu Bij 26 TpaBHs 2005 poky
Ne 376 (B pemakiiii moctaHoBu KabiHety MiHicTpiB Ykpainu Bif 26 kBitHs 2024
poky Ne 529), aG3aily ABafLATh I’STOr0 MigNyHKTY 12 TyHKTY 4 ITomoKeHHs Tpo
MiHicTepcTBO OXOpPOHM 37I0pOB’Sl YKpaiHH, 3aTBeppKeHoro rnocraHoBoro Kabinery
MinictpiB Ykpaiau Big 25 Gepesnst 2015 poxy Ne 267 (B pejakiiii IOCTaHOBH
Kabinery MinicTpiB Ykpainu Big 24 ciunst 2020 poky Ne 90), Ha mimcrasi
pe3y/IbTaTiB eKCIIePTHU3M peeCcTpaljifHuX MaTepiasiiB JiKapchbKUX 3aco0iB (MeaAUUHUX
iMmyHOoOio/loTiuHMX  TIperapariB), 110 TIOfiaHi Ha [Iep)KaBHY  peeCTpariito
(mepepeecTpaLiif0) Ta BHECEHHSI 3MiH [0 peeCcTpaLiiHUX MarepiasiB, MPOBeJeHUX
Jlep>KaBHUM  TiIMPUEMCTBOM  «Jlep>KaBHUM eKCHepTHUM LeHTp MiHicTepcTBa
OXOPOHM 3/I0POB’S] YKpaiHW», BHMCHOBKIiB II[0J0 eheKTHBHOCTi, Oe3meuHoCTi Ta
AKOCTI, IJOA0 eKCIIepTHOI OLIHKMU CITiBBIJHOLIIEHHSI KOPUCTL/PU3MK JIIKAPCHKOrO
3aco0y, 1110 TIPOTIOHYETBHCS [0 Jep)KaBHOI peecTtpallii (mepepeecTtpailii), 11070
BHECEHHS 3MiH [0 peeCcTpaljiiHuX MaTepiaaiB Ta peKoMeHZallii Woro Ao Jep>kaBHOl
peectpaiiii (repepeectpaiiii) abo BHeCeHHsI 3MiH ZI0 peeCTpalliiHiX MaTepiasiB,

HAKA3Y1O:

1. 3apeectpyBaTy Ta BHeCTH 0 [lep>KaBHOTO peeCTPy JiKapChbKMX 3aco0iB
YKpaiHud JiKapchKi 3acobu (MeauuHi iMyHoOGionoriuHi mperapaTu) 3rifHO 3
nopatkoMm 1.

2. [lepepeecTpyBaTi Ta BHECTU /10 Jlep>KaBHOT'O peeCTPy JiKapChbKUX 3aco06iB
YKpaiHd JmiKapcekKi 3acobu (MeauuHi iMyHoOGionoriuHi mperapaTu) 3rifHO 3
JIOJJaTKOM 2.



2

3. BHecTu 3MiHM [0 peecTpaLliiHUX MaTepiasiB Ta [lep)kKaBHOTO peeCcTpy
nmikapcbKux 3acobiB YKpaiHM Ha JliKapchKi 3acobu (MeauuHi iMyHOOiosoriuHi
TriperiapaTH) 3TiJ{HO 3 JOAATKOM 3.

4. BimMOoBUTH Yy [ep>KaBHiM peecTpallii/iepepeecTpallii Ta BHECEHHI 3MiH [0
peecTpaliiiHMX MaTepianiB Ta /lep)kaBHOrO peecTpy JiKapchbKuX 3acobiB YKpaiHu
niKapChbKUX 3acobiB (MeIMYHUX iMyHOOI0OTIUHMX TIperapariB) 3TifHO 3 0JaTKOM 4.

5. ®apwmaieBTUuyHOMY  yripaBiaiHHIO  (JTrogmuai  SIpko)  3abe3meunTu
OTIPWIIO/IHEHHSI 1IbOTO0 Hakady Ha odiuiiiHomy BeOcaiiTi MiHicTepcTBa 0XOpOHU

310pOB’Sl YKpaiHU.

6. KOHTpOJIb 38 BUKOHAHHAM LIbOTO HaKa3y [MOK/IaCTU Ha 3acTyrnHuKa MiHicTpa
Enema ApamaHoBa.

MiHuicTp BikTop JIAIIIKO



Aopatok 1

[0 Hakaly MiHicTepcTBa OXOPOHU
300pOB’A YKpaiHu «Mpo aepxaBHy
peecTpauito (nepepeecTpalito)
NiKapCbKMX 3ac06iB (MegUUHNX
iMyHOGionoriuHMx npenapariB) Ta
BHECEHHSA 3MiH [0 peecTpayiiiHnx
MaTepianis»

Big 08 nuctonana 2024 poky Ne 1877

ITEPEJIIK

3APEECTPOBAHUX JITIKAPCBKHUX 3ACOBIB (MEAVNYHUX IMYHOBIOJIOI'TYHUX ITPEITAPATIB), AKI
BHOCSATECS 10 JEPXKABHOI'O PEECTPY JIIKAPCBKMX 3ACOBIB YKPAIHU

Ne Hassa dopma sunycky 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitliHa npoyedypa Ymosu Peknamys Homep
n/n JliKapcbKO20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionyckKy aHHs1 peecmpayiliHozo
3acoby ynakoskKa) nocsioYyeHHs1
1. | BIKANYTAMIA- | Tabnetku, BKPUTI ToBapucTBo 3 YkpaiHa DKEHE®APM, Ipeuis peecTpauis Ha 5 pokis 3a He UA/20655/01/02
BICTA AC NNiBKOBOO obmexeHo C.A. peyenmom nionsizae
060/10HKOH0, Mo 150 BiANOBIA&/IbHI Pestome nnaHy ynpasniHHA py3nkamu
mr, no 10 TabneTok cTio "BYCT Bepcia 0.1 goaaeTtbes. MepiognyHicTb
y 6nicTepi; mo 3 DAPMA" NoAaHHsA PerysisipHO OHOBJIIOBAHOTO 3BITY 3
6nictepu y naui 3 6e3neku, BignoBigHO Ao Mopsaky
KapToHY 3[iiCHeHHs hapmakoHarisay,
3aTBepAXEHOro Hakasom MiHicTepcTea
OXOPOHU 3[10pOB’A YKpaiHu Bif, 27 rpyaHsA
2006 poky Ne 898, 3apeecTpoBaHOro B
MiHicTepcTBi tocTuuii YkpaiHu 29 ciuHa 2007
poky 3a Ne 73/13340 (y pefakuii Hakasy
MiHicTepcTBa OXOPOHM 340POB'A YKpaiHu Bif,
26 BepecHs 2016 poky Ne 996), cTaHOBUTL:
3rifHO 3i CTPOKaMW, 3a3Ha4YeHMN Y
nepiognYHOCTI NoJaHHSA perynsipHuX 3BiTiB 3
6e3neku.
2. | BIKANYTAMIA- | TabneTku, BKpUTI ToBapucTso 3 YkpaiHa IDKEHE®APM, Ipeuis peecTpaList Ha 5 pokis 3a He UA/20655/01/01
BICTA AC NNiBKOBOIO 06MEXEHO C.A. peuyenmom nionsieae
060/10HKOI0, N0 50 BiANOBiA&/IbHI Pe3tome nnaHy ynpasniHHA py3nkamu
mr, no 10 TabneTok cTio "BYCT Bepcia 0.1 gopaetbes. MepioAnyHICTb
y 6nictepi; no 3 PAPMA" NMOAaHHSA PeryssipHO OHOBJIIOBAHOTO 3BITY 3
6nicTepu y nauui 3 6e3neku, BignoBigHo o Mopaaky
KapTOoHY 3AilicCHeHHs hapMakoHarnagy,
3aTBEpAKEHOro Hakasom MiHicTepcTBa
OXOPOHU 3[10POB’A YKpaiHu Bif 27 rpyaHA
2006 poky Ne 898, 3apeecTpoBaHoOro B
MinicTepcTBi tocTuLii YKpaiHu 29 ciunsa 2007
poky 3a Ne 73/13340 (y pefaxuii Hakazy
MiHicTepcTBa OXOpPOHU 340POB'A YKpaiHu Bif,
26 BepecHs 2016 poky Ne 996), cTaHOBUTb:
3rifHO 3i CTPOKaMW, 3a3Ha4YeHMN y
nepioANYHOCTI NOAAHHA peryssipHUX 3BiTiB 3




Ne Hassa ®dopma surnycky 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbKo20 (nikapcbka chopma, 3asBHUKa BUPOGHUKa Bionycky aHHs1 peecmpayitiHo2o
3acoby yrnakoskKa) nocsioyeHHs1
6e3neku.
3. | BPUH30NT Kpanni ouHi, EnENCi Ipysia K.T. POM®APM PymyHis peecTpaList Ha 5 pokis 3a He UA/20656/01/01
nntoc cycnensis, 10 mr/mn Pomdapm KOMMAHI peyenmom nionsizae
+5mr/mMano5mny Komnawi C.P.N. Pe3stome nnaHy ynpasiHHA pu3vkamn
hNakoHi 3 NPo6KOto- [xopaxus Bepcia 1.0 gofaeTtbes.
KpanesnbHuLer Ta MepioanyHICTb NOAAHHS PEryNsipHO
KapTOHHI nayui OHOBJIIOBAHOTO 3BITY 3 6e3Meku, BignoBigHO
[0 Mopagky 3ailicHeHHsa chapmakoHarnsay,
3aTBEpAKEHOro Hakasom MiHicTepcTBa
OXOPOHU 340POB’A YKpaiHu Bif 27 rpygHs
2006 poky Ne 898, 3apeecTpoBaHoOro B
MinicTepcTBi tocTuii YKpainu 29 ciuna 2007
poky 3a Ne 73/13340 (y pefakuii Hakasy
MiHicTepcTBa OXOpPOHU 340p0B'A YKpaiHu Bif,
26 BepecHs 2016 poky Ne 996), cTaHOBUTb:
3rifHO 3i CTPOKaMW, 3a3Ha4YeHNMN y
nepioguYHOCTI NOAAHHS PerynsapHuX 3BiTiB 3
6e3neku.
4. | EPNOTUHIB- TabneTku, BKpUTI Mini Xenckepe Benuka NOBHWIA LMK IHais peecTpauis Ha 5 pokis 3a He UA/20658/01/02
Mini-100 NNiBKOBOIO Nivitepn BpuTaHis BUPOBHMYOTO peuyenmom nionsieae
o60n0oHKot, 100 wr; npouecy: Pe3tome nnaHy ynpasniHHA pu3mkamu
no 10 TabneTok, LLnnna Megikea Bepcia 0.1 gogaetbes MepioAnyHICTb
BKPUTMX NAIBKOBOIO Nimiten, HAis; nofaHHsA perynsipHO OHOB/IIOBAHOIO 3BITY 3
060/10HKOI, Y KOHTPO/b SKOCTI 6e3neku, BignoBsigHo Ao Mopaaky
6nicTepi, no 3 i BUNpOGyBaHHSA 3[iicCHeHHs1 hapMakoHariaay,
6nictepu B cTabinbHoCTI 3aTBepXeHoro Hakasom MiHicTepcTBa
KapTOHHI KOpo6Lii (chiznyHi i XimiyHi OXOPOHU 340POB’A YKpaiHu Big, 27 rpyaHs
TecTn): 2006 poky Ne 898, 3apeecTpoBaHOro B
LLnnna Megikea MiHicTepcTBi tocTuLiT Ykpainm 29 ciunsa 2007
Nimitea, IHais poky 3a Ne 73/13340 (y pefakuii Hakasy
MiHicTepcTBa OXOpPOHU 340P0B'A YKpaiHu Bif,
26 BepecHsi 2016 poky Ne 996), cTaHOBUTL:
3riHO 3i CTPOKaMu, 3a3HavYeHnMmn y
nepioguYHOCTI NOAAHHSA PerynsapHuX 3BiTiB 3
6esneku.
5. | EPNIOTUHIB- TabneTkn, BKPUTI Mini Xenckepe Benvka MOBHWIA LMK IHais peecTpauist Ha 5 pokis 3a He UA/20658/01/03
Mini-150 NNiBKOBOIO Nimitep BputaHis BMPOGHMYOTro peyenmom niosnsieae
060710HKo, 150 wmr; npouecy: Pestome nnaHy ynpasniHHA pu3mkamu

no 10 TabneTok,
BKPUTUX M/1iIBKOBOIO
060/10HKOI0, Y
6nictepi, no 3
6nictepu B
KapTOHHiiA KopooLy

LLinnna Megikea
Nimiten, HAis;
KOHTPO/b SKOCTI
i BUNPOGYBaHHS
cTabinbHOCTI
(chi3nyHi i XimiuHi
TecTn):
Lnnna Megikea
Nimitea, IHaisa

Bepcia 0.1 gogaeTtbes MepioanyHiCTb
NoAaHHs PerysisipHO OHOBJIHOBAHOTO 3BITY 3
6e3neku, BignosigHo ao Mopagky
3AiiCHEHHS (hapMakoHarnsay,
3aTBEpAXEHOro Hakasom MiHicTepcTBa
OXOPOHU 370POB’A YKpaiHu Bif, 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHOro B
MiHicTepcTBi tocTuuil Ykpainu 29 ciuHsa 2007
poky 3a Ne 73/13340 (y pefakuii Hakasy
MiHiCTEepCTBa OXOpPOHM 340pOB'A YKpaiHu Bif,




Ne Hassa ®dopma surnycky 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbKo20 (nikapcbka chopma, 3asBHUKa BUPOGHUKa Bionycky aHHs1 peecmpayitiHo2o
3acoby yrnakoskKa) nocsioyeHHs1
26 BepecHs 2016 poky Ne 996), cTaHOBUTL:
3rifHO 3i CTPOKaMu, 3a3Ha4YeHMN y
nepiognMYHOCTI NoAaHHSA perynsipHux 3BiTiB 3
6e3neku.
6. | EPNIOTUHIB- TabneTku, BKpUTI Mini Xenckepe Benuka NOBHWIA LMK IHais peecTpaList Ha 5 pokis 3a He UA/20658/01/01
MinI-25 nAiBKOBOO Nimiteq BpuTtaHis BVMPOGHNYOTrO peyenmom nionsizae
060/10HKO0, 25 Mr; npouecy: Pestome nnaHy ynpasniHHS pusnkamu
no 10 Tabnetok, Lnnna Megikea Bepcia 0.1 gogaetbes MepioAnyHICTb
BKPUTMX NAIBKOBOIO Niviteq, IHAis; NnofaHHA perynsipHO OHOB/IIOBAHOIO 3BITY 3
060/10HKOM, Y KOHTPO/b AKOCTI 6e3neku, BignoBigHo Ao Mopaaky
6nictepi, no 3 i BUNpOo6yBaHHSA 3[iiCHEeHHs1 hapMakoHariaay,
6nictepu B cTabinbHOCTI 3aTBEPAKEHOro Haka3om MiHicTepcTea
KapTOHHI KopooLi (chiznyHi i XimiyHi OXOPOHU 340POB’A YKpaiHu Bif 27 rpygHs
TecTn): 2006 poky Ne 898, 3apeecTpoBaHoro B
LUnnna Megikea MinicTepcTBi tocTuii YKpaiHu 29 ciuna 2007
Nimitea, IHais poky 3a Ne 73/13340 (y pefakuii Hakasy
MiHicTepcTBa OXOpPOHU 340p0B'A YKpaiHu Bif,
26 BepecHs 2016 poky Ne 996), cTaHOBUTb:
3rifHO 3i CTPOKaMW, 3a3Ha4YeHNMN Y
nepiognYHOCTI NOAAHHA PerynspHuX 3BiTiB 3
6e3neku.
7. | 30HIK PO34UH OpasIbHUIA, TOB Ykpaina TOB "KYCYM YkpaiHa peecTpauis Ha 5 pokis 3a He UA/20659/01/01
20 mr/mn, no 100 mn "TNEA®APM PAPM" peuyenmom nionsieae
Y CKIiHOMY (D/1aKOHi nTaor Pestome MYP Bepcisa 6.0 gogaeTbes.
TEMHOTO0 KO/Mbopy 3 MepiognyHICTb NOAAHHS PerynsipHo
KPWLLIKOKO 3 OHOB/OBAHOTO 3BITY 3 6e3neku, BigNoBigHO
KOHTPO/IEM NEepLLOro 0o MNopsaky 34ificHeHHs hapmakoHarnsagy,
BigKpnTTA abo no 3aTBEPAXEHOro Hakasom MiHicTepcTea
100 mn y cknsHomy OXOPOHU 3[10POB’A YKpaiHu Big 27 rpyaHs
do1akoHi TEMHOro 2006 poky Ne 898, 3apeecTpoBaHOro B
KOJIbOPY 3 KPULLKOO, MiHicTepcTBi tocTuuil Ykpainu 29 ciuHsa 2007
HeJOCTYMNHOW A1 poky 3a Ne 73/13340 (y pefaxuii Hakasy
BIAKPUTTA L4iTbMU; MiHicTepcTBa OXOPOHM 340POB'A YKpaiHu Bif,
KOXeH dhnakoH y 26 BepecHs 2016 poky Ne 996), cTaHOBUTL:
KapTOHHI ynakoBLi 3riHO 3i CTpOKamu, 3a3HaYeHUMN y
pasom 3 wnpuLem- nepiognMyYHOCTI MoAaHHSA perynsipHuX 3BiTiB 3
[03aTopoM 06'eMoM 6e3neku.
5 mn Ta agantepom
ANs wnprua
8. | KOPAATIH PO34uH NS iHdy3il, MpuBaTHe Ykpaina MpusatHe YkpaiHa peecTpauis Ha 5 pokis 3a He UA/20660/01/01
42 mr/mn no 100 mn akujioHepHe aKujioHepHe peyenmom nionsizae
y nAaawyji; no 1 TOBapnCTBO TOBapuCTBO NiKapcbKuii 3acio, Wo peecTpyeTbea nig
nAAWLi y nadui "IHdy3ia" "IHdy3ia" iHLIOM Ha3BO Pe3loMe nnaHy ynpas/iiHHA

pu3vkamu Bepcia 0.1 gofaeTbes.
MepiognyHICTb NOAAHHS PerynsipHo
OHOBJIHOBAHOTO 3BITY 3 6€3Meku, BigNoBiLHO
[0 Mopagky 3ailicHeHHa chapmakoHarnsay,
3aTBEPAKEHOr0 Haka3oM MiHicTepcTea




Ne Hassa ®dopma surnycky 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbKo20 (nikapcbka chopma, 3asBHUKa BUPOGHUKa Bionycky aHHs1 peecmpayitiHo2o
3acoby yrnakoskKa) nocsioyeHHs1
OXOPOHU 340POB’A YKpaiHu Bif 27 rpygHs
2006 poky Ne 898, 3apeecTpoBaHoOro B
MinicTepcTBi tocTuLii YKpaiHu 29 ciuna 2007
poky 3a Ne 73/13340 (y pefakuii Hakasy
MiHicTepcTBa OXOpPOHU 340P0B'A YKpaiHu Bif,
26 BepecHs 2016 poky Ne 996), cTaHOBUTL:
3rifHO 3i CTPOKaMW, 3a3Ha4YeHNMN Y
nepioguYHOCTI NOAAHHS perynspHuX 3BiTiB 3
6e3neku.
9. | KCEHMOMA Kancynu Teepgi no 1 [O-p Pegpj'c IHgis [-p Pegpi'c IHais peecTpauis Ha 5 pokis 3a He UA/20661/01/01
Mmr, no 21 kancyniy Nab6opaTtopic Na6opaTopic peyenmom niosnsieae
KOHTEliHepi 3 nrp, Nrtg, dTO-7 Pestome MYP Bepcisa 0.2 gogaetbes.
KPWLLIKOIO, MepiognyHICTb NOAAHHA PerynsipHo
HeJOCTYMNHOW AN OHOBJ/IOBAHOTO 3BITY 3 6e3neku, BignoBigHO
BIAKPUTTA 4iTbMU, o Mopsaaky 3aiicHeHHs dhapmakoHarisay,
no 1 koHTeliHepy y 3aTBepAXEHOro Hakasom MiHicTepcTea
KapTOHHI kopobLyj; OXOPOHU 3[10pOB’A YKpaiHu Bif, 27 rpyaHsA
no 100 kancyny 2006 poky Ne 898, 3apeecTpoBaHOro B
KOHTeliHepi 3 MiHicTepcTBi tocTuLii YkpaiHn 29 ciuna 2007
KPWLLIKOIO, poky 3a Ne 73/13340 (y pefakuii Hakasy
HeJloCTYMNHOK A5 MiHicTepcTBa OXOPOHM 340POB'A YKpaiHu Bif,
BIAKPUTTA LiTbMU, 26 BepecHs 2016 poky Ne 996), cTaHOBUTL:
no 1 koHTeliHepy y 3rifHO 3i CTPOKaMW, 3a3Ha4YeHNMN Y
KapTOHHI KOpO6Lj; NepiogNYHOCTI MOAAHHS PEryNnsipHMX 3BITIB 3
no 7 kancyny 6e3neku.
6nictepi, no 3
6nictepn y
KapTOHHI kopobuyj;
no 10 kancyny
6nictepi, no 10
6nicTepiB y
KapTOHHI KopobLii
10. | KCEHMOMA Karncynm Teepgi no 2 [-p Pegpj'c IHAjis [-p Pegpi'c IHAiA peecTpauis Ha 5 pokis 3a He UA/20661/01/02
Mr, no 21 kancyniy Na6opaTtopic Na6opatopic peyenmom niosnsieae
KOHTEliHepi 3 nra nra, eTO-7 Pestome MYP Bepcisa 0.2 gofaeTbes.

KPULLKOIO,
HeA0CTyMNHOW ANs
BiAKPUTTA AITbMU,
no 1 KoHTeiHepy y
KapTOHHI kopobuyj;
no 100 kancyny
KOHTeliHepi 3
KPWLLIKOIO,
HeAoCTYMNHO ANs
BigKPUTTA AITbMU,
no 1 KoHTeiiHepy y
KapTOHHI kopobLyj;
no 7 kancyny

MepiognyHicTb NOAaHHA perynspHo
OHOBJIHOBAHOTO 3BITY 3 6€3Meku, BigNoBigHO
[0 Mopaaky 3ailicHeHHsa chapmakoHarnsay,

3aTBEpAXEHOro Hakasom MiHicTepcTBa
OXOPOHU 3[10POB’A YKpaiHu Big, 27 rpyaHA
2006 poky Ne 898, 3apeecTpoBaHOro B
MinicTepcTBi tocTuLii YKpaiHu 29 ciunsa 2007
poky 3a Ne 73/13340 (y pefaxuii Hakazy
MiHicTepcTBa OXOpPOHM 340POB'A YKpaiHu Bif,
26 BepecHs 2016 poky Ne 996), cTaHOBUTb:

3riHO 3i CTPOKaMu, 3a3HavYeHnMmn y
nepiognYHOCTI NOAAHHS PerynspHuX 3BiTiB 3

6e3neku.




Ne Hassa ®dopma surnycky 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbKo20 (nikapcbka chopma, 3asBHUKa BUPOGHUKa Bionycky aHHs1 peecmpayitiHo2o
3acoby yrnakoskKa) nocsioyeHHs1
6nicTepi, no 3
6nictepu y
KapTOHHiiA KopobLyj;
no 10 kancyny
6nictepi, no 10
6nictepiB y
KapPTOHHI Kopobui
11. | KCEHINOMA Kancynu Teepai no 3 O-p Peppi'c IHAis [-p Peppi'c IHais peecTpaList Ha 5 pokis 3a He UA/20661/01/03
Mr, no 21 kancyniy NabopaTtopic Na6opatopic peyenmom nionsizae
KOHTeliHepi 3 NnTp, Nrth, ®TO-7 Pestome MYP Bepcis 0.2 gogaetbes.
KPWULLIKOIO, MepioguyHICTb NOAAHHS PerynsipHo
HeloCTYMNHOK A5 OHOB/IIOBAHOTO 3BITY 3 6€3Meku, BignoBigHO
BIAKPUTTA 4iTbMU, o Mopsaaky 34iicHeHHs dhapMakoHarisay,
no 1 koHTeliHepy y 3aTBEPXEHOro Haka3oM MiHicTepcTea
KapTOHHI kopobuy; OXOPOHU 340POB’A YKpaiHu Big, 27 rpyaHs
no 100 kancyny 2006 poky Ne 898, 3apeecTpoBaHOro B
KOHTeliHepi 3 MiHicTepcTBi tocTuuiil Ykpainu 29 ciuHsa 2007
KPWLLIKOIO, poky 3a Ne 73/13340 (y pefaxuii Hakasy
HefoCTyNHO ANA MiHicTepcTBa 0XOpPOHM 340POB'A YKpaiHu Big,
BiAKPUTTA AITbMU, 26 BepecHst 2016 poky Ne 996), cTaHOBUTL:
no 1 KoHTeiHepy y 3iHO 3i CTPOKamu, 3a3HavYeHnMmn y
KapTOHHI kopobuyj; nepiognYHOCTI MOAaHHS perynsipHuX 3BiTiB 3
no 7 kancyny 6e3neku.
6nictepi, no 3
6nictepn y
KapTOHHI kopobLyj;
no 10 kancyny
6nictepi, no 10
6nictepiB y
KapTOHHI Kopo6Lii
12. | KCEHMNOMA Kancynu Teepai no 4 O-p Peppi'c IHAjs O-p Peppi'c IHAjA peecTpauis Ha 5 pokis 3a He UA/20661/01/04
Mr no 21 kancyniy Nab6opaTtopic Nab6opatopic peuyenmom nionsieae
KOHTeliHepi 3 nrp nrtg, dTO-7 Pestome MYP Bepcisa 0.2 gogaeTbes.

KPWLLIKOIO,
HeAoCTyMNHO ANs
BigKPUTTA AITbMU,
no 1 KoHTeiiHepy y
KapTOHHI kopobLyj;
no 100 kancyny
KOHTeliHepi 3
KPWULLIKOIO,
HeA0CTYMNHO ANst
BiAKPUTTA AITbMU,
no 1 KoHTeliHepy y
KapTOHHI kopobuyj;
no 7 kancyny
6nictepi, no 3
6nictepn y

MepiognyHiCTL NoAaHHA perynspHo
OHOB/OBAHOTO 3BITY 3 6e3neku, BigNoBigHO
o Mopsaaky 3aiiicHeHHs dhapmakoHarisay,

3aTBepKeHoro Hakasom MiHictepcTea
OXOPOHU 3[10POB’A YKpaiHu Big 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHOro B
MiHicTepcTBi tocTuuil Ykpainu 29 ciuHsa 2007
poky 3a Ne 73/13340 (y pefaxuii Hakasy
MiHicTepcTBa OXOPOHM 340POB'A YKpaiHu Bif,
26 BepecHs 2016 poky Ne 996), cTaHOBUTL:

3ifHO 3i CTPOKaMu, 3a3HaYeHNMmN y
nepiogMyYHOCTI MoAaHHSA perynsipHuX 3BiTiB 3

6e3neku.




Ne Hassa ®dopma surnycky 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbKo20 (nikapcbka chopma, 3asBHUKa BUPOGHUKa Bionycky aHHs1 peecmpayitiHo2o
3acoby yrnakoskKa) nocsioyeHHs1
KapTOHHI kopobuy;
no 10 kancyny
6nictepi, no 10
6nicTtepiB y
KapTOHHI KopobLii
13. | MATHENIC TabneTku, BKpUTI TOB Ykpaina TOB YkpaiHa peecTpauist Ha 5 pokis 6e3 nidnsieae UA/20662/01/01
NNiBKOBOO "ACTPA®APM "ACTPA®PAPM" peyenma
060/10HKO10; no 10 " Pestome MYP Bepcia 0.2. gofaeTbes.
TabneTtok y 6nictepi; MepiognyHicTb NOAAHHA perynspHo
no 6 6nictepiB y OHOBJIIOBAHOTO 3BITY 3 6€3Meku, BigNoBigHO
KapTOHHI KopooLli o Mopsaaky 3aiicHeHHs dhapMakoHarisay,
3aTBEpPAKEHOro Hakasom MiHicTepcTBa
OXOPOHU 340POB’A YKpaiHu Bif 27 rpygHs
2006 poky Ne 898, 3apeecTpoBaHoro B
MinicTepcTBi tocTuii YKpaiHu 29 ciuna 2007
poky 3a Ne 73/13340 (y pefakuii Hakasy
MiHicTepcTBa OXOpPOHU 340p0B'A YKpaiHu Bif,
26 BepecHs 2016 poky Ne 996), cTaHOBUTb:
3rifHO 3i CTPOKaMW, 3a3Ha4YeHNMN Y
nepiognYHOCTI NOAAHHA PerynspHuX 3BiTiB 3
6e3neku.
14. | HYTPUDNEKC eMy/ibCia ans B. BpayH HimeuuunH BVPOGHMLTBO, HimeyunHa peecTpauis Ha 5 pokis 3a He UA/20663/01/01
ninig Neprl iHdpysiin; 1250 mn, Menb3yHreH a KOHTPO/b Ccepil, peuyenmom nionsieae
HOBO 1875 mn ta 2500 Al nepBrHHe Ta Pestome MYP Bepcisa 1.1 gogaetbes.

MJ1, THYYKI
6araTokamepHi
MiLLKKM 3
6araToLuapoBoi
¢osbru, Lo
MiCTATb: 1250 mn
(500 mMn po3unHy
amiHokucnort + 250
M/1 XNPOBOT
eMyrbCii + 500 mn
PO3YUHY /TH0KO3M),
1875 mn (750 mn
pO3uUnHy
amiHokucnor + 375
M/1 XNPOBOT
eMysibCii + 750 mn
PO3YUHY /TH0KO3M),
2500 mn (1000 mn
po3unHy
amiHokucnort + 500
M/1 XNPOBOT
eMy/ibCii + 1000 mn
PO3YUHY /THOKO3M),
no 5 Miwkis y

BTOPUHHE
naxkyBaHHs,
BUMYCK Cepii:
B. BpayH
Menb3yHreH Al

MepiognyHiCTL NoAaHHA perynspHo
OHOB/OBAHOTO 3BITY 3 6e3neku, BigNoBigHO
o Mopsaaky 3aiicHeHHs dhapmakoHarisay,

3aTBepKeHoro Hakasom MiHictepcTea
OXOPOHU 3[10POB’A YKpaiHu Big 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHOro B
MiHicTepcTBi tocTuuil Ykpainu 29 ciuHsa 2007
poky 3a Ne 73/13340 (y pefaxuii Hakasy
MiHicTepcTBa OXOPOHM 340POB'A YKpaiHu Bif,
26 BepecHs 2016 poky Ne 996), cTaHOBUTL:

3ifHO 3i CTPOKaMu, 3a3HaYeHNMmN y
nepiognMyYHOCTI MoAaHHSA perynsipHuX 3BiTiB 3

6e3neku.




Ne Hassa ®dopma surnycky 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbKo20 (nikapcbka chopma, 3asBHUKa BUPOGHUKa Bionycky aHHs1 peecmpayitiHo2o
3acoby yrnakoskKa) nocsioyeHHs1
KapPTOHHI Kopobui
15. | OKCUPI®D cnpeii HasaslbHUIA, ToBapucTso 3 Ykpaina My6niuHe YkpaiHa peecTpaList Ha 5 pokis 6e3 niosnsieae UA/20664/01/01
no3osaHwuii 0,05 %; obmexeHor aKuioHepHe peyenma
no 10 mny BiANOBIAaUIbHI TOBapUCTBO Pestome nnaHy ynpasniHHS pusnkamu
hnakoHax CTHO "Ximchapmsasoz Bepcia 0.1 gopaeTtbes. MepioAnyHICTb
noniMepHnX 3 "IHHOUEBTW "YepBoHa 3ipka" NOAAHHA PEryssipHO OHOBJIIOBAHOTO 3BITY 3
po3nuoBayem KA" 6e3neku, BignoBigHo ao Mopaaky
HasanbHuM, Ne 1y 3AiicHeHHs hapMakoHarnagy,
nauuj 3aTBEpAKEHOro Hakasom MiHicTepcTBa
OXOPOHU 340POB’A YKpaiHu Bif 27 rpygHs
2006 poky Ne 898, 3apeecTpoBaHoOro B
MinicTepcTBi tocTuii YKpainu 29 ciuna 2007
poky 3a Ne 73/13340 (y pefakuii Hakasy
MiHicTepcTBa OXOpPOHU 340p0B'A YKpaiHu Bif,
26 BepecHs 2016 poky Ne 996), cTaHOBUTb:
3rifHO 3i CTPOKaMW, 3a3Ha4YeHNMN y
nepioguYHOCTI NOAAHHS PerynsapHuX 3BiTiB 3
6e3neku.
16. | NIKOCY/Ib®AT | kpan/i opasibHi, AT Bonrapis BMPOGHMLTBO Bonrapis peecTpauis Ha 5 pokis 6e3 niosnsieae UA/20665/01/01
-CODPAPMA po34uH 7,5 mr/mn, «Codhapma» Hepo3dghacoBaHo peyenma
no 15 mn po3unHy y T npoAykuii, Pe3tome nnaHy ynpasniHHA pu3mkamu
CKNAHOMY db/1aKkoHi 3 nepBrHHa Ta Bepcis 0.1 gofaeTbes.
annikatopom- BTOPVHHA MepiognyHICTb NOAAHHS PerynsipHo
KpanesibH1LEelo Ta ynakoBka abo OHOB/IIOBAHOrO 3BITY 3 6€3Meku, BignoBigHO
KoBnaykom; no 1 BUPOGHMLITBO 3a [0 Mopagky 34ilicCHeHHA hapMakoHarnsay,
chN1akoHy B MOBHUM LIK/IOM: 3aTBEPKEHOr0 HakasoM MiHicTepcTea
KapTOHHI KOpo6Lii AT «Codthapmay, OXOPOHU 340POB’A YKpaiHu Big, 27 rpyaHs
Bonrapis; 2006 poky Ne 898, 3apeecTpoBaHOro B
[03BiN Ha MiHicTepcTBi tocTuLiT Ykpainm 29 ciunsa 2007
BUMYCK Cepii: poky 3a Ne 73/13340 (y pefakuii Hakasy
AT «Cothapma», MiHicTepcTBa OXOpPOHU 340P0B'A YKpaiHu Bif,
Bonrapis 26 BepecHsi 2016 poky Ne 996), cTaHOBUTL:
3riHO 3i CTPOKaMu, 3a3HavYeHnMmn y
nepioguYHOCTI NOAAHHSA PerynsapHuX 3BiTiB 3
6esneku.
17. | NPEFABANIH NOPOLLOK TOB YKpaiHa AJNTbMENIO IHais peecTpauist Ha 5 pokis - He UA/20666/01/01
(cybcTaHuis) y "TNEAPAPM MPANBET niosnsieae
nonieTuneHoBmx nTaor NIMITEL FOHIT
naketax HU3bKoT Il
rycTvHW Ans
hapmaLleBTUYHOrO
3aCTOCyBaHHSA
18. | ULMHAPA Tabnetku no 1 mr, TOB YkpaiHa KOHTPO/b AKOCTI Icnanis peecTpalist Ha 5 pokis 3a He UA/20669/01/01
no 10 TabneTok y "dapmauesTu (chizmko- peyenmom nionszae
6nicTepi, no 3 YHa KOMMaHis XiMiYHWi): MepiognyHicTb NOAaHHA perynsipHo
6nictepu y "®APMBEPT™ FTANEHIKYM OHOBJIHOBAHOTO 3BITY 3 6€3Meku, BigNoBiLHO
KapPTOHHI Kopo6Lli XENC C.J.Y., o Mopsaaky 3aiiicHeHHsT dhapMakoHarisay,
Icnanis; 3aTBEpKEHOro Hakasom MiHicTepcTBa
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Ne Hassa ®dopma surnycky 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbKo20 (nikapcbka chopma, 3asBHUKa BUPOGHUKa Bionycky aHHs1 peecmpayitiHo2o
3acoby yrnakoskKa) nocsioyeHHs1
BVMPOGHMLTBO, OXOPOHU 340POB’A YKpaiHu Bif 27 rpygHs
nepBuHHE Ta 2006 poky Ne 898, 3apeecTpoBaHoOro B
BTOPWHHE MinicTepcTBi tocTuLii YKpaiHu 29 ciuna 2007
nakyBaHHs, poky 3a Ne 73/13340 (y pefakuii Hakasy
KOHTPO/1b SIKOCTI, MiHicTepcTBa OXOpPOHU 340P0B'A YKpaiHu Bif,
BUMYCK Cepii: 26 BepecHs 2016 poky Ne 996), cTaHOBUTL:
CAr 3rifHO 3i CTPOKaMW, 3a3Ha4YeHNMN Y
MAHY®EKUYPI nepioguYHOCTI NOAAHHS perynspHuX 3BiTiB 3
HIC C.J1., IcnaHis 6e3neku
B.o. HayanbHMKa
®dapmMaleBTUYHOI'0 YIIPaB/IIHHA JIrogmuiia APKO




Aopartok 2

[0 Hakasy MiHicTepcTBa OXOpPOHU
300poB’A YKpaiHu «[po aepxaBHY
peecTpauito (nepepeecTpauito)
NiKapcbK1UX 3aco06iB (MeguYHUX
iMyHOGionoriuHMx npenapariB) Ta
BHECEHHSA 3MiH [0 peecTpavliiiHux
marepianis»

Bijg 08 mucronapa 2024 poky Ne 1877

ITEPEJIIK
INEPEPEECTPOBAHUX JITIKAPCBKHMX 3ACOBIB (MEJVNYHUX IMYHOBIOJIOI'TYHUX ITPEITAPATIB), AKI

BHOCSATECS 10 JEPXKABHOI'O PEECTPY JIIKAPCBKUX 3ACOBIB YKPAIHU

Ne Hassa Popma sunycky 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Peknamys Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy aHHs1 peecmpayitiHo2o
3acoby YMakoBsKa) nocBi0O4Y€eHHs1
1. | ANONYPUHON | nopoLuok My6niyHe YkpaiHa Inka NlabopaTtopis N74. IHAain nepepeecTpavis Ha HeobMexeHui - He UA/17390/01/01
(cybeTaHuin) y akuioHepHe TEPMIH nidnsieae
noABIAHNX TOBapuCTBO
nonieTuIeHoBMX "HaykoBo-
naketax gns BMPOBHNYMI
thapmaueBTUYHOro LieHTp
3acToCyBaHHA "Bopuuariscbk
WA XiMiKo-
hapmaueBTny
HWiA 3aBog"
2. | FNIOKO3A PO3uuH NS iHdysil, OIAKO ITanisa OIAKO ITanisa MepepeecTpauisi Ha HeOBMEXeHWIA 3a He UA/17939/01/01
50 mr/mn; no 250 mn BIO®PAPMAY BIO®APMAYEYTIUI TEPMIH. peyenmom niosnsieae
ab6o 500 mny EYTIYI C.P.J1. C.P.. OHoBMEHO iHdopMaLito B IHCTpyKLii Ans

CKNAHUX NAWKax

MeMYHOro 3aCTOCYBaHHS /TiKapCbKOro
3aco6y Ta KopoTKiii xapakTepucTuLi
nikapcbKoro 3acoby y po3gini "MobiyHi
peakuii” LoAo 3BiTyBaHHS MPO NO6IYHI
peaxuii.

Pestome nnaHy ynpasniHHA pusnkamu
Bepcia 1,1 goaaeTtbes.
MepioanyHICTb NOAAHHA PerynsipHo
OHOBJ/IIOBAHOrO 3BITY 3 6e3neku,
BiANOBIAHO A0 MopsAaKy 3A4iACHEHHS
thapmakoHarnagy, 3aTBepaKeHoro
Haka3oM MiHicTepcTBa OXOPOHHM
3[10pOB’A YKpaiHuu Big 27 rpyaHsa 2006
poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLii YkpaiHu 29 ciuns
2007 poky 3a Ne 73/13340 (y pegaxuii
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHA

Homep
peecmpayitiHo2o
nocsioYeHHs1

Haka3y MiHicTepcTBa OXOPOHU 340POB'A
Ykpainu Big 26 BepecHst 2016 poky Ne
996), cTaHOBUTb: 3riAHO 3i CTPOKaMMK,

3a3HayYeHUMM y NepioanYHOCTI NOAaHHSA

perynsipHux 3BiTiB 3 6e3MneKu.

KOPCAP®
MOHO

TabneTku, BKpUTI
NNiBKOBOIO
060/10HKO10, Nno 80
mr, no 10 TabneTok
y 6nictepi, no 3 abo
no 9 6nictepis y
nauvj 3 KapToHy

AT "®apmak”

Ykpaina

AT "®apmak”

Ykpaina

nepepeecTpauisi Ha HeOBMeXeHW
TEepMiH
OHOB/IEHO iH(hopMmaLito B IHCTPYKUIT Ans
MeLMYHOro 3aCTOCYBaHHS NMiKapCbKOro
3acoby y po3ginax: "®apmMakosoriyHi
BnacTusocTi", "MNokasaHHA"
(peparyBaHHs TekcTy), "MobiuHi peakuii”
BiAMOBIAHO A0 iHchopMmaii Wwoao
MeAMYHOrO 3aCTOCYBaHHS
pediepeHTHOrO JlikapCbKOro 3acoby
(OioBaH®, TabNETKM, BKPUTI N/TIBKOBOIO
060/10HKO10, 80 Mr, 160 Mr) a Takox y
po3gini "Mo6iyHi peakuii™ wWoao
BaX/IMBOCTi 3BiTyBaHHS Npo MoGiyHi
peaxuii.

Pestome nnaHy ynpasniHHA pusnkamu
Bepcis 2 fofaeTbes.
MepioanyHICTb NOAAHHSA PErynsipHo
OHOBJ/IIOBAHOrO 3BITY 3 6e3neku,
BiANOBIAHO A0 MopsaKy 3A4iACHEHHS
thapmakoHarnagy, 3aTBepaKeHoro
Haka3oM MiHicTepcTBa 0XOPOHHM
3[10pOB’A YKpaiHuu Big 27 rpyaHsa 2006
poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLii YkpaiHu 29 ciuns
2007 poky 3a Ne 73/13340 (y pepaxuii
Haka3y MiHicTepcTBa OXOPOHMW 30POB'A
Ykpainu Big 26 BepecHs 2016 poky Ne
996), CTaHOBUTb: 3riHO 3i CTPOKaMU,
3a3HayYeHMMN y NepiogMyYHOCTI NoJaHHSA
PerynsipHux 3BiTiB 3 6e3neku.

3a
peyernmom

He
nionsieae

UA/17796/01/01

KOPCAP®
MOHO

TabneTku, BKpUTI
NNiBKOBOIO
060/10HKOI0, N0 160
mr, no 10 TabneTok
y 6nicTepi, no 3 abo
no 9 6nictepiB y
nauui 3 KapToHy

AT "®dapmak"

YkpaiHa

AT "®apmak”

YKpaiHa

nepepeecTpauisi Ha HeobMexeHwi
TEPMIH
OHOB/IEHO iHGhopmaLito B IHCTPYKUIT Ans
MeAMYHOro 3aCTOCYBaHHA /iKkapCbKoro
3acoby y posginax: "®apmakonoriyHi
BnacTuBocTi", "MNokasaHHA"
(peparyBaHHs TekcTy), "Mo6iYHI peakuir
BiANOBIAHO A0 iHchopMa,ii WwoAo
MeAMYHOr0o 3acTOCYBaHHS
pedyepeHTHOro fikapcbKoro 3acoby
(OioBaH®, TabNeTKW, BKPUTI M/1IBKOBOKO

3a
peyenmom

He
nionsieae

UA/17796/01/02
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Ne Hassa ®dopma surnycky 3asiBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbKo20 (nikapcbka chopma, 3asBHUKa BUPOGHUKA Bionycky aHHs1 peecmpayitiHo2o
3acoby yrnakoskKa) nocsioyeHHs1
060/10HKO10, 80 Mr, 160 Mr) a Takox y
po3aini "Mo6iyHi peakuii™ woao
B&X/IMBOCTI 3BITYBaHHA NPO MobGiyHi
peakuii.
Pestome nnaHy ynpas/iHHA pu3nkamu
Bepcis 2 fofa€eTbCs.
MepiognyHICTb NOAAHHS PerynsipHo
OHOB/IOBAHOIO 3BITY 3 6e3neku,
BiANOBIAHO A0 MNopsAaKy 34iCHEHHS
dhapmakoHarnsgy, 3aTBepkeHoro
Haka3oM MiHicTepcTBa OXOPOHM
300poB’sA YKpaiHu Big, 27 rpyaHsa 2006
poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLii Ykpainu 29 ciuns
2007 poky 3a Ne 73/13340 (y pegaxuii
Haka3y MiHicTepcTBa OXOPOHU 340POB'A
Ykpainu Bif 26 BepecHsn 2016 poky Ne
996), cCTaHOBUTB: 3riAHO 3i CTPOKaMM,
3a3HayYeHUMK y NepioaNYHOCTI NoAaHHSA
perynsipHux 3BiTiB 3 6e3neku.
5. | NAKTYNO3A, pO3uuH (cy6CTaHLis) Penakc ManbTa NIAKCA (NTY) MNisoeHHa nepepeecTpauis Ha HeobMexeHwi - He UA/17994/01/01
PO34NH y 6apabaHax 3 Nimitepn NIMITEL Adppurka TEPMIH nionsieae
BWCOKOLLi/IbHOTO
nonieTuneHy ans
thapmaLeBTUYHOIO
3acTOCyBaHHSA
6. | IEBOAOMNA NOPOLLOK TOB "®apma Ykpaina XelizaH Bing BiHg, KuTaii nepepeecTpauis Ha HeobMexeHwi - He UA/18273/01/01
(cybeTaHuin) y Crapt" dapmacbtoTikan Ko., TepMIH nionsieae
noABiAHMX Nt
nonieTNeHoBux
nakeTtax gns
hapmaLeBTUYHOro
3aCTOCyBaHHSA
7. | NEPKAHIAMMI NOPOLLIOK AT YkpaiHa Fnenmapk Naicp IHAain nepepeecTpavis Ha HeobMexeHuii - He UA/17891/01/01
HY (cybeTaHuin) y "KNIBCbKWM CalieHc NimiTeq, TEPMIH nionsieae
raPOXNOPWNA | naketax BITAMIHHUIA
nonieTuneHoBmx 3ABOA"
ans
thapmaLeBTUYHOro
3aCTOCYyBaHHSA
8. | HATPIIO NMOPOLLIOK AT YkpaiHa XeHaH [JoHrTai ®apm Kntaii nepepeecTpauis Ha HeobMexeHwi - He UA/17549/01/01
OVNKNO®EHAK | kpucTanivyHuii "KNIBCbKWN Ko., T, TEPMIH nionszae
(cy6eTaHuis) y BITAMIHHWA
MilLKax noABiNHMX 3ABOL"

nosieTUNeHoBNX
ans
hapmaLeBTUYHOro
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Ne Hassa ®dopma surnycky 3asiBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbKo20 (nikapcbka chopma, 3asBHUKa BUPOGHUKA Bionycky aHHs1 peecmpayitiHo2o
3acoby yrnakoskKa) nocsioyeHHs1
3aCTOCyBaHHSA
9. | NPOCTIA Kancynu m'siki, 0,5 €Bpo IHAis OniB Xenckep IHais nepepeecTpauis Ha HeobMexeHui 3a He UA/18090/01/01
mr; no 10 kancyn 'y Naiidkep TepMiH peyenmom nionsizae
6nicTepi; no 3 MpaiiBiT OHOB/IEHO iHhopMaLito B IHCTPYKUIT Ans
6nictepu B Nimitepn MeAMYHOro 3aCTOCYBaHHS NikapCbKoro
KapTOHHI Kopo6Lii 3aco6y B po3gini "MobiuHi peakuyii” woao
B&X/IMBOCTi 3BiTyBaHHS NpPo MoGiyHi
peaxuii.
Pestome nnaHy ynpasniHHA pusnkamu
Bepcia 1.2 nofaeTtbes.
MepioanyHICTb NOAAHHSA PErynsipHo
OHOBJ/IIOBAHOrO 3BITY 3 6e3neku,
BiANOBIAHO A0 MopsaKy 3A4iACHEHHS
thapmakoHarnagy, 3aTBepaKeHoro
Haka3oM MiHicTepcTBa 0XOPOHHM
3[10pOB’A YKpaiHuu Big 27 rpyaHsa 2006
poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLii YkpaiHu 29 ciuns
2007 poky 3a Ne 73/13340 (y pepaxuii
Haka3y MiHicTepcTBa OXOPOHMW 3[10POB'A
Ykpainu Big 26 BepecHs 2016 poky Ne
996), CTaHOBUTb: 3riHO 3i CTPOKaMU,
3a3HayYeHMN Y NepiogMyYHOCTI NoJaHHSA
PEerynsipHux 3BiTiB 3 6e3neku.
10. | ®IHroniMoa- kancynu no 0,5 mr; Mictpan AHrnin BupobHuuTBO, YUnni/ nepepeecTpauisi Ha HeobMexeHwi 3a He UA/17846/01/01
BICTA no 7 kancyny Kenitan nepBrHHE, BTOPUHHE Icnanis/ TEepMiH peyenmom nionsizae
6nicTepi, no 4 MeHeKMeHT nakyBaHHs1, KOHTPO/1b Yecbka OHOB/IEHO iHGhopmaLito B IHCTPYKUIT Ans
6nictepun B Nivitepn AKOCTI: Pecny6nika MeAMYHOro 3aCTOCYBaHHSA NMikapCbKoro
KapTOHHI KOpo6Lii CiHTOH Yuni Nitaa., 3acoby y po3ginax "OcobnmnBoCTi
Yuni; 3actocyBaHHs", "Mo6iuHi peakuyji"

MepBUHHE, BTOPUHHE
nakyBaHsi, KOHTPO/b
AKOCTI, BUNYCK cepil:
CiHTOH Xicnanis, C.J1.,
IcnaHis;
KoHTpOsb sIKOCTI
Pi3VKO XiMiYHWIA:
KBiHTa - AHaniTika
C.p.o., Yecbka
Pecny6nika

BignoBigHO A0 iHdhopmaui
pediepeHTHOrO JliKapCbKOro 3acoby
(FineHis, kancynu TBepai no 0,5 mr), a
Takox A0 posainy "Mo6iyvHi peakuii”
LLIOA0 BaXX/IMBOCTI 3BITYBaHHSA Npo
noGiyHi peakuiji.

Pestome nnaHy ynpasriHHA pusmkamu
Bepcia 1.3 gofaeTbes.
MepioanyHiCTL NOAAHHA PerynsipHo
OHOBJIHOBAHOrO 3BIiTY 3 6e3neKu,
BiANOBIAHO A0 MopsAaKy 3A4iACHEHHS
thapmakoHarnagy, 3aTBepyKeHoro
Haka3oM MiHicTepcTBa OXOPOHM
3[10pOB’A YKpaiHuu Big 27 rpyaHsa 2006
poky Ne 898, 3apeecTpoBaHoOro B
MiHicTepcTBi locTuLii Ykpainu 29 ciuns
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Ne Hassa ®dopma surnycky 3asiBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbKo20 (nikapcbka chopma, 3asBHUKa BUPOGHUKA Bionycky aHHs1 peecmpayitiHo2o
3acoby yrnakoskKa) nocsioyeHHs1
2007 poky 3a Ne 73/13340 (y pegaxuii
Haka3y MiHicTepcTBa OXOPOHU 340POB'SA
Ykpainu Bif 26 BepecHsn 2016 poky Ne
996), CTaHOBUTb: 3riHO 3i CTPOKaMM,
3a3HayYeHUMKM y NepioaNYHOCTI NoAaHHSA
perynsipHux 3BiTiB 3 6e3neku.
11. | ®NIYBPIKC® NboAAHVKM No 8,75 AT "®apmak” YkpaiHa KoHTpornb cepiii: Icnanis nepepeecTpauis Ha HeobMexeHwi 6e3 nionsizae UA/17885/01/01
Mmr no 8 a6o 12 IHOPAPMEWA, C.1., TEPMIH peuenma
NbOASAHUKIB Y Icnanis; OHoBMEeHo iHdopMaLito B IHCTpyKLii ans
6nicTepi; no 2 KoHTpornb cepiii: MeJMYHOro 3aCTOCYBaHHS NiKapCbKOro
6nictepu y naui 3 NABOPATOPIO 3acoby y posginax "®apmakonorivHi
KapToHY EUIBAPHE, C.A,, B/1acTMBOCTI", "3acTocyBaHHs y nepiog,
Icnanis; BariTHOCTi abo rogyBaHHs rpyaat”
Bvpo6HMLTBO roToBOT ( (yTOYHeHHs iHchopmaLii) BignoBsiagHO A0
NpoAyKLii, BUNYCK iHchopmawii pechepeHTHOro nikapcbKoro
cepii, NnepeuHHe Ta 3acoby Ctpencinc, [HTeHcuB 3 Megom Ta
BTOPVHHE NaKyBaHHS: JIMMOHOM. NbOASHNKN.
Nosi'c
dapmacbloTUKan3 Pestome nnaHy ynpasniHHA pusnkamu
C.J1.,, IcnaHis Bepcia 3 fofaeTbCs.
MepioanyHICTb NOAAHHSA PErynsipHoO
OHOBJ/IIOBAHOrO 3BITY 3 6e3neku,
BiANOBIAHO A0 MopsaKy 3A4iACHEHHS
thapmakoHarnagy, 3aTBepaKeHoro
Haka3oM MiHicTepcTBa 0XOPOHHM
3[10pOB’A YKpaiHuu Big 27 rpyaHsa 2006
poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLii YkpaiHu 29 ciuns
2007 poky 3a Ne 73/13340 (y pepaxuii
Haka3y MiHicTepcTBa OXOPOHMW 3[10POB'A
Ykpainu Big 26 BepecHs 2016 poky Ne
996), CTaHOBUTb: 3riHO 3i CTPOKaMU,
3a3HayYeHMMN Y NepiogMYHOCTI NoJaHHSA
perynisipHux 3BiTiB 3 6e3neKku
12. | ®YNBEMKEKT | po3uvH Ans iH eKLiiA, EnEnCi Ipysis K.T. POM®APM PymyHis nepepeecTpauisi Ha HeobMexeHwi 3a He UA/17896/01/01
250 mr/5 mn; no 5 Pomdpapm KOMMMAHI C.P.J1. TEPMIH peyernmom nidnsieae
M/TY Wnpuyi Ta KomnaHi (BUpOGHMLTBO Ta OHoOB/IeHO iHghopmaLito B IHCTpyKLii ans
6nictepi, no 2 Lxopmxusa nepBUHHE NakKyBaHHS MeAMYHOro 3acTOCYBaHHA /likapCbKoro

6nictepa i3
LUMPULLOM Ta 2 Fo/KK
B KapPTOHHIi nauui

nikapcbKoro 3acoby;

BTOPVHHE NaKyBaHHS,

KOHTPO/Tb KiHLLeBOro

NPOAYKTY Ta BUMYCK
cepir)

3acoby y po3gaini “MNokasaHHs"
(3aTBEpMXKEHO: "dynBecTpaHT
nokasaHwin ans nikyBaHHS paky
MOJIOYHOT 3a/1031 3
€CTPOreHno3nTUBHUMM peLienTopamu,
MicLieBonoLMpeHoro abo 3
MeTacTasamu B XIHOK Y MOCTMeHonay3i:
- AKi paHille He oTpuMyBasIn
rOpMOHa/IbHY Teparnito;
- y pasi peunamsy Xsopobu nig yac abo
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Ne Hassa ®dopma surnycky 3asiBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbKo20 (nikapcbka chopma, 3asBHUKa BUPOGHUKA Bionycky aHHs1 peecmpayitiHo2o
3acoby yrnakoskKa) nocsioyeHHs1
nicns af’loBaHTHOT @aHTUECTPOreHHOT

Tepanii abo nporpecyBaHHs XBOpooy nig,
yac aHTuecTporeHHol Tepanii”.
3anponoHoBaHo: “flikapcbkuii 3aci6
dynBemKeKT nokasaHuii:

* AK MOHOTepania A1 NikyBaHHS
MicueBonolumpeHoro abo
MeTacTaTM4HOro paky MOMOYHOT 3a/1031
3 eCTPOreH-no3uTYBHUMU peLentopamu
B XIHOK Y MOCTMeHonay3i:

- SIKi paHille He oTpuMyBasin
€HIOKPVHHY Tepanito;

-y pasi peunamBy XxBopobu nig yac um
nicnsa af'toBaHTHOT aHTUECTPOreHHoT
Tepanii abo nporpecyBaHHsi XBOpoby nig,
yac aHTMeCTPOreHHoI Tepanii;

* y KOMGiHaLji 3 nan6ouuknibom ans
NiKyBaHHS ropMOH-peL,enTop-
no3uTneHoro (HR-NO3MTMBHOrO),
HeraTMBHOrO 3a peLienTopom
enigepManibHoro haktopa pocty
nognHn 2 (HER2) micueBonoLwmnpeHoro
abo MeTacTaTU4HOro paky MOIOHYHOI
3a/1031 B XIHOK, fKi OTpUMyBav
ronepeaHIo eHA0KPUHHY Tepanito (auB.
po3ain «®apmMmakoguHamika).

Y XiHOK y npemeHonay3i abo
nepviMeHomnaysi KOMGiHOBaHe fiKyBaHHs
3 nanbounknibom cnig NnpoBoanTU B
KOMGiHaLiT 3 aroHiCTOM /0TETHI3Y4O0ro
rOPMOH-PWI3NHIOBOro ropmoHy (JITPIN)™)
Ta iHWKUX po3ginax "dapmMakooriyHi
BnacTusocTi", "OcobnnBocTi
3acTocyBaHHs", "3acTocyBaHHs y nepiog
BariTHoCTi abo rogyBaHHs rpyaat”
(yTouHeHHs iHchopmaui), "Cnoci6
3aCTOCyBaHHA Ta [031" (YTOUHEHHS
iHchopmawii), "Mo6iuHi peakwyii™
BiANOBIAHO A0 iHhopmaLi
pedepeHTHOro flikapcbkoro 3acoby
dasnogekc, po3ynH A4S iH'ekuiid, a
Takox po3gin "MobiuHi peaxuii”
[OMNOBHEHO iHhOpMAaLli€to LWoa0
3BiTyBaHHS NPo NoGiYHI peakuii.

Pestome nnaHy ynpasniHHA pusnkamu
Bepcia 2.1 gofaeTbes.
MepioAnyHiCTb NOAAHHSA PerynsipHo
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHA

Homep
peecmpayitiHo2o
nocsioYeHHs1

OHOBJ/IIOBAHOrO 3BITY 3 6e3neku,
BiANOBIAHO A0 MopsAaKy 3A4iACHEHHS
thapmakoHarnagy, 3aTBepa)KeHoro

Haka3oM MiHicTepcTBa OXOPOHHM

3[10pOB’A YKpaiHuu Big 27 rpyaHsa 2006
poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLii YkpaiHu 29 ciuns
2007 poky 3a Ne 73/13340 (y pepaxuii
Haka3y MiHicTepcTBa OXOPOHM 3[10POB'A
Ykpainu Big 26 BepecHs 2016 poky Ne
996), CTaHOBUTb: 3riHO 3i CTPOKaMU,
3a3HavYeHMMN Y NepiogMYHOCTI NoJaHHSA
perynsipHux 3BiTiB 3 6e3neku.

13.

XOHAPO-PIL,

kancynu, 200 mr/250
mr, no 10 kancyny
6nicTepi; no 5
6nictepiB y
KapTOHHI ynakosLi

xn Em

PapmMacboTUK
asnc Jita.

Ipysia

xun Em
PapmMacboTKaC
nro.

py3ia

nepepeecTpauisi Ha HeobMexeHui
TEPMIH
OHoBnEeHo iHdhopMaLito B IHCTpyKLii ans
MeAMYHOro 3aCTOCYBaHHA /likapCbKoro
3acoby y po3gini "MobivHi peakuii" woao
3BiTYyBaHHSA Npo Mo6iYHI peakw;i.

Pestome nnaHy ynpas/iHHA pu3nkamu
Bepcia 2.1 gofaeTtbes.
MepiognyHICTb NOAAHHS PerynsipHo
OHOBJIHOBAHOrO 3BIiTY 3 6e3neKu,
BiANOBIAHO A0 MNopsAaKy 3A4iCHEHHS
dhapmakoHarnsgy, 3aTBepxeHoro
Haka3oM MiHicTepcTBa OXOPOHHM
340pOB’A YKpainu Bif 27 rpyaHa 2006
poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLii Ykpainu 29 ciuns
2007 poky 3a Ne 73/13340 (y pepaxuii
Haka3y MiHicTepcTBa OXOPOHU 340POB'SA
Ykpainu Bif 26 BepecHs 2016 poky Ne
996), CTaHOBUTb: 3riAHO 3i CTPOKamMM,
3a3HayYeHUMK y NepioaNYHOCTI NoAaHHs
perynsipHux 3BiTiB 3 6e3neku.

6e3
peyenma

nionsieae

UA/13850/01/01

14.

LMMPODIOKC
ALVHY
rAPOXNOPUA,

KpucTanivyHmi
MOPOLLIOK
(cybeTaHuin) y
noaBINHMX
nonieTNeHoBUX
naketax gns
hapmMaueBTUYHOIO
3aCTOCyBaHHs

ToBapucTBO 3
obmexeHoto
BiANOBiAaNbHI
cTio
"[ocnigHnii
3aBof,
"rHUaC"

YkpaiHa

AAPTI IPATC /T,

IHAjA

nepepeecTpauis Ha HeobMexeHwi
TepMIH

He
nionsieae

UA/18170/01/01

15.

LUTOCENB®

PO3UMH A1A iH'EKUIN,
100 mr/mn, no 5 mn
B amnyni; no 5
amnyn y kacerti; no 2

TOB HB®
«MIKPOXIM»

YkpaiHa

BIANOBIAA/IbHWI 32
BMPOGHULITBO Ta
KOHTpONb/BUNpO6YBaH
HS1 cepii, He

YkpaiHa

nepepeecTpauisi Ha HeoBMeXeHWi
TEPMIH
OHoB/EHO iHthopMaL,io y po3gini
"Mo6iYHI peakuii" iIHCTPYKUIT Ans

3a
peyenmom

He
nionsieae

UA/18016/01/01
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Ne Hassa ®dopma surnycky 3asiBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbKo20 (nikapcbka chopma, 3asBHUKa BUPOGHUKA Bionycky aHHs1 peecmpayitiHo2o
3acoby yrnakoskKa) nocsioyeHHs1
KaceT B nauyi 3 BK/THOHAKOUM BUNYCK MeAMYHOro 3aCTOCYBaHHSA /TiKapCbKOro
KapToHy; Mo 5 mn B cepii: 3aco06y W00 BaX/MBOCTI 3BiTYBaHHSA
amnyni; no 10 MpuBaTHe aKuioHepHe npo No6ivHi peakii, Ta 'y po3gini
amnyn y 6nictepi; no TOBapUCTBO “JIekxiM — "Cknapg"(peparyBaHHs iHdhopmadi).
1 6nicTepy B nayui 3 Xapkis”
KapTOHY YKpaiHa; Pestome nnaHy ynpas/iHHA pu3nkamu
BiANOBiAA/IbHWI 32 Bepcis 0.3 gogaetbes.
BUMYCK cepii, He MepiognyHICTb NOAAHHS PerynsipHo
BK/IOYa0UN OHOB/IOBAHOIO 3BITY 3 6e3neku,
KOHTpPO/b/BMNpOGYBaH BiANOBIAHO A0 MNopsAaKy 34iCHEHHS
HA cepil: dhapmakoHarnsgy, 3aTBepkeHoro
TOB HB® Haka3oM MiHicTepcTBa OXOPOHM
"MIKPOXIM", 300poB’sA YKpaiHu Big, 27 rpyaHsa 2006
YKpaiHa poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLii Ykpainu 29 ciuns
2007 poky 3a Ne 73/13340 (y pegaxuii
Haka3y MiHicTepcTBa OXOPOHU 340POB'A
Ykpainu Bif 26 BepecHsn 2016 poky Ne
996), cCTaHOBUTB: 3riAHO 3i CTPOKaMM,
3a3HayYeHUMK y NepioaNYHOCTI NoAaHHSA
perynsipHux 3BiTiB 3 6e3neku.
B.o. HauaILHHUKA
dapmaleBTUYHOI0 YIpaB/IiHHA JIrogmuna

APKO




IIEPEJIIK

Joparok 3
[0 Hakaly MiHicTepcTBa OXOPOHU
300pOB’A YKpaiHu «Mpo aepxaBHy

peecTpauito (nepepeecTpalito)

NiKapCbKMX 3ac06iB (MegUUHNX

iMyHOGionoriuHMx npenapariB) Ta
BHECEHHSA 3MiH [0 peecTpayiiiHnx
MaTepianis»
Big 08 mucronaga 2024 poky Ne 1877

JIIKAPCBKHUX 3ACOBIB (MEJNUYHUNX IMYHOBIOJIOTTYHUX ITPEITAPATIB), IIO10 AKUX BYJ/IN BHECEHI
3MIHU 40 PEECTPAIIMHUNX MATEPIAJIIB, AKI BHOCATBCSHA 4O AEPKABHOI'O PEECTPY JIIKAPCBbKHX

3ACOBIB YKPAIHUN
Ne Hassa Popma surnycky 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbKo20 | (nikapcbka hopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby YNakKkoBsKa) nocsioYeHHs1
1. | ABI3ON Tabnetku, Wo HOBEN TypeuunHa HOBEN I/1AY TypeyunHa BHECEHHS 3MiH [0 peecTpaLiiiHnx maTepianis: 3MiHu | 3a He UA/18410/01/02
I3ITAB [AVCnepryoTbes B INAY CAHAI BE TMny - 3MiHK WoAo 6e3nekn/edpeKTNBHOCTI Ta peyenmom | nionsizae
POTOBI NOPOXHWHI, CAHAI BE TIOXKAPET A.LL. hapmakoHarnsgy. 3MiHu y KOpoTKili XxapakTepucTui
no 15 mr, no 7 TIOXKAPE NiKapcbKoro 3acoby, TEKCTI MapKyBaHHSA Ta iHCTPYKLT
Tabnetok y 6nictepi, TA.LL. [ONs MeAnYHOro 3acTocyBaHHS
no 4 6nictepu B reHepuYHUX/riopuaHNX/6ionodi6HNX NiKapCbKUX
KapTOHHIA ynakoBL,i 3aco6iB nic/i BHECEHHSA TiET camoi 3MiHN Ha
pedepeHTHWIT MpenapaT (3mMiHa He NoTpebye HadaHHsA
XXOLHWX HOBMX [0AAaTKOBUX AAHWX) - SMiHW BHECEHO
[0 IHCTPYKLUIT ANA MeANYHOro 3acTocyBaHHS
nNikapcbKoro 3acoby y po3ginu "dapmMakosorivHi
BnactusocTi", "Moka3aHHs", "B3aemogis 3 iHwmumu
nikapcbkMK 3aco6ami Ta iHLi BUAW B3aemogiii",
"Oco6nmMBOCTI 3acTocyBaHHSA", "Cnocib 3acTocyBaHHSA
Ta gosun", "Oitn", "MobivHi peaxuii”" BignosigHoO A0
iHchopMmaw,ii LLoA0 MeAMYHOrO 3aCTOCYBaHHSA
pedhepeHTHOro nikapcbkoro 3acoby (ABILIFY,
orodispersible tablets, 10 mg). BBeeHHs 3MiH
NpoTArom 6-T1 MiCALIB MiCNA 3aTBEPAKEHHS.
2. | ABI3ON Tabnetku, Wo HOBEN TypeuunHa HOBE/ INAY TypeuunHa BHECEHHS 3MiH A0 peecTpaLiiiHux matepiasis: 3MiHu | 3a He UA/18410/01/01
IBITAB aucnepryoTses B INAY CAHAI BE TMny - 3MiHK Woao 6e3nekn/edekTMBHOCTI Ta peyenmom | nidssieae
POTOBI NOPOXHWHI, CAHAI BE TIOXKAPET A.LL. hapmakoHarnsgy. 3MiHU y KOpPOTKili XapakTepucTuuj
no 10 wmr, no 7 TIOXXAPE NiKapcbKoro 3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKL,iT
Tabnetok y 6nictepi, TA.LL. 0151 MeANYHOIO 3aCTOCYBaHHSA
no 4 6nictepu B reHepuyYHUX/ribpuaHMX/6ionoaibHMX NiKapCbKUX
KapTOHHIA ynakoBsL,i 3ac006iB nicnsi BHECEHHS TiEl caMoi 3MiHW Ha
pedhepeHTHMIA Npenapar (3MiHa He NoTpPebye HaAaHHSA
XOLHMX HOBMX [0AATKOBUX AAHWX) - SMiHU BHECEHO
[0 IHCTPYKUIT 418 MEJNYHOTO 3aCTOCYBaHHS
NiKapcbKoro 3acoby y po3ainm "dapmakonoriyHi

BractmeocTi", "lMokasaHHs", "B3aemogis 3 iHWK1MK
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n/n

Ha3ssa
JliKapcbK0O20
3acoby

Popma surnycky
(nikapcbka ¢hopma,
YNaKkoBsKa)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs

Homep
peecmpayiliHo2o
nocsio4yeHHs

nikapcbKvMKn 3acobamu Ta iHWi BUAW B3aeMogiii",
"Oco6nmMBOCTI 3acTocyBaHHSA", "Cnocib 3acTocyBaHHS
Ta gosun", "Oitn", "MobivHi peaxuii”" BignosigHoO A0
iHchopmaw,ii LLoA0 MeAMYHOrO 3aCTOCYBaHHSA
pedhepeHTHOro nikapcbkoro 3acoby (ABILIFY,
orodispersible tablets, 10 mg). BBeeHHsA 3MiH
NpoTArom 6-Tn MiCALIB MiCNA 3aTBEPAKEHHS.

AB''OPEH

Tabnetku no 400 wmr;
no 15 ta6nertok y
6nicTepi; no 2 abo
no 4 6nictepu B
KapTOHHIlA KOpooLi

Na6opaTto
oif
Bywapa
Pekopgaari

®paHuis

Na6opatopii
Bywapa
Pekopgaari

®paHuisa

BHECEHHS 3MiH A0 peecTpaLiiiHux matepiasis: 3MiHu |
TMny - 3MiHK Woao 6e3nekn/edekTUBHOCTI Ta
thapmakoHarnagy. 3MiHa y KOpOTKiil xapakTepucTuLi
NiKapcbKoro 3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKLiT
[ONs MeAMYHOro 3acToCyBaHHA Ha NiACTaBi perynsipHo
OHOBJ/OBAHOrO 3BiTY 3 6e3NeKn Nikapcbkoro 3acooby,
abo focnigkeHb 3 6e3nekn 3acToCyBaHHSA NikapCbKoro
3acoby B nicnspeecTpauiliHnii nepios, abo sk
pe3ynbTaT OLiHKV 3BITY 3 AOC/ILKEHb, MPOBEAEHNX
BiANOBIAHO f0 MnaHy negiatpuuHnx gocnimxeHs (PIP)
(3MiHy y3rofkeHo 3 KOMMETEHTHVUM YNOBHOBaXXEHUM
OopraHom) - 3MiHV BHECEHO A0 IHCTPYKUiT Ans
MeAMYHOro 3acTOCyBaHHSA MikapCbKoro 3acoby Ao
po3ziny "Mo6iyHi peakyii” BiANOBIAHO 4O OHOBEHOI
iHhopmauii Lwoao 6e3nekn 3acTocyBaHHS Aito4oi
PEYOBUHN.

6e3
peuyenma

nionsieae

UA/5702/01/01

ArPETA®

TabneTtku, BKPUTI
NiBKOBOO
060/10HKO0, Mo 90
Mmr no 10 TabneTok y
6nictepi, no 6
6nicTepiB y navui

AT
"papmak”

YKpaiHa

AT "dapmak”

YKpaiHa

BHECEHHS 3MiH [JO peecTpaLiiiHix maTepianis: 3MiHu |
Tuny - 3MiHn 3 akocTi. CepTuddikaTt BignosigHocCTI/IE-
cepTudikaT BignoBigHOCTI EBponeichkiii
hapmakonei/moHorpadii. NMogaHHsa HoBoro abo
OHOBJ/IEHOrO cepTudikaTta BifnosigHOCTIi abo
BW/TyYEHHS cepTudpikaTa BignoBiAHOCTI EBpoNeiichKii
thapmakonei: gna A®l; ans BUxigHOro
marepiany/peareHTy/npomMiKHOro NPOAYKTY, Lo
BMKOPVCTOBYIOTbCS Y BUPO6HUUTBI ADI; ans
[LOMOMDKHOT peyoBMHM (cepTudikaT BiANOBIAHOCTI
€Bponelicbkin dhapmakonei) - HoBuii ceptudikar Big,
BXe 3aTBepAKeHOro BUpobHuKa. MoaaHHs HOBOro
cepTudpikaTa BignoBiaHOCTI EBpONEiiChKilt
thapmakonei Ne RO-CEP 2021-303 - Rev 00 g5
[il040T peYOBUHY TUKarpesnop Bif, BXe 3aTBepyKeHoro
BMpo6HMKa Jiangxi Synergy Pharmaceutical Co., Ltd.,
Kutaii (3amiHa DMF Ver.1.1 (November, 2021)

3a
peyenmom

UA/19766/01/01

ArPETA®

TabneTku, BKpUTI
NiBKOBOO
060n10HKO0, Mo 60
mr no 10 TabneTok y
6nictepi, no 6
6nicTepiB y nauui

AT
"papmak”

YkpaiHa

AT "dapmak”

YKpaiHa

BHECEHHS 3MiH 1O peecTpaLjiiiHiX maTepianis: 3MiHu |
Tuny - 3MiHK 3 akocTi. CepTuddikaTt BignosigHoCTI/lIE-
cepTuguikaT BiANOBIAHOCTI EBpONenchbKil
thapmakonei/moHorpadii. NogaHHs HoBOro abo
OHOBJ/IEHOrO cepTudikara BifnosigHOCTI abo
BWUTyYEHHS cepTudlikaTa BignoBigHOCTI €EBPONENChKii
thapmakonei: gns A®l; ans BUxigHOro
marepiany/peareHTy/npomMiKHOro NPoAyKTY, Lo
BUKOPWCTOBYIOTbLCS Y BUPOOHNLUTBI ADI; nns

3a
peyenmom

UA/19766/01/02
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Ne Hassa Popma surnycky 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbKo20o | (nikapcbka hopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby YNaKkoBsKa) nocsioYeHHs1
[0NOMDKHOT peyoBrHY (cepTudikaT BignoBigHOCTI
€Bponelicbkiin hapmakonei) - HoBuii cepTudikar Big,
BXe 3aTBepAKeHOro BUpobHuKa. MoaaHHs HOBOro
cepTudpikaTa BignoBiaHOCTI EBpoNeiiChkilt
thapmakonei Ne RO-CEP 2021-303 - Rev 00 gns
[il040T peYoBUHN TUKarpenop Bif BXe 3aTBepAXeHOro
BMpOGHMKa Jiangxi Synergy Pharmaceutical Co., Ltd.,
Kutaii (3amiHa DMF Ver.1.1 (November, 2021)
6. | AJEMMNAC® TabneTku, BKPUTI Baiiep Al HimeyuunHa BCi cTagii HimeuunHa BHECEHHS 3MiH 0 peecTpaLiiiHux matepiasnis: 3MiHu | 3a UA/14101/01/04
nNiBKOBOIO BMpO6GHMUTBA: TMny - 3MiHKM Woao0 6e3nekn/edekTUBHOCTI Ta peyenmom
obonoHkoto no 1,5 Baiiep AT, thapmakoHarnagy. 3MiHa YyacToTv Ta/abo TepMiHiB
mr, Ne 42: no 21 HimeuuunHa; noJaHHA perysisipHO OHOBJIIOBaHWX 3BITIB 3 6e3neku
Tabnetui y énicrepi; BTOPVIHHE NiKapcbKnx 3acobiB. 3MiHM y 4acToTi Ta AaTax
no 2 6nictepu B nakyBaHHs: nofaHHA perynspHO OHOB/IIOBAHOIO 3BITY 3 6e3neku
KapTOHHI nauui; Ne LLTeremaHH [itoya pepakuis: YactoTa nofaHHsa perynspHo
84: no 21 Tabnetuiy JTIoHbepnakyHr & OHOB/IOBAHOrO 3BiTYy 3 6e3nekun 6 Micsyis. KiHuesa
6nicTepi; no 4 Norictiwep Cepsic AaTa ans BkA4YeHHs gaHnx o PO36 - 19.09.2018 p.
6nictepu B e.K., HimeuunHa [ata nogaHHs - 28.11.2018 p. MponoHoBaHa
KapTOHHIM nauui pefakuisi: YactoTa nogaHHs peryssipHo
OHOB/THOBAHOrO 3BIiTY 3 6e3nekn 3 poku. KiHueBa gaTa
019 BKNOYEHHA aaHux Ao PO3B - 19.09.2024 p. data
nogaHHA - 18.12.2024 p. PekomeHA0BaHO A0
3aTBEpAKEHHS BiANOBIAHO A0 NEpPiOANYHOCTI NOJaHHS
perynspHo OHOB/IOBAHWX 3BITiB 3 6e3neKkn NikapCbknx
3aco6iB y EC.
7. | ABEMNAC® TabneTku, BKpUTI Baiiep Al HimeyunHa BCi cTagii HimeuyunHa BHECEHHS 3MiH A0 peecTpaLiiiHux matepiasis: 3MiHu | 3a UA/14101/01/03
nNiBKOBOIO BMpO6GHUUTBA: My - 3MiHK Woao 6e3nekn/edekTUBHOCTI Ta peyenmom
o6onoHkoto no 1,0 Baiiep AT, thapmakoHarnagy. 3MiHa YyacToTv Ta/abo TepMmiHiB
mr, Ne 42: no 21 HimeyunHa, NoJaHHsA perynspHo OHOBJ/THOBAHUX 3BITIB 3 6e3nekn
Tabnetuiy énictepi; BTOPVHHE niKapcbknx 3acobiB. 3MiHM y 4acToTi Ta AaTax
no 2 6nictepu B nakyBaHHs: nofaHHs perynsipHO OHOBJ/IHOBAHOIO 3BIiTY 3 6Ge3neku
KapTOHHI/A nauui; Ne LLTeremaHH [itoya pepakuis: YactoTa nofjaHHsa perynspHo
84: no 21 Tabnetuiy JToHbepnakyHr & OHOB/IOBAHOrO 3BiTY 3 6e3neku 6 Micauis. KiHuesa
6nicTepi; no 4 NoricTtiwep Cepsic AaTa gns BkAYeHHs gaHunx o PO36 - 19.09.2018 p.
6nictepy B e.K., HimeuunHa [ata nogaHHs - 28.11.2018 p. MponoHoBaHa
KapTOHHI navui pepakuisi: YactoTa nofaHHsa perynspHo
OHOB/IIOBAHOrO 3BiTY 3 6e3neku 3 poku. KiHueBa gaTa
[ONA BKIOYeHHA aaHnx Ao PO3b - 19.09.2024 p. daTa
nofaHHs - 18.12.2024 p. PekomeHA0BaHO [0
3aTBEP)KEHHS Bi4NOBIAHO 40 NEPIOANYHOCTI NOAAHHS
perynsipHO OHOB/IIOBAHVX 3BiTiB 3 6e3MeKky NikapCbKknUx
3acobiB y €C.
8. | AAJEMMNAC® TabneTkn, BKPUTI Baiiep Al HimeuunHa BCi cTagii HimeuunHa BHECEHHS 3MiH 40 peecTpaviiHnx maTtepiasis: 3MiHu | 3a UA/14101/01/01
NNiBKOBOO BMPOGHMLTBA: TMny - 3MiHK LWoao 6e3nekn/edheKTNBHOCTI Ta peyenmom
060/10HKOIO N0 2,5 Baiiep AT, hapmakoHarnagy. 3MiHa 4yacToTv Ta/abo TepMiHiB
mr Ne 42: no 21 Himeuuunha, nofaHHs perynsipHo OHOBJ/IIOBAHMX 3BITIB 3 6e3neku
Tabnetui y 6nictepi; BTOPVHHE nikapcbKmnx 3aco6iB. 3MiHM y YacToTi Ta gartax
no 2 6nictepu B nakyBaHHs: NoAaHHA perysisipHo OHOBJIIOBAHOTO 3BITY 3 6e3Mneku
KapTOHHIM nauu; Ne LLiITeremMaHH [itoya pefgakuis: YactoTa nogaHHs peryasipHo
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Ne Hassa Popma surnycky 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbKo20o | (nikapcbka hopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby YNaKkoBsKa) nocsioYeHHs1
84: no 21 Tabnetuiy JToHbepnakyHr & OHOB/OBAHOrO 3BiTY 3 6e3nekun 6 Micsuis. KiHuesa
6nictepi; no 4 Norictiwep Cepsic AaTa ans BkA4YeHHs gaHnx o PO36 - 19.09.2018 p.
6nictepu B e.K., HimeuunHa [ata nogaHHs - 28.11.2018 p. MponoHoBaHa
KapTOHHIA navui pepakuis: YactoTta nogaHHa perynsipHo
OHOB/THOBAHOrO 3BiTYy 3 6e3nekn 3 poku. KiHueBa gaTa
AN BKOYEHHA aaHux Ao PO3B - 19.09.2024 p. Aata
nogaHHA - 18.12.2024 p. PekomeHA0BaHO A0
3aTBEPKEHHS BiANOBIAHO A0 NEPIOANYHOCTI NOAAHHS
perynsipHO OHOB/IIOBAHNX 3BITiB 3 6e3MeKy NikapCbKux
3acobiB y EC.
9. | AAEMMNAC® TabneTku, BKpUTI Baiiep Al HimeuunHa BCi cTagii HimeuyunHa BHECEHHS 3MiH A0 peecTpaLiiiHux matepiasis: 3MiHu | 3a UA/14101/01/02
nNiBKOBOIO BMpoO6GHUUTBA: TMny - 3MiHK Woao 6e3nekn/edekTUBHOCTI Ta peyenmom
o6onoHkoto no 2,0 Baitep AT, hapmakoHarnagy. 3miHa YyactoTv Ta/abo TepMmiHiB
mr, Ne 42: no 21 Himeuumnha, nofaHHs perynsipHo OHOB/IIOBAHMX 3BITIB 3 6e3neku
Tabnetuiy énictepi; BTOPVHHE nikapcbknx 3acobiB. 3MiHM y 4acToTi Ta AaTax
no 2 6nictepu B nakyBaHHs: NnoJaHHs perynsipHO OHOBJ/IHOBAHOTO 3BIiTY 3 6Ge3neku
KapTOHHI/ nauuj; Ne LLTeremaHH [itoya pepakuis: Yactota nogaHHs perynsipHo
84: no 21 tabnetuiy JToHbepnakyHr & OHOB/IOBAHOrO 3BiTY 3 6e3neku 6 Micauis. KiHuesa
6nicTepi; no 4 Norictiwep Cepsic AaTa gns BKAYeHHs gaHunx o PO36 - 19.09.2018 p.
6nictepy B e.K., HimeuunHa [ata nogaHHs - 28.11.2018 p. NponoHoBaHa
KapTOHHI navui pepakuisi: YactoTa nogaHHa perynspHo
OHOB/IIOBAHOrO 3BiTYy 3 6e3neku 3 poku. KiHuesa gaTa
ONA BKIOYeHHA AaHnx go PO3b - 19.09.2024 p. JaTa
nofaHHsa - 18.12.2024 p. PekomeHg0BaHo [0
3aTBEPL)KEHHS BiNOBIAHO 40 NEPIOANYHOCTI NOAAHHS
perynsipHoO OHOB/THOBaHUX 3BITiB 3 6e3MeKu ikapCbkmx
3acobiB y €C.
10. | ABEMIMNAC® TabneTkun, BKpUTI Baiiep Al HimeuunHa BCi cTagii HimeuunHa BHECEHHS 3MiH 0 peecTpaLiiiHux matepiasnis: 3MiHu | 3a UA/14101/01/05
NNiBKOBOO BMPOGHMLTBA: TMny - 3MiHK Woao 6e3nekn/edpeKTNBHOCTI Ta peyenmom
060110HkKo0 no 0,5 Baiiep AT, thapmakoHarnsgy. 3miHa 4actoTu Ta/abo TepMmiHiB
Mmr Ne 42: no 21 HimeyunHa, NnoJaHHA perysisipHO OHOBJTIHOBaHKX 3BITIB 3 6e3nekn
Tabnetui y 6nictepi; BTOPVHHE nNikapcbKnx 3aco6iB. 3MiHM y YacToTi Ta garax
no 2 6nictepu B nakyBaHHs: nofaHHA perynsapHO OHOB/IOBAHOIO 3BITY 3 6e3neku
KapTOHHI/ nauuj; Ne LLiteremaHH [itoua pegakuin: YactoTta nogaHHsA perynsipHo
84: no 21 tabneTtui y JTIoHbepnakyHr & OHOBJIHOBAHOrO 3BiTYy 3 6e3neku 6 micauiB. KiHueBa
6nictepi; no 4 NoricTiwep Cepsic hara ans BkIoYeHHs fgaHnx o PO3B - 19.09.2018 p.
6nictepu B e.K., Himeuunna [ata nogaHHs - 28.11.2018 p. MNMponoHoBaHa
KapTOHHIA navui pefakuis: YactoTa nogaHHa perynspHo
OHOB/IOBAHOrO 3BiTY 3 6e3nekun 3 poku. KiHuesa fata
ONA BKIIOYeHHA AaHunx Ao PO3B - 19.09.2024 p. JaTa
nogaHHA - 18.12.2024 p. PekoMeHA0BaHO [0
3aTBEPKEHHA BiAMNOBIAHO A0 NEPIOAUYHOCTI NOAAHHS
perynsipHo OHOB/IOBAHMX 3BiTiB 3 6e3neKn NikapCbKnx
3aco6iB y €C.
11. | ADUETPUC® | nopoluok ans Takepa [NaHis Bupo6HuuTBO ITanis/ BHECEHHS 3MiH [0 peecTpaLiiiHnx maTepianis: 3MiHu | 3a UA/13286/01/01
KOHLEHTpaTy A5 dapma Hepo3dgiacoBaHol dpaHuin/ MMy - 3MiHK 3 AKOCTi. FOTOBWIA NliKaPCbKUiA 3aci6. peyenmom
pO34nHy aons AlC nNpoayKLUiT, ABCTpIA CuncTeMa KoHTelHep/3aKynoptoBasibHUIA 3aci6. 3miHa
iHpy3iii no 50 mr; 1 nepBuHHa 6yAb-AKOI YacTUHW MaTepiasly NEPBUHHOI yNakoBKK,
dp/1aKoH 3 NOPOLLKOM yNakoBkKa, LLIO0 He KOHTaKTYE 3 TOTOBUM NiKapCbK1UM 3aC060M




23

Ne Hassa Popma surnycky 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbKo20o | (nikapcbka hopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby YNaKkoBsKa) nocsioYeHHs1
Y KapTOHHili kopobLi KOHTPOb AKOCTI (Hanpuknag, Komip KpULLEYOK 3 KOHTPOSIEM NEPLLIOro
cepiii rotoBoro BIZKPUTTSA, KONIp KOAOBUX Kineup Ha aMmnynax,
npopykty: BCI KOHTelHepa [/ roNokK (pi3Hi By nnactmacu) (3miHa,
dapmacbloTikans AKa He BMN/IMBAE Ha KOPOTKY XapakTepucTuky
C.M.A., ITanis; nikapcbKoro 3acoby) AofaBaHHA albTEPHATVBHOMO
Brvpo6HMuTBO push-off aluminum seal (silver aluminum alloy cap),
Hepo3chacoBaHol surotoeneHoro West Pharmaceuticals Services,
NpoAyKLUii, Stolberg, HimeuunHa. BBegeHHs 3MiH NPOTArom 6-Tn
nepBuHHa MiCAILiB nicns 3aTBEPOKEHHS.
ynakoBka: ®apesa 3MiHu | TUNY - 3MiHK 3 AKOCTi. FOTOBWIA NiKapCbKuii
May 2, dpaHuis; 3acib. Cuctema KoHTeliHep/3aKynoptoBasibHuiA 3aci6.
BTOPWHHA 3MiHa nocTavasibHYKa NakyBasibHUX MaTtepianis abo
ynakoBka, [,03BiN KOMM/IEKTYIOUMX (SIKLLO 3a3HAYeHO B [0CbE) (3aMiHa
Ha BUMYCK cepii: abo gopgaBaHHA nocTtavasibHuka) To add West
Takena ABCTpis Pharmaceuticals Services, as an alternative supplier of
'M6X, ABCTpist an overseal (a push-off aluminum seal), primary
packaging component of the finished product.
BBefeHHA 3MiH NPOTAroM 6-Tu MicALiB nicns
3aTBEPKEHHS.

12. | AEPTAN® kpem, 15 mr/1 r no BAT YropwuHa BAT "lepeoH YropuwHa BHECEHHS 3MiH A0 peecTpaLiiiHux matepiasis: 3MiHu | 6e3 UA/13910/01/01
60 ry Ty6i; no 1 Ty6i "l'epeoH PixTep" TMny - 3MiHK Woao 6e3nekn/edekTMBHOCTI Ta peuyenma
B KQPTOHHIN PixTep" thapmakoHarniagy. BeegeHHs abo 3amiHn o
ynakoBLi y3arasibHeHUX JaHnx Npo cucTemy dpapmakoHarnsgy

(BBEAEHHS y3aralbHEHMX AaHUX NPo cucTemy
thapmakoHarnsgy, 3mMiHa ynoBHOBaXXEHOI 0cobw,
BiANOBIA&/TbHOI 3a 34iiCHEHHS hapmakoHarnsay;

KOHTaKTHOI 0co6U 3 thapmakoHarnsay 3asBHuka ans
3[ificHEHHS hapmMakoHarnsgy B YkpaiHi, KO BOHA
BiAMiHHA Bif YNOBHOBaXeHOI 0cO6U, BiANOBIAa/IbHOI
3a 3AjiicHeHHs1 hapMakoHariaay (Bkiyarum
KOHTaKTHI AaHi) Ta/abo 3MiHN Y pO3MilLeHHi macTep-
thaiina cuctemu chapmakoHarnsgy) 3MiHa KOHTaKTHUX
[aHnX YNoBHOBaXXEHOT 0CO6Y 3asiBHNIKA,
BiANOBIAaIbHOI 3a thapmakoHarnsag,. 3miHa

MicLe3HaxX0[pKEHHS MacTep-chaiina cuctemm

thapmakoHarnagy. 3MiHa Micus 34iliCHEHHS1 OCHOBHOT
AiSNbHOCTI 3 hapmakoHarnsgy.

13. | AEPTAN® NopoLUOK AN BAT YropwumHa BUNycK cepii: BAT YropwmHa/ BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis: 3MiHu | 3a UA/13910/02/01
OpasibHOT cycneHsii "l'epeoH "l'epeoH PixTep", IcnaHis My - 3MiHK Woao 6e3nekn/edekTUBHOCTI Ta peyenmom
no 100 wmr, 20 PixTep" YropumHa; thapmakoHarniagy. BeegeHHs abo 3miHn go
nakeTiB 3 NOPOLLKOM BUPOOHNLITBO y3arasibHeHUX JaHnx Npo cucTemy dpapmakoHarnsgy
Y KapTOHHiiA Hepo3dacoBaHoi (BBEAEHHS y3ara/lbHEHMX AaHUX NPo cucTemy
ynakoBLi NPOAyKLii, hapmakoHarnsgy, 3MmiHa ynoBHOBaXeHOi 0cobu,

nepBuHHA BiANOBIAa/IbHOI 3a 34iiCHEHHSA hapMmakoHarnsay;
ynakoBka, KOHTaKTHOI 0co6U 3 thapMakoHarnsay 3asBHUKa ans
BTOPVHHA 3fjiicHeHHs hapmakoHarnsgy B YKpaiHi, KO0 BOHA
ynakoBka: BiAMiHHA Bif YNOBHOBaXeHOI 0cO6U, BiANOBIAA/IbHOI
IHoycTpiac 3a 3fjiicHeHHs1 hapMakoHarnaay (BkiYarum

dapmaceyTikac

KOHTaKTHI AaHi) Ta/abo 3MiHM y pO3MilLeHHi MacTep-
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Ne Hassa Popma surnycky 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbKo20o | (nikapcbka hopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby YNaKkoBsKa) nocsioYeHHs1
Anwmipan, C.A,, thaiina cuctemu hapmakoHarnsgy). 3MiHa KOHTaKTHUX
Icnanis [aHnX YNOBHOB&XEHOI 0CO6M 3asBHIIKa,
BiANOBIAA/ILHOT 32 hapmakoHarnsag. 3MmiHa
MicLe3HaxX0MKeHHs MacTep-chaiina cuctemm
thapmakoHarnagy. 3MiHa Micus 34iiACHEHHST OCHOBHOT
AiSNIbHOCTI 3 chapmakoHarniagy.
14. | AEPTAN® TabneTkun, BKpUTI BAT YropuwuHa BAT "lepeoH YropuwuHa BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTtepiasis: 3MiHu | 3a UA/5359/01/01
N1iBKOBOIO "lepeoH Pixtep" TMny - 3MiHK WoAo 6e3nekn/edpeKTMBHOCTI Ta peyenmom
060/10HKO10, N0 100 PixTep" thapmakoHarnagy. BeegeHHs abo 3amiHn fo
mr, no 10 TabneTok y3arasibHeHVX AaHnx Npo cuctemy hapmakoHarnsgy
y 6nicTepi; no 2 abo (BBEAEHHS y3araslbHEHUX AaHWX NMPO cUcCTemy
no 6 6nictepis B thapmMakoHarnagy, 3mMiHa ynoBHOBaXXeHO! 0ocobw,
KapTOHHI/ ynakosL,i BiANOBIAaUIbHOI 3a 34iiCHEHHA hapmakoHarnsay;
KOHTaKTHOI 0cO6U 3 thapMakoHarnsay 3asBHUKa gns
3pjiicHEHHs hapMakoHarnsay B YkpaiHi, K0 BOHA
BiAMiHHA Bif YNOBHOBaXeHOI 0CO6M, BiANOBIAA/TbHOI
3a 3AjiicHeHHs hapMakoHaraay (Bkivatum
KOHTaKTHi fiaHi) Ta/abo 3MiHW y PO3MiLLLeHHI macTep-
dhaiina cuctemmn thapmakoHarnsagy). 3miHa KOHTaKTHUX
[aHnX YNoBHOBaXXEHOT 0CO6W 3asBHYIKA,
BiANOBIAA/ILHOT 32 hapmakoHarnsag. 3MiHa
MicLe3HaxoKeHHS MacTep-aina cuctemm
thapmakoHarnagy. 3MiHa Micus 34ilACHEHHST OCHOBHOT
LisNIbHOCTI 3 hapmakoHarnsay
15. | AKIMBA Kpanni O4Hi, po3yvH lenbTa LLiBeiuapis BA/IKAHOAPMA- Bonrapis BHECEHHS 3MiH [0 peecTpavljiiiHuX maTepiasis: 3MiHu | 3a He UA/20358/01/01
1 mr/mn; no5mny Megiken PA3IrPAL AL TUMy - 3MiHM 3 AKOCTi. [OTOBWIA Nikapcbkuii 3aci6. peyenmom | nidsisieae
doNakoHi- MpomoyLu CTabinbHicTb. 3MiHa y TepMiHax npuaaTHocTi abo
KpanenbHuui, no 1 H3 Al

donakoHy-
KpanesnbHuLi y
KapTOHHI KopoobLi

ymoBax 36epiraHHsi roTOBOrO JliKapCbKoro 3acoby
(36iNbLUEHHS TEPMiHY NPUAATHOCTI FOTOBOrO
niKapcbKoro 3acoby) - [1ns Toprosoi ynakoBku
(nigTBEPAXKYETLCA AaHMMK peasibHOro yacy).
36inbLUEHHS TEPMiHY NPUAATHOCTI Y 3B'A3KY i3
OTPYMaHHSAM MO3UTUBHUX AAHWX LLOAO AOCIMKEHHS
CTabinNbHOCTI y peanibHOMY Yaci. [itoua pegakuis:
TepMiH NnpugatHocTi. 2 poku. Micna BiAKpUTTS
hnakoHa 36epiraHHs He Binblue 28 AHiB Npu
Temneparypi He BuLe 25° C. lMponoHoBaHa pegakuis:
TepMiH npugatHocTi. 3 poku. Micna BiAKpPUTTS
hnakoHa 36epiraHHs He Binblue 28 aHiB Npun
Temneparypi He BuLle 25°C. BHeCEHO B IHCTPYKL, O
AN MeAnYHOro 3acTocyBaHHA NikapCbKoro 3acoby y
po3zin "TepmiH npugaTtHocTi". BBegeHHS 3MiH
NpoTArom 6-Tn MicALIB NiCNa 3aTBEPMKEHHS. 3MiHK |
TMny - 3MiHK Woao 6e3nekn/edpeKTNBHOCTI Ta
hapmakoHarnagy (iHLi 3MiHWM) BHECEHO B TEKCT
MapKyBaHHS Ta BTOPWHHI ynakoBLji MikapcbKoro
3acoby, a came y n. 2 "KinibkicTb Aito4oi peyoBmHN"
[0[aHO Ha3By Ta KifIbKICTb Ait040i pevoBUHU
nikapcbkoro 3aco6y. BBegeHHs 3MiH NpTarom 6-m
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Ne Hassa Popma surnycky 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbKo20o | (nikapcbka hopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby YNaKkoBsKa) nocsioYeHHs1
MicsLiB NicNs 3aTBEPKEHHS
16. | AKKOTIM Kancynv TBepgi, no AKkopA, Icnanis Brpo6HMLTBO IHgis/ BHECEHHS 3MiH A0 peecTpaLiiiHux matepiasis: 3MiHu | 3a UA/19158/01/02
100 wmr, no 1 kancyni Xenckea nikapcbKoro Benuvka TMny - 3MiHK 3 AkocTi. CepTudikat BignosigHocTI/IE- peyenmom
y cauwe, no 5 cawe y C.JLYy. 3aco6y, NnepBuHHE Bputanis/ cepTudikaT BignoBigHOCTI €EBponeichkiii
nauuj Ta BTOpVHHE ITanis/ thapmakonei/moHorpadii. NogaHHs HoBOro abo
nakyBaHHs, Monba/ OHOB/IEHOTO cepTudikaTa BifnoBigHOCTI a60
KOHTPO/Ib SKOCTI ManbTa/ BW/TyYEHHS cepTudikaTa BignoBiAHOCTI EBpoONeNiChKii
cepii: IHTAC YropuwuHa thapmakonei: ana Ad®l; ons BuxigHoro
PAPMACBIOTIKA mMaTtepiany/peareHTy/MpoMbKHOIo NPOAYKTY, Lo
N3 NIMITEA, BMKOPVCTOBYIOTbCA Y BUPOOHULTBI ADl; ans
IHAis; [L0MNOMIXHOT peyoBrHY (cepTuddikaT BignoBigHOCTI
Brvpo6HMuTBO €Bponeiicbkiin hapmakonei) - OHOBEHWIA cepTudikat

niKapcbKoro
3aco0y, nepBrHHe
Ta BTOPUHHE
nakyBaHHs,
KOHTPO/b AKOCTI
cepil: IHTac
dapmacbioTikan3
Nimiteq, IHAis;
Jopartkosa
OiNbHULA 3
BTOPVHHOTO
nakyBaHHs:
AKKOP/,
XE/ICKEA
NIMITEL, Benuka
BpuTaHis;
JopatkoBa
OinbHUUA 3
BTOPUHHOTO
nakysaHHsa: O4/1
CAMI YEVH
(Itania) CMA,
ITanis; JogaTkoBa
OinbHUUA 3
BTOPUHHOTO
nakyBaHHs:
AKKOPA-FOKEW
NIMITEA, Benuka
BputaHis;
Jopartkosa
OiNbHULA 3
BTOPVHHOTO
nakyBaHHs:
CuHonTtus
IHpacTpian Cn. 3
0.0., MNMonbLua;
KoHTponb sikocTi:
Micom Jla6c /174,

Bif y)Xe 3aTBepXeHOro BUpobHuKa - MNogaHHsA
OHOBJIEHOrO cepTudikaTa BifnoBigHOCTI €Bponechbkili
hapmakonei R1-CEP 2016-277-Rev-0 (3aTBepKeHO:

RO-CEP 2016-277-Rev-01) gns [lito4oi peuoBunHu
Temo3o10Migy, Bif 3aTBEpAKEHOro Brpo6Huka Shilpa
Medicare Limited. 3miHa Bif6ynach y 3B'A3Ky 3MiHU
Ha3su BNpo6HuKa (6yno: Shilpa Medicare Limited;
ctano: Shilpa Pharma Lifesciences Limited).
3MiHu | TUNY - AgMIHICTPaTUBHI 3MiHW. 3MiHa
HalilmeHyBaHHS Ta/abo agpecy MicLA NPOBaKEHHS
AiSNbHOCTI BUPO6HUKa/iMnopTepa roToBoro
NiKapcbKoro 3acoby, BKIOUYaUn AiNbHULi BUNYCKY
cepii abo MicLie NpoBefEeHHS KOHTPOJIHO AKOCTI.
(misnbHICTb, 3a AKy BignoBigae BUPOOHMK/iMnopTep, He
BK/IO4AK0UM BUMYCK cepiii) 3MiHa agpecy BUpOGHMKa
IHTac ®apmacstoTikans Jlimites BignoBsigansHOro 3a
BMPOGHMLITBO NiKApCbKOro 3acoby, NepBMHHE Ta
BTOPWHHE MakKyBaHHS, KOHTPO/Ib AKOCTi Cepii.

Brpo6Huya ginbHuus Ta yci BUpobHui onepaw;i

3a/IMWAITHCA HE3MIHHUMU. 3MiHu | TRy -
AAMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHSA Ta/abo
afipecy MicLA NPOBaKEHHS Aif/IbHOCTI
BMPOGHMKa/iMnopTepa roToBoro /ikapcbkoro 3acoby,
BK/IIOYAOUY [iNbHULi BUNYCKY cepii abo Mmicue
NPOBEAEHHS KOHTPOJIO AKOCTI. (ZiANIbHICTb, 3a Ky
BiANOBIAAE BUPOGHMK/IMNOPTEpP, He BKYaloum
BUMNYCK cepiii) 3MiHa Ha3BM BUPOGHUKa
BiANOBIAA/IbHOIO 3a KOHTPO/Ib AKOCTi Cepii roToBOi
npoaykuii. BupobHunya ginbHWUS, agpeca Ta yci
BMPOOHUYI onepauii 3aNnwatTbCa HE3MIHHUMMU.
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n/n

Ha3ssa
JliKapcbK0O20
3acoby

Popma surnycky
(nikapcbka ¢hopma,
YNaKkoBsKa)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs

Homep
peecmpayiliHo2o
nocsio4yeHHs

MasnbTa;
KoOHTposb AKoCTi:
dapmagokc
Xenckea N4,
ManbTa;
KoHTposib sKoCTi:
€BpodiHc
AHaniTikan
Cepsices XaHrepi
KdpT., YroplumHa,;
KoHTposb AKoCTi:
NABAHANIBIC
C.P.N1, Itanis;
KoHTposb AKoCTi:
SAPMABANILA
nra.
Mikpob6ionoriyHa
Na6opaTopis,
YropuuHa;
BignosigansHuii
3a BUNYCK cepii:
AKKOP[,
XEJICKEA
NIMITEL, Benuka
BpuTaHis; Akkopg,
Xernckea lMosncka
Cn. 3 0.0. Cknap,
Imnoprepa,
Monba

17.

AKKOTIM

Kancynv Teepgi, no
140 wr, no 1 kancyni
y calle, no 5 cawe y
nauuj

AkKopa,
Xenckea
C.JLY.

IcnaHis

Brpo6HMuTBO
nikapcbkoro
3acoby, nepBuHHe
Ta BTOPUHHE
nakyBaHHs,
KOHTPO/b AKOCTI
cepii: IHTAC
SAPMACBIOTIKA
N3 NIMITEA,
IHAis;
B1po6HMLTBO
niKkapcbKoro
3acoby, nepBuHHe
Ta BTOPWHHE
nakyBaHHs,
KOHTPO/b SKOCTi
cepii: IHTac
dapmacbioTikans
Nimiten, HAais;
Jopartkosa

IHgis/
Benuka
BpuTaHis/
ITania/
Monbwa/
ManbTta/
YropLmHa

BHECEHHS 3MiH 0 peecTpaLiinHux matepiasnis: 3MiHu |
Tuny - 3MiHn 3 akocTi. CepTuddikaTt BignosigHocTI/lE-
cepTudikaT BignoBigHOCTI EBponeichkiii
hapmakonei/moHorpadii. NMogaHHsa HoBoro abo
OHOBJ/IEHOrO cepTudikaTa BignoBsigHOCTIi abo
BU/TyYEHHS cepTudpikaTa BignoBiAHOCTI EBponeiichkii
thapmakonei: gna A®l; ans suxigHoro
marepiany/peareHTy/npomMiKHOro NPOAYKTY, L0
BMKOPUCTOBYHOTbCS Y BUPO6HMLTBI API; Ans
[0NOMDKHOT peyoBrHY (cepTudikaT BignoBigHOCTI
€Bponelicbkiin hapmakonei) - OHoBeHWA cepTuduikat
Bifj y)ke 3aTBEpPAXEHOro BUpo6HMKa - MogaHHA
OHOBJ/IEHOrO cepTudikaTta BifgnoBigHOCTI €BpONenchbkili
hapmakonei R1-CEP 2016-277-Rev-0 (3aTBepaxeHo:
RO-CEP 2016-277-Rev-01) ana Oito4oi pevyoBuHu
Temo3os0Mmiay, Big 3aTBEpOKEHOr0 BUpobHMKa Shilpa
Medicare Limited. 3miHa Big6ynach y 3B'A3Ky 3MiHU
Ha3Bu BUpobHuka (byno: Shilpa Medicare Limited,;
ctano: Shilpa Pharma Lifesciences Limited).
3MiHM | TMNY - AgMiHICTPATMBHI 3MiHWN. 3MiHa

3a
peyermom

UA/19158/01/03
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Ne Hassa Popma surnycky 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbKo20o | (nikapcbka hopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby YNaKkoBsKa) nocsioYeHHs1
OiNbHUUA 3 HaliMeHyBaHHs Ta/abo agpecu MicLA NPOBaKEHHS
BTOPUHHOTO AISNbHOCTI BUPO6HUKa/iMnopTepa roToBoro
nakyBaHHs: nikapcbKoro 3acoby, BK/IKOYA0UM AibHUL BUNYCKY
AKKOP[, cepii abo micue NnpoBefeHHs KOHTPOIO SAKOCTI.
XEJNICKEA (misnbHICTb, 3a AKy BignoBigae BUPOOHMK/iMnopTep, He
NIMITEL, Benuka BK/IO4aK0UM BUMYCK cepiii) 3MiHa agpecy BUpoGHMKa
BpuTaHis; IHTac ®apmacbioTikans JlimiTeq BignosigaibHOro 3a
[Jopatkosa BMPOGHMLITBO /liKapCbKoro 3acoby, nepBunHHE Ta
AiNbHNUA 3 BTOPWHHE MakKyBaHHS, KOHTPO/b AKOCTI Cepil.
BTOPVHHOIO Brpo6Huya ginbHuus Ta yci BUpobHuyi onepawi
nakysaHHsa: O4/1 3a/IMWATbCA HE3MIHHUMKW. 3MiHu | Tvny -
CAMI YEWH AAMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHSA Ta/abo
(Itania) CMA, afipecy MicLA NPOBaKEHHS Aif/IbHOCTI
ITanis; Jogatkosa BMPOGHMKa/iMnopTepa roToBoro /ikapcbKoro 3acoby,
OinbHUUA 3 BK/IOUAOUM AiNbHULI BUMYCKy cepii abo micue
BTOPWHHOIO NPOBeAEHHS KOHTPOJIHO AKOCTI. (4iSNbHICTb, 3a AKY
nakyBaHHs: BiANOBIAAE BMPOGHMK/IMNOPTEP, He BKIOYaloum

AKKOPA-FOKEW
NIMITEA, Benuka
BputaHis;
Jopatkosa
OiNbHUUA 3
BTOPVHHOTO
nakyBaHHs:
CuHonTtus
IHpacTpian Cn. 3
0.0., MNMonbLua;
KoHTposb sKkocTi:
Micom fla6e N14.,
MaubTa,
KoHTposb sKkocTi:
dapmagokc
Xenckea N14,,
ManbTa;
KOHTposb AKoCTi:
€BpochiHC
AHaniTikan
Cepgices XaHrepi
KdT., YropwuHa;
KoHTposb sKkocTi:
NABAHANIBIC
C.P.N, Itanis;
KoHTposb sKkocTi:
SAPMABAJIA,
nra.
Mikpob6ionoriyHa
Na6opaTtopis,
YropuuHa;
BignosiganbHwii
3a BMMYCK cepii:

BUMYCK cepiii) 3MiHa Ha3BM BUPOGHUKa
BiINOBIA&/IbHOrO 3a KOHTPO/Ib AKOCTI cepii roToBOI
npoaykuii. BupobHnya ginbHWUA, agpeca Ta yci
BMPOOHUYI onepauii 3annwatTbCa HE3MIHHUMMU.
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Ne Hassa Popma surnycky 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbKo20o | (nikapcbka hopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby YNaKkoBsKa) nocsioYeHHs1
AKKOP/,
XENCKEA
NIMITEL, Benuka
BpuTaHis; Akkoppg,
Xenckea Noncka
Cn. 3 0.0. Cknap,
Imnoprepa,
Monba
18. | AKKOTIM Kancynv Teepgi, no AkKopg, Icnanis Brpo6HMuTBO IHgis/ BHECEHHS 3MiH 0 peecTpaLiinHux matepiasnis: 3MiHu | 3a UA/19158/01/04
180 wmr, no 1 kancyni Xenckea nikapcbkoro Benuka Tuny - 3MiHn 3 akocTi. CepTuddikaTt BignosigHocTI/lE- peyenmom
y cawle, no 5 cawe y C.JLY. 3acoby, nepBnHHe BpuTaHis/ cepTudikaT BignoBigHOCTI EBponeichkiii
nauui Ta BTOPUHHE ITania/ papmakonei/moHorpadii. NMogaHHs HoBoro abo
nakyBaHHs, Monbwa/ OHOBJ/IEHOrO cepTudikaTa BignosigHOCTi abo
KOHTPO/b AKOCTI ManbTta/ BU/TyYEHHS cepTudpikaTa BignoBiAHOCTI EBponeiichkii
cepii: IHTAC YroplmHa thapmakonei: gna Ad®l; gns suxigHoro
®APMACBIOTIKA mMarepiany/peareHTy/npomMiKHOro NPOAYKTY, L0
N3 NIMITEA, BMKOPUCTOBYHOTbCS Y BUPOOHMLTBI API; Ans
IHAis; [0NOMDKHOT peyoBrHY (cepTudikaT BignoBigHOCTI
B1po6HMLTBO €Bponelicbkiin hapmakonei) - OHoBeHWA cepTudikat

nikapcbKoro
3acoby, nepBnHHe
Ta BTOPUHHE
nakyBaHHs1,
KOHTPO/b SAKOCTI
cepii: IHTac
dapmacbioTikan3
Nimiten, HAais;
JopatkoBa
OinbHUUA 3
BTOPUHHOTO
nakyBaHHs:
AKKOP/,
XENCKEA
NIMITEL, Benvka
BpuTaHis;
JopartkoBa
OinbHUUS 3
BTOPWHHOTO
nakysaHHsa: A4/l
CAMJII YEWH
(Itanis) CMA,
ITanis; flogatkosa
OinbHUUS 3
BTOPVHHOTO
nakyBaHHs:
AKKOP[I-tOKEI
NIMITEL, Benuka
BpuTaHis;
Jopartkosa

Bifj y)ke 3aTBEpPAXEHOro BUPo6HMKa - MogaHHA
OHOBJ/IEHOrO cepTudikaTa BifgnoBigHOCTI €BpONenchbkili
hapmakonei R1-CEP 2016-277-Rev-0 (3aTBepaxeHo:

RO-CEP 2016-277-Rev-01) ana Oito4oi pevyoBuHu
Temo3os0Miay, Bif 3aTBEpKEHOr0 BUpo6HMKa Shilpa
Medicare Limited. 3miHa Big6ynach y 3B'A3Ky 3MiHU
Ha3Bu BUpobHuka (byno: Shilpa Medicare Limited,;
ctano: Shilpa Pharma Lifesciences Limited).
3MmiHu | TYNy - AgMiHICTpaTUBHI 3MiHK. 3MiHa
HallMeHyBaHHs Ta/abo agpecy MicLA NPOBAKEHHSI
AiSNbHOCTI BUPOOHUKa/iMnopTepa roToBoro
nNiKapcbKoro 3acoby, BKIHOYAKUU [i/TbHULL BUNYCKY
cepii abo MicLie NpoBefeHHS KOHTPOJIHO AKOCTI.
(misnbHICTb, 3a AKy Bignosigae BUpo6HuK/iMnopTep, He
BK/IO4Al0UM BUMYCK cepiii) 3MiHa agpecy BUpoGHMKa
IHTac ®apmacbtoTikans JlimiTes BignosiganbHOro 3a
BMPOGHMLITBO NiKapCbKOro 3acoby, NepBMHHE Ta
BTOPWHHE MakKyBaHHS, KOHTPO/b AKOCTi Cepii.

Bupo6bHuya ainbH1uA Ta yci BUpobHuYi onepawii

3a/IMWATLCA HE3MIHHUMUW. 3MiHK | Tuny -
AAMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo
agpecu Micusi NPoBaMKEHHS AiSSIbHOCTI
BMpPO6HMKa/iMNnopTepa roToBOro JlikapCbKoro 3acoby,
BK/IOYAOUM AiNbHULI BUMYCKy cepii abo micue
NPOBeAEeHHS KOHTPOJIHO AKOCTI. (LiSNbHICTb, 3a AKY
BiANOBIAAE BUPOGHMK/IMNOPTEP, HE BKIOYa0UM
BMMYCK cepiii) 3mMiHa Ha3BM BUPOGHUKa
BiANOBIAA/ILHOIO 3a KOHTPOJ/1b SIKOCTI cepii roToBol
npoaykuii. BupobHunya ginbHWUA, agpeca Ta yci
BMPO6GHMYI onepauii 3aN1WwatTbCs HE3MIHHUMMU.
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n/n

Ha3ssa
JliKapcbK0O20
3acoby

Popma surnycky
(nikapcbka ¢hopma,
YNaKkoBsKa)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs

Homep
peecmpayiliHo2o
nocsio4yeHHs

OiNbHUUA 3
BTOPUHHOTO
nakyBaHHs:
CuHonTtus
IHpacTpian Cn. 3
0.0., MNMonbLua;
KOHTpOsb SIKOCTI:
Micom fla6e N14.,
ManbTa;
KOHTpOsb SIKOCTI:
dapmagokc
Xenckea N74,,
ManbTa;
KoHTposb AKoCTi:
€BpochiHC
AHaniTikan
Cepgices XaHrepi
KdoT., YropwuHa;
KOHTpOs1b SIKOCTI:
NABAHANIBIC
C.P.N, Itanis;
KOHTpOs1b SIKOCTI:
SAPMABANILA
nra.
Mikpob6ionoriyHa
Na6opaTtopis,
YropuuHa;
BignosiganbHwii
3a BUNyCK cepii:
AKKOP[
XENCKEA
NIMITEL, Benvka
BpuTaHis; Akkopg,
Xenckea MNoncka
Cn. 3 0.0. Cknag,
ImnopTepa,
Monbla

19.

AKKOTIM

Kancynv Teepgi, no
250 wmr, no 1 kancyni
y calle, no 5 cawe y
nauui

Akkopg,
Xenckea
C.ny.

IcnaHis

Brvpo6HMuTBO
niKapcbKoro
3aco0y, nepBrHHe
Ta BTOPUHHE
nakyBaHHs,
KOHTPO/b AKOCTI
cepii: IHTAC
®APMACBIOTIKA
N3 NIMITEA,
IHAis;
Brpo6HMuTBO
niKapcbKoro

IHais/
Benuvka
Bputanis/
ITania/
Monba/
ManbTa/
YropuimHa

BHECEHHS 3MiH 0 peecTpaLiiiHux matepianis: 3MiHu |
Tuny - 3MiHn 3 akocTi. CepTuddikaTt BignosigHocCTI/lIE-
cepTudikaT BigNoBigHOCTI EBpoNenchkiii
thapmakonei/moHorpadii. NMoaaHHsa HoBoro abo
OHOBJ/IEHOrO cepTudikara BignoBsigHOCTIi a6o
BW/TyYEHHS cepTudpikaTa BignoBiAHOCTI EBpONeECHKii
thapmakonei: gna A®l; ans BUxigHOro
marepiany/peareHTy/npomMiKHOro NPOAYyKTY, Lo
BMKOPVCTOBYIOTbCS Y BUPObHUUTBI ADI; ans
[LOMOMDKHOT peyoBMHU (cepTudikaT BiANOBIAHOCTI
€sponelicbkin hapmakonei) - OHoBreHniA cepTuddikat
Bifj y)ke 3aTBEpPAXEHOro BUpo6HMKa - MogaHHs

3a
peyenmom

UA/19158/01/05
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Ne Hassa Popma surnycky 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbKo20o | (nikapcbka hopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby YNaKkoBsKa) nocsioYeHHs1

3acoby, nepBunHHe
Ta BTOPVHHE
nakyBaHHs,
KOHTPONb AKOCTI
cepii: IHTac
dapmacbioTikans
Nimiten, HAais;
Jopartkosa
OinbHUUSA 3
BTOPUHHOTO
nakyBaHHs:
AKKOP[,
XENCKEA
NIMITEL, Benvka
BpuTaHis;
Jopatkosa
OinbHUUS 3
BTOPUHHOTO
nakysaHHsa: 44/l
CAMNJII YEWH
(Itanis) CMA,
ITanis; flopatkosa
OinbHUUS 3
BTOPUHHOTO
nakyBaHHs:
AKKOP[I-tOKEIA
NIMITEL, Benuka
BpuTaHis;
Jopartkosa
OinbHUUA 3
BTOPUHHOTO
nakyBaHHs:
CuHonTtun3
IHpacTpian Cn. 3
0.0., MonbLwa;
KoHTposib skoCTi:
Micom fla6e N14.,
ManbTa;
KoHTposib skoCTi:
Papmagokc
Xenckea Jita.,
ManbTa;
KoHTposb sKkocTi:
€BpodiHc
AHaniTikan
Cepsices XaHrepi
KdpT., YroplumHa;
KoHTposib skoCTi:
NABAHANIBIC
C.P.N, Itanis;

OHOB/IEHOTO cepTudikaTa BiANoBigHOCTI EBponeiichKil
hapmakonei R1-CEP 2016-277-Rev-0 (3aTBepaxeHo:
RO-CEP 2016-277-Rev-01) ana Oito4oi pe4yoBuHu
Temo3o10Migy, Bif, 3aTBEpAKeHOro Bupo6Huka Shilpa
Medicare Limited. 3miHa Bigbynach y 3B'A3Ky 3MiHU
Ha3Bu BUpobHuKa (byno: Shilpa Medicare Limited,;
ctano: Shilpa Pharma Lifesciences Limited).
3MmiHu | TYny - AgMiHICTpaTUBHI 3MiHK. 3MiHa
HalimeHyBaHHs Ta/abo agpecu MicLA NPOBaMKEHHS
AiSNbHOCTI BUPOOHUKa/iMnopTepa roToBoro
NiKapCbKOro 3acoby, BKIHYAKUU [i/TbHULL BUNYCKY
cepii abo MicLe NpoBefeHHSA KOHTPOJIH0 AKOCTI.
(aisnbHICTb, 3a AKy Bignosigae BUPOOHuK/iMMIopTep, He
BK/IO4aK0UM BMMYCK cepiil) 3MiHa agpecy BUpOGHMKa
IHTac ®apmacbtoTikans JlimiTes BignosiganbHOro 3a
BMPOGHULITBO NiKapCbKOro 3acoby, NepBMHHE Ta
BTOPWHHE MakKyBaHHS, KOHTPO/1b AKOCTI Cepi.
Brpo6HMya AinbH1LS Ta yci BUpo6HUYi onepav;i
3a/IMATLCA HE3MIHHUMUW. 3MiHK | Tuny -
AAMIHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHS Ta/abo
agpecu Micusi NPoBaMKEHHS Aii/IbHOCTI
BMPOGHMKa/iMnopTepa roToBoro /ikapcbKoro 3acooby,
BK/IOYAOUM AiNbHULI BUMYCKy cepii abo micue
NpoBeAeHHSA KOHTPOJIH0 AKOCTI. (LiSANbHICTb, 3a AKY
BiANOBIAAa€e BUPOGHMK/IMNOPTEP, He BKIOYaoun

BMMYCK cepiii) 3MiHa Ha3BM BUPOOHUKa
BiANOBIAA/ILHOIO 3a KOHTPO/Ib SIKOCTI cepii roToBoTl
npoaykuii. BupobHunya ginbHuUA, agpeca Ta yci
BMPOGHUWUYI onepauii 3a/IMwaTbCs HE3MIHHVMU.
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n/n

Ha3ssa
JliKapcbK0O20
3acoby

Popma surnycky
(nikapcbka ¢hopma,
YNaKkoBsKa)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs

Homep
peecmpayiliHo2o
nocsio4yeHHs

KoHTposb skocTi:
SAPMABANILA
nra.
Mikpob6ionoriyHa
Na6opaTtopis,
YropuuHa;
BignosiganbHwii
3a BUNyCK cepii:
AKKOP[
XENCKEA
NIMITEL, Benvka
BpuTaHis; Akkopg,
Xenckea MNoncka
Cn. 3 0.0. Cknap,
ImnopTepa,
MonbLla

20.

AKKOTIM

Kancynv Teepgi, no
20 wr, no 1 kancyni
y calle, no 5 cawe y
nauui

Akkopg,
Xenckea
C.ny.

IcnaHis

Brvpo6HMuTBO
niKapcbKoro
3aco0y, nepBrHHe
Ta BTOPUHHE
nakyBaHHs1,
KOHTPO/b AKOCTI
cepii: IHTAC
®APMACBIOTIKA
N3 NIMITEA,
IHAis;
Brpo6HMuTBO
nikapcbkoro
3acoby, nepBrHHe
Ta BTOPUHHE
nakyBaHHs,
KOHTPO/b AKOCTI
cepii: IHTac
dapmacbloTikans
Nimiten, HAis;
JopartkoBa
OinbHUUS 3
BTOPWHHOTO
nakyBaHHs:
AKKOP[,
XENNCKEA
NIMITEA, Benvka
BputaHis;
Jopartkosa
OiNbHULA 3
BTOPVHHOTO
nakysaHHs: O4Y/1
CANJI YEWVH
(ITanis) CMA,

IHais/
Benuvka
Bputanis/
ITania/
Monbwa/
ManbTa/
YropumHa

BHECEHHS 3MiH 0 peecTpaLiiiHux matepiasis: 3MiHu |
Tuny - 3MiHn 3 akocTi. CeptuddikaTt BignosigHocTI/lE-
cepTudikaT BigNoBigHOCTI EBpoNenchkiii
hapmakonei/moHorpadii. NMoaaHHsa HoBoro abo
OHOBJ/IEHOrO cepTudikara BignoBsigHOCTIi a6o
BW/TyYEHHS cepTudpikaTa BignoBiAHOCTI EBpONeECHKiIi
thapmakonei: gnsa A®l; ans BUxigHOro
marepiany/peareHTy/npomMiKHOro NPOAYKTY, Lo
BMKOPVCTOBYIOTbCS Y BUPObHUUTBI ADI; ans
[LOMOMDKHOT peyoBMHU (cepTudikaT BiANOBILHOCTI
€sponelicbkin hapmakoner) - OHoBreHUiA cepTudikat
Bif} y)ke 3aTBEepAXEHOro BUpo6HMKka - MogaHHs
OHOBJIEHOIO cepTudpikaTa BiAnoBigHOCTI €Bponeichbkili
tapmakonei R1-CEP 2016-277-Rev-0 (3aTBepaxeHo:
RO-CEP 2016-277-Rev-01) ans [lito4oi peqyoBunHU
Temo3onomiay, Bif 3aTBepKeHoro BupobHuka Shilpa
Medicare Limited. 3miHa Big6ynach y 3B'A3Ky 3MiHK
Ha3Bu BNpo6HuKa (6yno: Shilpa Medicare Limited;
ctano: Shilpa Pharma Lifesciences Limited).
3MmiHu | TUny - AgMiHICTpaTuBHI 3MiHW. 3MiHa
HalilmeHyBaHHs Ta/abo agpecy MicLA NPOBaKEHHS
LisiNbHOCTI BUpOOHMKa/iMnopTepa rotoBoro
NiKapCbKOro 3acoby, BKIHOYAUN [iTbHULL BUNYCKY
cepii abo micue NpoBefeHHS KOHTPO/IO SKOCTI.
(misnbHICTb, 3a Ky BigNOBiAaE BUPOGHMK/IMNoOpTep, He
BK/IOYAK0UM BMMYCK Cepiil) 3MiHa agpecy BUpo6HMKa
IHTac ®apmacstoTikans JlimiTes BignoBigansHOro 3a
BMPOBHULTBO NikapcbKoro 3acoby, nepBuHHe Ta
BTOPUHHE NaKyBaHHS, KOHTPO/Ib SKOCTI cepii.
Bripo6HMya AinbH1uSA Ta yci BUpo6HUYi onepaw;i
3a/IMWATHCA HE3MIHHUMU. 3MiHu | TRy -
AAMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHSA Ta/abo
agpecy Micusi NPOBaMKEHHS AisiSIbHOCTI

3a
peyenmom

UA/19158/01/01




32

n/n

Ha3ssa
JliKapcbK0O20
3acoby

Popma surnycky
(nikapcbka ¢hopma,
YNaKkoBsKa)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs

Homep
peecmpayiliHo2o
nocsio4yeHHs

ITanis; flopatkosa
OinbHUUS 3
BTOPUHHOIO
nakyBaHHs:

AKKOP[I-tOKEIA
NIMITEL, Benuka
BpuTaHis;
Jopartkosa
OinbHUUSA 3
BTOPUHHOTO
nakyBaHHs:
CuHonTtun3
IHpacTpian Cn. 3
0.0., MonbLwa;
KoHTpOsib sIKOCTi:
Micom fla6e N14.,
ManbTa;

KoHTpOsib sIKOCTi:
dapmagokc

Xenckea Jita.,
ManbTa;

KOHTpOs1b SIKOCTI:
€BpodiHc
AHaniTikan

Cepsices XaHrepi

KdpT., YroplumHa;

KoHTpOsib sIKOCTi:

NABAHANIBIC
C.P.N, Itanis;
KoHTpOsib sIKOCTi:
SAPMABANILA
nro.
Mikpo6ionoriyHa
Nab6opaTopis,
YropuuHa;
BignosigansHuii
3a BUNycCK cepil:
AKKOP/[,
XENCKEA

NIMITEA, Benuka

BpuTanis; Akkopg,

Xenckea lMNoncka

Cn. 3 0.0. Cknap,
ImnopTepa,

MonbLua

BMPOGHMKa/iMNopTepa roToBoro /ikapcbKoro 3acooby,
BK/IOYAOUM AiNbHULI BUMYCKy cepii abo micue
NpoBeAEeHHSA KOHTPOJIH0 AKOCTI. (LisANbHICTb, 3a AKY
BiAANOBIAAa€E BUPOGHMK/IMNOPTEP, HE BKIOYaoumn
BUMYCK cepiii) 3MiHa Ha3BM BUPOGHUKa
BiANOBIAA/ILHOIO 3a KOHTPO/Ib SAKOCTI cepii roToBoTl
npoaykuii. BupobHunya ginbHWUA, agpeca Ta yci
BMPOGHMWUYI onepauii 3a/IMwaTbCs HE3MIHHVMU.

21.

AKTEMPA®

KOHLeHTpaT Ans
pO34uHy ans
iHdpysilA, 20 mr/mn;
no 80 mr/4 mn abo

TOB
«PoLw
YkpaiHa»

YkpaiHna

B1po6HMLTBO
Hepo3dacoBaHOl
npoayKuji,
nepBuHHE

AnoHis/
CLUA/
LLseiuapis

BHECEHHS 3MiH [0 peecTpauiitHux maTepiasis: 3miHu |l
TMny - 3MiHK Woao 6e3nekn/edekTMBHOCTI Ta
thapmakoHarnsgy. [Hwi 3MiHn, Ski He BBIALLAN Y Lel
po34in, SKi BKIYaloTb NOAAHHS pe3yibTaTiB

3a
peyenmom

UA/13909/01/01
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Ne Hassa Popma surnycky 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbKo20o | (nikapcbka hopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby YNaKkoBsKa) nocsioYeHHs1
200 mr/10 mn a6o nakyBaHHs: [OCNiKEHb A0 KOMMETEHTHOIO OpraHy - 3asBHUKOM
400 mr/20 mny Uyrai ®apma HaZiaHO OHOBJ/IEHUIA N1aH yNpaBiHHA pU3ukamm
thnakoHi; no 1 a6o 4 MaHydeKkTypuHr Bepcia 29.0.
hnakoHn y Ko. /it AnoHis 3MiHn BHeceHo [0 YacTuH: Il «Cneyudpikanis 3
KapTOHHI Kopoo6Li B1po6HMUTBO 6e3nekn», Il «MnaH 3 hapmakoHarisgy», VIl
Hepo3dacoBaHoi «JlogaTkn» y 3B’A3Ky 3 BHECEHHAM AaHuX LWoA0
npoaykuii (ans 3asepLueHoro gocnimpkeHHs ZUMA-8. Pe3tome nnaHy
ynakoeku no 400 ynpaBniHHA pu3vkamu Bepcis 29.0 goaaeTbes.
Mr/20 mn),
BUNPOBYBaHHSA
KOHTPOJTIO AKOCTI
(N5 ynakoBku no
400 mr/20 mn):
[KeHeHTeK IHK.,
CLA
BunpobyBaHHs
KOHTPO/TIO AKOCTI
(4Nns ynakoBku no
400 mr/20 mn):
[KeHeHTeK IHK.,
CLA
BtopuHe
nakyBaHHs,
BMNPOOYBaHHSA
KOHTPO/O SIKOCTI,
BUWMYCK Cepii:
®.XodhdpmaHH-/15
Pow /1tg,
LLIBeliLapis
22. | AKTEMPA® PO34UH A5 iH'EKLiA, TOB YkpaiHa Brvpo6HMuTBO HimeuunHa/ | BHECEHHS 3MiH 0 peecTpaLiitHux maTepianis: 3miHu Il 3a UA/13909/02/01
162 mr/0,9 mn; 4 «PoL Hepo3dghacoBaHo| LLiselinapis TMny - 3MiHKM Woao 6e3nekn/edekTUBHOCTI Ta peyenmom
nonepegHbL0 YkpaiHa» NpoAyKLUii, thapmakoHarnsgy. [Hwi 3MiHu, ki He BBIALLAN Y Lel
HanoBHEHWX nepBuHHE po34in, Aki BKNOYa0Tb NOAaHHA pesynbTaTis
wnpuua (KoxeH nakyBaHHs, [OcnifpKeHb A0 KOMMETEHTHOTO OpraHy. 3asgBHUKOM
o6’emom 1 mn)y KOHTPO/Tb B HafaHO OHOB/IEHUIA MNaH yNpas/liHHA pu3nkamm
KapTOHHIlA KOpooLi npoueci Bepcia 29.0.
BMPOGHMLITBA, 3MiHM BHeceHo [0 YacTuH: Il «Cneyudpikanis 3

BUMPOOYBaHHA Ha
CTEpUNbHICTb Ta
H6akTepianbHi
©HA0TOKCUHM:
BeTTep ®apma-
depturyHr rmeXx i
Ko KT, HimeuuwnHa;
Bunpo6yBaHHA Ha
CTEPUSIBHICTb Ta
bakTepianbHi
©HA0TOKCUHM,
Bi3yabHWi
KOHTPO/Ib B

6e3neku», Il «MnaH 3 hapmakoHarisgy», VIl
«JlofaTkn» y 3B’A3Ky 3 BHECEHHAM AaHWX LWoA0
3aBepLueHoro gocnimkeHHss ZUMA-8. Pestome niaHy
ynpaBniHHA pu3nkamu Bepcis 29.0 goaaeTbes.
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n/n

Ha3ssa
JliKapcbK0O20
3acoby

Popma surnycky
(nikapcbka ¢hopma,
YNaKkoBsKa)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs

Homep
peecmpayiliHo2o
nocsio4yeHHs

npoveci
BMPOGHMLTBA:
BeTTep ®apma-
®epTuryHr MrméX i
Ko KI, HimeuuwnHa;
BunpobyBaHHs Ha
CTEePUbHICTb Ta
HakTepianbHi
©HA0TOKCUHM,
Bi3yasibHWiA
KOHTPO/Tb B
npoueci
BMPOGHMLTBA:
BeTttep ®apma-
®epTuryHr rmoX i
Ko KT, HimeuunHa;
BizyanbHuii
KOHTPO/b B
npoveci
BMPOGHMLTBA:
BeTTep ®apma-
®epTuryHr MrméX i
Ko KI, HimeuuwnHa;
BTopuHHe
nakyBaHHs1,
BMNPOOYBaHHSA
KOHTPO/TIO AKOCTI
(kpim
BUMPOOYBaHHSA Ha
CTEPUNbHICTb Ta
H6akTepianbHi
€HO0TOKCUHM),
BUNYCK cepil:
®.XothbdpmaHH-/15
Pouw JITa,
LLiBeiiuapis

23.

AKTUNI3E®

niogpinizat gns
po34nHy Ans
iHpysiiA no 50 mr; 1
onakoH 3
niodpinizatom y
KOMMekTi 3 1
dhnakoHoOM
po34nHHMKa (BoAa
Ans iH'ekuiid) no 50
M1y KapPTOHHIN
Kopobui

BepiHrep
IHrenbxai
M
IHTepHeLw
HN TM6X

HimeuunHa

Bupo6HuK
(niodpinizar):
BMPOBHULTBO 3a
NMOBHUM LMK/IOM
(CLGILEETETY]
BMPOBHULTBO,
KPUTUYHWI
BMPOBHUYNIA
KOHTPONb,
KOHTPO/b AKOCTi B
LOCNiMKEHHSIX
NS BUNYCKy cepiit
(3a Bcima
napameTpamu),

HimeyunHa

BHECEHHS 3MiH 0 peecTpaLiinHux matepiasnis: 3MiHu |
Tuny - 3MiHn 3 akocTi. CepTuddikaTt BignosigHocTI/lE-
cepTudikaT BignoBigHOCTI EBponeichkiii
hapmakonei/moHorpadii. 3mMiHW, NoB'A3aHi 3
HeoOXiAHICTIO NpUBEAEHHS Y BIANOBIAHICTL A0
MoHorpadii 4®Y abo EBponeiicbkoi chapmakonei, abo
iHLIOT HauioHanbHOI dhapmakonei aepxasu EC (iHLWi
3MiHM) - AganTyBaHHa p. 3.2.P.7.2 cneumdikauis
CUCTEMU KOHTEHEp - 3aKynoploBasibHKiA 3aci6 Ans
CKNsAHUX chrakoHiB Ana niodinisaTy BiANOBIAHO A0
BMMOr MoHorpadii 3.2.1 EP(cknsiHi koHTeliHepu ans
(hapmaLeBTMYHOTO BUKOPUCTaHHS). PefakuiliHi 3MiHN.
BBefeHHs 3MiH NpoTArom 6-T1 MicAuiB micns
3aTBEepKEHHS. 3MiHM |l TMny - 3MiHK 3 AKOCTI.

3a
peyermom

UA/2944/01/01
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Ne Hassa Popma surnycky 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbKo20o | (nikapcbka hopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby YNaKkoBsKa) nocsioYeHHs1

KOHTPO/b AKOCTi B
LOCNIMKEHHSIX
cTabinbHocTi (3a
BCiMa
napameTpamu),
nepBuHHa
ynakoBka,
BTOPUHHA
ynakoBka, BUMyCK
cepiit): BepiHrep
IHrenbxanm
$apma 'vbX i Ko.
KI, HimeyunHa;
Bupo6Huk
(po3unHHUKK, BOAA
AN iH'eKUil):
BMPOGHMLITBO 3a
MOBHUM LK/IOM
(BMPOGHMLTBO
(CLGILEETETY]
KOHTPO/b SKOCTi B
npoueci
BMPOGHMLTBA),
KOHTPO/b AKOCTI
KiHL,EBOro
npoaykTy (ans
BUMYyCKy cepili Ta B
[OCNIMKEHHAX
cTabinbHoCTI),
nepBuHHe
MapKyBaHHS,
BTOPUHHE
nakyBaHHs Ta
MapKyBaHHS,
BUMYCK Cepiid))
BepiHrep
IHrenbxaim
®apma 'm6X i Ko.
KI, HimeuuunHa;
Bupo6HuK
(niodpinizar):
BMPOGHMLTBO
Hepo3chacosaHOro
NpoAyKTy
(BKKOYarOUM
BMPOGHMLITBO,
KPUTNYHWIA
BMPOGHUYNIA
KOHTpPOSb,
KOHTPO/1b IKOCTi B

[oTOBWIA NiKapCcbkMii 3aci6. 3MiHU Y BUPOGHULITBI.
3amiHa abo BBeAEHHS [0AATKOBOI Ai/TbHULL
BMPOGHMLTBA 415 YACTUHM ab0 BCbOro BUPOGHUYOro
npoLecy roToBOro /likapcbkoro 3acoby (4inbHuUs, Ha
AKili NpoBOAATLCA OyAb-AKi BUPOGHMYI cTagii, 3a
BUHATKOM BUMYCKy Cepili, NpOBeAEHHS KOHTPO/I0
AIKOCTi Ta BTOPUHHOTO NakyBaHHS, A1 NiKapCbKux
3ac06iB 6i010rYHOro/iMyHOONYHOTO MOXOKEHHSA abo
nNiKapcbknx oopmM KOMMIEKCHOro (CKNagHoro)
BMPOGHMYOro npoLiecy) - BeegeHHs AoaaTkoBoi
BMPOGHWYOI AinbHNLi (BUPOGHMLTBO
Hepo3dacoBaHOro NPoAyKTy (BkIYatoun
BUPOGHMNLTBO, KPUTUYHWIA BUPOBHNYMIA KOHTPOSb,
KOHTPO/Ib SKOCTi B AOC/IMKEHHAX /15 BUMYCKY Cepil
(3a napameTpamMu CTepUNbHICTb, GakTepiasibHi
€HA0TOKCUHW, 30BHILLHIN BUrNSAL, OAHOPIAHICTL MacK,
Yyac po34vHeHHs) NepBuHHA ynakoska) Bettep dapma-
®epTuryHr FTM6X eHg Ko.KIM MoocsizeH 2, 88214
PaBeHcbypr, HimeuunHa (Vetter RVS); agantauis
npotecy BUPO6HULITBA 3 OISy Ha PisHUL B
obnafHaHHi Ta NOTY)XHOCTSAX MK 3aTBEPKEHOID
BepiHrep IHrenbxaiim (Bl) Ta 4OAATKOBO AiNIbHALELD;
3MiHa po3mipy cepii ( BKoYarun gianasoH po3mipis
cepiii) roToBoro NpoAykTy BUpo6HMLTBa i3 4900-13800
dhnakoHiB Ha 3601-14 400 dhnakoHiBs, Bignosigae in
bulk 06’emy npeniodiinisoBaHomMy po3unHy 95-300 1)
(3aTBEpMXEHUI BUPOGHUK: BepiHrep IHrenbxaim
dapma 'm6X i Ko.KI, HimeyunHa, Vetter RVS
noctavae niodinizoBaHWin npenapar y NnepBuHHIl
ynakoBLj o Bl 4ns noganibLuoro BTOPUHHOIO
nakyBaHHsl, MapKyBaHHs Ta BUNYyCKy cepiii BiANOBigHO
[10 3aTBEPAXEHOr0 A0CbE Ha AfbTennasy). BeegeHHs
3MiH NPOTAroM 6-Tu MICALIB NiC/A 3aTBEPAXEHHS.
3MiHu Il TUNY - 3MiHK 3 AKOCTi. FOTOBWIA NiKapChKMiA
3aci6. 3MiHM y BUPO6HULTBI. 3amiHa ab0o BBEAEHHS
[08aTKOBOI AiNbHUL BUPOGHULITBA A4/15 YaCTUHM abo
BCbOr0 BUPOBHMYOro NPOLLECY rOTOBOTO NiKapChKOro
3aco0y (AinbHMLSA, Ha ki NPoBOAATLCA Oy Ab-SKi
BMPOGHUUI CTaAji, 3a BUHATKOM BUMYCKY CEpii,
NPOBEEHHS KOHTPOJIHO SIKOCTi Ta BTOPUHHOIO
nakyBaHHs, [/15 NlikapCbKnx 3aco6iB
6i0/10ri4YHOro/iMyHO/ONYHOr0 MOXOPKEHHS abo
NiKapcbKnx hopm KOMMIEKCHOrO (CKNagHoro)
BMPOGHMYOro npoliecy) - BBegeHHs goaatkoBoi
BMPOGHUYOT AinbHULUI BeTTep ®apma-®epturyHr Nrméex
eHp Ko.KT; WoTueHwTpacce 87 i 99-101, 88212
PaBeHcbypr, HimeuunHa (Vetter SST) BUPOGHMLTBO
Hepo3acoBaHOro NpoAyKTy (TiNbKW BidyanbHWi
KOHTPO/1b) KPUTUYHWIA BUPOBHNYMIA KOHTPOSb,
KOHTPO/Ib SIKOCTi B IOC/IMKEHHSAX 4151 BUNYCKY Cepiit
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Ne Hassa Popma surnycky 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbKo20o | (nikapcbka hopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby YNaKkoBsKa) nocsioYeHHs1
[OCNIMKEHHAX (3a napameTpamMun CTepunbHICTb, 6akTepianbHi

[N BUNYCKy cepiit
(3a napameTpamm
CTEPUSIbHICTD,
HakTepianbHi
©HA0TOKCUHM,
30BHILLHIl BUTNAA,
OAHOPIZHICTb
macu, yac
PO3YMHEHHS),
nepBuHHa
ynakoBka): BeTTep
Papma-dPepTuUryHr
'm6X eHa Ko. KT,
HimeuunHa,
Bupo6HuK
(niodpinizar):
BMPOGHMLTBO
Hepo3acosaHOro
npoaykTy (Tibku
Bizya/lbHWi
KOHTPO/b),
KPUTNYHWIA
BMPOGHUYNIA
KOHTpPOSb,
KOHTPO/1b SIKOCTi B
LOCNIMKEHHAX
NS BUNYCKy cepiit
(3a napameTtpamu
CTepUSbHICTb,
H6akTepianbHi
€HA0TOKCUHM,
30BHILLHIN BUrNSAA,
OfHOPIZHICTb
macu, yac
pO34MHeHHs):BeTT
ep ®apma-
depTuryHr MrmoX
eHf Ko. KT,
HimeuunHa,;
Bupo6Huk
(niocpinizar):
BVPOGHMLTBO
Hepo3dacosaHoro
npoaykTy (Tinbku
Bi3yasibHWiA
KOHTPO/b),
KPUTNYHWIA
BUPOGHNYIA
KOHTPO/b,

€HJO0TOKCUHW, 30BHILLHIl BUrIA4, OAHOPIAHICTL Macw,
yac po3ynHeHHs). BuHeceHHs fo PeecTpauiiiHoro
nocsigyeHHsa Ta MKA iHdopmadiii npo BCi BUPO6HUUI
AinbHUUI, WO 3a4isHi Y BUPOOHNLTBI rOTOBOrO
nikapcbKoro 3acoby, BiAnNoBigHO A0 MaTepianis
PeECTPALLiHOro A0CLE i3 3a3HAYEHHSAM hYHKLiIA.
BBefeHHs 3MiH NpoTArom 6-T1 MicALiB micns
3aTBepXEHHSA. 3MiHW Il TUNY - 3MiHK 3 AKOCTI.
[oTOBWIA NiKapCbkMii 3aci6. 3MiHU Y BUPOGHULITBI.
3amiHa abo BBeAEHHS [0AATKOBOI Ai/TbHULL
BMPOGHMUTBA A/15 YaCTUHU abo BCbOro BUPOBHNYOro
npoLecy roToBOro /likapcbKoro 3acoby (4iNbHuUs, Ha
AKili NpoBOAATLCA OyAb-AKi BUPOGHMYI cTagii, 3a
BUHATKOM BUMYCKy Cepili, NpOBeAEeHHS KOHTPOI0
AIKOCTi Ta BTOPUHHOTO NakKyBaHHS, A5 NiKapCbKux
3ac06iB 6i010rYHOro/iMyHOTONYHOTO MOXOKEHHSA abo
nNiKapcbknx oopmM KOMMIEKCHOro (CKNagHoro)
BMPOGHMYOro npoLiecy) - BeegeHHs AoaaTkoBoi
BMPO6HMYOI AinbHNL BeTTep ®apma-depturyHr Fm6X
eHf Ko.KT; AiizeHbaHwTpacce 2-4, 88085
NaxrenapreH, HimewunHa (Vetter VLA) BUPO6GHMLITBO
Hepo3hacoBaHOro NpoAykTy (TiNbKK BidyanbHWiA
KOHTPO/b), KPUTUYHWI BUPOBHNYNI KOHTPOSIb,
KOHTPO/Ib SIKOCTi B AOCNIMKEHHAX 415 BUNYCKY Cepiid
(3a napameTpamMu CTepubHICTb, 6akTepiasbHi
€HZ0TOKCUHM, 30BHILLHIli BUrNA4, OAHOPIAHICTL Macy,
yac po3yMHeHHs). BisyanbHuii KOHTPOb Nig Yac
HarMoBHEHHSA Ta MiCNs 3aKynoptoBaHHs. MapameTpun
npoLecy BUPOGHULTBA aCENTUYHOMO HANOBHEHHS
anbTenniasun He 3MIHIITLCA ANA 40AATKOBOI
BMPOGHWYOI AiNbHNLi. BBEAEHHS 3MiH NpOTArom 6-Tu
MicaLiB nicns 3aTBepmKeHHs. 3MiHu || Tuny - 3miHu 3
AKOCTi. FOTOBUIA Nikapcbkuii 3aci6. 3MiHW y
BMPOGHMLTBI. 3amiHa abo BBeAEHHS [0AaTKOBOI
OiNbHWLI BUPOGHMLTBA /11 YaCTUHM ab0 BCbOro
BMPOBHMYOro NpoLEecy roToBOrO JlikapCbKOro 3acoby
(@inbHULA, Ha SKI NPOBOAATLCS 6yAb-SKi BUPOOHUYI
cTagji, 3a BUHATKOM BUMNYCKY Cepiii, NpoBeAEHHS
KOHTPO/H0 SKOCTi Ta BTOPUHHOTO MakKyBaHHS, Ans
nikapcbknx 3acobiB 6io/10rYHOro/iMyHOMOrYHOrO
NOXOKEHHA abo NiKapcbknx hopM KOMMIEKCHOro
(cknagHoro) BUpo6HUYOro NpoLecy) - BBeaeHHs
[04aTKOBOI BUPOGHMYOT AinbHuLi BeTtep ®apma-
®epTuryHr FTM6X eHg Ko.KI; XenbMmyT-BeTTep-
LLtpacce 10, 88213 PaBeHcbypr, HimeuunHa (Vetter
RVW) Bupo6HMLTBO HEPO3(hacoBaHOro NpoayKTy
(TiNIbKK BidyasibHUIA KOHTPO/Ib) BisyasibHUiA KOHTPOb
nif Yac HanoOBHEHHSA Ta NICNS 3aKynopHOBaHHS.
MapameTpu npouecy BUPOBHMLITBA aCenTUYHOIO
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Ne Hassa Popma surnycky 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbKo20o | (nikapcbka hopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby YNaKkoBsKa) nocsioYeHHs1
KOHTPO/b AKOCTi B

LOCNIMKEHHSIX
[N BUNYCKy cepiit
(3a napameTpammn

CTEPUSIbHICTD,

H6akTepiasibHi

€©HA0TOKCUHM,
30BHiLLHI BATNSAA,

O HOPIAHICTb

macu, yac

PO3YMHEHHS):

BeTTep ®apma-
®epTuryHr rméx
eHa Ko. KT,
HimeuunHa,
Bupo6HuK
(niodpinizar):
BMPOGHMLTBO
Hepo3acosaHOro
npoaykTy (Tibku

Bizya/lbHWi

KOHTpONb): BeTTep
Papma-PepTUryHr
'M6X eHp Ko. KT,

HimeuuunHa ;

Na6opaTopii 3
KOHTPO/TIO AKOCTI
(niocpinizar):
a/lbTepHaTUBHA

OinbHUUA 3

KOHTPOJIHO SKOCTI
3a NokasHukamu
"CTepunbHICTL" Ta
"BakTepiasibHi
E€HAOTOKCUHW" ansa
BMNYCKY cepiii
N3:Na6op /IC CE
eHa Ko. KT,
HimeuunHa,
Nab6opaTopii 3
KOHTPOJTIO AKOCTI
(niocpinizar):
anbTepHaTuBHa
OinbHUUS 3
KOHTPO/O SKOCTi B
[OCNIMKEHHAX
[N BANYCKy cepiit
N3 (3a BCiMa
nokasHukamm 3a

BUKIHYEHHAM

HarnoBHEHHA anbTenasn He 3MIHITLCS A5t
[04aTKOBOT BUPOOHWYOT AiNbHULI. BBEAEHHS 3MiH

™My - 3MiHK 3 SIKOCTi. FOTOBWUIA Nnikapcbkuii 3aci6.
3MiHM Yy BUPOGHMLTBI. 3MiHa iMnopTepa/3miHu, Wwo
CTOCYHTbCS BUNYCKY Cepii Ta KOHTPOSIHO SKOCTI

OiNbHWL|, Ha AKili 34iACHIOETBCSA KOHTPO/Tb
AKOCTi/BUNPOBYBaHHA cepii Ans
6i0N0rivYHOro/iMyHO/IOMYHOrO liKapCcbKOro 3acoby, Ta
6yAb-AKOI Ai/TbHNL, Ha 5Kl 3aCTOCOBYETHCS
6i0N0riYHMIA/IMYHONOrYHNI MeToA, BUNPOGYBaHHS) -
Be/leHHS [1O0AATKOBOI BUPOGHMYOI finbHuULi BeTTep
dapma-depturyHr F'm6X eHg Ko.KI MoocsizeH 2,

AKOCTI B MpoLeci BUpo6HWLTBA, asibTepHaTUBHA
AiNbHMLA KOHTPOIO SKOCTI AN Bunycky M3 3a
napameTpamMu: CTEPUIbHICTb, 6akTepiasibHi
€HA0TOKCUHW, 30BHILLHINA BUrNAL, OAHOPIAHICTL MacK,
yac po3ynHeHHs. PyHKLiT nabopaTopii 3 KOHTPO/O
sKocTi niodpinizaty A eHa Ewm Lta6TecT Jlabop dyp
AHnanituk yHg CtabinitarcnpydyHr M'm6X, 3amicTb
nepeniky HaliMeHyBaHb BCiX NapaMeTpiB JOCNiAKeHb
CTabiNIbHOCTi MPONOHYETLCSA BHECTU «B AOC/TIKEHHAX
CTabiNbHOCTI 3a BCiMa NokasHMKammn», a Takox
YTOUYHEHHS L0 KOHTPO/IIO AKOCTI A9 BUMYCKY cepii
«3a BCiMa nokasHyKamm 3a BUKIIOYEHHAM
«CTepubHICTb», «bakTepiasibHi eHLOTOKCUHW»
BiAMOBIAHO opuriHasIbHOro AokymeHTy 3.2.P.3.1.
BBefeHHA 3MiH NPOTAroM 6-Tu MicALiB nicns
3aTBEPAXKEHHSA. 3MiHM Il TUNY - 3MiHK 3 AKOCTI.
[oTOBWIA NMikapcbkuii 3aci6. 3MiHWM Y BUPOOHULTBI.
3MiHa iMnopTepa/3miHu, L0 CTOCYIOTLCS BUMYCKY cepil
Ta KOHTPO/O SIKOCTi FOTOBOTO NiKapCbKOro 3acoby
(3amiHa abo godaBaHHS AiNbHWLI, Ha AKil
3[iICHIETLCSA KOHTPOJIb SIKOCTI/BUNPOBYBaHHSA cepil
415 6ioNoriYHOro/iMyHOI0rN4YHOro Nikapcbkoro 3acooy,
Ta 6yAb-AKOT AiNbHULL, Ha SKIl 32CTOCOBYETHCS
6i0N0rYHMIA/IMYHONOrYHNI MeToA, BUNPOGYBaHHS) -
BBefeHHs foAaTKoBOI BUPOOHUYOI AinbHULi BeTTep
dapma-depturyHr 'm6X eHg Ko.Kr; LWoTueHwTpacce
87199-101, 88212 PaBeHcbypr, HimeuuunHa (Vetter
SST) KOHTPO/b AKOCTI B MPOLECi BUPOOGHULTBA,
a/lbTepHaTUBHA [i/IbHULIA KOHTPOSIIO AKOCTI ANA
Bunycky 13 3a napameTpamu: CTEPUNLHICTD,
6akTepiasibHi €HA0TOKCMHW, 30BHILUHIN BUTNAS,
OZHOPIAHICTb Macu, Yac PO3YNHEHHS.
BBefeHHA 3MiH NPOTAroM 6-Tu MicALiB nicns
3aTBEPAXKEHHSA. 3MiHM Il TUNY - 3MiHK 3 AKOCTI.

NPOTArom 6-Tu MiCALiB Micna 3aTBepakKeHHs. 3MiHu |l

roTOBOro Nikapcbkoro 3acoby (3amiHa abo foaaBaHHSA

88214 PaBeHcbypr, HimeuunHa (Vetter RVS) KoHTposib

[0TOBMIA NikapcbkuMii 3aci6. 3MiHW Y BUPOBHULITBI.
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Ne Hassa Popma surnycky 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbKo20o | (nikapcbka hopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby YNaKkoBsKa) nocsioYeHHs1
"CTepubHiCTb", 3MiHa iMnopTepa/3MiHn, L0 CTOCYIOTLCA BUNYCKY cepil
"BakTepiasbHi Ta KOHTPOJSII0 SKOCTi FOTOBOTO NiKapCbKOro 3acoby
€HOO0TOKCUHN") Ta (3amiHa abo fofaBaHHS AiNbHULI, Ha AKil
B [OCNIIKEHHSX 3AiiCHIOETLCA KOHTPOb SIKOCTI/BUNPOBYBaHHA cepii
cTabinbHocTi (3a Ans 6ionoriyHoro/iMyHO10rYHOrO likapCbKoro 3acoby,
BCiMa Ta 6y/Ab-5KOT AiNbHULL, Ha 5Kl 3aCTOCOBYETHLCS
nokasHukamm): A 6i0N0riYHMIA/iIMYHONOTYHNI MeTOoZ, BUNPOGYBaHHS)
eHg Ewm LTa6Tect (B.11.6.2. (6) II)
Na6op dyp BBefeHHs1 f0AaTKOBOI BUPOOHUYOI AinbHULi BeTTep
AHaNITUK YH], Papma-dPepturyHr FmeX eHg Ko.Kr;
Crabinitatcnpydy AzeHbaHwWTpacce 2-4, 88085 JlaHreHapreH,
Hr FM6X, HimeyunHa (Vetter RVW) KOHTPO/Ib SIKOCTi B npoLeci
HimeuunHa,; BMPOOHULITBA, a/lbTePHATMBHA Ai/TbHALA KOHTPO/TIO
Na6opaTopii 3 AKOCTI Ans Bunycky 13 3a napameTpamu:
KOHTPOJI0 SAKOCTI CTEPW/bHICTb, 6aKTepiasibHi €HA0TOKCUHM, 30BHILLHIN
(PO3UYMHHUK): BUINAA, OAHOPIAHICTb MacK, Yac po3UYMHEHHS
anbTepHaTuBHa 3acTocoByOThb pi3Hi BioHaBaHTaXeHHS BigMoBigHO A0
OinbHUUA 3 UYMHHUX BUMOT. BBEEHHS 3MiH NPOTAroM 6-Tu MicsauiB
KOHTPO/IIO SAKOCTI nicns 3aTBePKEHHS.
3a BUK/IIOYEHHAM
roKasHuKiB
"CTepunbHICTL" Ta
"BakTepiasbHi
€HA0TOKCUHUN"
(gocnigpKeHHs
cTabinbHOCTI): A
eHp Em Lta6Tect
NaGop cyp
AHamITUK YHT,
Crab6initarcnpydy
Hr TM6X,
Himeuumnha;
Na6opaTopii 3
KOHTPOJIHO SKOCTI
(PO3UMHHUK):
anbTepHaTuBHa
AiNbHUUA 3
KOHTPOJTIO AKOCTI
3a napameTpamu
"CTepunbHICTL" Ta
"BakTepiasbHi
€HA0TOKCUHUN"
(gocnigpKeHHs
cTabinbHoCTI):
Na6op /IC CE eHa
Ko. KI', HimeuunHa
24. | ANIBEHTA® Kancynm KPKA, CnoBeHis KPKA, a.4., HoBo CnoseHis BHECEHHS 3MiH 0 peecTpaLiiiHux matepiasis: 3MiHu | 3a UA/9449/01/02
MPOJIOHrOBaHOI A, 4.4a., Hoso MecTo UMy - 3MiHM 3 AKOCTi. FOTOBWIA Nikapcbkuii 3aci6. peyenmom
no 75 mr; no 14 MecTo KOHTpPO/1b rOTOBOr0 NiKapCbKoro 3acoby (iHLwi 3MiHK) -
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Ne Hassa Popma surnycky 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbKo20o | (nikapcbka hopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby YNaKkoBsKa) nocsioYeHHs1

Kancyn y énictepi;
no 1, abo no 2, abo
no 4 6nictepu y
KapTOHHIlA KOpO6L

Mepeknag MKSA 3 pocilicbkoi MOBU Ha yKpaiHCbKy MOBY
0715 MPVYBEAEHHS Y BiANOBIAHICTb i3 BUMOraMmy YMHHOT
pepakuii Hakazy MO3 YkpaiHu Ne 426 Big 26.08.2005.
MpuBeaeHHs [0 3aTBepmxeHnx MKA /13, BHeCEHHs
He3HauHi KOpPEKLilHI npaBku.

BBefeHHA 3MiH NPOTAroM 6-Tu MicALiB nicns
3aTBepMKEHHS. 3MiHK | Tuny - 3MiHn Wwoao
6e3nekn/edeKTMBHOCTI Ta thapmakoHarnsgy (iHuwi
3MiHW) - OHOBNEHHS TEKCTY MapKyBaHHS yNakoBK/
nikapcbKoro 3acoby, a came: OHOBJ/IEHO iHhopMaLiito B
po3gini "Aarta 3akiH4eHHs TepMiHy npugaTHocTi"
KOHKpeTn3oBaHo po3ain "Kareropisa Bignycky",
3a3HayeHo /10roTUN BUPOGHMKA Ta f04aHO
iHchopmawito WoA0 3a3HAYEHHS OANHNLb
BMMIpIOBaHHA "mg" B po3aini "lHwe". 3aTBepaXeHo:
CooTBeTCTBYET NPefoCTaB/IEHHON MapKUPOBKe
yNaKkoBKu
3anponoHoBaHo: 3riHO 3aTBePAKEHOMY TEKCTY
MapKyBaHHS. BBeileHHs 3MiH NpPOTAromM 6-Tn micsuis
nicns 3aTBepgKeHHs. 3MiHn | Tuny - 3MiHK 3 SKOCTiI.
A®I. KoHTposnb A®I. 3miHa y napameTpax
cneumdikauii Ta/abo fONYCTUMUX MEX, BUSHAUYEHUX Y
cneumdikauisix Ha Adl, abo BMXigHWUA/NPOMDKHWIA
NPOAYKT/peareHT, WO BUKOPUCTOBYIOTLCA Y NPOLECi
BMPOGHMLTBA AD| (BUNYYEHHS HE3HAYHOTO NOKa3HMKa
SAKOCTi (Hanpuknag, BUyYeHHs 3acTapifioro
nokasHuka)) - BuganeHHs TecTy LWOAO BU3HAYEHHS
hopmanbgerigy i3 cneumdikanii APl Ockinbku
KifbKicTb hopManbaerigy (nonepegHe obmexeHHs 15
YaCTUH Ha MifNbIAOH) € 3HAYHO HNXYOK 3a NOPOroBe
3a4eHHsA 4518 okpeMux gomiwok (0,05%), sunpasgaHo
BiACYTHICTb TecTy Ans chopmasnbaeriay B KiHUeBil
crneundikaLii NikapcbKoi PpevyoBUHN.
BBefieHHs 3MiH NpoTArom 6-T1 MicALiB nicns
3aTBEPMKEHHS. 3MiHM | Tuny - 3MiHK 3 AKOCTi. [oTOBWIA
nikapcbkuid 3aci6. 3MiHM y BUPOGHULTBI. 3MiHa
iMnopTepa/3aMiHn, L0 CTOCYIOTLCA BUNYCKY cepii Ta
KOHTPO/I0 IKOCTi FOTOBOrO fliKapCbKoro 3acoby (3amiHa
ab0 gofaBaHHA OiNbHULI, Ha AKill 34iIACHIOETLCS
KOHTPONb/BMNPOBYBaHHSA cepii) - 3amiHa AinbHuLj Ha
AKil 34iCHI0ETBCS KOHTPO/b cepii N3,

3 Chemilab d.o.o. Dunajska cesta 238E, 1000
Ljubljana Slovenia Ha Chemilab d.o.0. Brnciceva ulica
31, 1231 Ljubljana Crnuge Slovenia. 3miHn | Tuny -
3MiHK 3 sKOCTi. FoTOBMIA Nikapcbkuii 3aci6. KoHTporsib
roToBOro Mikapcbkoro 3acoby. 3miHa y MeTogax
BMNPOGYBaHHS roTOBOrO /liKapCbKoro 3acoby
(He3HayHa 3MiHa y 3aTBEPKEHNX MeTOAaX
BMNpobyBaHHsA) - He3HauHi 3mMiHM B onuci metoay
«CynyTHi AOMILLKM», 6€3 3MiHM NiMITiB AOMILLOK,
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n/n

Ha3ssa
JliKapcbK0O20
3acoby

Popma surnycky
(nikapcbka ¢hopma,
YNaKkoBsKa)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs

Homep
peecmpayiliHo2o
nocsio4yeHHs

pefakLiiiHi npaBku, 3MiHKN KoY aHaniTUYHOT
npouenypu 3 MD007756_1 Ha DPA P 001705_3.
3MiHu | TUNY - 3MiHM 3 SIKOCTi. FOTOBWIA Nikapcbkuii
3aci6. KOHTpO/ib rOTOBOro Nikapcbkoro 3acoby. 3miHa
y MeTofax BUNpobyBaHHA rOTOBOTO NiKapCbKOro
3aco0y (He3Ha4Ha 3MiHa y 3aTBepMXeHNX MeTodax
BMUNPOO6YyBaHHSA) - He3HauHi 3MiHW B onuci meTogy
«PO3YMHEHHS» - 3aMiHa TECTY 3 PO3YMHEHHS BMICTY
kancyn (rpaHyn) Ha Kancynv HanoBHEHi rpaHynamu;
3MiHK KO4y aHaniTMYHOI Npoueaypu 3 DPAP002859 1
Ha DPAP003934 2

25.

ANBEHTA®

Kancynm
NPOIOHTOBaHOI Aji,
no 150 mr; no 14
Kancyn y énictepi;
no 1, a6o no 2, a6o
no 4 6nictepu y
KapTOHHIlA KOpooLi

KPKA,
4n.n., Hoeo
MecTo

CnoseHis

KPKA, a.4., HoBo
MecTo

CnoBeHis

BHECEHHS 3MiH 0 peecTpaLiiiHux matepiasis: 3MiHu |
UMy - 3MiHM 3 AKOCTi. [OTOBWIA Nikapcbkuin 3aci6.
KOHTposb roToBOro nikapcbkoro 3acoby (iHLwi 3MiHu) -
Mepeknag MKA 3 pociiicbkol MOBU Ha YKpaiHCbKy MOBY
015 NPVUBEAEHHS Y BiANOBIAHICTb i3 BUMOraMmy YMHHOI
pepakuii Hakazy MO3 Ykpainu Ne 426 Big 26.08.2005.
MpuBeaeHHA 0o 3arsepmkeHnx MKA /13, BHECEHHSA
He3HauHi KOpPeKLiiHI npaBku.

BBefeHHA 3MiH NpOTArom 6-Tu MicAuiB nicns
3aTBepAKeHHSA. 3MiHW | Tuny - 3MiHK Woa0
6e3nekn/edhekTMBHOCTI Ta hapmakoHarnagy
(iHWWi 3MiHK) - OHOBNEHHSA TEKCTY MapKyBaHHS
ynakoBKM NikapcbKoro 3acoby, a came:
OHOBJIEHO iHthopMauito B po3gini "fata
3aKiH4YeHHs1 TepMiHy npugaTHocTi"
KOHKPETM30BaHO po3ain "Karteropis Bignycky",
3a3Ha4yeHo N10roTn BMPOGHMKa Ta A0AaHO
iHhopMaLito Wwoa0 3a3Ha4eHHA OONHULb
BMMIiptoBaHHA "'mg" B po3aini "IHwe".
3artBepmxeHo: CooTBeTCcTBYET
npeaocTaB/eHHO MapKMPOBKE YNaKoBKM
3anponoHoBaHo: 3rifHO 3aTBEPKEHOMY TEKCTY
MapKyBaHHs. BBejeHHS 3MiH NPOTAroM 6-Tu MicALiB
nicns 3arsepgkKeHHs. 3MiHu | Tuny - 3MiHK 3 SKOCTI.
A®l. KoHTposib A®I. 3miHa y napameTpax
cneumdikauin Ta/abo AONYCTUMUX MEX, BUSHAUYEHUX Y
cneumdikauisx Ha A®Il, abo BUXiAHUA/NPOMIKXHWIA
NpoAyKT/peareHT, WO BUKOPUCTOBYIOTLCA Y NPOLECi
BUPOGHMLTBA AD| (BUTYYEHHA HE3HAYHOIO NOKa3HUKa
SAKOCTI (HanpvKNag BUAYyYEHHS 3acTapinioro
nokasHuka)) - BuganeHHs TecTy LWOAO BU3HAYEHHS
chopmanbgerigy i3 cneuudpikauii A®l. Ockinbkn
KiNbKicTb hopmanbaerigy (nonepefHe obmexeHHs 15
YaCTUH Ha MIfNbAOH) € 3HAYHO HNKYOLO 3a NOPOrose
3a4eHHs Ans okpemux gomiwok (0,05%), BunpasaaHo
BiZICYTHICTb TecTy Ansa chopManbaeriay B KiHLeBi
crneundikauii JlikapcbKoi PEeYOBUHN.

3a
peyenmom

UA/9449/01/03
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n/n

Ha3ssa
JliKapcbK0O20
3acoby

Popma surnycky
(nikapcbka ¢hopma,
YNaKkoBsKa)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs

Homep
peecmpayiliHo2o
nocsio4yeHHs

BBefeHHs 3MiH NpoTArom 6-T1 MicAuiB nicns
3aTBEPMKEHHS. 3MiHM | Tuny - 3MiHK 3 AKOCTi. [oTOBWIA
nikapcbkuid 3aci6. 3MiHM y BUPOGHULTBI. 3MiHa
iMnopTepa/3aMiHn, L0 CTOCYIOTLCA BUNYCKY cepii Ta
KOHTPO/I0 IKOCTi FOTOBOrO fiKapCbKoro 3acoby (3amiHa
ab0 gofaBaHHA OiNbHUL, Ha AKill 34iIACHIOETLCS
KOHTPONb/BMNPOGYBaHHSA cepii) - 3amiHa AinbHuLj Ha
AKil 34iCHI0ETBCA KOHTPO/b cepii N3,

3 Chemilab d.o.o. Dunajska cesta 238E, 1000
Ljubljana Slovenia Ha Chemilab d.o.0. Brnciceva
ulica 31, 1231 Ljubljana Crnuée Slovenia. 3miHu
| TNy - 3MiHKW 3 AKOCTi. FOTOBUIA NiKapCbKUii
3aci6. KOHTpo/ib rOTOBOrO /1iKAPCbKOro 3acoby.
3MiHa y meTogax BUNpoOyBaHHsi rOTOBOrO
nikapcbKoro 3acoby (He3HayHa 3miHa y
3aTBEPKEHVX METOAax BUNPO6yBaHHS) -
He3HauHi 3mMiHKM B onuci metogy «CynyTHi
OOMiLLKU», 6e3 3MiHW NiMITIB LOMILLOK,
pepakuiiHi npaBku, 3MiHW Ko4y aHaNiTUYHOI
npoueaypu 3 MD0O07756_1 Ha DPA P
001705_3. 3MiHKM | TUNY - 3MiHK 3 SIKOCTI.
oToBWIA Nikapcbkuii 3aci6. KOHTPOb roTOBOro
nikapcbKoro 3acoby. 3miHa y Mmetogax
BMMNPOBYBaHHSA rOTOBOrO NiKapCbKoro 3acoby
(He3HayHa 3MiHa y 3aTBEpPXEHUX MeTogax
BUNpobyBaHHSA) - HesHauyHi 3MiHM B onuci
MeToay «PO3UMHEHHS» - 3aMiHa TecTy 3
PO34YMHEHHS BMICTY Kancyn (rpaHyn) Ha kancynu
HaMOBHEHI rpaHynamm; 3MiH1 Kogy aHaTiTUYHOI
npouenypv 3 DPAP002859 1 Ha
DPAP003934 2

26.

ANBEHTA®

kancynm
MPOIOHIOBaHOI Aji,
no 37,5 mr; no 14
Kancyn y 6nictepi;
no 1, aéo no 2, abo
no 4 6nictepu y
KapTOHHIlA KopooLi

KPKA,
n.n., Hoeo
MecTo

CnoseHis

KPKA, a.4., HoBo
MecTo

CnoBeHis

BHECEHHS 3MiH 0 peecTpaLiiiHux matepiasis: 3MiHu |
TUMy - 3MiHY 3 AKOCTi. [OTOBWIA Nikapcbknin 3aci6.
KOHTpOsb roToBOro nikapcbkoro 3acoby (iHLwi 3MiHu) -
Mepeknag MKA 3 pociiicbkol MOBU Ha yKpaiHCbKy MOBY
ON15 NPUBEAEHHS Y BiAMNOBIAHICTb i3 BUMOraMn YMHHOT
pegpakuii Hakazy MO3 YkpaiHu Ne 426 Big 26.08.2005.
MpuBeaeHHA 0o 3arsepmkeHnx MKA /13, BHECEHHSA
He3HauHi KOpPeKLiiHI npaBku.

BBefeHHA 3MiH NPOTAroM 6-Tu MicALiB nicas
3aTBEPAKEHHS. 3MiHM | TUny - 3MiHK WoA0
6e3nekn/edeKkTnBHOCTI Ta thapmakoHarnsagy (iHLwi
3MiHKM) - OHOBJ/IEHHA TEKCTY MapKyBaHHS YNakoBKu
niKapcbKoro 3acoby, a caMe: OHOBJ/IEHO iHGhopmaLilo B
po3gini "Aarta 3akiHueHHs TepMiHy npugaTHocTi"
KOHKpeTn3oBaHo po3ain "Kareropisa Bignycky",
3a3Ha4yeHo N10roTun BMPOBHUKA Ta fofaHo

3a
peyenmom

UA/9449/01/01
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n/n

Ha3ssa
JliKapcbK0O20
3acoby

Popma surnycky
(nikapcbka ¢hopma,
YNaKkoBsKa)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs

Homep
peecmpayiliHo2o
nocsio4yeHHs

iHthopmaito WoA0 3a3HaYEHHA OANHNLb
BMMIpIOBaHHSA "mg" B po3gini "IHwe". 3aTBepakeHo:
CooTBeTCTBYET NpefoCTaB/IeHHON MapKUpoBKe
yNakoBKM
3anponoHoBaHo: 3riAHO 3aTBePKEHOMY TEKCTY
MapKyBaHHs. BBeeHHS 3MiH NPOTAroM 6-Tu MicALiB
nicns 3areepgkeHHs. 3MiHu | Tuny - 3MiHK 3 SKOCTI.
A®I. KoHTponb A®I. 3miHa y napameTpax
cneuudikaLii Ta/abo AONYCTUMKUX MEX, BUSHAUYEHUX Y
cneumdikauisx Ha A®Il, abo BUXiAHUA/NPOMIXKHWIA
NpoAyKT/peareHT, WO BUKOPUCTOBYIOTLCA Y NPOLECi
BMPOGHMLTBA AD| (BUTYUYEHHA HE3HAYHOTO NOKa3HUKa
AKOCTI (Hanpuknag, BUNy4YeHHs 3actapifioro
nokasHuka)) - BuganeHHs TecTy LWOAO BU3HAYEHHS
chopmanbgerigy i3 cneuudikauii APl Ockinbkn
KiNbKiCTb chopmanbaerigy (nonepefHe obmexeHHs 15
YaCTUH Ha MIfbAOH) € 3HAYHO HNXKYOK 3a NOPOroBe
3a4eHHs ans okpemux gomiwok (0,05%), BunpasaaHo
BiZICYTHICTb TecTy Ansa chopManbaeriay B KiHLeBii
cneuudikaLii NikapcbKoi PpeYOBUHM.
BBefeHHA 3MiH NPOTAroM 6-Tu MicALiB nicns
3aTBEPMAKEHHS. 3MiHM | TUMY - 3MiHK 3 SIKOCTi. FOTOBWIA
nikapcbkuid 3aci6. 3MiHM y BUPOGHMLTBI. 3MiHa
iMnopTepa/3miHu, Lo CTOCYHTLCS BUMYCKY cepii Ta
KOHTPO/IO SIKOCTi rOTOBOrO fikapCbKoro 3acoby (3amiHa
ab0 foaaBaHHA AiNbHULI, Ha SIKIA 34iACHIOETLCSA
KOHTPO/b/BUNPOBYBaHHSA cepil) - 3amiHa AifibHULi Ha
AKilA 34iiCHI0ETLCA KOHTPO/bL cepii MN3,

3 Chemilab d.o.o0. Dunajska cesta 238E, 1000
Ljubljana Slovenia Ha Chemilab d.0.0. Brnciceva ulica
31, 1231 Ljubljana Crnuge Slovenia. 3minu | Tuny -
3MiHM 3 SKOCTi. FoTOBMIA Nikapcbkuii 3aci6. KoHTporsb
roToBOro nikapcbkoro 3acoby. 3miHa y MeTogax
BMNPOGYBaHHA roTOBOrO /iKapCbKOro 3acoby
(He3HayHa 3MiHa y 3aTBEPMKEHNX METOAAX
BMNpPo6YyBaHHS) - He3HauHi 3mMiHM B onuci meToay
«CynyTHi AOMILLKM», 6€3 3MiHW NiIMITIB SOMILLOK,
peakuiiHi npaBku, 3MiHW KOZy aHaniTUYHOI
npoueaypu 3 MD0O07756_1 Ha DPA P 001705_3.
3MiHu | TUNY - 3MiHK 3 AKOCTi. FOTOBWIA NiKapCbKuWii
3aci6. KOHTposib roTOBOrO NikapcbKoro 3acoby. 3miHa
y MeTofax BUNpobyBaHHA rOTOBOrO NiKapCcbKoro
3acoby (He3HauyHa 3MiHa y 3aTBEPPKEHNX METOAAX
BMNPOGYyBaHHSA) - He3HauHi 3MiHK B onuci meToay
«PO3YMHEHHS» - 3aMiHa TECTY 3 PO34YMHEHHS BMICTY
Kancyn (rpaHyn) Ha kancy/M HanoBHEHI rpaHynamu;
3MiHM KOdy aHaniTnyHoi npoueaypu 3 DPAP002859 1
Ha DPAP003934_2

27.

ANMIPAN®

PO3YNH AN5 iH'EKLIN,
75 mr/3 mn no 3 Mn

Megokemi
nTa

Kinp

Megokewmi Nimites,

Kinp

BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTtepiasis: 3MiHu |
TMNYy - AAMIHICTPaTVBHI 3MiHW. 3MiHA HAIMEeHYBaHHSs

3a
peyenmom

He

nionsi2ae

UA/9465/01/01
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Ne Hassa Popma surnycky 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbKo20o | (nikapcbka hopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby YNaKkoBsKa) nocsioYeHHs1
B amnyni; no 5 Ta/abo agpecu Micus NPOBaKEHHNA AISNbHOCTI
amnyn y 6nictepi; no BMPOGHMKa/iMnopTepa roToBoro /ikapcbKoro 3acoby,
1 abo 2 6nictepu y BK/IOUAKOUM AiNbHULI BUMYyCKy cepii abo micue
KapTOHHIli KopooLi NPOBeAEHHS KOHTPOJIHO AKOCTI. (4iSNbHICTb, 3a AKy
BiANOBIAAa€E BMPOGHWK/IMNOPTEpP, BK/OYA0UN BUMYCK
Cepiil) yTOUHEHHSs1 Ha3BW Ta afpecy BUPOOHNYOI
AiNbHULI Y BigNoBigHOCTI Ao cepTudikaty GMP. 3MiHn
BHECEHO B iHCTPYKL,t0 419 MEAMYHOIO 3aCTOCYyBaHHSA
nikapcbKoro 3acoby y po3aiv "BupobHuk” Ta
"Micue3HaxomkeHHs BUPO6HMKa Ta afpeca Micus
NPOBaXEHHS MOro AisfbHOCTI" 3 BiAMOBIAHMMN
3MiHaMW B TEKCTi MapKyBaHHS ynakoBOK. TepMiH
BBE,EHHSA 3MiH - MPOTAroM 6 micauis nicns
3aTBEPMKEHHS.
28. | AJIOPA® TabneTtku, BKPUTI HOBEN TypeyunHa HOBEN INAY TypeyunHa BHECEHHS 3MiH 0 peecTpaLiiiHux matepianis: 3MiHu | 6e3 UA/5140/02/01
060/10HKO0, M0 100 INAY CAHAI BE TvNy - 3MiHU 3 IKOCTi. FOTOBWIA NikapcbKuit 3aci6. peyenma
mr no 10 Taébnetoky | CAHAI BE TIOXAPET A.LL. KOHTpOsb roToBOro fikapcbKoro 3acoby (iHLwi 3MiHm)
6nictepi, no 2 abo 5 TIOKAPE OHOB/EHHSA BXe 3aTBEPKEHNX METOAIB KOHTPO/IO
6nicTepiB y TA.LL. AKOCTI NlikapcbKoro 3acoby, a came: BUKNageHHs
KapTOHHIiA ynakoBLi TEKCTY IepXXaBHOK MOBOIO 3riHO CYy4aCHNX BUMOT.
29. | AlIbAYPA3N KOHUeHTpaT ans CaHodi HigepnaHnamn KiHuese HimeyunHa/ BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3miHu 11 3a He UA/8093/01/01
M® PO3YuHy Ans B.B. HanoBHEHHSA Ipnangis TMny - 3MiHK WoAo 6e3nekn/edpeKkTNBHOCTI Ta peyenmom | nionsi2ae
iHcpysiiA, 100 O4/mn (hNakoHiB thapmakoHarnsgy. 3MiHa y KOpOTKiil XxapakTepucTuui
Ne l: no5mny (nepBuHHE nNiKapcbKoro 3acoby, TeKCTi MapKyBaHHS Ta iIHCTPYKLT
thnakoHi; no 1 nakyBaHHs), [ANA MeAMYHOro 3aCTOCyBaHHSA Ha MigcTasi perynspHo
donakoHy y npoBefAeHHs TecTy OHOB/IIOBAHOTO 3BITY 3 6e3nekn NMikapCcbKoro 3acoby,
KapTOHHIlA KopooLi Ha CTePU/IbHICTb: ab60 pocnigxeHb 3 6e3nekn 3aCTOCyBaHHS ikapCbKoro
BeTtTep dapma- 3acoby B nicnspeecTpauiliHnii nepiog, abo sk
®epTiryHr FrmM6X pe3ynbTaT OLiHKV 3BITY 3 AOCNIIKEHb, NPOBEAEHNX
eHa Ko.KT, BIANOBIAHO A0 NNaHy negiatpuyuHunx gocnigxeHs (PIP)
HimeuunHa; (3MiHa noTpebye nofasnbLLOro 06r'pyHTYBaHHS HOBNMM
MapkyBaHHSA Ta 004aTKOBUMU AaHUMM). 3MiHN BHECEHO B iHCTPYKLitO
BTOPUHHE ON8 MeAUYHOro 3acTOCYBaHHS NikapCbKoro 3acoby A0
nakyBaHHs, po3giny "Cnoci6 3actocyBaHHs Ta 4031" BiANOBIAHO
KOHTPO/b AKOCTI [10 OHOB/EHOT iHhopMaLii Wwoao 6e3nekn
N3 (3a 3acTOCyBaHHSA fikapcbKoro 3acoby. BeefeHHs 3MiH
BUK/IOYEHHAM nNpoTArom 6-Tn MiCALB MiCNa 3aTBepMAXeHHs. B mexax
TecTy Ha 3MiHN HafaHO oHoBNeHuit MYP, Bepcis 1.3. Pestome
CTEPW/IbHICTL), MYP Bepcis 1.3 gogaetbcs.
BWMYCK Cepii:
[bxeH3aim lpnaHg
Nimiten, Ipnangis;
I0A IHpacTpian
Mapk, Ong,
KinmeageH Poyg,
Batepdpopa,
IpnaHais
30. | AMIHOBEH pO34nH ANs iHdys3il PpeseHiyc HimeuunHa ®peseHiyc Kabi ABCTpist BHECEHHS 3MiH 10 peecTpaLiiiHnx maTepianis: | Tuny - 3a UA/4585/01/01
IHPAHT 10 % | no 100 ma a6o no Kabi ABCTpisi TM6X 3MiHun 3 sikocTi. CepTudikaT BignosigHocTi/l E- peyenmom
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Ne Hassa Popma surnycky 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbKo20o | (nikapcbka hopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby YNaKkoBsKa) nocsioYeHHs1
250 mn y pnakoHax [Joiiunang cepTudikaT BigNoBIgHOCTI EBPONENChKIit
6X thapmakonei/moHorpadii. NogaHHs HoBOro abo

OHOBJIEHOTO cepTudikaTa BifnoBigHOCTI a0
BU/yYEeHHs cepTudikaTa BignoBigHOCTI EBponeichbkii
thapmakonei: ana Adl; gns BuxigHoro
mMaTtepiany/peareHTy/MpoMbKHOro NPOAyKTY, WO
BMKOPUCTOBYIOTbCA Y BUPOOHULTBI ADI; ans
[L0MNOMDXHOT peyoBrHY (cepTuddikaT BignoBigHOCTI
€Bponeiicbkiin hapmakonei) - OHOBeHWIA cepTudikat
Bifl Y)Ke 3aTBEep/KEHOro BUPOBHVKa NOAaHHSA
OHOBJ/IEHOrO cepTudikaTa BifnoBigHOCTI €BpoNenchbkili
thapmakonei Ne R1-CEP 2013-157 - Rev 01
(3aTBEpaxeHo: R1-CEP 2013-157 - Rev 00) gns
Aitoyoi peyoBrHM Alanine Big BXe 3aTBepAKeHOro
BMpo6HUKa Amino GmbH, HimeuunHa. 3MiHu | Tuny -
3MiHn 3 sKocTi. CepTudikar BignosigHocTi/lE-
cepTudikaT BigNoBigHOCTI EBpoNeichkiii
hapmakonei/moHorpadii. NMogaHHsa HoBoro abo
OHOBJ/IEHOrO cepTudikara BifnosigHOCTi abo
BW/TyYEHHS cepTudikaTa BignoBiAHOCTI EBpPONENCHKIi
thapmakonei: gns A®l; ans BuxigHOro
marepiany/peareHTy/npomMiKHOro NPoAYyKTY, Lo
BUKOPWCTOBYIOTBLCS y BUPOOHNLTBI ADI; ans
[LOMOMDKHOT peyoBMHU (cepTudikaT BiANOBIAHOCTI
€sponelicbkili hapmakonei) - OHOBNEHW cepTudpikaT
Bif] y)X& 3aTBEPKEHOro BUPOGHUKA NOAaHHSA
OHOBJIEHOIO cepTudikaTa BifnoBigHOCTI EBponeichbkili
thapmakonei Ne R1-CEP 2012-052-Rev 01
(3atBepmxeHo: R1-CEP 2012-052-Rev 00) gns gitoyoi
peuoBuHYM Leucine Bif Bxe 3aTBep)KEHOro BUPOOHUKa
Shanghai Ajinomoto Amino Acid Co., Ltd., China. Ak
HacnifoK, NpuBeAeHHs HaliMeHyBaHHS BUPOOHMKA B P.
«Cknag» MKA N3y BignosigHicTb o Bumor CEP
(3aTBepaxeHo: WaHxai AmpkiHomoTo AMiHO Auug Ko.
NTp; 3anponoHoBaHo: LLaHxain AmpKiHOMOTO AMIHO
Aumpg, Ko., 174.). 3MiHu | TUny - 3MiHW 3 AKOCTI.
CeprtudpikaT BignosigHocTi/l E-cepTudikar
BiANOBIAHOCTI EBponeiicbkii hapmakonei/MmoHorpadii.
MogaHHA HoBOro abo OHOB/IEHOTO cepTudikaTa
BIANOBIAHOCTI ab0 BUNYyYeHHS cepTudikara
BiAMNOBIAHOCTI €Bponeiickkili hapmakonei: gna Adl;
ONs BUXIQHOTO MaTepiany/peareHTy/npoMixXHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTLCA Y BUPOGHMLTBI AdI;
A5 AONOMDKHOT peyoBrHY (cepTuddikaT BignoBigHOCTI
€Bponelicbkiin hapmakonei) - OHOBMeHWIA cepTudikat
Bifl y)Ke 3aTBEep)KEHOro BUPOBHVKa NOAaHHSA
OHOBJIEHOrO cepTudikaTa BifgnoBigHOCTI €Bponechbkili
hapmakonei Ne R1-CEP 2014-063-Rev 02
(3atBepmxeHo: R1-CEP 2014-063-Rev 01) gns gitoyoi
peyoBuHM Lysine (L-nisnHy MoHoaueTart (L-ni3uH) Big
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n/n

Ha3ssa
JliKapcbK0O20
3acoby

Popma surnycky
(nikapcbka ¢hopma,
YNaKkoBsKa)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs

Homep
peecmpayiliHo2o
nocsio4yeHHs

BXe 3arBepxeHoro supobHnka AJINOMOTO
HEALTH AND NUTRITION NORTH AMERICA, INC.,
USA ¢k Hacnigok, NpuBefeHHs HaliMeHyBaHHS
BUpo6HUKa B p. «Cknag» MKA 13 y BIANOBIAHICTb A0
Bumor CEP (3aTBepmxeHo: AmKIHOMOTO Xen3 eHf
HyTpiTioH Hop3 AMepuka IHK.; 3anponoHoBaHo:
AmpxiHomoTo Xens eHg HyTpiTion Hop3 Amepuka, IHK.).
3miHu | TUny - 3MiHn 3 akocTi. CepTudikar
BignosigHOCTI/IE-cepTudpikat BignosigHOCTI
€sponeiicbkiii hapmakonei/moHorpadii. MoaaHHs
HOBOro abo OHOB/IEHOTO cepTudlikaTa BifnoBigHOCTI
ab60o BUy4YeHHs cepTudpikarta BigNoBiAHOCTI
€Bponeiicbkiii hapmakonei: ans A®I; ana BuXigHOro
marepiany/peareHTy/npomMiKHOro NPOAYKTY, Lo
BYKOPUCTOBYHOTbCA Y BUPOOHULUTBI API; Ans
[0NOMDKHOT peyoBrHY (cepTudikaT BignoBigHOCTI
€Bponelicbkin dhapmakonei) - OHoBeHUA cepTudikat
Bif] y)Xe 3aTBepXEHOro BUPOOHUKa NoAaHHA
OHOB/IEHOTO cepTudikaTa BiANoBigHOCTI EBponeiichKil
thapmakonei Ne R1-CEP 1998-137-Rev 05
(3aTBepmxeHo: R1-CEP 1998-137-Rev 04) ans gitoyoi
peyoBuHM Tryptophan Big BXe 3aTBEpAKEHOIO
BMpo6H1Ka AJINOMOTO HEALTH AND NUTRITION
NORTH AMERICA., INC., USA (CEP Holder
AJINOMOTO CO., INC., Japan). Ak Hacnigok,
nprBeAeHHs HaliMeHyBaHHS BUPOGHUKA B p. «Cknag»
MKSA N3y BignosigHicts Ao Bumor CEP
(3aTBepmxeHo: AgpkiHomoTo Xen3 eHg HyTpiTioH Hop3
Amepuka [HK.; 3anponoHoBaHo: ADKIHOMOTO Xen3 eHf,
HyTpitioH Hop3 Amepuka, IHK.). 3MiHn | Trny - 3MiHu 3
akocTi. CepTtucpikat BignosigHocTi/l E-cepTudikar
BiANOBIAHOCTI EBponeiickbkii hapmakonei/MmoHorpadii.
MogaHHA HoBOro abo OHOB/IEHOTO cepTudikaTa
BIANOBIAHOCTI ab0 BUNYyYEHHS cepTudikara
BiANOBIAHOCTI €Bponeiickkili hapmakonei: gna Adl;
[ONs BUXIQHOTO MaTepiany/peareHTy/npoMixXHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTLCA Y BUPOGHMLTBI AdI;
A5 AONOMDKHOT peyoByHY (cepTuddikaT BifgnoBigHOCTI
€Bponeiicbkiin hapmakonei) - OHOBEeHWIA cepTudikat
Bifl y)Xe 3aTBEpP)KEHOro BUPOOHYKa - NOAAHHSA
OHOBJ/IEHOrO cepTudikaTa BifgnoBigHOCTI €Bponechbkili
thapmakonei Ne R1-CEP 2004-277-Rev 03
(3atBepmxeHo: R1-CEP 2004-277-Rev 02) gns giroyoi
peuyoBuHM Threonine Big BXe 3aTBEPAKEHOrO
BMpo6HMKa Amino GmbH, HimeyuunHa.

31.

AHTINEKC-
30POB'SA

cnpeli gns poToBOi
NopoXHUHY; no 30
M1y 6anoHi 3
K/1anaHoM-HacocoM,
HacafKoto-

TOBAPUC
TBO 3
OBMEXXE
HOO
BIANOBIA,

YkpaiHa

BCi cTagii
BMPOGHMLITBA,
KOHTPO/b SIKOCTI,
BUWMYCK Cepii:
ToBapucTBo 3

YkpaiHa

BHECEHHS 3MiH 0 peecTpaLiinHux matepiasnis: 3MiHu |
TUMy - 3MiHM 3 AKOCTi. [OTOBWIA Nikapcbkunii 3aci6.
CuncTeMa KoHTelHep/3akynoptoBasibHUIA 3aci6. 3miHa
noctayasibHuKa nakyBasibHUX MmaTepiasiis abo
KOMMIEKTYHUMX (SIKLLLO 3a3HAYEHO B IOCHE) (3amiHa

6e3
peyenma

UA/10126/01/01
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Ne Hassa Popma surnycky 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbKo20o | (nikapcbka hopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby YNaKkoBsKa) nocsioYeHHs1
posnuoBayvemM i ANbHICT obmexeHo abo gofasaHHA noctavasibHUKa) - CynyTHS 3MiHa
3aXUCHUM 10] BiANOBiAA/IbHICTIO - 3MiHu 3 AKoCTi. FoTOBWIA Nikapcbkuid 3aci6. Cuctema
KoBnaykom; no 1 «KOPINOP "®apmaueBTnyHa KOHTelHep/3aKynoptoBasibHWiA 3aci6. 3miHa chopmu
6as10Hy B KapTOHHil AUIA KOMnaHis ab0 po3mipy KoHTeliHepa UM 3aKynopBasIbHOTo
kopobui; no50 mny | «340POB "3popoB's", 3aco6y (NepBMHHOT yNakoBKM) (HECTEPUIIbHI NiKapChbki
hnakoHi 3 "A» YkpaiHa; Bci cTagji 3aco6u) - BHeceHHs1 f0AaTKOBOro nocradasibHuKa
opasibHUM BMPOGHMLITBA, nakyBasibHOro matepiany (6a/10H antoMiHiEBWIA)
pO3nuBabHAM OKpiM KOHTPO/I0 Aerosol Service Sp. z 0.0, Poland gogaTtkoBo 1o
NPUCTPOEM | AKOCTi Ta BUMYCKY 3aTBepxaeHoro TUBEX MATRA KFT, Hungary, sk
3axX1CHUM cepii: ToBapucTeo HacnifokK, Bif6yNMCb HE3HAYHI 3MiHW Y po3mipax
KoBnavkom; o 1 3 06MEXEHOI0 NepBUHHOT y6akoBKW. AKICHUIA Ta KiJTbKICHWI cknag,
donakoHy B BiANOBiAA/IbHICTIO nakyBa/lbHOro MaTepiany He 3MiHUnucs. BeegeHHs
KapTOHHilA KOpO6L "®apmMaueBTnYHa HOBOrO BMPOGHMKA NakyBaslbHOTO Matepiasny He
KomnaHis BMN/IMBAE Ha [OCTaBKy, 3aCTOCyBaHHs, 6e3neky Ta
"3popos's"”, CTabiNbHICTL rOTOBOrO NiKapCbKOro 3acoby.
YkpaiHa 3arBepakeHo: banoHu anoMmiHieBi aepo30/bHi
nakyBasibHi ans megukameHTiBTUBEX MATRA KFT,
Hungary -3anponoHoBaHo: BasioHu antoMiHieBi
aepo30/1bHi NakyBaslbHi AN megukameHtis TUBEX
MATRA KFT, Hungary
BanoHu antomiHieBi aepo30/bHi NakyBasibHi 415
MefumkameHTiB Aerosol Service Sp. z 0.0, Poland
32. | AHOPOXE/Nb | renb ans BeseH Benbris BMPOGHMLITBO 3a Benbrisi/ BHECEHHS 3MiH [0 peecTpaviiiHux maTepiasis: 3miHu | 3a UA/5301/01/02
30BHILUHLOrO Xenckea NOBHUM LMK/IOM: PpaHuin TMny - 3MiHK Woao 6e3nekn/edekTUBHOCTI Ta peyenmom
3acTocyBaHHs, 16,2 CA BeseH thapmakoHarnagy (iHwi 3MiHu). 3MiHN BHECEHO Y M. 8,
mr/1r; no 88 r rento MeHbloghekuypiHr 12, 13 TeKCTy MapKyBaHHsS NePBUHHOT Ta BTOPUHHOI
y thnakoHi 3 Bengxiym, ynakoBOK NikapcbKoro 3acoby. TepMiH BBEAEHHS 3MiH
[03ylounm Benbris; npoTArom 6 micsuiB nicns 3aTBeppKeHHS.
npUCTPOEM, no 1 BMPOGHMLITBO 3a
dhnakoHy y MOBHUM LMIK/IOM:
KapTOHHI KopoobLyi Na6oparopii
BeseH
IHTEpHeLUHN,
®paHuis;
BMNPOOYBaHHSA
KOHTPO/IIO AKOCTI
(mikpobionoriuHwmi
KOHTpO/b): Kyani
KoHTpon, ®paHuis
33. | AHECTE30/1 | cynoswuTopii no 5 MpuBaTHe YkpaiHa MpuBaTtHe YkpaiHa BHECEHHS 3MiH 0 peecTpaLiiiHux matepiasnis: 3MiHu | 6e3 UA/7065/01/01
® cynosuTopiie y akuioHepH akuioHepHe TMny - 3MiHK Woao 6e3nekn/edpeKTNBHOCTI Ta peyenma
6nictepi; no 1 a6o 2 e TOBapucTBo hapmakoHarnagy (iHwi 3MiHn). OHOBNEHHSI TEKCTY
6nicTepn y nauui TOBapuUCTB «J1ekxim-XapkiB» MapKyBaHHS yakoBKM rOTOBOrO MikapcbKoro 3acoby, a
0 «Jlekxim- came BUyYeHHs iHhopMaLii, BUKNageHoi pocilicbKoto
XapkiB» MOBOI0, 3a3Ha4YeHHs NIOrOTUNY 3asiBHWKA Ta HE3HAYHI
peakuiiHi npaBkun. BBeAeHHSA 3MiH NpOTArom 6-Tu
MiCALB MiCNA 3aTBEPMKEHHS.
34. | AHECTE3O0N cynosutopii in bulk: MpusatHe YkpaiHa MpusatHe YkpaiHa BHECEHHS 3MiH 10 peecTpaLiiiHnx maTepianis: 3MiHu | - UA/7066/01/01
® no 5 cynosunTopiia y aKUioHepH akuioHepHe TMNY - 3MiHK 3 AKOCTI. FOTOBWIA liKAPCbKWIA 3acib.
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Ne Hassa Popma surnycky 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbKo20o | (nikapcbka hopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby YNaKkoBsKa) nocsioYeHHs1
6nicTepi, no 100 abo e TOBapUCTBO CuctemMa KoHTelHep/3akynoptoBasibHuiA 3aci6. 3MiHa
180 a6o 200 TOBapuUCTB «Jlekxim-XapkiB» PO3Mipy YNakoBKu roTOBOro flikapcbKoro 3acoby (iHuwi
6nicTepis y ALWMKY 0 «Jlekxim- 3MiHW) BHECEHHSA [0AATKOBUX BUAIB NakKyBaHHSA y
XapkiB» dhopwi in bulk: no 5 cynosutopiis y 6nictepi; no 100
6nicTepiB y AWMKY; N0 5 cyno3mTopiiB y 6ricTepi; no
200 6nicTepiB y ALWMKY 10 BXEe 3aTBEPIKEHNX
po3mipis ynakosku (no 5 cynosuTopiiB y 6nictepi; no 1
abo 2 6nictepn y nayuj; in bulk: no 5 cynosutopiis y
6nictepi, no 180 6nicTepis y SALLMKy). BBeAEHHS 3MiH
NpoTArom 6-Tn MiCALIB NiCNA 3aTBEPMKEHHS. 3MiHK |
TMny - 3MiHK WoAo 6e3nekn/edpekTNBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHn). OHOBNEHHS TEKCTY
MapKyBaHHA yrnakoBku in bulk nikapcbkoro 3acoby, a
came BWy4YeHHS iHhopMaLii, BUKNageHoi poCiicbKoto
MOBOI0, 3a3Ha4YeHHS NIOrOTUMNY 3asiBHWKA Ta He3HAYHI
pefakLiiiHi npaBku. BBeAeHHS 3MiH NPOTSArom 6-Tu
MiCsILiB MicNsi 3aTBEPAKEHHS.
35. | AHOPO NopoLUoK AN nakcoCmi Benvka nakco Benuvka BHECEHHS 3MiH 0 peecTpaLiiiHux matepiasis: 3MiHu | 3a UA/14742/01/01
ENNINTA iHranauin, TKnsAiH BpuTaHis OnepeliwHc FOK BpuTaHin TMny - 3MiHKM Woao 6e3nekn/edeKTUBHOCTI Ta peyenmom
[030BaHwii, no 55 Ekcnopt Nimiteq thapmakoHarnagy (iHwi 3MiHN) - 3MiHW BHECEHO Y
MKr/22 MKr/go3y; no Nimiteq TEeKCT MapKyBaHHS NepBUHHOI (. 6) Ta BTOPMHHOT (. 8
30 gosy Ta n. 17) ynakoBkun nikapcbkoro 3acoby. BeegeHHs
NMOPOLLKOBOMY 3MiH NPOTAroM 6-TW MIiCALB NicNs 3aTBEpPKEHHS.
iHranaTopi; no 1
iHransATopy B NOTKY 3
hONbIv B KAPTOHHIN
Kopobui
36. | AHTAPEC® PO34MH A5 iH e, MAT YkpaiHa MAT "Fanuudpapm" YkpaiHa BHECEHHS 3MiH 0 peecTpaLiiiHux matepiasnis: 3MiHu | 3a UA/16819/01/01
50 mr/mn; no 2 mn B "Tanuudpa TUMy - 3MiHM 3 AKOCTi. [OTOBWIA Nikapcbkuii 3acib. peyenmom
amnyni, no 10 amnyn pm" KOHTpO/b AOMNOMIKHMX peyoBUH. 3MiHa napameTpis
Y KOHTYpHIlA cneumdikauin Ta/abo AoNyCTUMMX MEX A5
YapyHKOBIl [OMOMDKHOT peyoBUHM (iHLWi 3MiHM) CynyTHSA 3MiHa -
ynakosLi, no 1 3MiHK 3 sIKOCTi. FoTOBUIA Nikapcbkuii 3aci6. KoHTposb
KOHTYPHIi [OMOMDKHMX PEYOBMH. 3MiHa y MeToAax
YapyHKOBIli ynakoBLj BMNPOGYBaHHSA AOMOMDKHOI PEUOBUHM (iHLWi 3MiHN Y
B nauuj; no 4 mn B MeTofax BMNpobyBaHHsA (BKIOYaKun 3aMiHy abo
amnyni, no 5 amnyn [ofasaHHA)) NpuBeeHHs cneumdikalii Ta MeTogis
Y KOHTYpHIlA KOHTPO/I0 AOMOMIKHOI peyoBuHn Boaa ans iH'ekuin oo
YapyHKOBIli ynakoBLj BMMOT MoHorpadii EP, a came: npuBefeHHs Kputepiis
MOKPWTIN MAIBKOLO, NPUIAHATHOCTI 3a n. «Onunc» go moHorpadii EP;
MO 2 KOHTYPHWX BU/TYYEHO NOKa3HUK «HiTpaTu»; foAaHo NnocuaaHHA Ha
YapyHKOBUX LLie OfAMH MeTO/, KOHTPO/IIO 3a NMOKA3HNKOM
yMakoBKM, NOKPUTUX «BakTepianibHi eHAO0TOKCUMHM»; 38 NOKa3HUKOM
NAIBKOK B NauLi «lMunToma eneKTPonpoBiAHICTL» Ta NOKa3HUKOM
«MiKpO6IONOriYHNA MOHITOPUHI», 3MIHEHO MOCWU/IaHHS
Ha MeTofin KOHTPOII0.
37. | ANIKCABAH NOpPOLLOK AT YkpaiHa Asis Kemikan I3painb BHECEHHS 3MiH 0 peecTpaLiiiHux MaTepiasis: 3miHu 11 - UA/19520/01/01
(cybeTaHuis) y "papmak” IHpacTpi3 /1Tg, MRy - 3MiHK 3 aKocTi. A®L. (iHLWi 3MiHK). OHOBNEHHSA
naketax DMF Ha A®I anikcabaH Bif 3aTBEpAKEHOIO BUPOOHMKA
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Hassa Popma surnycky 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbKo20o | (nikapcbka hopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby YNaKkoBsKa) nocsioYeHHs1
nonieTnIeHoBmX Assia Chemical Industries Ltd, I3painb (3aTBepxeHo:
ans 3368-EU-11-2020; 3anponoHoBaHo: 3368-EU-09-
hapMaLeBTUYHOIO 2023). Ak Hacnigok, Biabynuck 3MiHM B cneuudikawii
3aCcTOCyBaHHSA Ta MeTogax KOHTPO/ A/18 CybCTaHLil, 30Kpema
BBEJEHO B creuydikaito HOBUIA NokasHUK «BeH30/1»
He Ginblue 2.0 ppm 3 NEPIOANYHICTIO KOHTPO/THO *
«[aHnii NOKa3HUK KOHTPOSIIOIOTL 151 OAHIET 3 KOXHUX
10 cepiit» 3 BigNOBIAHNM METOLOM KOHTPO/IO (METOA,
napodasHoi ra3oBoi xpomarorpadii).
38. | APAHECHN PO3YNH A5 iH'EKLIN, AMIKEH HigepnaHgn MapkyBaHHs, HigepnaHngn BHECEHHS 3MiH 0 peecTpaLiinHux matepiasnis: 3MiHu | 3a UA/11437/01/01
25 mkr/mn; no 0,4 €spona BTOPWHHE / CLLA TUMy - 3MiHM 3 AKOCTi. [OTOBWIA Nikapcbkunii 3acib. peyenmom
M1y nonepeaHs0 B.B. nakyBaHHs Ta KOHTPO/1b rOTOBOrO NiKapcbKoro 3acoby (iHLi 3MiHK) -
HanoBHeEHOMY BMNYyCK cepil: Mepeknag MKA 13 ykpaiHCbKO0 MOBOIO.
wnpuui; no 1 AmMIXeH €spona
wnpuuy y 6nictepi; B.B., HigepnaHau;
no 1 6nictepy B BMPOGHMLTBO,
Kopobui nepBuHHE
nakyBaHHs:
AMIXKEH
MaHydhekuypiHr
Nimiten, CLWWA
39. | APAHECHN PO34NH ANS iH'EKLIN, AMIKEH HigepnaHgn MapkyBaHHs, Higepnangn BHECEHHS 3MiH 40 peecTpaLiiiHux matepiasnis: 3MiHu | 3a UA/11437/01/03
100 mkr/mn; no 0,3 €spona BTOPVHHE / CWWA TUMy - 3MiHM 3 AKOCTi. [OTOBWIA Nikapcbkuii 3aci6. peyenmom
M1y nonepeaHs0 B.B. nakyBaHHs Ta KOHTPO/1b rOTOBOro NiKapcbKoro 3acoby (iHLi 3MiHK) -
HanoBHeEHOMY BUNYCK cepil: MNepeknag MKA 13 ykpaiHCbKO0 MOBOIO.
wnpuyi; no 1 AmMIXeH €spona
wnpuuy y 6nictepi; B.B., HigepnaHaw;
no 1 6nictepy B BMPOGHMLTBO,
KOpo6Li nepBuHHe
nakyBaHHs:
AMIXKEH
MaHydekuypiHr
Nimiten, CLWIA
40. | APAHECH PO34MH ONs iH'EKUIN, AMIDKEH Higepnangmn MapKyBaHHS, HigepnaHgn BHECEHHS 3MiH 40 peecTpaviiHnx maTtepiasis: 3MiHu | 3a UA/11437/01/05
500 mkr/mn, no 1,0 €spona BTOPVHHE / CWWA TUMy - 3MiHY 3 AKOCTi. [OTOBWIA Nikapcbkuii 3aci6. peyenmom
M1y nonepeaHs0 B.B. nakyBaHHsa Ta KOHTpOs1b roToBOro nMikapcbKoro 3acoby (iHLwi 3MiHu) -
HanoBHeHOMY BMNYCK Cepil: Mepeknag MKA 13 ykpaiHCbKOO MOBOIO.
wnpumyi; no 1 AmaXeH €spona
wnpuy y énictepi; B.B., Higepnanau;
no 1 6nictepy B BMPOBHMLTBO,
Kopoo6Li nepBuHHe
nakyBaHHs:
AMIXKeH
MaHydekuypiHr
Nimiteq, CLLA
41. | APAHECH PO34MH A5 iH'EKLN, AMDKEH HigepnaHvgu MapkyBaHHs, Hinepnavgn BHECEHHS 3MiH A0 peecTpaviiiHux matepiasis: 3MiHu | 3a UA/11437/01/03
100 mxr/mn; no 0,3 €spona BTOPVHHE / TMny - 3MiHK Woao 6esnekn/edekTMBHOCTI Ta peyenmom
M/1y nonepeaHs0 B.B. nakyBaHHsa Ta CWA hapmakoHarnsagy. BHeceHnHs abo 3miHa(u) o
HanoBHEHOMY BMNYCK cepil: 3060B's13aHb Ta YMOB BuAaYi peecTpauiiiHoro
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Ne Hassa Popma surnycky 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbKo20o | (nikapcbka hopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby YNaKkoBsKa) nocsioYeHHs1
wnpuui; no 1 AmMXeH €spona noceifyeHHs, BKoYaoun Mnax ynpasniHHA pyusvkamu
wnpuy y 6nictepi; B.B., Higepnanaw; (iHWi 3MiHM) 3MiHM BHECEHO A0 YacTuH: | «3aranbHa
no 1 6nictepy B Bupo6bHuuTBO, iHdhopmauis», Il «Cneumndikauia 3 6e3neku», Il «MnaH
KopoobLi nepBuHHE 3 chapmakoHarnsgy», V «3axoam 3 MiHimizaw,i
nakyBaHHs: pr3nkiB», VI «Pe3tome nniaHy ynpasiiHHA pusvkamm»
AMIXeH Ta AOAATKIB 3rigHO 3 BUMOramu fjo
MaHydbekuypiHr Cranpgaptu3osaHoro copmaty MYP (Rev.2
Nimitea, CLLA accompanying GVP , Module V Rev.2, Human
Medicines Evaluation Guidance on the format of the
risk management plan (RMP) in the EU — in integrated
format y 38’3y 3 neperns4oM OpiEHTOBHOI Jatu
noAaHHA 0CTaTOYHOrO 3BITY JOCAIAKEHHNA KaTeropii 3.
Pestome MnaHy ynpasniHHA pu3ukamu Bepcis 9.7
fofaeTbes
42. | APAHECH PO3YUH OIS iH'EKLLNA, AmmDKeH HigepnaHamn MapkyBaHHs, HigepnaHan BHECEHHS 3MiH 0 peecTpaLiiiHux matepianis: 3MiHu | 3a UA/11437/01/05
500 mkr/mn; no 1,0 €spona BTOPVHHE / TMny - 3MiHK WoAo 6e3nekn/edpeKkTNBHOCTI Ta peyenmom
M1y nonepegHbo B.B. nakyBaHHs Ta CLUA thapmakoHarnsgy. BHeceHHs abo 3miHa(u) fo
HarnoBHEHOMY BUMyCK cepii: 30060B'A3aHb Ta YMOB BuAadi peecTpav,iiiHoro
wnpuui; no 1 AmkeH €spona noceigyeHHs, Bkovaouy MNMnax ynpasniHHA pyu3vkamu
wnpuy y 6nictepi; B.B., Higepnanay; (iHWi 3MiHM) 3MiHM BHECEHO A0 YacTuH: | «3aranbHa
no 1 6nictepy B Bupo6bHuuTBO, iHhopmauis», Il «Cneumndikauia 3 6e3nekus», Il «MnaH
Kopoobui nepBuHHE 3 chapmakoHarnsgy», V «3axoam 3 MiHimizaw,i
nakyBaHHs: pr3nkiB», VI «Pe3tome nniaHy ynpasiiHHA pusnkamm»
AMIXeEH Ta AOAATKIB 3rigHO 3 BUMOramu fjo
MaHydbekuypiHr Crangaptm3osaHoro copmaty MNYP (Rev.2
Nimitea, CLLA accompanying GVP , Module V Rev.2, Human
Medicines Evaluation Guidance on the format of the
risk management plan (RMP) in the EU — in integrated
format y 3B’13Ky 3 Nneperns4oM OpiEHTOBHOI JaTu
nofJaHHA 0CTaTOYHOrO 3BITy JOCAIMKEHHA KaTeropii 3.
Pestome MnaHy ynpasniHHA pu3ukamu Bepcis 9.7
fofaeTbes
43. | APAHECH PO34MH ANA iH'EKLN, AmakeH Higepnangn MapkyBaHHs, HigepnaHngn BHECEHHS 3MiH 10 peecTpaLiiiHnx maTepianis: 3MiHu | 3a UA/11437/01/01
25 mkr/mn; no 0,4 €spona BTOPVHHE / TMny - 3MiHK WoAo 6e3nekn/edpeKkTNBHOCTI Ta peyenmom
M1y nonepeaHb0 B.B. nakyBaHHs Ta CWA thapmakoHarnsgy. BHeceHHs abo 3miHa(u) fo
HanoBHEHOMY BUMyCK cepii: 3060B'A3aHb Ta YMOB BuAadi peecTpav,iiiHoro
wnpuui; no 1 AmMIXeH €spona noceigyeHHs, Bktovaoun MnaxH ynpasniHHA pyu3vkamu
wnpuy y 6nictepi; B.B., HigepnaHaw; (iHWi 3miHW) 3MiHM BHECEHO [0 YacTuH: | «3arasibHa
no 1 6nictepy B Bupo6bHnuTBO, iHhopmauis», Il «Cneumndikauia 3 6e3nekus, Il «MnaH
Kopoobui nepBuHHE 3 chapmakoHarnsgy», V «3axoam 3 MiHimizau,i
nakyBaHHs: pr3nkiB», VI «Pe3tome nnaHy ynpasiiHHA pusnkamm»
AMIXEH Ta AOAATKIB 3rigHO 3 BUMOramu fjo
MaHydhekuypiHr CraHpgaptm3osaHoro copmaty MNYP (Rev.2
Nimiten, CWA accompanying GVP , Module V Rev.2, Human

Medicines Evaluation Guidance on the format of the
risk management plan (RMP) in the EU — in integrated
format y 3B’A3Ky 3 nepernagom OpieHTOBHOI faTu
NoAaHHA OCTATOYHOTO 3BITY [OCNIMKEHHS KaTeropii 3.
Pestome MnaHy ynpasniHHa pusukamu Bepcis 9.7
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Ne Hassa Popma surnycky 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbKo20o | (nikapcbka hopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby YNaKkoBsKa) nocsioYeHHs1
[00a€ETbCA
44. | APOAYAH® niodpinizat gns BAT YropwuHa niogpinisat ans YropwwmHa/ BHECEHHS 3MiH A0 peecTpaLiiiHux matepiasis: 3MiHu | 3a UA/7334/01/01
PO34UHY ON15 iH'EKUIA "l'epeoH pO34uHy aoNns Cepbis TMny - 3MiHK Woao 6e3nekn/edekTMBHOCTI Ta peyenmom
no 4 mr, 5 cdonakoHis Pixtep" iH'ekuin Ta thapmakoHarnsgy. BeegeHHs abo 3miHv Ao
3 niocpinizatom y PO3UYMHHNIK: y3arasibHeHVX faHux Npo cucteMy papMakoHarisgy
KOMNNekTi 35 BMPOBHNLTBO (BBEAEHHS y3aralbHEHMX AaHUX NPo cucTemy
amnynamm Hepo3dhacoBaHOro hapmakoHarnsgy, 3mMiHa ynoBHOBaXXEHOI 0cobw,
po3unHHuKa (0,9 % npoayKTy, BiANOBIA&/TbHOI 3a 34iiCHEHHS hapmakoHarnsay;
PO34MH HaTpito nepBuHHA KOHTaKTHOI 0co6U 3 thapmakoHarnsay 3asBHuka ans
xnopugy) no 2 mn B yNnakoBKa, 3[ilicCHEHHST (hapMakoHarnsay B YkpaiHi, SKLL0 BOHA
KapTOHHI chopmi; no BTOpPMHHA BiAMiHHA Bif YNOBHOBaXeHOI 0cO6U, BiANOBIAa/IbHOI
5 KkapTOHHUX hopM B ynakoBka, 3a 34ilicHeHHs thapmakoHarnsay (Bkovaoum
KapTOHHI KopoobLyi KOHTPO/b SKOCTI, KOHTaKTHi fjaHi) Ta/abo 3MiHM y PO3MILLLEHHI MacTep-
BMMYyCK cepii: BAT thaiina cuctemun chapmakoHarnsgy) 3MiHa KOHTaKTHUX
"l'epeoH Pixtep", [aHnX YNOBHOBaXEHOT 0CO6U 3aABHUKA,
YropLumHa; BiANOBIAaIbHOI 3a thapmakoHarnsag,. 3miHa
PO3UNHHWIK: MicLe3HaxoMKeHHs macTep-ghaiina cuctemu
BUPOGHMLTBO hapmakoHarnsgy. 3miHa micus 3iiCHeHHs1 OCHOBHOT
Hepo3cacoBaHOro AisnbHOCTI 3 hapmakoHarnsgy.
NPOAYKTY,
nepBuHHA
ynakoBka:
Xemodpapm A.L.,
Cepbis
45, | ACTPAUUTP | nopowlok ans TOB YkpaiHa TOB YkpaiHa BHECEHHS 3MiH 40 peecTpaLiiHux matepiasnis: 3MiHu | 6e3 UA/10402/01/01
OH OpPa/IbLHOIO PO3UNHY "AcTpada "Actpacapm” TUMy - 3MiHM 3 AKOCTi. [OTOBWIA Nikapcbkuii 3aci6. peyenma
no 20 r y cawe; no pm" 3MiHV Yy BUpO6HMUTBI. 3MiHa po3mipy cepii
10 cawe y kopobui 3 (BK/IHOYAtOUM diana3oH po3Mipy cepii) roToBOro
KapToHy nikapcbKkoro 3acoby (3mMeHLweHHs go 10 pasis)
BBEJEHHS [,04AaTKOBOro po3mipy cepii N3
TeopeTnyHuin po3mip cepii 15 750 O4/13; OuikyBaHui
po3mip cepii: 15000 OA4/13, 1500 Ne10.
MponoHoBaHa peaakuis
TeopeTnyHuii po3mip cepii:
42 000 04113
OuikyBaHi1 po3Mip cepii:
40 000 04113
4 000 Nel10
TeopeTnyHuii po3mip cepii:
15 750 0413
OuikyBaHi1 po3Mip cepii:
15000 0413
1500 Ne10.
46. | ACTPALUTP NopoLUoK AN TOB YkpaiHa TOB YkpaiHa BHECEHHS 3MiH 0 peecTpaLiiiHux matepianis: 3MiHu | 6e3 UA/19226/01/01
OH ®OPTE OPa/ILHOIO PO3UNHY "ACTPA® "ACTPAGAPM" TNy - 3MiHK 3 SIKOCTi. FOTOBWUIA Nnikapcbkuii 3aci6. peyenma
no 20 r B cawe, No APM" 3MiHM Yy BUpOo6HMUTBI. 3MiHa po3mipy cepii

10 cawe y kopobuj

(BK/KOHAOUM Ajiana3oH po3Mipy cepil) roToBoro
nikapcbkoro 3acoby (3mMeHwweHHsA fo 10 pasis)
BBEEHHS 10A4ATKOBOr0 po3mipy cepii M3
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Ne Hassa Popma surnycky 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbKo20o | (nikapcbka hopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby YNaKkoBsKa) nocsioYeHHs1
TeopeTnyHuii po3mip cepii 15 750 OAN13; OuikyBaHwii
po3wmip cepii: 15000 O4/13, 1500 Nel0.
MponoHoBaHa peaakuis
TeopeTnyHWii po3mip cepii:
42 000 04113
OuikyBaHi1 po3Mip cepii:
40 000 0413
4 000 Nel10
TeopeTnyHuii po3mip cepii:
15 750 0413
OuikyBaHin po3Mip cepii:
15000 O4/13
1500 Ne10.
47. | ATMA® Kpanni opasibHi TOB YkpaiHa Pixappg BitTHep Al ABCTpist BHECEHHS 3MiH A0 peecTpaLiiiHux matepiasis: 3MiHu | 6e3 UA/8301/01/01
no 20 mn a6o no 50 «[MEPPIT TMny - 3MiHK Woao 6e3nekn/edekTMBHOCTI Ta peyenma
mn, abo no 100 mn'y (6] thapmakoHarnsgy. BeegeHHs abo 3miHu Ao
chnakoHi- YKPAIHA» y3arasibHeHVX faHux Npo cucteMy papMakoHarisgy
KpanenbHuyj; no 1 (BBEAEHHS y3aralbHEHNX AaHUX NPo cucTemy
donakoHy- thapmakoHarnagy, 3mMiHa ynoBHOBaXXEHOI 0cobw,
KpanenbHuui y BiANOBIAa/IbHOI 3a 34iiCHEHHSA hapmakoHarnsay;
KapTOHHIA ynakoBL,i KOHTaKTHOI 0co6u 3 hapmakoHarnsagy 3asBHuKa A/s
3[iicHEHHs hapmakoHarnsgy B YkpaiHi, KO BOHA
BiAMiHHA Bif YNOBHOBaXeHOI 0cO6U, BiANOBIAa/IbHOI
3a 3[jiicHeHHs1 hapMakoHariaay (Bkiyarum
KOHTaKTHI AaHi) Ta/abo 3MiHN y pO3MilLeHHi macTep-
thaiina cuctemu hapmakoHarnsgy) 3miHa
MicLie3HaxoMKeHHs MacTep-chaiina cuctemu
hapmakoHarnagy. 3miHa mMicus 34iCHEHHST OCHOBHOT
AOiSNbHOCTI 3 hapmakoHarasgy.
48. | ATOPBACTA | Tabnetku, BKpUTI MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH [JO peecTpaLiiiHix maTepianis: 3MiHu | 3a UA/15437/01/01
TUH- o6onoHkoto, no 10 "®bapmaue "®apmaueBTNYHa UMy - 3MiHY 3 AKOCTi. [OTOBWIA Nikapcbknin 3aci6. peyenmom
AAPHUUA Mr; no 10 TabneTok BTUYHA thipma "OapHuus” KOHTPO/Ib AOMNOMIDKHMX peyoBUH. 3MiHa napameTpiB
Y KOHTYpHIlA hipma cneumdikauii Ta/abo AONYyCTUMUX MEX A5
YapyHKOBIl "AapHnus” [0NOMDKHOT peyqoBMHM (iHLWi 3MiHK). CynyTHS 3MiHa-
ynakosLi; no 3 3MiHM 3 SKoCTi. FoToBMIA Nikapcbkuii 3aci6. KoHTporsb
KOHTYPHI YapyHKOBI [O0NOMDKHUX peyoBUH. 3MiHa y MeToAax
yMakoBKM y nadui; no BMNPOBYBaHHA [OMNOMDKHOI PEYOBMHU (HE3HAYHI 3MiHK
14 TabneTok y y 3aTBEpKEHNX MeToAax BUNPOOyBaHb).
KOHTYPHIl MpuBeaeHHs cneumdikayii Ta MeToAiB KOHTPOSIO
YapyHKOBIl AKOCTI Ha JOMOMiKHY peyvoBuHy Onagpaii Il 85 F 6inwii
ynakosLi; no 2 Y BigNOBigHICTb 0 MaTepiasliB BUpoOHMKa 3
KOHTYPHI YapyHKOBI ypaxyBaHHsiM BUMoOr J®Y 6e3 3MiHM HOpMyBaHHS 3a
yNaKkoBKK y mavw,i nokasHMkoM "30/1a", a TakoX NoKasHuK
"Mikpob6iosioriyHa unctota" npuBeAeHWin BignoBigHO A0
BMMOT fjtounx MoHorpadiii €®, 2.6.12, 5.1.4. 6e3
3MiHY METOAMKN KOHTPOJIHO SKOCTI.
49. | ATOPBACTA | Tabnetku, BKpUTI MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH 1O peecTpaLjiiiHiX maTepianis: 3MiHu | 3a UA/15437/01/02
TUH- 060/10HKO0, N0 20 "dapmate "®apmMaLeBTnYHa ™My - 3MiHK 3 SIKOCTi. FOTOBUIA Nnikapcbkuii 3aci6. peyenmom
AAPHULSA mr; o 10 TabneTok BTMYHA ipma "JapHuus” KOHTPO/Ib 4ONOMIDKHMX pEYOBUH. 3MiHa NapaMeTpiB
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Ne Hassa Popma surnycky 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbKo20o | (nikapcbka hopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby YNaKkoBsKa) nocsioYeHHs1
Y KOHTYpHili thipma cneumdikauii Ta/abo fONYCTUMUX MEX NS
YapyHKOBIl "OapHuus" L0MNOMDKXHOT peyqoBUHM (iHLWi 3MiHW). CynyTHS 3MiHa-
ynakosLi; no 3 3MiHK 3 sKOCTi. FoTOBMIA Nikapcbkuii 3aci6. KoHTposb
KOHTYPHI YapyHKOBI [OMOMDKHUX PEeYOBMH. 3MiHa y MeToAax
yMakoBKM y nadui; no BMNPOOYBaHHA JOMNOMDKHOI PEYOBMHU (HE3HAYHI 3MiHU
14 TabneTok y y 3aTBEpMXEHNX MeToAax BUNPOOyBaHb).
KOHTYpHiIl MpuBeaeHHs crneumdikaLii Ta MeTOAiB KOHTPOSIHO
YapyHKOBIl AKOCTI Ha JOMOMKHY peuvoBuHy Onagpaii |l 85 F 6inwii
ynakosLi; no 2 y BiANOBIAHICTb 0 MaTepianiB BUpobHMKa 3
KOHTYPHI YapyHKOBI ypaxyBaHHsiM BUMOr AdY 6e3 3MiHM HOpMyBaHHS 3a
yMakoBKU y navu,i NOKa3HNKOM "30/1a", a TaKoX NOKa3HWUK
"Mikpob6iosioriyHa unctoTa" npuBeAEHWiA BigNoBigHO A0
BUMOT Ajtoumx MoHorpadiii €, 2.6.12, 5.1.4. 6e3
3MiHM METOAMKN KOHTPOJIKO AKOCTI.

50. | AYTMEHTUH NopoLUoK AN nakcoCmi Benvka CMIiTKnsiliH Bivem Benuvka BHECEHHS 3MiH 0 peecTpaLiiiHux matepianis: 3MiHu | 3a He UA/0987/05/02
opasibHOT cycneHsii, TKnsiH BputaHis PapmacboTUKauIC, Bputanis/ TMny - 3MiHK WoAo 6e3nekn/edpeKkTNBHOCTI Ta peyenmom | nionsi2ae
400 mr/57 mr B 5 mn, Ekcnopt Benuka BpuTaHis ®paHuisa thapmakoHarnagy. 3MiHa y KOpOTKill xapakTepucTuui
1 chnakoH 3 Nimiteq "nakco Bennkom NiKapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta iIHCTPYKLT
MOPOLLKOM ANA MpopakLuH, [ONA MeANYHOro 3aCTOCyBaHHSA Ha MigcTasi perynspHo
npuroTyBaHHsa 70 M dpaHLis OHOB/IHOBAHOrO 3BITY 3 6e3nekn NikapcbKoro 3acoby,
cycneHsii y ab60 pocnifxeHb 3 6e3nekn 3aCTOCyBaHHS /iKapCbKoro
thnakoHax 3 3aco6y B micnapeecTpaviiiHvii nepiod, abo sk
npo30poro ckna 3 pe3ynbTaT OLiHKM 3BiTY 3 AOCNIMKEHb, NPOBEAEHNX
MeTasieBoto BIAMNOBIAHO A0 NnaHy negiatpuyuHux gocnigxeHs (PIP)

KPULLKOHO, LU0 (3MiHY Y3rofpkeHO 3 KOMNETEHTHUM YNOBHOBaXKEHUM
3arByHYyeTHCA (3 opraHoMm) - 3MiHV BHECEHO B iHCTPYKLit0 Ans
KOHTpPONEM nepLUoro MeAMYHOro 3acToCyBaHHSA NikapCbKoro 3acoby Ao
BIAKPUTTSA | po3ginis "Ocob6amBOCTi 3acTocyBaHHa" Ta "MobiuHI
noniMepHoio peakuii" BiANOBIAHO 4O OHOBMEHOI iHChopMaL,i Woao
NAiBKoH, L0 6e3neKkun 3aCToCyBaHHA Ailo4oi pevyoBUHN 3rigHO 3
MiCTUTBCSA pekomengauieto PRAC. BeegeHHSA 3MiH NpOTArom 6-Tu
BCepeaVHi) pasom 3 MiCALIB MiCNA 3aTBEpKEHHS

[03YH0UUM LLINPULOM

abo mMipHUM

KoBMaykom, abo

MipHOIO JTOXKOHO,

MOMILLEHWNIA B

KapTOHHY KOPOOKY

a60 3 KPULLIKOHO i3

3aXMCTOM Bif

BIAKPUTTA AiTbMU

pasom 3 [03yUuM

LNpuLom abo

MipHOIO JTOXKOIO,

MOMILLEHWIA B

KapTOHHY KOPOGKY

51. | AYPOBIH masb, no 20 r y Ty6i BAT YropwumHa BAT "legeoH YropwmHa BHECEHHS 3MiH A0 peecTpaLiiiHux matepiasis: 3MiHu | 3a UA/7268/01/01
3 NonieTuIeHoBUM "l'epeoH PixTep" TMny - 3MiHK Woao 6e3nekn/edekTUBHOCTI Ta peyenmom
KOBMAYKOM, SKWiA PixTep" hapmakoHarnisgy. BeegeHHs abo 3miHn Ao
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n/n

Ha3ssa
JliKapcbK0O20
3acoby

Popma surnycky
(nikapcbka ¢hopma,
YNaKkoBsKa)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs

Homep
peecmpayiliHo2o
nocsio4yeHHs

mae nepdopaviiinii
HakKoHEeYHWK; no 1
Ty6i B KQPTOHHIA
KopoobLi

y3arasibHeHNX AaHnx Npo cuctemy hapmakoHarnsgy
(BBEAEHHSA y3arasIbHEHNX AaHUX NPo cucTemy
thapmakoHarnagy, 3mMiHa ynoBHOBaXXeHO! 0cobu,
BiNOBifa/IbHOT 3a 34iICHEHHS hapMakoHarnsgy;
KOHTaKTHOI 0co6M 3 thapMakoHarnsay 3asBHUKa Ans
3iiCHEeHHs1 chapMakoHarnaay B YKpaiHi, AKLL0 BoHa
BiAMiHHaA Bif YNOBHOBaXeHOI 0CO6M, BiANOBIAa/IbHOI
3a 3pjiicHeHHs hapMakoHaraay (BKIYarum
KOHTaKTHi flaHi) Ta/abo 3MiHW y PO3MiLLLeHHI macTep-
chaiina cuctemu chapmakoHarnagy) 3MiHa KOHTaKTHUX
[aHnX YNoBHOBaXXEHOT 0CO6Y 3as1BHYIKA,
BiANOBIAA/ILHOT 32 hapmakoHarnsag. 3MmiHa
MicLe3HaxX0MKeHHs MacTep-chaiina cuctemm
thapmakoHarnagy. 3MiHa Micus 34ilACHEHHS OCHOBHOT
AiSNIbHOCTI 3 chapmakoHarniagy.

52.

ADNTYBIH®

Kpanni opasibHi no
20 mn, abo no 50
M1, abo no 100 mn y
donakoHax-
KpanenbHUUAX; no 1
donakoHy B
KapTOHHI/ ynakosL,i

TOB
«MEPPII
(0]
YKPAIHA»

YkpaiHa

Pixappg BitTHep Al

ABcTpis

BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiasis: 3MiHu |
TMny - 3MiHK WoAo 6e3nekn/edpeKTNBHOCTI Ta
thapmakoHarnagy. BeegeHHs abo 3miHn fo
y3arasibHeHVX AaHux Npo cuctemy papmakoHarnsgy
(BBEAEHHSA y3arasIbHEHNX AaHUX NPo cucTemy
thapmakoHarnagy, 3mMiHa yrnoBHOBaXXeHO! 0ocobw,
Bi4NOBiga/IbHOI 3a 34jICHEHHST chapMakoHarnsay;
KOHTaKTHOI 0co6U 3 thapMakoHarnsay 3asBHUKa ans
3pjiicHEHHs chapMakoHarnsay B YkpaiHi, SKL0 BOHA
BiAMiHHA Bif YNOBHOBaXeEHOI 0CO6M, BiANOBIAA/TbHOI
3a 3AjiicHeHHs hapMakoHaraay (Bkiyatoum
KOHTaKTHi fiaHi) Ta/abo 3MiHW y PO3MiLLLeHHI macTep-
thaiina cuctemmn thapmakoHarnsgy). 3miHa
MicLe3HaxX0PKEHHS MacTep-chaiina cuctemm
hapmakoHarnsgy. 3miHa micus 3iiCHeHHs1 OCHOBHOT
AiSNbHOCTI 3 hapmakoHarnsgy.

6e3
peyenma

UA/1952/02/01

53.

ADNYBIH®

TabneTkun no 12
TabneTtok y 6nictepi;
no1l, 2, 3a6o4
6nictepu y
KapTOHHIlA KopooLi

TOB
«MEPPIT
(0]
YKPAIHA»

YkpaiHa

Pixapg BittHep Al

ABCTpIA

BHECEHHS 3MiH IO peecTpaLjiiiHuX MmaTepianis: 3MiHu |
My - 3MiHK Woao 6e3nekn/edekTUBHOCTI Ta
thapmakoHarnagy. BeegeHHs abo 3amiHn go
y3arasibHeHUX JaHnx Npo cucTemy dpapmakoHarnsgy
(BBEAEHHS y3ara/lbHEHMX AaHUX NPo cucTemy
thapmakoHarnsgy, 3mMiHa ynoBHOBaXXEHOI 0cobw,
BiANOBIAa/IbHOI 3a 34iiCHEHHSA hapMmakoHarnsay;
KOHTaKTHOI 0co6U 3 thapMakoHarnsay 3asBHUKa ans
3fjiicHeHHs hapMakoHarnsgy B YkpaiHi, KO0 BOHA
BiAMiHHA Bif YNOBHOBaXeHOI 0cO6U, BiANOBIAA/IbHOI
3a 3fjiicHeHHs1 hapMakoHarnaay (Bkiyarum
KOHTaKTHI AaHi) Ta/abo 3MiHN Yy pO3MilLeHHi MacTep-
thaiina cuctemm chapmakoHarnsgy). 3miHa
MicLie3HaxoMKeHHs MacTep-ghaiina cuctemm
thapmakoHarnsgy.
3MiHa Micus 34iliCHeHHS OCHOBHOI Aisi/IbHOCTI 3
dhapmakoHarnsgy.

6e3
peyenma

UA/10018/01/01

54.

ADNYBIH®

Kpem 1 %; no 2rB

TOB

YKpaiHa

BMPOGHMLTBO 3a

Benbris

BHECEHHS 3MiH 40 peecTpauiiHnx maTtepiasis: 3MiHu |

6e3

UA/7440/01/01
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Ne Hassa Popma surnycky 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbKo20o | (nikapcbka hopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby YNaKkoBsKa) nocsioYeHHs1
MNEHUWUKNOB | Ty6i, no 1 Ty6iy «MEPPII NOBHUM LMKNOM: TMny - 3MiHK Woao 6e3nekn/edekTUBHOCTI Ta peyernma
P KapTOHHI/ KopoobLi o] MemxeHikc thapmakoHarnsgy. BeegeHHs abo 3miHv o
YKPAIHA» BeHentokc HB y3arasibHeHVX faHux Npo cuctemy papmakoHarnsgy
(BBEAEHHSA Y3araslbHEHUX AaHWUX NPO cucTemy
hapmakoHarnsgy, 3MmiHa yrnoBHOBaXeHOoi 0cobu,
BiANOBIAA/IbHOI 3a 34iiCHEHHSA hapMmakoHarnsay;
KOHTaKTHOI 0CO6Y 3 thapmakoHarnsagy 3asBHuka anas
3pificHeHHs hapMakoHarnisgy B YkpaiHi, KO0 BOHA
BiMiHHa Bif, yNOBHOBaXXEHOT 0CO6M, BifNoBiganbHOI
3a 34ilicHeHHsA thapmakoHarnsay (Bkyaoum
KOHTaKTHI AaHi) Ta/abo 3MiHN Yy pO3MiLLeHHi MacTep-
(paiina cuctemu chapmakoHarnsgy) 3miHa
MicLe3HaxX0MKeHHs MacTep-chaiina cuctemm
chapmakoHarnsgy.
3MiHa MicLs 34iiCHEHHSI OCHOBHOI AisiNIbHOCTI 3
hapmakoHarnagy.
55. | APNyrevn MOPOLLIOK A8t TOB YkpaiHa PadhToH Benuka BHECEHHS 3MiH A0 peecTpaLiiiHux matepiasis: 3MiHu | Ges UA/19738/01/01
opasibHOro po3unHy; | "MEPPIFO NabopaTopi3 BpuTaHis TMny - 3MiHK Woao 6e3nekn/edekTMBHOCTI Ta peuyenma
no 10 cawe B YKPAIHA" Niviteq, chapmakoHarnisigy. BeegeHHs abo 3miHu 4o
KapTOHHIA KopoobLi y3arasibHeHVX faHux Npo cucTemMy hapMakoHarisay
(BBEAEHHS y3aralbHEHNX AaHUX NPo cucTemy
hapmakoHarnsgy, 3mMiHa ynoBHOBaXXEHOI 0cobw,
BiANOBIAa/TbHOI 3a 34iiCHEHHSA hapmakoHarnsay;
KOHTaKTHOI 0co6U 3 thapmakoHarnsay 3asBHuka ans
3[ificHEHHs hapmakoHarnsgy B YkpaiHi, KO BOHA
BiAMiHHA Bif YNOBHOBaXeHOI 0cO6MU, BiANOBIAa/IbHOI
3a 3[jiicHeHHs1 hapMakoHarnaay (Bkiyarum
KOHTaKTHI AaHi) Ta/abo 3MiHN y pO3MilLeHHi macTep-
thaiina cuctemu chapmakoHarnsgy) - 3miHa
MicLie3HaxoMKeHHs MacTep-ghaiina cuctemm
hapmakoHarnsgy. 3miHa Micusi 34iiCHEHHS OCHOBHOI
AOiSbHOCTI 3 hapmakoHarasgy.
56. | AGDULA TabneTtku, BKPUTI [enbTa LLiBeiiuapis ANKANOIL AL MiBHiuHA BHECEHHS 3MiH [JO peecTpaLiiiHix maTepianis: 3MiHu | 6e3 UA/17783/01/01
MAKC nNiBKOBOO Megiken Ckon'e MakefoHis MRy - 3MiHK 3 AKOCTI. FOTOBWIA NliKaPCbKUiA 3aci6. peyernma
o060n0Hkoto, no 400 Mpomoyu KOHTpO/b rOTOBOrO MikapcbKoro 3acoby (iHLWi 3MiHNM).
Mmr no 10 TabneTok y H3 Al 3MiHa nepeknagy yKpaiHCbKOH MOBOIO paHille
6nicTepi; no 1 3aTBEPAKEHOr0 POCINCHKOI0 MOBOI AOKYMEHTY
6nictepy y "MeToAn KOHTPO/O SKOCTi NlikapCcbKoro 3acoby”. 3MiHu
KapTOHHIlA KopooLi CTOCYHOTbCS fMLLIE MOBU BUKNAAEHHS, IHLIMX 3MiH A0
3aTBEpMAXEHNX crneumdikaliii Ta MeToAiB KOHTPO/IO He
BHOCUTbCA
57. | AGOUNIA rpaHynu ans [lenbTa LBeliuapis TONN Icnanis/ BHECEHHS 3MiH [0 peecTpaLiiiHnx maTepianis: 3MiHu | 6e3 UA/18597/01/01
MAKC 3 OPa/IbHOTO PO3YMHY, Megiken MAHY®AKTYPIHI ITanis TMny - 3MiHK 3 skocTi. CepTudikart BignosigHocTi/lE- peuyenma
APrIHIHOM 400 wmr; no 10 abo Mpomoyu CEPBICIC, C.N1., cepTudikaT BignoBigHOCTI EBponeichbkiii
20, a6o 30, a6o 40 H3 Al IcnaHis; NTAMMN hapmakonei/moHorpadii. NMogaHHsa HoBoro abo
callue y KapTOHHil CAH MNPOCTIEPO OHOBJIEHOTO cepTudlikaTa BifgnoBigHOCTI abo
KopoobLi CIA, Itanisa BW/TyYEHHS cepTudpikaTa BignoBiAHOCTI EBpoNeiChKii

thapmakonei: gna A®l; ans suxigHoro
MaTepiany/peareHTy/MpoMiKHOTo0 NPOAYKTY, WO
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n/n

Ha3ssa
JliKapcbK0O20
3acoby

Popma surnycky
(nikapcbka ¢hopma,
YNaKkoBsKa)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs

Homep
peecmpayiliHo2o
nocsio4yeHHs

BMKOPUCTOBYIOTbCA Y BUPOOHULTBI ADI; ans
[L0MNOMIXHOT peyoBrHY (cepTuddikaT BignoBigHOCTI
€Bponeiicbkiin hapmakonei) - OHOBEeHWIA cepTudikat
Bifl y)Xe 3aTBEep)KEHOro BUPOOHYKa - NOAAHHSA
OHOBJ/IEHOrO cepTudikaTa BifgnoBigHOCTI €Bponechbkili
thapmakonei Ne R1-CEP 2008-316 - Rev 05
(3atBepmxeHo: R1-CEP 2008-316 - Rev 04) ana A®I
ibynpodpeHy Bif, BXe 3aTBepKeHOro BnpobHuka IOL
CHEMICALS AND PHARMACEUTICALS LTD., IHgis.
3Minn | TUNYy - 3MiHn 3 akocTi. CepTudikar
BignosigHocTi/l E-cepTudikar BignosigHOCTI
€Bponelicbkiin hapmakonei/MoHorpadii. NMogaHHA
HOBOro abo OHOB/EHOTO cepTudlikarta BifnoBigHOCTI
abo Buny4yeHHs cepTudikarta BignoBigHOCTI
€Bponeiicbkit hapmakonei: ana A®l; ans BuxigHoro
marepiany/peareHTy/npomMiKHOro NPoAyKTY, Lo
BUKOPWCTOBYIOTBLCS Y BUPOOHNLTBI ADI; ans
[LOMOMDKHOT peYoBMHU (cepTudikaT BiANOBIAHOCTI
€sponelicbkili hapmakonei) - OHOBNEHW cepTudpikaT
Bif} y)ke 3aTBEPAKEHOro BUPOBGHMKA - NOAaHHS
OHOBJIEHOIO cepTudikaTa BiAnoBigHOCTI EBponeiichkili
hapmakonei Ne R1-CEP 1996-058 - Rev 06
(3atBepaxeHo: R1-CEP 1996-058 - Rev 05) ana Ad®l
ibynpodeHy Bif BXe 3aTBepAxeHoro Bupo6Huka Sl
GROUP, INC., CLLA.

58.

BAKTPOBAH

mMasb 2 %; no 15r
Masi B Ty6i; no 1 Ty6i
B KapTOHHI kopo6Lyi

nakcoCmi
TKnsAiH
Ekcnopt
Nimiteq

Benuka
BpuTaHis

nakco
OnepeiiwHc HOK
Nimiten

Benuka
BpuTaHis

BHECEHHS 3MiH A0 peecTpaLiiiHux matepiasis: 3MiHu |
TMny - AGMIHICTPaTUBHI 3MiHW. BunyyeHHs BUPOGHWYOT
AiNbHUUI (BKAOYatoum AinbHuLUi ana A®l, npomixHoro
npoAykTy abo roToBOro /ikapcbKoro 3acoby, AinbHULi
[ONS NpoBefeHHsA NakyBaHHS, BUPOOHUKA,
BiANOBIA&1bLHOrO 3a BMNYCK Cepiii, MiCLie NPOBEAEHHS
KOHTPO/0 cepii) abo nocTavanbHyKa BUXIgHOTO
martepiany, peareHTy abo AONOMDKHOT peYOBUHU
(AKLLLO 3a3HaYeHO Y A0CbE). BunyyeHHs BupobHuka
aitoyoi pevosrHn MynipouuHy SmithKline Beecham
Pharmaceuticals, UK, BignoBigansHoro 3a noBHui
LMK BUpo6HMUTBa AP, BKIOUYAKOUM KOHTPO/b SKOCTI
Ta BUMyCK cepili. 3MiHa nepegbayae Noc/ifgoBHWIA
nepernsg 3aTBePAKEHNX METOAIB KOHTPOJIO SIKOCTI, .
«Cknag. fiitoua peyoBrHU. BUPOGHMKIN.» BUNYYEHHS
cneuudivHoi iHbopma,i, MoB’A3aHol 3 BUPOOHNKOM
SmithKline Beecham Pharmaceuticals y po3gina
Mogynsa 3., a Takox BuydYeHHs 3 p. 3.2.R.
CepTudpikaTy BignoBigHOCTI EBponechbkili
dapmakonei (CEP), BugaHoro BUpo6HUYiil AinbHUL
SmithKline Beecham Pharmaceuticals i cneuudiyHoi
iHhopMauii noB’A3aHoi 3 UM cepTuddikatom. 3miHu |
TMny - 3MiHK 3 AkocTi. CepTudikat BignosigHocTI/IE-
cepTugikaT BiANOBIAHOCTI EBpONEnchbKil
hapmakonei/moHorpadii. NMogaHHsa HoBoro a6o

3a
peyenmom

UA/4019/01/01
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Ne Hassa Popma surnycky 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbKo20o | (nikapcbka hopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby YNaKkoBsKa) nocsioYeHHs1

OHOBJ/IEHOrO cepTudikara BifnosigHOCTi abo
BW/TyYEHHS cepTudikaTa BignoBiAHOCTI EBpPONENCHKIi
thapmakonei: gns A®l; ans BuxigHOro
marepiany/peareHTy/npomMiKHOro NPoAYyKTY, Lo
BUKOPWCTOBYIOTBLCS y BUPOOHNLTBI ADI; ans
[LOMOMDKHOT peyoBMHU (cepTudikaT BiANOBIAHOCTI
€sponelicbkili hapmakonei) - OHOBNEHW cepTudpikaT
Bif] y)Xe 3aTBepAXeHOro BUpo6HMka. OHOBIEHHSA
CepTudpikaTy BignoBigHOCTI EBponeiichbkili
hapmakonei Ans fitoyoi pedosmHU MynipounHy
3aTBepmxeHoro BupobHuka Teva Pharmaceutical
Works Private Limited Company 3aTBepaxeHo: RO-
CEP 2017-011-Rev 01 3anponoHoBaHo: R1-CEP
2017-011-Rev 00 3MmiHn | TURY - 3MiHK 3 SKOCTI.
[oTOBMIA Nikapcbkuii 3aci6. (iHWi 3mMiHK) - [lofaBaHHsA
pedhepeHTHOro CTaHAapTy ANS Ait0U0i PeYoBUHN Y
po3gini 3.2.P.1 (y3rogxeHHsa p.3.2.P.1. 3 p. 3.2.5.4.1. -
OHOB/IEHO pedhepeHTHe NOCUNaHHS Ha CTaHfapT
L0401 pevoBMHN, a came fofAaBaHHS NocunaHHs “in-
house” Ha no3HaueHHA [oJaTKOBUX BUNPOOYBaHb
BMPOOHUKA | NPUKIHLLEBY 3HOCKY i3 3a3HAaYEHHAM
[0[4aTKOBMX TeCTiB. 3MiHM | TMny - 3MiHM 3 SIKOCTI.
[oTOBWIA NMikapcbkuii 3aci6. 3MiHWM Y BUPOOHULTBI.
3MiHM BUNpo6yBaHb abo AOMYCTUMUX MEX,
BCTAHOB/IEHVX Y cneumdikauisx, nig vyac BMpo6bH1LTBa
roTOBOrO NKAPCbKOro 3acoby (BU/TyYEHHS HECYTTEBOIO
BMNpPo6YyBaHHSA B NPOLLECi BUPOGHMLTBA) - OHOB/IEHHS
p. 3.2.P.3.4. KOHTPO/b KPUTUYHMX CTaAji | NPOMIKHOT
NPOAYKLIT, @ came BUTyYeHHS BUNPO6YBaHHA Yy
npoveci BUPO6HULITBA 32 MOKA3HMKOM KiJIbKICHW BMICT
MYnipOLMHY, OCKiNbKK Lieli TecT ByB 3aTBepaKeHui
ANns BUPO6HNYOT AinbHULi CMmiTKnsiH Bivem
dapmacbloTUKanc, ofHak nicasa 3amiHy BUPOGHUKa
N3 Ha Mnakco OnepeiiwHc FOK fliviTes, Benvka
BputaHis, He € akTyasibHUM | He Bignosigae
TEXHOJOTIYHI Npoueaypi HOBOro 3aBoAy. 3MiHu | Tuny
- 3MiHM 3 IKOCTi. FOTOBWIA Nikapcbkuii 3aci6. 3MiHN y
BMPOGHMLTBI. 3MiHU BUNPObyBaHb abo AONYCTUMMX
MeX, BCTAHOBJ/IEHUX Y creundikalisx, nig vac
BMPOGHMLITBA FOTOBOTO /1iKAPCbKOro 3acoby
(BUYYEHHS HECYTTEBOrO BUNPOGYBaHHA B MPOLECI
BMPOGHMLTBA) - MpuBeaeHHs po3giny 3.2.P.3.4.
KOHTPO/b KPUTUYHKX CTagii | NPOMIXHOI NPOAYKLIT Yy
BiANOBIAHICTb A0 p. 3.2.P.3.3. Ta akTyanbHoi
BMPOGHNYOI MPaKTVKN 3aTBEPAKEHOTO BUPOBOHMKA
N3. Nepenik BUNpo6yBaHb, SKi 3aCTOCOBYOTLCSA 415
KOHTpoOsto Masi in bulk, 3amiHeHo nocnnaHHAM Ha
akTyanbHy iHthopmalito, Wwo mictutbes y p. 3.2.P.3.3.
3MiHu | TUNY - 3MiHK 3 AKOCTi. FOTOBWIA NiKapCbKuWii
3aci6. Cuctema KoHTeliHep/3akynopoBasibHUIA 3aci6.




57

n/n

Ha3ssa
JliKapcbK0O20
3acoby

Popma surnycky
(nikapcbka ¢hopma,
YNaKkoBsKa)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs

Homep
peecmpayiliHo2o
nocsio4yeHHs

3MiHa napameTpiB cneumdikauii Ta/abo gonycTUMnx
MeX NepBVHHOT YNakoBKM rOTOBOTO NikapCbKOro
3aco6y (iHLWi 3MiHK) - BHeceHHs 3miH go p. 3.2.P.7.
CuncTema KoHTelHep/ 3aKkynoptoBasibHMiA 3aci6, a came
OHOBJIEHHS KpUTEPIIB NPUIAHATHOCTI ANA
BMNPO6YBaHHA NEPBUHHOI ynakoBku 13 (Ty6u) 3a
n."Integrity of Membrane”, 3 MmeTolo NpuBefeHHs y
BiAMOBIAHICTb 40 NOTOYHUX CTAHAAPTIB LbOro TecTy.
3MiHu | TUNY - 3MiHK 3 SIKOCTi. FOTOBWMIA Nikapcbkuii
3aci6. Cucrtema KoHTeliHep/3akynoptoBasibHUiA 3aci6.
3miHa napameTpiB cneuudikayin Ta/abo gonycTummx
MeX NepBVHHOT yNakoBKW rOTOBOTO NiKapCbKOro
3aco6y (iHWi 3MiHK) - BHeceHHs 3miH go p. 3.2.P.7.
CuncTema KoHTelHep/ 3aKynoploBa/ibHWiA 3aci6, a came
BWJ/TyYEHHS1 HEaKTyaslbHOrO NOCW/IaHHA Ha BiA6ip
3paskiB B ONUCI KPUTEPITB NPUAHATHOCTI AN
nokasHuka “Rogues” npu BUNpobyBaHHi NepPBUHHOT
ynakoBku 13 (Ty6u). 3miHu | TNy - 3MiHM 3 AKOCTI.
[oTOBWIA Nnikapcbkuii 3aci6. Cuctema
KOHTeliHep/3aKynopoBasibHWii 3aci6. 3MiHa
napameTpiB cneyudgikauii Ta/abo AoNyCTUMUX MEX
NepPBUHHOT YNakoBKN rOTOBOrO NiKapCbKOro 3acoby
(iHWi 3miHW) - BHeceHHs 3MiH go p. 3.2.P.7. Cuctema
KOHTelHep/ 3aKynoprBasibHWiA 3acib, a came
OHOB/IEHHSA (Pi3NYHMX NapamMeTpiB NEPBUHHOI YNaKoBKM
'N3 (BBeAEHHS Aiana3oHy NPUAHATHUX (RI3NYHKX
napameTpiB NepBUHHOI ynakoskun N3 (Ty6u) +0,5 MM i
+0,2 MM AN AOBXMWHM | giameTpa Ty6u BiANoBigHO 6e3
3MiHM camoi ynakoBku Ta i matepiany.

59.

BEKOHASE

cnpeii HasaslbHUiA,
cycneHsis, 50
MKr/g03y;

no 100 o3 a6o 180
003y hriakoHi
nonieTneHoBoMy,
3'efiHaHoOMYy 3
[03y04nm
NPUCTPOEM,
HOCOBUM afanTepom
Ta KpuLeykoro; no 1
ch1akoHy B KOpOOL

TOB
«MEPPIT
(0]
YKPAIHA»

YKpaiHa

BMPOBHULTBO 3a
MOBHUM LMIK/IOM:
Pixappg BittHep Al

ABCTpist

BHECEHHS 3MiH 0 peecTpaLiiiHux matepianis: 3MiHu |
TMny - 3MiHK WoAo 6e3nekn/edpeKkTNBHOCTI Ta
thapmakoHarnsgy. BeegeHHs abo 3miHv o
y3arasibHeHUX JaHnx Npo cucTemy dhapmakoHarnsgy
(BBEAEHHS y3araslbHEHMX AaHUX NPo cucTemy
hapmakoHarnsgy, 3MiHa ynoBHOBaXeHOi 0cobu,
BiANOBIAA/IbHOI 3a 34iiCHEHH:A hapmakoHarnsay;
KOHTaKTHOI 0Co6YM 3 thapmakoHarnsagy 3asiBHuka anas
3piicHeHHs hapMakoHarnsgy B YkpaiHi, K0 BOHA
BiAMiHHa Bif, yNOBHOBaXXEHOT 0CO6M, BifNoBiganbHOI
3a 3AjiicHeHHs hapmakoHarnagy (Bkyaoun
KOHTaKTHI AaHi) Ta/abo 3MiHN Yy pO3MilLeHHi MacTep-
(paiina cuctemu chapmakoHarnsgy) 3miHa
MicLe3HaxoKeHHS MacTep-haina cuctemm
thapmakoHarnagy. 3MiHa Micus 34ilACHEHHST OCHOBHOT
AiSNIbHOCTI 3 chapmakoHarniagy.

6e3
peuyenma

UA/3140/01/01

60.

BEKCEPO
BAKLUVHA
ans
NMPO®IIAKT

cycneHsis ans
iH'eKUi no 1 gosi
(0,5 mn/po3sy); no 1
0o3si (0,5 mn) y

nakcoCmi
TKnsaiH
Excnopt
Nimiten

Benvka
BpuTaHis

nakcoCmiTKnsiiH
Bakuuuu C.P.J1.

ITanis

BHECEHHS 3MiH [0 peecTpaljiiiHuX maTepiasis: 3MiHu |
My - 3MiHKn 3 AKoCTi. A®l. KoHTposib A®L. 3miHa y
mMeTofax BunpobysaHHa APl abo BuxigHoro
Marepiany/npoMixKHOr0 NPoAyKTy/peareHTy, Lo

3a
peyerimom

UA/19683/01/01
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Ne Hassa Popma surnycky 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbKo20o | (nikapcbka hopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby YNaKkoBsKa) nocsioYeHHs1
KN nonepeaHL0 BMKOPWCTOBYETLCA Y NpoLieci BUpobHuuTea AP (iHLUi
MEHIHTOKOK | HamnoBHeHOMy 3MiHM Y MeTogax BUNpobyBaHHA (BK/OHaUM 3aMiHy
OBOI wnpuyi; no 1 a60 fonoBHeHHs)) A®I abo BUXIAHOrO/MPOMIXHOro
IHDEKL, nonepeaHL0 npoaykTy). 3MiHa MeToAy KiNlbKICHOrO BU3HAaYEeHHS
o HaroBHEHOMY ninononicaxapuay (LPS) 3 meTogy BucokoethekTUBHOI
BUKTNKAET LINPULY Y KOMNAEKTI pigvHHOT XxpomaTtorpadii 3 06epHeHoto dasor (RP-
bCA 3 iBOMA rosikamu B HPLC) Ha meTog, ra3oBoi xpomaTtorpadii 3 nosnym’sHo-
CEPOIPYMNO | nnacTtvkoBoMy ioHi3auiliHm getektopom (GC-FID), Lo BMKOHYETbLCA
0B KOHTeliHepi; no 1 ans OMV Concenterated bulk npu Bunycky.
(BUrOTOBJIE | nnacTMkOBOMY
HA 3A KOHTEliHepy y
PEKOMBIHA KapTOHHilA KopooLi
HTHORO AHK
TEXHONOrIE
I‘O!
AACOPBOBA
HA)
61. | BE/IAPA® TabneTtku, BKPUTI BAT YropwumHa BAT "leneoH YropwmHa BHECEHHS 3MiH 0 peecTpaLiiiHux matepiasis: 3MiHu | 3a UA/2059/01/01
nNiBKOBOIO "TepeoH PixTep" TMny - 3MiHKM Woao 6e3nekn/edeKTUBHOCTI Ta peyenmom
060/10HKOI0, 2 Pixtep" thapmakoHarnsgy. BeegeHHs abo 3miHv o
mr/0,03 mr, no 21 y3araslbHeHUX faHux Npo cuctemy chapmakoHarnsgy
Tabnetui y 6nictepi, (BBEAEHHSA Y3araslbHEHUX AaHWX NMPO cucTemy
no 1 a6o 3 6nictepu hapmakoHarnsgy, 3MiHa ynoBHOBaXeHOi 0cobu,
Y KapTOHHii BiANOBIAA/IbHOI 3a 34iliCHEHHSA hapMmakoHarnsay;
ynakoBLi KOHTaKTHOI 0Co6YM 3 thapmakoHarnsagy 3asiBHuka anas
3piicHeHHs hapMakoHarnsgy B YkpaiHi, KO0 BOHA
BigMiHHa Bif, yNOBHOBaXXEHOT 0CO6M, BifnoBiganbHOI
3a 34jiicHeHHs hapmakoHarnagy (Bkyaoun
KOHTaKTHI AaHi) Ta/abo 3MiHN Yy pO3MilLeHHi MacTep-
(paiina cuctemu chapmakoHarnsgy) - 3miHa
KOHTaKTHMX AaHMX YNOBHOBaXXEHOI 0COOM 3asiBHMKA,
BiANOBIAaNbHOI 3a thapmakoHarnsag,. 3miHa
MicLie3HaxoMKeHHs MacTep-ghaiina cuctemm
hapmakoHarnsgy. 3miHa Micusi 34iliCHEHHS OCHOBHOT
AiSNbHOCTI 3 hapmakoHarasgy.
62. | BEM®O/A PO34UH ANS iH ekt BAT YropwumHa 360pKa pyykn ons YropwumHa/ BHECEHHS 3MiH [JO peecTpaLiiiHix maTepianis: 3MiHu | 3a UA/17528/01/01
B nonepeaHbL0 "TepeoH iH'EKLLIA, BTOPUHHA Benuka TMny - 3MiHK Woao0 6e3nekn/edekTUBHOCTI Ta peyenmom
HarnoBHeHiI py4li no PixTep" yrnakoBka, [03Bin BpuTaHia thapmakoHarnsgy. BeegeHHs abo 3miHv o

75 MO (5,5
MKr)/0,125 mn; no
0,125 mn po3unHy
Ans iH'exuili B
CKNSHOMY
KapTpuaxi, 3
ryMOBO NPOGKOLo-
MOPLUHEM | FlYyMOBUM
[NCKOM 3
aIOMIHIEBUM
KOBNAaYKoM,

Ha BUMycK cepii:
BAT "l'efeoH
PixTep",
YropuuHa;
BVPOGHMLTBO
Hepo3dacoBaHO|
NPOAYKLUIT;
nepBuHHa
ynakoBka
(kapTpuaxi);
KOHTPO/Ib SAKOCTi

y3arasibHeHVX JaHnx Npo cuctemy papmakoHarnsgy
(BBEAEHHSA y3araslbHEHUX AaHWX MPO cucTemy
chapmakoHarnsgy, 3miHa yrnoBHOBaXXeHOT ocobu,
BiANOBIAa/IbHOI 3a 34iiCHEHH:A hapMmakoHarnsay;
KOHTaKTHOI 0C06YM 3 thapmakoHarnsagy 3asiBHuka anas
3piicHeHHs hapMakoHarnsay B YkpaiHi, K0 BOHA
BiAMiHHa Bif, yNOBHOBaXKEHOT 0CO6M, BigNoBigansLHOI
3a 3fjiicHeHHs hapmakoHarnagy (Bkiyatoun
KOHTaKTHI AaHi) Ta/abo 3MiHM y pO3MilLeHHi MacTep-
thaiina cuctemun chapmakoHarnsgy). 3miHa KOHTaKTHUX
[aHnX yNoBHOBAXXEHOI 0CO6M 3as1BHYMKA,
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Ne Hassa Popma surnycky 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbKo20o | (nikapcbka hopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby YNaKkoBsKa) nocsioYeHHs1
BMILLEHOMY Y PYYKY 3a HaCTymHUMHK BiANOBIAaIbHOI 3a thapmakoHarnsag,. 3miHa
NS BBEefleHHs; no 1 MoKasHUKamm: MicLe3HaxoMKeHHs macTep-ghaiina cuctemu
a6o 5, a6o 10 Bacterial hapmakoHarnsgy. 3miHa micus 34iiiCHeHHsI OCHOBHOT
nonepeAHL0 endotoxins; AisnbHOCTI 3 hapmakoHarnsagy.
HarnoBHEHNX PYYOK 3 Sterility; Visual
0fiHOPa30BUMM Appearance;
ronkamu (BignoBsigHO Visible Particles;
1a6o 5 a6o 10) i Sub-visible
cepBeTkamu, Particles: Cilli
NnpoCcoYeHnMmN dapmacbloTikasc
cnupTom Nimiten, Benuka
(BignosigHo 1 a6o 5 BpuTaHis;
a60 10) B KapTOHHiiA BVPOGHMLTBO
Kopobui Hepo3dacoBaHoi
npoayKuir,
nepBuHHa
ynakoska
(kapTpuaxi);
KOHTPOb AKOCTI
3a BCiMa
nokasHuKamm
cneupudikauii,
okpim Biological
activity
(BionoriyHoi
aKTMBHOCTI) Ta
Sterility
(CtepunbHocTi)):
BAT "TeneoH
PixTep",
YropLimHa
63. | BEM®ONA PO34MH A1 iH ek BAT YropwuHa 360pKa pyyku ons YropwwmHa/ BHECEHHS 3MiH [0 peecTpaLjiiiHuX MmaTepianis: 3MiHu | 3a UA/17528/01/04
B nonepegHL0 "l'epeoH iH'EKLi 1, BTOPUHHA Benuvka TMny - 3MiHK Woao 6e3nekn/edekTUBHOCTI Ta peyenmom
HarnoBHeHiIi pyyi no Pixtep" ynakoBka, [,03BiN BputaHis thapmakoHarnsgy. BeegeHHs abo 3miHu Ao

300 MO (22 mkr)/0,5

Ha BUMYyCK cepii:

y3araslbHeHNX JaHuxX Npo cucTemy hapmakoHarnsgy

mA; no 0,5 mn BAT "TefeoH (BBEAEHHSA y3ara/lbHEHNX AaHUX MPO cucTemy
PO34nNHYy A5 iH'EKUIA PixTep", hapmakoHarnsgy, 3MmiHa ynoBHOBaXXeHOi 0cobu,

B CK/IIHOMY YropLyHa; BiANOBIAa/IbHOI 3a 34iiCHEHHSA hapmakoHarnsay;
KapTpuaxi, 3 BMPOBHNLTBO KOHTaKTHOI 0co6U 3 thapmakoHarnsay 3asBHuka ans
ryMOBOO NPOGKOLO- Hepo3dghacoBaHo| 3[iicCHEHHST hapMakoHarnsay B YKpaiHi, SKLL0 BOHA
MOPLUHEM | FyMOBUM NPOAYKLT; BiAMiHHA Bif YNOBHOBaXeHOI 0cO6U, BiANOBIAa/IbHOI
[NCKOM 3 nepBuHHA 3a 34ilicHeHHs thapmakoHarnsgy (Bkiovaoum
QTIOMIHIEBUM ynakoBka KOHTaKTHi faHi) Ta/abo 3MiHM y PO3MILLLEHHI MacTep-
KOBMAYKoM, (kapTpuaxi); thaiina cuctemun hapmakoHarnsagy). 3miHa KOHTaKTHUX
BMIiLLEEHOMY Y YUKy KOHTPO/b AKOCTI [aHnX YNoBHOBaXXEHOT 0CO6Y 3asiBHNIKA,

015 BBElEHHs; no 1 3a HaCTymHUMHK BiANOBIAabHOI 3a thapmakoHarnsag,. 3miHa

abo 5, abo 10 nokKasHukamm: MicLe3HaxX0[pKEHHS MacTep-chaiina cuctemm
nonepegHsL0 Bacterial hapmakoHarnsgy. 3miHa micus 3iiiCHeHHs1 OCHOBHOT
HanoBHEHWUX PYYOK 3 endotoxins; AisnbHOCTI 3 hapmakoHarnsgy.
04HOpPa30BMMM Sterility; Visual
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Ne Hassa Popma surnycky 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbKo20o | (nikapcbka hopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby YNaKkoBsKa) nocsioYeHHs1
ronkamu (BignoBsigHO Appearance;
1a6o 5 a6o 10) i Visible Particles;
cepBeTkamu, Sub-visible
NpocoYeHnMun Particles: Cilli
cnmpTom dapmacbloTikasc
(BignosigHo 1 a6o 5 NimiTen, Benvika
a60 10) B KapTOHHiiA BputaHis;
Kopobui BVPOGHMLTBO
Hepo3dacoBaHOl
NPOAYKLi,
nepBuHHa
ynakoBka
(kapTpuaxi);
KOHTPO/b AKOCTI
3a BCima
nokasHukamm
cneundikauii,
okpim Biological
activity
(BionoriyHoi
aKTMBHOCTI) Ta
Sterility
(CtepunbHocTi)):
BAT "TeaeoH
PixTep",
YropuwmHa
64. | BEM®O/A PO34UH ONA iH ek BAT YropwumHa 360pKa pyykn ons YropwumHa/ BHECEHHS 3MiH 10 peecTpaLjiiiHix maTepianis: 3MiHu | 3a UA/17528/01/02
B nonepeaHbL0 "TepeoH iH'EKUIA, BTOPUHHA Benuka TMny - 3MiHKM Woao0 6e3nekn/edekTUBHOCTI Ta peyenmom
HarnoBHeHiI py4li no Pixtep" ynakoBKa, [03BiN BputaHis thapmakoHarnsgy. BeegeHHs abo 3miHv o

150 MO (11
Mkr)/0,25 mn; no
0,25 M1 po3ynHy
Ans iH'exuili B
CKNSHOMY
KapTpuaxi, 3
ryMOBO NPO6KOLo-
MOPLUHEM | TYyMOBUM
[ANCKOM 3
IOMIHIEBUM
KOBMaYKoOM,
BMILLEEHOMY Y PYUKy
NS BBeeHHs; no 1
abo 5, abo 10
nonepegHL0
HamMoBHEHNX PYYOK 3
0iHOPa30BUMH
ronkamu (BignoBigHO
1a6o5a6o 10) i
cepseTkamu,
NPOCOYEHNMM

Ha BUMycK cepii:
BAT "lepeoH
PixTep",
YropuuHa;
BVMPOGHMLTBO
Hepo3dacoBaHol
NPOAYKLUIT;
nepBunHHa
yrnakoBka
(kapTpuaxi);
KOHTPO/b SAKOCTI
3a HacTynHumu
nokKasHukamm:
Bacterial
endotoxins;
Sterility; Visual
Appearance;
Visible Particles;
Sub-visible
Particles: CiMi
dapmacbroTikasc

y3arasibHeHUX JaHnx Npo cucTemy dhapmakoHarnsgy
(BBEAEHHS y3araslbHEHMX AaHUX NPo cucTemy
hapmakoHarnsgy, 3MiHa ynoBHOBaXeHOi 0cobu,
BiANOBIAA/IbHOI 3a 34iiCHEHHSA hapMmakoHarnsay;
KOHTaKTHOI 0Co6YM 3 thapmakoHarnsagy 3asiBHuka anas
3piicHeHHs hapMakoHarnsgy B YkpaiHi, KO0 BOHA
BiAMiHHa Bif, yNOBHOBaXEHOT 0CO6M, BifnoBigansbHOI
3a 34jiicHeHHs hapmakoHarnagy (Bkyaoun
KOHTaKTHI AaHi) Ta/abo 3MiHN Yy pO3MilLeHHi MacTep-
paiina cuctemu hapmakoHarnsay). 3MiHa KOHTaKTHUX
LaHNX YNOBHOBaXEHOT 0CO6M 3asBHUKA,
BiANOBIAaNbHOI 3a thapmakoHarnsag,. 3miHa
MicLie3HaxoMKeHHs MacTep-chaiina cuctemm
hapmakoHarnagy. 3miHa mMicus 34iCHEHHST OCHOBHOT
AiSnbHOCTI 3 hapMakoHarnsgy.
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n/n

Ha3ssa
JliKapcbK0O20
3acoby

Popma surnycky
(nikapcbka ¢hopma,
YNaKkoBsKa)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs

Homep
peecmpayiliHo2o
nocsio4yeHHs

CnmpTom
(BignoBigHo 1 a6o 5
a60o 10) B KapTOHHiii
KopoobLi

Nimiten, Benvka
BputaHis;
BMPOGHMLTBO
Hepo3dgracoBaHol
NpoAyKLUii,
nepBuHHa
ynakoBka
(kapTpuaxi);
KOHTPO/b AKOCTI
3a BCiMa
noKasHKamm
cneumaikaui,
okpim Biological
activity
(BionoriyHoTt
aKTMBHOCTI) Ta
Sterility
(CtepunbHocTi)):
BAT "lefeoH
PixTep",
YropuimHa

65.

BEM®O/A

PO34MH ANA iH KL
B nonepegHLo
HamnoBHeHiIN py4li no
225 MO (16,5
Mmkr)/0,375 mn; no
0,375 MmN po34nHY
Ans iH'exkuini B
CKNISAHOMY
KapTpuoxi, 3
ryMOBOO NPOGKOLO-
NOpPLUHEM | TYMOBUM
[NCKOM 3
aOMIHIEBUM
KOBMayKoM,
BMIiLLEEHOMY Y YUKy
ONA BBeAEHHS; no 1
abo 5, a6o 10
nonepegHLo
HarnoBHEHWX PY4OK 3
0fIHOPa30BUMM
ronkamu (BignoBsifHO
1a6o 5 a6o 10) i
cepBeTkamu,
NpOCcCoYeHNMMN
cnupTom
(BignoBigHo 1 a6o 5
a60 10) B KapTOHHiii
Kopobui

BAT
"lepeoH
PixTep"

YropLmHa

360pKa pyykun ans
iH'EKLi, BTOPUHHA
ynakoBka, A03BiN
Ha BUMYCK cepii:
BAT "TeneoH
PixTep",
YropumHa;
BVPOGHMLTBO
Hepo3dacoBaHOl
npoAyKuji;
nepBuHHA
ynakoBka
(kapTpunaxi);
KOHTPO/b AKOCTI
3a HacTynHUMU
nokKasHukamm:
Bacterial
endotoxins;
Sterility; Visual
Appearance;
Visible Particles;
Sub-visible
Particles: CiMi
$apmacbloTikasc
Nimiten, Benvka
BputaHis;
BUPOGHMLTBO
Hepo3dghacoBaHo|
npoayKuir,

YropwwmHa/
Benuka
BpuTaHis

BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiasis: 3MiHu |
TMny - 3MiHK WoAo 6e3nekn/edpeKTNBHOCTI Ta
thapmakoHarnagy. BeegeHHs abo 3amiHn fo
y3arasibHeHVX AaHux Npo cuctemy papmakoHarnsgy
(BBEAEHHSA y3araslbHEHNX AaHUX NPo cucTemy
thapmakoHarnagy, 3mMiHa ynoBHOBaXXeHOI 0ocobu,
Bi4NOBiga/IbHOI 3a 34iICHEHHST chapMakoHarnsay;
KOHTaKTHOI 0cO6U 3 thapMakoHarnsay 3asBHUKa gns
3pjiicHEHHs chapMakoHarnsay B YkpaiHi, K0 BOHA
BiAMiHHA Bif YNOBHOBaXeHOI 0CO6M, BiANOBIAA/TbHOI
3a 3AjiicHeHHs hapMakoHaraay (Bkiyatoum
KOHTaKTHi flaHi) Ta/abo 3MiHM y PO3MILLLeHHI macTep-
haiina cuctemu papmakoHarnsgy). 3MiHa KOHTaKTHUX
[aHnX YNoBHOBaXXEHOT 0CO6W 3asBHNIKA,
BiANOBIAA/ILHOT 32 hapmakoHarnsag. 3MiHa
MicLe3HaxXoKeHHS MacTep-haina cuctemm
thapmakoHarnagy. 3MiHa Micus 34iliCHEHHST OCHOBHOT
LOisNbHOCTI 3 chapmakoHarnagy.

3a
peyermom

UA/17528/01/03
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n/n

Ha3ssa
JliKapcbK0O20
3acoby

Popma surnycky
(nikapcbka ¢hopma,
YNaKkoBsKa)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs

Homep
peecmpayiliHo2o
nocsio4yeHHs

nepBuHHa
ynakoska
(kapTpuoxi);
KOHTPONb AKOCTI
3a BCiMa
nokasHuKamm
cneupudikauii,
okpim Biological
activity
(BionoriyHoi
aKTMBHOCTI) Ta
Sterility
(CtepunbHocTi)):
BAT "TeneoH
PixTep",
YropuimHa

66.

BEM®O/A

PO34MH A1 iH ek
B nonepegHbLo
HarnoBHeHiI pyyi no
450 MO (33
MKr)/0,75 Mn; no
0,75 M1 po3unHy
ONs iH'eKUIn B
CKNSIHOMY
KapTpuaxi, 3
ryMOBO NPO6KOto-
NOpPLUHEM | TYMOBUM
[MCKOM 3
aTIOMIHIEBUM
KOBMaYKoM,
BMILLEHOMY Y PYUKY
NS BBefleHHs; no 1
a6o 5, a6o 10
nonepeaHL0
HarMoBHEHNX PYYOK 3
0/IHOPa30BUMM
ronkamu (BignoBigHO
1a6o 5 a6o 10) i
cepBeTKamu,
NpPoOCcCoYeHUMMN
cnmpTom
(BignosigHo 1 a6o 5
a6o 10) B KapTOHHii
Kopobui

BAT
"TefeoH
Pixtep"

YropwmHa

360pKa pyyKkn ans
iH'EKLi 1, BTOPUHHA
ynakoBka, [,03BiN
Ha BUMYyCK cepii:
BAT "TefeoH
PixTep",
YropuuHa;
BUPOGHMLTBO
Hepo3dghacoBaHol
NPOAYKLT;
nepBuHHA
ynakoBka
(kapTpuaxi);
KOHTPO/b AKOCTI
3a HaCTYMHNMM
roKasHMKamm:
Bacterial
endotoxins;
Sterility; Visual
Appearance;
Visible Particles;
Sub-visible
Particles: CiMli
dapmacbloTikasnc
NimiTen, Benvka
BpuTaHis;
BVMPOGHMLTBO
Hepo3dacoBaHol
nNpoAayKLUiT,
nepBuMHHa
ynakoBka
(kapTpuaxi);
KOHTPO/b SAKOCTI
3a BCiMa

YropwwmHa/
Benuka
BputaHis

BHECEHHS 3MiH [0 peecTpavjiiiHuX MmaTepianis: 3MiHu |
TMny - 3MiHK Woao 6e3nekn/edekTMBHOCTI Ta
thapmakoHarnsgy. BeegeHHs abo 3amiHn o
y3arasibHeHUX JaHnx Npo cucTemy dpapmakoHarnsgy
(BBEAEHHS y3aralbHEHNX AaHUX NPo cucTemy
hapmakoHarnsgy, 3mMiHa ynoBHOBaXXEHOI 0cobw,
BiANOBIAa/TbHOI 3a 34iiCHEHHSA hapmakoHarnsay;
KOHTaKTHOI 0co6U 3 thapmakoHarnsay 3asBHuka ans
3[ificHEHHs hapmakoHarnsgy B YkpaiHi, KO BOHA
BiAMiHHA Bif YNOBHOBaXeHOI 0cO6MU, BiANOBIAa/IbHOI
3a 3[jiicHeHHs1 hapMakoHarnaay (Bkiyarum
KOHTaKTHI AaHi) Ta/abo 3MiHN y pO3MilLeHHi macTep-
thaiina cuctemun chapmakoHarnsagy). 3miHa KOHTaKTHUX
[aHnX YNoBHOBaXXEHOT 0CO6Y 3as1BHNIKA,
BiANOBIAabHOI 3a thapmakoHarnsag,. 3miHa
MicLe3HaxX0[pKEHHS MacTep-chaiina cuctemm
hapmakoHarnsgy. 3miHa micus 3iiiCHeHHs1 OCHOBHOT
AisnbHOCTI 3 hapmakoHarnsgy.

3a
peyenmom

UA/17528/01/05
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n/n

Ha3ssa
JliKapcbK0O20
3acoby

Popma surnycky
(nikapcbka ¢hopma,
YNaKkoBsKa)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs

Homep
peecmpayiliHo2o
nocsio4yeHHs

NoKasHWKamm
cneundikauii,
okpim Biological
activity
(BionoriyHoi
aKTMBHOCTI) Ta
Sterility
(CtepunbHocTi)):
BAT "TeaeoH
PixTep",
YropuwmHa

67.

BETATIC

Tabnetku, no 16 mr,
no 10 TabneTtok y
6nicTepi, no 3
6nictepu y
KapTOHHI nauyuj; no
18 TabneTok y
6nictepi, no 5
6nictepiB y
KapTOHHI navu,i

TOB
"ACIHO
YKPAIHA"

YKpaiHa

TOB "®apma
Crapt”

YKpaiHa

BHECEHHS 3MiH 0 peecTpaLiiiHux matepiasnis: 3MiHu |
Tuny - 3MiHn 3 akocTi. CepTuddikaTt BignosigHocCTI/lIE-
cepTudikaT BigNoBigHOCTI EBpoNenchkiii
thapmakonei/moHorpadii. NMoaaHHsa HoBoro abo
OHOBJ/IEHOrO cepTudikara BifnosigHOCTIi a6o
BW/TyYEHHS cepTudpikaTa BignoBiAHOCTI EBpONeEChKiIi
thapmakonei: gna A®l; ans BUxigHOro
marepiany/peareHTy/npomMiKHOro NPOAYKTY, Lo
BMKOPVCTOBYIOTbCS Y BUPObHUUTBI ADI; ans
[LOMOMDKHOT peyoBMHM (cepTudikaT BiANOBIAHOCTI
€Bponericbkin hapmakonei) - Hosuii ceptudikar Big,
HOBOrO BMPOGHMKa (3aMiHa ab0 AOMOBHEHHS) -
nojaHHsA HOBOro cepTudikara BiANOBIAHOCTI
€sponeiickkin hapmakonei Ne R1-CEP 2009-177 -
Rev 02 ana A®l 6eTaricTuHy gurigpoxnopuay Big
HOBOTrO a/IbTEPHATMBHOIO BUPOGHUKA
LABORATORIOS ESPINOS Y BOFILL S.A. (LEBSA),
Spain. 3miHu | TNy - 3miHK 3 AkocTi. A®l. KoHTponb
A®I. 3miHa y napameTpax cneuudikauii Ta/abo
[ONyCTUMMX MEX, BU3HaUeHuX y cneyudikauisx Ha
A®l, abo BUXIQHWIA/NPOMDKHWIA NPOAYKT/peareHT, Wwo
BMKOPUCTOBYIOTLCSA Y Npoueci BUpobHuuTea AP (iHLwi
3MiHW) NpuMBeAEeHHA BUMOT cneuudikauii gito4oi
peyoBUHM BeTaricTyHy AWriapoX0pyay BUPO6HUKaA
Olon S.P.A., ITania Ao BUMOTr YMHHOI MOHOrpadii €.
3MiHn | TURY - 3MiHK 3 AKOCTi. FOTOBWIA NikapCbKWii
3aci6. KoHTposib roTOBOro Nikapcbkoro 3acoby. 3miHa
napameTpiB cneuudgikalii Ta/abo AoNyCTUMUX MEX
rOTOBOrO /liKapcbkoro 3acoby (iHLi 3MiHW) NpuBEAEHHS
dhopMytoBaHHA NOKa3HUKIB «ONUC», «PO3UYMHEHHSA»
Ta «KinbKicHe BU3HaYeHHS» [0 3arasibHuX
BHYTPILLUHBO-hipMOBMX BUMOT. 3MiHU BHECEHO B
IHCTPYKL,iO 4151 MeANYHOTO 3aCTOCYBaHHSA NiKapCbKoro
3acoby y po3gain "Nikapcbka chopma” (OCHOBHI (hi3nko-
XiMiYHi BNacT1BOCTI). BBEAEHHS 3MiH NPOTArom 6-Tn
MicsILiB Micnsi 3aTBEPAKEHHS.

3a
peyenmom

UA/5027/01/01

68.

BETAMETA3
OH

Kpewm, 0,64 mr/r; no
15 r y Ty6i; no 1 1y6i

MAT
"Kuismegn

YKpaiHa

NAT
"KuiBmegnpenapa

YKpaiHa

BHECEHHS 3MiH 0 peecTpaLiiiHux matepiasis: 3MiHu |
Tuny - 3MiHK 3 AkocTi. CepTudiikaTt BignosigHocTi/l E-

3a
peyenmom

UA/4321/01/01




64

Ne Hassa Popma surnycky 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbKo20o | (nikapcbka hopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby YNaKkoBsKa) nocsioYeHHs1
y nauui penapart" T cepTudikaT BigNoBIgHOCTI EBPONENChKIit
thapmakonei/moHorpadii. NogaHHs HoBOro abo
OHOBJIEHOTO cepTudikaTa BifnoBigHOCTI a0
BU/yYEeHHs cepTudikaTa BignoBigHOCTI EBponeichbkii
thapmakonei: ana Adl; gns BuxigHoro
mMaTtepiany/peareHTy/MpoMbKHOro NPOAyKTY, WO
BMKOPUCTOBYIOTbCA Y BUPOOHULTBI ADI; ans
[L0MNOMDXHOT peyoBrHY (cepTuddikaT BignoBigHOCTI
€Bponelicbkiil hapmakonei) - HoBuii cepTudikar Big,
HOBOro BUPO6HMKA (3amiHa abo [AOMOBHEHHS)
noAaHHsa HOBOro cepTudikaTta BiAMoBIAHOCTI
€Bponeiickkili hapmakonei Ne R1-CEP 2011-005 -
Rev 01 ans gitoyoi peyosmHu Betamethasone
dipropionate Big HoBoro BMpo6Huka SYMBIOTICA
SPECIALITY INGREDIENTS SDN. BHD.
([0NOBHEHHS)
69. | BIB/IOK PO34MH A1 iH EKLiA, TOB YkpaiHa TOB "tOpis-®apm” YkpaiHa BHECEHHS 3MiH [0 peecTpavjiiiHuX MmaTepianis: 3MiHu | 3a UA/16313/01/01
10,0 mr/mn no 10 mn "tOpis- TUny - 3MiHKU 3 AKOCTi. A®l. KoHTposib A®I. 3miHa y peyenmom
y donakoHi; no 5 Papm” napameTpax cneuudikauii Ta/abo 4OMyCTUMUX MEX,
ch1akoHiB y BM3HA4YeHNX y cneundikauisx Ha A®Il, abo
KOHTYPHIl BUXiAHWIA/NPOMIDKHWIA NpOAYKT/peareHT, Lo
YapyHKOBIl BVIKOPVCTOBYIOTbCSA Y npoueci BupobHuurea AdI
ynakosui; no 1 (BUTy4EHHSI HE3HAYHOTO NOoKa3HUKa SKOCTi (Hampuknag,
KOHTYPHIl BWJ/TyYEHHS 3acTapifioro nokasHuka). CynyTHs 3MiHa -
YapyHKOBIl yrnakoBL,i 3MiHu 3 siKoCTi. A®I. KoHTponb A®I. 3miHa y meTogax
B Nauylj 3 KapToHy BMNpo6yBaHHA A®I| abo BuxigHOro
mMaTtepiany/npomiKHOro NpoayKTy/peareHTy, LWo
BMKOPWCTOBYETLCA Y NpoLieci BUpobHuuTea AD| (iHLui
3MiHW). BHeceHHs 3MiH Ao cneumndikavii Ta meTogis
KOHTPO/IO SIKOCTi, & CaMe - BUYyHYEHHS MoKa3HuKa
«Baxki meTanu».
70. | BIMONTUK Kpansi 04Hi, po3ynH K.T. PyMmyHis K.T. POM®APM PymyHis BHECEHHS 3MiH A0 peecTpaLiiiHux matepiasis: 3MiHu | 3a He UA/16474/01/02
POM®APM 0,3 mr/mn; no 3 Mny POM®AP KOMMAHI C.P.J1. My - 3MiHK Woao 6e3nekn/edekTUBHOCTI Ta peyenmom | nidssieae
thnakoHax, no 1 abo M hapmakoHarnsgy. 3MiHU y KOpPOTKili XapakTepucTuuj
3 hnakoHn y KOMMAHI NikapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta iHCTPYKLiT
KapTOHHIlA KopooLi C.P.N. 0151 MeANYHOIO 3aCTOCYBaHHSA

reHepuyYHUX/ribpuaHMX/6ionoaibHMX NiKapCbKUX
3ac06iB Nica BHECEHHSA TiEl camoi 3MiHN Ha
pedhepeHTHMIA Npenapar (3MiHa He NoTpPebye HaAaHHSA
XXOAHUX HOBUX A0AaTKOBUX AaHUX) 3MiHW BHECEHi 40
IHCTPYKUIi 418 MEAUYHOrO 3aCTOCYBaHHS NiKapCcbKoro
3acoby y po3ginu "dapmakonoriyHi BnactmeocTi",
"MpoTunokasaHHsa", "B3aemogis 3 iHWMMK NliKkapCbKUMu
3acobamu Ta iHwWi Buay B3aemogiii”, "OcobmBocCTi
3acTocyBaHHA", "3acTocyBaHHs y nepiog, BariTHOCTi
abo rogysaHHs rpyaato”, "Litn" (pegaryBaHHs
iHchopmawii), "Mepeso3yBaHHs", "Mob6iyuHI peakwii”
3rigHo 3 iH(hopMaLjieto LWoA0 MEAUYHOTO 3aCTOCYBaHHS
pedyepeHTHOro flikapcbkoro 3acoby (JTYMITAH®,
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Ne Hassa Popma surnycky 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbKo20o | (nikapcbka hopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby YNaKkoBsKa) nocsioYeHHs1
Kpanni o4Hi, po3unH). BBefeHHS 3MiH NpoTArom 6-Tu
MicsILiB Micns 3aTBepAKEHHS!
71. | BIHOKPUT® PO34UH O151 iH'EKLLNA, CaHpo3 ABCTpist BiANOBIga/IbHUIA HimeuunHa/ | BHECEHHS 3MiH 0 peecTpaLiitHux maTepianis: 3miHu Il 3a He UA/12383/01/02
16,8 mkr/mn no 0,5 m6X 3a BMPOGHMLTBO, ABCTpIs TMny - 3MiHKM Woao 6e3nekn/edekTUBHOCTI Ta peyenmom nionseae
mn ( 1000 MO) a6o nakyBaHHs, hapmakoHarnsgy. 3MiHU y KOpOTKili XapakTepucTuyj
no 1 mn (2000 MO) KOHTPO/b cepii: NiKapcbKoro 3acoby, TeKCTi MapKyBaHHS Ta iIHCTPYKLT
pO3unHy A5 iH'eKwuin Ali [li Ti Bionorika 015 MeNYHOTO 3aCTOCYBaHHS Y 3B'A3KY i3 HOBUMU
B nonepegHbL0 M6X, HimeuumnHa; LaHUMU 3 SKOCTi, AOKNIHIYHUMMU, KNIHIYHUMW JaHMK Ta
3anoBHEHOMY, BiANOBIgAbHWIA OaHumu 3 chapmakoHarnagy. 3MiHy BHeCeHo B
rpagyiosaHoMy 3a BMNyCK cepii: IHCTPYKLi0 4719 MEAMNYHOIO 3aCTOCYBaHHS MiKapCbKOoro
Lwnpui, CaHpos 'mbX - 3acoby Ao po3ainy "OcobnnBoCTi 3aCTOCyBaHHSA".
OocHalleHoMy BN WadpteHay, BBefeHHA 3MiH NPOTAroM 6-Tu MicALiB nicns
NopLUHEM, ABcCTpis 3aTBEPKEHHS.
iH'EKLAHOIO TOJIKOH,
KOBMaykoMm Ta
3aXMCHUM
NPUCTPOEM ANS
3anobiraHHs
MOLLKOKEHHIO
rofikoto nicns
3acTocyBaHHs, abo
6e3 Hboro; no 3
LNpuLa y KOHTYpPHIi
6nicTepHili ynakoBLyj;
M0 2 KOHTYPHI
6nicTepHi ynakoBku
Y KapTOHHIli kopobui
72. | BIHOKPUT® PO34NH A5 iH'EKLIN, CaHpo3 ABcTpist BiANOBIgaIbHNI HimeuunHa/ | BHeCeHHS 3MiH 40 peecTpauiitHux maTepiasnis: 3miHu Il 3a He UA/12383/01/03
336 mkr/mn no 0,5 6X 3a BUPOGHMLTBO, ABCTpIA TMny - 3MiHK Woao 6e3nekn/edpeKTNBHOCTI Ta peyenmom | niosisieae
M1 (20000 MO) nakyBaHHs, hapmakoHarnsgy. 3mMiHu y KOpoTKili xapakTepucTui

abo no 0,75 mn
(30000 MO), a6o no
1 mn (40000

MO) po3uuHy ans
iH’ e B
nonepeaHL0
3anoBHEHOMY,
rpagyiioBaHoMy
Lwnpuui,
ocHalleHoOMy
nopLUHEM,
iH'EKLLIIHOO TO/KOMD,
KOBMaykoMm Ta
3aXMCHUM
NPUCTPOEM ANs
3anobiraHHs
MOLLUKOKEHHIO
ro/fiKoto nicns
3acTOCyBaHHs, abo

KOHTpONb cepii:
Ali [i Ti Bionorika
'M6X, HimeuuunHa;

BiANOBIgaIbHNI

3a BUMYCK cepii:

CaHpo3 'm6X -

BN Wadptenay,

ABCTpIs

nNikapcbKoro 3acoby, TEKCTI MapKyBaHHSA Ta iHCTPYKLT
ONA MeAUYHOTO 3aCTOCYBaHHS Y 3B’A3KY i3 HOBUMM

LaHUMU 3 AKOCTI, AOKNIHIYHUMMN, KNIHIYHUMW faHUMK Ta

AaHvMu 3 hapmakoHarnsgy. 3miHM BHECEHO B

IHCTPYKL,i0 4151 MeANYHOTO 3aCTOCYBaHHSA NiKapCbKoro

3acoby Ao po3giny "OcobnmBOCTi 3aCTOCyBaHHA".
BBefeHHs 3MiH NpoTArom 6-T1 MicAuiB micns
3aTBEPAKEHHS.
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n/n

Ha3ssa
JliKapcbK0O20
3acoby

Popma surnycky
(nikapcbka ¢hopma,
YNaKkoBsKa)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs

Homep
peecmpayiliHo2o
nocsio4yeHHs

6e3 Hboro; no 1 abo
no 3 nonepesHLo
3anoBHEHMX Wnpuua
Y KOHTYpHili
GnicTepHili ynakoBLyj;
no 1 (1 wnpuyy
KOXHiiA) abo no 2 (3
LINpULLA Y KOXHIlA)
KOHTYpPHI 6nicTepHi
yNakoBKu B
KapPTOHHI KOpooLii

73.

BIHOKPUT®

PO34UH O151 iH'EKLLNA,
84 mkr/mn no 0,8 mn
(8000 MO) a6o 1 mn
(10000 MO)
PO34MHy NS iH ek
B nonepegHLo
3anoBHEHOMY,
rpagyiosaHoMy
Lwnpui,
OCHaLLleHOMY
NopLUHEM,
iH'EKLiAHOIO TOJIKOH,
KOBMaykoMm Ta
3axXUCHUM
NPUCTPOEM ANS
3anobiraHHs
NOLLUKOKEHHIO
rofikoto nicns
3acTocyBaHHs, abo
6e3 Hboro; no 1
LUNPULY Y KOHTYPHIi
6nicTepHili ynakoBLyj;
no 1 KOHTYpHIl
6nicTepHili ynakoBLj
Y KapTOHHIli kopobLy;
no 0,4 mn (4000
MO), a6o 0,6 mn
(6000 MO), a6o no
0,8 mn (8000 MO),
a6o 1 mn1 (10000
MO) po3uuHy ans
iH'EKUil B
nonepegHL0
3anoBHEHOMY,
rpagyiosaHoMy
Lwnpui,
OCHaLLleHOMY
NopLUHEM,
iH'EKLiHOIO rO/IKOH,

CaHpo3
6X

ABCTpist

BiANOBIga/IbHUIA
3a BUPOGHMLTBO,
nakyBaHHs,
KOHTPO/b cepii:
Ali [li Ti Bionorika
M6X, HimeuunHa;
BiANOBIga/IbHUIA
3a BMNyCK cepii:
CaHpo3 'm6X -
BN WadpteHay,
ABCTpis

Himeuunna/
ABcTpis

BHECEHHS 3MiH [J0 peecTpaLiitHux maTepianis: 3miHu Il
TMny - 3MiHK WoAo 6e3nekn/edpeKkTNBHOCTI Ta
hapmakoHarnsgy. 3MiHu y KOpOTKili XapakTepucTuyj
NiKapcbKoro 3acoby, TeKCTi MapKyBaHHS Ta iIHCTPYKLT
015 MeANYHOT0 3aCTOCYBaHHS Y 3B’A3KY i3 HOBUMU
OaHUMU 3 SKOCTi, AOKNIHIYHUMMN, KNIHIYHUMW JaHUMK Ta
OaHumu 3 chapmakoHarnagy. 3MiHy BHeCEHO B
IHCTPYKLi0 4719 MEAMNYHOIO 3aCTOCYBaHHS NiKapCbKoro
3acoby Ao po3ainy "OcobnnBoCTi 3aCTOCyBaHHSA".
BBefeHHA 3MiH NPOTAroM 6-Tu MicALiB nicas
3aTBEPKEHHS.

3a
peyenmom

He
nionseae

UA/12383/01/01
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Ne Hassa Popma surnycky 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbKo20o | (nikapcbka hopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby YNaKkoBsKa) nocsioYeHHs1
KOBMa4koM Ta
3axXUCHUM
NPUCTPOEM ANs
3anobiraHHs
MOLLUKOKEHHIO
rosnKoto nicns
3acTocyBaHHS, abo
6e3 Hboro; no 3
LUMpMLLA Y KOHTYPHIl
6nicTepHili ynakosLi;
M0 2 KOHTYpHI
6nicTepHi ynakoBku
B KAPTOHHI KOpo6Li
74. | BIEMAPEH® | Tabnetku wwunydi; no | Ecnapma HimeuunHa Na6opaTtopioc Icnanis BHECEHHS 3MiH [0 peecTpaLjiiiHuX MmaTepianis: 3MiHu | 6e3 UA/9419/01/01
20 wmnyymx 6X MegikameHTOC TUMy - 3MiHK 3 AKOCTi. FOTOBWIA Nikapcbkuii 3aci6. peuyenma
Tabnetok y IHTepHacboHasec, KOHTPO/1b rOTOBOrO MikapcbKkoro 3acoby. 3miHa y
noninponineHoBoMy C.A. MeToAax BUMPOOYBaHHS rOTOBOTO JlikapCbKOro 3acoby
KOHTeliHepi; no 4 (BnnyyeHHs MeToAy BUNPOBYBaHHS, AKLLO BXe
abo 5 KoHTeliHepiB y 3aTBEPKEHUI aslbTEPHATUBHMWIA MeToA). 3MiHa
KapTOHHIA KopoobLi noB'sA3aHa i3 BUTy4YeHHSIM MEeTOZy aTOMHO-eMICiiHOT
pasom 3 cnekTpockonii Ans igeHT1dikawii Ta KiJibkicHoro
iHAVKATOPHUM BM3HAYEHHS HATPI0 LMUTPaTy Ta Kanito
nanepom i rigpokap6oHaTy, OCKiNbKW BXe 3aTBEpPKEHHO BiflbLu
KOHTPO/NbHUM CyyacHuin anbTepHaTUBHUIA MEeTOZ, iOHHOT
KasieHaapem xpomaTorpadii. [itoya pegakuis: Cneumndikauis
laeHTudikauia 8. TpuHatpito uuTpaT 6e3BogHNI
(ATOMHO-€eMiciliHa cnekTpoMeTpist abo ioHHa
xpomatorpadis) 9. Kanito rigpokap6oHaT (ATOMHO-
emiciiiHa cnekTpomeTpis abo ioHHa xpomatorpadis)
KinbkicHuiA BMicT 12. TpuHaTpito LuTpaTt 6e3B04HUIA
(ATOMHO-eMmiciliHa CNeKTPOMETPIS, albTEPHATUBHO.
ioHHa xpomatorpadist) 13. Kanito rigpokap6oHat
(ATOMHO-€eMiciliHa CNeKTPOMETPIsi, a/lbTEPHATUBHO:
ioHHa xpomarorpacpis) METOAUN KOHTPOJHO
8,9,12,13. |geHTndbikaLis Ta KislbkicHe BUSHAUYEeHHS
TpUHaTpIto LUTpaTy 6€3BO4HOrO Ta Kasito
rigpokap6oHaTy 3a 4ONOMOroK aTtOMHO-EMICIAHOT
cnekTpomMeTpii MNponoHoBaHa peaakuis: Cneumndikayis
laeHTudikalia 8. TpuHaTtpito uMTpaT 6e3B0aHUI (IoHHA
xpomaTtorpadis) 9. Kanito rigpokapboHar (ioHHa
xpomaTtorpadis) KinbkicHuia BmicT 12. TpuHaTtpito
unTpaTt 6e3BoaHMIA (ioHHa xpomartorpadis) 13. Kanito
rigpokap6oHar (ioHHa xpomatorpacis) METOAN
KOHTPO/IHO IHhopmaLito BUTyYEHO.
75. | BNILUE®D nopoLUoK ANs AAP O6'efHaHI 3eiicc IHais BHECEHHS 3MiH [JO peecTpaLiiiHix maTepianis: 3MiHu | 3a He UA/4588/01/03
PO34nHYy A5 iH'eKUI PAPMA Apabebki dapmac’ioTikenc TMny - 3MiHK WoAo 6e3nekn/edpeKkTNBHOCTI Ta peyenmom | nionsi2ae
no 1000 wr, 1 a6o $3-111C Emipatn Met. N14,. thapmakoHarnsgy. 3MiHa y KOpOTKiil xapakTepucTuui

10 donakoHiB 3i ckna
3 MOPOLLUKOM B MaYLi

nNiKapcbKoro 3acoby, TeKCTi MapKyBaHHS Ta iIHCTPYKLT
[Ans MeMYHOro 3aCTOCYBaHHSA Ha MifcTasi perynsipHo
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Ne Hassa 3asBHUK

n/n JliKapcbK0O20

Popma surnycky
(nikapcbka ¢hopma,

KpaiHa
3asiBHUKa

Bupo6Huk Peknam

yBaHHs

Ymosu
Bionycky

KpaiHa
BUPOGHUKa

PeecmpayjitliHa npoyedypa Homep

peecmpayiliHo2o

3acoby

YNaKkoBsKa)

nocsioYeHHs1

3 KApPTOHY

OHOB/IOBAHOrO 3BiTY 3 6e3neKkn NikapcbKoro 3acoby,
abo gocnigpxeHb 3 6e3Mekn 3acTocyBaHHS NiKapCbKoro
3acoby B nmicnspeecTpaviliHnii nepios, abo sk
pe3ynbTaT OLiHKV 3BITY 3 AOC/ILKEHb, MPOBEAEHNX
BiANOBIAHO [0 NMnaHy negiatpuuHnx gocnimxeHs (PIP)
(3MiHY y3rofKeHO 3 KOMMNETEHTHUM YNOBHOBaXKEHUM
opraHom).
3MiHU BHECEHO [0 IHCTPYKUIT AN MEeANYHOro
3acTocyBaHHA NikapcbKoro 3acoby [0 po3ainis
"Oco6nuBocTi 3acTocyBaHHs", "Mo6iuHI peakwi"
BiANOBIAHO [0 OHOBMEHOI iHGhopMaL,i 3 6e3nekn
Lito4oi pevoBUHY (LLedTPUaKCcoHy) 3rifHo 3
pekomeHgauiamu PRAC.

76.

BOTOKC®
KOMIMNEKC
BOTYNIHIYH
oro
TOKCUHY
TMNY A (BIA
CLOSTRIDIU
M
BOTULINUM)

nopowokK Aans

PO34UHY ON15 iH'EKUIA

no 200 oAnHULb-
AnnepraH; 1

¢hnakoH 3 NopoLLKOM
B KapTOHHIi kopo6Lyi

E66BI
Nimiteq

IpnaHgjs

AnnepraH
dapmacbioTikans
Ipnangis

Ipnangis

BHECEHHS 3MiH A0 peecTpaLiiiHux matepiasis: 3MiHu |
My - 3MiHK 3 AKOCTi. ADl. BUpo6bHMLTBO. 3MiHN
BMNPOGYyBaHb abo AOMYCTUMUX MEX Y NPOLECi
BMPO6HMLTBA ADI, L0 BCTAHOB/EHI y cneuudikavisx
(3BY>XEHHS foNyCTUMUX MeX) OHOBNEHHS PO3Ainy
3.2.S.2.2 Description of Manufacturing Process and
Process Controls - He3Ha4Hi OHOBIEHHS po3Ainy Ans
3a6e3mneyeHHs YiTKOCTI Ta Y3ropKeHHs 3 hakTUYHUMU
eTanamv BMpo6HMLTBa BMPO6HUMKIB APl BSL Ta BLI.
3MiHu | TUny - 3MiHM 3 akocTi. A®l. CTabinbHICTb.
3MiHa nepiogy NOBTOPHMX BUNPOGYBaHb/nepiosy
36epiraHHa abo ymoB 36epiraHHs A®I (3a BigCyTHOCTI
y 3aTBEpP)XEHOMY [JOCbE cepTudikaTa BifnoBigHOCTI
€Bponeiicbkili hapmakonei, Lo BKIoYaE nepiog,
NMOBTOPHOrO BMNPOOYBaHHSA) (3MiHa y 3aTBEPKEHOMY
npoTokoni ctabinbHocTi) BctaHoBNEeHHA 30-MicA4YHOro
nepiogy BMNpo6yBaHHS, K ONLUiOHaNILHOTO Nepioay y
LLIOPIYHIi nporpami woao ctabinsHocTi APl 3miHn Il
Tuny - 3MiHM 3 akocTi. A®Il. Bupo6HuuTBO. 3MiHa
BMPOBOHUKA BUXiIAHOTO/NMPOMIXHOrO NPoAyKTYy/peareHTy,
LLI0 BUKOPUCTOBYHOTLCS Y BUPOBHUYOMY npoueci AdI,
ab60o 3miHa BUpoOHWMKa (BK/0HaKoun, ae HeobxiaHo,
MicLLe NpoBeAEHHS KOHTPOsIO siKocTi) AdI (3a
BiICYTHOCTI cepTuchikaTa BiANOBIAHOCTI EBPONENCHKI
thapmakornei y 3aTBepXeHOMy A0Cbe)(3MiHa B ADI
6i0N10rvYHOro NOXoMKEHHs1 ab0 BUXIGHOMY
mMarepiani/peareHTi/MPoOMiXXHOMY NPOAYKTI, LLO
BUKOPWCTOBYIOTLCS A4/19 BUPOOHMLTBA
6ionoriyHoro/iMyHONOrYHOrO Jlikapcbkoro 3acoby )
[lopaBaHHA anbTepHaTUBHOI AiNSHKM BUPOOHULTBA Ta
TecTtyBaHHA Adl-Allergan Sales, LLC - Bioscience
Laboratories Irvine (BLI), CLLUA. 3aTBepaxeHa
ainsHka-Allergan Sales, LLC - Bioscience Laboratories
(BSL), CLIA.

3a
peyenmom

UA/16656/01/02

77.

BOTOKC®
KOMMNJIEKC

NOPOLLOK ANs

PO34MHY AN5 iH'eEKUIA

E66BI
Nimiten

Ipnangis

AnnepraH
dapmacbioTikans

Ipnangis

BHECEHHS 3MiH 0 peecTpaLiiiHux matepiasis: 3MiHu |
TUny - 3MiHK 3 AkocTi. A®Il. BUpo6HULTBO. 3MiHK

3a
peyenmom

UA/16656/01/01
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n/n

Ha3ssa
JliKapcbK0O20
3acoby

Popma surnycky
(nikapcbka ¢hopma,
YNaKkoBsKa)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs

Howmep

peecmpayiliHo2o

nocsioYeHHs1

BOTYNIHIYH
oro
TOKCUHY
TMNY A (BIA
CLOSTRIDIU
M
BOTULINUM)

no 100 oaunHULb-
Annepran; 1
dh1akoH 3 NOPOLLKOM
B KAPTOHHIlA KOpOGL

Ipnangis

BMNpo6yBaHb abo AOMYCTUMUX MEX Y NPOLiECi
BMPO6HMLTBA A®I, L0 BCTAHOB/EHI y cneuudikavisx
(3BYXXEHHS fonycTUMUX Mex) OHOBMEHHA po3ainy
3.2.5.2.2 Description of Manufacturing Process and
Process Controls - He3Ha4Hi OHOBIEHHS po3Ainy Ans
3a6e3neyeHHs YiTKOCTi Ta Y3rofpKeHHs 3 pakTUYHUMU
eTanamy BUpo6HMLTBa BUPO6HUKIB APl BSL Ta BLI.
3MiHu | TUny - 3MiHM 3 akocTi. A®Il. CTabinbHICTb.
3MiHa nepiogy NOBTOPHUX BUNPOBGYBaHb/nepiogy
36epiraHHa abo ymoB 36epiraHHs AP (3a BigCyTHOCTI
y 3aTBEpKEHOMY [JOCbE cepTudikara BifgnoBigHOCTI
€Bponeiicbkili hapmakonei, Lo BKIoUaE nepiog,
NMOBTOPHOrO BUNPOBYBaHHSA) (3MiHa y 3aTBEP)KEHOMY
npoTokoni ctabinbHocTi) BctaHoBNEHH:A 30-mica4YHOro
nepiogy BMNPo6yBaHHs, K OMNLUioOHaNIbLHOTO nepioay y
LLLOpiYHili Nnporpami Wwopo cTabinbHocTi AdDL. 3miHum I
Tuny - 3MiHn 3 akocTi. A®l. BupobHmuTBO. 3MiHa
BMPOOHUKA BMXiAHOrO/NMPOMIXXHOr0 NPoAyKTy/peareHTy,
LLIO BUKOPUCTOBYIOTLCSA Y BUPOBOHUYOMY npoueci AdI,
ab6o 3miHa BUpo6HWKa (BK/H0YaKoun, e HeobxigHo,
MicLLe NpoBeAEeHHS KOHTPOsIO iKocTi) AdI (3a
BiZiICYTHOCTi cepTucpikaTa BianoBigHOCTI EBponeiichkili
thapmakonei y 3aTBepkeHOMy A0Cbe)(3MiHa B ADI|
6i0N10riYHOro NOXoMKEeHHs1 abo BUXIgHOMY
mMarepiani/peareHTi/MPpoMixXHOMY NPOAYKTI, LLO
BMKOPWCTOBYIOTBLCS A/19 BUPOOHMLTBA
6ionoriyHoro/iMyHONOriYHOrO Jlikapcbkoro 3acoby )
[lopaBaHHA anbTepHaTUBHOI AiNSHKW BUPOOHULTBA Ta
TecTtyBaHHA Adl-Allergan Sales, LLC - Bioscience
Laboratories Irvine (BLI), CLLUA. 3aTBepaxeHa
ainsHka-Allergan Sales, LLC - Bioscience Laboratories
(BSL), CLIA.

78.

BOTOKC®
KOMMNEKC
BOTYNIHIYH
oro
TOKCUHY
TAMY A (BIA,
CLOSTRIDIU
M
BOTULINUM)

NOPOLLOK AnA
PO3unHYy A5 iH'EKUIA
no 200 ognHULb-
AnnepraH; 1
h/1aKOH 3 MOPOLLKOM
B KapTOHHIi kopo6ui

E66BI
Nimiten

Ipnangis

AnnepraH
dapmacbioTikan3
Ipnangis

Ipnangis

BHECEHHS 3MiH 10 peecTpaLiiiHix MmaTepianis: 3MiHu |
TMNy - 3MiHM 3 AKOCTI. 3MiHN 40 peecTpayiiHoOro
NOCBiAYEHHS BHACNIAOK IHLLUX PErYNATOPHUX
npoueayp. NMM®/BA3® (macTep-haiin Ha
nnasmy/3arasibHuii paiin Ha BakUMHHWIA aHTUrEH).
Bk/to4eHHsi HOBOTO, OHOBJ/IEHOTO @60 3MIHEHOro
macTep-haiina Ha nnasmy y peectpauiiiHe fJOCbe Ha
nikapcbkuii 3aci6 (npoueaypa 2-ro etany ansa NMo)
(BK/IIOYEHHS OHOB/IEHOT0/3MIHEHOrO MacTep-ghaiina Ha
nnasmy, SKLLLO 3MiHW He BNIUBAKOTb Ha BNaCcTUBOCTI
rOTOBOrO /liKapCbKOro 3acoby). BktoyeHHs
OHOB/IEHOro MacTep-haiina Ha nnasmy y
peecTpaLiiiHe fockbe Ha Nikapcbkuii 3aci6: PMF
Certificate Noe EMEA /H/PMF/000002/04/AU/38/G, Big,
BMpo6HUKa Instituto Grifols S.A. (3aTBepgXeHo:
Plasma Master File Certificate Ne EMEA
/H/PMF/000002/04/1B/37/G, Bia BUp0o6HUMKa Instituto
Grifols S.A.). 3MiHu | TMNY - 3MiHK 3 AKOCTI. 3MiHKU A0

3a
peyenmom

UA/16656/01/02
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Peknam
yBaHHs

Ymosu
Bionycky

Ne Hassa 3asBHUK

n/n JliKapcbK0O20

Popma surnycky
(nikapcbka ¢hopma,

KpaiHa
3asiBHUKa

Bupo6Huk Kpaina

BUPOGHUKa

PeecmpayjitliHa npoyedypa Homep

peecmpayiliHo2o

3acoby

YNaKkoBsKa)

nocsioYeHHs1

peecTpauiiiHoro NoCBigYEHHSI BHAC/IAOK iHLIMX
perynsaTopHux npoueayp. NM®/BA3® (mactep-daiin
Ha nnasmy/3aranbHuii paiin Ha BakKUMHHWIA aHTUTEH).
BK/1104eHHsi HOBOTO, OHOBJ1IEHOT0 260 3MIHEHOro
MacTep-chaiina Ha nnasmy y peecTpadiiiHe f0Cbe Ha
nikapcbkuii 3aci6 (npoueaypa 2-ro etany ans MMo)
(BKHOYEHHS OHOB/IEHOr0/3MIHEHOIO MacTep-ghaiina Ha
nnasmy, SKLLLO 3MiHW He BN/IMBAKOTb Ha B/1ACTUBOCTI
roTOBOrO NiKapcbkoro 3acoby). BkaoyeHHs
OHOB/IEHOro MacTep-haiina Ha nnasmy y
peecTpauiiiHe JOCbe Ha Nikapcbkuii 3aci6: PMF
Certificate Ne EMEA /H/PMF/000002/04/AU/39/G, Bif
BMpO6HUKa Instituto Grifols S.A.

79.

BOTOKC®
KOMIMNEKC
BOTYNIHIYH
oro
TOKCUHY
TMNY A (BIA
CLOSTRIDIU
M
BOTULINUM)

nopowokK Aans

PO34UHY ON15 iH'EKUIA

no 100 oanHULb-
AnnepraH; 1

¢hnakoH 3 NopoLLKOM
B KapTOHHIi kopo6Lyi

E66BI
Nimiteq

IpnaHgjs

AnnepraH
dapmacbioTikans
Ipnangis

Ipnangis

BHECEHHS 3MiH [0 peecTpaLjiiiHuX MmaTepianis: 3MiHu |
TMNy - 3MiHM 3 AIKOCTi. 3MiHWN 0 peecTpaviiiHoro
NOCBiAYEHHS BHACNIAOK IHLLUX PErYNATOPHMX
npoueayp. NMM®/BA3® (macTtep-dain Ha
nnasmy/3arasibHuii paiin Ha BakUMHHWIA aHTUTEH).
BK/1104EeHHs1 HOBOTO, OHOBJ/1IEHOTO @60 3MIHEHOrO
MacTep-chaiina Ha nnasmy y peecTpadiliHe f0Cbe Ha
nikapcbkuii 3aci6 (npoueaypa 2-ro etany ans MMo)
(BK/TIOUYEHHST OHOB/IEHOr0/3MIHEHOrO MacTep-gaiisia Ha
nnasmy, KO 3MiHW He BN/IMBAKOTb Ha B1ACTUBOCTI
rOTOBOIO JIiKapCbKOro 3acoby). BknoyeHHs
OHOB/IEHOTO MacTep-gaina Ha nnasmy y
peecTpauiiiHe focbe Ha Nikapcbkuii 3aci6: PMF
Certificate Ne EMEA /H/PMF/000002/04/AU/38/G, Big,
BMpOGHUKa Instituto Grifols S.A. (3aTBepAXEHO:
Plasma Master File Certificate Ne EMEA
/H/PMF/000002/04/1B/37/G, Big BUp0o6HYKKa Instituto
Grifols S.A.). 3miHun | TMNy - 3MiHW 3 AKOCTI. 3MiHM A0
peecTpauiiHoOro NocBig4YeHHS BHAC/TIAOK iHLIMX
perynsitopHux npoueayp. NMM®/BA3® (macTep-caiin
Ha nnasmy/3aranbHuii haiin Ha BakKUMHHUIA aHTUrEeH).
Bk/to4eHHsi HOBOrO, OHOB/IEHOTO @60 3MIHEHOro
macTep-haiina Ha nnasmy y peectpaiiiHe fJOCbe Ha
nikapcbkuii 3aci6 (npoueaypa 2-ro etany ansa NMo)
(BK/IIOYEHHSA OHOB/IEHOT0/3MIHEHOrO MacTep-ghaiina Ha
nnasmy, KO 3MiHW He BNIUBAKOTb Ha BNaCcTUBOCTI
rOTOBOrO /liKapCbKOro 3acoby). BktoyeHHs
OHOB/IEHOro MacTep-haiina Ha nnasmy y
peecTpaLiiiHe fockbe Ha Nikapcbkuii 3aci6: PMF
Certificate Noe EMEA /H/PMF/000002/04/AU/39/G, Big,
BMpo6HUKa Instituto Grifols S.A.

3a
peyenmom

UA/16656/01/01

80.

BPAMITOB

pO34MH A1si

iHranauiin, 300 mr/4

M1 M0 4 MN1 B

amnyni; no 4 amnynu

B repmMeTn4yHo

K'esi
dapmac'to
Tikens
m6X

ABCTpist

BTOPWHHE
nakyBaHHs,
KOHTPO/Ib AKOCTI
Ta BUNycK cepi:
K'esi

ITania/
HimeyunHa

BHECEHHS 3MiH 0 peecTpaLiiiHux matepiasis: 3MiHu |
TMny - 3MiHK WoAo 6e3nekn/edpeKkTNBHOCTI Ta
chapmakoHarnsgy. BeegeHHsa abo 3miHn o
y3arasibHeHUX JaHnx Npo cucTemy dhapmakoHarnsgy
(BBEAEHHS y3arasibHEHUX AaHWX MPO cucTemy

3a
peyenmom

UA/15301/01/01
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Ne Hassa Popma surnycky 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbKo20o | (nikapcbka hopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby YNaKkoBsKa) nocsioYeHHs1
3anasHomy cTpuni; dapmaueyTuui hapmakoHarnsgy, 3MmiHa ynoBHOBaXeHoi 0cobu,
no 16, 28 a6o 56 C.n.A., lTanisi; BiANOBIA&UTbHOI 3a 34iiCHEHHS hapmakoHarnsay;
amnysn y KapTOHHii BMPOGHMLITBO in- KOHTaKTHOI 0co6u 3 thapmakoHarnsay 3asBHuka ans
KopoobLi bulk, nepeuHHe Ta 3ailicHeHHA hapMakoHarnsgy B YKpaiHi, SKLL0 BoHa
BTOPWHHE BiAMiHHA Bif YNOBHOBaXeHOI 0CO6U, BiANOBIAA/TbHOI
nakyBaHHs, 3a 34ilicHeHHs thapmakoHarnsgy (Bkiovaoum
KOHTpONb cepii: KOHTaKTHI AaHi) Ta/abo 3MiHN Y pO3MilLeHHi macTep-
leHeTik C.N.A., thaiina cuctemm chapmakoHarnsgy) - 3miHa
ITanis; BUPO6GHUK YNOBHOB&XXEHOT 0CO6U 3aABHMKA, BignoBigabHOI 3a
npoaykuii in-bulk, hapmakoHarnag. fiova pegakuis: 4-p MkaH Hikono
nepBuHHE Ta KacTinbiione / GianNicolaCastiglione. MNponoHoBaHa
BTOPVHHE pepakuis: Mabpienb-KopHeniss ®okc / Gabriele-Cornelia
naxkyBaHHsA Ta Fox.3MiHa KOHTaKTHWX faHNX YNOBHOBaXKEHOI 0cobu
KOHTPO/b AKOCTI: 3asBHVKa, BignoBiganbHOI 3a hapmakoHarnsag,. 3miHa
Xononak KOHTaKTHOI 0CO6U 3asiBHWKa, BifnoBigasbHOI 3a
depnakyHrcTexHik hapmakoHarnag B Ykpaini. [itoua pegaxuis:
vm6X, HimeuunHa; BapaHiBcbkuii Mukona OnekciioBuy . [MponoHoBaHa
nepBuHHE Ta pepakuis: Kapayesuesa HaTtanis BonogvmupisHa.
BTOPWHHE 3MiHa KOHTaKTHUX faHWUX KOHTaKTHOI 0CO6U 3asiBHYKA,
nakyBaHHs: BiANOBiAaNbHOI 3a thapmakoHarnsag B YkpaiHi
Xononak
depnakyHrcTexHik
M6X, HimeuyunHa;
KOHTPO/b SIKOCTI:
nmwe
BUMPOOYBaHHSA Ha
CTepUNbHICTb:
Nab6op JIC CE &
Ko. KI', HimeyunHa
81. | BPEKCIH® Tabnetku no 20 mr; K'esi ABCTpist BMPOBHMUTBO in ITanis BHECEHHS 3MiH 0 peecTpaLiiiHux matepianis: 3MiHu | 3a UA/4636/01/01
no 10 TabneTok y dapmac'io bulk, nepsunHHe Ta TMny - 3MiHK WoAo 6e3nekn/edpeKkTNBHOCTI Ta peyenmom
6nicTepi; no 1, 2 abo Tiken3 BTOPWHHE thapmakoHarnsgy. BeegeHHs abo 3miHv o
3 6nicTepu B navi 3 6X nakyBaHHs, y3araslbHeHUX faHux Npo cuctemy chapmakoHarnsgy

KapToHyY

KOHTpO/b Ta
Bunyck cepii: K'ei
bapmaueyTuui
C.n.A., lTanis;
BMPOGHULITBO in
bulk Ta KOHTpONb
cepii: ®aitH dyac
& dapmac toTikens
H.T.M. C.n.A.,
ITanisa

(BBEAEHHS y3araslbHEHMX AaHUX NPo cucTemy
hapmakoHarnsgy, 3MiHa ynoBHOBaXeHOi 0cobu,
BiANOBIAA/IbHOI 3a 34iiCHEHH:A hapmakoHarnsay;

KOHTaKTHOI 0Co6YM 3 thapmakoHarnsagy 3asiBHuka anas
3piicHeHHs hapMakoHarnsgy B YkpaiHi, K0 BOHA
BiAMiHHa Bif, yNOBHOBaXXEHOT 0CO6M, BifNoBiganbHOI
3a 3AjiicHeHHs hapmakoHarnagy (Bkyaoun
KOHTaKTHI AaHi) Ta/abo 3MiHN Yy pO3MilLeHHi MacTep-
thaiina cuctemu chapmakoHarnsgy) - 3miHa
YNOBHOB&XXEHOI 0CO6U 3asBHMKA, BifnoBigasibHOI 3a
hapmakoHarnsg,.

[itoua pepakuis: A-p OxaH Hikono KacTtinbiioHe /
GianNicolaCastiglione. MponoHoBaHa pegakuis:
abpienb-KopHenisa ®okc / Gabriele-Cornelia Fox.
3MiHa KOHTaKTHUX AaHWUX YNOBHOBaXEHOT 0cObun
3asBHVIKa, BignosiganbHOT 3a hapmakoHarnsag,. 3miHa
KOHTaKTHOI 0CO6U 3asiBHMKA, BifgnoBigasibHOI 3a
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n/n

Ha3ssa
JliKapcbK0O20
3acoby

Popma surnycky
(nikapcbka ¢hopma,
YNaKkoBsKa)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs

Homep
peecmpayiliHo2o
nocsio4yeHHs

hapmakoHarnag B Ykpaini. [itoua pefaxuis:
BapaHiBcbknii Mukona OnekciiioBuy. MponoHoBaHa
pefakuis: KapayesueBa Hatanisa BonogumupisHa.
3MiHa KOHTaKTHMX AaHWUX KOHTaKTHOI 0CO6U 3asiBHYMKA,
BiNOBiAA/IbHOI 32 hapmakoHarnsag, B YkpaiHi

82.

BPUHEKC

Kpansi O4YHi,
cycneHsis, 1 % no 5
M abo no 10 mny
oNakoHi 3 NPoO6KOto-
KpanesnbHuue Ta
KpuLKoto; no 1
donakoHy B
KapTOHHI Kopobui

CEHTICC
®APMA
NBT. NTL.

IHais

CEHTICC ®APMA

MnBT. NTA4.

IHais

BHECEHHS 3MiH 10 peecTpaLiiiHix MmaTepianis: 3MiHu |
UMy - 3MiHM 3 AKOCTi. FOTOBWIA Nikapcbknii 3aci6.
KOHTposb roToBOro nikapcbkoro 3acoby. 3mMiHa y

MeToAax BUNPo6YBaHHSA rOTOBOTO /liKapCbKOoro 3acoby
(iHwWi 3miHM y meTogax BunpobyBaHb (BKIOYa0UM

3aMiHy abo JONOBHEHHS)) BHECEHHS 3MiH 1O METO/jB

BMMNPOOYBaHHA 3a NoKasHWKOM «B’A3KiCTb», a came
3aCTOCyBaHHS BiCko3ameTpa 3 KOHYCOM Ta M1acTUHO
(Brookfield LV DV-II) 3amicTb poTauiiHoro

BickosumeTtpa (Brookfield LV DV-11+Pro BickosumeTp

Ta Brookfield LV DV-I+ Bicko3umeTp). 3minu Il Tuny -

3MiHM 3 SKOCTi. FoToBMIA Nikapcbkuii 3aci6. KoHTporsb
roToBOro nikapcbkoro 3acoby. 3miHa napameTpis
cneundikauii Ta/abo AONYCTUMKX MEX FOTOBOTO

nikapcbkoro 3acoby (3mMiHa 3HaxoAWTbCS No3a
3aTBEPMKEHVMU AONYCTMUMU MEXaMU
cneumdikauiin). CynyTHs 3miHa

- 3MiHK 3 AKOCTi. F0TOBWIA NiKapCbkuii 3aci6. 3MiHN y

BUPOBHMUTBI. 3MiHM BUNpobyBaHb abo A0MyCTUMMNX
MeX, BCTAHOB/IEHMX Y crieumdikayisx, nig vac
BMPOGHMLTBA rOTOBOrO Jlikapcbkoro 3acoby (iHLwi
3MiHM) 3MiHa MeX cneuudikauii 3a NoKasHUKOM

«B’A3KicTb» Ha MOMEHT BMMycKy i3 250-650 cll Ha 20-

150 cf1; TepmiH npuaaTHOCTI BignosigHo i3 200-800 cll
Ha 20-150 cll. Takox 3MmiHa CnpUyYNHAE BHECEHHS 3MiH
MeX BCTAHOBJIEHWX Y Mpoueci BUpo6HULTBA
(mMixnpoLecyanbHUiA KOHTPOb) ANs cneuudikauil
nokasHuka «B’askicTb» i3 250-560 cll Ha 30-120 cll

3a
peyenmom

UA/17178/01/01

83.

BPIHEPA

Kpansi OuHi,
cycnensis; no 5 mny
onakoHi 3
KpanenbHeleto; no 1
dhnakoHy 3
KpanenbHULEe y
KapTOHHI KopoobLi

CEHTICC
PAPMA

MpaiiBeT
Nimiten

IHais

CeHTicc ®apma
Mner. Ni14,.

IHais

BHECEHHS 3MiH 40 peecTpaLiiiHux matepiasnis: 3MiHu |
TUMy - 3MiHM 3 AKOCTi. [OTOBWIA Nikapcbkuii 3aci6.
KOHTpO/1b roTOBOro NikapcbKkoro 3acoby. 3miHa y

MeToAax BUMPOGYyBaHHS rOTOBOrO JliKapCbKOro 3acoby
(iHwWi 3miHM y MeTogax BUNpobyBaHb (BKIOYaoun

3amiHy abo [OMOBHEHHS)) BHECEHHS 3MiH 0 MEeTOAIB

BMNPOGYBaHHA 3a NoKa3HUKOM «B’a3kicTb», a came
3aCTOCyBaHHS BiCko3ameTpa 3 KOHYCOM Ta MIacTUHO
(Brookfield Ametek DV-2T LV +Pro) 3amicTb
poTaviiHoro BickosumeTpa (Brookfield LV DV-II+Pro
Bicko3umeTp abo Brookfield LV DV-I+ Bicko3umeTp).
3MiHu | TUNY - 3MiHK 3 SIKOCTi. FOTOBWMIA NikapcbKuii
3aci6. 3MiHM y BUpOOHULTBI. 3MiHa po3mipy cepii
(BKKOYAOUM Ajiana3oH po3Mipy cepil) roToBoro
nikapcbKoro 3acoby (36inbLieHHs 1o 10 pasis
NMOPIBHSAHO i3 3aTBEPAKEHUM PO3MipoM) 3aTBEPAKEHO:

3a
peyerimom

UA/18598/01/01
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n/n

Ha3ssa
JliKapcbK0O20
3acoby

Popma surnycky
(nikapcbka ¢hopma,
YNaKkoBsKa)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs

Howmep

peecmpayiliHo2o

nocsioYeHHs1

60 n (11 111 dhnakoHiB) 3anponoHoBaHo: 60 n (11 111
chnakoHiB), 120 n (21 429 chnakoHis), 200 n ( 35714
thnakoHiB) 3miHu Il TNy - 3MiHK 3 AKOCTi. FOTOBWIA
nikapcbkuii 3aci6. KOHTPOb rOTOBOTO NiKapCbKOro
3acoby. 3miHa napameTpiB cneyudikauin Ta/abo
[OMyCTUMUX MEX rOTOBOTO NiKapcbKoro 3acoby (3MiHa
3HaX0ANTbCA N03a 3aTBEPAKEHUMUN fONYCTUMUMM
Mexamy cneundikauii) CynyTHS 3MmiHa - 3MiHW 3
sKocTi. FoToBMIA Nnikapcbkuii 3aci6. 3MiHN y
BMPOGHULTBI. 3MiHN BUNPOOYBaHb abo A0NYCTUMMX
MeX, BCTAHOBJIEHMX Y creumndikayisx, nig vac
BUPOGHMLTBA FOTOBOIO NiKapCbKOro 3acoby (iHLi
3MiHM) 3MiHa MeX cneumdikaii 3a NokasHUKOM
«B’AskicTb»
3aTBepxeHo: Ha Bunyck: 100-350 cll1 Ha TepMmiH
npugatHocTi: 100-400cl 3anponoHOBaHO: Ha BUMYCK:
20-100cl
Ha TepMiH npugatHocTi: 20-120cl BHeceHHs
nocnigosHa 3MiHa o cneuudikaLii KOHTPO B
npoveci BupobHuuTtea M3
3MiHM 3 "100-300 cll " Ha "225-90 cl1"

84.

85.

BPOMOKPUIN
TUH-PIXTEP

Tabnetku no 2,5 wr,
no 30 Tabnetok y
donakoHi, no 1
chnakoHy B
KapTOHHIA ynakoBsL,i

BAT
"lepeoH
PixTep"

YropLmHa

BAT "lepfeoH
Pixtep"

YropLmHa

BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiasis: 3MiHu |
TMny - 3MiHK WoAo 6e3nekn/edpeKTNBHOCTI Ta
thapmakoHarnagy. BeegeHHs abo 3amiHn fo
y3arasibHeHVX AaHux Npo cuctemy papmakoHarnsgy
(BBEAEHHSA y3araslbHEHNX AaHUX NPo cucTemy
thapmakoHarnagy, 3mMiHa ynoBHOBaXXeHOI 0ocobu,
Bi4NOBiga/IbHOI 3a 34iICHEHHST chapMakoHarnsay;
KOHTaKTHOI 0cO6U 3 thapMakoHarnsay 3asBHUKa gns
3pjiicHEHHs chapMakoHarnsay B YkpaiHi, K0 BOHA
BiAMiHHA Bif YNOBHOBaXeHOI 0CO6M, BiANOBIAA/TbHOI
3a 3AjiicHeHHs hapMakoHaraay (Bkiyatoum
KOHTaKTHi flaHi) Ta/abo 3MiHM y PO3MILLLeHHI macTep-
haiina cuctemu papmakoHarnsgy). 3MiHa KOHTaKTHUX
[aHnX YNoBHOBaXXEHOT 0CO6W 3asBHNIKA,
BiANOBIAA/ILHOT 32 hapmakoHarnsag. 3MiHa
MicLe3HaxXoKeHHS MacTep-haina cuctemm
thapmakoHarnagy. 3MiHa Micus 34iliCHEHHST OCHOBHOT
AiSNIbHOCTI 3 chapMakoHarniagy.

3a
peyermom

UA/3209/01/01

BPOHXUMNPE
T®

cupon, no 50 mn a6o
no 100 mny
onakoHi ; no 1
chnakoHy B
KapTOHHIA KopoobLi

BioHopuka
CE

HimeuunHa

BioHopvka CE

HimeyunHa

BHECEHHS 3MiH 0 peecTpaLiiiHux matepiasnis: 3MiHu |
TMny - 3MiHK 3 AKOCTi. MeanyHi NnpucTpoi. 3miHa
NpUCTPOIB A4/19 BUMIPIOBAHHS 031 260 BBEAEHHSA
NiKapcbKoro 3acoby (fofaBaHHA abo 3amMiHa
MPUCTPOIO, AKWIA He € HEBIf'EMHOI0 YaCTUHOI
NepBUHHOT yNakoBkK) - MpucTpiid, sknit mae CE-
MapKyBaHHs
3amiHa MipHOI Yallkn 3 6e36apBHOI0 LLKasIo 06'eMy
Ha IAEHTUYHY MIpHY YallKy Ae Lwkona 06’eMy YopHOro
Konbopy. YopHe 3a6apB/ieHHs HagpyKoBaHO Ha

6e3
peyenma

UA/8673/02/01
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Ne Hassa Popma surnycky 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbKo20o | (nikapcbka hopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby YNaKkoBsKa) nocsioYeHHs1

30BHILLHI/ CTOPOHI MiPHOT YaLlKK | He KOHTaKTYye 3
npenapatom. 3MiHu | Tuny - 3MiHK 3 SKocTi. [oTOBWMIA
nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3aKynopoBasibHWiA 3aci6. 3MiHa
napameTpiB cneundikauii Ta/abo JONyCTUMUX MEX
nepBUHHOT YNakoBKW1 rOTOBOrO /iKapCbKoro 3acoby
(nonoBHeHHSA cneuudikaLlii HOBUM NOKa3HUKOM 3
BiANOBIAHMM METOA0M BUNPOOYBaHHS)
[o cneundikauii MipHoro ctakaHa A04aH0 HOBWiA
napameTp cneuudikadii, a came «Hanuc» Ta BHeECEHHI
[Aesiki peAakuiiiHi 3MiHN.
3MiHu | TUNYy - 3MiHK 3 AkocTi. APl. BupobHMUTBO.
3MiHa BUPOGHYMKa BUXiAHOTO/MPOMIXHOro
NPOAYKTy/peareHTy, L0 BUKOPUCTOBYOTLCS Y
BMPOGHMYOMY npoLieci A®I, abo 3miHa BUPOGHUKa
(Bkntovaroun, ae HeobxigHoO, MicLe NPOBEAEHHS
KOHTposto sikocTi) APl (3a BigcyTHOCTI cepTudpikata
BiANOBIAHOCTI EBponeiickkili hapmakonei y
3aTBEPAKEHOMY [LOCLE)(3MiHN A0 3ax04iB, NOB'A3aHNX
3 KOHTponeM Ad|, abo foAaBaHHS AiNbHULI, Ae
NPOBOAMTLCA KOHTPO/Ib/BUNPOBYBaHHA cepii)
JopasaHHa ginbHUL Labor LS SE & Co.KG, sk
nabopatopito A48 NepPEBIPKU MIKPO6IOIOMYHOT AKOCTI
BCI€l POC/IMHHOT CUPOBUHK cupony BpoHxunpeT. Ak
HacCnifoK OHOBMIEHHA po3ainy 3.2.S.2.1 Bupo6Huku.
3MiHn | TURY - 3MiHM 3 SKOCTi. FOTOBWI NikapCbKWii
3aci6. 3MiHM y BUPO6HUMLTBI. 3MiHa iMnopTepa/3miHu,
LLIO CTOCYIOTLCS BUMYCKY Cepii Ta KOHTPOJIKO AKOCTI
roTOBOrO Jlikapcbkoro 3acoby (3amiHa abo gofaBaHHS
OiNbHWLI, Ha AKili 34iiCHI0ETbCS
KOHTPONb/BUNPOGYBaHHSA cepil) JogaHa foaaTkosa
BMNpobyBanbHa nabopartopis Labor LS SE & Co.KG
0151 nepeBipkM MiKpOG6iOI0rivyHOI AKOCTi rOTOBOTO
NpoAyKTy. SK HAacNiAOK OHOB/EHHA po3giny 3.2.P.3.1
B1pOGHWKM - BHECEHO peaakLiliHi 3MiHWU. 3MiHW | Tuny -
AAMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHSA Ta/abo
agpecu Micua NpoBaKEHHS AisNbHOCTI BUPOGHMKA
(BrntOYatouM, 3a HEObOXIAHOCTI, MicLe NPOBEeAEHHS
KOHTPOJI0 AIKOCTI), a60 BnacHWKa MacTep-ghaiina Ha
A®l, ab6o noctavyanbHuka Adl/BnxigHoro
mMarepiany/peareHTy/npomMiKHOro NMPOAYKTY, L0
3aCTOCOBYIOTbCS Y BUPOOHULTBI ADI (SKLLO 3a3HaYeHO
y [OCbE Ha NikapCbkuii 3aci6) 3a BiACYTHOCTI
cepTudpikaTa BignNoBiAHOCTI EBPONEChKIl
chapmakonei y 3aTBepKeHoMy A0cbe, abo BUPOOHMKa
HOBOI AOMNOMDKHOT PeYOBMHMN (SIKLLLO 3a3HAYEHO Y
[ocbe), 3MiHa agpecy Micus NPOBaKEHHS Ai/IbHOCTI
BUpoGHMKa A®I eKcTpakT 3 Tpasu yebpeuto/Thyme
liquid extract Bionorica Extracts S.L (Avda es Raiguer
s/n, Consell 07330 Baleares Spain). 3MiHu | Tuny -
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Ne Hassa Popma surnycky 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbKo20o | (nikapcbka hopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby YNaKkoBsKa) nocsioYeHHs1
3MiHu 3 sikocTi. FoToBMIA Nnikapcbkuii 3aci6. Cuctema
KOHTeliHep/3aKynopoBaibHWii 3aci6. 3MiHa
napameTpiB cneyudgikauii Ta/abo AoNyCTUMUX MEX
NepPBUHHOT YNakoBKN rOTOBOrO NiKapCbKOro 3acoby
(monoBHeHHs cneuudikallii HOBUM NMOKa3HUKOM 3
BiANOBIAHMM METOA0M BUNPOBYBaHHA) [0
cneyudikalii MipHOro cTakaHa fofaHo HOBUIA
napameTp cneuudikauii, a came «Aaresis YHopHuIa»
Ta BHECEHHI Aesiki peAakuiliHi 3MiHW. 3MiHK | Tuny -
3MiHu 3 sikocTi. FoToBMIA Nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3aKynopoBaibHWii 3aci6. 3MiHa
napameTpiB cneyudikauii Ta/abo AoNyCTUMUX MEX
NMepPBUHHOT YNakoBKN rOTOBOrO NiKapCbKOro 3acoby
(monoBHeHHS cneuudikallii HOBUM NMOKa3HUKOM 3
BiANOBiAHMM MeTOA0M BUNPO6GYBaHHsA). [o
cneyudikalii MipHOro cTakaHa fofaHo HOBUIA
napameTp creumdikayii «OgHOPIAHICTE MacK
[JocTaBfeHux 03 i3 6araTtof030BaHyX KOHTeHepiB»
Ta BHECEHHI Aesiki pefakuiliHi 3MiHW.

86. | BYTAAIOH mMasb, 0,05 /11 no BAT YropwuHa BAT "l'eneoH YropuwHa BHECEHHS 3MiH A0 peecTpaLiiiHux matepiasis: 3MiHu | 6e3 UA/6864/01/01
20rBT1Y6i 3 "l'epeoH PixTep" TMny - 3MiHK Woao 6e3nekn/edekTMBHOCTI Ta peuyenma
nonieTuaeHoBuM Pixtep" thapmakoHarnsgy. BeegeHHs abo 3miHv Ao
KOBMa4KoM, AKUi y3arasibHeHUX JaHnx Npo cucTemy dpapmakoHarnsgy
mae nepdopaviiini (BBEAEHHS y3aralbHEHMX AaHUX NPo cucTemy
HaKOHeYHuK; no 1 thapmakoHarnsgy, 3mMiHa ynoBHOBaXXEHOI 0cobw,

Ty6i B KQPTOHHIA BiANOBIA&/TbHOI 3a 34iiCHEHHS hapmakoHarnsay;
Kopobui KOHTaKTHOI 0coby 3 hapmakoHarnsagy 3asBHuKa a/s
3[ificHEHHS hapmMakoHarnsgy B YkpaiHi, KO BOHA
BiAMiHHA Bif YNOBHOBaXeHOI 0cO6U, BiANOBIAa/IbHOI
3a 3AjiicHeHHs1 hapMakoHariaay (Bkiyarum
KOHTaKTHI AaHi) Ta/abo 3MiHN Y pO3MilLeHHi macTep-
thaiina cuctemmn hapmakoHarnsagy). 3miHa KOHTaKTHUX
[aHnX YNoBHOBaXXEHOT 0CO6Y 3asiBHNIKA,
BiANOBIAaIbHOI 3a thapmakoHarnsag,. 3miHa
MicLe3HaxX0[pKEHHS MacTep-chaiina cuctemm
thapmakoHarnagy. 3MiHa Micus 34iliCHEHHS1 OCHOBHOT
AiSNbHOCTI 3 hapmakoHarnsgy.

87. | BABICMO po34nH Ana iH'ekuiin, | TOB "PoL YkpaiHa B1po6HMLTBO LLBeiuapis BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis: 3MiHu | 3a UA/20151/01/01
120 mr/mn; no 0,24 YkpaiHa" niKapcbKoro My - 3MiHK 3 AKOCTi. A®L. KoHTponb ADI (iHLWi 3MiHWM). peyenmom
mn (28,8 mr) y 3acoby BHeceHHs 3MiH fo p. 3.2.S.2.3. KoHTponb matepianis,
donakoHi; no 1 (BKKOYarOUmn 30Kpema: 3MiHa KpUTepiiB MPUIAHATHOCTI 3a
donakoHy y HanoBHeHHs/Neps NoKa3HWKOM eHAoToKcHHK 3 <0.05 EU/mg po <0.4
KOMMEKTI 3 FO/IKOH0 VNHHE NnakyBaHHs), EU/mg 3aTBepaxeHnx y BHYTPILLHIA cneuudikauii Ans
3 (iNbTPOM, BUMPOOYBaHHA PO34MHY MeToTpeKcarty, Lo BUKOPUCTOBYETLCA Y
ynakoBaHo0 B KOHTPO/IO B npoueci BupobHuuTea A®| chapmummady. BeegeHHs
6nicTep y KapTOHHIl npoueci 3MiH MPOTArOM 6-TK MICALIB NiCNSA 3aTBEPLKEHHS.

Kopoobui BMPOGHMLITBA,
BUNPOGYBaHHSA

KOHTPOJIHO SIKOCTI
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n/n

Ha3ssa
JliKapcbK0O20
3acoby

Popma surnycky
(nikapcbka ¢hopma,
YNaKkoBsKa)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs

Homep
peecmpayiliHo2o
nocsio4yeHHs

npy BUMycKy Ta
CTabiNbHOCTI, Kpim
MiKPOCKOMiYHOro
meToay
BU3HAYEHHS
4acToK,
36epiraHHs
nikapcbkoro
3acoby, BTOpNHHE
nakyBaHHs,
BUMYCK rOTOBOr0
nikapcbKoro
3acoby:
®.XohbdpmaHH-/15
Pow Jlta,
LBeliuapis;
Bunpo6yBaHHs
KOHTPO/IIO AKOCTI
npy BUMycKy Ta
cTabinbHOCTI
TiNbkn ons
MiKPOCKOMNIYHOro
meToay
BU3HAYEHHS
yacTtok: Consiac
Al, WBeiiuapis

88.

BAJIbCAKOP
®H80

TabneTku, BKPUTI
nNiBKOBOIO
obonoHkoto, 80
mr/12,5 wr, no 14
TabneTtok y 6nictepi;
no 2, no 4 abo no 6
6nicTepis B KOPOOLj;
no 15 tabneTtok y
6nicTepi; no 2 abo 4
6nictepu B KOpO6L

KPKA,
4n.n., Hoeo
MecTo

CnoseHisi

Bunpo6HuK,
BiANOBIAaIbHNI
3a BUPOGHMLUTBO

«in bulk»,

nepBUHHE Ta

BTOPUHHE

nakyBaHHs1,

KOHTPO/b Ta

BUWMYCK Cepii:
KPKA, a.4., Hoso
mecTo, C/10BeHis

Brpo6HWK,
BiANOBIga/IbHUIA

3a KOHTPO/b cepii:

KPKA, a.4., HoBo
mecTo, CrioBeHist
Brpo6HMK,
BiANOBIga/IbHUIA
3a KOHTPO/b cepii:

Keminab g.0.0.,
CnoBeHis

CnoseHisi/
Kutai

BHECEHHS 3MiH 10 peecTpaLjiiiHix maTepianis: 3MiHu |
UMy - 3MiHM 3 AKOCTi. FOTOBWIA Nikapcbkuii 3aci6.
3MiHM Yy BUPOGHMLTBI. 3MiHa iMmopTepa/3miHu, Wwo

CTOCYITbCA BUMYCKY Cepii Ta KOHTPOO AKOCTI
roTOBOro NikapcbKoro 3acoby (3amiHa abo foaaBaHHs
BMPOGHMKa, L0 BiANOBIAAE 3a BBE3EHHS Ta/abo
BMNyCK cepii) - He BkIoYaoun
KOHTPO/b/BUNPOBYBaHHA cepii. JogaBaHHA
BMPOGHMKa, Lo BiANOBIAAaE 3a iMnopT
Hepo3dhacoBaHOT NpoAykuii B CNoBeHito A5
noganbLioro ynakysaHHs, a came: KPKA, a.4., Hoso
mecTo, Lmap’ewka uecta 6, 8501 HoBo mecTo,
CnoBeHis, AKnil 3aTBEPMKEHNI, K BUPOBHMK

BiANoBiAabHWI 3a BUpoOHMLTBO “in bulk”, nepsuHHe
Ta BTOPVHHE NakyBaHHS, KOHTPO/b Cepil Ta BUNycK

cepii. 3MiHu | TUNy - 3MiHK 3 iKOCTi. FOTOBWIA
nikapcbkuii 3aci6. 3mMiHU y BUPO6HMLTBI. 3amiHa abo
BBE/EHHS A0AAaTKOBOI AiNbHULI BUPOGHMULTBA A5

YacTVHM abo BCbOro BUPOGHNYOro NpoLecy rotToBoro

nNikapcbKoro 3acoby (AinbHULA, Ha SKili NPOBOAATLCA
6yAb-sKi BAPOOHUYI CTagji, 3a BUHATKOM BUMYCKY

cepiil, KOHTPOIIO AKOCTi, NEPBMHHOIO Ta BTOPUHHOIO
nakyBaHHS, /19 HECTEPUTbHUX NiKapCbknX 3acobiB).

BBegeHHs1 104aTKOBOI AiNbHULI ANs BUPOGHMUTBA “in

3a
peyenmom

UA/9450/01/02
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n/n

Ha3ssa
JliKapcbK0O20
3acoby

Popma surnycky
(nikapcbka ¢hopma,
YNaKkoBsKa)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs

Howmep

peecmpayiliHo2o

nocsioYeHHs1

BUPOBHUK,
BignoBiganbHMi
3a BUPOGHMLTBO

"in bulk":
Hinr6o MeHoBo
TiaHkaHr
PapmacbioTrKanc
Ko., N1, Kutaii

bulk” HiHr6o MeHoBo TiaHkaHr dapmacbioTukanc Ko.,
Nita, Ne 85 BiHxali Bect Poag, [lakci leBenionveHT
3o0yH, HiHréo, 315000, Kutaii/Ningbo Menovo
Tiankang Pharmaceuticals Co., Ltd., No. 85 Binhai
West Road, Daxie Development Zone, Ningbo,
315000, China. BBeeHHs 3MiH NpoTAroM 6-t1 micsuis
nicns 3areepgkeHHs. 3MiHu | Tuny - 3MiHK 3 SKOCTI.
CepTtudikaT BignosigHocTi/l E-cepTudikart
BiANOBIAHOCTI EBponeiickbkili hapmakonei/MoHorpadii.
MopaHHA HOBOro abo OHOBNEHOTO cepTudikaTa
BIANOBIAHOCTI ab0 BUyYeHHs cepTudikata
BiANoBigHOCTI EBponeiickkili hapmakonei: ans Adl;
A5 BUXIAHOrO mMaTepiasy/peareHTy/npoMiXXHOro
NPOAYKTY, WO BUKOPUCTOBYHOTLCH Y BUPOOHNLTBI AdI;
0151 ONOMIXHOI pevoBuHY (cepTudikat BiANoBIAHOCTI
€sponelicbkili hapmakonei) - OHOBNEHW cepTudpikaT
Bif} y)Xe 3aTBepAKeHOro BUpobHuka. MNMogaHHsA
OHOBJIEHOrO cepTudikaTa BiAnoBigHOCTI EBponeichbkili
hapmakonei R1-CEP 2000-091-Rev 04
(3aTtBepmxeHuii: R1-CEP 2000-091-Rev 03) ana Ad®l
rigpoxnopTiasuay Big yxe 3aTBepyKeHOro BUPO6HMKa
Unichem Laboratories Limited.
3miHu | TUny - 3MiHn 3 akocTi. CepTudikar
BignosigHOCTI/IE-cepTudcpikat BignosigHOCTI
€sponeiicbkiii hapmakonei/moHorpadii. MoaaHHs
HOBOro abo OHOB/IEHOTO cepTudlikaTa BifnoBigHOCTI
ab60 BUy4YeHHs cepTudpikarta BignoBiAHOCTI
€Bponeiicbkiii hapmakonei: ans A®I; ana BuXigHOro
marepiany/peareHTy/npomMiKHOro NPOAYKTY, Lo
BMKOPUCTOBYHOTbCA Y BUPOOHMLTBI APIl; Ans
[0NOMDKHOT peyoBrHY (cepTudikaT BignoBigHOCTI
€Bponelicbkin dhapmakonei) - OHoOBeHUA cepTudikat
Bif y)Xe 3aTBepxeHoro Bupo6Huka (B.111.1. (a)-2 1A)
MopaaHHA OHOBMEHOrO cepTuddikaTa BiANOBIAHOCTI
€sponelicbkinn hapmakonei R1-CEP 2011-148-Rev 04
(3aTBepmxeHuii: R1-CEP 2011-148-Rev 03) ana Ad®I
BasicapTaHy Bif, y)Xe 3aTBepKeHOro BUPOOHMKa
KRKA, d.d., Novo mesto, Slovenia.

89.

BAHKOMILWN
H

niodpinizat ana
pO3unHy ansi
iHcpysii no 500 wmr;
no 1 a6o 10 cknsHMx
oNakoHiB,
3aKyrnopeHux
rymMOBO NPo6Koto,
crnopsigKeHo
QTIOMIHIEBUM
0BTUCKHUM
KOBMAYKOM i
KPULLIKOK «dpsiin-

[bxeHodha
pm itg,

Benwvka
BputaHis

XaiiHaHb Moni
®apm Ko., fta.

Kutait

BHECEHHS 3MiH [10 peecTpaviiiHix maTepianis:
BunpaBneHHsa TexHIYHOI NOMUAKK, 3rigHo n.2.4. n.n. 4
po3gainy VI Hakazy MO3 Ykpainu Big 26.08.2005p. Ne

426 (y pepakuii Hakazy MO3 Ykpainu Big 23.07.2015 p
Ne 460) y 3aTBepmkeHnx MKA /13, a came B meToj
KOHTposito /13 3a nokasHukom «KinbkicHe
BU3HauYeHHs» (USP <81>) npu npoboniarotosLi

BMMPOGOBYBAHOr0 PO3UMHY AOMNYLLEHO NOMUIIKY
nepeknagy y 3a3HaueHHi nikapcbkoi chopmu (kancyna

3aMiCTb 1aKkoHa).

3a
peyenmom

UA/19627/01/01
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Ne Hassa Popma surnycky 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbKo20o | (nikapcbka hopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby YNaKkoBsKa) nocsioYeHHs1
0¢)» Y KapTOHHii
Kopobui
90. | BAHKOMILWN niodpinizat ana [bxeHodha Benvka XaliHaHb Moni KuTai BHECEHHS 3MiH [10 peecTpaviiiHix maTepianis: - UA/19628/01/02
H PO34nHy Ans p™ NITA, BpuTaHis ®apwm Ko., /114, BunpaBneHHs1 TEXHIYHOI NOMWAIKK, 3rigHO N.2.4. n.n. 4
iHcpysiii no 1000 mr; po3gainy VI Hakazy MO3 Ykpainu Big 26.08.2005p. Ne
in bulk: no 100 426 (y pepakuii Hakazy MO3 Ykpainu Big 23.07.2015 p
h1aKoHIB y Ne 460) y 3aTBepmkeHnx MKA /13, a came B meToj
KapTOHHIA Kopoo6Li KOHTposito /13 3a nokasHukom «KinbkicHe
BU3HauYeHHs» (USP <81>) npu npoboniarotosLi
BMMPOGOBYBAHOr0 PO3UMHY AOMNYLLEHO NOMUIIKY
nepeknagy y 3azHaueHHi nikapcbkoi chopmu (kancyna
3aMicTb 01aKkoHa).
91. | BAHKOMILUWA niogpinizat gns [xeHocha Benuka XaviHaHb Moni Kutaii BHECEHHS 3MiH [0 peecTpavjiiiHiX maTepianis: 3a UA/19627/01/02
H pPO34unHy Ana pm JITA, BpuTaHis ®apwm Ko., /114, BunpaBneHHss TeXHIYHOI NOMW/IKK, 3rigHo N.2.4. n.n. 4 peyenmom
iHpys3iii no 1000 mr; po3ainy VI Hakazy MO3 Ykpainu Big 26.08.2005p. Ne
no 1 a6o 10 cknsHMX 426 (y pepakuii Hakasy MO3 Ykpainu Big 23.07.2015 p
hNaKkoHiB, Ne 460) y 3arBepgxeHux MKA /13, a came B meTogj
3aKynopeHux KOHTpOt0 M3 3a nokasHNkoM «KinbkicHe
ryMOBOIO NPO6KOLO, BM3HauYeHHa» (USP <81>) npu npo6onigrotoBLi
CNopSALKEHOIO BUNPO6GOBYBAHOIO PO3YMHY AOMYLLEHO NOMUIIKY
IOMIHIEBUM nepeknagy y 3asHauyeHHi nikapcbkoi oopmu (kancyna
06TUCKHUM 3aMicTb o/iakoHa).
KOBMAYKoOM i
KpULLIKOKO «cpnin-
0oth» y KapTOHHii
Kopo6ui
92. | BAHKOMILA niogpinizat gna [hxeHocba Benuka XaliHaHb Moni KnTaii BHECEHHS 3MiH 10 peecTpayiiiHux maTepianis: - UA/19628/01/01
H PO34nHy Ans pm 114, BpuTaHis ®apwm Ko., 1114, BunpaBneHHs1 TEXHIYHOI NOMW/IKK, 3rigHo N.2.4. n.n. 4
iHpy3iii no 500 wmr; po3ainy VI Hakazy MO3 Ykpainu Big 26.08.2005p. Ne
in bulk: no 100 426 (y pepakuii Hakazy MO3 Ykpainu Big 23.07.2015 p
oNnakoHIiB y Ne 460) y 3aTBepgxeHnx MKA /13, a came B MeTogj
KapTOHHIlA KopooLi KOHTpOst0 13 3a nokaszHNkom «KinbKicHe
BU3HauYeHHs» (USP <81>) npu npoboniaroTosLi
BUNPOBGOBYBAHOIO PO3YNHY AOMYLLEHO MOMUIIKY
nepeknagy y 3azHauyeHHi nikapcbkoi hopmu (kancyna
3amicTb 1aKoHa).
93. | BAHKOMILUWU niodpinizat gns dapmaveB pewis AHOAPM peuis BHECEHHS 3MiH A0 peecTpaviiiHux matepiasis: 3MiHu | 3a UA/8773/01/01
H-BOKATE NPUroTyBaHHSA TU4Ha XENNAC C.A. My - 3MiHK Woao 6esnekn/edekTMBHOCTI Ta peyenmom
pO3YuHy Ans KOMMaHis thapmakoHarnsgy. BeegeHHs abo 3miHu Ao
iHcpy3ii no 500 wmr; "Bokate y3arasibHeHVX faHux Npo cuctemMy dpapmMakoHarisay
no 1 a6o 10 C.A" (BBEAEHHSA y3ara/lbHEHNX AaHUX MPo cuctTemy
h/1aKoHiIB 3 hapmakoHarnsgy, 3MmiHa ynoBHOBaXeHoi 0cobu,

niodpinizatom y
KapTOHHIlA KopooLi

BiANOBIAAUTbHOI 3a 34iiCHEHHS hapmakoHarnsaay;
KOHTaKTHOI 0cO6M 3 chapmakoHarnsay 3asiBHuKa ans
3ailicHeHHA hapMakoHarnsgy B YKpaiHi, SKLL0 BoHa
BiAMiHHA Bif YNOBHOBaXeHOI 0CO6U, BiANOBIAA/TbHOI

3a 3[jiicHeHHs1 hapMakoHariaay (Bkiyarum
KOHTaKTHI AaHi) Ta/abo 3MiHN Y pO3MilLeHHi macTep-
charina cuctemu papmakoHarisgy) - 3MiHa KOHTaKTHOI
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Ne Hassa Popma surnycky 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbKo20o | (nikapcbka hopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby YNaKkoBsKa) nocsioYeHHs1
0cob6u 3asBHKKa, BiANOBIAA/LHOI 3a thapmakoHarnsag, s
YkpaiHi. [itova pegakuis: Bagpa OneHa AHaToniiBHa.
[MponoHoBaHa pefakuis: TkayeHko TeTaHa MNeTpiBHa.
94. | BAHCTA® niogpinizat gns Aypo6iHao IHAiA HOpxia dapma IHAisa BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiasis: 3MiHu | 3a He UA/17479/01/01
po3unHy ons dapma CneuieniTi3 TUny - AAMIHICTPaTVBHI 3MiHM. 3MiHa HaliMeHyBaHHS peyenmom | nionsizae
iHcpysiiA, 1000 mr 1 ntp, Nimites, HOHIT-II Ta/abo agpecu micusa NPoBaKeHHs AisIbHOCTI
oNakoH 3 MOPOLLUKOM BMpPO6HMKa/iMNnopTepa roToBOro JlikapCbKoro 3acoby,
y nauui BK/IOYAOUM AiNbHULI BUMYCKy cepii abo micue
NpPOBeAEeHHSA KOHTPOJIHO AKOCTI. (4isNbHICTb, 3a AKY
BiANOBIAae BUPOGHMK/IMNOPTEpP, BKIOYAOUN BUMYCK
cepiii). 3miHa Ha3BU Ta agpecy BUPOOHNYOT Ai/TbHULL.
PaKkTUYHe MicLLe3HaxXoMKEHHSI BUPOOHMNYOT AiNbHUL Ta
BCi BUPOGHMYI onepaw,ii 3a/1MwarTbCsl HE3MIHHUMN.
3MiHN BHECEHO B iHCTPYKL,il0 415 MeANYHOro
3acTocyBaHHSA NiKapcbKoro 3acoby y po3gim
"Brpo6HuK" Ta "Micue3HaxomkeHHs BUPOOHUKa Ta
agpeca MicLs NpoBaKeHHS Moro AisnbHocCTI" 3
BiANOBIAHMMU 3MiHAMW B TEKCTi MapKyBaHHS yNakoBOK.
95. | BAPUIPUKC niodpinisat gna nakcoCmi Benuka nakcoCmiTKnsiiH Benbris BHECEHHS 3MiH 40 peecTpaviiHnx maTtepiasis: 3MiHn | 3a UA/15966/01/01
™ PO34MHY A5 iH'EKUNA TKNsiH BpuTaHis Bionogxikans C.A. My - 3MiHKn 3 AKoCTi. A®Il. KoHTposib A®L. 3miHa y peyenmom
VARILRIX™ no 1 gosi; 1 conakoH EkcnopT MeTofax BunpobysaHHa APl abo BuxigHoro
BAKUUHA 3 niocpinizatom Ta 1 Nimiteq MaTepiany/MpoMiKHOro NPoAyKTy/peareHTy, Wo
And amnyna 3 BMKOPWCTOBYETbLCA y NpoLieci BUpo6HMLUTBa ADI (iHLUi
MPO®ITAKT PO34MHHMKOM (BO4A 3MiHN) BHeceHHs 3MiH fo po3ainis 3.2.S.2.3 Control of
KN Ans iH'ekuiii) B materials Ta 3.2.5.2.6 Manufacturing Process
BITPAHOI naacTUKoBOMY Development, a came- yCyHEHHS pO36KHOCTENR Mix
BICMWN XXBA | KoHTeliHepi B 3apEECTPOBAHOI AOKYMEHTaLlielo Ta onepaw,iliHow
ATEHYNOBA KapTOHHI KOpoo6L; [OOKyMeHTaLi€, L0 BUKOPUCTOBYETLCA Nig, vyac
HA 1 chnakoH 3 TecTyBaHHs MOCIBHOTO Matepiany Ta 6aHKy KNiTWH.
niocpinizatom Ta 1
nonepeAHbL0
HamnoBHEHWI WnpuL,
3 PO3YMHHUKOM
(BOAa ANA iH'eKUin) y
KOMMNIEeKTi 3 ABOMa
rosikamu B
n1acTMKoBOMY
KOHTEliHepi B
KapTOHHI KopobLyj;
100 donakoHiB 3
niocpinizatom Ta 100
amnyn 3
PO34YMHHMKOM (BOAA
ans iv'exuiii) (8
YapyHKoBIl
yNakoBLi) B OKpeEMUX
KapTOHHMX KOPOGKax
96. | BETAKCUH® | kancynu 3AT YropuuHa 3AT YropuvHa BHECEHHS 3MiH 10 peecTpaLiiiHnx maTepianis: 3MiHu | 3a He UA/3580/02/02
NPOIOHIOBaHOI Aji dapmaueB dapmaueBTUYHUI TMNY - 3MiHK 3 AKOCTI. FOTOBWIA liKAPCbKWIA 3acib. peyenmom | nionsieae
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Ne Hassa Popma surnycky 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbKo20o | (nikapcbka hopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby YNaKkoBsKa) nocsioYeHHs1
no 75 mr; no 10 TUYHWIA 3aBog ElIC KOHTpO/1b rOTOBOrO NikapcbKkoro 3acoby. 3miHa y
Kancyn y 6nictepi; 3aB0[, MeToAax BUMPOOYBaHHS rOTOBOTO JlikapCbKOro 3acoby
no 3 6nictepu B ETIC (He3HayHa 3MiHa y 3aTBEpIKEHNX MeToAax

KapTOHHIlA KOpo6L;
no 14 kancyny
6nictepi; no 2
6nictepu B
KapTOHHI Kopoo6Li

BMNPOBYBaHHSA) 3MiHN B MeTOAji BUnpobysaHHs 13 3a
NoKa3HMKOM «P0o34MHeHHs», a came gogaHo USP C3,
BU/TyYeHO iHdhopMaLiio Npo MoAens npunagy ans
PO34YMHEHHS, AOAAHO NpUroTyBaHHA 10% chocthopHOT
KMCMOTK, 3MIHEHO TUCK KO/TOHKW, BKa3aHo
Temneparypy 3paska, 3MiHV B pO3paxyHKOBIi
dopmyni.

BBefeHHs 3MiH NpoTArom 6-T1 MicALiB micns
3aTBEPMKEHHS. 3MiHM | TUMy - 3MiHK 3 AKOCTi. [0TOBWIA
nikapcbkuii 3aci6. KOHTPOb rOTOBOTO NiKapCbKOro
3acoby. 3miHa y MeToAax BUNpPoGyBaHHS roTOBOrO
niKkapcbKoro 3acoby (He3HayHa 3MiHa y 3aTBEePAKEHNX
MeToAax BUNPOOYBaHHS) BHECEHHS 3MiHN B METOf,
BMNpo6yBaHHSA /13 3a nokasHnkom «BmicT Boan
(TMTpyBaHHA 3a MeToaoM Kapna diwepa)», a came
3MiHa HaBaku BUNPOOOBYBAHOIO 3paska; 3mMiHa
KiNIbKOCTi MeTaHo/y Npy BU3HAYEHHI BOLHOTO TUTPY.
BBefeHHA 3MiH NPOTAroM 6-Tu MicALiB nicns
3aTBEPMAKEHHS. 3MiHM | TUMY - 3MiHK 3 SIKOCTi. FOTOBWIA
nikapcbkuii 3aci6. KOHTpOb rOTOBOrO NiKapCbKOro
3acoby. 3miHa y MeTodax BUNpo6yBaHHS roTOBOrO
nikapcbKoro 3acoby (He3HayHa 3MiHa Y 3aTBepAKeHNX
MeToJax BUMPOOYBaHHS) BHECEHHS 3MiH B METOZ,
BMNpo6yBaHHA /13 3a Noka3HUKOM «CTOPOHHI
[OOMILLKM», a came foAaHO NOCNifOBHICTb
xpomatorpacdyBaHHs, gogaHo USP C3, gogaHo
PO34MH AN NepeBipK/ YyTANBOCTI cucTeMu, A0AAHO
iHchopmaLito Npo TepMiH 36epiraHHA PO3YMHIB, 3MIHEHI
KpuTepii OUiHKM NapameTpiB NPUAATHOCTI cucTemMun
po3AineHHs, hakTopy cUMMeTpIl, Yncna TeopPeTUUHNX
Tapinok. BeefeHHs 3MiH NpoTArom 6-Tv MicauiB nicns
3aTBEPMKEHHS. 3MiHM | Tuny - 3MiHK 3 AKOCTi. [oTOBWIA
nikapcbkuii 3aci6. KOHTPOb rOTOBOTO NiKapCbKOro
3acoby. 3miHa y MeTogax BMnpobyBaHHS roTOBOro
nikapcbKoro 3acoby (He3HayHa 3MiHa y 3aTBEPAKEHNX
MeToAax BUNPoOyBaHHSA) BHECEHHS 3MiH B METO/,
BUNpo6yBaHHA /13 3a nokasHWKOM «KinbkicHuii BMiCT
Aitoyoi pevoBuHN (YP-cnekTpodoToMeTpis)», a came
BW/TyHYeHO iHdhopMaLito Mpo Mapky npuniagy, 4oAaHo
USP C3, 3miHu B po3paxyHKoBili chopmyni. BBefeHHA
3MiH NPOTAroM 6-TW MICALB NicNs 3aTBEpKEHHS
3MiHu | TUNY - 3MiHK 3 SIKOCTi. FOTOBWIA Nikapcbkuii
3aci6. KOHTpOsib roTOBOro Nikapcbkoro 3acoby. 3miHa
y MeTofax BUNpobyBaHHA rOTOBOTO NiKapCbKOro
3aco0y (He3Ha4yHa 3MiHa y 3aTBepMXeHNX MeTodax
BUNPOOYBaHHA) BHECEHHS 3MiH B METOS,
BMNPOOGYBaHHS «lAeHTUdiKaLis Aito40i pevyoBUHU
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Ne Hassa Popma surnycky 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbKo20o | (nikapcbka hopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby YNaKkoBsKa) nocsioYeHHs1

(TWX)», a came gogaHo USP C3, gogaHo
npurotyeBaHHsa 0,1 M HCl ta 1 M HCI, 3miHn po3mipis
XpomaTorpadiyHoi Kamepu, 3aHa4yeHo yac
XpomaTorpadpysaHHsl. BBeieHHS 3MiH NpOTArom 6-Tu
MiCALIB MIiC/1A 3aTBEPKEHHS
3MiHu | TUNY - 3MiHK 3 SKOCTi. FOTOBWIA Nikapcbkuii
3aci6. KOHTpO/ib rOTOBOro NiKapcbkoro 3acoby. 3miHa
y MeTofax BUNpobyBaHHA rOTOBOTO NiKapCbKOro
3aco0y (He3HauyHa 3MiHa y 3aTBepMXeHNX MeTodax
BUNPOOYBaHHSA) - BHECEHHS peflakLiiiHuiX 3MiH B MeTop,
BMNPOGYBaHHSA «laeHTudikalia girovoi peyoBuHm (Y d-
CNeKTPohoTOMETPISA)», NepetopMy ItoBaHHSA BUMOT
cneuudikawyi.

BBefeHHs 3MiH NpoTArom 6-T1 MicAuiB micns
3aTBEpAXEHHSt 3MiHM | Tuny - 3MiHK 3 AkocTi. FoToBWMIA
nikapcbkuii 3aci6. KOHTPOb rOTOBOTO NiKapCbKOro
3acoby. 3miHa y MeToAax BUNpPo6yBaHHS rOTOBOrO
niKkapcbKoro 3acoby (He3HayHa 3MiHa y 3aTBepAKEHNX
MeToAax BUNPoOYBaHHS) BHECEHHS pefaKLUiiHX 3MiH
B MeTOZ KOHTposto /13 3a nokasHnkom «CepeaHsi
Maca». BBefieHHS 3MiH NPOTArom 6-Tu MicALiB nicns
3aTBEPMAKEHHS. 3MiHM | TUMY - 3MiHK 3 SIKOCTi. FOTOBWIA
nikapcbkuii 3aci6. KOHTpOb rOTOBOrO NiKapCbKOro
3acoby. 3miHa y MeTodax BUNpo6yBaHHS roTOBOrO
nikapcbKoro 3acoby (He3HayHa 3MiHa Y 3aTBepAKeHNX
MeToAax BUNPOOYBaHHS) BHECEHHS pefakLiiHiX 3MiH
B METO/ KOHTPO/0 /13 3a NoKasHUKOM
«Po3nagaHHsA». BBegeHHs 3MiH NpoTsarom 6-Tv micsuis
nicns 3aTBepAKeHHs
3MiHu | TUNY - 3MiHM 3 SIKOCTi. FOTOBWIA Nikapcbkuii
3aci6. KOHTpOsib rOTOBOro Nikapcbkoro 3acoby. 3miHa
y MeTofax BUNpobyBaHHA rOTOBOTO NiKapCbKOro
3aco0y (He3Ha4Ha 3MiHa y 3aTBepMXeHNX MeTodax
BMNPOGYBaHHA) BHECEHHS 3MiH B cneuundikaiio Ta
MeToZA KOHTposito /13 3a nokasHUKOM «Onuc». 3MiHn
BHeCceHO B po3gin "Jlikapcbka chopma” (OCHOBHI
Pi3nNKO-XiMiYHI BNAaCTUBOCTI) B IHCTPYKLitO 415
MeAMYHOro 3aCTOCYBaHHS NiKkapCbKoro 3acoby.
BBefeHHA 3MiH NPOTAroM 6-Tu MicALiB nicns
3aTBEPMAKEHHST 3MiHM | TUNy - 3MiHK 3 AKoCTi. FoToBWMIA
nikapcbkuii 3aci6. KOHTpOb rOTOBOrO NiKapCbKOro
3acoby. 3miHa y MeTodax BUNpo6yBaHHS roTOBOro
nNikapcbKoro 3acoby (He3HayHa 3MiHa y 3aTBepAKeHNX
MeToJax BUMPOOYBaHHS) HE3HAYHI peAakuiliHi 3MiHN B
MeTogi BunpobyBaHHs /13 3a NOKasHWKOM
«OfHopigHICTb f030BaHMX oguHuLb» (Ph.Eur. 2.9.40,
po3paxyHKOBO-BaroBuii). BBeeHHS 3MiH NpoTarom 6-
TV MicALiB Nicnsa 3aTBepAXeHHSA. 3MiHN | Tuny - 3MiHK
3 IKOCTi. FOTOBMIA Nnikapcbkuii 3aci6. KoHTponb
roTOBOro fikapcbkoro 3acoby. 3miHa y MeTogax




82

Ne Hassa Popma surnycky 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbKo20o | (nikapcbka hopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby YNaKkoBsKa) nocsioYeHHs1

BMNPOGYBaHHA roTOBOrO /iKapCbKOro 3acoby
(He3HayHa 3MiHa y 3aTBEPMKEHNX METOAAX
BMNPOBYBaHHSA) HE3HAYHI 3MiHW B crieuudikaLii Ta
MeTogi KOHTposto 13 3a Noka3HMKOM
«MikpobionoriyHa unctota». BBeeHHs1 3MiH NPOTSArom
6-TN MicALiB Nicnsa 3aTBEPKEHHSA
3MiHu | TUNY - 3MiHK 3 AKOCTi. FOTOBWIA NiKapCbKuii
3aci6. KOHTposib roTOBOrO NikapcbKoro 3acoby. 3miHa
y MeTofax BUNpobyBaHHA rOTOBOrO NiKapcbKoro
3aco6y (He3HauyHa 3MiHa y 3aTBEPPKEHNX METOAAX
BMNPOGYBaHHS) BHECEHHS 3MiHU B METOZ,
BUNPO6YBaHHA /13 3a Noka3HUKOM «laeHTudikavis
okcuay 3asisa B neneTi (KoNbopoBa peakLis)», a came
ONMCaHO NPUroTyBaHHSA PeakTuBiB; NPU BUNPOOYBaHHiI
BUKOPWCTOBYIOTb HaBaxky 10 kancyn (B
3aTBepaxeHoMy meTogi 30 kancyn). BBegeHHs 3MiH
NpoTArom 6-Tu MicALIB NiCAA 3aTBEPMKEHHS. 3MiHu |
TUMy - 3MiHM 3 AKOCTi. FOTOBWIA Nikapcbkuii 3aci6.
KOHTpO/1b rOTOBOrO NikapcbKkoro 3acoby. 3miHa y
MeToAax BUNpobyBaHHSA rOTOBOTO JliKapCbKOro 3acoby
(He3HayHa 3MiHa y 3aTBEPAKEHNX METOAAX
BMNPO6YBaHHS) pefakLiiiHi 3MiHM B cneuundikauii Ta
MeTOZji KOHTPOJIO 3a NoKasHMKOM «Konip neners.
3MiHV BHeceHo B po3zin "/likapcbka oopmMa” (OCHOBHI
Pi3nNKO-XiMiYHI BNAaCTUBOCTI) B IHCTPYKLitO 415
MeAMYHOro 3aCTOCYBaHHS NiKkapCbKoro 3acoby.
BBefeHHA 3MiH NPOTAroM 6-Tu MicALiB nicns
3aTBEPAKEHHS. 3MiHM | TUMY - 3MiHK 3 AKOCTi. [OTOBWIA
nikapcbkuii 3aci6. KOHTpOb roTOBOrO NiKapCbKOro
3acoby. 3miHa y MeTodax BUNpo6yBaHHS roTOBOrO
nNikapcbKoro 3acoby (He3HayHa 3MiHa y 3aTBepAKeHNX
MeToJax BUNPObyBaHHS) pefakuiiiHi 3MiHM B
cneundikaLii Ta MeToy KOHTPOJIH0 3@ NOKa3HNKOM
«3anax nenet». 3MiHN BHECEHO B po3Ain "Jlikapcbka
chopma" (OCHOBHI Di3VKO-XiMiYHi BaCT1BOCTI) B
IHCTPYKLiO 415 MeANYHOrO 3aCTOCYBaHHSA NiKapCbKoro
3aco6y. BBefeHHA 3MiH NPOTAroM 6-Tu micsuiB nicns
3aTBEPMKEHHS. 3MiHM | Tuny - 3MiHK 3 AKOCTi. [oTOBWIA
nikapcbkuii 3aci6. KOHTPOb rOTOBOTO NiKapCbKOro
3aco6y. 3miHa napameTpiB cneyudikauin Ta/abo
[OMYCTUMMX MEX roTOBOTO NiKapCbKoro 3acoby
(monoBHEHHA abo 3aMiHa NokasHuka crewmdikauii 3a
pesynbTatamu focnifpxkeHb 3 6e3nekn abo AkocTi (3a
BMHATKOM NliKapCbK1X 3ac06iB
6i0N10ri4YHOro/iMyHO/IOMNYHOr0 NOXOKEHHS))
3MiHa Bumor creumdikadii 13 3a nokasHMKOM
"CynpoBigHi JOMILLKK". BBEAEHHS 3MiH MPOTArom 6-Tn
MicsILiB MicNs 3aTBepoKEHHS
3MiHu | TUNY - 3MiHK 3 AKOCTi. FOTOBWIA NiKapCbKuWii
3aci6. KOHTpo/1b rOTOBOro NiKapcbKoro 3acoby. 3miHa
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Ne Hassa Popma surnycky 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbKo20o | (nikapcbka hopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby YNaKkoBsKa) nocsioYeHHs1

napameTpiB cneyugikauiii Ta/abo AONYyCTUMUX MEX
roTOBOIO /liKapCbKOro 3acoby (BMTyYEHHS HE3HAYHOrO
nokasHuka (Hanpuknag 3actapisioro NokasHuKa, Takoro
AK 3anax Ta cmak, abo igeHTudikauisa 6apBHUKIB YK
CMaKoBUX J06aBOK)) BUlyHEHHS MOKa3HuKa
crneundikauii NN3 «lgeHTudpikauis Tutany giokcugy B
cknagj 060M0HKN Kancynu». BBeAeHHS 3MiH NPOTATrom
6-TV MicALIB Mic/1A 3aTBepMKEHHSA. 3MiHu | Tuny -
3MiHK 3 SKoCTi. FoToBMIA Nikapcbkuii 3aci6. KoHTporsb
roTOBOrO /likapcbkoro 3acoby. 3miHa napameTpis
cneumdikauii Ta/abo AONYCTUMKX MEX FOTOBOr0
nikapcbKkoro 3acoby (BUNyYeHHS He3Ha4YHOro
nokasHuka (Hanpviknag 3actapifioro nokasHuka, Takoro
AIK 3anax Ta cmak, abo igeHTudikawis 6apBHUKIB YK
CMakoBux 006aBOK)) BUTYYEHHS NOKa3HUKA
cneundikauii MN3 «lgeHTndikauis okengy 3anisa
XKOBTOrO B CkNazi 060M10HKU Kancynu». BBegeHHs 3MiH
NPOTArom 6-Tv MicAILiB Micns 3aTBepKEHHS. 3MiHu |
TNy - 3MiHK 3 SIKOCTi. FOTOBWMIA Nnikapcbkuii 3aci6.
KOHTpOs1b rOTOBOrO Nikapcbkoro 3acoby. 3MiHa
napameTpiB cneyudgikauii Ta/abo AoNyCTUMUX MEX
roTOBOro NikapCbKoro 3acoby (BUy4YeHHs1 HE3HAUYHOTO
nokasHuka (Hanpuknag 3actapisioro nokasHuka, Takoro
SIK 3anax Ta cmak, abo igeHTudikalis 6apBHUKIB YK
CMakKoBUX [406aBOK)) BUyHEHHS MOKa3HuKa
cneuudikauii M3 «lgeHTudikalis 6apBHUKa B cknagi
060/10HKN Kancyn — eputposuHy (TLLUX)». BBegeHHs
3MiH NPOTAroM 6-TW MicALiB NicNs 3aTBEPKEHHS.
3MiHn | TURY - 3MiHM 3 SKOCTi. FOTOBWI NikapCbKWii
3aci6. KoHTposib roToBOro Nikapcbkoro 3acoby. 3miHa
napameTpiB cneuugikauiii Ta/abo AONYyCTUMUX MEX
rOTOBOrO Jlikapcbkoro 3acoby (iHLWi 3MiHW) BBEAEHHS
nepioguyHocTi BUNpobyBaHHSA /13 3a NOKa3HWKOM
«MikpobionoriyHa unctota». «*TecTyeTbCa neplua
cepis LWOpPOKy, MOTiM TifIbkn KoxHa 10-Ta cepisi».
BBefeHHA 3MiH NPOTAroM 6-Tu MicALiB nicns
3aTBEPIKEHHS
3MiHn | TURY - 3MiHM 3 SKOCTi. FOTOBWI NikapCbKWii
3aci6. 3MiHM Yy BUPOOHULTBI. 3MiHM Y NpoLeci
BMPOGHULITBA rOTOBOTO J1iKapCbKOro 3acoby,
BK/THOHAI0UM NPOMIKHWIA NPOAYKT, WO 3aCTOCOBYETLCA
npu BUPOOHULITBI FOTOBOTO J1iKaPCLKOro 3acoby (iHLi
3MiHW)
He3HayHi 3MiHV BUK1aeHHs onucy BUpoBHMYOT cTagil
«[lMoppibHeHHA nonepeAHbOI CyMilli X/1o0puay Kanito Ta
X/10pUAYy HaTpio» Y NpoLeci BUTOTOB/IEHHSA SAep-
nenert, WO 3acTOCOBYIOTLCS NPU BUPOOHULTBI
rOTOBOrO JlikapCbKOro 3acoby. BupobHuumii nporec
3a/mwaeTbea 6e3 3MiH. 3MiHu | Tuny - 3MiHK 3 AKOCTI.
[oTOBMIA Nikapcbkuii 3aci6. CTabinibHICTb. 3MiHa Y




84

Ne Hassa Popma surnycky 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbKo20o | (nikapcbka hopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby YNaKkoBsKa) nocsioYeHHs1
TepMiHax npuaaTHOCTi abo ymoBax 36epiraHHs
rOTOBOrO JlikapCbkoro 3acoby (iHLi 3MiHW) HEe3HAYHI
3MiHV B po3aini «YMoBM 36epiraHHs» y BiANOBIAHOCTI
[0 matepianis BUpo6Huka. [livoua pegakuia: Mpenapar
36epirat npu Temneparypi He Buwe 30°C y cyxomy i
He JOCTYMNHOMY ANs AiTei micui. MponoHoBaHa
pepakuis: 36epiratv B opuriHasIbHil ynakoBL,i npu
Temneparypi He Buwe 30°C. 36epiratn y
HeJ0CTYNHOMY A1 AiTeli MicLi.
97. | BENAKCUH® | kancynu 3AT YropuwuHa 3AT YropuwuHa BHECEHHS 3MiH 0 peecTpaLiinHux matepiasnis: 3MiHu | 3a He UA/3580/02/03
NPOJIOHroBaHoOI fji dapmaveB dapmanleBTUUHNI TUMy - 3MiHM 3 AKOCTi. [OTOBWIA Nikapcbkunii 3acib. peyenmom | nionsizae
no 150 wmr; no 10 TUYHWIA 3aBof EliC KOHTpOs1b roTOBOro NikapcbKkoro 3acoby. 3miHa y
Kancyn y énictepi; 3aB0j, MeTofax BUNpobyBaHHS rOTOBOTO JliKapCbKOro 3acoby
no 3 6nictepu B ErIC (He3HayHa 3miHa y 3aTBEpXEHUX MeTogax

KapTOHHI Kopo6Lyj;
no 14 kancyny
6nicTepi; no 2
6nictepu B
KapTOHHI Kopobui

BUNPOGYBaHHSA) 3MiHW B MeTOZi BUnpobyBaHHs /13 3a
Noka3HMKOM «P0o34MHeHHs», a came gogaHo USP C3,
BWy4EHO iHhopMaLiito Npo MoAe b nNpunagy 4ns
PO3YMHEHHS, foAaHOo NpUroTyBaHHA 10% dhocdopHoil
KNCNOTU, 3MIHEHO TUCK KOMTOHKM, BKa3aHO
Temneparypy 3paska, 3MiHV B pPO3paxyHKOBIl
copmyni.

BBefeHHs 3MiH NpoTArom 6-T1 MicAuiB micns
3aTBEpPMKEHHS. 3MiHM | TuMny - 3MiHK 3 AKOCTi. [oToBWIA
nikapcbkuii 3aci6. KOHTPOb rOTOBOTO NiKapCbKOro
3acoby. 3miHa y MeTogax BMnpobyBaHHS roTOBOro
nikapcbKoro 3acoby (He3HayHa 3MiHa y 3aTBEpPAKEHNX
MeToZax BUNPOo6yBaHHs) BHECEHHS 3MiHW B METO[,
BMnpo6ysaHHA /13 3a nokasHnkom «BmicT Boan
(TuTpyBaHHs 3a meTogom Kapna diwepa)», a came
3MiHa HaBaXxkKy BUNPOBGOBYBAHOIO 3paska; 3miHa
KiIbKOCTi MeTaHo/y Npu BU3HAYEHHI BOAHOMO TUTPY.
BBefeHHs 3MiH NpoTArom 6-Tu MicALiB micns
3aTBEPMAKEHHS. 3MiHM | TUny - 3MiHK 3 AKOCTi. [0TOBWIA
nikapcbkuii 3aci6. KOHTpO/ib roTOBOro nikapcbkoro
3acoby. 3miHa y MeToAax BUNpPoGyBaHHS rOTOBOrO
NiKapcbKoro 3acoby (He3HayHa 3MiHa y 3aTBEePAKEHNX
MeTo4ax BUNpPoOyBaHHS) BHECEHHS 3MiH B METO4
BUNPO6yBaHHsA 13 3a NOKa3HNKOM «CTOPOHHI
[OOMILLKM», a came A04aHOo NOoCiA0BHICTb
XpomartorpadyBaHHs, gogaHo USP C3, gogaHo
PO34MH AN NepeBipK/ YyTINBOCTI cUCTEMU, A0AAHO
iHbopMmaLLito NpPo TepMiH 36epiraHHs PO3UYNHIB, 3MiHEHI
KpuTepii oUiHKM napameTpiB NpUAATHOCTI cucTemMm
po3aineHHs, hakTopy CUMeTPIi, Yncna TeopeTUdHNX
Tapinok. BeegeHHs 3MiH NpoTAroM 6-Tn micsAuiB nicns
3aTBEpPMKEHHSA. 3MiHN | TUny - 3MiHK 3 SIKOCTI. FoTOBWMI
nikapcbkuii 3aci6. KOHTpob roTOBOrO NiKapCbKoro
3acoby. 3miHa y MeTofax BUNpobyBaHHS roTOBOro
nikapcbkoro 3acoby (He3HayHa 3MiHa y 3aTBepAKEHNX
MeToAax BUNpPobyBaHHs) BHECEHHS 3MiH B MeToA
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Ne Hassa Popma surnycky 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbKo20o | (nikapcbka hopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby YNaKkoBsKa) nocsioYeHHs1

BUNpo6yBaHHA /13 3a nokasHWKOM «KinbkicHuii BMiCT
Aitoyoi pevoBnHN (YP-cnekTpodoToMeTpis)», a came
BW/TyHYeHO iHdhopMaLito Mpo Mapky npuniagy, foAaHo
USP C3, 3miHu B po3paxyHKoBili choopmyni. BBefeHHA
3MiH NPOTAroM 6-TW MICALB NicNs 3aTBEpKEHHS
3MiHu | TUNY - 3MiHK 3 SKOCTi. FOTOBWIA Nikapcbkuii
3aci6. KOHTpO/ib rOTOBOro NiKapcbkoro 3acoby. 3miHa
y MeTofax BUNpobyBaHHA rOTOBOTO NiKapCbKOro
3aco0y (He3HauyHa 3MiHa y 3aTBepMXeHNX MeTodax
BUNPOOYBaHHA) BHECEHHS 3MiH B METOS,
BMNPO6YBaHHSA «laeHTudikalia gitouoi peyoBuHM
(TWX)», a came pogaHo USP C3, gogaHo
npurotysaHHsa 0,1 M HCl ta 1 M HCI, 3miHM po3mipis
XpomaTorpadiyHoi Kamepu, 3aHa4yeHo yac
XpomaTorpadyBaHHsi. BBeleHHA 3MiH NpoTArom 6-Tu
MiCALIB MICNA 3aTBEPLKEHHSA
3MiHn | TURY - 3MiHM 3 SKOCTi. FOTOBWIA NikapCbKWii
3aci6. KoOHTposib roTOBOro NikapcbKoro 3acoby. 3miHa
y MeTogax BunpobyBaHHA roTOBOro /ikapCbKoro
3acoby (He3HayHa 3MiHa y 3aTBEPPKEHNX METOAAX
BMNPOOYBaHHS) - BHECEHHS peAakLUiiH1X 3MiH B MeTop,
BMNPOOGYBaHHA «laeHTudikalia gito4oi peyoBuHn (Y Pb-
CneKTpohoTOMETPISA)», NepetopMytoBaHHSA BUMOT
crneuundikavii.

BBefieHHs 3MiH NpoTArom 6-T1 MicALiB nicns
3aTBEpMKEHHS 3MiHW | Tuny - 3MiHK 3 skocTi. FoToBWMIA
nikapcbkuii 3aci6. KOHTpOb roTOBOrO NiKapCbKOro
3acoby. 3miHa y MeTogax BMnpobyBaHHS roTOBOro
nikapcbKoro 3acoby (He3HayHa 3MiHa y 3aTBEPAKEHNX
MeTogax BUNPoOyBaHHA) BHECEHHS pefaKLUiiHuX 3MiH
B MeTo/ KOHTposio /13 3a nokasHukom «CepeHs
mMaca». BBefeHHS 3MiH NpoTArom 6-Tu MicauiB nicns
3aTBEPMKEHHS. 3MiHM | TUMy - 3MiHK 3 AKOCTi. [0TOBWIA
nikapcbkuii 3aci6. KOHTPOb rOTOBOTO NiKapCbKOro
3acoby. 3miHa y MeToAax BUNpo6yBaHHS roTOBOrO
niKkapcbKoro 3acoby (He3HayHa 3MiHa y 3aTBepAKEHNX
MeToAax BUNPOOYBaHHS) BHECEHHS pefaKLUiiHX 3MiH
B METOZ KOHTPOSt0 /13 3a NOKa3HWKOM
«Po3nagaHHa». BBefeHHsA 3MiH NPOTArom 6-Tv MicsiuiB
nicns 3aTBepmXeHHs
3MiHn | TURY - 3MiHM 3 AKOCTi. FOTOBWIA NikapCbKWii
3aci6. KoHTpo/ib roToBOro Nikapcbkoro 3acoby. 3miHa
y MeTogax BunpobyBaHHA roTOBOro /ikapCbKoro
3acoby (He3HayHa 3MiHa y 3aTBEpPKEHNX METOAAX
BMNPO6YBaHHSA) BHECEHHSA 3MiH B crnieyudikaLito Ta
MeTOoZ KOHTpoto /13 3a NokasHNKoM «Onunc». 3MiHn
BHECEHO B po3gin "/likapcbka chopma” (OCHOBHI
(Pi3nKo-XiMiYHi BNaCTUBOCTI) B IHCTPYKLitO A11A
Me[UYHOro 3aCTOCyBaHHS NiKapcbKoro 3acoby.
BBegeHHs 3MiH NpOTArom 6-Tu MicALiB nic/s
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Ne Hassa Popma surnycky 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbKo20o | (nikapcbka hopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby YNaKkoBsKa) nocsioYeHHs1

3aTBEPMAKEHHST 3MiHM | TUNy - 3MiHK 3 AKkoCTi. FoToBWMIA
nikapcbkuii 3aci6. KOHTpOb roTOBOrO NiKapCbKOro
3acoby. 3miHa y MeTodax BUNpo6yBaHHS roTOBOrO
nNikapcbKoro 3acoby (He3HayHa 3MiHa y 3aTBepAKEHNX
MeTodax BUMPOOYBaHHS) HE3HAaYHI peAakuiliHi 3MiHN B
MeTogi BunpobyBaHHs /13 3a NOKa3HWKOM
«OfHopigHICTb f030BaHMX oguHuLb» (Ph.Eur. 2.9.40,
po3paxyHKOBO-BaroBuii). BBeeHHS 3MiH NnpoTarom 6-
TV MicALiB Nicnsa 3aTBepAXeHHSA. 3MiHN | Tuny - 3MiHK
3 5IKOCTi. FOTOBWMIA Nnikapcbkuii 3aci6. KoHTponb
roTOBOrO Jlikapcbkoro 3acoby. 3miHa y MmeTogax
BUNPOOYBaHHA rOTOBOTO NiKapCbKOro 3acoby
(He3HayHa 3MiHa y 3aTBeppKeHX MeTofdax
BMNPOGYBaHHS) HE3HAYHI 3MiHM B crieumdikavii Ta
MeTogi KoHTposto 13 3a Noka3HUKOM
«MikpobionoriyHa unctota». BeBefeHHs 3MiH NpoTArom
6-TV MiCALIB MiC/1A 3aTBEPAXKEHHS
3MiHu | TUNY - 3MiHK 3 SIKOCTi. FOTOBWIA Nikapcbkuii
3aci6. KOHTpOsib roTOBOro Nikapcbkoro 3acoby. 3miHa
y MeTofax BUNpobyBaHHA rOTOBOrO NiKapCbKoro
3ac00y (He3Ha4yHa 3MiHa y 3aTBepMXEeHNX MeTodax
BUNPOGYBaHHA) BHECEHHS 3MiHU B METOZ,
BMNpo6yBaHHSA /13 3a nokasHukoMm «lgeHTudikauis
okcuay 3anisa B neneti (KoNboOpoBa peakLiis)», a came
OMmMcaHo NPUroTyBaHHA peakTUBIB; Npu BUNPOOYBaHHI
BUKOPWCTOBYIOTb HaBaxkKy 10 kancyn (B
3aTBepaxeHoMy MeTogi 30 kancyn). BBegeHHs 3MiH
NpoTArom 6-Tn MiCALIB NiCNA 3aTBEPMKEHHS. 3MiHK |
TUMy - 3MiHM 3 AKOCTi. [OTOBWIA Nikapcbkuii 3aci6.
KOHTpO/1b roTOBOro Nikapcbkoro 3acoby. 3miHa y
MeTofax BUMPOGYyBaHHS rOTOBOIO JliKapCbKOro 3acoby
(He3HayHa 3MiHa y 3aTBEPMKEHNX METOAAX
BMNpo6yBaHHA) pedakLiliHi 3MiHM B cneyudikadii Ta
METO/i KOHTPO/IIO 3a NOKa3HMKOM «Konip nenets».
3MiHu BHeceHo B po3gin "Jlikapcbka chopma” (OCHOBHI
(Pi3nKo-XiMiYHi BNaCTUBOCTI) B IHCTPYKLitO AR
Me[UYHOro 3aCTOCyBaHHS NiKapcbKoro 3acoby.
BBefeHHs 3MiH NpoTArom 6-T1 MicALiB micns
3aTBEPMKEHHS. 3MiHM | TUMy - 3MiHK 3 AKOCTi. [0TOBWIA
nikapcbkuii 3aci6. KOHTPOb rOTOBOTO NiKapCbKOro
3acoby. 3miHa y MeToAax BUNpPo6yBaHHS rOTOBOrO
niKkapcbKoro 3acoby (He3HayHa 3MiHa y 3aTBEePAKEHNX
mMeToAax BUNPOGYBaHHS) peaakLiiiHi 3MiHu B
cneuudikauii Ta MeToay KOHTPO/IHO 3a MOKa3HNKOM
«3anax nenet». 3MiHW BHECEHO B po3Ain "/likapcbka
dhopma" (OCHOBHI (i3UKO-XiMi4HiI BNacTUBOCTI) B
IHCTPYKLiO 4151 MeANYHOTO 3aCTOCYBaHHS iKapCbKOro
3acoby. BBefieHHs 3MiH NpPOTArom 6-Tu MicsLiB nicns
3aTBEPMAKEHHS. 3MiHM | TUMY - 3MiHK 3 SIKOCTi. FOTOBWIA
NiKapcbKkuii 3aci6. KOHTposib roToBOro NikapcbKoro
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Ne Hassa Popma surnycky 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbKo20o | (nikapcbka hopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby YNaKkoBsKa) nocsioYeHHs1

3aco6y. 3miHa napameTpiB cneyudikauin Ta/abo
[OMYyCTUMMX MEX roTOBOTO NiKapCbKoro 3acoby
(BonoBHEHHA abo 3aMiHa NokasHuka crewmdikauii 3a
pesynbTatamu focnifpxkeHb 3 6e3nekn abo AkocTi (3a
BMHATKOM NliKapCbK1X 3ac06iB
6i0N10ri4YHOro/iMyHO/I0MNYHOr0 NOXOKEHHS))
3MiHa BuMor creumdikayii 13 3a nokasHUKOM
"CynpoBigHi JOMILLKK". BBEAEHHS 3MiH NPOTArom 6-Tn
MicsILiB nicns 3aTBepKEHHS
3MiHu | TUNY - 3MiHK 3 AKOCTi. FOTOBWIA NiKapCbKuii
3aci6. KOHTposib roTOBOrO Nikapcbkoro 3acoby. 3miHa
napameTpiB cneyudikauii Ta/abo AoNyCTUMUX MEX
roTOBOro NikapCbKoro 3acoby (BUyYeHHsi HE3HAUYHOTO
nokasHuka (Hanpuknag 3actapisioro nokasHuka, Takoro
SIK 3anax Ta cmak, abo igeHTudikalis 6apBHUKIB YK
CMakKoBUX 406aBOK)) BUyHEHHS MOKa3HuKa
cneuudikauii M3 «lgeHTudikalis TutTaHy giokeugy B
cKnagj 06010HKU Kancynu». BBeAeHHS 3MiH NPOTArom
6-TV MicALIB MicNA 3aTBEPMKEHHSA. 3MiHK | Tvny -
3MiHM 3 SKOCTi. FoTOBMIA Nikapcbkuii 3aci6. KoHTposb
roToBOro nikapcbkoro 3acoby. 3miHa napameTpis
cneumdikauii Ta/abo fONYCTUMUX MEX FOTOBOrO
NiKapCcbKoro 3acoby (BUyYEHHS HE3HAYHOTO
nokasHuka (Hanpuknag 3actapisioro NokasHuka, Takoro
AK 3anax Ta cmak, abo igeHTudikauisa 6apBHUKIB YK
CMaKoBUX J06aBOK)) BUyHEHHS MOKa3HuKa
cneumaikauii N3 «lgeHTndikavis okcuay 3anisa
XOBTOrO B CkNagi 060M10HKN Kancynu». BBeAeHHsA 3MiH
NpoTArom 6-Tu MicALIB NiCAA 3aTBEPMKEHHS. 3MiHW |
TUMy - 3MiHM 3 AKOCTi. FOTOBWIA Nikapcbkuii 3aci6.
KOHTpO/Ib rOTOBOrO /liKapCbKoro 3acoby. 3MiHa
napameTpiB cneundikauii Ta/abo JONyCTUMUX MEX
roTOBOrO /iKapcbKoro 3acoby (BMIyYEeHHS HE3HAYHOro
nokasHuka (Hanpviknag 3actapifioro nokasHuka, Takoro
AIK 3anax Ta cmak, abo igeHTudikawis 6apBHUKIB YK
CMakoBux 006aBOK)) BUTYYEHHS NOKa3HUKA
cneuudikauii M3 «lgeHTudikalis 6apsHuka B cknagi
060/10HKM Kancynn — epuTposnHy (TLLUX)». BBeaeHHS
3MiH NPOTAroM 6-Tu MICALIB NiC/A 3aTBEPAXEHHS.
3MiHu | TUNY - 3MiHK 3 AKOCTi. FOTOBWIA NiKapCbKuWii
3aci6. KOHTposib roTOBOrO NikapcbKoro 3acoby. 3miHa
napameTpiB cneuudikauii Ta/abo AoNyCTUMUX MEX
rOTOBOrO /iKapCbKoro 3acoby (iHLi 3MiHW) BBEAEHHS
nepioguyHOCTi BUNpo6yBaHHs /13 3a nokasHKOM
«Mikpob6ionoriyHa YncToTa». «*TecTyeTbecs nepia
cepis LWOpPOKy, NOTiM TifIbkn KoXHa 10-Ta cepis».
BBefeHHs 3MiH NpoTArom 6-T1 MicALiB micns
3aTBEPAKEHHSN
3MiHu | TUNY - 3MiHK 3 AKOCTi. FOTOBWIA NiKapCbKuWii
3aci6. 3MiHM y BUPOGHMLTBI. 3MiHM Y Npoueci
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n/n

Ha3ssa
JliKapcbK0O20
3acoby

Popma surnycky
(nikapcbka ¢hopma,
YNaKkoBsKa)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs

Homep
peecmpayiliHo2o
nocsio4yeHHs

BMPOGHULITBA rOTOBOTO J1iKapCbKOro 3acoby,
BK/THOHAI0UM NPOMIKHWIA NPOAYKT, WO 3aCTOCOBYETLCA
npu BUPOOHULITBI FOTOBOTO J1iKaPCLKOro 3acoby (iHLi

3MiHW)

He3HayHi 3MiHV BUK/1aeHHs onucy BUpoBHMYOT cTagil
«[lMoppibHeHHA nonepeaHbOI CyMiLli X/10puay Kanito Ta
X/10pUAYy HaTpio» Y NpoLeci BUTOTOB/IEHHSA SAep-
nenert, WO 3acTOCOBYIOTLCS NPU BUPOOHULTBI
rOTOBOrO JlikapCbKOro 3acoby. BupobHuumii nporec
3a/mwaeTbea 6e3 3MiH. 3MiHu | Tuny - 3MiHK 3 AKOCTI.
[oTOBWMIA Nnikapcbknii 3aci6. CTabinbHICTb. 3MiHa 'y
TepMiHax npuaaTHoCcTi abo ymoBax 36epiraHHs
rOTOBOrO /iKapCbKoro 3acoby (iHLLi 3MiHW) HE3HAYHI
3MiHM B po34iNni «YMOBM 36epiraHHsa» y BiANOBIAHOCTI
[0 MaTepianiB BUpoGHUKa. [litoua pefakuisa: Mpenapat
36epirat npu Temnepatypi He Bue 30°C y cyxomy i
He JOCTYNHOMY ANS AiTei micui. MponoHoBaHa
pefakuis: 36epiraTvi B opuriHabHili ynakoBLi npu
Temnepartypi He Buwe 30°C. 36epiratn y
HeAOCTYNHOMY A1 AiTel MicL.

98.

BE/TAKCUH®

kancynm
MPOJIOHroBaHoOI fji
no 37,5 mr; no 10
Kancyn y énictepi;
no 3 6nictepu B
KapTOHHI kopo6Lyj;
no 14 kancyny
6nictepi; no 2
6nictepu B
KapTOHHIlA KOpooLi

3AT
dPapmaves
TUYHUIA
3aBof,
EriC

YropLmHa

3AT
dapmauleBTUYHNI
3aBog EliC

YropuimHa

BHECEHHS 3MiH 0 peecTpaLiiiHux matepianis: 3MiHu |
TUny - 3MiHM 3 AKOCTi. FOTOBWIA Nikapcbknii 3aci6.
KOHTposb roToBOro nikapcbkoro 3acoby. 3mMiHa y

MeToAax BUNPo6yBaHHSA rOTOBOTO /liKapCbKoro 3acoby

(He3HayHa 3MiHa y 3aTBeppKeHNX MeTodax

BMNPO6YBaHHSA) 3MiHU B MeToAji BunpobysaHHs 13 3a

NOKa3HNKOM «PO34YMHEHHA», a came fofaHo USP C3,
BWyYEHO iHdhopMaLLito Npo MoAesb Npunagy 4ns

PO34YMHEHHS, AOAAHO NpuroTyBaHHa 10% dhoccopHoi

KMCNOTK, 3MIHEHO TUCK KO/TOHKW, BKa3aHo
Temneparypy 3paska, 3MiHVW B PO3paxyHKOBIl
dopmyni.

BBefeHHA 3MiH NPOTAroM 6-Tu MicALiB nicns
3aTBEPMKEHHS. 3MiHN | TURy - 3MiHK 3 SIKOCTI. [0TOBWI
nikapcbkuii 3aci6. KOHTpob roTOBOrO NiKapCbKoro
3acoby. 3miHa y MeTofax BUNpobyBaHHS roTOBOro
nikapcbkoro 3acoby (He3HayHa 3MiHa y 3aTBepAKEHNX
MeToAax BUNPOGYyBaHHS) BHECEHHS 3MiHN B MeTOf,
BUNPO6YBaHHsA /13 3a NoKa3HWKOM «BMmicT Boau
(TuTpyBaHHs 3a meTogom Kapna diwepa)», a came
3MiHa HaBaXK1 BUNPO6OBYBAHOro 3paska; 3MiHa
KiNbKOCTi MeTaHo/y Npy BU3HAYEHHI BOAHOTO TUTPY.
BBefeHHs 3MiH NpoTArom 6-T1 MicAuiB nicns
3aTBEpPMKEHHS. 3MiHM | Tuny - 3MiHK 3 AKoCTi. [oTOoBWIA
nikapcbkuii 3aci6. KOHTPOb rOTOBOTO NiKapCbKOro
3acoby. 3miHa y MeTogax BMnpobyBaHHS roTOBOro
nikapcbKoro 3acoby (He3HayHa 3MiHa y 3aTBEpPAKEHNX
MeToAax BUNPOOyBaHHA) BHECEHHS 3MiH B METO/,
BunNpobyBaHHA /13 3a NnokasHUKOM «CTOPOHHI
OOMILLKM», @ came A0AaHO0 NOC/iA0BHICTb

3a
peyenmom

He
nionseae

UA/3580/02/01
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Ne Hassa Popma surnycky 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbKo20o | (nikapcbka hopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby YNaKkoBsKa) nocsioYeHHs1

XpomarorpadyBaHHs, gogaHo USP C3, pogaHo
PO34MH AN NepeBIpKX YyTIMBOCTI CUCTEMU, A0AAHO
iHchopMaLito Npo TepMiH 36epiraHHA PO34MHIB, 3MiHEHI
KpuTepii oUiHKM napameTpiB NpUAATHOCTI cucTemm
po34ineHHs, hakTopy CUMETPIi, Yncna TeopeTUHHNX
Tapinok. BeegeHHs1 3MiH NpoTAroM 6-tn micauis nicns
3aTBEPMAKEHHS. 3MiHM | TUMY - 3MiHK 3 SIKOCTi. FOTOBWIA
nikapcbkuii 3aci6. KOHTpOb roTOBOrO NiKapCbKOro
3acoby. 3miHa y MeTodax BUNpo6yBaHHS roTOBOro
nNikapcbKoro 3acoby (He3HayHa 3MiHa y 3aTBepAKeHNX
MeToJax BUMPOOYBaHHS) BHECEHHS 3MiH B METOZ,
BUNpobyBaHHA /13 3a nokasHWKoM «KinbKicHuii BMICT
Aitoyoi pevoBuHN (YP-cnekTpohoToMeTpis)», a came
BWyYEHO iHhopMaLLilo Mpo MapKy npunagy, A404aH0
USP C3, 3miHM B po3paxyHKOoBiii hopMyni. BBeeHHs
3MiH NPOTAroM 6-TW MicALiB NicNs 3aTBepAKeHHS
3MiHn | TURY - 3MiHM 3 SKOCTi. FOTOBWIA NikapCbKWii
3aci6. KoOHTposib roTOBOro NikapcbKoro 3acoby. 3miHa
y MeTogax BunpobyBaHHA roTOBOro /ikapCbKoro
3acoby (He3HayHa 3MiHa y 3aTBEPPKEHNX METOAAX
BUMNPOBYBaHHSA) BHECEHHS 3MiH B METO[,
BMNpoBYyBaHHA «laeHTudikalia gito4oi peyoBnHN
(TWX)», a came gogaHo USP C3, nogaHo
npurotysaHHs 0,1 M HCI ta 1 M HCI, 3MiH1 po3mipis
XpomartorpacdiyHoi Kamepu, 3aHa4eHo yac
XpomaTorpadysaHHsi. BBeieHHA 3MiH NpOTArom 6-Tu
MicsILiB nicns 3aTBepKEHHS
3MiHu | TUNY - 3MiHK 3 AKOCTi. FOTOBWIA NiKapCbKuii
3aci6. KOHTposib roTOBOrO Nikapcbkoro 3acoby. 3miHa
y MeTofax BUNpobyBaHHA rOTOBOrO NiKapcbkoro
3acoby (He3HauyHa 3MiHa y 3aTBEPKEHNX METOAAX
BMMNPOBYBaHHS) - BHECEHHS peAakLUiiHNX 3MiH B MeTof,
BUNPOBYBaHHA «lAeHTudiKaLia gito4voi peqyoBuHy (Y P-
cnekTpohoTOMETPIst)», NepetopMytoBaHHSA BUMOT
cneuudikawyi.

BBefeHHA 3MiH NPOTAroM 6-Tu MicALiB nicns
3aTBEPMAKEHHST 3MiHM | TUNy - 3MiHK 3 AKocTi. FoToBWIA
nikapcbkuii 3aci6. KOHTpOb roTOBOrO NiKapCbKOro
3acoby. 3miHa y MeTodax BUNpo6yBaHHS roTOBOrO
nNikapcbKoro 3acoby (He3HayHa 3MiHa y 3aTBepAKeHNX
MeToAax BUNPOOYBaHHS) BHECEHHS pefaKLiiHIX 3MiH
B MeTO/ KOHTposIo /13 3a nokasHukom «CepeHs
mMaca». BBefleHHs! 3MiH NpoTArom 6-Tu micauis nicns
3aTBEPMKEHHS. 3MiHM | Tuny - 3MiHK 3 AKOCTi. [oTOBWIA
nikapcbkuii 3aci6. KOHTPOb rOTOBOTO NiKapCbKOro
3acoby. 3miHa y MeTogax BMnpobyBaHHS roTOBOro
nikapcbKoro 3acoby (He3HayHa 3MiHa y 3aTBEpPAKEHNX
MeTogax BUNPobyBaHHSA) BHECEHHS pefaKLUiiHiX 3MiH
B MeTO/ KOHTpOoso /13 3a NoKasHUKOM
«Po3nagaHHsa». BBeeHHsA 3MiH NPOTSArom 6-T MicsiliB
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Ne Hassa Popma surnycky 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbKo20o | (nikapcbka hopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby YNaKkoBsKa) nocsioYeHHs1

nicns 3aTBepmXeHHs
3MiHn | TURY - 3MiHK 3 SKOCTi. [OTOBWIA NikapCbKWii
3aci6. KoHTposib roToBOro Nikapcbkoro 3acoby. 3miHa
y MeTogax BunpobyBaHHA roTOBOro /ikapCbKoro
3acoby (He3HayHa 3MiHa y 3aTBEpPPKEHNX METOAAX
BMNPO6YBaHHSA) BHECEHHS 3MiH B crnieyudikadito Ta
MeToZ KOHTpoto /13 3a NokasHNKoM «Onunc». 3MiHn
BHECEHO B po3gin "/likapcbka chopma” (OCHOBHI
Pi3nKo-XiMiYHi BNaCTUBOCTI) B IHCTPYKLitO A11A
Me[UYHOro 3aCTOCyBaHHS NiKapcbKoro 3acoby.
BBefeHHs 3MiH NpoTArom 6-T1 MicALiB micns
3aTBEpMXEHHST 3MiHM | Tuny - 3MiHK 3 AkocTi. FoToBWMiA
nikapcbkuii 3aci6. KOHTPOb rOTOBOTO NiKapCbKOro
3acoby. 3miHa y MeToAax BUNpPoGyBaHHS roTOBOrO
niKkapcbKoro 3acoby (He3HayHa 3MiHa y 3aTBEePAKEHNX
mMeToAax BUNPOGYBaHHSA) HE3HAYHI peaKLiiiHi 3MiHN B
mMeTogi BunpobysBaHHA /13 3a NokasHMKOM
«OfHopigHICTL f030BaHnX oguHULb» (Ph.Eur. 2.9.40,
po3paxyHKOBO-BaroBwii). BBeaeHHS 3MiH NpoTArom 6-
TU MIiCALIB NiCNa 3aTBEPMKEHHS. 3MiHM | Tuny - 3MiHK
3 AKoCTi. FoToBMIA Nnikapcbkuii 3aci6. KoHTponb
roToBOro fikapcbkoro 3acoby. 3miHa y MeTogax
BMNPOGYBaHHSA roTOBOrO JliKapCbKoro 3acoby
(He3HayHa 3MiHa y 3aTBEPAKEHNX MeToAaxX
BMNPOOGYBaHHA) HE3HAYHI 3MiHM B crieumdikavii Ta
MeToZi KOHTposto /13 3a NOKa3HMKOM
«MikpobionoriyHa uncToTa». BBefieHHs1 3MiH NPOTSArom
6-TV MiCALIB MiCNA 3aTBEPLKEHHSA
3MiHn | TURY - 3MiHM 3 SKOCTi. FOTOBWI NikapCbKWii
3aci6. KoHTposib roToBOro Nikapcbkoro 3acoby. 3miHa
y MeTogax BunpobyBaHHA roTOBOro /ikapCbKoro
3acoby (He3HayHa 3MiHa y 3aTBEpPPKEHNX METOAAX
BMNPOBYBaHHS) BHECEHHS 3MiHV B METOS,
BuNpo6yBaHHA /13 3a nokasHUKoM «laeHTudikauis
okcuay 3asi3a B neneTi (KoNbopoBa peakuis)», a came
OnmncaHo NPUroTyBaHHSA peakTuBIB; NPU BUNPOOYBaHHi
BMKOPUCTOBYIOTb HaBaxky 10 kancyn (B
3arBepmxeHomy Metogi 30 kancyn). BeegeHHs 3miH
NPOTArom 6-Tv MicAILiB Micns 3aTBepKeHHs. 3MiHu |
TNy - 3MiHK 3 SIKOCTi. FOTOBUIA Nnikapcbkuii 3aci6.
KOHTpOsb roToBOro nikapcbkoro 3acoby. 3miHa y
MeToAax BUNPoGYBaHHSA rOTOBOTO /liKapCbKoro 3acoby
(He3HayHa 3MiHa y 3aTBEPIKEHNX METOAAX
BMNpobyBaHHA) pedakLiliHi 3MiHM B cneuudikauii Ta
MeTOZji KOHTPO/IIO 3a NokasHkoM «Konip nenets.
3MiHn BHeceHo B po3gin "/likapcbka chopma” (OCHOBHI
hi3MKO-XiMiYHI BMACTMBOCTI) B iHCTPYKLitO0 A5
MeAMYHOr0o 3aCTOCYBaHHS NiKkapCbKoro 3acoby.
BBefieHHs 3MiH NpoTArom 6-T1 MicALiB nicns
3aTBEepMKEHHS. 3MiHN | Tuny - 3MiHK 3 IKOCTi. [0TOBWUIA
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Ne Hassa Popma surnycky 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbKo20o | (nikapcbka hopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby YNaKkoBsKa) nocsioYeHHs1

nikapcbkuii 3aci6. KOHTPObL roTOBOTO NiKapCbKOro
3acoby. 3miHa y MeToAax BUNpPo6yBaHHS rOTOBOrO
niKkapcbKoro 3acoby (He3HayHa 3MiHa y 3aTBEePKEHNX
mMeToAax BUNPOGYBaHHS) peaakuiiiHi 3MiHu B
cneuudikauii Ta MeToay KOHTPO/IHO 3a MOKa3HUKOM
«3anax nenet». 3MiHW BHECEHO B po3Ain "/likapcbka
dhopma" (OCHOBHI (hi3UKO-XiMi4HiI BNacTUBOCTI) B
IHCTPYKLiO 4151 MeANYHOTO 3aCTOCYBaHHS NiKapCbKOro
3acoby. BBefieHHs 3MiH NpOTArom 6-Tv MicsLiB nicns
3aTBEPAKEHHS. 3MiHM | TUMY - 3MiHK 3 SIKOCTi. FOTOBWIA
nikapcbkuii 3aci6. KOHTpOb roTOBOrO NiKapCbKOro
3acoby. 3miHa napameTpiB cneyudikauin Ta/abo
[0NyCTUMUX MEX FOTOBOTO J1iKapCbKOro 3acoby
(monoBHeHHs abo 3aMiHa nokasHuka creumdikauii 3a
pesynbTatamu focnimxkeHb 3 6e3nekn abo AkocTi (3a
BMHATKOM NiKapCbK1x 3ac06iB
6i010ri4YHOro/iMyHO/TOFYHOTO MOXOZPKEHHS))
3MiHa BuMor cneumdikauii 13 3a nokasHUKOM
"CynpoBigHi JOMILLKK". BBEAEHHS 3MiH NPOTArom 6-Tn
MiCALIB MIiC/1A 3aTBEPKEHHS
3MiHu | TUNY - 3MiHM 3 SIKOCTi. FOTOBWIA Nikapcbkuii
3aci6. KOHTpOsib rOTOBOro Nikapcbkoro 3acoby. 3miHa
napameTpiB cneundikauii Ta/abo JONyCTUMUX MEX
roTOBOrO /iKapcbKoro 3acoby (BMIyYEeHHS HE3HAYHOro
nokasHuka (Hanpviknag 3actapifioro nokasHuka, Takoro
AK 3anax Ta cmak, abo igeHTudikawis 6apBHUKIB YK
CMakoBux 006aBOK)) BUTYYEHHS NOKa3HUKA
cneuudikauii M3 «lgeHTudikalia TutaHy giokeugy B
cknagj 060M0HKN Kancynv». BBeAeHHs 3MiH NPOTArom
6-TN MicALIB Nicnsa 3aTBEPMKEHHSA. 3MiHM | TNy -
3MiHK 3 sIKOCTi. ToTOBUIA Nikapcbkuii 3aci6. KoHTposb
roTOBOrO Jlikapcbkoro 3acoby. 3miHa napameTpis
cneuudikaLii Ta/abo AONYCTUMUX MEX FTOTOBOr0
NiKapCbKoro 3acoby (BUyYEHHS HE3HAYHOrO
nokasHuka (Hanpuknag 3actapisioro nokasHuka, Takoro
SIK 3anax Ta cmak, abo igeHTudikalis 6apBHUKIB YK
CMakKoBUX [06aBOK)) BUyHEHHS MOKa3HuKa
cneundikauii MN3 «lgeHTndikauis okengy 3anisa
)KOBTOrO B Ck/1afi 060/10HKM Kancynu». BBefeHHs 3MiH
NpoTArom 6-Tn MiCALIB NiCNA 3aTBEPMKEHHS. 3MiHW |
TUMy - 3MiHM 3 AKOCTi. [OTOBWIA Nikapcbkunii 3aci6.
KOHTpPO/Ib rOTOBOrO /1iKapCbKoro 3acoby. 3MiHa
napameTpiB cneuugikauiii Ta/abo AONYCTUMUX MEX
roTOBOrO /1iKapCbKOro 3acoby (BUTyYEHHS HE3HAYHOro
nokasHuka (Hanpuknag 3actapisioro NokasHuka, Takoro
AK 3anax Ta cmak, abo igeHTudikauisa 6apBHUKIB YK
CMaKoBUX 406aBOK)) BUlyHEHHS MOKa3HuKa
crneundikauii N3 «lgeHTudikauis 6apsBHYKa B ckiagi
060/10HKM Kancynn — eputposuHy (TLLUX)». BBeAeHHA
3MiH NPOTSArom 6-TW MiCALIB NiC/1s 3aTBEPAKEHHS.
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n/n

Ha3ssa
JliKapcbK0O20
3acoby

Popma surnycky
(nikapcbka ¢hopma,
YNaKkoBsKa)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs

Homep
peecmpayiliHo2o
nocsio4yeHHs

3MiHu | TUNY - 3MiHK 3 AKOCTi. FOTOBWIA NiKapCbKuii
3aci6. KOHTposib roTOBOrO NikapcbKoro 3acoby. 3miHa
napameTpiB cneyudgikauii Ta/abo AoNyCTUMUX MEX
rOTOBOrO /iKapCbKoro 3acoby (iHLWi 3MiHW) BBEAEHHS
nepioguyHOCTi BUNpo6yBaHHs /13 3a nokasHKOM
«MikpobionoriyHa YncToTa». «*TecTyeTbes nepLia
cepis LWOpPOKy, NOTiM TifIbkn KoXHa 10-Ta cepis».
BBefeHHs 3MiH NpoTArom 6-T1 MicALiB micns
3aTBEPAKEHHS
3MiHu | TUNY - 3MiHK 3 AKOCTi. FOTOBWIA NiKapCbKuii
3aci6. 3MiHM Yy BUPOOHULTBI. 3MiHW Y NpoLeci
BMPOGHMLITBA FOTOBOrO J1iKapCbKOro 3acoby,
BK/THOHAI0UM NPOMiXHWIA NPOAYKT, L0 3aCTOCOBYETLCA
npy BUPOBGHMLTBI FOTOBOTO NiKApPCbKOro 3aco6y (iHLui
3MiHW)

He3HauHi 3MiHV BUK1aeHHs onucy BUpobHWUYoi cTagii
«MoapibHeHHs1 NonepeAHbOT CyMiLLi XJI0pyuay Kanito Ta
X/1I0pUaYy HaTpilo» y NpoLeci BUroTOBNEHHS Aaep-
nesneT, WO 3aCTOCOBYOTLCS NPU BUPOOHULITBI
rOTOBOrO JliKapCbKOro 3acoby. BupobHuunii npouec
3aumwaeTbes 6e3 3MiH. 3MiHu | Tuny - 3MiHK 3 AKOCTI.
[oToBWi Nikapcbkuii 3aci6. CTabiNbHICTb. 3MiHa Y
TepMiHax npugaTHocTi abo ymoBax 36epiraHHs
roTOBOrO NMikapcbKoro 3acoby (iHLi 3MiHK) HE3HAYHI
3MiHV B pO34iNni «YMOBM 36epiraHHs» y BiANOBIAHOCTI
[0 matepianis BUpo6Huka. [litoua pegakuisa: Mpenapar
36epirat npu Temneparypi He Buwe 30°C y cyxomy i
He [0CTynHoMy Ans aiteld micyi. MponoHoBaHa
pefakuis: 36epiraTvi B opuriHa/ibHili ynakoBLji npu
Temnepartypi He BuLle 30°C. 36epiratn y
HeA0CTYNHOMY 1S AiTei MicLi.

99.

BE/TAKCUH®

Kancynm
NPOIOHIOBaHOI Aji
no 75 wmr; no 10
kancyn y 6nictepi;
no 3 6nictepu B
KapTOHHI Kopo6Lyj;
no 14 kancyny
6nictepi; no 2
6nictepy B
KapTOHHIA KopoobLi

3AT
dapmaues
TUYHUIA
3aBog
ErC

YropwmHa

3AT
dapmaLeBTUYHNI
3aBog ElIC

YropuwmHa

BHECEHHS 3MiH [0 peecTpaLjiiiHuX MmaTepianis: 3MiHu |
TMny - 3MiHK Woao 6e3nekn/edekTUBHOCTI Ta
thapmakoHarnagy. 3MiHa y KOpOTKiil xapakTepucTuLi
NiKapcbKoro 3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKL,iT
[ONs MeAMYHOro 3acToCyBaHHA Ha NiACTaBi perynsipHo
OHOBJ/OBAHOrO 3BiTY 3 6e3NeKun NikapcbKoro 3acooby,
abo gocnigpxeHb 3 6e3Mekn 3acTocyBaHHS NikapCbKoro
3acoby B nicnspeecTpauiliHuii nepios, abo sk
pe3ynbTaT OLiHKV 3BITY 3 AOC/ILKEHb, MPOBEAEHNX
BiANOBIAHO f0 MnaHy negiatpuuHnx gocnimxeHs (PIP)
(3MiHy y3rofkeHo 3 KOMMETEHTHUM YNOBHOBaXXEHUM
opraHom).
3MiHM BHEeCEeHO A0 IHCTpYKLii 415 MeguyHoro
3acToCyBaHHA NiKapcbKoro 3acoby [0 po3ainis
"B3aemogis 3 iHWVMU NikapcbknMm 3acobamu Ta iHLwi
BMAM B3aemogiin”, "OcobmBOCTi 3aCTOCyBaHHS",
"Mepeno3yBaHHA" BiANOBIAHO A0 pekoMmeHAaLii PRAC
EMA.

TepMiH BBeEHHS 3MiH - NPOTArom 6 MicsiliB nicas

3a
peyenmom

He
nionsieae

UA/3580/02/02
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n/n

Ha3ssa
JliKapcbK0O20
3acoby

Popma surnycky
(nikapcbka ¢hopma,
YNaKkoBsKa)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs

Homep
peecmpayiliHo2o
nocsio4yeHHs

3aTBepMKEHHS. 3MiHK | Tuny - 3MiHn Wwoao
6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsagy. 3miHa y
KOPOTKIil XapakTepucTuLi NikapCcbKoro 3acoby, TEKCTi
MapKyBaHHA Ta IHCTPYKUiT A/18 MeANYHOro
3aCTOCYyBaHHSA Ha MiAcTaBi perynsipHO OHOB/HOBAHOrO
3BiTY 3 6e3nekun nikapcbKoro 3acoby, abo AocnimpKeHb
3 6e3nekn 3acTocyBaHHA NikapcbKoro 3acoby B
nicnspeecTpauiiinii nepiog, abo sk pe3ysibTaT OLiHKN
3BIiTY 3 fOCNiLKeHb, NPOBEAEHNX BiANOBIAHO A0 NnaHy
negiatpuyHux gocnimpkeHs (PIP) (3MiHy y3rompkeHo 3
KOMNETEHTHUM YNOBHOBAXEHUM OpraHom). 3MiHu
BHeECEeHO A0 IHCTPyKLUii ANA MeAUYHOTO 3aCTOCYBaHHS
nikapcbKoro 3acoby ao posainy "lMNepefosyBaHHs"
BignoBigHo o pekomenaauii PRAC EMA. TepmiH
BBEEHHS 3MiH NPOTAroM 6-TW MicAUiB nicns
3aTBepMKEHHS. 3MiHK | Tuny - 3MiHn Woao
6e3nekn/edeKTMBHOCTI Ta thapmakoHarnsagy (iHuwi
3MiHN).
3MiHM BHECEHO [0 [HCTPYKLUii 4158 MegnyHoro
3acTOCyBaHHA NikapcbKoro 3acoby A0 po3giny
"Mo6iuHI peakuii" WoA0 BHECEHHS iHGhopMaLii Npo
B&X/IMBICTb 3BiTYBaHHA NPO NOGIYHI peakuii. TepMiH
BBefeHHs 3MiH NpoTArom 6-T1 MicALiB micns
3aTBEPAKEHHS

100.

BE/TAKCUH®

Kancynu
NPOJIOHroBaHOI fji
no 150 mr; no 10
Kancyn y énictepi;
no 3 6nictepu B
KapTOHHI Kopo6Lyj;
no 14 kancyny
6nicTepi; no 2
6nictepu B
KapTOHHI Kopobui

3AT
dapmaues
TUYHWIA
3aBof
Eric

YropwmHa

3AT
dapmauleBTUUHNI
3aBof EliC

YropLmHa

BHECEHHS 3MiH [0 peecTpaLiiiHuX maTepiasis: 3MiHu |
TMny - 3MiHK WoAo 6e3nekn/edpeKTMBHOCTI Ta
thapmakoHarnsgy. 3MiHa y KOPOTKill XxapakTepucTuLi
NikapcbKoro 3acoby, TEKCTI MapKyBaHHSA Ta iHCTPYKLT
AN MeAnYHOro 3acToCyBaHHA Ha NiACTaBi perynsipHo
OHOBJ/IIOBAHOrO 3BITY 3 6e3neKkun NikapcbKoro 3acoby,
ab0 JocnigxeHb 3 6e3Mnekn 3aCTOCyBaHHS /ikapCbKoro
3acoby B nmicnspeecTpaviliHvii nepiod, abo sk
pe3ynbTaT OLiHKM 3BiTY 3 AOCNIMKEHb, NPOBEAEHNX
BiANOBIAHO [0 NnaHy negiatpuuHnx gocnimxers (PIP)
(3MiHY Y3rofXXe€HO 3 KOMNETEHTHUM YNOBHOBaXKEHVM
opraHom).
3MiHM BHeCeHO [0 IHCTpYKLii 4158 MeguyHoro
3acTocyBaHHS NikapcbKoro 3acoby Ao po3ainis
"B3aemogis 3 iHWMMM NiKapCbkumu 3acobamu Ta iHLi
BMAM B3aemogiin”, "Oco6/IMBOCTI 3aCTOCYBaHHS",
"Mepeno3yBaHHa" BigNoBigHO Ao pekomeHaauii PRAC
EMA.

TepMmiH BBEAEHHS 3MiH - NPOTAroM 6 micsuiB nicns
3aTBepMKEHHA. 3MiHK | Tuny - 3MiHW WoAo
6e3nekun/edekTBHOCTI Ta hapMakoHarnisgy. 3miHa y
KOPOTKIl XapaKTepuCcTULLi NikapcbKoro 3acoby, TeKCTi
MapKyBaHHS Ta iIHCTPYKLiT 415 MeAnYHOro
3aCTOCyBaHHS Ha MigcTaBi perynsapHO OHOB/OBAHOrO
3BiTY 3 6e3nekun nikapcbkoro 3acoby, abo AocnigpkeHb
3 6e3nekun 3acTocyBaHHs NiKapcbKoro 3acoby B

3a
peyermom

He
nionsieae

UA/3580/02/03
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n/n

Ha3ssa
JliKapcbK0O20
3acoby

Popma surnycky
(nikapcbka ¢hopma,
YNaKkoBsKa)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs

Homep
peecmpayiliHo2o
nocsio4yeHHs

nicnspeecTpawiiinii nepiog, abo sk pesynbTar OLiHKM
3BITY 3 JOC/IDKEHb, MPOBEAEHUX BiAMOBIAHO A0 NNaHy
negiatpuyHux gocnimxkeHs (PIP) (3MiHy y3romkeHo 3
KOMMETEHTHUM YNOBHOB&XXEHVNM OpraHoM). 3MiHu
BHECEHO A0 IHCTPYKUii 418 MEeAUYHOIO 3aCTOCYBaHHS
nikapcbKoro 3acoby Ao po3gainy "MNepefosyBaHHsA"
BignosigHo Ao pekomenaalii PRAC EMA. TepmiH
BBE/EHHS 3MiH NPOTAroM 6-T1 MicAUIB micns
3aTBepXEHHS. 3MiHY | TUny - 3MiHK WoA0
6e3nekn/edekTnBHOCTI Ta thapmakoHarnsagy (iHLwi
3MiHW).
3MiHM BHECEHO [0 IHCTPYKUiT AN MegnyHoro
3acTOCyBaHHS MikapCbKoro 3acoby A0 po3ainy
"Mo6iuHi peakuii" Woa0 BHECEHHSs iHdhopMaL,ii mpo
BaX/IMBICTb 3BiTyBaHHA NPo NobivHi peakuii. TepmiH
BBefieHHs 3MiH NpoTArom 6-T1 MicALiB nicns
3aTBEPKEHHSA

101.

BE/TAKCUH®

kancynm
MPOJIOHroBaHoOI fji
no 37,5 mr; no 10
Kancyn y énictepi;
no 3 6nictepu B
KapTOHHI kopo6Lyj;
no 14 kancyny
6nictepi; no 2
6nictepu B
KapTOHHIlA KOpooLi

3AT
dPapmaves
TUYHWIA
3asop,
EFIC

YropLmHa

3AT
dapmauleBTUYHNI
3aBog EliC

YropuimHa

BHECEHHS 3MiH 10 peecTpaLiiiHix MmaTepianis: 3MiHu |
TMny - 3MiHM WoAo 6e3nekn/edpeKkTNBHOCTI Ta
thapmakoHarnsgy. 3MiHa y KOpOTKiil xapakTepucTuui
NiKapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta iIHCTPYKLT
[ANA MeAnYHOro 3aCTOCyBaHHSA Ha MigcTasi perynspHo
OHOB/IHOBAHOrO 3BITY 3 6e3neKn NikapcbKoro 3acoby,
a60 focnifxeHb 3 6e3nekn 3aCTOCyBaHHS /iKapCbKoro
3aco6y B micnapeecTpaviliHvii nepiod, abo sk
pe3ynbTaT OLiHKM 3BiTY 3 AOCNIMKEHb, NPOBEAEHNX
BIAMNOBIAHO A0 NNaHy negiatpuyuHunx gocnigxeHs (PIP)
(3MiHY y3rofeHo 3 KOMNETEHTHNM YNOBHOBaXKEHUM
opraHom).
3MiHV BHECEHO [0 IHCTPYKUiT AN MegnyHoro
3aCTOCyBaHHS NikapcbKoro 3acoby A0 po3ainis
"B3aemogis 3 iHWVMU NikapcbkMMK 3acob6amu Ta iHLWi
BMAM B3aemogiin”, "Ocob6/MBOCTi 3aCTOCYBaHHA",
"Mepepno3yBaHHa" BiANOBiAHO A0 pekomeHaauii PRAC
EMA.

TepMiH BBEEHHS 3MiH - NPOTAroM 6 MicauiB nicns
3aTBepMKEHHS. 3MiHK | Tuny - 3MiHn Woao
6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsagy. 3miHa y
KOPOTKIil XapakTepucTuLi NikapCbKoro 3acoby, TEKCTI
MapKyBaHHS Ta IHCTPYKUiT A/19 MeANYHOro
3aCTOCYyBaHHSA Ha MifcTaBi perynspHO OHOB/HOBAHOrO
3BiTYy 3 6e3neku nikapcbKoro 3acoby, abo AocnimpKeHb
3 6e3nekn 3acToCyBaHHS NikapcbKoro 3acoby B
nicnspeecTpauiiinii nepiog, abo sk pe3ysibTaT OLiHKM
3BITY 3 fOCNifKEHb, NPOBEAEHNX BiANOBIAHO A0 NnaHy
negiatpnyHux gocnimpkens (PIP) (3MiHy y3ropkeHo 3
KOMNETEHTHUM YNOBHOBAXEHUM OpraHom). 3MiHu
BHECEHO 0 IHCTPyKL|ii 418 MEAUYHOTO 3aCTOCYBaHHS
nikapcbKoro 3acoby go po3sainy "lMNepenosyBaHHs"
BignoBigHo a0 pekoMeHaauii PRAC EMA. TepMiH

3a
peyenmom

He
nionseae

UA/3580/02/01
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Ne Hassa Popma surnycky 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbKo20o | (nikapcbka hopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby YNaKkoBsKa) nocsioYeHHs1
BBE/IEHHS 3MiH NPOTAroM 6-T1 MicAUIB nicns
3aTBepMKEHHA. 3MiHK | Tuny - 3MiHW WoAo
6e3nekun/edhekTUBHOCTI Ta thapMakoHarnagy (iHuwi
3MiHW).
3MiHM BHECEHO A0 IHCTPYKLii 415 MeguyHoro
3aCTOCYBaHHSA Nikapcbkoro 3acoby A0 po3ainy
"Mo6iuHI peakui" Wof0 BHECEHHS iHdopmaLii npo
B&X/IMBICTb 3BiTyBaHHS NPO NoGivHi peakuii. TepMiH
BBefeHHA 3MiH NPOTAroM 6-Tu MicALiB nicns
3aTBEPLKEHHSA
102. | BEHAION TabneTku, BKpUTI BAT YropwuHa BAT "lepeoH YropuwuHa BHECEHHS 3MiH A0 peecTpaLiiiHux matepiasis: 3MiHu | 3a UA/17585/01/01
nNiBKOBOIO "l'epeoH PixTep" TMny - 3MiHK Woao 6e3nekn/edekTUBHOCTI Ta peyenmom
o6onoHkoto, 0,06 Pixtep" thapmakoHarnsgy. BeegeHHs abo 3miHu Ao
mr/0,015 wmr; no 28 y3arasibHeHVX faHux Npo cucTemMy papMakoHarisay
Tabnetok y 6nictepi (BBEAEHHSA y3ara/lbHEHNX AaHUX MPO cucTemy
(24 XOBTi aKTUBHi hapmakoHarnsgy, 3MmiHa ynoBHOBaXeHOi 0cobu,
TabneTtku i 4 3eneHi BiANOBIAa/IbHOI 3a 34iiCHEHHSA hapmakoHarnsay;
Tabnetku nnaue6o); KOHTaKTHOI 0co6u 3 hapmakoHarnsgy 3asBHuKa a/s
no 1 a6o no 3 3[ilicCHEHHST (hapMakoHarnsay B YkpaiHi, SKLL0 BOHA
6nictepu (koxeH BiAMiHHA Bif YNOBHOBaXeHOI 0cO6U, BiANOBIAa/IbHOI
6nictep —y 3a 3AjiicHeHHs1 hapMakoHariaay (Bkiyarum
namiHoBaHoOMy KOHTaKTHi fjaHi) Ta/abo 3MiHM y PO3MILLLEHHI MacTep-
naketi-calle 3 thaiina cuctemmn hapmakoHarnsagy). 3miHa KOHTaKTHUX
NAackMM KapTOHHUM [aHnX YNoBHOBaXXEHOT 0CO6Y 3asiBHNIKA,
dyTnapom ans BiANOBIAabHOI 3a thapmakoHarnsag,. 3miHa
36epiraHHsa 6nictepa MicLe3HaxX0[pKEHHS MacTep-chaiina cuctemm
Ta TUXHEBUM thapmakoHarnagy. 3MiHa Micus 34iliCHEHHS1 OCHOBHOT
KauieHaapeMm- AisnbHOCTI 3 hapmakoHarnsgy.
CTiKepom) y
KapTOHHIA ynakoBsL,i
103. | BEHOCMIH® | Tabnetku, BKpUTI MPAT YkpaiHa BiANOBIgaIbHNI YkpaiHa BHECEHHS 3MiH 0 peecTpaLiiiHux matepiasnis: 3MiHu | 6e3 UA/9747/01/01
NNiBKOBOIO "PITOPA 3a BUPOGHMLTBO, TUny - AGMIHICTPaTVBHI 3MiHW. BunyyeHHs BUpo6GHMUYOT peyenma
060/10HKOI0; PM" nepBrYHHE/BTOPUH OinbHULI (BKNHOYaOUM AinbHULI Ans AL, nPpOMKHOIo
no 10 Tabnetok y He nakyBaHHs, npoaykTy abo roToBOro ikapCcbKoro 3acoby, AinbHUL
6nicTepi; no 3 abo 6 KOHTPO/b AKOCTI 07151 IPOBEEHHSA NaKyBaHHS, BUPOOHMKa,
6nicTepiB y naui 3 Ta BUNycK cepi: BiANOBiAabLHOIO 3a BMNYCK Cepiii, MicLie NPOBEAEHHS
KapTOHYy; MPAT KOHTPO/IO cepii) abo nocTayanbHyKa BUXIgHOTO
"®ITOPAPM" marepiany, peareHTy abo AOMOMIKHOI peYOBUH
YKpaiHa (AKW0 3a3HaYeHo y f0Cbe) BunyyeHHs BUPOGHUYOT
BignoBiganbHMi AiNbHULI TOTOBOro NiKapcbKoro 3acooby,
3a BUMyCK cepii, BifJNOBIAa1bHOI 3@ BUPOGHULTBO, NEPBUHHE/BTOPVHHE
He BKNo4aruu nakyBaHHs Ta KOHTpob AkocTi MAT "BitamiHun",
KOHTPO/b/BMNPOGY YkpaiHa. 3amwaeTbesa anbTepHaTUBHNUI BUPOOHMK
BaHHA cepii: MPAT "®ITO®APM", YkpaiHa.
MPAT
"OITOPAPM"
YKpaiHa
104. | BEHTO/MIH pPO34uH onA nakcoCmi Benuka BMPOBHUK HimeuunHa BHECEHHS 3MiH [JO peecTpaLiliHix maTepianis: 3MiHu | 3a He UA/1798/01/01
HEBY/N iHranauin, 2,5 mr/2,5 TKnsiiH BpuTaHis Hepo3dhacoBaHOro TMNY - 3MiHK 3 AKOCTI. FOTOBWIA liKAPCbKWIA 3acib. peyenmom | nionsieae
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Ne Hassa Popma surnycky 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbKo20o | (nikapcbka hopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby YNaKkoBsKa) nocsioYeHHs1
MJ1, M0 2,5 MmNy Ekcnopt NPOAYKTY, Onuc Ta cknag. 3miHa y cknagi (40noMiKHUX
Hebyni; no 5 Hebyn Nimiten nepBuHHa Ta peyoBUHax) roToBOrO /iKapCbKoro 3aco6y (iHLwi
y NakeTuky 3 BTOPVHHA [ONOMDKHI peqyoBUHY) - 3amiHa OfHIET fOMOMDKHOT
atoMiHieBOT ynaKoBKa, PEYOBUHM Ha iHLY 3 TUMW camMUMK (DYHKLLiOHANIbHUMM
chonbru; no 8 KOHTPO/b SKOCTI, XapaKkTepucTukamy Ta Ha TOMy caMOMYy PiBHi. 3aMiHa
nakeTuKiB y BUNYCK cepii Ta

KapTOHHIiA ynakoBL,i

BUNPOBYBaHHSA
cTabinbHOCTI
roToBOro
nNpoAyKTy: AcneH
Bag Ongecno
'M6X, HimeuuunHa,;
a/lbTepHaTUBHWIA
KOHTPaKTHWi
BUPOGHWK ANsA
npoBefeHHs
KOHTPO/TIO AKOCTI
(Tinbkn
BMNPOBYyBaHHA Ha
CTEPUNBHICTB) Ta
BUNPOBYBaHHSA
cTabifIbHOCTI
(Tinbkn
BUMPOOYBaHHA Ha
CTEPUSIBHICTD)
roToBOro
npoaykry: /leiibop
En.Ec. Ec.l. eHg
Ko. Keit.Oxi.,
HimeuunHa,
[03BiN Ha BUMYCK
cepii: AcneH bag,
Onpgecno M6X,
HimeuunHa

[0NOMDKHOT PeYOBMHU BOAW OUYMLLIEHOT Ha BOAY A1
iH'eKLUji gNa niHii BFS Ha BUpo6HWYIl AinbHWUI AcneH
Bag Ongecno Mm6X, HiMmeyunHa. 3MiHM BHECEHO B
po3ain "Cknag" (4ONOMiXHI pe4OBUHM) B IHCTPYKLLIO
ONA MeMYHOro 3acToCyBaHHS Ta K Hacnigok - y
TEKCT MapKyBaHHS yNakoBKW NikapCbKOro 3acoby.
BBefeHHA 3MiH NPOTAroM 6-Tu MicALiB nicns
3aTBEPMAKEHHS. 3MiHM | TUMY - 3MiHK 3 SIKOCTi. FOTOBWIA
nikapcbkuid 3aci6. 3MiHM y BUPOGHMLTBI. 3MiHa
iMnopTepa/3miHu, Lo CTOCYHTLCS BUMYCKY cepii Ta
KOHTPO/IO SIKOCTi rOTOBOrO fikapCbKoro 3acoby (3amiHa
ab0 foaaBaHHA OiNbHULI, Ha SIKI 34iACHIOETLCS
KOHTPO/b/BUNPOBYBaHHSA cepil) BBEAEHHS
aNbTepPHATUBHOI AiNbHNL, Ha Kl 34iACHIOETbCA
KOHTpPONb/BMNPOGYBaHHS cepii - Jleiibop En.Ec. Ec.l.
eHf Ko. Keii.[xi., HimeuunHa/ Labor LS SE & Co. KG,
Germany. OKpiM TOro, He3HauHi 3MiHn B n.3.2.P.3.1.
Brpo6HWK(M), W06 3a3HaunTH BCi OYHKLIT, SKi BUKOHYE
BMPOGHUK AcnieH Bag Ongecno Mv6X, HimeuunHa.
BBefieHHs 3MiH NpoTArom 6-T1 MicALiB nicns
3aTBEPMKEHHS. 3MiHM | Tuny - 3MiHK 3 AKOCTi. [oTOBWIA
nikapcbkuid 3aci6. 3MiHM y BUPOGHULTBI. 3MiHa
po3Mipy cepii (BkNOYatoun gianasoH po3mipy cepii)
roTOBOrO Jlikapcbkoro 3acoby (36inblieHHs ao 10 pasis
NOPIBHAHO i3 3aTBEPKEHUM PO3MIPOM) BBEAEHHS
[opaTtkoBux po3mipis cepili M13 1200 kr Ta 5000 kr.
3aTtBepmkeHo: 1000 kr. 3anpornoHosaHo: 1200 kr
(npn6nn3Ho 430000 Hebyn) Ta 5000 kr (1670000
Hebyn). BBeAeHHS 3MiH NpOTAromM 6-T1 MicsLiB nicns
3aTBEPMKEHHS. 3MiHM | Tuny - 3MiHK 3 AKOCTi. [oTOBWIA
nikapcbkuii 3aci6. 3MiHU Y BUPOGHULTBI. 3MiHU Y
npoveci BUPO6HULITBA FOTOBOTO NiKapCbKOro 3acoby,
BK/THOHAI0UM NPOMIKHWIA NPOAYKT, WO 3aCTOCOBYETLCA
npv BUPOOHULITBI TOTOBOTO J1iKAPCLKOro 3acoby
(He3HayHa 3miHa y npoueci BUpo6HULTBA) HE3HAYHI
3MiHM B MpoLeci BUpO6bHULITBA, BHACAIA0K
BMNpoBaKeHHS HOBOI NiHil BFS Ha BUpOGHMUIli
AinbHuui AcneH AcneH bag Ongecno M'méX,
HimeyumHa. Onnc BUpo6HMYOro NpoLecy OHOBEHO,
L1106 BKNOUMTY BOAY AN1S iH'EKUI 3aMicTb BOAW
ouuLeHoi. OkpiM Toro, po3mip inbTpa Tenep BkasaHo
3 TOYHICTIO [JO BOX 3HAKIB MiC/151 KOMU Ta OHOBJ/IEHO 3
0,2 MkM 0 0,22 MKM. BBeieHHs 3MiH NPOTArom 6-Tu
MicALiB Nicnsa 3aTBepKeHHsA. 3MiHu | Tuny - 3MiHu 3
SAKOCTi. [OTOBMIA Nikapcbknii 3aci6. 3MiHW y
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Ne Hassa Popma surnycky 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbKo20o | (nikapcbka hopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby YNaKkoBsKa) nocsioYeHHs1

BMPOGHULTBI. 3MiHN BUNPOOYBaHb abo A0NYCTUMMX
MeX, BCTAHOBJIEHMX Y creumdikayisx, nig vac
BMPOBGHULITBA FOTOBOrO NiKapCbKoro 3acoby
(BUNYYEHHS HECYTTEBOIO BUNPOOYBaHHA B NPOLEC
BUPOBHMNLITBA) BU/TyYEHHS HECYTTEBOTO BUNPOOYBaHHSA
B npoueci BupobHuuTea 13, a came nokasHuka «pH»
3i cTagii HaNOBHEHHS, OCKI/TbKW AaHWUiA NOKa3HWK
BMMIPIOETLCSA Mif, Yac NpUroTyBaHHSA po3uuHy in bulk.
BBefeHHA 3MiH NPOTAroM 6-Tu MicALiB nicns
3aTBEPAKEHHS. 3MiHM | TUMY - 3MiHK 3 SIKOCTi. FOTOBWIA
nikapcbkuii 3aci6. 3MiHM y BUPOGHULTBI. 3MiHN
BUNPObyBaHb ab0 JONYCTUMUX MEX, BCTAHOBIEHUX Y
cneupudikauisix, nig yac BMpoBbHMLTBA FOTOBOrO
NiKapcbKoro 3acoby (iHLi 3MiHM) OHOB/IEHHS KpUTEPIiB
NPUIAHATHOCTI B MpOLLeci BUPOGHULTBA A4/19 NOKa3HMKa
«30BHILWHIl BUrNag» 3 «MNocTiliHO 3anoBHeHi Ta
3anevaraHi Hebynu» Ha «be3 gedekTiB» BigNoBigHO
[0 NOTOYHOro NpoLecy Ha NiHii BFS ansa kpatoi
ACHOCTI. PaKTUYHNX 3MiH B METOZI HEMAE.
BBefeHHs 3MiH NpoTArom 6-T1 MicALiB micns
3aTBEPMKEHHS. 3MiHM | TUMy - 3MiHK 3 AKOCTi. [0TOBWIA
nikapcbkuii 3aci6. KOHTPOb rOTOBOTO NiKapCbKOro
3acoby. 3miHa napameTpiB cneyudikauin Ta/abo
[0MYCTUMMUX MEX rOTOBOTO JiKapCbKOro 3acoby (iHLwi
3MiHW)
3MiHM B cneuundikauii MN13, a came gogasaHHA
NPUMITKM — BUNPOBYBaHHS, BK/IOYEHI 40 crieundikawii
npy BUNYCKY, MOXYTb NPOBOAUTUCSA HA
Hepo3dacoBaHOMy MPOAYKTi a60 roTOBOMY MPOAYKTI,
3a BUIAHATKOM CTEPU/IbHOCTI, ika BUKOHYETLCA NnLLIE
Ha roToBOMY MPOAYKTI.

BBefeHHs 3MiH NpoTArom 6-T1 MicALiB micns
3aTBEPMKEHHS. 3MiHM | TUMy - 3MiHK 3 AKOCTi. [0TOBWIA
nikapcbkuii 3aci6. KOHTPOb rOTOBOTO NiKapCbKOro
3acoby. 3miHa y MeToAax BUNpo6yBaHHS roTOBOrO
nikapcbKoro 3acoby (iHWi 3MiHM y MeToaax
BMNpoOGyBaHb (BK/IOYaUM 3amiHy abo [ONOBHEHHS))
[ofaBaHHA a/lbTEPHATVBHOIO METOAY BUNPOOYBaHHS
/13 aBTOMaTUYHOrO TUTPYBAHHA A9 BUHAYEHHSA
BMICTY HaTpito xfiopuay (3aTBEpPMXEHNI METOS, —
pyYHe TUTPyBaHHS). BBefeHHs 3MiH NpoTArom 6-tu
MicALiB nicna 3aTBepmXeHHs. 3MiHu | Tuny - 3MiHK 3
AKOCTI. FoTOBUIA Nikapcbkuii 3aci6. KOHTpOnb roToBoro
nikapcbkoro 3acoby. 3miHa y MeToAax BUNpobyBaHHS
roTOBOrO JliKapCbKOro 3acoby (iHLWi 3MiHK y MeToAax
BMNpoOGyBaHb (BK/IOYaUM 3amiHy abo [ONOBHEHHS))
BBE/IeHHS a/lbTepPHaTUBHOIO MeTofy BUNPoOyBaHHS
N3 ons BU3Ha4YeHHs BMIiCTYy casibbyTaMosly MeToaoM
rpagieHTHoi BEPX gns Bunpo6yBaHHs NpoTArom
TepMiHy NpnAaTHOCTi. BBeAeHHs 3MiH NpoTSArom 6-11
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Ne Hassa Popma surnycky 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbKo20o | (nikapcbka hopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby YNaKkoBsKa) nocsioYeHHs1

MicsALiB Nicnsa 3aTBepKeHHsA. 3MiHu | Tuny - 3MiHu 3
AKocTi. [0TOBWIA Nikapcbkuii 3aci6. KOHTpOb roToBOro
nikapcbkoro 3acoby. 3MiHa y MeToAax BUnpobyBaHHS

roTOBOrO JIiKapCbKOro 3acoby (He3HayHa 3miHa y
3aTBEPMKEHNX MeToAax BUNPOOYBaHHS) He3HauHa
3MiHa y 3aTBepAKeHOMY MeTozi BUunpobysaHHs M3, a
came 3MiHa KOHLeHTpaLii pO34mnHiB 3pas3kiB i
po3paxyHKy B aHaUTITUYHOMY MeTOZi 415 BU3HAYEHHS
BMICTYy canbbyTamosty 3a fonomMorow Yo-
cnekTpomMeTpii. BBeAeHHA 3MiH NpoTAroM 6-Tv MicsLiB
nicns 3aTBepgkKeHHs. 3MiHn | Tuny - 3MiHN 3 SKOCTI.
[oTOBWIA Nikapcbkuii 3aci6. Cuctema

KOHTeliHep/3akynoptoBasibHWi 3aci6. 3MiHa 6yab-aKoil

4acTUHW MaTepiasly NePBUHHOT YNakoBKK, L0 He
KOHTaKTy€e 3 FOTOBMM JliKapCbKuM 3ac060M (Hanpuknag
KONIp KPULLIEYOK 3 KOHTPOIEM MEPLUIOro BIAKPUTTS,
KONip KOA0BUX KiNleup Ha amnynax, KOHTelHepa 415
ronok (pisHi Buau nnactMmacu) (3MiHa, sika He BN/MBae
Ha KOpPOTKY XapaKTepucTuKy MikapCbKoro 3acoby)
3MiHa TOBLUVHY asTlOMIHIEBOTO LWapy 06ropTtkm 3 12
MKM 0 90,7 MkM. CKnag, namiHoBaHOT M/1iBku
3a/IMIAETLCA HE3MIHHUM. BBEAEHHSA 3MiH NPOTAroM 6-
TU MIiCALIB NicNa 3aTBEPMKEHHS. 3MiHM | Tuny - 3MiHK
3 AKocTi. FoToBMIA nikapcbkuii 3aci6. CTabiNbHICTb.
(iHWi 3MiHM) OHOBNEHHS AeTasleil ynakoBku 3
«BniCcTepHOi ynakoBky 3 O/bI» Ha «YNakoBKy 3
NaMiHoBaHOT asTloOMiHIEBOI N/TIBKU» B
n.3.2.P.8.1.Pe3tome Woao cTabisibHOCTi Ta BUCHOBKN.
[MponoHoBaHa 3miHa € BUNpaB/IeHHAM pefakuiiHol
nomuaku. Ha AinbHNL 3aBXayn BUKOPUCTOBYBaNach
yrnakoBka 3 naMiHOBaHOI aslloMiHIEBOT NiBkM. Hemae
XKOAHUX 3MiH Y cucTemi nakysaHHs J13. BBeeHHs 3MiH
NPOTArom 6-Tv MicAILiB Micns 3aTBepKEHHS. 3MiHu |
TNy - 3MiHK 3 SIKOCTi. FOTOBUIA Nnikapcbkuii 3aci6.
3MiHU y BUPO6HMLTBI. 3MiHU BUNpobyBaHb abo
O0NyCTUMUX MeX, BCTAHOBJ/IEHUX Y cneumdikalisx, nig
yac BUPOBHMLTBA FOTOBOIO J1iKapCbKOro 3acoby
(BUYYEHHS HECYTTEBOrO BUNPO6GYBaHHA B MPOLECI
BMPOBHMLITBA) BUIYYEHHS HECYTTEBOrO BUNPOGYBaHHS
B npoueci Bupo6HuuTea 13, a came nokasHuka
«30BHILWHIN BUrNAA» 3i CTagii NiAroTOBKM PO3YMHY.
30BHiLLHIi BUrNag 6yae nepesipeHo Ha eTani
nakyBaHHs Hebyn y namiHoBaHy aitoMiHIEBY dhONbry

BiANOBIAHO A0 HOBOTO MpOLECy BUPOBGHMLTBA Ha MiHil

BFS. BBefieHHs 3MiH NpOTArom 6-Tu MicsLiB nicns
3aTBEPAXKEHHSA. 3MiHM Il TUNY - 3MiHK 3 AKOCTI.
[oTOBWIA Nikapcbkuii 3aci6. 3MiHWM Y BUPOOHULTBI.
3MiHM BUNpo6yBaHb abo AOMYCTUMMX MEX,
BCTAHOB/IEHVX Y cneumdikauisx, nig vyac BMpobHuLTBa
roTOBOrO /liKapCcbKoro 3acoby (PO3LUMPEHHSsI
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n/n

Ha3ssa
JliKapcbK0O20
3acoby

Popma surnycky
(nikapcbka ¢hopma,
YNaKkoBsKa)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs

Homep
peecmpayiliHo2o
nocsio4yeHHs

3aTBEPMKEHNX AONYCTUMUX MEX AJ151 NOKA3HWKIB, SAKi
MOXYTb MaTu ICTOTHUI BN/IB Ha 3arasibHy AKICTb
roToBOro fikapcbKkoro 3acoby) 3amMiHa B
n.3.2.P.3.4.KOHTPO/b KPUTUYHUX CTaAjii Ta NPOMIDKHOT
npoaykuii, a came 3miHa BUMOr cneuudikauii ons
TOBLUMHM CTiHKM Hebynu. 3atsepmxeHo: 0,35 mm-0,80
MM 3anponoHosaHo: 0,3 Mm-0,8 Mmm BBeieHHs 3MiH
NPOTArom 6-T1 MicALIB Mic/1A 3aTBepKEHHS. 3MiHu ||
TUMy - 3MiHM 3 AKOCTi. FOTOBWIA Nikapcbkuii 3aci6.
CuncTeMa KoHTelHep/3akynoptoBasibHUIA 3aci6. 3miHa
chopmm abo po3Mipy KOHTelHepa un
3aKyrnoprBasIbHOro 3acoby (NepBUHHOT yNakoBKK)
(3MmiHa popmMmn abo po3mipy OCHOBHOI YaCTUHM
nakyBaslbHOTO Martepiasy, Lo MOXe MaT 3HaYHWi
BMN/IMB Ha AOCTaBKY, 3aCTOCYBaHHA, 6e3neky Ta
CTabiNbHICTb FOTOBOrO NiKapCbLKOro 3acoby) 3miHa
KOHGpirypavii ynakoBkv Ta po3mipiB Hebyn, a came 3 10
00 5 Hebyn y nakeTuky 3 aitoMiHieBOT honbru
BiNOBIAHO A0 NpoLecy Ha HOBIl MiHii BFS. 3MiHn
BHECEHO B p034iNn "YnakoBka" B iHCTPYKL,it0 An1s
MeAMYHOro 3acTOCyBaHHA Ta SK HACNifoK - y TekcT
MapKyBaHHS! yNakoBKW NikapcbKoro 3acoby. BeeaeHHs
3MiH NPOTSArom 6-Tu MiCALIB Nic/1s 3aTBEPAKEHHS.

105.

BEHTO/IH
HEBYNN

PO34MH ANna
iHranauin, 2,5 mr/2,5
MJ1; M0 2,5 MmNy
Hebyni; no 5 Hebyn
y NakeTuky 3
aIlOMIHIEBOT
dhonbru; no 8
nakeTuKIiB B
KapTOHHIA ynakoBsL,i

nakcoCmi
TKnsiiH
Excnopt
Nimiteq

Benwvka
BputaHis

BMPOBHUK
Hepo3acosaHOro
NPOAYKTY,
nepBuHHA Ta
BTOPWHHA
ynakoBka,
KOHTPO/b SIKOCTI,
BWMYCK cepii Ta
BMNPOOYBaHHSA
cTabifbHOCTI
roTOBOro
npoayKTy: AcneH
Bap Ongecno
'm6X, HimeuunHa;
anbTepHaTUBHWIA
KOHTPaKTHWi
BVPOGHWK A5
npoBefeHHs
KOHTPO/IIO AKOCTI
(Tinbkn
BUMPOOYBaHHA Ha
CTEepPW/IbHICTbL) Ta
BMNPOBYBaHHSA
cTabinbHOCTI
(TinbKn
BMNPOOYBaHHA Ha
CTEepPW/IbHICTb)

HimeyunHa

BHECEHHS 3MiH 10 peecTpaLiiiHix MmaTepianis: 3MiHu |
TMny - 3MiHK WoAo 6e3nekn/edeKkTNBHOCTI Ta
hapmakoHarnsgy (iHwi 3MiHn).
3MiHV BHECEHO Y TEKCT MapKyBaHHS NepBUHHOI
yNakKoBKM NiKapcbKoro 3acoby n. 3, 4; a Takox
BTOPUHHOI (KapTOHHA ynakoBka) n. 8, 17 Ta BTOPUHHOI
(NpomiXHOT ynakoBku) B M. 4, 8, 17. TepMiH BBEAEHHS
3MiH - MPOTAroM 6 MiCALIB MiCNA 3aTBEPMKEHHS. 3MiHN
| Tuny - AgMiHiCTpaTVBHI 3MiHW. 3MiHa Ha3BM
nikapcbKoro 3acoby. 3miHa Ha3BW NikapcbKoro 3acoby.
3ATBEP)KEHO: BEHTO/NIIH™ HEBY/1A.
3AMNPOMNOHOBAHO: BEHTOJIH HEBYNN. TepmiH
BBEJEHHS 3MiH - NPOTAroM 6 MicAuis nicas
3aTBEpPMKEHHSA. 3MiHN | TUny - 3MiHK 3 SIKOCTI. FoTOBWMI
nikapcbkuii 3aci6. KOHTpob roTOBOrO NiKapCbKoro
3aco06y (iHLWi 3MiHK). OHOBMIEHHS BXEe 3aTBEpPIKEHUX
MeTOZiB KOHTPOJO SKOCTI NiKapCbKoro 3acoby, a cave:
BUKNAEHHS TEKCTY [ilepXXaBHOK MOBOIO 3rifHO
Cy4YacHuX BUMOr. TepMiH BBEAEHHS 3MiH - NPOTArom 6
MiCALIB MIiCNSA 3aTBEPLKEHHS.

3a
peyenmom

He
nionseae

UA/1798/01/01
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n/n

Ha3ssa
JliKapcbK0O20
3acoby

Popma surnycky
(nikapcbka ¢hopma,

YNaKkoBsKa)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs

Homep
peecmpayiliHo2o
nocsio4yeHHs

roToBOro
npoaykTy: Jleibop
En.Ec. Ec.l. eHg
Ko. Keid.[xi.,
HimeuunHa;
[103BiN Ha BUMYyCK
cepii: AcneH bag,
Ongecno Mv6X,
HimeyunHa

106.

BEHTO/IH
HEBYNN

PO34MH AN

iHranauin, 2,5 mr/2,5

MA, no 2,5mny
Hebyni; no 5 Hebyn
y nakeTuky 3
IOMIHIEBOI
donbru; no 8
nakeTukiB y
KapTOHHIiA ynakoBL,i

nakcoCmi
TKnsaiiH
Excnopt
Nimiten

Benvka
BpuTaHis

BMPOOHUK
Hepo3dacoBaHoro
NPOAYKTY,
nepBuHHA Ta
BTOPUHHA
ynakoBka,
KOHTPO/b SKOCTI,
BMMYCK cepii Ta
BUNPOBYBaHHSA
cTabifIbHOCTI
roToBOro
npoaykTy: AcneH
Bbap Ongecno
M6X, HimeuunHa;
a/lbTepHaTUBHWI
KOHTPaKTHWi
BVPOGHWK 415
npoBefeHHs
KOHTPOJTO SIKOCTI
(Tinbkn
BUMNPOOYBaHHA Ha
CTEPUNBHICTB) Ta
BMNPOOYBaHHSA
cTabifbHOCTI
(Tinbkn
BUMPOOYBaHHA Ha
CTEePW/IbHICTb)
roToBOro
NPOAYKTY:
Neii6op En.Ec.
Ec.l. eHg Ko.
Keld.Oxi.,
'poceH6pax;
[03BiN Ha BUMYCK
cepii: AcneH bag,
Onpgecno M6X,
HimeuunHa

HimeyunHa

BHECEHHS 3MiH [0 peecTpavLjiiiHuX maTepiasis: 3MiHu |
TMny - 3MiHK Woao 6e3nekn/edpeKTNBHOCTI Ta
thapmakoHarnagy. 3MiHa y KOpOTKill XxapakTepucTuLi
NikapcbKoro 3acoby, TEKCTI MapKyBaHHSA Ta iHCTPYKLT
AN MeAnYHOro 3acToCyBaHHA Ha NiACTaBi perynsipHo
OHOBJ/IOBAHOrO 3BITY 3 6e3neKkun NikapcbKoro 3acoby,
ab0 JocnifgxeHb 3 6e3Mnekn 3aCTOCyBaHHS ikapCbKoro
3acoby B nmicnspeecTpaviiiHvii nepiod, abo sk
pe3ynbTaT OLiHKM 3BiTY 3 AOCNIMKEHb, NPOBEAEHNX
BiANOBIAHO [0 NnaHy negiatpuuHnx gocnimxers (PIP)
(3MiHY y3rofkeHO 3 KOMMETEHTHVM YNOBHOBaXKEHUM
opraHoMm). 3MiHM BHECEHO [0 iHCTPYKUiT ANns
MeAUYHOro 3aCToCyBaHHS NiKapcbKoro 3acoby go
po3giny "Oco6nBOCTi 3aCTOCYBaHHA" BiANOBIAHO A0
pekomeHpauili PRAC. TepMiH BBEAEHHS 3MiH -
npoTArom 6 micsALiB Nicns 3aTBepAXKEHHS

3a
peyermom

He
nionsieae

UA/1798/01/01

107.

BEP3EHIO

TabneTku, BKpUTI
nNiBKOBOK
060/10HKO Mo 50

Eni Ninni
HepepneHn
0 6.B.

HigepnaHnamn

nepBrHHa Ta
BTOPWHHA
yNaKkoBkKa,

IcnaHis/
CWA

BHECEHHS 3MiH A0 peecTpaLiiiHux matepiasis: 3MiHu |
TMny - 3MiHK 3 AkocTi. API. BupobHuuTBO. 3MiHa
BMPO6HMKA BUXIAHOro/NPOMIKHOrO NPoAyKTy/peareHTy,

3a
peyenmom

UA/20387/01/01
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n/n

Ha3ssa
JliKapcbK0O20
3acoby

Popma surnycky
(nikapcbka ¢hopma,
YNaKkoBsKa)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs

Homep
peecmpayiliHo2o
nocsio4yeHHs

Mr; no 14 tTabneTok
y 6nicTepi, no 2
6nictepu y
KapTOHHIA navui

KOHTPO/b SIKOCTI,
BUWMYCK Cepii:
Ninni C.A., IcnaHis
BVMPOGHULTBO
roTOBOI NiKapCbKOi
hopMU, KOHTPO/Ib
AKOCTI:

Ninni genb Kapiée
IHk., CLUA

LLIO BUKOPUCTOBYIOTLCSA Y BUPOBOHUYOMY npoueci AdI,
ab60 3miHa BUpo6HuKa (BK/0HaKUn, e HeobxiaHo,
MicLLe NpoBeAEeHHS KOHTPOsIO iKocTi) AdI (3a
BiZiICYTHOCTi cepTucpikaTa BianoBigHOCTI EBponeiichkili
chapmakonei y 3aTBepKeHOMy [J0CbE)
(3anponoHoBaHWit BUPOGHUK HaNeXuTb A0 TiET camoi
BMPOGHWYOI rpynu NiANPUEMCTB, LLO 11 3aTBEPMXKEHNI)
[opasaHHa BUpOOHUYOI AinbHWLi Takacaro
IHTepHelleHan KopnopeiiweH, AnoHis (Takasago
International Corporation, Japan), sk 4oAaTKOBOI
AinbHUUI, BiANOBIAA/TbHOI 3@ a/lbTEPHATUBHMIA KPOK 1
(LSN2812839) npomixHOro etany npouecy
BMpOGHMLUTBA AD| abemauukni6. 3MiHn | Tuny - 3MiHn
3 akocTi. A®l. KonTponb A®I. 3miHa y meTogax
BMNpo6yBaHHA A®I| abo BuxigHOro
marepiany/npoMiKHOro NPoAyKTy/peareHTy, Lo
BMKOPMCTOBYETbLCA y NpoLieci BUpo6HuuTBa AD| (iHLUi
3MiHM B MeToZax BUNpo6yBaHHS (BK/IOYAKOYM 3aMiHy
a60 [OMNOBHEHHS) ANS peareHTy, WO He CIPUYNHSIE
icToTHOro BNAMBY Ha sikicTb A®1) lonaBaHHs
KynoHomeTpuyHoro metogy Kapna ®iwepa B AKoCTi
anbTepHaATMBHOIO MeToAy A58 06'EMHOr0 MeToay
Kapna ®iwepa B13Ha4YeHHS BMiCTY BOAW B peareHTi
TeTparigpodypaH, SK1ii BUKOPUCTOBYETLCA Y MPOLIEC
BMPOGHMLTBA Ail040i peqyoBuHU. 3MiHN NnepegbayaloTb
OHOBJIEHHS cneuudikauii Airoyoi peyoBuHU. 3MiHu |
MYy - 3MiHK 3 AKoCTi. API. KOHTposib AP (iHLi 3MiHW)
BrnpoBakKeHHs1 BUKOPUCTAHHSA NUTHOI BOAM 5K
anbTepHaTUBY OYWLLEHI BOA| 415 a/lbTEPHATMBHOMO
Kpoky 1 (LSN2812839) npoMixHOro BUPOGHNYOro
npouecy Adl. Kpim Toro, oHoBNeHHs po3giny 3.2.S.4.1
Cneuudikauii, a caMme- OHOB/IEHHS nocunaHHa Ha USP
0N TecTy igeHTudikalii MeTogomM paMaHiBCbKOT
cnekTpockonii 3 USP <1120> go USP <858>, 106
Y3roAuTL 1A0ro i3 3arasibHMm HoMepom po3sginy USP Ta
3MiHOK Ha3Bu. [laHa 3MiHa € pefiaKLiiiHOH.

108.

BEP3EHIO

TabneTkn, BKPUTI
NNiBKOBOIO
060/10HKOI no 150
Mmr; no 14 TabneTok
y 6nicTepi, no 2
6nictepu y
KapTOHHIW nayu,i

Eni Ninni
HepepneH
0 6.B.

HigepnaHgn

nepBuHHa Ta
BTOPUHHA
ynakoBka,
KOHTPO/b SKOCTI,
BUWMYCK Cepii:
Ninni C.A.,
IcnaHis;
BVPOGHMLTBO
roToBOI NiKapcbKoi
chopmMu, KOHTPOSIb
AKOCTI:
Ninni pens Kapibe
IHK., CLLA

IcnaHis/
CWA

BHECEHHS 3MiH 0 peecTpaLiinHux matepiasnis: 3MiHu |
Tuny - 3MiHM 3 akocTi. A®Il. BupobHMuTBO. 3MiHa
BMPOBOHUKA BUXiIAHOTO/NMPOMIXHOrO NPoAyKTYy/peareHTy,
LLI0 BUKOPUCTOBYHOTLCS Yy BUPOBHMYOMY npoueci AdI,
ab60o 3miHa BUpoOHWMKa (BK/oHaKoun, ae HeobxiaHo,
MicLLe NpoBeAEHHS KOHTPOsIIO iKocTi) AdI (3a
BiICYTHOCTI cepTuchikaTa BiANOBIAHOCTI EBPONENCHKI
chapmakonei y 3aTBepKeHOMYy [0CbE)
(3anponoHoBaHWit BUPOGHUK HANeXuTb A0 TiEl camoi
BMPOGHWYOI rpynu NiANPUEMCTB, WO 11 3aTBEPAKEHWI)
[opasaHHa BUpOOHUYOT AinbHULi Takacaro
IHTepHelueHan KopnopeiiweH, AnoHis (Takasago
International Corporation, Japan), sk 4oAaTKOBOI
AOiNbHULI, BigNoBiganbHOI 3a a/lbTepHaTUBHUI KPoK 1

3a
peyermom

UA/20387/01/03
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n/n

Ha3ssa
JliKapcbK0O20
3acoby

Popma surnycky
(nikapcbka ¢hopma,
YNaKkoBsKa)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs

Homep
peecmpayiliHo2o
nocsio4yeHHs

(LSN2812839) npomixHOro etany npouecy
BMpOGHMLUTBa AD| abemaunkni6. 3MiHn | Tuny - 3MiHn
3 AkocTi. A®l. KoHTponb A®I. 3miHa y MeTofax
BunpobysaHHA APl abo BuxigHOro
mMarepiany/npoMiXKHOrO NPoAyKTy/peareHTy, Lo
BUKOPUCTOBYETLCA Y npoLeci BUpo6bHuuTBa A®I (iHLWi
3MiHM B MeTofax BUNPO6yBaHHS (BKIOYaOUM 3aMiHy
ab0 [ONOBHEHHS) A/15 peareHTy, L0 He CNPUYVHAE
iCTOTHOro BN/IMBY Ha sikicTb A®I) lonaBaHHsA
KynIOHOMeTpuYHOro metoay Kapna diwepa B SKOCTI
a/lbTepHaTMBHOrO MeToy 719 06'EMHOr0 MeToay
Kapna ®iwepa B13HaYeHHs1 BMICTY BOAW B peareHTi
TeTparigpodhypaH, SKnii BUKOPUCTOBYETLCA Y MPOLIEC
BVMPOGHMLTBA Ajt040i pevyoBuHU. 3MiHN NnepegbaqaTb
OHOBEHHSA creundikaLii 4ilo4oi peyoBUHU. 3MiHN |
TUny - 3MiHn 3 akocTi. A®I. KoHTponb A®I (iHLWi 3MiHW)
BnpoBakeHHs1 BUKOPUCTaHHA NUTHOT BOAW SAK
anbTepHaTVBY OYWLLIEHI BOAj AN albTepPHATVBHOIO
Kpoky 1 (LSN2812839) npoMixXHOro BUPOGHNYOrO
npouecy A®l. Kpim Toro, oHoBfieHHs po3giny 3.2.5.4.1
CrieuudikaLi, a came- OHOBIEHHSI NOCWUIaHHA Ha USP
ANA TecTy igeHTudikauii MeTogomM pamaHiBCbKOi
cnektpockonii 3 USP go USP , w06 y3rogutu ioro i3
3ara/ibHMM HOMepoM po3giny USP Ta 3MiHOK Ha3BMu.
[aHa 3miHa € pefiakLiiHoto.

109.

BEP3EHIO

TabneTku, BKpUTI
nNiBKOBOIO
060n0Hkoto no 100
Mr; no 14 tabnetok
y 6nicTepi, no 2
6nictepn y
KapTOHHI navu,i

Eni Ninni
HepepneH
0, 6.B.

HigepnaHvgu

nepBuHHA Ta
BTOPWHHA
ynakoBka,
KOHTPO/b SIKOCTI,
BUNYCK cepil:
Ninni C.A., IcnaHis
BVPOGHMLTBO
roToBOT NiKapcbKoi
doopMU, KOHTPO/b
AKOCTI:
Ninni pens Kapibe
IHK., CLLA

Icnanis/
CLWA

BHECEHHS 3MiH A0 peecTpaLiiiHux matepiasis: 3MiHu |
TMny - 3MiHK 3 AKkocTi. APL. BupobHuuTBO. 3MiHa
BMPOGHMKA BUXIAHOro/NPOMDKHOrO NPOAYKTY/peareHTy,
LLI0 BUKOPUCTOBYHOTLCS Yy BUPOOHMYOMY npoueci AdI,
abo 3MiHa BMPOOHUKa (BK/THOYatoun, Ae HeobXigHo,
MicLie NpoBefeHHs KOHTPOIIO skocTi) APl (3a
BiICYTHOCTI cepTucpikaTa BiANOBIAHOCTI EBPONEChKIl
chapmakonei y 3aTBepKeHOMY [0CbE)
(3anponoHoBaHWit BUPOOHWK HANEXWTb A0 TiET camoi
BMPOGHMWYOT rpynu NigNPUEMCTB, WO Ii 3aTBEPAKEHWI)
[opaBaHHA BUPOOHMYOT AinbHULI Takacaro
IHTepHewweHan KopnopeiiweH, AnoHis (Takasago
International Corporation, Japan), Sk 40AaTKOBOI
AinbHUUI, BiANOBIAA/IbHOI 32 a/lbTEPHATUBHMIA KPoK 1
(LSN2812839) npomiHOro eTany npouecy
BMpOGHMLUTBa AD| abemauukni6. 3MiHn | Tuny - 3MiHu
3 AkocTi. A®l. KoHTponb A®I. 3miHa y MeTofax
BMNpo6ysaHHA A®| abo BuxigHoro
Marepiany/NpoMiXXHOTO NPoAyKTy/peareHTy, Lo
BMKOPUCTOBYETLCA Y npoLeci BUpobHuuTBa A®I (iHLWi
3MiHM B MeTofax BUNpo6yBaHHS (BKIOYaUM 3aMiHy
ab0 [ONOBHEHHS) A/15 peareHTy, L0 He CNPpUYVHAE
icTOTHOro BN/IMBY Ha sikicTb A®I) lonaBaHHsA
KynIOHOMeTpuYHOro metoay Kapna ®iwepa B AKoCTi
a/IbTEPHATMBHOIO MeToy 718 06'EMHOr0 MeToay

3a
peyenmom

UA/20387/01/02
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n/n

Ha3ssa
JliKapcbK0O20
3acoby

Popma surnycky
(nikapcbka ¢hopma,
YNaKkoBsKa)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs

Homep
peecmpayiliHo2o
nocsio4yeHHs

Kapna ®iwepa B13HauYeHHs BMICTY BOAW B peareHTi
TeTparigpodypaH, kil BUKOPUCTOBYETLCH Y MPOLECI
BMPOGHMLTBA Ajit0H0I pevyoBUHU. 3MiHN NnepefbaqarTb

OHOBJ/IEHHSA cneundikauii giroyoi peyosuHU. 3MiHn |

Tuny - 3MiHM 3 akocTi. A®Il. KoHTponb A®I (iHwi
3MiHW)BnpoBagkeHHS BUKOPUCTaHHA NUTHOI BOAM K
anbTEPHATUBY OYWLLIEHIN BOAj ANS abTepHATVBHOIO
Kpoky 1 (LSN2812839) npoMixHOro BUPOGHMNYOro
npouecy A®l. Kpim Toro, oHoBNeHHs po3giny 3.2.5.4.1
Cneuudikadlii, a caMme- OHOB/IEHHSA nocunaHHa Ha USP
[ANsa TecTy igeHTudikauii METOAOM pamaHiBCbKOi
cnekTpockonii 3 USP go USP , 06 y3rogutu itoro i3
3aras/ibHUM HoMepoM po3giny USP Ta 3miHo Ha3Bu.
[laHa 3MiHa € pefakUiiHO.

110.

BEPMOKC

Tabnetkun no 100 mr
no 6 TabneTok y
6nicTepi; no 1
6nictepy B
KapTOHHI/ ynakosL,i

BAT
"TepeoH
Pixtep"

YropLmHa

BAT "TeaeoH
PixTep",
YropuwmHa
(nopatkoBuiA
BUPOBHUK,
BignoBiganbHMi
3a BUNYycCK cepii,
0hOpMIEHHS
cepTtudikaty
AKOCTI);
l'epeoH PixTep
PymyHia A.T.,
PymyHis

PymyHis/
YropLmHa

BHECEHHS 3MiH 0 peecTpaLiiiHux matepianis: 3MiHu |
TMny - 3MiHK WoAo 6e3nekn/edpeKkTNBHOCTI Ta
thapmakoHarnsgy. BeegeHHs abo 3miHv Ao
y3arasibHeHUX JaHnx Npo cucTemy dhapmakoHarnsgy
(BBEAEHHS y3araslbHEHMX AaHUX NPo cUcTemMy
hapmakoHarnsgy, 3MiHa ynoBHOBaXeHOoi 0cobu,
BiANOBIAA/IbHOI 3a 34iiCHEHHSA hapMmakoHarnsay;
KOHTaKTHOI 0Co6YM 3 thapmakoHarnsagy 3asiBHuka anas
3piicHeHHs hapMakoHarnsgy B YkpaiHi, K0 BOHA
BiAMiHHa Bif, yNOBHOBaXXEHOT 0CO6M, BifNoBiganbHOI
3a 3AjiicHeHHs hapmakoHarnagy (Bkyatoun
KOHTaKTHI AaHi) Ta/abo 3MiHN y pO3MilLeHHi MacTep-
thaiina cuctemu chapmakoHarnsgy) - 3miHa
KOHTaKTHMX AaHMX YNOBHOBaXXEHOI 0COOM 3asiBHMKA,
BiANOBIAabHOI 3a thapmakoHarnsg,. 3miHa
MicLie3HaxoMKeHHs MacTep-ghaiina cuctemm
hapmakoHarnsgy. 3miHa Micusi 34iiCHEHHS OCHOBHOI
AOiSbHOCTI 3 hapmakoHarasgy.

3a
peyenmom

UA/7363/01/01

111.

BEPOLUMNIPO
H

Kancynu no 50 mr;
no 10 kancyny
6nicTepi; no 3
6nictepu B
KapTOHHI ynakosL,i

BAT
"TepeoH
PixTep"

YropLmHa

BAT "TeneoH
Pixtep"

YropLmHa

BHECEHHS 3MiH [JO peecTpaLiiiHix maTepianis: 3MiHu |
TMny - 3MiHK WoAo 6e3nekn/edpeKkTNBHOCTI Ta
chapmakoHarnsgy. BeegeHHsa abo 3miHn o
y3arasibHeHNX AaHnx Npo cuctemy papmakoHarnsgy
(BBEAEHHSA Y3araslbHEHUX AaHWX MPO cucTemy
chapmakoHarnsgy, 3miHa ynoBHOBaXXeHoi ocobu,
BiANOBIAa/IbHOI 3a 34iiCHEHHSA hapMmakoHarnsay;
KOHTaKTHOI 0C06YM 3 chapmakoHarnsagy 3asBHuka anas
3piicHeHHs hapMakoHarnsay B YkpaiHi, K0 BOHA
BiAMiHHa Bif, yNOBHOBaXKEHOT 0CO6M, BifgnoBigansLHOI
3a 3fjicHeHHs hapmakoHarnaay (Bkyatoun
KOHTaKTHI AaHi) Ta/abo 3MiHN y pO3MiLLeHHi MacTep-
thaiina cuctemmn chapmakoHarnsgy). 3miHa KOHTaKTHUX
LaHNX YNOBHOBaXEHOT 0CO6M 3asBHUKA,
BiANOBiAa/IbHOT 32 hapmakoHarnsag. 3miHa
MicLie3HaxoMKeHHs MacTep-chaiina cuctemm
dhapmakoHarnsgy. 3miHa Micusi 34iCHeHHA OCHOBHOI

3a
peyenmom

UA/2775/01/01
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Ne Hassa Popma surnycky 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbKo20o | (nikapcbka hopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby YNaKkoBsKa) nocsioYeHHs1
AISNbHOCTI 3 hapmakoHarnsgy.
112. | BEPOWUNIPO | kancynu no 100 wmr; BAT YropwuHa BAT "lepeoH YropuwuHa BHECEHHS 3MiH 0 peecTpaLjiiiHuX maTepianis: 3MiHu | 3a UA/2775/01/02
H no 10 kancyny "l'epeoH PixTep" TMny - 3MiHK Woao 6e3nekn/edekTMBHOCTI Ta peyenmom
6nicTepi; no 3 Pixtep" thapmakoHarnsgy. BeegeHHs abo 3miHv Ao
6nictepn B y3arasibHeHUX JaHnx Npo cucTemy dpapmakoHarnsgy
KapTOHHIiA ynakoBL,i (BBEAEHHS y3aralbHEHMX AaHUX NPo cucTemy
hapmakoHarnsgy, 3mMiHa ynoBHOBaXXEHOI 0cobw,
BiANOBIA&/TbHOI 3a 34iiCHEHHS hapmakoHarnsay;
KOHTaKTHOI 0co6U 3 thapmakoHarnsay 3asBHuka ans
3[ificHEHHS hapmMakoHarnsgy B YkpaiHi, KO BOHA
BiAMiHHA Bif YNOBHOBaXeHOI 0cO6U, BiANOBIAa/IbHOI
3a 3[jiicHeHHs1 hapMakoHaraay (Bkiyarum
KOHTaKTHI AaHi) Ta/abo 3MiHN Y pO3MilLeHHi macTep-
thaiina cuctemmn hapmakoHarnsagy). 3miHa KOHTaKTHUX
[aHnX YNoBHOBaXXEHOT 0CO6Y 3asBHNIKA,
BiANOBIAaIbHOI 3a thapmakoHarnsag,. 3miHa
MicLe3HaxX0[KEHHS MacTep-chaiina cuctemm
thapmakoHarnagy. 3MiHa Micus 34iliCHEHHS1 OCHOBHOT
AiSNbHOCTI 3 hapmakoHarnsgy.
113. | BEPOLWUNIPO | Ta6netku no 25 wmr; BAT YropwmHa BAT "legeoH YropwumHa/ BHECEHHS 3MiH A0 peecTpaLiiiHux matepiasis: 3MiHu | 3a UA/2775/02/01
H no 20 TabneTtok y "l'epeoH PixTep", MonbLia My - 3MiHK Woao 6e3nekn/edekTUBHOCTI Ta peyenmom
6nicTepi; no 1 Pixtep" YropwmHa; TOB thapmakoHarnsgy. BeegeHHs abo 3miHu Ao
6nictepy B "lepeoH Pixtep y3arasibHeHUX JaHnx Npo cucTemy dpapmakoHarnsgy
KapTOHHIiA ynakoBL,i MonbLya", (BBEAEHHS y3araslbHEHMX AaHUX NPo cucTemy
MonbLa hapmakoHarnsgy, 3MmiHa ynoBHOBaXeHOi 0cobu,
(KOHTPOJIb SIKOCTI, BiANOBIAa/IbHOI 3a 34iiCHEHHSA hapMmakoHarnsay;
[103BiN Ha BUMYCK KOHTaKTHOI 0co6U 3 thapMakoHarnsay 3asBHUka ans
cepii; 3fjiicHeHHs hapMakoHarnsgy B YkpaiHi, KO BOHA
BVPOGHMLTBO BiAMiHHA Bif YNOBHOBaXeHOI 0cO6U, BiANOBIAA/IbHOI
Hepo3dghacoBaHOro 3a 3fjiicHeHHs1 hapMakoHarnaay (BkiYarum
NPOAYKTY, KOHTaKTHI AaHi) Ta/abo 3MiHN Y pO3MilLeHHi macTep-
nepBuHHA thaiina cuctemu chapmakoHarnsgy) 3MiHa KOHTaKTHUX
ynakoBka, [aHnX YNoBHOBaXXEHOT 0CO6Y 3asiBHYIKA,
BTOPVHHA BiANOBiAaIbHOI 3a thapmakoHarnsag,. 3miHa
ynakoBka) MicLie3HaxoMKeHHs MacTep-ghaiina cuctemu
thapmakoHarnagy. 3MiHa Micus 34iliCHEHHS1 OCHOBHOT
AisnbHOCTI 3 hapmakoHarnsgy.
114. | BEPCABO KOHUeHTpaT ans O-p IHais O-p Peppi'c IHais BHECEHHS 3MiH 0 peecTpaLiiiHux matepianis: 3MiHu | - UA/19827/01/01
po3uuHy ans Peppi'c Na6opaTopic /iTg, TMny - 3MiHK 3 aKocTi. A®Il. KoHTponb A®I. 3miHa y
iHdpysilA, 25 mr/mn Jlabopato napameTpax crneundikauii Ta/abo 4ONyCTUMUX MEX,
in bulk: no 4 mn (100 pic N1T4 BM3HA4YeHNX y cneuudikauisx Ha A®l, abo

Mr) y donlakoHi; no
500 donakoHiB y
Kopo6ui; no 16 mn
(400 mr) y chnakoHi;
no 500 dnakoHiB y
KopoobLi

BUXigHWIA/NPOMIDXHUIA NpOAYKT/peareHT, Wwo
BMKOPUCTOBYIOTbCSA Y Npoueci BUpobHuuTea AP (iHLwi
3MiHM) CynyTHSA 3MiHa - 3MiHK 3 AkocTi. APl KoHTposb

A®|. 3miHa y meTogax BunpobysaHHsa APl abo
BUXIAHOTO MaTepiasy/NpoOMiXKHOro MpoAyKTy/peareHTy,
LLIO BUKOPUCTOBYETLCS Y npoueci BUpobHuLTBa AdI
(IHLWi 3MiHK) BUNYYEHHA NOKasHMKa «[ nikaHn»
(«Glycan») i3 cneyudpikauii Ta meTogis koHTpo AdI
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Ne Hassa Popma surnycky 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbKo20o | (nikapcbka hopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby YNaKkoBsKa) nocsioYeHHs1
BeBauun3symab. BBegeHHs 3MiH NpoTArom 6 Micsuis
nicns 3aTBepyKeHHs
115. | BEPCABO KOHUeHTpaT ans - IHais O-p Peppi'c IHais BHECEHHS 3MiH 0 peecTpaLiiiHux matepianis: 3MiHu | 3a UA/19826/01/01
PO34unHY 4118 Pepgi'c Nab6opaTopic /Tg, TMny - 3MiHKn 3 AKocTi. A®Il. KoHTponb A®I. 3miHa y peyenmom
iHdpy3iiA, 25 mr/mn Na6opaTto napameTpax cneuudikauii Ta/abo JOMyCTUMUX MEX,
no 4 mn (100 mr) y pic 114 BM3HAYeHUX y cneyudikauisx Ha A®l, abo
thnakoHi; no 1 BUXiAHWIA/NPOMDKHUIA NpOAyKT/peareHT, Lo
chnakoHy y kopobLyi; BVKOPVCTOBYIOTbCS Y npoueci BupobHuutea A®| (iHwwi
no 16 mn (400 mr) y 3MiHM) CynyTHS 3MiHa - 3MiHK 3 AkocTi. ADIl. KoHTposb
thnakoHi; no 1 A®|. 3miHa y meTogax BunpobysaHHsa APl abo
chnakoHy y kopobui BMXifHOro MaTtepiany/npoMiXXHOTO NPOAyKTy/peareHTy,
LLIO BUKOPUCTOBYETLCA Y npoLieci BUpo6bHuLTBa AdI
(IHWWIi 3MiHW) BUNYYEHH: NoKasHuKa «[ nikaHm»
(«Glycan») i3 cneyndpikauii Ta MeToaiB KOHTposo Ad|
BeBauun3symab. BBeeHHS 3MiH NpOTArom 6 Micauis
nicns saTBepAkeHHs
116. | BUHOY3A niodpinisar ana O-p IHAja O-p Peppi'c IHAjia BHECEHHS 3MiH O peecTpaLjiiiHuX maTepianis: 3MiHu | 3a He UA/16042/01/01
pO34nHy ons Pepgi'c Na6opaTopic /T4, TMNy - AAMIHICTPaTMBHI 3MiHW. 3MiHa HaliMeHyBaHHsI peuyenmom | nidssieae
iH ekyii no 100 mr; 1 | Jlabopato PTO-7 Ta/abo agpecu micus NPoBamKeHHs AisIbHOCTI
onakoH 3 pic 114 BMPOGHMKa/iMnopTepa roToBoro fikapcbkoro 3acoby,
niocpinizatom y BK/IIOYAKOUM AiNbHULi BUNYCKY cepii abo micue
KapTOHHI KopoobLi NPOBeAEHHS KOHTPOJIO AKOCTI. (AiANbHICTb, 3a Ky
BiANOBIAa€e BUPOGHYMK/IMNOPTEp, BKIOYAUM BUMYCK
cepiii) 3miHa Ha3BW Ta agpecy BUPoGHUKa M13. 3MiHK
BHECEHO B IHCTPYKLiIO A1 MEAMYHOro 3aCTOCYBaHHSA
nikapcbKoro 3acoby y po3aim "BupobHuk” Ta
"Micue3Haxo,keHHs BUPOGHVKa Ta agpeca micus
NPOBaXEHHS NOro AisnbHOCTI" 3 BiANOBIAHMMM
3MiHaMW B TEKCTi MapKyBaHHS ynakoBOK. TepMiH
BBEJEHHS 3MiH - NpOTAroM 6 MicAuis nicas
3aTBEPKEHHS.
117. | BISrEM niocpinizat ana Mini Benvka BeHyc Pemegic IHais BHECEHHS 3MiH 0 peecTpaLiiiHux maTepianis: 3MiHu | 3a UA/11393/01/02
po3uuHy ans Xenckepe BputaHis Nimiten ™My - 3MiHK 3 SIKOCTi. FOTOBUIA Nnikapcbkuii 3aci6. peyenmom
iHdpysili no 1000 mr; Nimiteq 3MiHV Yy BUpOo6HMUTBI. 3MiHa po3mipy cepii
1 chnakoH 3 (BK/KOHAOUM Ajiana3oH po3Mipy cepil) roToBoro
niogpinizatom y nikapcbKoro 3acoby (36inbweHHs go 10 pasis
KapTOHHI KOpoOLyi MOPIBHSIHO i3 3aTBEPAKEHUM PO3MipPOM) - BBeAeHHS
[oAaTkoBoro po3mipy cepii 4200 dpnakoHis ans
no3yBaHHs 1000 mr, y 3B'3KY 3i 36iNbLUEHHAM 06CAriB
BMpOGHULTBA. 3aTBepmakeHo: 1000 mr - Po3mip cepii -
2140 donakoHis. 3anponoHosaHo: 1000 mr - Po3mip
cepii - 2140 donakoHis; 4200 chnakoHis
118. | BOKAPA® Kpanni opasibHi; No TOB YkpaiHa Pixappg BittHep Al ABcTpist BHECEHHS 3MiH 40 peecTpaviiiHux matepiasis: 3MiHu | 6e3 UA/6410/01/01
20 mn, abo no 50 «[MEPPIT TMny - 3MiHK Woao 6esnekn/edekTMBHOCTI Ta peyenma
M, abo no 100 mn'y (0] thapmakoHarnsgy. BeegeHHs abo 3miHu Ao
chnakoHax- YKPAIHA» y3arasibHeHVX faHux Npo cuctemMy papMakoHarisay
KpanenbHUuAx; no 1 (BBEAEHHS y3araslbHEHMX AaHUX NPo cucTemy
donakoHy y hapmakoHarnagy, 3mMiHa ynoBHOBaXXeHOI 0cobw,

KapPTOHHIi ynakoBLUi

BigNoBiga/IbHOI 3a 3AiICHEHHST dhapMaKoHarnsay;
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Ne Hassa Popma surnycky 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbKo20o | (nikapcbka hopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby YNaKkoBsKa) nocsioYeHHs1
KOHTaKTHOI 0CO6YM 3 thapmakoHarnsagy 3asBHuka ans
3piicHeHHs hapMakoHarnisgy B YkpaiHi, KO0 BOHA
BiMiHHa Bif, yNOBHOBaXXEHOT 0CO6M, BifNoBiganbHOI
3a 34ilicHeHHs thapmakoHarnsay (Bkivaoum
KOHTaKTHI AaHi) Ta/abo 3MiHN y pO3MiLLeHHi MacTep-
thaiina cuctemu chapmakoHarnsgy) - 3miHa
MicLe3HaxX0MKeHHs MacTep-chaiina cuctemm
thapmakoHarnagy. 3MiHa Micus 34iliCHEHHS OCHOBHOT
AiSNIbHOCTI 3 chapmakoHarniagy.
119. | BOPUKOHA3 | nopoLuok gss 3eHTiBAa, Yecbka BTOPVHHE pevis BHECEHHS 3MiH 0 peecTpaLiinHux matepiasnis: 3MiHu | 3a UA/15524/01/01
On 3EHTIBA po3unHy ons K.C. Pecny6nika nakyBaHHs, TMny - 3MiHK Woao 6e3nekn/edpeKTNBHOCTI Ta peyenmom
iHpy3iii no 200 mr; 1 KOHTPO/b cepii, thapmakoHarnsgy. BHeceHHsi abo 3MiHa(K) fo
h/1aKOH 3 MOPOLLKOM Bignosigae 3a 3000B'A3aHb Ta YMOB Buadi peecTtpauiiHoro
B KapTOHHIi nav,i BUWMYCK Cepii: nocBigyeHHs, BkItovalouy MNaaH ynpasniHHA pyu3vkamu
SAPMATEH C.A., (iHLWi 3MiHW) 3asiBHUKOM HaZaHO OHOBJIEHMIA MnaH
'pevis; BTOPMHHE ynpasniHHA pu3nkamu Bepcis 5.0.
nakyBaHHs, 3MiHM BHECEHO [0 YaCTUH:
KOHTPO/b cepii: | «3aranbHa iHopmaLis»
PAPMATEH Il «Cneundikauis 3 6esnekm»
IHTEPHELLUHN Il «MnaH 3 hapmakoHarnsgy»
CA, Ipeuis; V «3axoan 3 MiHiMi3avii pu3unkie»
BMPOGHMLTBO "in VI «Pe3tome nnaHy ynpasniHHS pu3nkamms»
bulk", nepBuHHe VIl «dopatkun» (gogatku 1-8)
Ta BTOPUHHE Y 3B’A13Ky 3 OHOB/IEHHSIM iHOpMaLUiT 3 6e3nekun Ajiroyoil
nakyBaHHs, pPeyoBMHN BOPMKOHA30/ BiAMOBIAHO 40 aKTyaslbHOI
KOHTpOnb cepil, pedhepeHTHOT iHdhopMaLii, @ TakoX y 3B'A3Ky i3 3MiHO
Bignosigae 3a hopmarty BignosigHo fo sumor Evaluation Guidance
BUWMYCK Cepii: on the format of the risk management plan (RMP) in
AHcbapm Ennac the EU — in integrated format. 31 October 2018
C.A., I'peuis EMA/164014/2018 Rev.2.0.1 accompanying GVP
Module V Rev.2 Human Medicines).
Pestome MnaHy ynpasniHHA pusnkamu Bepcis 5.0
[0A3ETbCA.
120. | BOPUKOHA3 | TabneTku, BKpUTI 3eHTiBa, Yecbka nepBuHHE Ta Ipeuis BHECEHHS 3MiH 0 peecTpauiiHux maTtepianis: 3a UA/15524/02/01
O/ 3EHTIBA NNiBKOBOO K.C. Pecny6nika BTOPVHHE 3MiHM | Tuny - 3MiHK Woao 6e3nekn/ethekTNBHOCTI Ta peyenmom
060/10HKO10, M0 50 nakyBaHHs, thapmakoHarnsgy. BHeceHHst abo 3miHa(n) fo

Mr 0 7 TabneTok y
6nicTepi, no 2 abo 4
6nictepn y
KapTOHHI/ nayuj, no
10 TabneTok y
6nictepi, no 3
6nictepn y
KapTOHHIi navui

KOHTPO/b Cepii,
Bignosigae 3a
BUNYCK cepil:

SAPMATEH C.A.,
Ipeuis;
BMPOBHULTBO "in
bulk", nepsrHHe
Ta BTOPWHHE
nakyBaHHs1,

KOHTPO/b Cepii,
Bignosigae 3a
BUNYCK cepil:
PAPMATEH

3060B's13aHb Ta YMOB BMAadi peecTpauiiiHoro
NOCBIAYEHHSA, BKtoYatoun MnaH ynpasiHHA pu3nkamm
(iHWi 3MiHW). 3asABHNKOM HaZaHO OHOB/EHMIA MnaH
ynpasniHHA pusnkamu Bepcis 5.0. 3MiHu BHeceHo o
YyacTuH: | «3aranbHa iHhopmauis» |l «Cneuudikadis 3
6e3neku» Il «MnaH 3 hapmakoHarnsagy»

V «3axoau 3 MiHiMi3av,ii pusukie» VI «Pestome nnaHy
ynpaBniHHa pusnkamun» VIl «JoaaTku» (gogatkn 1-8) y
3B'A3KY 3 OHOBJIEHHAM iHhopMmaLii 3 6e3nekn Aitoyoi
peyoBMHN BOPMKOHA30/ BiAMOBIAHO A0 aKTyaslbHOI
pedyepeHTHOI iHdhopMaLiil, @ TakoX Y 3B'A3KY i3 3MiHO
hopmarty BignosigHo fo sumor Evaluation Guidance
on the format of the risk management plan (RMP) in
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Ne Hassa Popma surnycky 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbKo20o | (nikapcbka hopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby YNaKkoBsKa) nocsioYeHHs1
IHTEPHELLHN the EU — in integrated format. 31 October 2018
CA, Ipeuis EMA/164014/2018 Rev.2.0.1 accompanying GVP
Module V Rev.2 Human Medicines). Pe3stome MNnaHy
ynpas/iHHA pu3nkamu Bepcis 5.0 ogaeTbes.
121. | BOPUKOHA3 | Tabnetku, BKpUTI 3eHTiBa, Yecbka nepBuHHEe Ta peuis BHECEHHS 3MiH [10 peecTpavjiiiHiX maTepianis: 3a UA/15524/02/02
O/l BEHTIBA nNiBKOBOIO K.C. Pecny6nika BTOPVHHE 3MiHK | TUny - 3MiHK Woao 6e3nekn/edekTMBHOCTI Ta peyenmom
060n0HkKot0, No 200 nakyBaHHs, thapmakoHarnagy. BHeceHHs abo 3miHa(u) fo
Mr, no 7 TabneTok y KOHTpOnb cepil, 3000B'A3aHb Ta YMOB Buadi peecTpauiiHoro
6nictepi, no 2 a6o 4 Bignosigae 3a NocBiAYEeHHS, BKIoYaouu MnaH ynpasniHHA pusmkamun
6nictepu y BUWMYCK Cepii: (iHWi 3MiHW). 3asABHYKOM HafaHO OHOB/EHWUIA MnaH
KapTOHHI/ nayuj, no ®APMATEH C.A., ynpas/iHHA pu3nkamu Bepcist 5.0. 3MiHU BHeceHo fo
10 TabneTok y Ipeuis; YyacTuH: | «3aranbHa iHthopmauis» |l «Cneuudikadis 3
6nicTepi, no 3 BMPOGHMLTBO "in 6e3nekun» |l «MnaH 3 hapmakoHarnagy»
6nictepu y bulk", nepBuHHe V «3axoau 3 MiHiMi3aw,ii pusukiB» VI «Pe3iome nnaHy
KapTOHHI nauui Ta BTOPUHHE ynpaBniHHsa pusnkamux» VIl «JoaaTku» (goaatkm 1-8) y
nakyBaHHs, 3B'5A3KY 3 OHOBJ/IEHHAM iH(hOpMaLlii 3 6e3nekun ailyoi
KOHTpO/b cepil, peYoBMHM BOPMKOHA30/1 BiAMOBIAHO A0 aKTyaslbHOI
Bignosigae 3a pediepeHTHOI iHdhopMaLlil, @ TakoX Yy 3B'A3KY i3 3MiHO
BUWMYCK Cepii: chopmarty BignosigHo o smumor Evaluation Guidance
®APMATEH on the format of the risk management plan (RMP) in
IHTEPHELLHN the EU — in integrated format. 31 October 2018
CA, Ipeuis EMA/164014/2018 Rev.2.0.1 accompanying GVP
Module V Rev.2 Human Medicines). Pe3tome MnaHy
ynpasniHHA pu3vkamum Bepcis 5.0 gogaeTbes.
122. | BOPUKOHA3 | Tabnetku, BKpUTI Mictpan AHrnis BUWMYCK Cepii: Icnanis/ BHECEHHS 3MiH 40 peecTpaLiiHux matepiasnis: 3MiHu | 3a UA/16138/02/02
ON-BICTA NNiBKOBOO Kenitan CiHTOH XicnaHis, Monba/ Tnny - 3MiHu 3 AkocTi. CepTudikar BignosigHocTi/lE- peyenmom
060/10HKO10, N0 200 MeHexm C.J1., IcnaHisi; Bonrapis cepTudikaT BignoBigHOCTI EBponeichkiii
mr, no 10 TabneTok eHT BUPOGHUK, hapmakonei/moHorpadii. NMogaHHs HoBoro abo
y 6nicTepi; no 1 Nimitep nepBuHHE Ta OHOBJ/IEHOrO cepTudikaTa BignosigHOCTi abo
6nictepy y BTOPVHHE BW/TyYEHHS cepTudpikaTa BignoBiAHOCTI EBponeiichkii
KapTOHHIW nayu,i nakyBaHHs: thapmakonei: gna Ad®l; gns BuxigHoro
dapmaneBTUUHNI mMartepiany/peareHTy/npoMiKHOIo NPOAYKTY, WO
3aBo[, BMKOPUCTOBYHOTbCS Y BUPO6HMLTBI API; ans
"Monbchapma” [OMNOMDKHOI peyoBuHM (cepTudikaTt BiAMNOBIAHOCTI
C.A, Monbua; €Bponeiicbkiin hapmakonei) - OHoOBeHWIA cepTudikat
nepBuHHE Ta Bifj y)ke 3aTBEPAXEHOro BUPO6HMKa - MogaHHA
BTOPVHHE OHOBJ/IEHOrO cepTudikaTa BifgnoBigHOCTI €BpONenchbkili
nakyBaHHs: thapmakonei R1-CEP 2011-387-Rev 01
xn | (3aTBepmxeHo: R1-CEP 2011-387-Rev 00) ana ditoyoi
dapmac'ioTikanc peyoBuHM BopukoHasony Bif 3aTBEpAKEHOr0
Nta., Bonrapis BMpo6HMka MSN LABORATORIES PRIVATE
LIMITED.
123. | BOPUKOHA3 | TabneTku, BKpUTI MicTpan AHrnis BMNYCK Cepil: IcnaHisi/ BHECEHHS 3MiH 40 peecTpaviiHnx maTtepiasis: 3MiHu | 3a UA/16138/02/01
ON-BICTA NNiBKOBOO Kenitan CiHTOH XicnaHis, Monba/ TMny - 3MiHK 3 AkocTi. CepTudikat BignosigHocTi/lE- peyenmom
06010HKO0, N0 50 MeHemxm C.J1., IcnaHis; Bonrapis cepTudikaT BigNoBIgHOCTI EBPONENChKit
mr, no 10 TabneTok EeHT BUPOGHUK, hapmakonei/moHorpadii. NMogaHHs HoBoro abo
y 6nicTepi; no 1 Nimitepn nepBuHHE Ta OHOBJ/IEHOrO cepTudikaTa BignosigHOCTi abo
6nictepy y BTOPWHHE BU/yYeHHs cepTudikaTa BignoBigHOCTI EBponeichbkii
KapPTOHHIM nayuj nakyBaHHs: hapmakonei: gns APl; Ansi BUXigHOTo
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n/n

Ha3ssa
JliKapcbK0O20
3acoby

Popma surnycky

(nikapcbka ¢hopma,

YNaKkoBsKa)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs

Homep
peecmpayiliHo2o
nocsio4yeHHs

dapmaveBTUYHUIA
3aB0[
"Monbapma”
C.A., MonbLua;
nepBuHHE Ta
BTOPWHHE
nakyBaHHs:
Dxn |
dapmac'toTikanc
Ntp., Bonrapis

marepiany/peareHTy/npomMiKHOro NPoAyKTY, Lo
BUKOPWCTOBYIOTBLCS Y BUPOOHNLTBI ADI; ans
[LOMOMDKHOT peyoBMHM (cepTudikaT BiANOBIAHOCTI
€sponelicbkili hapmakonei) - OHOBNEHW cepTudpikaT
Bif} y)ke 3aTBepAXeHOro BUpo6HMKa - MogaHHs
OHOBJIEHOIO cepTudpikaTa BiAnoBigHOCTI €Bponeiichkili
hapmakonei R1-CEP 2011-387-Rev 01
(3atBepmxeHo: R1-CEP 2011-387-Rev 00) ans [itoyoi
peyoBMHM BoprKoHa30ny Bif, 3aTBEPAKEHOrO
BMpo6HMka MSN LABORATORIES PRIVATE
LIMITED.

124.

FABICKOH®
M'ATHA
CYCNEH3IA

CycneHsisi opasibHa;
no 150 mn a6o no
300 mn y hriakoHax

PekkiTT
BeHkizep
Xenckep

(FOKeiA)
Nimiten

Benwvka
BputaHis

PekkiTT BeHkizep
Xenckep (FOKeir)
NimiTeq

Benuka
BputaHis

BHECEHHS 3MiH 0 peecTpaLiiiHux matepiasnis: 3MiHu |
Tuny - 3MiHn 3 akocTi. CepTuddikaTt BignosigHocCTI/lIE-
cepTudikaT BigNoBigHOCTI EBpoNenchkiii
thapmakonei/moHorpadii. NMoaaHHsa HoBoro abo
OHOBJ/IEHOrO cepTudikara BifnosigHOCTIi a6o
BW/TyYEHHS cepTudpikaTa BignoBiAHOCTI EBpONeEChKiIi
thapmakonei: gna A®l; ans BUxigHOro
marepiany/peareHTy/npomMiKHOro NPOAYKTY, Lo
BMKOPVCTOBYIOTbCS Y BUPObHUUTBI ADI; ans
[LOMOMDKHOT peyoBMHM (cepTudikaT BiANOBIAHOCTI
€Bponericbkin hapmakonei) - Hosuii ceptudikar Big,
HOBOrO BMPOGHMKa (3aMiHa ab0 AOMOBHEHHS) -
MopaHHA HOBOroO cepTudikaTa BignNoBIgHOCTI
€poneiicbkili thapmakonei Ne R1-CEP 2004-091 -
Rev 02 ans gitoyoi peyoBumHm Calcium carbonate Big
HOBOro a/ibTepHaTUBHOrO BMpOo6HKKa J.M. HUBER
MICROPOWDERS, INC., USA. 3miHn | Tuny - 3miHun 3
akocTi. CepTtudpikat BignosigHocTi/l E-cepTudikar
BiANOBIAHOCTI EBponeiickbkili hapmakonei/MoHorpadii.
MopaHHA HOBOro abo OHOBIEHOTO cepTudikaTa
BiANOBIAHOCTI ab0 BUyYeHHs cepTudikata
BiANoBigHOCTI EBponeiickkili hapmakonei: ans Adl;
A5 BUXIAHOrO MaTepiasy/peareHTy/npoMiXKHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTLCS Y BUPOGHMLTBI AdI;
0151 LONOMIXHOI pevoBuHY (cepTudikat BiANOBIAHOCTI
€Bponelicbkin hapmakonei) - Hosuii ceptudikar Big,
HOBOrO BMPOGHMKa (3aMiHa ab0 AOMOBHEHHS) -
MopaHHA HOBOroO cepTudikaTa BifgNoBIgHOCTI
€sponeiickkin papmakonei Ne R1-CEP 2004-252 -
Rev 01 ansa gitoyoi peyoBuHm Sodium hydrogen
carbonate Bif4 HOBOro anbTepPHATUBHOIO BUPOOHMKA
SOLVAY OPERATIONS FRANCE, France.

6e3
peuyenma

UA/6865/01/02

125.

FANCTEHA®

TabneTky;

no 12 tabnertok y
6nictepi;no 1, 2,3
abo 4 6nictepu y
KapTOHHIlA KopooLi

TOB
«MEPPIT
(0]
YKPAIHA»

YkpaiHa

Pixapg BittHep Al

ABCTpIA

BHECEHHS 3MiH A0 peecTpaLiiiHux matepiasis: 3MiHu |
My - 3MiHK Woao 6e3nekn/edekTUBHOCTI Ta
thapmakoHarniagy. BeegeHHs abo 3amiHn go
y3arasibHeHUX JaHnx Npo cucTemy dpapmakoHarnsgy
(BBEAEHHS y3ara/lbHEHMX AaHUX NPo cucTemy
hapmakoHarasgy, 3mMiHa yNnoBHOBaXXEHOI 0cobu,

6e3
peyenma

UA/10024/01/01
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Ne Hassa Popma surnycky 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbKo20o | (nikapcbka hopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby YNaKkoBsKa) nocsioYeHHs1
BiNOBifa/IbHOT 3a 34iICHEHHSA hapMakoHarnsgy;
KOHTaKTHOI 0CcO6M 3 thapMakoHarnsay 3asBHUKa Ans
3[iiCHEeHHs1 chapMakoHarnaay B YkpaiHi, AKLLo BoHa
BiAMiHHaA Bif YNOBHOBaXeHOI 0CO6M, BiANOBIAa/IbHOI
3a 3AjiicHeHHs hapMakoHaraay (BKIyatum
KOHTaKTHi flaHi) Ta/abo 3MiHW y PO3MiLLLeHHI macTep-
(paiina cuctemu chapmakoHarnsgy) 3miHa
MicLe3Hax0o[KeHHS MacTep-caiina cuctemm
thapmakoHarnagy. 3MiHa MicLs 34iliCHEHHS OCHOBHOT
AISNbHOCTI 3 hapmakoHarnsgy.
126. | TAJICTEHA® | kpanni opasbHi, No TOB YkpaiHa Pixappg BitTHep Al ABCTpist BHECEHHS 3MiH A0 peecTpaLiiiHux matepiasis: 3MiHu | 6e3 UA/1970/02/01
20 mn a6o 50 mn, «MEPPIT TMny - 3MiHK Woao 6e3nekn/edekTUBHOCTI Ta peyenma
a6o 100 mny O thapmakoHarnsgy. BeegeHHs abo 3miHu Ao
chnakoHax- YKPAIHA» y3arasibHeHVX faHux Npo cucTemMy papMakoHarisay
KpanenbHuusAx, no 1 (BBEAEHHS y3aralbHEHNX AaHUX NPo cucTemy
donakoHy y hapmakoHarnagy, 3mMiHa ynoBHOBaXXEHOI 0cobw,
KapTOHHIA ynakoBL,i BiANOBIAa/IbHOI 3a 34iiCHEHHSA hapmakoHarnsay;
KOHTaKTHOI 0co6U 3 thapMakoHarnsay 3asBHuka ans
3[jiicHEHHS hapmakoHarnsgy B YkpaiHi, KO BOHA
BiAMiHHA Bif YNOBHOBaXeHOI 0cO6U, BiANOBIAa/IbHOI
3a 3AjiicHeHHs1 hapMakoHariaay (Bkiyarum
KOHTaKTHI AaHi) Ta/abo 3MiHN Y pO3MilLeHHi macTep-
thaiina cuctemu hapmakoHarnsgy) 3miHa
MicLie3HaxoMKeHHs MacTep-ghaiina cuctemm
hapmakoHarnsgy.
3MiHa Micusa 34iliCHEeHHS1 OCHOBHOI Aisi/TbHOCTI 3
dhapmakoHarnsgy.
127. | TENO®Y3UNH PO34nH ANA iHdysii B. bpayH HimeuunHa B.bpayH Megvkan LLBeiuapis BHECEHHS 3MiH 0 peecTpaLiiiHux matepiasnis: 3MiHu | 3a UA/5905/01/01
no 500 M1 po3ynHYy Menb3yHr CA TUMy - 3MiHM 3 AKOCTi. [OTOBWIA Nikapcbkuii 3acib. peyenmom
y thnakoHax; no 10 eH Al KOHTPO/1b rOTOBOro NiKapcbKoro 3acoby (iHLi 3MiHK) -
h1aKoHIB y OHOBJ/IEHHS BXE 3aTBEPKEHUX METOAiB KOHTPO/II0
KapTOHHI Kopo6Lyj; AKocTi 13, a came BUKIafEHHA TEKCTY [iepXXaBHO
no 500 Mn po34mHy MOBOIO 3riJHO Cy4acHMX BUMOT. BBeAEeHHS 3MiH
y donakoHax NpoTArom 3-x MicsaLiB NiC/s 3aTBEPKEHHS.
128. | TEHTAMIUWH | po3uunH ans iH'ekuii, NAT YkpaiHa NAT "Tanuudapm” YkpaiHa BHECEHHS 3MiH 0 peecTpaLiiiHux matepianis: 3MiHu | 3a UA/7197/01/01
Y CYNb®AT 40 mr/mano 2 mn B "Tannuda TNy - 3MiHK 3 SIKOCTi. FOTOBWUIA Nnikapcbkuii 3aci6. peyenmom
amnyni; no 10 amnyn pm" KOHTPO/Ib AOMOMIDKHMX peYOBUH. 3MiHa NapaMeTpiB

Y KOHTYpHIlA
YapyHKoBIl
ynakoBLi; no 1
KOHTYPHIi
YapyHKOoBIli ynakoBL
B nauuj; no 2 Mn B
amnyni; no 10 amnyn
Y KOHTYpHili
YapyHKOBIW
ynakoBLi, 3anasiHin
nanepom

cneumdikauii Ta/abo AoNyCTUMMX MEX A5
[0NOMDKHOT peyqoBuHN (iHLWi 3MiHK) CynyTHSA 3MiHa -
3MiHM 3 KoCTi. [0TOBWIA Nikapcbknii 3aci6. KOHTponb
[OMOMDKHUX PeYOBWH. 3MiHa y MeTogax
BMNPOGYBaHHA [OMOMDKHOI PEYOBUHM (iHLUI 3MiHW Y
MeToZax BMNpoOyBaHHs (BK/IOUAKUM 3aMiHy abo
[ofaBaHHs)) - NMpuBefeHHA crneundikaLii Ta MeToais
KOHTPO/IO [OMOMDKHOI pe4yoBuHu [inHaTpilo egetar Ao
BMMOT MOHorpacpii EP 3a nokasHukamu
«lgenTudikauin» Ta «Jomiwka A», a Takox,
npusefeHHs cneuudikauii Ta MeToAiB KOHTPOO
[0NOMXKHOT peyoBrHM Boga Ans iH'ekuiin 4o BUMOT
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Ne Hassa Popma surnycky 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbKo20o | (nikapcbka hopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby YNaKkoBsKa) nocsioYeHHs1
MoHorpadii EP a came: npusefeHHs kpuTepiis
NPUIAHATHOCTI 3a N. «Onunc» go moHorpadii EP;
BU/TY4YEHO NOKa3HUK «HiTpaTu»; foAaHo nocuaaHHsA Ha
LLle OAUH METO/ KOHTPO/IHO 3a NOKa3HUKOM
«BakTepianbHi eHgoTokcMHN» (EP 2.6.32); 3a
NokasHUKOM «lMMTOMa eNeKTPonpoBIAHICTb» Ta
NOKa3HUKOM «MiKpOGIONOriYHNIA MOHITOPUHT, 3MIHEHO
nocunaHHsA Ha MeToau KOHTposto (MoHorpadis EP
«Water for injections in bulk (0169)»).
129. | TEHTOC® Kpanni opasibHi TOB YkpaiHa Pixappg BitTHep Al AscTpis BHECEHHS 3MiH 0 peecTpaLiinHux matepiasnis: 3MiHu | 6e3 UA/1971/02/01
no 20 mn a6o 50 mn, | «MNEPPIC TMny - 3MiHK Woao 6e3nekn/edpeKTNBHOCTI Ta peyenma
a6o0 100 mny (0] thapmakoHarnagy. BeegeHHs abo 3amiHn fo
chnakoHax- YKPAIHA» y3arasibHeHUX AaHuX npo cUcTemy dpapmakoHarnsay
KpanenbHUUAX; no 1 (BBEAEHHSA y3arasIbHEHNX AaHUX NPo cucTemy
donakoHy y thapmakoHarnagy, 3mMiHa ynoBHOBaXXeHO! 0ocobw,
KapTOHHI/ ynakosL,i BiANOBIAaUIbHOI 3a 34iiCHEHHA hapmakoHarnsay;
KOHTaKTHOI 0cO6U 3 thapMakoHarnsay 3asBHUKa gns
3pjiicHEHHs chapMakoHarnsay B YkpaiHi, K0 BOHA
BiAMiHHA Bif YNOBHOBaXeHOI 0CO6M, BiANOBIAA/IbHOI
3a 3AjiicHeHHs hapMakoHaraay (Bkivatum
KOHTaKTHi fiaHi) Ta/abo 3MiHW y PO3MiLLLeHHI MacTep-
tharina cuctemmn chapmakoHarnsgy) 3miHa
MicLe3HaxX0[pKEHHS MacTep-chaiina cuctemm
thapmakoHarnagy. 3MiHa Micus 34iliCHEHHS1 OCHOBHOT
AiSNbHOCTI 3 hapmakoHarnsgy.
130. | TEHTOC® Tabnetku no 20 TOB YkpaiHa Pixapg BittHep Al ABCTpIA BHECEHHS 3MiH A0 peecTpaLiiiHux matepiasis: 3MiHu | 6e3 UA/10026/01/01
Tabnetok y 6nictepi; | "MEPPIFO My - 3MiHK Woao 6e3nekn/edekTUBHOCTI Ta peuyenma
no 1, 2 a6o 3 YKPATHA" thapmakoHarnagy. BeegeHHs abo 3MiHU A0
6nictepn y y3arasibHeHUX JaHnx Npo cucTemy dpapmakoHarnsgy
KapTOHHIlA KopooLi (BBEAEHHSA y3ara/lbHEHNX AaHUX NPO cucTemy
thapmakoHarnsgy, 3mMiHa ynoBHOBaXXEHOI 0cobw,
BiANOBIAa/IbHOI 3a 34iiCHEHHSA hapMmakoHarnsay;
KOHTaKTHOI 0co6U 3 thapMakoHarnsay 3asBHUKa ans
3fjiicHeHHs hapmakoHarnsgy B YkpaiHi, KO0 BOHA
BiAMiHHA Bif YNOBHOBaXeHOI 0cO6U, BiANOBIAA/IbHOI
3a 3fjiicHeHHs1 hapMakoHarnaay (Bkiyarum
KOHTaKTHI AaHi) Ta/abo 3MiHN Y pO3MilLeHHi macTep-
thaiina cuctemu chapmakoHarnsgy) - 3miHa
MicLe3HaxoMKeHHs MacTep-chaiina cuctemm
hapmakoHarnsgy. 3miHa Micusi 34iliCHEHHS OCHOBHOT
OisiNbHOCTI 3 dhapmakoHarnsgy.
131. | TEP3YMA® niogpinizat gns CenntpioH | Pecnybnika nikapcbkunii 3aci6: YropwmHa/ BHECEHHS 3MiH [0 peecTpaLiiiHnx maTepianis: 3MiHu | 3a UA/18100/01/02
KOHLEHTpaTy A5 Xenskeap Kopes KOHTPO/b SKOCTI, Pecny6nika TMny - 3MiHK Woao0 6e3nekn/edpekTUBHOCTI Ta peyenmom
pO34nHy Ans Ko., T4, BTOPUHHE Kopes chapmakoHarnsgy. BeegeHHsa abo 3miHn o
iHdpy3iiA, no 440 wmr; nakysaHHsa: 3AT y3arasibHeHVX AaHnx Npo cuctemy papmakoHarnsgy
1 donakoH (3 dapmaueBTUYHUI (BBEAEHHSA y3araslbHEHNX [AaHUX NPo cucTemy
niocpinizaTom) 3 3aBog ErlIC, hapmakoHarnsgy, 3MmiHa ynoBHOBaXeHOoi 0cobu,
6e36apBHOro ckna, YropLmHa,; BiNOBifa/IbHOT 3a 34iICHEHHSA hapMmakoHarnsgy;

3aKynopeHui

nikapcbkuii 3aci6:

KOHTaKTHOI 0CO6M 3 hapmakoHarnsgy 3asBHuka ans
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Ne Hassa Popma surnycky 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbKo20o | (nikapcbka hopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby YNaKkoBsKa) nocsioYeHHs1
npo6Koto Ta BMPOGHULITBO in 3ailicHeHHA hapMakoHarnsgy B YKpaiHi, SKLL0 BoHa
KOBMa4koMm Tuny bulk, nepeuHHe BiAMiHHA Bif YNOBHOBaXeHOI 0CO6M, BiANOBIAA/IbHOI
"flip-off" Ta no 20 mn nakyBaHHs Ta 3a 3[jiicHeHHs1 hapMakoHarnaay (Bkiyarum
PO3YMHHMKA 36epiraHHs, KOHTaKTHI AaHi) Ta/abo 3MiHN Y pO3MilLeHHi macTep-
(6bakTepiocTatuyHa BTOPWHHE thaiina cuctemu hapmakoHarnsgy) 3miHa
BOAa ANs iH'ekuin 20 nakyBaHHs, YNOBHOB&XXEHOT 0CO6U 3aABHMKA, BignoBigabHOI 3a
M1, WO MICTUTb KOHTPONb AKOCTI, hapmakoHarnsg,.
1,1% 6eH3un0Boro TEeCTyBaHHsA npwu [itoua pegakuis: Boram Yoon. MNponoHoBaHa
cnupTy (sK BUMYCKy cepii, pepaxuis: Youngkwon Jo. 3MiHa KOHTaKTHUX JaHUX
AHTVUMIKPOGHWIA BUWMYCK Cepii; YNOBHOBaXEHOI 0CO6YM 3aABHWKa, BiANOBifa/IbHOT 3a
KOHCEepBaHT) Ta PO3UYNHHWIK: dhapmakoHarnsg. 3MmiHa KOHTaKTHOT 0CObU 3aABHNKA,
BOAY ANS iH'EKUIN) y BUPOBHMLTBO in BignoBigasIbHOT 3a hapMakoHarnsag B YkpaiHi.
h1akoHi 3 bulk, nepsuHHe [itoua pepakuis: €dimkiH AHgpii. MponoHoBaHa
6e36apBHOro ckna, nakyBaHHs Ta pepakuis: Xinbko €srenisa OnekcaHgpisHa. 3MiHa
3aKynopeHuii 36epiraHHs, KOHTaKTHUX AaHVX KOHTaKTHOT 0CO6Y 3asBHNKA,
npo6Koto Ta BTOPVHHE BiAANOBIAabHOI 3a hapMakoHarnfg B Ykpaii.
KOBMa4koM Tuny nakyBaHHs,
"flip-off"; no 1 TecTyBaHHSs npu
hnakoHy 3 BUNYCKY cepil,
niogpinizatom Ta 1 TeCTyBaHHS
dhnakoHy 3 cTabinbHoCTi:
PO3UYNHHUKOM Y CENINTPIOH IHk.,
Kopobui Pecny6nika
Kopes; nikapcbkuii
3aci6: KOHTpO/b
AKOCTI,
TeCTyBaHHs npn
BUNYCKY cepil;
PO3UYNHHWIK:
TecTyBaHHSA
cTabinbHoCTI,
TeCTyBaHHs npw
BUMYCKY cepii:
CENNTPIOH IHk.,
Pecny6nika Kopes
132. | TEP3YMA® niodpinizat ana CenntpioH | Pecny6nika KOHTPO/b SIKOCTI, YropwumHa/ BHECEHHS 3MiH 0 peecTpaLiiiHux matepiasis: 3MiHu | 3a UA/18100/01/01
KOHLEeHTpaTy Ans Xenskeap Kopes BTOPVHHE Pecny6nika TMny - 3MiHK WoAo 6e3nekn/edpeKkTNBHOCTI Ta peyenmom
pPO34unHy Ana Ko., 114 nakysaHHs: 3AT Kopes thapmakoHarnsgy. BeegeHHs abo 3miHv o
iHdy3iiA, no 150 wmr; dapmaveBTUYHUIA y3arasibHeHUX JaHnx Npo cucTemy dhapmakoHarnsgy
1 chnakoH (3 3aBog ErIC, (BBEAEHHSA y3ara/lbHEHNX AaHUX MPO cucTemy
niodgpinizatom) 3 YropLHa; hapmakoHarnsgy, 3MiHa ynoBHOBaXeHOi 0cobu,

6e36apBHOro ckna,
3aKynopeHuii
npo6koto Ta
KOBMaYKoM Tuny
"flip-off"B KopobL,i

BUPOBHULTBO in-
bulk, nepsuHHe
nakyBaHHs Ta
36epiraHHs,
BTOPUHHE
nakyBaHHs,
KOHTPO/b SIKOCTI,
TECTYBaHHs npn
BUMYCKY cepii,

BiANOBIAA/IbHOI 3a 34iliCHEHHSA hapMmakoHarnsay;
KOHTaKTHOI 0Co6YM 3 thapmakoHarnsagy 3asiBHuka anas
3piicHeHHs hapMakoHarnsgy B YkpaiHi, KO0 BOHA
BiAMiHHa Bif, yNOBHOBaXEHOT 0CO6M, BifnoBigansbHOI

3a 34jiicHeHHs hapmakoHarnagy (Bkyaoun
KOHTaKTHI AaHi) Ta/abo 3MiHN y pO3MilLeHHi MacTep-
(paiina cuctemu chapmakoHarnsgy) 3miHa
YNOBHOB&XXEHOI 0CO6U 3asBHMKA, BifnoBigasibHOI 3a
chapmakoHarasng,.
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Ne Hassa Popma surnycky 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbKo20o | (nikapcbka hopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby YNaKkoBsKa) nocsioYeHHs1
BUWMYCK Cepii: [itoua pepgakuis: Boram Yoon. MNponoHosaHa
CENNTPIOH IHkK., pegakuisi: Youngkwon Jo. 3MiHa KOHTaKTHUX JaHuX
Pecny6nika YNOBHOB&XXEHOT 0CO6U 3aABHMKA, BignoBigabHOI 3a
Kopes; thapmakoHarnag. 3MiHa KOHTakTHOT 0Cobu 3asBHUKA,
KOHTPO/b SKOCTI, BiANOBIAa/IbHOI 3a thapmakoHarisg B YkpaiHi. Jitoua
TecTyBaHHSs npu pepakuisi: EdiMkiH AHApIN. MponoHoBaHa pefakyis:
BUNYCKY cepil: XinbKo €sreHisa OnekcaHgpiBHa. 3MiHa KOHTaKTHUX
CENNTPIOH IHK., [aHNX KOHTaKTHOI 0cobu 3asiBHMKA, BiAMOBiAa/IbHOI 3a
Pecny6nika Kopes hapMakoHarnsag B YkpaiHi.

133. | NAPOKCUCE | kancynu no 500 mr, Mepgak Himeuunna BMPOGHWK, LLIO HimeuunHa BHECEHHS 3MiH [0 peecTpavLjiiiHuX maTepiasis: 3MiHu | 3a UA/6720/01/01
YOBUHA no 10 kancyny lesenblua BignoBigae 3a TUMy - 3MiHM 3 AKOCTi. [OTOBWIA Nikapcbkunii 3acib. peyenmom
MEAAK 6nictepi; no 10 T dorop BTOPVHHE 3MiHM Y BUPOOHULTBI. 3MiHU Y MpoLeci BUpo6HMLTBA

6nicTepiB y kKopobui KniHiwe nakyBaHHs, roTOBOrO NiKapCbKOro 3acoby, BKAYAKYM MPOMDKHUN
3 KapTOHY LWnevjanb MapKyBaHHS MPOAYKT, L0 3aCTOCOBYETHCA NPU BUPOOHNLTBI
npenapat nepBUHHOI roToBOro Nikapcbkoro 3acoby (He3HauHa 3MiHa y
e m6X YMNaKoBKHU, npoLieci BUPO6HMLITBA) BHECEHHSA HE3HAYHOT 3MIHN Y
KOHTPO/b/BMNPOGY npoveci BupobHuUTBa /13, a came BNpOBaXEHHS
BaHHA cepii Ta 3a aNbTepHaTUBHOI NpoLieAypy HANMOBHEHHS Kancyn:
BUWMYCK Cepii: BiICYTHICTb PO3Ai/IEHHA HA ABi YACTUHM KiHLEeBOI
Mepgak CyMiLli 3aBAAKV BNPOBaMKEHHIO a/TbTEPHATVBHOT
lesenbwadT diop MaLLUVHW 418 HANOBHEHHA kancyn. 3MiHu | Tuny -
KniHiwe 3MiHK 3 SKOCTi. FOoTOBMIA NiKapCbKuUii 3aci6. 3MiHN y
LLineujiansnpenapa BMPOGHMLTBI. 3MiHa po3mipy cepii (Bk/I4akun
Te M6X, Jiana3oH po3mipy cepii) roToBOro JlikapcbKoro 3acoby
HimeuunHa,; (36inbLueHHs Ao 10 pasiB NOPIBHAHO i3 3aTBEPAKEHNM
BMPOGHWK, LLIO po3mipom) 36ibLeHHs po3mipy cepii /13 go 800 000
Bignosigae 3a Kancyn. 3arsepaxeHo: 600 000 kancyn.
BVMPOGHMLTBO 3anponoHosaHo: 800 000 kancys. 3miHu | Tuny -
nikapcbkoro 3MiHu 3 SKOCTi. FOoTOBMIA NiKapCbkuiA 3aci6. 3MiHn y
3acoby, BUPOBHMUTBI. 3MiHM BUNpoGyBaHb abo A0MyCTUMNX
nepBrHHe, MeX, BCTAHOBJIEHMX Y creumdikayisx, nig vac
BTOPUHHE BMPOGHMLITBA FOTOBOIO /1iKapCbKOro 3acoby
nakyBaHHs1, (BMNyYEHHS1 HECYTTEBOTO BUNPOGYBAHHSA B NPOLIECI
MapKyBaHHS, BMPOGHULITBA) BUSTYHYEHHSI HECYTTEBOIO BUNPOOYBaHHS
KOHTPO/b/BMNPOGY y npoueci Bupo6HuuTBa N3 ans KOHTPOo
BaHHA cepii: BMPOGHMYOro NpoLecy Mig, Yac HanoOBHEHHS kancyn, a
Xaynt ®apma came «OfHOPIAICTb Macu». Takox BUIYyYaETbCA
Awmaper 'mbX, nocunaHHA Ha cTatTio 2.9.5 1a 2.9.40 €®. 3a
HimeyunHa nokasHukoM «CepefHs Maca» BUIYyHYaETbCA BKasiBka
Ha nonepegxyBasibHy Mexy (+/- 4 %), 3anmwaeTbes
mMexa (+/- 7,5 %). Takox BrganeHa BUHOCKa LoA0
LOBXWHU Kancynu B NpoLeci KOHTPOJI Ta vacy il
PO3YMHEHHS, iKa He Ma€ BiAHOLIEHHS [0 LX
MOKa3HWKIB
134. | TNHOC® TabneTkun, BKPUTI MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH 10 peecTpaLiiiHnx maTepianis: 3miHu | Ne 10 - 6e3 UA/17957/01/01
060n10HKot0, No 15 "dbapmaue "®apmMaueBTNyHa UMy - 3MiHY 3 AKOCTi. [OTOBWIA Nikapcbknin 3aci6. peyenma;
mr no 10 TabneTtok y BTUYHA thipma "OapHuus” KOHTPO/Ib JOMNOMIDKHMX peyoBUH. 3MiHa napameTpiB Ne 20 - 3a
KOHTYPHIl hipma cneumdikauii Ta/abo AONyCTUMUX MEX A5 peyenmom
YapyHKOBIl "AapHnus” [OMOMDKHOI peyoBMHM (iHLWi 3MiHK). CynyTHA 3MiHa-
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Ne Hassa Popma surnycky 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Peknam Homep

n/n JliKapcbKo20o | (nikapcbka hopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o

3acoby YNaKkoBsKa) nocsioYeHHs1
ynakosLi; no 1 a6o 3MiHu 3 siKOCTi. FOTOBWIA nikapcbkuid 3aci6. KoHTposb
M0 2 KOHTYpHI [OMOMDKHMX PEYOBMH. 3MiHa y MeToAax
YapyHKOBI YNaKoBKU BUNPOOYBaHHA [AONOMIKHOI pEYOBMHU (HE3HAYHI 3MiHU
B nauvj y 3aTBEPKEHUX MeToAax BUNPoOyBaHb).
MprBeaeHHs crneumdikaLii Ta MeToAiB KOHTPO/IHO
AKOCTi Ha OMOMiXXHY peyoBuHy Onagpaii Il 85 F 6inwuii
y BigNoBigHICTb [0 MaTepiasliB BUPOOHMKA 3
ypaxyBaHHAM Bumor dY 6e3 3MiHM HOpMyBaHHS 3a
nokasHvkom "3ona".

135. | TMEHCNPEN cnpeii HasaslbHUIA, O-p IHAiA neHmapk IHAisa BHECEHHS 3MiH 0 peecTpaLiinHux matepiasnis: 3MiHu | 3a UA/14550/01/02
[030BaHwi, Peppi'c dapmacbloTrKans TUMy - 3MiHM 3 AKOCTi. [OTOBWIA Nikapcbkunii 3acib. peyenmom
cycneHsis, 50 Na6opato nra. CuncTeMa KoHTelHep/3akynoptoBasibHUIA 3aci6. 3miHa
MKr/go3y; no 60 abo pic 14. napameTpiB cneundikayiii Ta/abo AONYCTUMUX MEX
120 po3y NepBUHHOT YNakoBKWN rOTOBOrO /1iKapCbKOro 3acoby
nosnieTuieHoBoMy (iHLUI 3MiHW) 3MEHLUEHHSI LOBXWHW 3aHYPHOBa/IbHOT
thnakoHi; no 1 Tpyoku ans MN3 FneHcnpeid, cnpei HasabHWiA,
chnakoHy 3 [[030BaHwuii, cycnensisi, 50 Mkr/go3y, 6e3 3MiHu
[03YH04UM HacoCOM- KiNIbKiCHOrO Ta SIKiCHOro cknafy matepiasy, 3 MeTot
posnuaBayeM, noKpavLleHHs WBNAKOCTI, NPOAYKTUBHOCTI Ta AKOCTI
3aKpUTUM npoLecy MalMHHOro 06TUCKY,

KOBMa4KoM, Yy 3aTBepAXeHo:
KapTOHHI Kopobui Packaging Material Specification of Pump for 15 ml
Bottle
Dip tube length from below of Gasket (FBOG)
(Curved)
51.0 £1.0 mm
i.e. 50.0 - 52.0 mm
Packaging Material Specification of Pump for 20 ml
Bottle
Dip tube length from below of Gasket (FBOG)
(Curved)
52.50 1.0 mm
i.e. 51.50 — 53.50 mm
3anponoHoBaHo:
Packaging Material Specification of Pump for 15 ml
Bottle
Dip tube length from below of Gasket (FBOG)
(Straight)
50.0 £1.0 mm
i.e. 49.0 —51.0 mm
Packaging Material Specification of Pump for 20 ml
Bottle
Dip tube length from below of Gasket (FBOG)
(Straight)
46.0 £1.0 mm
i.e. 45.50 — 47.0 mm
136. | MILEPUHOB | cynosuTopii no 0,75 PapwmiHa Monbua PapwmiHa /114 MonbLia BHECEHHS 3MiH A0 peecTpaLiiiHux matepiasis: 3MiHu | 6e3 UA/11954/01/01
| r no 5 cynosutopiis ntp, TUMy - 3MiHM 3 AKOCTi. FOTOBWIA Nikapcbkunii 3aci6. peuyenma
CYNO3UTOPI | y 6nicTepi; no 1 abo

KOHTPO/1b rOTOBOIO JliKapCbKOro 3acoby. 3MiHa
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n/n

Ha3ssa
JliKapcbK0O20
3acoby

Popma surnycky
(nikapcbka ¢hopma,
YNaKkoBsKa)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs

Homep
peecmpayiliHo2o
nocsio4yeHHs

1"®APMIHA"

2 6nictepu B
KapTOHHI/ KopoobLi

napameTpiB cneyugikauiii Ta/abo AONYyCTUMUX MEX
roTOBOrO NiKapCbKOro 3acoby (iHLi 3MiHW) - BBEAEHHS
nepioguYHOCTI TeCTyBaHHA Ha MiKpo6ionoriyHy
4YMCTOTY, a came 3a3HavyeHHs B cneuudikauii Ta
MeTogax koHTponto MKA N13: «lMepiognyHicTb
npoBefeHHA BUNPo6yBaHb: KOXHA ABaHaguATa cepis
N3, ane He piglwe oAHOro pasy B Pik.». 3MiHu | TURY -
3MiHK 3 SKOCTi. FoToBMIA Nikapcbkuii 3aci6. KoHTporsb
roTOBOrO JlikapCbKoro 3acoby (iHLWi 3MiHK) -
npusefeHHs cneundikauii Ta MeToais KoHTponto M3
[0 maTepianiB BUpobHUKa, a came B Cneuudikauii
N3 3a nokasHukammn «4Yuctota», «O4HOPIAHICTb
Macu», «MikpobionoriyHa uncTota» Ta 3a
nokasHukamu «lgeHTtudpikauis. MniyepuH. CteapnHoBa
kucnota. Hatpiit», «4uctota. KucnoTHictb abo
NYXHICTb. AKponeiH, anbaerian.», «OaHOPIAHICTb
Macu», «KinbkicHe BU3HaueHHs», «MikpobionoriyHa
4yncToTa» B METOAAxX KOHTPO/O BHECEHO HE3HAUHI
npaBkKw.

137.

rNILEPVHOB
1

CYNO3UTOPI
1 "®APMIHA"

cynosuTtopiino 1,5 r
no 5 cynosutopiis y
6nictepi; no 1 a6o 2
6nictepu B
KapTOHHIlA KOpooLi

dapmiHa
nrtp,

Monbwa

dapmiHa T4,

Monba

BHECEHHS 3MiH A0 peecTpaLiiiHux matepiasis: 3MiHu |
TUMy - 3MiHK 3 AKOCTi. FOTOBWIA Nikapcbkuii 3aci6.
KOHTpPO/Ib rOTOBOrO /likapCbKoro 3acoby. 3MiHa
napameTpiB cneuudikauii Ta/abo JONyCTUMUX MEX
roToBOro NikapcbKoro 3acoby (iHLWi 3MiHW) - BBEAEHHS
nepiogMYHOCTI TECTYBaHHSA Ha MiKPOBIOOriuHYy
YMCTOTY, a came 3a3HavyeHHs B cneyndikauii Ta
MeTofax KoHTpono MKA N13: «[lMepiognyHicTe
npoBefeHHs1 BUNPOOYBaHb: KOXHa ABaHajusATa cepis
N3, ane He pigwe ogHOro pasy B pik.». 3MiHu | TRy -
3MiHM 3 siKocTi. FOTOBWMIA Nikapcbkuii 3aci6. KoHTponb
rOTOBOrO /1iKapCbKOro 3acoby (iHLLi 3MiHK) -
npuBefeHHs cneundikauii Ta MeTogis KoHTponto 13
[0 MaTepianis BUpo6HUKa, a came B Cneuudikauii
['N13 3a nokasHmkaMmn «Yuctota», «O4HOPIAHICTb
macm», «MikpobiosnoriyHa YicToTa» Ta 3a
nokasHvkamu «lgeHtudpikauis. FnivepuH. CteapuHoBa
KMcnoTa. Harpin», «Unctota. KucnoTtHicts abo
NYXHICTb. AKponeiH, anbaerian.», «OaHOpIAHICTb
Macu», «KinbkicHe BU3HaueHHs», «MikpobionoriyHa
4MCTOTa» B METOAAX KOHTPOJII0 BHECEHO HE3HAUHI
npaBkKw.

6e3
peuyenma

UA/11954/01/02

138.

rMIATOH®

Kancynu m'siki no
400 wmr, no 10
Kancyn y 6nictepi;
no 3 abo 6 6nictepis
y nadui 3 kKapToHy

AT
"papmak”

YKpaiHa

AT ®apmak”

YKpaiHa

BHECEHHS 3MiH [JO peecTpaLiiiHix maTepianis: 3MiHu |
UMy - 3MiHY 3 AKOCTi. [OTOBWIA Nikapcbkuin 3aci6.
Onuc Ta ckiag,. 3miHa 'y cknagi (40NoMiXHUX
peyoBUHaXxX) roToBOro Nikapcbkoro 3acoby (iHLi 3MiHW)
3MiHa y cknagi 4onoMikKHUX peyoBuH /13, a came
BUBE[EHHS i3 cknady 060/I0HKM Kancy KOHCepBaHTIB
HaTpilo eTuNnaparigpokcmbeHsoar (HaTpito
eTnanapabeH) Ta HaTpito NnponinnaparigpokcnbéeHsoart

3a
peyenmom

He
nionseae

UA/14536/01/01
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Ne Hassa Popma surnycky 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbKo20o | (nikapcbka hopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby YNaKkoBsKa) nocsioYeHHs1

(HaTpito nponinnapabeH) Ta, K HacNigOK, BUAAIEHHS
i3 cneumdpikayii Ta meTogiB koHTponto MKA 13
iAeHTMiKaLji Ta KinbKiCHOro BU3Ha4YeHHs HaTpito
eTunnaparigpokcubeH3oaT i HaTpito
nponinnaparigpokcubeHsoar. 3aTBepaxeHo: Cknag
1 kancyna MicTuTb: XoniHy ansgocuepar** - 400 mr
(Lipoid GmbH, Germany; VAV LIPIDS PVT LTD,
India). JonomikHa peyosuHa: niyepuH. Maca BMicTy
kancynm — 535 mr. Cknag, 060/10HKM Kancynu:
XenatuH (160 bloom), cop6iT piakuii, 4acTKoBO
[AerigpaToBaHuii, rniuepyviH, 3asisa okecmg, xosTuii (E
172), Tutany giokeung, (E 171), Hatpito
eTunnaparigpokcubeHsoaT, HaTpito
nponinnaparigpokcnbeHsoar (E 217), Boga ounLieHa.
Maca HanoBHeHoI Kancyiv — 762 mr. ** [ing
BMpo6Huka A®I Lipoid GmbH — Toprosa Ha3sa
PHOSAL® GPC 85 a6o Lipoid GPC 85 F.
3anponoHoBaHo: Cknag 1 kancyna MicTuTb: XoniHy
anbocuepat* - 400 mr (Lipoid GmbH, Germany;
VAV LIPIDS PVT LTD, India). JonomixHa pe4yoBuHa:
IniuepuH. Maca BmicTy kancynu — 535 mr. Cknag
060n0HKKM kancynu: XXenatuH (160 bloom), copbit
pigKuWiA, 4aCTKOBO AerigpaToBaHuii, riiLepuH, 3asisa
okcupg xoBTuii (E 172), Tutany giokeng, (E 171), Boga
oyuuieHa. Maca HanoBHEHOT Kancynm — 762 mr. ** nia
BMpo6Huka A®I Lipoid GmbH — Toprosa Ha3Ba
PHOSAL® GPC 85 a6o Lipoid GPC 85 F. 3MiHu
BHECEHO B IHCTPYKLiIO 419 MEAMYHOro 3aCTOCYBaHHSA
nikapcbKoro 3acoby B po3ain «Cknaa» (BUIyYeHHs
[O0NOMDKHUX PEYOBUH - HATPIO
eTunnaparigpokcnbeHsoaty Ta HaTpilo
nponinnaparigpokcnbensoary (E 217) 3i cknagy
060/10HKM Kancynu ) Ta, K HacifokK, B po3ain
«Ocob6nMBOCTI 3acTOCyBaHHSA». BHeceHi BignoBigHi
3MiHu B N.3 «MEPEJIK JOMNOMBPKHUX PEHOBUH»
TEKCTY MapKyBaHHS1 BTOPMHHOT YNakoBKM MiKapCbKOro
3aco6y. BBefeHHA 3MiH NPOTAroM 6-Tu micsuiB nicns
3aTBepMKEHHA. 3MiHK | Tuny - 3MiHW WoAo
6e3nekun/edhekTUBHOCTI Ta thapMakoHarnagy (iHuwi
3MiHK). 3MiHK BHeceHo B n.1 «<HA3BA JNIKAPCbLKOIo
3ACOBY», n. 6 «IHLWE>» (YyTOYHEHHS LLoAo
HanexHocTi norotuny) Ta n. 17 «IHLWE» (yToYHeHHS
LLIOA0 HANIEXHOCTi NOroTUMy) TEKCTY MapKyBaHHS
NepBUHHOT Ta BTOPVHHOI YNakoBOK JlikapCbKOro
3aco0y, a TakoX OHOB/IEHO TEKCT MapKyBaHHS
NepBUHHOT Ta BTOPVHHOI YNaKOBKW /liKapCbKOro 3acoby
B 3B'AI3Ky 3 BUJIyYEHHAM iHdhopMaLlii pOCiiCbKO0
MOBOI. BBeleHHs 3MiH NPOTArom 6-Tu MicsiLiB nicns
3aTBEPKEHHS.

139. | IMMOKODAX | Tabnetku Mepk PpaHujs Mepk CaHTe PpaHujs BHECEHHS 3MiH 40 peecTpauiiHnx maTtepiasis: 3MiHu | 3a UA/3994/02/01
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Ne Hassa Popma surnycky 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbKo20o | (nikapcbka hopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby YNaKkoBsKa) nocsioYeHHs1
XR NPOIOHIOBaHOI Aji CaHre TMny - 3MiHK Woao 6e3nekn/edekTUBHOCTI Ta peyenmom
no 500 mr; no 15 c.a.c. thapmakoHarnagy (iHwi 3miH1) BHeceHHs pegakuiiHmnx
TabneTok y 6nictepi; NpaBoK A0 TEKCTY MapKyBaHHS BTOPMHHOT yNakoBKu
no 2 a6o no 4 nikapcbKoro 3acoby MNOKOPAX XR, TabneTku
6nictepu B NPOJIOHroBaHoi Aji mo 500 mr, a came BUAASIEHHS
KapTOHHilA KopooLi IoroTUNy KoMnaHii ocpilliiHoro npeAcTaBHYKa
3anBHUKa B YKpaiHi TOB «ACIHO YKPAIHA». lana
3MiHa 06yMOB/1IEHA BHYTPILLHIMU BUMOramy KomnaHii
L1100 0HOPM/IEHHS NaKyBaUIbHOTO MaTepiany.
BBefieHHs 3MiH NpoTArom 6-T1 MicALiB nicns
3aTBEPKEHHSA
140. | TNMIOKODAX | Tabnetku Mepk PpaHuin Mepk CaHTe, ®paHuia/ BHECEHHS 3MiH [10 peecTpaLiiiHix maTepianis: 3a UA/3994/02/02
XR MPOJIOHroBaHoOI fji CaHte ®paHuis; Mepk HimeuunHa BrnpaBneHo TexHi4yHy NOMUAKY, 3rigHo nn.3 n.2.4. peyenmom
no 1000 mr; no 10 c.a.c. Xenckea KlraA, po3giny VI Hakazy MO3 Ykpainu Big 26.08.2005p. Ne
TabneTtok y 6nictepi; HimeuunHa 426 (y pepaxuii Hakasy MO3 Ykpainu Big 23.07.2015
no 3 a6o no 6 p. Ne 460), B IHCTPYKUIii A1 MEAMYHOIO 3aCTOCYBaHHSA
6nicTtepiB y nikapcbKoro 3acoby B po3zini "TepmiH npugaTtHocTi”
KapTOHHIlA KOpooLi (6yno - 3 poku, BUNpaBneHo - 4 poku), sika byna
gonyuieHa nig, yac npoueaypy BHECEHHS 3MiH A0
mMarepianiB peecTpaLiiiHoOro AOChE /likapcbKoro 3acoby
(3atBepoxeHo: Haka3z MO3 YkpaiHu Big 07.05.2024
Ne 794). 3asHaueHe BUNpPaB/EeHHS BiANOBIAae
apxiBHMM MaTepiasiaM peecTpauiitHoro AocheE. .
141. | TNOTANIT kancynu no 300 mr, My6niuHe YkpaiHa My6niyHe YkpaiHa BHECEHHS 3MiH 0 peecTpaLiiiHux matepiasis: 3MiHu | 3a He UA/9081/01/01
no 10 kancyny aKLioHepH akujioHepHe TMny - 3MiHK WoAo 6e3nekn/edpeKkTNBHOCTI Ta peyenmom | nionsi2ae
6nicTepi; no 2 abo e TOBapucTBo thapmakoHarnsgy. 3MiHa y KOpOTKiil XxapakTepucTuui
no 5 6nictepis y TOBapucTB "HaykoBo- nNiKapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta iIHCTPYKLT
nadui 3 KapToHy o] BMPOGHNYMI 0151 MEANYHOTO 3aCTOCYBaHHA Ha MiAcTaBi perynsipHo
"HaykoBo- LeHTp OHOB/IHOBAHOTO 3BITY 3 6e3nekun NikapCcbKoro 3acoby,
BMPOBHNY "BopLiariBcbkuii a60 pocnifxeHb 3 6e3nekn 3aCTOCyBaHHS ikapCbKoro
WA LeHTp XimiKo- 3acoby B nicnsipeecTpawiiiHnii nepiog, abo sk
"bopLuaris thapmavueBTUYHWI pe3ynbTaT OLiHKV 3BITY 3 AOCNIIKEHb, NPOBEAEHNX
CbKUiA 3asog" BIANOBIAHO A0 NNaHy negiatpuyuHux gocnigxeHs (PIP)
XiMiko- (3MiHY Y3rogKeHo 3 KOMNETEHTHUM YNOBHOBAXXEHUM
hapmaues opraHom)
TUYHWIA 3MiHM BHECEHO [0 IHCTPYKUiT AN MegnyHoro
3aBog" 3acTOCYyBaHHS NikapCcbKoro 3acoby Ao po3ginis

"B3aemogis 3 iHWVMU NikapcbkMK 3acob6amu Ta iHLi
BMAM B3aemogiit", "OcobmMBOCTi 3acToCcyBaHHSA" Ta
"Mo6iYHI peakuii WoA0 6e3nekn 3acToCyBaHHA AikoUoil
peyvoBUHM NiTilk BiANOBIAHO A0 pekomeHaauin PRAC.
BBefeHHSA 3MiH NPOTAroM 6-Tu MicALiB nicas
3aTBepMKEHHS. 3MiHu | Tuny - 3MiHK Woao
6e3nekn/edheKTUBHOCTI Ta chapmakoHarnsgy (iHuwi
3MiHM) 3MiHWM BHECEHO [0 [HCTPYKUii AN MeguyuHoro
3acTOCyBaHHS MikapCbKoro 3acoby A0 po3ainy
"Mo6iuHi peakyii” o040 3BiTyBaHHS NPO NOGIYHI
peaxuii. BBeijeHHA 3MiH NPOTArom 6-Tu MicsLiB nicns
3aTBEPKEHHS.
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Ne Hassa Popma surnycky 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbKo20o | (nikapcbka hopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby YNaKkoBsKa) nocsioYeHHs1
142. | TOPAOKC PO34MH ANA iH'EKLN, BAT YropuuHa BAT "lepeoH YropuvHa BHECEHHS 3MiH [0 peecTpaLiiiHnx maTepianis: 3MiHu | 3a UA/7395/01/01
10 000 KIO4/mn; no "l'epeoH Pixtep" TMny - 3MiHK WoAo 6e3nekn/edpeKTNBHOCTI Ta peyenmom
10 mn B amnyni; no PixTep" thapmakoHarnagy. BeegeHHs abo 3aMmiHn fo
5amnyny y3arasibHeHVX AaHnx Npo cuctemy hapmakoHarnsgy
n1acTuKoBili hopmi; (BBEAEHHS y3araslbHEHUX AaHWX NMPO cucTemy
no 5 NNacTMkoBuX thapmakoHarnsgy, 3miHa ynoBHOBaXXeHOT ocobu,
dhopM y KapTOHHiiA BiNOBifa/IbHOT 3a 34iICHEHHS dhapMakoHarnsgy;
Kopobui KOHTaKTHOI 0CO6M 3 hapmakoHarnsaay 3asiBHuKa ans
3iiCHEeHHs1 chapMakoHarnaay B YkpaiHi, AKLL0 BoHa
BiAMiHHA Bif YNOBHOBaXeHOI 0CO6M, BiANOBIAa/IbHOI
3a 3pjiicHeHHs hapMakoHaragy (Bkiyatum
KOHTaKTHi flaHi) Ta/abo 3MiHW Yy PO3MiLLLeHHI macTep-
thaiina cuctemun chapmakoHarnsgy) - 3miHa
KOHTaKTHUX JaHNX YNOBHOBaXEHOT 0COOM 3asBHMKA,
BiANOBIAA/IbHOT 32 hapmakoHarnsag. 3MmiHa
MicLe3HaxX0MKeHHs MacTep-chaiina cuctemm
thapmakoHarnagy. 3MiHa Micus 34iiACHEHHST OCHOBHOT
AiSNIbHOCTI 3 chapmakoHarnagy.
143. | TPAHY®IHK® | kancynu TBeEp4i no TOB YkpaiHa Owmera dapma HimeuunHa BHECEHHS 3MiH 0 peecTpaLiinHux matepiasnis: 3MiHu | 6e3 UA/16190/01/01
MPOCTA 10 kancyny «MNEPPIC MeHbtodhekyepiHr TMny - 3MiHK Woao 6e3nekn/edpeKTNBHOCTI Ta peyenma
6nictepi; no 3 abo (0] m6X i Ko. KI thapmakoHarnagy. BeegeHHs abo 3miHn fo
15 6nictepiB y YKPATHA» y3ara/lbHeHVX faHux Npo cucTemy hapmakoHarisay
KapTOHHI ynakoBL,i; (BBEAEHHS y3araslbHEHUX AaHWX NMPO cucTemy
no 20 kancyny thapmakoHarnagy, 3mMiHa ynoBHOBaXXeHO! ocobu,
6nicTepi; no 3 abo 6, BiANOBIAaUIbHOI 3a 34iiCHEHHA hapmakoHarnsay;
abo 10 6nicTepiB y KOHTaKTHOI 0Co6M 3 hapmakoHarnsaay 3asiBHuka ans
KapTOHHIiA ynakoBL,i 3fjiicHEHHs chapMakoHarnsay B YKpaiHi, K0 BOHA
BiAMiHHA Bif YNOBHOBaXeEHOI 0CO6M, BiANOBIAA/IbHOI
3a 3AjiicHeHHs hapMakoHaraay (BkIvatum
KOHTaKTHi fiaHi) Ta/abo 3MiHW y PO3MiLLLeHHI MacTep-
thaiina cuctemmn thapmakoHarnsgy). 3miHa
MicLe3HaxX0[pKEHHS MacTep-chaiina cuctemm
thapmakoHarnagy. 3MiHa Micus 34iliCHEHHS1 OCHOBHOT
AiSNbHOCTI 3 dhapmakoHarnsgy
144. | TPAHY®IHK® | kancynv TBepgi; no TOB YkpaiHa Owmera ®apma HimeuyunHa BHECEHHS 3MiH A0 peecTpaLiiiHux matepiasis: 3MiHu | 6e3 UA/16225/01/01
YPO 10 kancyny «[MEPPIT MeHbloghekuepiHr My - 3MiHK Woao 6e3nekn/edekTUBHOCTI Ta peyenma
6nicTepi; no 5 O v6X i Ko. KI thapmakoHarnsgy. BeegeHHs abo 3miHu Ao
6nicTepiB y YKPAIHA» y3araslbHeHNX AaHux npo cuctemy dapmakoHarnsgy

KapTOHHIA ynakoBLi;
no 20 kancyny
6nicTepi; no 5 abo 8
6nictepiB y
KapTOHHI ynakosL,i

(BBEAEHHS y3araslbHEHMX AaHUX NPo cucTemy
thapmakoHarnsgy, 3mMiHa ynoBHOBaXXEHOI 0cobw,
BiANOBIAa/IbHOI 3a 34iiCHEHHSA hapMmakoHarnsay;

KOHTaKTHOI 0co6U 3 thapMakoHarnsay 3asBHUKa ans
3fjiicHeHHs hapMakoHarnsgy B YkpaiHi, KO0 BOHA
BiAMiHHA Bif YNOBHOBaXeHOI 0cO6U, BiANOBIAA/IbHOI
3a 3fjiicHeHHs1 hapMakoHarnaay (Bkiyarum
KOHTaKTHI AaHi) Ta/abo 3MiHN Y pO3MilLeHHi macTep-
thaiina cuctemu hapmakoHarnsgy) 3miHa

MicLie3HaxoMKeHHs MacTep-chaiina cuctemm

hapmakoHarnsgy.
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Ne Hassa Popma surnycky 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbKo20o | (nikapcbka hopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby YNaKkoBsKa) nocsioYeHHs1
3MiHa MicLs 34iACHEHHS! OCHOBHOT AisifIbHOCTi 3
dhapmakoHarnsgy.
145. | TPOMNPUHO3 | Tabnetks no 1000 BAT YropwumHa BUPOGHMLTBO MonbLa BHECEHHS 3MiH 10 peecTpaLiiiHix MmaTepianis: 3MiHu | 3a UA/20564/01/01
NH® ®OPTE mr no 10 TabneTok y "TepeoH Hepo3dhacoBaHOro TMny - 3MiHKM Woao 6e3nekn/edekTUBHOCTI Ta peyenmom
6nicTepi; no 1 abo Pixtep" npoayKTy, thapmakoHarnsgy. BeegeHHs abo 3miHv o
no 3 6nictepun y nepBuHHA y3arasibHeHUX JaHnx Npo cucTemy dhapmakoHarnsgy
KapTOHHIi ynakosLi yNakoBKa, (BBEAEHHSA y3ara/IbHEHNX AaHUX MPO cucTemy
BTOPUHHA thapmakoHarnsgy, 3miHa ynoBHOBaXKeHOT ocobu,
ynakoBka: TOB BiANOBIAA/IbHOI 3a 34iiCHEHH:A hapMmakoHarnsay;
"lepeoH Pixtep KOHTaKTHOI 0Co6YM 3 thapmakoHarnsagy 3asiBHuka anas
Monbwa", 3piicHeHHs hapMakoHarnsgy B YkpaiHi, K0 BOHA
MonbLa; BiAMiHHa Bif, yNOBHOBaXXEHOT 0CO6M, BifnoBigansbHOI
KOHTPO/b SKOCTI, 3a 34iicHeHHs hapmakoHarnsgy (Bkaoyarum
[03BiN Ha BUMYCK KOHTaKTHi AaHi) Ta/abo 3MiHN Yy pO3MilLeHHi MacTep-
cepii: TOB thaiina cuctemun chapmakoHarnsgy). 3MmiHa KOHTaKTHUX
"lepeoH Pixtep [aHnX YNOBHOB&XEHOI 0CO6M 3asBHNKa,
Monbwa", BiANOBIAaNbHOI 3a thapmakoHarnsag,. 3miHa
Monblya MicLie3Haxo4KeHHs MacTep-chaiina cuctemm
hapmakoHarnsgy. 3miHa Micusi 34iliCHEHHS1 OCHOBHOT
AOiSNbHOCTI 3 hapmakoHarasgy.
146. | TPOMNPUHO3 | cupon, 250 mr/5 mn; BAT YropwumHa KOHTPO/b SKOCTI, Monbua/ BHECEHHS 3MiH 0 peecTpaLiiiHux matepiasis: 3MiHu | 3a UA/16348/01/01
NH®-PIXTEP no 150 mny "l'epeoH [03BiN Ha BUNYyCK PymyHis TMny - 3MiHK WoAo 6e3nekn/edpeKkTNBHOCTI Ta peyenmom
donakoHi; no 1 PixTep" cepii: TOB thapmakoHarnsgy. BeegeHHs abo 3miHv o
donakoHy y "lepeoH Pixtep y3arasibHeHUX JaHnx Npo cucTemy dhapmakoHarnsgy
KapTOHHI ynakosL,, Monba”, (BBEAEHHSA y3araslbHEHUX AaHWX MPO cucTemy
B KOMIM/IEKTI 3 MonbLya; chapmakoHarnsgy, 3miHa ynoBHOBaXXeHoi ocobu,
NPUCTPOEM ANs BUPOGHMLTBO BiANOBIAa/IbHOI 3a 34iliCHEHH:A hapMmakoHarnsay;
[03yBaHHSA 3 MipHOO Hepo3cacoBaHOro KOHTaKTHOI 0C06YM 3 thapmakoHarnsagy 3asBHuka ans
wkasnoto Big 0,5 mn NPOAYKTY, 3piicHeHHs hapMakoHarnsay B YkpaiHi, K0 BOHA
0o 5 mn nepBuHHA BiAMiHHa Bif, yNOBHOBaXKEHOT 0CO6M, BigNoBigansLHOI
ynakoBKa, 3a 34iicHeHHs hapmakoHarnsgy (Bkayarum
BTOPVHHA KOHTaKTHI AaHi) Ta/abo 3MiH1 y po3MilLeHHi MacTep-
ynakoBKa, thaiina cuctemun chapmakoHarnsgy) 3MiHa KOHTaKTHUX
KOHTPONb AKOCTI: [aHnX YNOBHOB&XEHOI 0CO6M 3asBHIKa,
'epeoH Pixtep BiANOBiAa/IbHOT 32 hapmakoHarnsag. 3MmiHa
PymyHia A.T., MiCLLe3HaXOPKEHHSI MacTep-chaiina cuctemm
PymyHis thapmakoHarnagy. 3MiHa Micus 34ilACHEHHS OCHOBHOT
OisiNbHOCTI 3 dhapMakoHarnsgy.
147. | OANPUN Tabnetku no 10 mr Mepokemi Kinp Mepokemi 1T Kinp BHECEHHS 3MiH 10 peecTpaLiiiHnx maTepianis: 3MiHu | 3a UA/0773/01/02
no 10 TabneTtok y nTa (LleHTpanbHui TMny - 3MiHKM Woao0 6e3nekn/edekTUBHOCTI Ta peyenmom
6nicTepi; no 3 3aBof) thapmakoHarnsgy. BeegeHHs abo 3miHu o

6nictepn y
KapTOHHI KOpoOLyi

y3arasibHeHVX faHnx Npo cuctemy hapmakoHarnsgy
(BBEAEHHSA y3araslbHEHNX [AaHUX NPo cucTemy
chapmakoHarnsgy, 3miHa ynoBHOBaXXeHOT ocobu,
BiNOBifa/IbHOT 3a 34iICHEHHS hapMmakoHarnsgy;
KOHTaKTHOI 0co6U 3 thapMakoHarnsay 3asBHUKa Ans
3piicHeHHs hapMakoHarnsay B YKpaiHi, K0 BOHA
BifAMiHHaA Bif, YNOBHOBaXeHOI 0CO6M, BiANOBIAA/IbHOI
3a 34iicHeHHs hapmakoHarnsgy (Bkawyarum
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n/n

JliKapcbK0O20
3acoby

Popma surnycky
(nikapcbka ¢hopma,
YNaKkoBsKa)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs

Howmep

peecmpayiliHo2o

148.

OANPUN

Tabnetkun no 20 mr

Megokemi

KOHTaKTHI AaHi) Ta/abo 3MiHN Y pO3MilLeHHi macTep-

thaiina cuctemum chapmakoHarnsgy) 3mMiHa KOHTaKTHOT

ocobu 3asiBHMKa, BiANOBIAa/IbHOT 3a (hapmakoHarnsg, B
YKpaiHi.

[Oitoua pepakuis: MNenex NlogMuna OnekcaHapisHa.
MponoHoBaHa pepakuisn: MapalteHko HaTtanis
BonogmmupiBHa. 3MiHa KOHTaKTHUX AAaHUX KOHTaKTHOI
0co6u 3asBHKKA, BiANOBIAA/LHOI 3a hapmakoHarnsag B

YKpaiHi.

nocsioYeHHs1

149.

OANPUN

no 10 Tabnetok y
6nictepi; no 2 a6o 3
6nictepn y
KapTOHHIA Kopoo6Li

Tabnetkn no 5 mr no

nTp

Mepokemi

Kinp

Mepokemi 1T
(UeHTpanbHuii
3aBop)

Kinp

BHECEHHS 3MiH 0 peecTpaLiinHux matepiasnis: 3MiHu |
TMny - 3MiHK Woao 6e3nekn/edpeKTNBHOCTI Ta
thapmakoHarnagy. BeegeHHs abo 3amiHn fo
y3arasibHeHVX AaHux Npo cuctemy papmakoHarnsgy
(BBEAEHHSA y3arasIbHEHNX AaHUX NPo cucTemy
thapmakoHarnagy, 3mMiHa ynoBHOBaXXeHO! 0ocobw,
BiANOBigas/IbHOI 3a 34iICHEHHST chapMakoHarnsay;
KOHTaKTHOI 0cO6U 3 thapMakoHarnsay 3asBHUKa gns
3pjiicHEHHs chapMakoHarnsay B YkpaiHi, K0 BOHA
BiAMiHHA Bif YNOBHOBaXeHOI 0CO6M, BiANOBIAA/IbHOI
3a 3AjiicHeHHs hapMakoHaraay (Bkivatum
KOHTaKTHi fiaHi) Ta/abo 3MiHW y PO3MiLLLeHHI MacTep-
thaiina cuctemun chapmakoHarnsgy) 3mMiHa KOHTakTHOT
0co6u 3asBHKKa, BiANOBIAA/LHOI 3a hapmakoHarnsag B
YKpaiHi.

[itova pepakuis: Menex NiogMmuna OnekcaHapisHa.
MponoHoBaHa pepakuis: MapatieHko Hartanis
BonogmmupiBHa. 3MiHa KOHTaKTHUX OAaHUX KOHTaKTHOT
0co6u 3asBHKKA, BiANOBIAA/bHOI 3a thapmakoHarnsag, B
YKpaiHi.

3a
peyermom

UA/0773/01/03

10 TabneTok y
6nicTepi; no 3
6nictepn y
KapTOHHI KopoobLi

nTh

Kinp

Mepgokemi NTA
(LeHTpanbHuii
3aBof)

Kinp

BHECEHHS 3MiH 0 peecTpaLiiiHux matepiasis: 3MiHu |
TMny - 3MiHK WoAo 6e3nekn/edpeKkTNBHOCTI Ta
chapmakoHarnsgy. BeegeHHsa abo 3miHu o
y3arasibHeHVX JaHnx Npo cuctemy papmakoHarnsgy
(BBEAEHHSA Y3araslbHEHUX AaHWX MPO cucTemy
chapmakoHarnsgy, 3miHa ynoBHOBaXXeHoi ocobu,
BiANOBIAa/IbHOI 3a 34iiCHEHHSA hapMmakoHarnsay;
KOHTaKTHOI 0C06YM 3 thapmakoHarnsagy 3asBHuka ans
3piicHeHHs hapMakoHarnsay B YkpaiHi, K0 BOHA
BiAMiHHa Bif, yNOBHOBaXKEHOT 0CO6M, BigNoBigansLHOI
3a 3fjiicHeHHs hapmakoHarnagy (Bkyatoun
KOHTaKTHI AaHi) Ta/abo 3MiH1 y pO3MiLLeHHi MacTep-
thaiina cuctemm chapmakoHarnsgy) 3mMiHa KOHTaKTHOT
0co6u 3asBHMKA, BiANOBIAALHOI 3a thapmakoHarnsag, B
YKpaiHi.
[Litoua pepakuin: MNenex liogmuna OnekcaHapiBHa.
MponoHoBaHa pegakyis: MapaweHko Hatanis
BonognmupisHa. 3MiHa KOHTaKTHUX JaHWX KOHTaKTHOI
ocobu 3asBHMKa, BIANOBIAa/IbHOT 3a (hapmakoHarnsg, B

YKpaiHi.

3a
peyenmom

UA/0773/01/01
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Ne Hassa Popma surnycky 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbKo20o | (nikapcbka hopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby YNaKkoBsKa) nocsioYeHHs1
150. | AAPINIA TabneTkun, BKPUTI BAT YroplmHa BAT "lefeoH YropLumHa BHECEHHS 3MiH [0 peeCTpaLiiiHnx maTepianis: 3MiHu | 3a UA/11801/01/01
N/1iBKOBOO "lepeoH Pixtep" TMny - 3MiHK WoAo 6e3nekn/edpeKTNBHOCTI Ta peyenmom
060/10HKOI0, 3 PixTep" thapmakoHarnagy. BeegeHHs abo 3aMmiHn fo
mr/0,02 wr; no 28 y3arasibHeHVX AaHnx Npo cuctemy hapmakoHarnsgy
(24+4) TabneTtok y (BBEAEHHS y3araslbHEHUX AaHWX NMPO cucTemy
6nictepi; no 1 thapmakoHarnagy, 3mMiHa ynoBHOBaXXeHO! 0cobu,
(1x24+4) a6o no 3 BiNOBifa/IbHOT 3a 34iICHEHHS dhapMakoHarnsgy;
(3x24+4) 6nictepu KOHTaKTHOI 0CO6M 3 hapmakoHarnsaay 3asiBHuKa ans
pasom 3 naackum 3filicHeHHs hapmakoHarnagy B YKpaiHi, AKLL0 BOHa
KapTOHHUM BiAMiHHA Bif YNOBHOBaXeHOI 0CO6M, BiANOBIAa/IbHOI
dyTnspom ans 3a 3pjiicHeHHs hapMakoHaragy (Bkiyatum
36epiraHHs KOHTaKTHi flaHi) Ta/abo 3MiHW Yy PO3MiLLLeHHI macTep-
6nicTepa, TWKHEBUM thaiina cuctemu chapmakoHarnsgy). 3MiHa KOHTaKTHUX
KaneHgapem- [aHnX YNoBHOBaXXEHOT 0CO6Y 3as1BHNIKA,
CTikepom y BiANOBIAA/IbHOT 32 hapmakoHarnsag. 3MmiHa
KapTOHHIiA ynakoBL,i MicLe3HaxX0MKeHHs MacTep-chaiina cuctemm
thapmakoHarnagy. 3MiHa Micus 34iiACHEHHST OCHOBHOT
AiSNIbHOCTI 3 chapmakoHarnagy.
151. | AEBITYM - TabneTkun, BKpUTI CaHoBenb TypeuunHa CaHosenb Insay TypeyunHa BHECEHHS 3MiH 0 peecTpaLiinHux matepiasnis: 3MiHu | 3a He UA/12668/01/01
CAHOBE/b N1iBKOBOIO Inay CaHai CaHai Be TUMy - 3MiHM 3 AKOCTi. [OTOBWIA Nikapcbkunii 3aci6. peyenmom | nionsizae
060/10HKO10, M0 25 Be Tugxapet A.LL. CuncTeMa KoHTelHep/3akynoptoBasibHUIA 3aci6. 3miHa
Mmr, no 14 TabneTok Tupxapet PO3Mipy ynakoBKv rOTOBOrO NikapCbKoro 3acoby (iHLwi
y 6nicTepi, no 2 A.LL. 3MiHW) - BHECEHHS 3MiH A0 p. «YnakoBka» MKA N3,y
6nictepu B 3B'A3KY i3 HEOOXIAHICTIO BUNPaBEeHHs iHopmaLii
KapTOHHI Kopoobui LLIOAO KibKOCTi TAbNeToK y 6icTepi Ta KisIbKOCTi
6nicTepiB B ynakoBLj. 3arasibHa KifbKicTb TabneTok B
ynakoBLi He 3MiHIETbCA. 3aTBepaxeHo: Mo 7
TabneTok y 6nictepi; no 4 6nictepy B KApPTOHHIN
Kopob6Li. 3anponoHoBaHo: Mo 14 TabneTok y 6nictepi;
no 2 6nicTepy B KAPTOHHI KOpo6Li. 3MiHWM BHECEHO B
IHCTPYKLi0 4719 MEAMNYHOIO 3aCTOCYBaHHS NiKapCbKoro
3acoby y po3gin "Ynakoska" 3 BignoBigHMN 3MiHaMK
B TEKCTi MapKyBaHHS yNaKkoBOK.
152. | AEBITYM - TabneTkun, BKpUTI CaHoBenb TypeuunHa CaHosenb 1nay TypeyunHa BHECEHHS 3MiH 40 peecTpaLiiiHux matepiasnis: 3MiHu | 3a He UA/12668/01/02
CAHOBE/b NNiBKOBOO lnsy Canai CaHai Be TUMy - 3MiHM 3 AKOCTi. [OTOBWIA Nikapcbkuii 3aci6. peyenmom | nidsisieae
060/10HKO10, M0 50 Be Tuoxapet A.LL. CuncTeMa KoHTelHep/3akynoptoBasibHUIA 3aci6. 3miHa
Mmr, no 14 TabneTok Tupxapet PO3Mipy YNakoBKv rOTOBOrO MiKapCbKoro 3acoby (iHLwi
y 6nicTepi, no 2 A.LL. 3MiHW) - BHECEHHSA 3MiH [0 p. «YnakoBka» MKA /13,y
6nictepu B 3B'A3KY i3 HEOOXIAHICTIO BUNPaBAeHHs iHhopmavii
KapTOHHI KopoobLi LLIOAO KibKOCTi TabNeToK y 6icTepi Ta KisIbKOCTi
6nicTepiB B ynakoBLji. 3arasibHa KinbKicTb TabneTok B
ynakoBLi He 3MiHIETbCA. 3aTBepaxeHo: Mo 7
TabneTok y 6nictepi; no 4 6nictepy B KApPTOHHIN
Kopo6Li. 3anponoHoBaHo: Mo 14 TabneTok y 6nictepi;
no 2 6nicTepy B KAPTOHHI KOpo6Li. 3MiHWM BHECEHO B
IHCTPYKLi0 4719 MEAMNYHOrO 3aCTOCYBaHHS NiKapCbKoro
3acoby y po3gin "YnakoBka" 3 BignoBigHUMN 3MiHaMK
B TEKCTi MapKyBaHHS yNaKkoBOK.
153. | AEBITYM - TabNeTkn, BKPUTI CaHoBesb TypeyumHa CaHoBenb Insy TypeyunHa BHECEHHS 3MiH 40 peecTpauiiHnx maTtepiasis: 3MiHu | 3a He UA/12668/01/03
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Ne Hassa Popma surnycky 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbKo20o | (nikapcbka hopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby YNaKkoBsKa) nocsioYeHHs1
CAHOBE/b nAiBKOBOIO lnsy Canai CaHai Be TUMYy - 3MiHM 3 AKOCTi. FOTOBWIA NiKapcbkuii 3aci6. peyenmom nionseae
o60n0Hkoto, no 100 BE TupxapeT A.LL. CucTeMa KoHTelHep/3aKynoptoBasibHUIA 3aci6. 3miHa
Mr no 14 Tabnetoky | Tumxapet PO3Mipy YnakoBKv roTOBOro NikapcbKoro 3acoby (iHLui
6nicTepi, no 2 A.LL. 3MiHW) - BHECEHHSA 3MiH A0 p. «YnakoBka» MKA N3,y
6nictepu B 3B'AA3KY i3 HEOOXIAHICTIO BUNpaB/ieHHs iHdhopmawii
KapTOHHilA KopooLi LLOA0 KiNbKOCTI TabneToK y 6aicTepi Ta KislbKoCTi
6nicTepiB B ynakoBL,i. 3arasibHa KiflbkicTb Tab/1eTOK B
yNakoBLii He 3MiHIOETbCA. 3aTBepmxeHo: Mo 7
TabneTok y 6nictepi; no 4 6nictepy B KAPTOHHIA
Kopobui. 3anponoHoBaHo: Mo 14 TabneTok y 6nicTepi;
no 2 6nicTepy B KAPTOHHI KOpo6Li. 3MiHN BHECEHO B
IHCTPYKLi0 415 MeANYHOrO 3aCTOCYBaHHSA NiKapCbKoro
3acoby y po3ain "Ynakoska" 3 BiANOBIAHUMW 3MiHAMU
B TEKCTi MapKyBaHHS YNakoBOK.
154. | OEKBAAON Tabnetkn ans AT YkpaiHa AT "KMIBCbKUIA YkpaiHa BHECEHHS 3MiH 0 peecTpaLiiiHux matepianis: 3MiHu | 6e3 UA/16838/01/01
PO3CMOKTYBaHHS 3 "KMUIBCbK BITAMIHHWIA Tuny - 3MiHn 3 akocTi. CeptuddikaTt BignosigHocTI/lE- peyenma
Ma/IMHOBUM CMaKoM; W 3ABOA" cepTudikaT BigNoBigHOCTI EBpoNenchkiii
no 6 Tabnetok y BITAMIHH thapmakonei/MoHorpadii. 3mMiHK, NoB'A3aHi 3
6nicTepi; no 3 abo 5 W HeoOXiAHICTIO NpuBEAEHHS Y BIANOBIAHICTb A0
6nicTepiB y nayui 3 3ABO4" MoHorpadii J®Y abo EBponeiicbkoi chapmakonei, abo

KapToHy; no 12
TabneTtok y 6nictepi;
no 1 a6o 3 6nictepu
y nauuii 3 kKapToHy

iHLWOT HaujioHanbHOI thapmakonei fgepxasu €C (3MiHa
y crneumdpikauisix, nos'asaHa 3i 3miHamu B dY, a6o
€Bponelicbkii hapmakonei, abo iHLWIA HaLioHaNbHIi
hapmakonei gepxasu €C) BHECEHHS 3MiH B
crneundikauito A®I LmHxokaiHy rigpoxnopug 3a
nokasHukamu «lgeHTndikauis» Ta «CynposigHi
[OOMILLKM» Y BiANOBIAHICTb A0 MOHOrpadii € Ta
marepianis Bupo6Huka A®I. 1na nokasHuka
laeHTUdikavis 6yae BUKOHYBATUCA NMLLE NepLua
ineHTudikauisa (14 Ta peakuisa Ha xnopuam). 3MiHm |
Tmny - 3MiHK 3 aKkocTi. A®Il. KoHTponb A®I. 3miHa y
napameTpax cneuudikauii Ta/abo JOMyCTUMUX MEX,
BM3HAYeHUX y cneyudikauisx Ha A®l, abo
BUXIAHWIA/NPOMDKHWI NpoAyKT/pearexT, Wwo
BVKOPVCTOBYIOTbCS Y npoueci BupobHuutea A®| (iHwwi
3MiHM) CynyTHS 3MiHa - 3MiHK 3 AkocTi. ADI. KoHTposb
A®|. 3miHa y meTogax BunpobysaHHsa APl abo
BMXifHOro MaTtepiany/npoMiXXHOTO NPoAyKTy/peareHTy,
LLIO BUKOPUCTOBYETLCA Y npoLieci BUpo6bHuLTBa Ad|
(iHwi 3miHKW) (B.1.6.2. (x) IA), BUNYyYeHHs 3i
cneuudikayii APl uyHXoKaiHy rigpoxiopug nokasHmka
«Baxkki MeTanim» Ha nigctasi ouiHkv pusmky ICH Q3D.
3MiHn | TURY - 3MiHk 3 sKocTi. APl. KoHTponb AdI.
3MiHa y napameTpax cneuudikauii Ta/abo
L0NyCTUMUX MeX, BU3HAUYEHUX Y creundikalisax Ha
A®I, ab0 BUXIAHWIA/NPOMDKHWIA NPOAYKT/peareHT, Wwo
BVKOPWCTOBYIOTbCSA Y npoueci BupobHuutea A®| (iHwwi
3MiHW)
CynyTHS 3MmiHa - 3MiHK 3 fikocTi. APl KoHTponb AdI.
3MiHa y MeTogax BunpobyBaHHs APl abo BUXigHOro
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155.

LEKBAJON

Tabnetkn ans

AT

YKpaiHa

AT "KUNIBCbKU

marepiany/npoMiKHOro NPoayKTy/peareHTy, Lo
BMKOPMCTOBYETbLCA y NpoLieci BUpo6HuuTBa AD| (iHLi
3MiHM Y MeToAax BUNpobyBaHHSA (BKNOHYaUX 3aMiHy
abo gonoBHeHHs1) APl abo BUXIAHOrO/MPOMIXXHOIO
NPOAYKTY) BHECEHHS 3MiH B crieumdikayito APl
LIVHXOKAIHY TigpoX1opug, 3a NokasHWKOM «3asInLLKOBI
PO3YMHHVKM» Y BIAMNOBIAHICTL A0 MaTepianis
BMpo6HUKa A®I. 3miHn | Tuny - 3miHK 3 AkocTi. AdL.
CrabinbHicTb. 3MiHa nepiogy NOBTOPHUX
BMNpobyBaHb/nepioay 36epiraHHa abo yMoB
36epiraHHa A®I (3a BigCYTHOCTI y 3aTBEPAKEHOMY
[ocbe cepTudpikaTa BignoBigHOCTI EBponeiichkiit
hapmakonei, Lo BKIoYae nepios NOBTOPHOro
BMNPOGYBaHHS) (Nepiog NOBTOPHOTO
BMNpobyBaHHA/Nepios 36epiraHHs) - 36iNbLUEHHS abo
BBE[EHHs nepiogy NOBTOPHOrO BMNPOGYBaHHs/Nepiogy
36epiraHHa Ha OCHOBI pe3ynbTaTiB AOC/IIKEHD Y
peasibHOMY Yaci, 36iNbLUEHHS TEPMiHY NEPEKOHTPOSI0
A®I| LnHXOKalHY rigpoxaopug, 3 2 pokie [0 5 pokis.
[itoua pepaxuis: TepmiH NpuAaTHOCTI 2 poKK
MponoHoBaHa pepakuis: TepMiH NepekoHTposto 5
pokiB. 3MiHM | TUNy - AOMIHICTPaTUBHI 3MiHX. 3MiHa
HalilMeHyBaHHA Ta/abo agpecyt MiCL NPOBaKEHHS
LiSNIbHOCTI BUPOGHMKa (BK/THOYakUM, 3a HEOOXIAHOCTI,
MicLie NpoBefEHHS KOHTPOIO AKOCTI), ab0 BacHuKa
macTep-haiina Ha A®l, abo noctavasbHuKa
Adl/BnxigHoro matepiany/peareHTy/npoMixXHOro
NPOAYKTY, L0 3aCTOCOBYIOTbLCA Y BUPOOHULTBI ADI
(AKWO 3a3HaYeHO Y AOCbE Ha NiKapcbKuii 3acib) 3a
BiICYTHOCTI cepTucpikaTa BiANOBIAHOCTI EBPONEiChKilt
thapmakonei y 3aTBepAKeHOMY AOCbE, a60 BUPOOHMKA
HOBOT JOMOMDKHOT PEYOBMHY (SIKLLIO 3a3HA4YEHO Y
[OCbE), 3MiHa Ha3BW BUPOGHMKa AP| LIHXOKATHY
rigpoxnopug 6e3 3mMiHn Micua BUpo6bHMLTBa ADI.
[itoua pepakuis: «Pioneer Agro Industries
(Pharmaceutical Division)», IHais. MponoHoBaHa
pepakuist: «Pioneer Agro Industries Sanvin
Laboratories PVT.LTD.», IHgjs

PO3CMOKTYBaHHS 3
JIMMOHHVIM CMaKoM;
no 6 Tabnetok y
6nictepi; no 3 abo 5
6nicTepiB y nayui 3
KapToHy; no 12
TabneTtok y 6nictepi;
no 1 a6o 3 6nictepu
y nauuii 3 kKapToHy

"KNIBCbK
1
BITAMIHH
Vi
3ABOJ"

BITAMIHHN
3ABOJ"

YKpaiHa

BHECEHHS 3MiH 0 peecTpaLiiiHux matepianis: 3MiHu |
Tuny - 3MiHn 3 akocTi. CepTuddikaTt BignosigHocCTI/lIE-
cepTudikaT BigNoBigHOCTI EBpoNenchkiii

thapmakonei/MoHorpadii. 3mMiHK, NoB'A3aHi 3
HeoOXiAHICTIO NpuBEAEHHS Y BIANOBIAHICTb A0
MoHorpadii ®Y abo Esponeiicbkoi chapmakonei, abo
iHLWOT HaujioHanbHOI thapmakonei fgepxasu €C (3MiHa
y crneumdpikauisix, nos'asaHa 3i 3miHamu B Y, abo
€Bponelicbkii hapmakonei, abo iHLWIA HaLioHaNbHIi
hapmakonei gepxasu €C) BHECEHHS 3MiH B
crneundikauito A®I LmHXokaiHy rigpoxnopug 3a

nokasHukamm «lgeHtudpikauis» Ta «CynpoBigHi

6e3
peuyenma

UA/16837/01/01
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Ne Hassa Popma surnycky 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbKo20o | (nikapcbka hopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby YNaKkoBsKa) nocsioYeHHs1
[OMILLKM» Y BIANOBIAHICTL A0 MOHOrpadii E® Ta

Marepianis BUpo6Huka A®I. 1N nokasHuka
laeHTudiKaLis 6yae BUKOHYBaTUCA Nve neplua
ineHTudikauis (14 ta peakuis Ha xnopuau). 3MiHu |
Tmny - 3MiHN 3 aKocTi. A®Il. KoHTponb A®I. 3miHa y
napameTpax crneuudikauii Ta/abo 4ONYCTUMUX MEX,
BMU3HAYeHNX y cneuudikauisx Ha A®l, abo
BUXiGHWIA/NPOMDKHUIA NpoAyKT/peareHT, Wwo
BMKOPUCTOBYIOTLCA Y Npoueci BUpobHuuTea AP (iHLwi
3MiHM) CynyTHS 3MiHa - 3MiHK 3 aAkocTi. A®I. KoHTponb
A®l. 3miHa y meTogax BunpobyBaHHsa Ad| abo
BUXIAHOIO MaTepiasny/npoMiKHOro NpoAyKTy/peareHTy,
LLIO BUKOPUCTOBYETLCSA Y npoueci BUpobHuLTea AdI
(iHwi 3miHW) (B.1.6.2. (x) IA), BUNy4YeHHs 3i
crneundikauii A®I LMHXOKaTHY rigpoxsopug nokasHuka
«Baxki meTanv» Ha nigctasi ouiHku pusnky ICH Q3D.
3MmiHn | TMRY - 3miHu 3 sKocTi. APl. KoHTponb AdI.
3MiHa y napameTpax cneuudikadii Ta/abo
[ONYCTUMUX MEX, BU3HaUeHuX y cneuudikadisx Ha
A®I, abo BUXIQHWIA/NPOMDKHWIA NPOAYKT/peareHT, Wwo
BMKOPUCTOBYIOTLCA Y Npoueci BUpobHuuTea AP (iHLi
3MiHW)

CynyTHS 3MiHa - 3MiHKM 3 AkocTi. A®I. KoHTponb AdI.
3MiHa y MeToAax BunpobyBaHHss A®Il abo BUXigHOro
marepiany/npoMiKHOro NPoAyKTy/peareHTy, Lo
BMKOPWCTOBYETbLCA y NpoLieci BUpobHuuTBa AD (iHLi
3MiHM Y MeToAax BUNpobyBaHHSA (BKNOHYaUX 3aMiHy
abo gonoBHeHHs1) APl abo BUXIAHOrO/MPOMIXXHOIO
NPOAYKTY) BHECEHHS 3MiH B crieumdikayito API
LIVHXOKAIHY Tigpox1opug, 3a NokasHWKOM «3asnLLKOBI
PO3YMHHVKM» Y BIAMNOBIAHICTL A0 MaTepianis

BMpo6HUKa A®I. 3miHn | Tuny - 3miHK 3 AkocTi. AdI.
CrabinbHicTb. 3MiHa nepiogy NOBTOPHUX
BMNpobyBaHb/nepiody 36epiraHHa abo ymMoB
36epiraHHa A®I (3a BigCYTHOCTI y 3aTBEPAKEHOMY
[ocbe cepTudpikaTa BignoBigHOCTI EBponeiichkii
hapmMakonei, Lo BKIoYae nepios NOBTOPHOro
BMNpPOGYBaHHS) (Nepiog NOBTOPHOTO
BMNpobyBaHHA/Nepios 36epiraHHs) - 36iNbLUEHHS abo
BBE[EHHs nepiofy NOBTOPHOrO BMNPOGYBaHHs/Nepiogy
36epiraHHa Ha OCHOBI pe3ynbTaTiB AOC/IIKEHD Y
peasibHOMY Yaci, 36iNbLUEeHHS TEPMiHY NEPEKOHTPOSIIO
A®I| LnHXOKalHY rigpoxnopug, 3 2 pokie [0 5 pokis.
[itoua pepaxuis: TepmiH NpuAaTHOCTI 2 pOKK
[MponoHoBaHa pepakuis: TepMiH NepekoHTposo 5
pokiB. 3MiHM | TUNy - AAMIHICTPaTUBHI 3MiHX. 3MiHa
HalilMeHyBaHHs Ta/abo agpecyt MiCL NPOBaKEHHS
LisNTIbHOCTI BUPOGHMKa (BK/THOYakuM, 3a HEOOXIAHOCTI,
MicLie NpoBefEHHS KOHTPO/IO AKOCTI), ab0 BacHuka

MacTep-haiina Ha A®Il, abo nocTavyasibHMKa
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Ne Hassa Popma surnycky 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbKo20o | (nikapcbka hopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby YNaKkoBsKa) nocsioYeHHs1
Adl/BuxigHoro matepiasy/peareHTy/npoMiXXHOro
NPOAYKTY, WO 3aCTOCOBYIOTLCS Yy BUPOOHNLTBI ADI
(sIKLLO 3a3HaYEHO Y OCbE Ha Nikapcbkuii 3acib) 3a
BiZiICYTHOCTi cepTucpikaTa BianoBigHOCTI EBponeiichkili
chapmakonei y 3aTBepkeHoMy A0Cbe, abo BUPOOHNMKA
HOBOI ONOMDKHOT PeYOBUHM (SIKLLIO 3a3HAYEHO Y
[0CbE), 3MiHa Ha3BW BUPOGHMKa AD| LIMHXOKATHY
rigpoxnopug 6e3 3mMiHn MicLa BUpo6HMLTBa ADI.
[litova pepakuisn: «Pioneer Agro Industries
(Pharmaceutical Division)», IHgjs. MponoHoBaHa
pepakuist: «Pioneer Agro Industries Sanvin
Laboratories PVT.LTD.», IHgjs
156. | AEKBAAON Tabnetkn gns AT YkpaiHa AT "KNIBCbKU YkpaiHa BHECEHHS 3MiH 0 peecTpaLiinHux matepiasnis: 3MiHu | 6e3 UA/16839/01/01
PO3CMOKTYBaHHS 3 "KMIBCbK BITAMIHHWIA Tuny - 3MiHn 3 akocTi. CepTuddikaTt BignosigHocTI/lE- peyenma
KOKOCOBVM CMaKoM; nn 3ABO4" cepTudikaT BignoBigHOCTI EBponeichkiii
no 6 TabneTtok y BITAMIHH hapmakonei/moHorpadii. 3mMiHW, NoB'A3aHi 3
6nicTepi; no 3 abo 5 nn HeoOXiAHICTIO NpuBEAEHHS Y BIANOBIAHICTb A0
6nicTepiB y nauui 3 3ABO4"

KapToHy; no 12
Tabnetok y 6nictepi;
no 1 a6o 3 6nictepu
y nayui 3 kKapToHy

MoHorpadii 4®Y abo EBponeiicbkoi chapmakonei, abo
iHLIOT HauioHas1bHOI thapmakonei aepxasu €C (3miHa
y crneumdikauisix, nos'a3aHa 3i 3miHamu B dY, abo
€Bponelicbkiit hapmakonei, abo iHLWii HaLioHabHIl
hapmakonei gepxasu €C) BHECEHHS 3MiH B
cneuudikauiio A®I uyHXoKaiHy rigpoxiopus 3a
nokasHukamu «lgeHTugikauis» ta «CynposigHi
[OMILLKM» Y BIAMNOBIAHICTb A0 MOHOrpadii E® Ta
Marepianis BUpo6Huka A®I. 1nA nokasHuka
laeHTudiKaLis 6yae BUKOHYBaTMCA NvLle neplua
ineHTudikauis (14 Ta peakuis Ha xnopuaun). 3MiHu |
Tmny - 3MiHK 3 sKocTi. A®Il. KoHTponb A®I. 3miHa y
napameTpax crneuudikauii Ta/abo 4ONyCTUMUX MEX,
BM3HAYeHNX y cneuudikauisx Ha A®l, abo
BUXigHWIA/NPOMDKHUIA NpOAyKT/peareHT, Wwo
BMKOPUCTOBYIOTLCSA Y Npoueci BUpobHuuTea AP (iHLwi
3MiHM) CynyTHs 3MiHa - 3MiHu 3 AkocTi. APl. KoHTposb
A®l. 3miHa y meTogax BunpobyBaHHsa Ad| abo
BUXIAHOIO MaTepiasny/NpoMiXKHOro NpoAyKTy/peareHTy,
LLIO BUKOPUCTOBYETbCS Y npoueci BupobHuytea Ad|
(iHwi 3miHwn) (B.1.6.2. (x) IA), BUNy4YeHHs 3i
crneundikauii A®I LMHXOKaTHY rigpoxaopug nokasHuka
«Baxki meTanu» Ha nigctasi ouiHku pusnky ICH Q3D.
3MiHu | TMRY - 3miHu 3 sKocTi. A®l. KoHTponb AdI.
3MiHa y napameTpax cneuudikadii Ta/abo
[ONYCTUMMX MEX, BU3HaUeHuX y cneyudikadisx Ha
A®l, abo BUXIQHWIA/NPOMDKHWIA NPOAYKT/peareHT, Wwo
BMKOPUCTOBYIOTLCA Y Npoueci BUpobHuutea AP (iHLwi
3MiHW)

CynyTHS 3miHa - 3MiHKM 3 AkocTi. A®I. KoHTponb AdI.
3MiHa y MeTofax BunpobysaHHa APl abo BUXigHOro
marepiany/npoMiKHOro NPoayKTy/peareHTy, Wwo
BMKOPUCTOBYETLCA Y npoueci BUpo6HuuTBa A®I (iHLWi
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n/n

JliKapcbK0O20
3acoby

YNaKkoBsKa)

(nikapcbka ¢hopma,

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs

Homep
peecmpayiliHo2o
nocsio4yeHHs

157.

NEKBAAON

Tabnetkn gns

AT

YkpaiHa

AT "KNIBCbKU

3MiHM Y MeTogax BUNpobyBaHHA (BKIOYaOUM 3aMiHy
ab6o gonoBHeHHs)) A®| abo BUXIQHOrO/MPOMIXHOIO
NPOAYKTY) BHECEHHS 3MiH B cneuudikauiio API
LMHXOKAIHY rifpoxnopua 3a NoKasHUKOM «3asInLLKOBI
PO3YMHHVKM» Y BIAMOBIAHICTL A0 MaTepianis
BMPO6HUKa A®I. 3MiHK | Tuny - 3MiHK 3 AkocTi. ADL.
CrabinbHicTb. 3miHa nepiogy NOBTOPHUX
BMNpo6yBaHb/nepiogy 36epiraHHs abo yMoB
36epiraHHa A®I (3a BiACYTHOCTI y 3aTBEPIKEHOMY
[ocbe cepTudpikaTa BignoBiAHOCTI EBponelichkiit
chapmakonei, Lo BKIH0YaE nepiog NOBTOPHOrO
BUNPOB6YBaHHS) (Nepios NOBTOPHOTO
BUNpobyBaHHA/nepios 36epiraHHs) - 36iNbLUeHHS abo
BBEJEHHS nepiogy NOBTOPHOrO BMNPOGYBaHHs/Nepiogy
36epiraHHa Ha OCHOBI pe3y/bTaTiB AOCNILKEHb Y
peasibHOMY Yaci, 36ibLEHHSA TEPMiHY NEPEKOHTPOSIO
A®| LumHXOKalHY rigpoxaopug, 3 2 pokie 40 5 pokiB.
Litova pegakuis: TepMiH NpUAATHOCTI 2 POKK
MponoHoBaHa pegakuis: TepMiH NepekoHTponto 5
pokiB. 3MiHM | TNy - AAMIHICTPaTUBHI 3MiHN. 3MiHa
HalimeHyBaHHs Ta/abo agpecyn MicLA NPOBaMKEHHS
AiSNbHOCTI BUPO6HMKA (BK/IHOYAouM, 3a HEOOXIAHOCTI,
MicLie NpOBeAEHHS KOHTPO/IO SIKOCTI), ab0 BiacHuka
macTep-gpaiina Ha A®l, abo noctavasibHuKa
Adl/BuxigHoro matepiasy/peareHTy/npoMiXHOro
NPOAYKTY, WO 3aCTOCOBYIOTLCS Yy BUPOOHNLTBI ADI
(sIKLLO 3a3HAYEHO Y OCbE Ha Nikapcbkuii 3acib) 3a
BifICYTHOCTi cepTucpikaTa BianoBigHOCTI EBponeiichkili
chapmakonei y 3aTBepkeHoMy A0Cbe, ab0 BUPOOHMKa
HOBOI ONOMDKHOT PeYOBUHM (SIKLLLO 3a3HAYEHO Y
[0CbE), 3MiHa Ha3BW BUPOGHMKa AD| LIMHXOKATHY
rigpoxnopug 6e3 3mMiHu MicLsa BUpo6HMLTBa ADI.
[litova pepakuis: «Pioneer Agro Industries
(Pharmaceutical Division)», IHgjs. MponoHoBaHa
pegpakuist: «Pioneer Agro Industries Sanvin
Laboratories PVT.LTD.», IHgjs

PO3CMOKTYyBaHHS 3
M'ATHAM CMakoM; No
6 Tabnetok y
6nicTepi; no 3 abo 5
6nicTepiB y nauui 3
KapToHy; no 12
Tabnetok y 6nictepi;
no 1 a6o 3 6nictepu
y nauui 3 kKapToHy

"KNIBCbK
Ui
BITAMIHH
1
3ABOA"

BITAMIHHWA
3ABOJ"

YkpaiHa

BHECEHHS 3MiH 0 peecTpaLiinHux matepiasnis: 3MiHu |
Tuny - 3MiHn 3 akocTi. CepTuddikaTt BignosigHocTI/lE-
cepTudikaT BignoBigHOCTI EBponeichkiii
hapmakonei/moHorpadii. 3mMiHW, NoB'A3aHi 3
HeoOXiAHICTIO NpUBEAEHHS Y BIANOBIAHICTL A0
MoHorpadii 4®Y abo EBponeiicbkoi chapmakonei, abo
iHLIOT HauioHas1bHOI thapmakonei aepxasu €C (3MiHa
y crneumdikauisix, nos'as3aHa 3i 3miHamu B dY, abo
€Bponelicbkiit hapmakonei, abo iHLWii HaLioHabHIl
hapmakonei gepxasu €C) BHECEHHS 3MiH B
cneuudikauito A®I uyHXoKaiHy rigpoxiopus 3a
nokasHukamu «lgeHTugikauis» ta «CynposigHi
[OMILLKM» Y BIAMNOBIAHICTb A0 MOHOrpadii E® Ta

MaTepianis BUpo6Huka A®I. [1ns nokasHuka

6e3
peyenma

UA/14989/01/01




126
Ne Hassa Popma surnycky 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbKo20o | (nikapcbka hopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby YNaKkoBsKa) nocsioYeHHs1

laeHTudikavis 6yae BUKOHYBATUCA MLLIE NepLua
ineHTndikauis (14 Ta peakuis Ha xnopuan). 3MiHu |
MYy - 3MiHKU 3 AKOCTi. A®l. KoHTposb A®I. 3miHa y
napameTpax crneuudikauii Ta/abo f4onycTUMUX MeXx,
BM3HA4YeHNX y cneuudikauisx Ha A®l, abo
BUXiAHWIA/NPOMIDKHUIA NpOAyKT/peareHT, Lo
BMKOPVCTOBYIOTbCSA Y npoueci BupobHuytea A®I (iHwi
3MiHM) CynyTHS 3MiHa - 3MiHK 3 sikocTi. ADI. KoHTponb
A®I. 3miHa y meTofax BUNpobyBaHHs AD| abo
BMXifHOro Matepiany/npoMiKHOTO NPoAyKTy/peareHTy,
LLIO0 BUKOPUCTOBYETLCA Y NpoLeci BUPOGHULTBa ADI

(iHWi 3miHW) (B.1.6.2. (X) 1A), BUIYyYeHHS 3i

cneuudikauii APl LyHXOKaiHy rigpoxopug nokasHmka
«Baxki meTanu» Ha nigcrasi ouiHku pu3nky ICH Q3D.

3MiHu | TUNYy - 3MiHK 3 AKocTi. A®Il. KoHTponb AdI.

3MiHa y napameTpax crneumdikauiii Ta/abo

[ONyCTUMMX MEX, BU3HaUYeHuX y cneyudikaisx Ha
A®I, ab0 BUXIQHWIA/NPOMDKHUIA NPOAYKT/peareHT, o
BMKOPWCTOBYIOTbCSA Y npoueci BupobHuytea A®I (iHwwi

3MiHN)

CynyTHS 3MiHa - 3MiHK 3 AkocTi. APl KoHTponb AdI.
3MiHa y meTofdax BunpobysaHHs APl abo BuxigHoro
mMarepiany/npoMiXKHOrO NPoAyKTy/peareHTy, Lo
BUKOPUCTOBYETLCA Y npoLeci BUpo6bHuuTBa A®I (iHLWi
3MiHM Y MeTogax BUNpobyBaHHA (BKIOYaoUM 3aMiHy
abo gonoBHeHHs)) A®| abo BUXIQHOrO/MPOMIXHOIO
NPOAYKTY) BHECEHHS 3MiH B cneuudikauiio API
LMHXOKAIHY rifpoxnopua 3a NoKasHUKOM «3asInLLKOBI
PO3YMHHVKM» Y BIAMOBIAHICTb A0 MaTepianis
BMPO6HUKa A®I. 3MiHK | Tuny - 3MiHK 3 AKkocTi. ADL.
CrabinbHicTb. 3miHa nepiogy NOBTOPHUX
BMNpo6yBaHb/nepioay 36epiraHHs abo yMoB
36epiraHHa A®I (3a BiACYTHOCTI y 3aTBEPIKEHOMY
[ocbe cepTudpikaTa BignoBiaAHOCTI EBponelichkiit
chapmakonei, Lo BKIHYaE nepiog NOBTOPHOTO
BUNPOBYBaHHSA) (Nepios NOBTOPHOIO
BUNpobyBaHHsA/nepios 36epiraHHs) - 36iNbLUeHHS abo
BBEJEHHS nepiofy NOBTOPHOrO BMNPOGYBaHHs/Nepiogy
36epiraHHa Ha OCHOBI pe3y/bTaTiB AOCNILKEHb Y
peasibHOMYy Yaci, 36i1bLIEHHSA TEPMiHY NEPEKOHTPOSIO
A®| LumHXOKalHY rigpoxaopug, 3 2 pokie Jo 5 pokiB.
Litova pegakuia: TepMiH NpUAATHOCTI 2 POKK
MponoHoBaHa pegakuis: TepMiH NEPEKOHTPOo 5
pokiB. 3MiHM | TUNy - AAMIHICTPaTUBHI 3MiHN. 3MiHa

HalimeHyBaHHs Ta/abo agpecyn MicLA NPOBaMKEHHS
AiSNbHOCTI BUPO6HMKA (BK/IHOYAoUM, 3a HEOOXIAHOCTI,
MicL,e NpoBeAEHHS KOHTPO/IO SIKOCTI), ab0 BiacHuka
macTep-gpaiina Ha A®l, abo noctavasibHuKa
Adl/BuxigHoro matepiasy/peareHTy/npoMiXHOro

NPOAYKTY, L0 3aCTOCOBYHOTHLCS Y BUPOGHNUTBI ADI
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n/n

Ha3ssa
JliKapcbK0O20
3acoby

Popma surnycky
(nikapcbka ¢hopma,
YNaKkoBsKa)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs

Homep
peecmpayiliHo2o
nocsio4yeHHs

(AKLLO 3a3HAYEHO Y AOCLE Ha NiKapCbKWii 3aci6) 3a
BiICYTHOCTI cepTucpikaTa BiANOBIAHOCTI EBPONECHKIl
chapmakonei y 3aTBepKeHoMy A0cbe, abo BUPOOHMKa

HOBOI AOMNOMDKHOT PeYOBMHMN (SIKLLLO 3a3HAYEHO Y
[0CbE), 3MiHa Ha3BM BUPOGHMKa AD| LIMHXOKATHY
rigpoxnopug 6e3 3miHu micusa BupobHuLTBa AdL.
[itoya pepakuin: «Pioneer Agro Industries
(Pharmaceutical Division)», IHgjis. MponoHoBaHa
pepakuis: «Pioneer Agro Industries Sanvin
Laboratories PVT.LTD.», IHgis

158.

AENY®EH®

cnpeii HasasIbHUIA;
no 20 mn a6o no 30
M1y N1acTMKOBOMY
ch1akoHi 3
nNacTVKoBUM
posnuntoBayem; no
1 donakoHy B
KapTOHHIiA ynakoBL,i

TOB
«MEPPIT
(0]
YKPAIHA»

YkpaiHa

Pixappg BitTHep Al

ABCTpist

BHECEHHS 3MiH A0 peecTpaLiiiHux matepiasis: 3MiHu |
TMny - 3MiHK Woao 6e3nekn/edekTUBHOCTI Ta
thapmakoHarnagy. BeegeHHs abo 3amiHn go
y3arasibHeHUX JaHnx Npo cucTemy dpapmakoHarnsgy
(BBEAEHHS y3aralbHEHNX AaHUX NPo cucTemy
hapmakoHarnagy, 3mMiHa ynoBHOBaXXEHOI 0cobw,
BiANOBIAa/IbHOI 3a 34iiCHEHHSA hapmakoHarnsay;
KOHTaKTHOI 0co6U 3 thapMakoHarnsay 3asBHuka ans
3[jiicHEHHS hapmakoHarnsgy B YkpaiHi, KO BOHA
BiAMiHHA Bif YNOBHOBaXeHOI 0cO6U, BiANOBIAa/IbHOI
3a 3AjiicHeHHs1 hapMakoHariaay (Bkiyarum
KOHTaKTHI AaHi) Ta/abo 3MiHN Y pO3MilLeHHi macTep-
thaiina cuctemu hapmakoHarnsgy) 3miHa
MicLie3HaxoMKeHHs MacTep-ghaiina cuctemm
hapmakoHarnsgy. 3miHa Micusi 34iliCHEHHS1 OCHOBHOT
AiSNbHOCTI 3 hapmakoHarasgy.

6e3
peuyenma

UA/8539/01/01

159.

AEPVBA
BOHUI
rEnb

renb, L mr/rno15r
y Ty6i; no 1 Ty6i B
KapTOHHIlA KopoobLi

neHmapk

dapmach

toTukan3
nra.

IHais

neHmapk
dapmacbloThKan3
nro.

IHais

BHECEHHS 3MiH 0 peecTpaLiiiHux matepiasis: 3MiHu |
Tnny - 3MiHN 3 aKkocTi. A®Il. KoHTponb A®I. 3miHa y
mMeToAax BunpobyBaHHs A®| abo BUXigHOro
mMaTepiany/npomiKHOro NpoAayKTy/peareHTy, LWo
BMKOPWCTOBYETLCA Y NpoLieci BUpobHuuTBa AD| (iHLUi
3MiHM Y MeTofax BUNPobyBaHHA (BK/OYaUM 3aMiHy
ab0 fonoBHeHHS)) APl abo BMXiAHOrO/MPOMIXXHOrO
NPOAYKTY), BHECEHHS 3MiH B 3aTBEPMAXXEHNIA MeTof,
BMNpoGYyBaHHSA 3a nokasHukoM «Residual solvents»
ans Dichloromethane, Ethyl acetate, Tetrahydrofuran,
Toluene, Diglyme (meTog I) 4ns gjro4oi peyoBuHm
apananeHy (HSGC, in-house method). 3miHu | TNy -
3MiHu 3 sikocTi. A®l. KoHTponb A®I. 3miHa y
napameTpax crneundikauii Ta/abo 4ONYCTUMUX MEX,
BM3HA4YeHNX y cneundikauisx Ha A®l, abo
BUXiAHWIA/NPOMIDKHWIA NpoAyKT/peareHT, Wwo
BVKOPVCTOBYIOTbCSA Y npoueci BupobHuutea Ad|
(3BY)XXEHHSI fONYCTUMUX MEX, BU3HAYEHUX Y
cneundikavii), 3By)XEHHS1 ONYCTUMUX MEX
cneundikauii 45 Ailo4oi peyoBUHN aganasieHy 3a
nokasHukom «Residual solvents» ansa Triethylamine
(3aTBEpaxeHo: not more than 100 ppm,
3anponoHoBaHo: not more than 80 ppm) Ta

6e3
peuyenma

UA/9164/01/01
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n/n

Ha3ssa
JliKapcbK0O20
3acoby

Popma surnycky
(nikapcbka ¢hopma,
YNaKkoBsKa)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs

Homep
peecmpayiliHo2o
nocsio4yeHHs

3a3HavyeHHs1 okpemMoi MeToavku (MeToaom )
BM3HayeHHs Triethylamine

160.

AEPUBA C
FENnb

renb no 15 ry 1y6i;
no 1 Ty6i B
KapTOHHIA KopoobLi

neHmapk
Papmacb
foTuKan3
nra.

IHais

neHmapk

PapmacbloThKan3

nro.

IHais

BHECEHHS 3MiH 0 peecTpaLiiiHux matepianis: 3MiHu |
Tmny - 3MiHK 3 aKkocTi. A®Il. KoHTponb A®I. 3miHa y
mMeTofdax BunpobyBaHHs A®| abo BUXigHOro
mMaTtepiany/npomiKHOro NpoayKTy/peareHTy, LWo
BMKOPMCTOBYETLCA y NpoLieci BUpobHuuTea AD| (iHLui
3MiHM Y MeTogax BUNpobyBaHHA (BK/OHaoUM 3aMiHy
abo onoBHeHHs) APl abo BMXiAHOrO/NPOMIXXHOro
NpPOAYKTY), BHECEHHS 3MiH B 3aTBEPAKEHNIA MeTof,
BMNpoGYyBaHHSA 3a nokasHukom «Residual solvents»
ans Dichloromethane, Ethyl acetate, Tetrahydrofuran,
Toluene, Diglyme (meTog I) a4ns gjrouoi pevyoBuHm
apananeHy (HSGC, in-house method). 3miHn | TUny -
3MiHu 3 aKocTi. A®Il. KoHTposb A®L. 3miHa y
napameTpax crneundikauii Ta/abo 4ONyCTUMUX MEX,
BM3HA4YeHNX y cneundikauisx Ha A®l, abo
BUXiQHWIA/NPOMIDKHUIA NpOAyKT/peareHT, Lo
BVKOPVCTOBYIOTbCSA Y npoueci BupobHuurea AdI
(3BYXKEHHSA AOMYCTUMMX MEX, BU3HAYEHUX Y
crneuudikavii), 3By)XEHHS LONYCTUMUX MEX
cneundikauii 415 Ailo4oi peyoBUHN aganasieHy 3a
nokasHukom «Residual solvents» ans Triethylamine
(3aTBEpaxeHo: not more than 100 ppm,
3anponoHoBaHo: not more than 80 ppm) Ta
3a3HayeHHs okpeMoi MmeToaukn (meTogom 1)
BM3Ha4YeHHs Triethylamine.

3a
peyenmom

UA/9245/01/01

161.

AEPMOBENT

masb 0,05 %; no 25
ry Ty6i; no 1 Ty6i B
KapTOHHIA ynakoBL,i

nakcoCmi
TKnsaiH
Excnopt
Nimiten

Benvka
BpuTaHis

[endapm
Mo3HaHb C.A.

Monbwa

BHECEHHS 3MiH 0 peecTpaLiiiHux matepiasnis: 3MiHu |
TUMy - 3MiHM 3 AKOCTi. [OTOBWIA Nikapcbkuii 3acib.
KOHTPO/1b rOTOBOro NiKapcbKoro 3acoby (iHLi 3MiHK) -
OHOBJ/IEHHS BXE 3aTBEPKEHUX METOAiB KOHTPO/II0
akocTi 13, a came BUKNAAEHHS TEKCTY AEePXaBHOK
MOBOIO 3TiJHO Cy4acHVX BUMOr. BBeieHHs 3MiH
nNpoTArom 6-Tn MiCALIB MiCAA 3aTBEPMAKEHHS.

3a
peyerimom

UA/1600/01/01

162.

ANKNOBEP/
® N75

PO34UH AN15 iH KL,
75 mr/3 mn no 3 mn
B amnyni; no 5
ammnyn y KOHTYpHIiA
YapyHKOoBIli ynakoBL
Y KapTOHHIli Kopobui

BEP/IH-
XEMI AT

HimeuunHa

B1po6HMLTBO
npenapary «in
bulk», nepBnHHe
nakyBaHHs Ta
KOHTpO/b cepii:
Anbchacirma
C.n.A., Itanisa

BrnpobHMuTBO
npenapary «in
bulk», nepBuHHe
Ta BTOPVHHE
nakyBaHHs,
KOHTpONb Ta
BMNYCK cepil:

ITanisa

BHECEHHS 3MiH 0 peecTpaLiiiHux matepianis: 3MiHu |
MRy - 3MiHK LWoAo 6e3nekn/edeKkTNBHOCTI Ta
hapmakoHarniagy (iHwi 3MiHn) - OHOBJ/IEHHS TEKCTY
MapKyBaHHS Yy N. 17 BTOPUHHOI ynakoBKW NikapCbKoro
3aco6y. BBefeHHsA 3MiH NpoTAroM 6-Tu micsAuis nicns
3aTBEPAKEHHS. 3MiHu |l Tuny - 3MiHK WoAo
6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsagy. 3miHm y
KOPOTKil XapakTepucTuLi NikapCcbKoro 3acoby, TEKCTI
MapKyBaHHS Ta iIHCTPYKLiT 415 MeAnYHOro
3aCTOCyBaHHS Y 3B’AA3KY i3 HOBUMMW AaHUMU 3 AKOCTI,
OOKMIHIYHUMM, KNIHIYHUMW JaHUMK Ta AaHuMu 3
hapmakoHarnsigy - 3MiHM BHECEHO A0 iHCTPYKLi A1s
MeAMYHOro 3acTOCYBaHHSA MikapCbKoro 3acoby y
po3ainu "Nikapcbka dpopma. OCHOBHI (Pi3NKO-XiMiYHI
B/1ACTUBOCTI" (pefaryBaHHs), "®apmakooriyHi

3a
peyenmom

He
nionseae

UA/9701/01/01
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n/n

Ha3ssa
JliKapcbK0O20
3acoby

Popma surnycky
(nikapcbka ¢hopma,
YNaKkoBsKa)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs

Homep
peecmpayiliHo2o
nocsio4yeHHs

A. MeHapiHi
MaHythakTypiHr
JoricTikc eHp,
Cepsicec C.p.J1.,
ITania

BNacTuBOCTI" (pefaryBaHHs), "Moka3aHHs"
(peparyBaHHs), "B3aeMogis 3 iHLUMMU NiKAPCbKUMMN
3acobamu Ta iHWi BUuAn B3aemogiii", "Oco61mMBOoCTi

3acTocyBaHHS", "Cnocib 3acTocyBaHHs Ta Ao3n"
(peparyBaHHs), "lMobivHi peakuii”. BBegeHHs 3MiH
NPOTArom 6-Tv MicsILiB NicNs 3aTBEPAXKEHHS.

163.

ANKNODEHA
K

renb 5%, no40r,
50T, 100 r y Ty6i
a/IlOMIHIEBIl B NayLyj,
no40r,50r,100ry
Ty6i namiHaTHi B
nayui, no40r,50r,
100 r y Ty6ax
namiHaTHUX

MpAT
dapmaues
TU4YHa
habpuka
"Biona"

YKpaina

MpAT
dapmaueBTnyHa
thabpuka "Biona"

YKpaiHa

BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTtepiasis: 3MiHu |
TMny - 3MiHK WoAo 6e3nekn/edpeKTMBHOCTI Ta
thapmakoHarnsgy. 3MiHa y KOPOTKill XxapakTepucTuLi
NikapcbKoro 3acoby, TEKCTI MapKyBaHHSA Ta iHCTPYKLT
AN MeAnYHOro 3acToCyBaHHA Ha NiACTaBi perynsipHo
OHOBJ/IIOBAHOrO 3BITY 3 6e3neKkun NikapcbKoro 3acoby,
ab0 JocnigxeHb 3 6e3Mnekn 3aCTOCyBaHHS /ikapCbKoro
3acoby B micnspeecTpaviiiHvii nepiod, abo sk
pe3ynbTaT OLiHKM 3BiTY 3 AOCNIMKEHb, NPOBEAEHNX
BiANOBIAHO [0 NnaHy negiatpuuHnx gocnimxers (PIP)
(3MiHY Y3rof>X€HO 3 KOMNETEHTHUM YNOBHOBaXKEHVM
opraHom).
3MiHU BHECEHI A0 IHCTPYKLii 418 MeAnyHOoro
3aCTOCYBaHHS NiKapCbKOro 3acoby y po3Ainis
"MpoTunokasaHHA", "3acTocyBaHHSA y nepiog,
BariTHOCTi abo rogyBaHHsA rpyaa” BignoBigHoO 40
OHOBJIEHOT iHdhopMaLiii 3 6e3neku Ailo4oi peyoBUHN.
TepMiH BBEAEHHS 3MiH - NPOTAroM 6 MicauiB nicns
3aTBepMKEHHS. 3MiHK | Tuny - 3MiHK Woao
6e3nekn/edeKTMBHOCTI Ta chapmakoHarnsgy (iHuwi
3MiHK). 3MiHM BHECEHO A0 iIHCTPYKLii ANnA MeguYHOoro
3aCTOCyBaHHS MikapCbKOro 3acoby A0 po3ainy
"MpoTnnokasaHHA" YCYHEHHS HEBIAMOBIAHOCTI
3a3HayeHol iHhopmal,i Woao 6e3nekn AoNoOMiKHUX
peyoBuH. TepMiH BBEAEHHS 3MiH - NPOTATOM 6 MicALUiB
nicns 3aTBepAKEHHS.

6e3
peyenma

He
nionsieae

UA/7167/01/02

164.

ANKNODEHA
K-BIOJIA

fenb1%;no40ry
Ty6ax; no40ry
Ty6i; no 1 Ty6i B
nauti 3 KapToHy; No
40rab6ono 100ry
Ty6ax namiHaTHuX;
no 40 r a6o no 100 r
y Ty6i namiHaTHil;
no 1 Ty6i B nauui 3
KapToHyY

MpAT
Papmaves
TUYHA
habpuka
"Biona"

YKpaiHa

MpAT
dapmaueBTNYHa
habpvka "Biona"

YKpaiHa

BHECEHHS 3MiH 0 peecTpaLiiiHux matepiasis: 3MiHu |
TMny - 3MiHK WoAo 6e3nekn/edpeKkTNBHOCTI Ta
thapmakoHarnsgy. 3MiHa y KOpOTKiil XxapakTepucTuui
nNiKapcbKoro 3acoby, TeKCTi MapKyBaHHS Ta iIHCTPYKLT
[ANA MeAMYHOro 3aCTOCyBaHHSA Ha MigcTasi perynspHo
OHOB/IHOBAHOTO 3BITY 3 6e3nekun NikapCcbKoro 3acoby,
a60 pocnifxeHb 3 6e3nekn 3aCTOCyBaHHS ikapCbKoro
3acoby B nmicnspeecTpaviliHvii nepiod, abo sk
pe3ynbTaT OLiHKW 3BiTY 3 AOCNIMKEHb, NPOBEAEHNX
BIANOBIAHO A0 NnaHy negiatpuyuHux gocnigxeHs (PIP)
(3MiHY Y3rof)keHO 3 KOMNETEHTHMM YNOBHOBAXKEHNM
opraHom)
3MiHV BHECeHI [0 IHCTPYKLii A1 MeguyHoro
3aCTOCYBaHHSA NiKapCbKoro 3acoby y po3Ainis
"MpoTunokasaHHA", "3acTocyBaHHA Y nepiog,
BariTHOCTi abo rogyBaHHA rpyaa” BiAnoBigHO A0
OHOB/EHOT iHhopMaLii 3 6e3nekn Ailo4oi peyoBUHU.

6e3
peuyenma

nionsieae

UA/7167/01/01
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Ne Hassa Popma surnycky 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbKo20o | (nikapcbka hopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby YNaKkoBsKa) nocsioYeHHs1
TepMmiH BBEAEHHA 3MiH NPOTAroM 6 MicAuiB nicns
3aTBepMKEHHA. 3MiHK | Tuny - 3MiHW WoAo
6e3nekun/edhekTUBHOCTI Ta thapMakoHarnagy (iHuwi
3MiHM) 3MiHN BHECEHO A0 IHCTPYKLii 4158 MeAUYHOro
3acTOCyBaHHA NikapcbKoro 3acoby A0 po3giny
"MobiyHi peakyii” 040 3BiTyBaHHS NPO Nigo3ptoBaHi
no6iyHi peaxuii. TepMiH BBEAEHHSA 3MiH NPOTArom 6
MiCsILiB MicNnsi 3aTBEPAKEHHS.
165. | AUKNO®PEHA | renb 2 %; no 30 1 TOB YkpaiHa BMPOBHULTBO 3a HimeuunHa BHECEHHS 3MiH 0 peecTpaLiiiHux matepiasnis: 3MiHu | 6e3 UA/19275/01/01
K-TEBA a6o 50, a60 100 r «TeBa NOBHUM LMK/IOM: TMny - 3MiHK 3 AkocTi. CepTudpikart BignosigHocTI/IE- peyernma
POPTE 2 % rento y Ty6i; no 1 YkpaiHa» Mepkne 'v6X, cepTudikaT BigNoBigHOCTI EBpoNenchkiii
Ty6i B KQPTOHHIA HimeuuunHa; thapmakonei/MoHorpadii. 3mMiHK, NoB'A3aHi 3
Kopoobui BTOPVHHA HeoOXiAHICTIO NpuBEAEHHS Y BIANOBIAHICTb A0
ynakoBka: MoHorpadii ®Y abo EBponeiicbkoi chapmakonei, abo
TpaHcdapm iHLWOT HaujioHanbHOI thapmakonei fgepxasu €C (3MiHa
NoricTtik TM6X, y cneuudikauisix, NoB'A3aHa 3i 3aMiHO0 BUMOT
HimeuunHa MoHorpadii A®Y abo iHLWol HavlioHanbHOT hapmakonei

nepxasun €C Ha BUMOry MoHorpadii €sponeiicbkoi
thapmakonei) Buny4yeHHs napameTpis «Temnepartypa
nnaBneHHa» Ta «laeHTudikayis metogom TLUX» 3i
cneumdikayii A®I BignoBigHO A0 YMHHOT MOHOrpadii
«[lnknodpeHaky gnetvnamin» BP.
3MiHu | TMRY - 3miHu 3 sKocTi. A®l. KoHTponb AdI.
3MiHa y napameTpax cneuudikadii Ta/abo
[ONyCTUMMX MEX, BU3HaUeHuX y cneyudikadisx Ha
A®l, abo BUXIQHWIA/NPOMDKHWIA NPOAYKT/peareHT, Wwo
BMKOPUCTOBYHOTLCSA Y Npoueci BUpobHuuTBa AdI
(monoBHeHHSA cnevudikaLii HOBUM NOKa3HUKOM SKOCTI
Ta BignoBiAHNM METOAOM BUMPOOGYBaHHS) JONOBHEHHS
crneundikanii A®| nokasHMKOM «BMICT TonepaHTHUX
[0 XXOBYI rpaMHeraTuBHVX 6akTepii». 3MiHn | Tuny -
3MiHu 3 sKkocTi. A®Il. KonTponb A®l. 3miHa y meTogax
BMNpo6yBaHHA APl abo BuxigHoro
marepiany/npoMiKHOro NPoayKTy/peareHTy, Wwo
BVIKOPVCTOBYETbLCS Y NpoLieci BUPo6HMLTBa ADI
(He3HauHi 3MiHW y 3aTBEpPKEHUX MeTofax
BMNPOBYBaHHA) OHOB/IEHHS aHaNITUYHOI METOANKN
«CynpoBigHi gomiwkn metogom BEPX» BignoBigHo o
MoHorpadii BP. 3MiHu | Tuny - 3MiHu 3 skocTi. ADI.
KoHTponb A®I. 3miHa y meTogax BunpobysaHHs AdI
abo BuxigHOro marepiany/npomikHOro
NpoAyKTy/peareHTy, L0 BUKOPUCTOBYETLCA Y NPOLIEC
BMPO6HUMLTBA AD| (HE3HAYHI 3MiHW Y 3aTBEPKEHMX
MeToJax BUNPOOYBaHHS) OHOB/IEHHS @aHAJTITUYHOT
meToanKN «KinbKicHWIA BMICT» (MOTEHLiOMeTpuyHe
TUTPYBaHHS) BIANOBIAHO A0 MOHorpadii BP.
3MiHn | TUny - 3MiHn 3 akocTi. A®l. BUpobHMUTBO.
3MiHM B npoueci BupobHuuTea APl (He3HayHa 3MiHa y
3aKpUTI YacTuHi macTep-hainna Ha API) HesHauHI
3MiHM B 3aKpWTili YaCTUHI MacTep-ghaina npu
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n/n

Ha3ssa
JliKapcbK0O20
3acoby

Popma surnycky
(nikapcbka ¢hopma,
YNaKkoBsKa)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs

Homep
peecmpayiliHo2o
nocsio4yeHHs

OHOBJIEHHI A0 Bepcii
AOPL-VAP/RDDA/AP-BP/10/2023-06. B po3sgini
3.2.S.2.3.KoHTponb MaTepianis cneundikadio Boamn
OYULLLEHOT NepersHyTo A5 BUNPaB/IeHHA
Apykapcbkoi nomunkn. B po3gini 3.2.S.2.4.KoHTponb
KPUTUYHMX CTaAji i NPOMXHOT NpoAayKLii —
cneumdikaLii «in-process» Ta cnevudikadii
MPOMIKHVX MPOAYKTIB NEPEernssHyTO AK YaCTUHY 3MiHW
hopmarty. [itoya pegakuis: AOPL-VAP/RDDA/AP-
BP/09/2022-07 NponoHoBaHa peAakuis:
AOPL-VAP/RDDA/AP-BP/10/2023-06. 3MiHu | Tuny -
3MiHu 3 aKocTi. A®I. (iHWi 3MiHW) OHOBNEHHS
afMiHICTpaT1BHOI iHdhopMaLlii B pe3ynbTarti 3MiHK
KOHTaKTHOI 0CO6U KOMNaHii Ta BUNpaB/IEHHS
OPpYKapCbKOT MOMUAKK. 3MiHW | TUny - 3MiHW 3 SIKOCTI.
AO®I. (iHWi 3MiHWN) OHOBNEHHS Po34iny
3.2.5.3.2.Jomiwkun, BiANOBIAHO 4O HOPMATUBHUX
BMMOT, faHi Npo TeHAEeHLi CynpoBigHMX AOMILIOK Ta
BMICTY 3a/IMLLKOBUX PO3YMHHMKIB Bynn HadaHi ans
cepiii, npoaHanizoBaHVX BiANOBIAHO 4O
3anponoHoBaHol cneuudikauii. 3miHu | Tuny - 3MiHn 3
AKkocTi. A®L. (iHLi 3MiHW)

OHOBJ/IEHHSA N1.3.2.S.5.CTaHaapTHI 3pa3ku abo
npenapartu BHaCNiAOK OHOBMIEHHS cepTudikaTtiB AKOCTi
i aHaNITUYHMX faHnX poboyoro cTaHAapPTy AOMILLOK A
Ta F. XXogHux 3MiH y po6ounx C3 He Bigbynocs. 3miHn
I TMny - 3MiHu 3 AkocTi. API. CTabinbHICTb. (HLWi
3MiHW)

OHOBJ/IEHHS A@HNX JOBrOCTPOKOBOI CTabiIbHOCTI AD|
ans cepiii Set-1l , Set-1ll. YMoB® 36epiraHHs Ta TEpMiH
NOBTOPHOIO BUNPOGYBaHHA 3aNUWLINANCA 63 3MiH.

166.

OVMNPO®ON
® EATA

emynbCia ans
iHcpy3iiA, 10 mr/mn,
no 20 mn B amnyni;
no 5 amnyn y nauui;
no 20 Mn 'y doNakoHi;
no 1 a6o 5, a6o no
10 dpnakoHiB y
naJui; no 50 mny
donakoHi; no 1
chakoHy y nauui

AT
"Papmak”

YkpaiHna

AT "dapmak”

YkpaiHa

BHECEHHS 3MiH A0 peecTpaLiiiHux matepiasis: 3MiHu |
TUMy - 3MiHK 3 AKOCTi. FOTOBWIA Nikapcbkuii 3aci6.
KOHTpO/1b AONOMDKHMX PEYOBMH. 3MiHa napaMeTpis
cneumdikauii Ta/abo AONyCTUMMX MEX A5
[,0MOMDKHOT peYOBUHM (JONOBHEHHS cneuudikauii
HOBWM MOKA3HVKOM 3 BiAMNOBIAHUM METOA0M
BMNPOGYBaHHS)

[lonoBHeHHs cnevumdikayii Ha ONOMKHY peyoBUHY
Aeuni docchoninign (Lipoid E80) HOBMM MOKa3HWMKOM
«lpeHTudikayis» metogom TLWX abo PX. MeToavka
BM3HAYEHHSA BiANOBiAAl0TbL MeToAVKaM, MPMBEAEHUM B
MoHorpadii E®. Ak HaCMifOK OHOBNEHHS PO34iny
3.2.P.4.1 Cneuudpikauist Ta 3.2.P.4.2 AHasTiTUYHI
MEeTOAVKM peecTpauiiiHoro focke. 3MiHun | TNy - 3MiHK
3 aKocTi. FoToBWIN Nikapcbkuii 3aci6. KoHTpob
[OMOMDKHUX PeyoBMH. 3MiHa y MeTofdax
BMNPO6YBaHHSA AOMNOMIDKHOI peqoBUHM (iHLWi 3MiHW Y
MeToAax BUNpPo6yBaHHS (BKOYaoun 3amiHy abo
[ofaBaHHsA)) BHeCeHHs 3MiHM 40 MEeTOANKM

3a
peyenmom

UA/15942/01/01
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Ne Hassa Popma surnycky 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbKo20o | (nikapcbka hopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby YNaKkoBsKa) nocsioYeHHs1

BUNPOBYBaHHA [OMOMDKHOI PeYOBUHU AEYHI
chocdponiniam (Lipoid E80), a came meToanky
BM3HAYEHHS NokasHuka «KinbkicHe BU3HAUEHHsI»
npusefeHo Ao Bumor moHorpadii €®. 3minm | Tuny -
3MiHM 3 SKOCTi. FoTOBMIA Nikapcbkuii 3aci6. KoHTporsb
roToBOro nikapcbkoro 3acoby. 3miHa y MeTogax
BMNPOBYBaHHA rOTOBOrO MiKapCbKOro 3acoby (iHLWi
3MiHM) BHECeHHS 3MiHN f0 METOAVKM BUNPOBYBaHHS
N3 3a NOKka3HMKOM «BinbHi XUPHI KNCNOTU» -
MEeTOAMKY BU3HAYEHHA NPVBEAEHO [0 MOHOrpadil
dapmakonei CLWA ana N3. 3mibu | Tvny - 3miHu 3
aKocTi. CepTudikat BignosigHocTi/lE-cepTudikat
BiANOBIAHOCTI €Bponelickkili hapmakonei/MoHorpadii.
MoaaHHA HOBOro abo OHOBMIEHOroO cepTudikaTa
BiANOBIAHOCTI ab0 BUYyYEHHS cepTudikata
BifnoBigHoCTI €Bponelickkili hapmakonei: ana Adl;
015 BUXIQHOrO MaTepiasty/peareHTy/mpoMiXKHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTLCA Y BUPOGHULTBI A,
A5 AONOMDKHOT peyoByHY (cepTudikaT BifgnoBigHOCTI
€Bponelicbkin dhapmakonei) - OHoBeHWA cepTudikat
Bifj y)ke 3aTBEpAXEHOro BUpo6HMKa - MogaHHA
OHOB/IEHOTO cepTudikaTa BiANoBigHOCTI EBponeichKil
thapmakonei CEP 2005-003-Rev 03 (3aTBep)XEHO:
CEP 2005-003-Rev 02) gns A®| nponodon Bif BXe
3aTBepAKeHoro BMpo6Hunka bauem CA,Cykkypcasie ge
BioHHas, LLBeiuapis/Bachem SA, Succursale de
Vionnaz, Switzerland. fIk HacnigoK 3MiHIOETLCA Nepios
peTecTuHry 3 36 micauiB 4o 60 micALiB Ta 3MiHN
CTOCylOTbCSl PestoMe no ynpasiHHIO pusnkamu Wwogao
€/1IeMEHTHUX AOMILOK. 3MiHM | TUNY - 3MiHW 3 AKOCTI.
[OTOBWIA Nnikapcbkuii 3aci6. KOHTPO/Ib AOMNOMIKHUX
peyoBuH. 3mMiHa NapameTpiB cneuundikauiii Ta/abo
[OMNYCTUMMUX MEX A/18 AONOMIKHOT peqyoBMHN (iHLLUi
3MiHM) BHeCeHHs 3MiH [0 napameTpiB crneuudikawii
ANs AONOMDKHOT peyoBuHM Heuni dhocchoninign (Lipoid
E80) 3a noka3HWKoM «Onuc» - 3MiIHEHO ONUC KONbOPY,
BWYYEHO XapaKkTePUCTUKY 3anaxy. 3miHu | Tuny -
3miHu 3 sKocTi. CepTudikar BignosigHocTi/lE-
cepTudikaT BignoBigHOCTI EBponeichkiii
hapmakonei/moHorpadii. NMogaHHsa HoBoro abo
OHOBJ/IEHOrO cepTudikaTa BignoBigHOCTIi abo
BU/TyYEHHS cepTudpikaTa BignoBiAHOCTI EBponeiichkii
thapmakonei: gna A®l; ans BuxigHoro
marepiany/peareHTy/npomMiKHOro NMPOAYKTY, L0
BMKOPUCTOBYHOTbCA Y BUPOOHULUTBI APIl; Ans
[0NOMDKHOT peyoBrHY (cepTudikaT BignoBigHOCTI
€Bponelicbkin hapmakonei) - OHoOBMeHWA cepTudikat
Bifj y)ke 3aTBEpAXEHOro BUpo6HMKa - MogaHHsA
OHOB/IEHOTO cepTudikaTa BiAnoBigHOCTI EBponeiichkil
chapmakonei Big Bepcii CEP 2005-003-Rev 03 go CEP
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Ne Hassa Popma surnycky 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbKo20o | (nikapcbka hopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby YNaKkoBsKa) nocsioYeHHs1

2005-003-Rev 04 Big BXe 3aTBEPAKEHOTO BUPOOHMKA
Bauem CA,Cykkypcane fe BioHHas,
LLiBeiuapis/Bachem SA, Succursale de Vionnaz,
Switzerland. B pamkax oHoBneHHsi Bepcii CEP 2005-
003-Rev 04, 3MiHI0I0TbCS YMOBM 36epiraHHa AdI - He
Buwe 25°C, Ha TemnepaTtypy He Buuie 30°C.

167. | ANNPO®O/ emynbCia ans AT YkpaiHa AT "®apmak” YkpaiHa BHECEHHS 3MiH 0 peecTpaLiinHux matepiasnis: 3MiHu | 3a UA/15942/01/02
® EOTA iHcpy3iiA, 20 mr/mn, "®apmak” TUMy - 3MiHM 3 AKOCTi. [OTOBWIA Nikapcbkunii 3aci6. peyenmom
no 20 mn B amnyni; KOHTpPO/b AOMOMIKHMX peyoBUH. 3MiHa napameTpis
no 5 amnyn y navu; cneumdikauin Ta/abo AoNyCTUMMX MEX A5
no 20 MmN 'y do1aKoHi; [0MOMIKXHOT peYOBMHM (AONOBHEHHS creumdikawi
no 1 a6o 5, a6o no HOBWM MOKa3HMKOM 3 BiNOBIAHUM METOA0M
10 dpnakoHis y BMNPOGYBaHHS)
nauuj; no 50 mny [lonoBHeHHs cneuudikaLii Ha LONOMKHY PeYOBUHY
donakoHi; no 1 HAeyni dpocponiniam (Lipoid E80) HOBUM NoKa3HUKOM
hakoHy y nauui «lpgeHTudpikauis» metogom TLX a6o PX. Metogunka

BM3HAYEHHSA BiANOBiAA0Tb METOAVKAM, MPUBEAEHUM B
MOHorpagii €. Ak HacnifoK OHOBNEHHS PO3Ainy
3.2.P.4.1 Cneuudpikauisa Ta 3.2.P.4.2 AHaniTuuHi

MEeTOAVKM peecTpauiiHoro focke. 3MiHu | TMny - 3MiHM

3 AKOCTi. FoTOBMIA Nnikapcbkuii 3aci6. KoHTponb
[OMOMDKHMX PEYOBMH. 3MiHa y MeToAax
BMNPOGYBaHHSA LOMOMDKHOI PEYOBUHM (iHLWi 3MiHN Y
MeTofax BUNpobyBaHHA (BK/IOYaKUun 3aMiHy abo
[ofaBaHHs)) BHeceHHs 3MiHM 40 MeToaMKM
BMNPO6YBaHHA JOMOMDKHOI PEYOBUHM HEYHI
hocchoninian (Lipoid E80), a came meToAuMKY
BM3HAYEHHS MokasHuKa «KifbkiCHe BU3HAYEHHS»
npuBeaeHo Ao BUMOTr MoHorpadpii €®. 3mim | Tuny -
3MiHM 3 siKocTi. FOTOBWMIA Nikapcbkuii 3aci6. KoHTponb
roTOBOrO /liKapCbkoro 3acoby. 3miHa y meTogax
BMNPOOYBaHHA rOTOBOrO MiKApCbKOro 3acoby (iHLwi
3MiHN) BHECeHHs 3MiHM 4,0 MeTOAVKN BUNPOOYBaHHS
"3 3a NoKa3HWKOM «BisibHi XMPHI KNCNOTU» -
MeTOAVKY BU3HAYEHHS NprBeAeHo [0 MoHorpadil
dapmakonei CLWA ansa N13. 3miHu | TNy - 3MiHn 3
akocTi. CepTtucpikat BignosigHocTi/l E-cepTudikar

BiANOBIAHOCTI EBponeiickbkil hapmakonei/MmoHorpadii.
MopaHHA HOBOro abo OHOBNEHOTO cepTudikaTa

BIANOBIAHOCTI ab0 BUNyYeHHs cepTudikara
BiANoBIgHOCTI €Bponeiickkili hapmakonei: gna Adl;
[ON5 BUXIOHOTO MaTepiany/peareHTy/npoMixXHOro

NpPOAYKTY, L0 BUKOPUCTOBYIOTLCA Y BUPOGHMLTBI AdI;

ON151 AONOMDKHOT peyoBrHY (cepTuddikaT BifgnoBigHOCTI

€Bponeiicbkiin hapmakonei) - OHOBEHWIA cepTudikat

Bif y)Xe 3aTBepXeHOro BUpobHuKa - MNogaHHsA
OHOBJIEHOrO cepTudikaTa BifnoBigHOCTI €Bponechbkili
hapmakonei CEP 2005-003-Rev 03 (3aTBEpKEHO:
CEP 2005-003-Rev 02) gns A®| nponodon Big BXe
3arBepAkeHoro BupobHuka bayem CA,Cykkypcane ge
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n/n

Ha3ssa
JliKapcbK0O20
3acoby

Popma surnycky
(nikapcbka ¢hopma,
YNaKkoBsKa)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs

Homep
peecmpayiliHo2o
nocsio4yeHHs

BioHHas, LUBelilapis/Bachem SA, Succursale de
Vionnaz, Switzerland. Sk Hacnigok 3MiHIOETBCA Nepiog,
peTecTuHry 3 36 micsauiB 4o 60 MicALiB Ta 3MiHW
cTocylTbCs Pe3tome Mo ynpas/iHHIO pu3nKamu LLoA0
€e/1IeMEHTHUX AOMILLOK. 3MiHuW | TMny - 3MiHW 3 AKOCTI.
[OTOBMIA Nikapcbkunii 3aci6. KOHTPOIb AOMOMIDKHUX
peyoBWH. 3MiHa NapameTpiB cneuudikaLiii Ta/abo
O0NYCTUMUX MEX A/151 AONOMIKHOT peqoBUHN (iHLLi
3MiHV) BHeceHHst 3MiH A0 NapameTpiB cneuudikadiii
ANa 0ONOMDKHOT peyoBuHU Hedni dpoccboninign (Lipoid
E80) 3a nokasHnkom «Onuc» - 3MiHEHO OMUC KOJIbOPY,
BU/TYYEHO XapaKkTepucTuKy 3anaxy. 3miHu | Tuny -
3MiHn 3 sKocTi. CepTudikar BignosigHocTi/lE-
cepTudikaT BigNoBigHOCTI EBpoNeichkiii
hapmakonei/moHorpadii. NMogaHHsa HoBoro abo
OHOBJ/IEHOrO cepTudikara BifnosigHOCTi abo
BW/TyYEHHS cepTudpikaTa BignoBiAHOCTI EBpPONENCHKIi
thapmakonei: gns A®l; ans BuxigHOro
marepiany/peareHTy/npomMiKHOro NPoAyKTY, Lo
BUKOPWCTOBYIOTBLCS y BUPOOHNLTBI ADI; ans
[LOMOMDKHOT peyoBMHM (cepTudikaT BiANOBIAHOCTI
€sponelicbkili hapmakonei) - OHOBNEHW cepTudpikaT
Bif} y)ke 3aTBepAXeHOro BUpo6HMKa - MogaHHs
OHOBJIEHOIO cepTudpikaTa BiAnoBigHOCTI €Bponeiichkili
thapmakonei Big Bepcii CEP 2005-003-Rev 03 go CEP
2005-003-Rev 04 Big BXe 3aTBEPAKEHOTO BUPOOHMKA
Bayem CA,Cykkypcasne ae BioHHas,
Lliseliuapis/Bachem SA, Succursale de Vionnaz,
Switzerland. B pamkax oHoBneHHsi Bepcii CEP 2005-
003-Rev 04, 3MiHIOTbCA YMOBU 36epiraHHa AdI - He
BuLle 25°C, Ha Temnepatypy He Buue 30°C.

168.

OVPOTOH®

Tabnetku no 5 wmr,
no 14 tabneTtok y
6nictepi; no 1 abo
no 2, abo no 4
6nictepu B
KapTOHHI ynakosL,i

BAT
"TefeoH
Pixtep"

YropwmHa

BAT "TeneoH
PixTep"

YropuwmHa

BHECEHHS 3MiH [0 peecTpaLjiiiHuX MmaTepianis: 3MiHu |
TMny - 3MiHK Woao 6e3nekn/edekTUBHOCTI Ta
thapmakoHarnagy. BeegeHHs abo 3amiHn o
y3arasibHeHUX JaHnx Npo cucTemy dpapmakoHarnsgy
(BBEAEHHS y3aralbHEHNX AaHUX NPo cucTemy
hapmakoHarnsgy, 3mMiHa ynoBHOBaXXEHOI 0cobw,
BiANOBIAa/IbHOI 3a 34iiCHEHHSA hapmakoHarnsay;
KOHTaKTHOI 0co6U 3 thapmakoHarnsay 3asBHuka ans
3[iicHEHHS hapmakoHarnsgy B YkpaiHi, KO BOHA
BiAMiHHA Bif YNOBHOBaXeHOI 0cO6U, BiANOBIAa/IbHOI
3a 3[jiicHeHHs1 hapMakoHaraay (Bkiyarum
KOHTaKTHI AaHi) Ta/abo 3MiHN Y pO3MilLeHHi macTep-
thaiina cuctemun hapmakoHarnsagy). 3miHa KOHTaKTHUX
[aHnX YNoBHOBaXXEHOT 0CO6Y 3asiBHNIKA,
BiANOBIAabHOI 3a thapmakoHarnsag,. 3miHa
MicLe3HaxX0[pKEHHS MacTep-chaiina cuctemm
thapmakoHarnagy. 3MiHa Micus 34iliCHEHHS1 OCHOBHOT
AiSNbHOCTI 3 dhapmakoHarnsgy

3a
peyenmom

UA/7679/01/02
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Ne Hassa Popma surnycky 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbKo20o | (nikapcbka hopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby YNaKkoBsKa) nocsioYeHHs1
169. | ANPOTOH® Tabnetku no 10 wmr, BAT YropuuHa BAT "lepeoH YropuvHa BHECEHHS 3MiH [0 peeCTpaLiiiHnx maTepianis: 3MiHu | 3a UA/7679/01/03
no 14 tabnetok y "lepeoH Pixtep" TMny - 3MiHK WoAo 6e3nekn/edpeKTNBHOCTI Ta peyenmom
6nicTepi; no 1 abo PixTep" thapmakoHarnagy. BeegeHHs abo 3aMmiHn fo
no 2, abo no 4 y3arasibHeHVX AaHnx Npo cuctemy hapmakoHarnsgy
6nictepn B (BBEAEHHSA y3arasIbHEHNX AaHUX NPOo cucTemy
KapTOHHIiA ynakoBL,i thapmakoHarnagy, 3mMiHa ynoBHOBaXXeHO! 0cobu,
BiNOBifa/IbHOT 3a 34iICHEHHS dhapMakoHarnsgy;
KOHTaKTHOI 0co6M 3 thapMakoHarnsay 3asBHUKa gns
3iiCHEeHHs1 chapMakoHarnaay B YkpaiHi, AKLL0 BoHa
BiAMiHHA Bif YNOBHOBaXeHOI 0CO6M, BiANOBIAa/IbHOI
3a 3pjiicHeHHs hapMakoHaragy (Bkiyatum
KOHTaKTHi flaHi) Ta/abo 3MiHW Yy PO3MiLLLeHHI macTep-
thaiina cuctemu chapmakoHarnsgy). 3MiHa KOHTaKTHUX
[aHnX YNoBHOBaXXEHOT 0CO6Y 3as1BHNIKA,
BiANOBIAA/IbHOT 32 hapmakoHarnsag. 3MmiHa
MicLe3HaxX0MKeHHs MacTep-chaiina cuctemm
thapmakoHarnagy. 3MiHa Micus 34iiACHEHHST OCHOBHOT
LisiNIbHOCTI 3 papmakoHarnsay
170. | ANPOTOH® Tabnetku no 20 wr, BAT YroplmHa BAT "lepeoH YropumHa BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTtepiasis: 3MiHu | 3a UA/7679/01/04
no 14 tabnetok y "lepeoH Pixtep" TMny - 3MiHK Woao 6e3nekn/edpeKTNBHOCTI Ta peyenmom
6nictepi; no 1 abo PixTep" thapmakoHarnagy. BeegeHHs abo 3miHn fo
no 2, abo no 4 y3arasibHeHVX AaHnx Npo cuctemy hapmakoHarnsgy
6nictepn B (BBEAEHHSA y3araslbHEHNX AaHUX NPo cucTemy
KapTOHHIiA ynakoBL,i thapmakoHarnagy, 3mMiHa ynoBHOBaXXeHO! ocobu,
Bi4NOBiga/IbHOI 3a 34jICHEHHST chapMakoHarnsay;
KOHTaKTHOI 0co6U 3 thapMakoHarnsay 3asBHUKa gns
3fjiicHEHHs chapMakoHarnsay B YKpaiHi, K0 BOHA
BiAMiHHA Bif YNOBHOBaXeEHOI 0CO6M, BiANOBIAA/IbHOI
3a 3AjiicHeHHs hapMakoHaraay (BkIvatum
KOHTaKTHi fiaHi) Ta/abo 3MiHW y PO3MiLLLeHHI MacTep-
dhaiina cuctemmn chapmakoHarnsagy). 3miHa KOHTaKTHUX
[AaHnX YNoBHOBaXXEHOT 0CO6Y 3as1BHYIKA,
BiANOBIAA/ILHOT 32 hapmakoHarnsag. 3MiHa
MicLe3HaxoKeHHS MacTep-haina cuctemm
thapmakoHarnagy. 3MiHa Micus 34ilACHEHHST OCHOBHOT
LisNIbHOCTI 3 hapmakoHarnsay
171. | AIABAKT Tabnetku no 50 wr; Na6opaTto ®paHuis laeHTudikayis Lseujis/ BHECEHHS 3MiH [0 peecTpaljiiiHuX maTepiasis: 3MiHu | 3a UA/20166/01/01
no 1 TabneTui B pii Maiioni 13C: Icnanis/ TUMy - 3MiHM 3 AKOCTi. [OTOBWIA Nikapcbkuii 3acib. peyenmom
6nictepi; no 1 CniHanep €spochiHc PpaHuin 3MiHV Y BUpO6HMUTBI. 3amiHa abo BBeAeHHS
6nictepy pasom 3 2 Biodapma [04aTKOBOT 4iNbHUL| BUPOBHULTBA A4/15 YacTMHU abo
CKNAHAMU MpoaakT TecTiHr BCbOr0 BMPOOGHMYOrO NPoLEecy roToBOro Nikapcbkoro
npob6ipkamu 3 CeepeH AB, 3acoby (AibHUUSA 418 BTOPUHHOTO NakKyBaHHS).
KpULLIKaMun LLiseuis BBefeHHs1 4oAaTkoBOI AiNbHULI 4151 BTOPUHHOMO
61aKNTHOTO KOMbOopy Brpo6HMLTBO, nakyBaHHs FOTOBOrO Nikapcbkoro 3acoby CTpagic 29
ansi 00-XBUIMHHOTO nepBuHHE Ta Pto /leoH ®owwe, Peiimc, 51100, ®paHuis/Stradis, 29
3paska ans BTOPWHHE Rue Leon Faucher, Reims, 51100, France. BBegeHHs
ONXaHHs, 2 nakyBaHHs, 3MiH NPOTAroM 6-TW MICALB NiC/1A 3aTBEPIXEHHS.
CKNSAHUMMN KOHTPO/b SKOCTI, 3MiHu | TUNY - 3MiHK 3 SIKOCTi. FOTOBWMIA NikapcbKuii
npobipkamu 3 BK/IKOYAKYM 3aci6. 3MiHM y BUpo6HULTBI. 3MiHa iMnopTepa/3MiHu,
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Ne Hassa Popma surnycky 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbKo20o | (nikapcbka hopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby YNaKkoBsKa) nocsioYeHHs1
KpuLLKamMm BUNPOBYBaHHSA LLIO CTOCYIOTBLCS BUNYCKY Cepii Ta KOHTPOSIO AKOCTI
4YepBOHOIO KObOPY roToBOro roToBOro fikapcbkoro 3acoby (3amiHa abo fgofaBaHHSA
ans 10-XBUIMHHOTO nikapcbKoro BMPOGHMKa, L0 BiANOBIAAE 3a BBE3EHHS Ta/abo
3paska 4n1sa 3acoby: BMNyCK cepii) - He BKkIOYaoun
anxaHHsa, 1 ApaeHa KOHTpONb/BMNPOGYBaHHSA cepii. [logaBaHHA BUPOOHUKaA
0HOPa30BOK Mamnnona C.J1., Na6opatopii Maiioni CniHanep, 6, ABeHto ae mEBpon
CO/TOMUHKOIO B IcnaHis 78400 Warty, dpaHuis/Laboratoires Mayoly Spindler, 6

nonieTnaeHoBoMy
nakeTuky, 4
eTuKeTKkamm 3i
LUTPUXKOAOM AN1A 4
npoo6ipok ans
3paskiB Ta
[onatkosumm 2
eTukeTkamu 3i
LUTPUXKOAOM B
KapTOHHI KopoobLi
a6o no 1 TabneTuiB
6nictepi; no 10
6nicTtepis B
KapTOHHIlA KopooLi

chiHaIbHWIA BANYCK
cepii rotToBoro
niKapcbKoro
3acoby:
Na6opartopii
Maiioni Cningnep,
PpaHLis

BTOPWHHE
nakyBaHHS:
Kpeadpapm

IHpacTpi, PpaHuin

Avenue de I'Europe 78400 Chatou, France
BiANOBiAaNbHOrO 3a hiHasIbHWIA BUMYCK Cepii FOTOBOro
NikapcbKoro 3acoby. 3MiHV BHECEHI B IHCTPYKLIitO A5

MeAMYHOro 3acTOCYBaHHS MikapCbKoro 3acoby y
po3ainu «BupobHuk» Ta «Micue3HaxomxeHHs
BMPOGHMKa Ta afpeca MicLis NPOBaPKEHHS 1ioro
[ISNbHOCTI», SIK HACNIA0K — 3aTBEPMAKEHHS TEKCTY
MapKyBaHHS YNakoBKy Nikapcbkoro 3acoby ans
[04aTKOBOro BUPOOHNMKa (40A4aBaHHs BUPOGHMKA).

BBefeHHS 3MiH NpoTArom 6-T1 MicALiB micns
3aTBEpPKEHHSA. 3MiHU | TUNY - AOMIHICTPaTUBHI 3MiHNU.

3MiHa HalimeHyBaHHsi Ta/abo agpecu micusa

NPOBaKEHHS AiS/IbHOCTI BUPO6HMKa/imnopTepa
roToOBOro Nikapcbkoro 3acoby, BKIYaKUUN AiNbHALL
BUNYCKy cepii abo MicLe NpoBeAEHHS KOHTPOSTIO
AKOCTI. (AISNbHICTb, 3a AKY Bignosigae
BMPOGHMK/IMNOpPTEp, HE BK/IKOYAKUM BUMYCK Cepild).
3MiHa HaliMeHyBaHHS BUPOGHMKA BiANOBIAANBHOMO 3a
BMPOOHWLTBO, NEPBMHHE Ta BTOPUHHE NaKyBaHHS,
KOHTPO/Ib SIKOCTI, BK/THOHYAI0UM BUNPOOYBaHHSA rOTOBOrO
nikapcbkoro 3acoby, Ta hiHabHKI BUNYCK cepil
roToBOro slikapcbkoro 3acoby 3 lgichapma [ecapposnio
dapmaceyTiko, C.J1., Icnanis/ Idifarma Desarrollo
Farmaceutico, S.L., Spain Ha ApgeHa NamnnoHa C.J1.,
Icnanis/ Ardena Pamplona S.L., Spain. BBegeHHs 3MiH
NPOTArom 6-Tv MicAILiB Micns 3aTBepKEHHS. 3MiHu |
TUny - AAMIHICTPaTVBHI 3MiHW. BunyyeHHs BUpo6GHUYOT
AinbHUUI (BKAOYaoum AinbHui ans A®l, npomixxHoro
nNpoAayKTy abo roToBOro NiKapcbkoro 3acoby, AiNbHULL
NS NPOBeEHHS NakKyBaHHS, BUPOOHUKA,
BiANOBIAA/IbHOrO 3a BMMNYCK Cepiii, MiCLie NpOBEAEHHS
KOHTPO/H0 cepii) abo nocTavanbHrKa BUXIigHOTO
martepiany, peareHTy abo AONOMDKHOT peYOBUHU
(AKLLO 3a3HaYeHO Y A0CbE). BunyyeHHs doyHKuil
(hiHa/TIbHOTO BUMYCKY cepii y 3aTBEPAKEHOIO
BMpo6HUKa lgidhapma [Jecapponno dapmaceyTiko,
C.J1., IcnaHisi. 3MiHW BHECEHI B IHCTPYKLil0 AN
MeAMYHOro 3acTOCYBaHHSA NMikapCbKoro 3acoby y
po3ainu «BupobHuk» Ta «MicLie3HaxomKeHHs
BMPOGHMKA Ta agpeca MicLs NpoBaXeHHS Moro
AiANbHOCTI», AK HACMI[OK — BUMTYYEHHS TEKCTY
MapKyBaHHS YNakoBKW Nikapcbkoro 3acoby ans
NeBHOI0 BUPOGHMKA (BUyYEHHS1 BUPOOHWMKA,
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Ne Hassa Popma surnycky 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbKo20o | (nikapcbka hopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby YNaKkoBsKa) nocsioYeHHs1
BiZiNOBIAANLHOIO 3a thiHabHUIA BUNYCK cepil

«lgichapma fecapponno ®apmaceyTiko, C.J1.»,
IcnaHist). BBeAeHHS 3MiH NpoTaromM 6-T1 micsuiB nicns
3aTBEPMAKEHHS. 3MiHM | TUMY - 3MiHK 3 SIKOCTi. FOTOBWIA

nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3aKynoptoBasibHKi 3aci6. 3MiHa 6yab-sKol

YacTVHW matepiasly NepBMHHOI YNakoBKy, LLIO He

KOHTaKTy€e 3 rOTOBVM JliKapCbKiM 3ac060M (Hanpuknag
KOMIp KPULLEYOK 3 KOHTPOMIEM MEPLLOTO BiAKPUTTS,
KONip KOLOBYX Kineub Ha aMmnynax, KoHTeliHepa ans
rosnok (pisHi Buay nnacTMacy) (3MiHa, sika BNnBae Ha
KOPOTKY XapaKTepucTMKy Nikapcbkoro 3acoby).
BK/IIOYEHHS €TUKETOK 3i LUTPUX KOL4OM Ta iHCTPYKLIED
LLIOA0 iX MPaBU/IbHOTO PO3MILLEHHS, 06
YHEMOX/IMBUTN NOMWUKM NPU PO3MILLIEHHI €TUKETKM 3i
LUTPUX-KOAOM Ha npobipkax Ansa AiarHoCTuKW. 3MiHK
BHECEHO B iHCTPYKL,t0 419 MEAMYHOIO 3aCTOCYBaHHSA
NikapcbKoro 3acoby y po3gin «YnakoBka» 3
BiANOBIAHUMM 3MiHamu B po3gini «Cnocid
3acTOCyBaHHA Ta A03W» Woao iHdopmalii npo
eTUKETKM 3i LUTPUXKOAOM Ha npobipkax. BignosigHi
3MiHi BHECEHO B TEKCT MapKyBaHHS yNakoBKM
nikapcbKoro 3acoby.

BBefeHHA 3MiH NPOTAroM 6-Tu MicALiB nicns
3aTBEPKEHHS. 3MiHM | TUNY - AOMIHICTPaTUBHI 3MiHN.
3miHa HalimeHyBaHHs Ta/abo agpecu micus
NPOBaXEHHS AiSSIbHOCTI BUPOGHMKa/iMnopTepa
rOTOBOrO iKapCbKOro 3acoby, BKAYaoUM AiNbHUL
BMNYCKy cepii abo MicLe NpoBeAEHHS KOHTPO/TIO
AKOCTI. (4ifNbHICTb, 3a AKy BiAgnoBigae
BUPOGHMK/iIMNOPTEP, HE BK/THOYAKOUM BUMYCK CEPiiA).
3miHa HaliMeHyBaHHS1 BUPOOHMKa, BifMoBigaibHOMO 3a
BTOPWHHE NakKyBaHHs. 3aTBepgxeHo: Ctpagic,
dpaHuis/Stradis, France. 3anponoHoBaHo: Kpeadapm
IHgacTpi, ®paHuis/Creapharm Industry, France.
BBefeHHA 3MiH NPOTAroM 6-Tu MicALiB nicns
3aTBEPAKEHHS. 3MiHM | TUMY - 3MiHK 3 AKOCTi. [OTOBWIA
nikapcbkuii 3aci6. KOHTpOb roTOBOrO NiKapCbKOro
3acoby. 3miHa y MeTodax BUNpo6yBaHHS roTOBOrO
nNikapcbKoro 3acoby (iHLWi 3MiHM y meTodax
BMNPOGYBaHb (BK/IOUaoUM 3aMiHy abo JOMOBHEHHS)).
3amiHa meToAy BUNPOBYBaHHS rOTOBOrO NiKapCbKOro
3ac06y 3a NoKasHWKOM “BU3HaYEHHS NPOAYKTIB
po3knagy”. BBeAeHHS 3MiH NpOTArom 6-Tu Micsuis
nicnsa 3aTBepmKeHHs. 3MiHn | Tuny - 3MiHK 3 AKOCTI.
[oTOBWI1 NikapCbkuWii 3aci6. KOHTPOb rOTOBOrO
nikapcbkoro 3acoby. 3miHa y MeToAax BUNpobyBaHHS
roTOBOrO JIiKapCbKOro 3acoby (iHLWi 3MiHK y MeToAax
BMNPOOGYBaHb (BK/OYaUM 3aMiHy ab0o JONOBHEHHS)).

3amiHa MeTofly BUNPo6yBaHHS FOTOBOTO /iKapCbKoro




138
Ne Hassa Popma surnycky 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa
n/n JliKapcbKo20o | (nikapcbka hopma, 3asiBHUKa BUPOGHUKa
3acoby YNaKkoBsKa)

Ymosu Peknam Homep
Bionycky yBaHHs1 | peecmpayiliHo2o
nocsio4yeHHs

3aco6y 3a nokasHvkamu “KinbkicHe BU3HaYEeHHS,
BMiCTy CEYOBMHW" Ta “OfHOPIAHICTb A030BAHNX
OAVHNLb".

BBefeHHs 3MiH NpoTArom 6-T1 MicALiB nicns
3aTBEPMKEHHS. 3MiHM | Tuny - 3MiHK 3 AKOCTi. [oTOoBWIA
nikapcbkuii 3aci6. KOHTpOb rOTOBOrO NiKapCbKOro
3aco6by (iHwi 3miHK). 3MiHa chopmaTy cneuudikadii Ta
He3HauHi pefakuiiiHi 3mMiHW B cneumdikauii Ta meTogax
KOHTPO/110 FOTOBOrO NiKapcbKoro 3acoby. 3miHu
BHECEHO B IHCTPYKLiIO 419 MEAMYHOro 3aCTOCYBaHHSA
nikapcbKoro 3acoby y po3gin «J/likapcbka hopmar»
(OCHOBHI (hi3MKO-XiMiYHI BNacTUBOCTI). BBEAEHHS 3MiH
NpoTArom 6-Tn MiCALIB NiCNA 3aTBEPMKEHHS. 3MiHW |
TMny - 3MiHK WoAo 6e3nekn/edpekTNBHOCTI Ta
thapmakoHarnagy (iHwi 3mMiHn). 3MiHW BHECEHO B TEKCT
MapKyBaHHA BTOPUHHOI YNaKoBKW /liKapCbkoro 3acoby
B N. 17. «IHWE». BBeAeHHs 3MiH NpOTAroM 6-Tn
MicALiB Nicnsa 3aTBeppKEHHs
BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTtepiasis: 3MiHu | 3a UA/11708/01/01

TUMy - 3MiHM 3 AKOCTi. [OTOBWIA Nikapcbkunii 3aci6. peyenmom
CuncTeMa KoHTelHep/3akynoptoBasibHUIA 3aci6. 3miHa
napameTpiB cneundikauii Ta/abo AONYCTUMUX MEX
NepBUHHOT YNakoBKWN rOTOBOrO /1iKapCbKOro 3acoby
(BMNYYEHHSI HE3HAYHOTO NOKa3HKKa (Hanpuknag,
3acTapinoro nokasHvika). OHoBfeHHs po3giny 3.2.P.7
CucTema KoHTeliHep/ 3aKynoptoBasibHuiA 3aci6, a
came: BUy4YeHHs 3 cneumdikauii Ha donbronieHy
(chbonbra antomiHieBa famiHoBaHa nanepom Ta
nonietmneHom) n. «Martepianu», «paciyHe
0POPM/IEHHS, NPABU/ILHICTb HAHECEHHSI TEKCTY»,
«Po3mipu pynoHy», «LUnpuHa honbronniery»,
«BuW3HaYeHHsa HaAiiHOCTI HAHECEHHS APYKapCbKMX
hapb Ta 3axucHOro naky Ha dponbry (Agresis
dnekcorpadpcbkoro Apyky)», «CTiliKiCTb NOBEPXHEBOTO
wapy hosbronsieHy Ao BUCOKOI Temnepatypm
(TeMnepatypHuin TecT)», «CK/eloBaHHs», «YNakoBKa»,
«MapKyBaHHs», «YMOBW 36epiraHHsA», «TepMiH
36epiraHHsA», «BUPOBHMK».
3MiHU | Tuny - 3MiHK 3 AKOCTi. FOTOBWIA NikapcbKuii
3aci6. Cuctema KoHTeliHep/3aKkynoptoBasibHWA 3aci6.
3miHa napameTpiB cneuudikayin Ta/abo gonyctummx
MeX NepBVHHOT YNakoBKM rOTOBOTO NiKapCbKOro
3aco06y (iHwi 3MiHn). OHOBNEHHSA po3giny 3.2.P.7
CucTema KoHTeliHep/ 3aKynoptoBasibHuiA 3aci6, a
caMe: BHECEHHS 3MiH A0 cneumdikauii Ha
ponbronneny (honbr antOMiHIEBOI TaMiHOBaHOT
nanepom Ta nonieTusieHom) 3a n. «30BHiLLHIi
BUTNAL».
3MiHW | TUny - 3MiHK 3 AKOCTI. FOTOBWIA Nikapcbkumii
3aci6. Cuctema KoHTeliHep/3akynopoBasibHUIA 3aci6.

172. | BIATHON® NMopoLUOK ANA AT YkpaiHa AT "®apmak” YkpaiHa
OpasIbHOro PO34NHY, "Papmak”
64 r/nakeT; no 73,69
I NOPOLLKY Y NakeTi;
no 4 nakeTn B nayuj
3 KapToHY




139

n/n

Ha3ssa
JliKapcbK0O20
3acoby

Popma surnycky
(nikapcbka ¢hopma,
YNaKkoBsKa)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs

Homep
peecmpayiliHo2o
nocsio4yeHHs

3MiHa napameTpiB cneumdikauii Ta/abo gonycTUMnx
MeX NepBVHHOT YNakoBKM rOTOBOTO NikapCbKOro
3aco6y (iHWi 3mMiHK). OHOBNEHHA po3giny 3.2.P.7
CuncTema KoHTelHep/ 3akynoptoBasibHuiA 3aci6, a
came: BHECEHHS 3MiH Ao cneuudikauii Ha
honbronneny (honbr antoMiHiEBOI laMiHOBaHOT
nanepom Ta nonieTusieHom) 3a NokasHUKoOM
«MikpobionoriyHa yncrora.
3MiHU | TUny - 3MiHK 3 AKOCTi. [OTOBWIA NikapcbKuii
3aci6. Cucrtema KoHTeliHep/3akynoptoBasibHUiA 3aci6.
3miHa napameTpiB cneuudikayin Ta/abo gonycTummx
MeX NepBVHHOT yNakoBKW rOTOBOTO NiKapCbKOro
3ac006y (iHwi 3MiHn). OHoBNEHHSA po3giny 3.2.P.7
CuncTema KoHTelHep/ 3aKynoptoBasibHMA 3aci6, a
came: BHECEHHS 3MiH A0 cneumdikavii Ha
onbronneny (honbry antOMiHiEBOI laMiHOBaHOT
nanepom Ta nonieT1IEHoM) 3a NOKa3HNKOM
«LinbHICTb honbronneHy».
3MiHU | TNy - 3MiHK 3 KOCTi. FTOTOBWIA NiKapCbKMiA
3acib. Cuctema KoHTeliHep/3aKkynoptoBasibHuiA 3aci6.
3MiHa nocTayasibHUKa NakyBaslbHUX MaTepiasisB abo
KOMM/IEKTYHOUMX (SIKLLO 3a3HAYEHO B [OCbE) (3aMiHa
abo fofaBaHHA nocTavYasibHuKa). BHeceHHA
anbTepHaTUBHOO MOCTavasibHKKa MaTepiany ynakoBku
015 BUrOTOBJ/IEHHSA cawle chonbronneny (dhonsru
a/IlOMiHIEBOT TaMiHOBaHOT Manepom Ta NnoslieTUIEHOM)
— ®inii «BiHnak» TOB «CTONMYHMI MTUH», YKpaiHa.
3arBepmkeHo: Bupo6Hukun chonsronneHy MTC Polska
Sp.Z.0.0.,Monbwa TOB Antpeiia, YkpaiHa.
3anponoHoBaHo: Bupo6Huku dronsronneHy MTC
Polska Sp.Z.0.0.,Monbwa TOB AnTpeiig, YkpaiHa
dinia «BiHnak» TOB «CTONNYHWIA MAINH», YKpaiHa.

173.

LNOBYTAMIH
AOMEJA

PO34UH ANs iHQY3il,
250 mr/50 mn; no 50
mn (250 mr) y
donakoHi; no 1
chnakoHy B
KapTOHHI kopo6Lyj;
no 50 mn (250 mr) y
donakoHi; no 1
chnakoHy B
KapTOHHI Kopo6Lyj;
no 5 KapTOHHMX
KOpo60oK y nniBLj
nonieTUIEeHoBIMN

Aamepna
ApuHraimit
Tesb
M6X

HimeuunHa

Contodpapm
PapmavoiiTie
EpuolirHicce MTv6X

HimeyunHa

BHECEHHS 3MiH [10 peecTpaLiliHix maTepianis:
BrnpaBneHo TexXHi4YHy NOMUAKY, AONYLLEHY Y HA3BI
nNiKapcbKoro 3acoby aHr/iNncbKo MOBOIO, Y 3MiHaxX Ao
IHCTPYKUIi AN8 MEAUYHOrO 3aCTOCYBaHHS Nikapcbkoro
3acoby (Haka3 Ne467 Big 19.03.2024 p.)
3arBepgxeHo: DOBUTAMINE ADMEDA.
3anponoHosaHo: DOBUTAMIN ADMEDA. 3a3Ha4yeHe
BMNPAaB/IEHHS BigNOBigae MmaTepianiaMm peecTpauiinHoro
[0CbE.

3a
peyenmom

UA/5714/01/01

174.

[IOKTOP
MOM®

cupon no 100 mny
nnsAwyi 3i ckna; no 1
NAAWLI B KAPTOHHIi
Kopo6ui; no 100 mn

TOB
«[I>XOHCOH
i [DKOHCOH
Ykpaina»

YkpaiHa

FOHiK
dapmacbloTUKa
Nab6opaTopi3
(BigAineHHs

IHais

BHECEHHS 3MiH 0 peecTpaLiiiHux matepiasnis: 3MiHu |
TMny - 3MiHK Woao 6e3nekn/edpeKTNBHOCTI Ta
thapmakoHarnagy. BeegeHHs abo 3amiHn fo
y3arasibHeHVX AaHux Npo cuctemMy dpapmakoHarnsgy

6e3
peyenma

UA/2408/02/01
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Ne Hassa Popma surnycky 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbKo20o | (nikapcbka hopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby YNaKkoBsKa) nocsioYeHHs1
abo no 150 mny ipmun Ix. B. (BBEAEHHSA Y3araslbHEHUX AaHWUX NPO cucTemy
naswui 3 Kemikans eHg hapmakoHarnsgy, 3MmiHa yrnoBHOBaXeHOi 0cobu,
nonietTuneny; no 1 $apmacbloThkan3 BiANOBIAA/IbHOI 3a 34iiCHEHHA hapMmakoHarnsay;
NAAWLi pasom 3 nrtp) KOHTaKTHOI 0CO6YM 3 thapmakoHarnsagy 3asBHuka anas
MipHOIO CK/TSIHKOIO B 3piicHeHHs hapMakoHarnisgy B YkpaiHi, KO0 BOHA
KapTOHHilA KopooLi BiMiHHa Bif, yNOBHOBaXXEHOT 0CO6M, BifnoBiganbHOI
3a 34ilicHeHHA thapmakoHarnsay (Bkiovaoum
KOHTaKTHI AaHi) Ta/abo 3MiHN y pO3MiLLeHHi MacTep-
(paiina cuctemu chapmakoHarnsgy) 3miHa
YNOBHOBaXXEHOI 0CO6U 3aABHMKaA, BifgnoBigasibHOI 3a
thapmakoHarnsag.
Litova pepakuisn: HaropHa KatepuHa IsaHiBHa /
Nahorna Kateryna Ivanivna. MNponoHoBaHa pefakuis:
YarapHa Hatanis CepriiHa / Chagarna Natalia
Serhiivna. 3MiHa KOHTaKTHUX faHWUX YNOBHOBaXKEHOI
0ocobu 3asBHKKA, BiANOBIA&IbHOI 3a thapMakoHarnsag,.
3miHa MicLe3HaxoMkeHHs MacTep-aiina cucremm
thapmakoHarnagy. 3MiHa MicLs 34ilACHEHHS OCHOBHOT
AISNbHOCTI 3 hapmakoHarnsgy.
175. | AOP30NT Kpanni O4Hi, pPO34nH; EnEnCi pysis K. T. POM®APM PymyHis BHECEHHS 3MiH [0 peecTpavLjiiiHuX MaTepianis: 3MiHu | 3a UA/17872/01/01
nnoc no 5 mn 'y cnakoHi- Pomdapm KOMMNAHI C.P.J1. TMny - AGMIHICTPaTUBHI 3MiHW. BunyyeHHs BUPOGHUYOT peyenmom
KpanesibHuuj Ta Komnawi LinbHUUI (BKAKOYatouM AinbHULi Ans AL, TPpOMiKHOIO
KapTOHHI navu,i xoppxumsa

npoAykTy abo roToBOro /ikapcbKoro 3acoby, AinbHULi
[ONS NpoBeeHHsA NakyBaHHS, BUPOOHUKA,
BiANOBIA&1bHOrO 3a BMNYCK Cepiii, MiCLie NpOBEAEHHS
KOHTPO/I0 cepii) abo nocTavanbHyKa BUXIigHOTO
martepiany, peareHTy abo AONOMDKHOI peYOBUHU
(AKLLLO 3a3HaYeHO Y A0CbE). BunyyeHHs BupobHuka
A®| nopsonamigy rigpoxnopugy HbHONTAHL,
NABOPATOPIEC NIMITEA, IHais/NEULAND
LABORATORIES LIMITED, India. 3miHu | Tuny - 3miHn
3 AKocTi. FoToBMIA Nnikapcbkuii 3aci6. CTabinbHICTb.
3MiHa y TepMiHax npuaaTHoOCTI abo ymoBax
36epiraHHsA roTOBOrO /iKapCbKOro 3acoby (36i/bLIeHHS
TepMiHy NpuaaTHOCTI FOTOBOTO JliKapCbKOro 3acoby) -
[ns ToproBoi ynakoBku (NiATBEPAKYETLCA AaHUMU
peanbHOro vacy). 36inblUeHHA TePMiHY NpUAATHOCTI
roTOBOrO /liKapCbKoro 3acoby. 3aTBepKeHo:2 POKY.
Micns BigKpPUTTA hnakoHa 3acTocoByBaTU Npenapar
He 6inbLue 4 TUKHIB. 3anponoHoBaHoO: 3 POKK.
Micnsa BigKPUTTA hnakoHa 3acTocoByBaTU Npenapar
He 6isibLiue 4 TUXHIB. 3MiHM BHECeHi B po3ain "TepMiH
npugaTHOCTI" B IHCTPYKL,O 4719 MEANYHOrO
3acTocyBaHHSA Nikapcbkoro 3acoby. BBegeHHs 3MiH
NPOTArom 6-Tv MiCAILiB Micns 3aTBepAKEHHS. 3MiHu |
TMny - AAMIHICTPaTMBHI 3MiHW. 3MiHa HaliMeHyBaHHS
Ta/abo agpecu Micus NPOBaPKEHHS AiSNbHOCTI
BMpO6HMKa/iMnopTepa roToBoro Jlikapcbkoro 3acooy,
BK/IIOYA0UM AiNbHULI BUNYCKy cepii abo micue
npoBeAeHHs KOHTPOJIK SKOCTI. (AiANbHICTb, 3a Ky
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n/n

Ha3ssa
JliKapcbK0O20
3acoby

Popma surnycky
(nikapcbka ¢hopma,
YNaKkoBsKa)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs

Homep
peecmpayiliHo2o
nocsio4yeHHs

BiANOBIAa€e BUPOGHMK/IMNOPTEP, BKIOYAOUN BUMYCK
cepili) 3miHa HaliMeHyBaHHs Ta agpecu Micus
NpoBapKeHHS Ai/IbHOCTI BUPOOHMKA rOTOBOro

nikapcbKoro 3acoby 6e3 3miHW Micus NpoBaKeHHS

[iSNbHOCTI. 3MiHM BHECEHI y po3gin
"Micue3HaxokeHHs BUPOBHMKa Ta agpeca micus
NPOBaXEHHS MOro AiANbLHOCTI" B IHCTPYKL0 A1
MeAMYHOro 3acTOCYBaHHA Ta SK HACNIAOK - Y TeKCT
MapKyBaHHS YNakoBKv Nikapcbkoro 3acoby. BeegeHHs

3MiH NPOTAroM 6-TW MicALiB NicNs 3aTBEPKEHHS.

3miHu | TUny - 3MiHK 3 akocTi. CepTudikar

BignosigHOCTI/IE-cepTudikat BignosigHOCTI
€sponeiicbkiii hapmakonei/moHorpadii. MoaaHHs

HOBOro abo OHOB/IEHOTO cepTudlikaTa BifnoBigHOCTI

ab0o BUy4YeHHs cepTudpikarta BignoBiAHOCTI
€Bponeiicbkiii hapmakonei: ans A®I; ana BuxigHoOro
marepiany/peareHTy/npomMiKHOro NPOAYKTY, L0
BMKOPUCTOBYHOTbCA Y BUPOOHULUTBI APIl; Ans
[0NOMDKHOT peyoBrHY (cepTudikaT BignoBigHOCTI
€Bponelicbkin dhapmakonei) - OHoBeHWA cepTudikat
Bif} y)Xe 3aTBEPMAKEHOr0 BUPOGHMKa. MogaHHSA
OHOB/IEHOTO cepTudikaTa BiANoBigHOCTI EBponeichKil
thapmakonei R1-CEP 2010-115-REV 03
(3aTBepmxeHo: R1-CEP 2010-115-REV 00) gnsa Adl
Aop3onamigy rigpoxnopuay Bif, yxe 3aTBepaKeHoro
BMpo6Huka KPICTAT ®APMA C.A.1O.,
IcnaHis/CRYSTAL PHARMA S.A.U., Spain, sikuii
3MiHuB Ha3By KYPIS CMEWVIH C.A.10., IcnaHis/CURIA
SPAIN S.A.U., Spain.

176.

APOBE/NIC

TabneTtku, BKPUTI
nNiBKOBOIO
o060n0HKo0, 3
Mr/14,2 wr; no 28
TabneTok, BKpUTMX
N1iBKOBOIO
060/10HKOI, Y
6nicTepi (24 poxesi
aKTVBHI TabneTkn Ta
4 6ini TabneTkn
nnaue6o); no 1 a6o
no 3, abo no 6, abo
no 13 6nictepis
pasoMm i3 KapTOHHUM
dyTnspom ans
36epiraHHs 6nicTepa
Tal, 3,6a60 13
camok/1IeloUMmmn
TUXHEBUMM
KaneHgapsmu-
cTvKepamu y

BAT
"TepeoH
Pixtep"

YropLmHa

BUPOGHMLTBO
roTOBOI NiKapCbKOi
chopmu, chacoBska,

ynakoBka,
KOHTPO/b SAKOCTI
(ximiko-cpi3nyHi
NoKa3HWKN),
BUMNYCK cepii: BAT
"lepeoH PixTep",
YropuuHa;
KOHTPO/b SAKOCTI
(mikpobionorisi):
BAT "TeaeoH
PixTep",
YropuuHa;

BUPOGHMLTBO
roTOBOI NiKapCbKOi
chopmu, chacoBska,

ynakoBka,
KOHTPO/b SAKOCTI
(Ximiko-cpinyHi

YropwumHa/
HimeuunHa

BHECEHHS 3MiH 0 peecTpaLiiiHux matepianis: 3MiHu |
TMny - 3MiHK WoAo 6e3nekn/edpeKkTNBHOCTI Ta
thapmakoHarnsgy. BeegeHHs abo 3miHv o
y3arasibHeHUX JaHnx Npo cucTemy dhapmakoHarnsgy
(BBEAEHHS y3araslbHEHMX AaHUX NPo cucTemy
hapmakoHarnsgy, 3MiHa ynoBHOBaXeHOi 0cobu,
BiANOBIAA/IbHOI 3a 34iiCHEHH:A hapmakoHarnsay;
KOHTaKTHOI 0Co6YM 3 thapmakoHarnsagy 3asiBHuka anas
3piicHeHHs hapMakoHarnsgy B YkpaiHi, K0 BOHA
BiAMiHHa Bif, yNOBHOBaXXEHOT 0CO6M, BifNoBiganbHOI
3a 3AjiicHeHHs hapmakoHarnagy (Bkyaoun
KOHTaKTHI AaHi) Ta/abo 3MiHN Yy pO3MilLeHHi MacTep-
thaiina cuctemu chapmakoHarnsay) 3MiHa KOHTaKTHUX
LaHNX YNOBHOBaXEHOT 0CO6M 3asBHUKA,
BiANOBIAaNbHOI 3a thapmakoHarnsg,. 3miHa
MicLie3Haxo4KeHHs MacTep-chaiina cuctemm
hapmakoHarnsgy. 3miHa Micusi 34iliCHEHHS1 OCHOBHOT
AiSnbHOCTI 3 hapMakoHarnsgy.

3a
peyenmom

UA/20281/01/01
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Ne Hassa Popma surnycky 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbKo20o | (nikapcbka hopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby YNaKkoBsKa) nocsioYeHHs1
KapTOHHIlA KopooLi NOKa3HWKN),
BUWMYCK Cepii:
Xaynt ®apma
MioHcTep 'm6X,
Himeuumnha;
KOHTPO/b AKOCTI
(mikpobionoris):
TEX®apm MmbX,
HimeuunHa,
KOHTPOb AKOCTI
(mikpobionorisi):
Na6op /1IC CE eHa
Ko. KI', HimevyunHa
177. | OYTA®OPC Kancynv TBepgi no MAPIDAP CnoBeHis BMPOGHMLTBO, Icnanis BHECEHHS 3MiH [0 peecTpaLjiiiHuX MmaTepianis: 3MiHu | 3a UA/19124/01/01
0,5 mr/0,4 wr; no 6 M a.0.0. nepBuHHE Ta TMny - 3MiHK Woao 6e3nekn/edekTMBHOCTI Ta peyenmom
Kancyn Teepamx y BTOPVHHE hapmakoHarnagy (iHwi 3MiHn). OHOBIEHHSA TEKCTY
6nictepi, no 5 nakyBaHHs, MapKyBaHHS yMakoBOK JlikapcbKoro 3acoby, a came
6nicTepiB y nauui; KOHTPO/b Ta BW/IYYEHHS floroTuny aAuctpub'totopa i3 n. 6. IHWE
no 9 kancyn Bunyck cepii: CAl’ nepBMHHOT ynakosku Ta n.17. IHLWE BTOPUHHOI
TBEpAMX y BnicTepi, MAHY®AKTYPIHI yNakoBKM Nikapcbkoro 3acoby. TepmiH BBEAEHHS 3MiH
no 10 6nictepiB y , C.J1Y., IcnaHis; - NPOTAroM 6 MicAUIB NiCNsA 3aTBEPKEHHS.
nauuj KOHTPO/b cepii
(hizvKo-XiMiuHWMiA):
[aneHikym Xenc,
C.N., IcnaHis;
KOHTpO/b cepii
(mikpobionoriyHwmi
): NabopaTopio
EueBapHe, C.A.,
Icnanis
178. | EBEPCENT wamnyHb 2 %; no 25 BPOC pevys BPOC NTA4 pevis BHECEHHS 3MiH 0 peecTpaLiiiHux matepiasnis: 3MiHu | 6e3 UA/8776/01/01
M a6o 60 mn, abo nTa TMny - 3MiHK Woao 6e3nekn/edpeKTNBHOCTI Ta peyenma
120 mny thapmakoHarnagy. BeegeHHs abo 3amiHn fo
n1acTMKoBOMY y3arasibHeHVX AaHux Npo cuctemy papmakoHarnsgy
donakoHi; no 1 (BBEAEHHSA y3araslbHEHMX AaHUX Npo cucTemy
donakoHy y hapmakoHarnagy, 3mMiHa ynoBHOBaXXeHO! ocobw,
KapTOHHI KopoobLi BiANOBIAaUIbHOI 3a 34iiCHEHH:A hapmakoHarnsay;
KOHTaKTHOI 0co6u 3 thapmakoHarnsgy 3asBHUKa gns
3[jiicCHEHHS hapMakoHarnsay B YkpaiHi, KO0 BOHA
BiAMiHHA Bif YNOBHOBaXeHOI 0CO6M, BiANOBIAA/TbHOI
3a 3AjiicHeHHs hapMakoHaraay (Bkiyarun
KOHTaKTHi fiaHi) Ta/abo 3MiHM y PO3MiLLLeHHI macTep-
haiina cuctemu papmakoHarnisgy) - 3miHa KOHTaKTHOI
0cob6u 3asBHKKa, BiANOBIAA/LHOI 3a hapmakoHarnsg B
YkpaiHi. [itova pegakuis: bagba OneHa AHaToniiBHa.
lMponoHoBaHa pegakuisi: TkayeHko TeTsHa MNeTpiBHa
179. | EBIHOMNOH PO34UH A5 iH'EKLLN, BEPOC peuis BEPOC NTA4 peuis BHECEHHS 3MiH 1O peecTpaLjiiiHiX maTepianis: 3MiHu | 3a UA/0898/01/01
no 25 mr/mn; no 3 nTa TMny - 3MiHK WoAo 6e3nekn/edeKkTnBHOCTI Ta peyenmom

M (75 Mr) B amnyi;

hapmakoHarisgy. BeegeHHs abo 3miHn Ao
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n/n

Ha3ssa
JliKapcbK0O20
3acoby

Popma surnycky
(nikapcbka ¢hopma,
YNaKkoBsKa)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs

Homep
peecmpayiliHo2o
nocsio4yeHHs

no 5 amnyny
nnacTyKoBoMy
KOHTeliHepi; no 1
KOHTelHepy B
KapTOHHI Kopoo6Li

y3arasibHeHNX AaHnx Npo cuctemy hapmakoHarnsgy
(BBEAEHHSA y3arasIbHEHNX AaHUX NPo cucTemy
thapmakoHarnagy, 3mMiHa ynoBHOBaXXeHO! 0cobu,
BiNOBifa/IbHOT 3a 34iICHEHHS hapMakoHarnsgy;
KOHTaKTHOI 0co6M 3 thapMakoHarnsay 3asBHUKa Ans
3iiCHEeHHs1 chapMakoHarnaay B YKpaiHi, AKLL0 BoHa
BiAMiHHaA Bif YNOBHOBaXeHOI 0CO6M, BiANOBIAa/IbHOI
3a 3pjiicHeHHs hapMakoHaraay (BKIYarum
KOHTaKTHi flaHi) Ta/abo 3MiHW y PO3MiLLLeHHI macTep-
thaiina cuctemu chapmakoHarnsgy). 3MiHa KOHTaKTHOT
0co6U 3asBHMKA, BiANOBIAA/LHOI 3a hapmakoHarnsag B
YKpaiHi.
[itoua pepakuin: bagbs OneHa AHatoniiBHa.
[ponoHoBaHa pegakuis: TkayeHko TeTsiHa [NeTpiBHa

180.

EBKABA/I®
cupon

cupon, 3 /151 B 100
rno 100 mny
chnakoHi i3 ckna; no
1 chnakoHy B
KapTOHHI Kopobui

Ecnapma
6X

HimeuunHa

Papma
BepHirepoge
M6X

HimeyunHa

BHECEHHS 3MiH 10 peecTpaLiiiHix MmaTepianis: 3MiHu |
UMy - 3MiHY 3 AKOCTi. FOTOBWIA Nikapcbkuii 3aci6.
3MiHU Yy BUPOGHMLTBI. 3MiHU BUNpobyBaHb abo
[0NyCTUMUX MEX, BCTAHOBJ/IEHUX Y cneumdikalisx, nig
Yyac BMPOOGHULITBA FOTOBOrO NiKapCbKOro 3acoby (iHLwi
3MiHM) 3aMiHa MeToAYy KOHTPOJIH0 B MPOLECi
BMpo6HMLUTBA: 3amicTb Filling weight of the bottle
BBoAnTbCA Filling volume of the bottle. 3minn | Tuny -
3MiHM 3 SKOCTi. FoToBMIA Nikapcbkuii 3aci6. KoHTporsb
roToBOro Nikapcbkoro 3acoby. 3miHa y MeTofax
BMNPOBYBaHHA rOTOBOrO MiKApPCbKOro 3acoby (iHLwi
3MiHM Y MeTogax BUNpobyBaHb (BKIHOHYAKUN 3aMiHy
ab0 [0NOBHEHHS)) 3aMiHa NnokasHrka «Maca BMIiCTy
hnakoHa» Ha «O6’em BMICTY hnakoHa» B
cneumdikauii 13 Ha BMNYCK Ta MeToAax KOHTPO/IO Ta
3a3HaYeHHs KpUTEPIt0 NPUAHATHOCTI «= 100 M/1»,
TaKoX BUYYEHHS NMOCUIaHHA Ha po3ain 2.9.28 Ph.
Eur. 3aTBepmxeHo: Maca BmicTy donakoHa* MeTtog Ph.
Eur. 2.9.28 Bumora: BignosigHo o sumor Ph. Eur.
*MOKa3HMK KOHTPOJTETLCSA Y NPOLLECi BUPOGHULITBA
MeToawn KoHTpornto: BignosigHo go sumor Ph. Eur. Ph.
Eur. 2.9.28 3anponoHosaHo:

O6’em BMICTY dhnakoHa* Ha sunyck: = 100 mn
Bnpogoex TepMiHy NpuAaTHOCTI: He NepeBipaETLCA
*NoKasHWK KOHTPOIOETLCSA Y NPOLLECi BUPOBHMLTBA
MeTtoawn kKoHTponito: O6’em BMICTY donakoHa Ha
BiKas1ibpoBaHMX Barax 3BaxylTb 6 NpoOMapKoBaHUX
NOPOXHIX thriakoHiB. Micnsa HanoBHEHHS dhNakoHW
3BaXytoTb BApyre. O6’em BMICTY BUPaxoBYHOTb,
BUKOPVICTOBYHOUM OTPUMaHY Pi3HULIO Macu Ta
BU3HAYEHY IYCTUHY NPOAYKTY

6e3
peuyenma

UA/5754/01/01

181.

ErITIOK®

Tabnetkun no 100 mr
no 30 a6o no 60
TabneTok y hNakoHi;
no 1 diakoHy B

3AT
dapmaves
TUYHWIA
3aB0[,

YropLmHa

Bupo6HuK
BignoBiganbHMi
3a NOBHUIA LKA

BMPO6HMLITBA,

YropLmHa

BHECEHHS 3MiH [0 peecTpaljiiiHuX maTepiasis: 3MiHu |
TUMy - 3MiHM 3 AKOCTi. [0TOBWIA Nikapcbkuii 3aci6.
CTabinbHicTb. 3MiHa y TepMiHax npuaaTHocTi abo
ymMoBax 36epiraHHsi roTOBOrO JliKapCbkoro 3acoby

3a
peyerimom

He
niosnsicae

UA/9635/01/03
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Ne Hassa Popma surnycky 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbKo20o | (nikapcbka hopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby YNaKkoBsKa) nocsioYeHHs1
KapTOHHIiA ynakoBL,i ErC BK/ItOHA0UU (3MEHLLEHHSA TepMiHy NpUAAaTHOCTI FOTOBOIO
BUWMYCK Cepii: nikapcbkoro 3acoby) - 4151 TOproBoi ynakoBKy.
3AT 3MEeHLUEHHS TepMiHy NpuaaTHoOCTi roTOBOro
dapmaveBTUYHUIA nikapcbKoro 3acoby, a came: 3 5 pokiB Ha 3 poku, y
3asog ElIC, 3B'A13Ky 3 EKOHOMIYHUMW NPUYNHaAMK. 3MiHN BHECEHO B
YropLyHa; IHCTPYKLi0 415 MeANYHOrO 3aCTOCYBaHHSA NiKapCbKoro
Bupo6HuK 3acoby Ao po3giny "TepmiH npuaaTHOCTI"(3MEHLLEHHS
BiANOBIAa/IbHUI TEepMiHy NpuAaTHOCTI). BBeAEHHS 3MiH NpOTArom 6-Tu
3a BTOPUHHE Ta MicaLiB nicna 3aTBepaKeHHs. 3MiHu | Tuny - 3MiHK
nepBuHHe Loao 6e3snekn/edeKkTBHOCTI Ta thapmakoHarnsagy
nakyBaHHs (iHWi 3MiHW). 3MiHWM BHECEHO B iHCTPYKLiO ANS
KOHTpONb cepii Ta MeAMYHOro 3acToCyBaHHSA MikapCbkoro 3acoby Ao
BUWMYCK Cepii: po3sginis “/likapcbka hopma"(OCHOBHI (hi3nKO-XiMiYHi
3AT BnacTmBocTi), "Oco6INBOCTI 3aCTOCyBaHHA" Ta
dapmaneBTUYHNI "Cnoci6 3acTocyBaHHA Ta A031"(BUTYYEHHS
3asop ETIC, iHdhopmauii npo nogin Tabnetkn). BeegeHHs 3miH
YropLyHa NpoTArom 6-Tn MicsALiB NiC/1A 3aTBEPLKEHHS
182. | EM/IOK® Tabnetku no 50 mr, 3AT YropwumHa Bupo6HMK YropwmHa BHECEHHS 3MiH 10 peecTpaLiiiHix MmaTepianis: 3MiHu | 3a He UA/9635/01/02
no 60 TabneTok y dPapmaves BiANOBIAaIbHNI UMy - 3MiHM 3 AKOCTi. FOTOBWIA Nikapcbknin 3aci6. peyenmom | nionsi2ae
chnakoHi; no 1 TUYHWIA 3a NOBHUIA LUK CrabinbHicTb. 3MiHa y TepMiHax npugaTHocTi abo
donakoHy B 3aBof, BMpPOGHULTBA, ymoBax 36epiraHHs roTOBOro J/likapCbKoro 3acoby
KapTOHHI ynakosLi ETIC BK/IHOHAKOUN (3MEeHLUEHHS TepMIHY NPUAATHOCTI FOTOBOTO
BUWMYCK Cepii: nikapcbkoro 3acoby) - 4151 TOproBoi ynakoBKy.
3AT 3MEHLUEHHS TepMiHY NpuaaTHOCTI roTOBOro
dapmauleBTUYHNI nikapcbKoro 3acoby, a came: 3 5 pokiB Ha 3 poku, y
3asog ETIC, 3B'A13Ky 3 EKOHOMIYHUMW NPUYNHaAMK. 3MiHN BHECEHO B
YropuyHa IHCTPYKL,i0 4151 MeANYHOrO 3aCTOCYBaHHSA NiKapCbKoro
Bupo6HuK 3acoby fo po3giny "TepmiH npuaaTHOCTI"(3MEHLLEHHS
BiANOBIgaIbHNI TepMiHy NpuAaTHOCTI). BBeAeHHS 3MiH NpoTArom 6-Tu
3a BTOPUHHE Ta MicaLiB nicna 3aTBepAKeHHs. 3MiHu | Tuny - 3MiHK
nepsuHHE LoAo 6e3snekn/edpekTBHOCTI Ta thapmakoHarnsgy
nakyBaHHs (iHWi 3MiHW). 3MiHM BHECEHO B iHCTPYKLit0 ANS
KOHTpONb cepii Ta MeAMYHOro 3acToCyBaHHSA NikapCbKoro 3acoby Ao
BUWMYCK Cepii: po3ginis "/likapcbka chopma"(OCHOBHI (hi3nKO-XiMiuHi
3AT BnacTmBocTi), "Oco6InBOCTI 3aCTOCyBaHHA" Ta
dapmaLeBTUYHNI "Cnoci6 3acTocyBaHHsA Ta A031"(BUTYYEHHS
3asop ErIC, iHhopmauii npo nogin Tabnetkn). BeegeHHs 3miH
YropuyHa NPOTAroM 6-TW MicALiB NiCNA 3aTBEPLKEHHS
183. | EF/IOK® Tabnetku no 25 wr, 3AT YropuwyHa Bupo6HuK YropuwHa BHECEHHS 3MiH [0 peecTpavljiiiHuX maTepiasis: 3MiHu | 3a He UA/9635/01/01
no 60 TabneTok y dapmaueB BiANOBIga/IbHUI TUMy - 3MiHM 3 AKOCTi. [OTOBWIA Nikapcbkuii 3aci6. peyenmom | niosisieae
donakoHi; no 1 TUYHWIA 3a NOBHUIA KN CTabinbHicTb. 3MiHa y TepMiHax npuaaTHocTi abo
onakoHy B 3aB0Oj, BMPO6GHMLTBA, yMOBax 36epiraHHsi roTOBOro flikapCbKoro 3acoby
KapTOHHIA ynakoBL,i Erc BK/IOHA0UN (3MeHLUEeHHA TepMiHY NpUAAaTHOCTI TOTOBOIO
BUNYCK cepil: nikapcbkoro 3acoby) - 15 TOpro.oi ynakoBKu.
3AT 3MeHLUeHHs TePMiHY NpMAATHOCTI rOTOBOro
dapmaveBTUYHUIA nikapcbkoro 3acoby, a came: 3 5 pokiB Ha 3 poku, y
3aBog ETIC, 3B'A3KY 3 EKOHOMIYHVMU NPUYMHaMn. 3MiHN BHECEHO B
YropLimHa IHCTPYKL0 A718 MEAMYHOrO 3aCTOCYBaHHS NiKapCbKoro
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n/n

Ha3ssa
JliKapcbK0O20
3acoby

Popma surnycky
(nikapcbka ¢hopma,
YNaKkoBsKa)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs

Homep
peecmpayiliHo2o
nocsio4yeHHs

Bupo6HuK
BignoBiganbHMi
3a BTOPUHHE Ta

nepBuHHE

nakyBaHHs
KOHTPO/b cepii Ta
BUWMYCK Cepii:
3AT
dapmaneBTUYHNI
3aBog ETIC,
YropwmHa

3acoby [0 po3giny "TepMiH NpuAaTHOCTI"(3MEHLLEHHS
TepMiHy NpUAaTHOCTI). BBeAEHHS 3MiH NpOTArom 6-Tu
MicALiB nicna 3aTBepaKeHHs. 3MiHu | Tuny - 3MiHK
Loao 6e3snekn/edeKkTMBHOCTI Ta thapmakoHarnsagy
(iHWi 3MiHW). 3MiHWM BHECEHO B iHCTPYKLtO0 ANS
MeAMYHOro 3acToCyBaHHSA NikapCbKoro 3acoby Ao
po3sginis “/likapcbka hopma"(OCHOBHI (hi3nKO-XiMiuHi
BnacTmBocTi), "Oco6MBOCTI 3aCTOCyBaHHA" Ta
"Cnoci6 3acTocyBaHHA Ta A031"(BUTYYEHHS
iHdhopmauii npo nogin Tabnetkn). BeegeHHs 3miH
NPOTAroM 6-TU MiCALIB MiCN1A 3aTBEPMKEHHS

184.

ErFONNAH3A

TabneTkn, BKPUTI
NNiBKOBOIO
060/10HKO10, NO 5 ™,
no 7 Tabnetok y
6nicTepi; no 4 a6o 8
6nictepiB y
KapTOHHI/ ynakosL,i

3AT
dapmaues
TUYHWIA
3aB0[,
ErIC

YropLmHa

3AT
dapmaneBTUUHNI
3aBof EliC

YropLmHa

BHECEHHS 3MiH 0 peecTpaLiinHux matepiasnis: 3MiHu |
TUMy - 3MiHM 3 AKOCTi. [OTOBWIA Nikapcbkunii 3aci6.
3MiHV Y BUpO6HMUTBI. 3MiHa po3mipy cepii
(BKTIOYAtOUM diana3oH po3Mipy cepii) roToBOro
nikapcbKoro 3acoby (iHwWi 3miHu)
3MiHa Woao BunyYeHHs obemy cepii 150 000
Tabnetok gns MN3.

EFOJTAH3A TabneTku, BKpUTI NNIBKOBOK 060/TOHKOI0,
no 5 mr
Po3gain 3.2.P.3.2 «Cknap Ha cepito»

O6’em cepil:

150 000 a6o 1 200 000 TabneToK, BKPUTUX M/1IBKOBOKO
060/10HKOI0
Po3gin 3.2.P.3.2 «Cknapg Ha cepito»

O6’em cepil:

1 200 000 TabneTok, BKpUTMX NAIBKOBOK 0H60/I0HKOH

3a
peyernmom

UA/11344/01/01

185.

EFONAH3A

TabneTku, BKpUTI
N1iBKOBOIO
060/10HKOI0, MO 10
Mr, no 7 TabneTok y
6nictepi; no 4 a6o 8
6nictepiB y
KapTOHHIA ynakoBL,i

3AT
Papmaves
TUYHUIA
3aB0/,
EFIC

YropumHa

3AT
dapmaLleBTUYHNI
3aBog ElIC

YropumHa

BHECEHHS 3MiH A0 peecTpaLiiiHux matepiasis: 3MiHu |
TUMy - 3MiHM 3 AKOCTi. FOTOBWIA Nikapcbkunii 3aci6.
3MiHN y BUPOGHMLTBI. 3MiHa po3mipy cepil
(BKKOYAOUM Ajiana3oH po3Mipy cepil) roToBoro
nikapcbKoro 3acoby (iHLi 3MiHK)
3miHa Wwopao BuydeHHs obemy cepii 150 000
Tabnetok ana rN3.

EFONAH3A TabneTkun, BKpUTi NAIBKOBOK 060/I0HKOIO,
no 10 mr
Po3gin 3.2.P.3.2 «Cknapg Ha cepito»

O6’em cepil:

150 000 a6o 600 000 TabneToK, BKpUTUX NAIBKOBOHO
060/10HKOI0
Po3gain 3.2.P.3.2 «Cknap Ha cepito»

O6’em cepil:

600 000 Tab1eToK, BKPUTUX NiIBKOBOK 060I0HKOK

3a
peyenmom

UA/11344/01/03

186.

EKBATOP

Tabnetkn, 10 mr/5
mr, no 10 TabneTok
y 6nicTepi, no 1, abo
no 3, abo no 6
6icTepiB y nayui

BAT
"TeneoH
PixTep"

YropLumHa

BAT "TefieoH
PixTep"

YropLumHa

BHECEHHS 3MiH [0 peecTpaLiiiHnx maTepianis: 3MiHu |
TMny - 3MiHKM Woa0 6e3nekn/edekTUBHOCTI Ta
chapmakoHarnsgy. BeegeHHsa abo 3miHn o
y3arasibHeHVX faHnx Npo cuctemy hapmakoHarnsgy
(BBEAEHHSA y3arasIbHEHWX AaHUX NPO cUCTeMy

3a
peyenmom

UA/3211/01/01
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n/n

JliKapcbK0O20

Ha3ssa

3acoby

Popma surnycky
(nikapcbka ¢hopma,
YNaKkoBsKa)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs

Homep
peecmpayiliHo2o
nocsio4yeHHs

hapmakoHarnagy, 3mMiHa ynoBHOBaXXEHOI 0cobu,
BiANOBIA&UTbHOI 3a 34iiCHEHHS hapmakoHarnsay;
KOHTaKTHOI 0co6u 3 thapmakoHarnsay 3asBHuka ans
3ailicHeHHA hapMakoHarnsgy B YKpaiHi, SKLL0 BoHa
BiAMiHHA Bif YNOBHOBaXeHOI 0CO6U, BiANOBIAA/TbHOI
3a 3[jiicHeHHs1 hapMakoHariaay (Bkiyarum
KOHTaKTHI AaHi) Ta/abo 3MiHN Y pO3MilLeHHi macTep-
thaiina cuctemu chapmakoHarnsgy) 3MiHa KOHTaKTHUX
[aHnX YNoBHOBaXXEHOT 0CO6U 3asABHNIKA,
BiANOBIAaIbHOI 3a thapmakoHarnsag,. 3miHa
MicLe3Hax0o[KeHHS MacTep-chaiina cuctemm
thapmakoHarnagy. 3MiHa MicLs 34iliCHEHHSI OCHOBHOT
AISNbHOCTI 3 hapmakoHarnsgy.

187.

EKBATOP

Tabnetku, 20 mr/10
Mmr, no 10 TabneTok
y 6nictepi, no 1, abo
no 3, abo no 6
6nictepiB y nauui

BAT
"TefeoH
Pixtep"

YropwmHa

BAT "TeneoH
PixTep"

YropuwmHa

BHECEHHS 3MiH A0 peecTpaLiiiHux matepiasis: 3MiHu |
TMny - 3MiHK Woao 6e3nekn/edekTMBHOCTI Ta
thapmakoHarnagy. BeegeHHs abo 3amiHn o
y3arasibHeHUX JaHnx Npo cucTemy dpapmakoHarnsgy
(BBEAEHHS y3aralbHEHNX AaHUX NPo cucTemy
thapmakoHarnagy, 3mMiHa ynoBHOBaXXEHOI 0cobw,
BiANOBIAa/IbHOI 3a 34iiCHEHHSA hapmakoHarnsay;
KOHTaKTHOI 0co6U 3 thapmakoHarnsay 3asBHuka ans
3[iicHEHHs hapmakoHarnsgy B YkpaiHi, KO BOHA
BiAMiHHA Bif YNOBHOBaXeHOI 0cO6U, BiANOBIAa/IbHOI
3a 3[jiicHeHHs1 hapMakoHariaay (Bkiyarum
KOHTaKTHI AaHi) Ta/abo 3MiHN y pO3MilLeHHi macTep-
thaiina cuctemu chapmakoHarnsgy) 3MiHa KOHTaKTHUX
[aHnX YNoBHOBaXXEHOT 0CO6Y 3asBHNIKA,
BiANOBIAabHOI 3a thapmakoHarnsag,. 3miHa
MicLe3HaxX0PKEHHS MacTep-chaiina cuctemm
thapmakoHarnagy. 3MiHa Micus 34iliCHEHHS1 OCHOBHOT
AiSNbHOCTI 3 hapmakoHarnsgy.

3a
peyenmom

UA/3211/01/02

188.

EKCTPATEP

M®

Tabnetku; no 12
Tabnetok y
6nictepax; no 12
Tabnetok y 6nictepi;
no 2 6nictepu y
nadui 3 KapToHy

MPAT
"®ITOPA
PM"

YkpaiHa

BignoBiganbHMi
3a BMPOGHULITBO,
nepBYHHE/BTOPVH

He nakyBaHHS,
KOHTPO/b AKOCTI
Ta BUMycK cepii:

MPAT
"OITOPAPM"
YKpaina;

BignoBiganbHMi
3a BMPOGHULTBO,
nepByHHE/BTOPVH
He nakyBaHHs Ta
KOHTPO/b SIKOCTI:
AT "ly6Hndpapm"

YkpaiHa,;

BiANOBIgaIbHUIA

3a BMNycK cepil,

YKpaiHa

BHECEHHS 3MiH A0 peecTpaLiiiHux matepiasis: 3MiHu |
TMnNy - AGMIHICTPaTUBHI 3MiHW. BunyyeHHs BUPOGHMYOT
AiNbHUUI (BKAOYatoum AinbHULUi Ans A®l, npomixHoro
npoaykTy abo roToBOro /ikapCcbKoro 3acoby, AiNbHUL
015 NPOBEiEHHA NakKyBaHHs, BUPOGHMKa,
BiANOBIA&bLHOrO 3a BMMNYCK Cepiii, MicLie NpoBeAEeHHS
KOHTPO/0 cepii) abo nocTavanbHyKa BUXIigHOTO
martepiany, peareHTy abo AONOMDKHOT peYOBUHU
(AKLLLO 3a3HaYeHO Yy A0CbE) - BunyyeHHs BMPOOHUYOI
[iNbHULI rOTOBOrO NikapcbKoro 3acoby,
BiANOBIAa/IbHOT 32 BUPOOHULITBO, NEPBUHHE/BTOPUHHE
nakyBaHHs Ta KOHTposb sikocTi MAT "BitamiHn®,
YkpaiHa. 3aMwaeTbecs anbTepHaTUBHNI BUPOOHUK AT
"ly6HUhapm", YkpaiHa

6e3
peyenma

UA/3602/01/01
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Ne Hassa Popma surnycky 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Peknam Homep

n/n JliKapcbKo20o | (nikapcbka hopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o

3acoby YNaKkoBsKa) nocsioYeHHs1
He BK/IoYaumn
KOHTPO/b/BMNPOGY
BaHHA cepii:
MPAT
"GITOPAPM"
YKpaiHa

189. | ENI®POP Tabnetku Mdpaiizep CWA Brpo6HMLTBO, IpnaHgis/ BHECEHHS 3MiH [0 peecTpauiitHux maTepiasis: 3miHu |l 3a He UA/14972/01/02
NPOJIOHroBaHOI fji Eiiy.Ci.Mi. nepBuHHEe Ta HimeuyunHa TMny - 3MiHK WoAo 6e3nekn/edpeKTMBHOCTI Ta peyenmom | nionsizae
no 50 mr no 14 Kopnopeii BTOPUHHE hapmakoHarnsgy. 3MiHu y KOpoTKili XxapakTepucTui
Tabnetok y 6nictepi; LLUH nakyBaHHs NikapcbKoro 3acoby, TEKCTI MapKyBaHHSA Ta iHCTPYKLT
no 2 6nictepu B KOHTPO/b SIKOCTI: ONA MeAUYHOrO 3aCTOCYBaHHS Y 3B’A3KY i3 HOBUMM
KapTOHHIlA KOpooLi Mdpaiizep LaHUMU 3 AKOCTI, AOKNIHIYHUMMN, KNIHIYHUMW faHUMK Ta

Ipnangis AaHvMu 3 chapmakoHarnsgy 3miHM BHECEHO A0
dapmacbloTikans, IHCTPYKUIi 418 MEAUYHOrO 3aCTOCYBaHHS NiKapcbKoro
Ipnangis; 3acoby A0 po3zinis "B3aemMogis 3 iHLWIMMU NiKapCbKMu
MepBuHHE Ta 3acobamu Ta iHWi BUAn B3aemogiii", "Oco6amBocCTi
BTOPUHHE 3acTocyBaHHS", "3acTocyBaHHsA y Nepios BariTHOCTI
nakyBaHHs, ab60o rogysBaHHA rpyaa” BiANoBiAHO A0 MaTepianis
BUWMYCK Cepii: peecTpauiiHoro Aocbe. 3MiHW BHECEHO A0 KOPOTKOI
Mdpaiizep XapakTepuCTMKM NikapCbKoro 3acoby A0 po3ainis “4.5.
MeHtodek4ypuHr Oco6nuBI BkasiBK/ Ta 3anobixHi 3axoau npu
[Joiuneng rméX, 3acTocyBaHHI", "4.6. B3aemogisa 3 iHWMU NiKapCbKuMm
HimeuunHa npenaparamu Ta iHwi hopmu B3aemogii’, "4.7.
3acTocyBaHHs nif vac BariTHOCTI Ta rofyBaHHs
rpyaato” BigNoBIAHO 4O MaTepianiB peecTpauiiHoro
[0CbE.
Takox [0 po3giny "Mo6ivHi peakuii” iIHCTPYKLii Ans
MeAMYHOro 3acTOCyBaHHS MikapCbKOro 3acoby Ta Ao
po3gainy "4.9. MNo6iyHi peakuii" KOPOTKOI
XapakTepucTuky NikapcbKoro 3acoby BHECEHO
iHchopMmaL,ito MPo HeOBXiAHICTL MOBIAOMUTY NPO YCi
BMMNaAKM Nif03poBaHMX NOBIYHMX peakuiil Ta
BiJCYTHOCTI eheKTUBHOCTI NikapcbKoro 3acoby. TepMiH
BBEAEHHS 3MiH - MPOTArom 9 micauis nicns
3aTBEPAKEHHS.

190. | ENI®OP Tabnetku Mcpaiizep CWA Bupo6bHnuTBO, Ipnangis/ BHECEHHS 3MiH [0 peecTpauiitHux maTepianis: 3miHu Il 3a He UA/14972/01/01
NPOIOHIOBaHOI Aji Eny.Ci.Mi. nepBuHHE Ta HimeuunHa TMny - 3MiHK Woao0 6e3nekn/edekTUBHOCTI Ta peyenmom nionseae
no 100 mr no 14 Kopnopeii BTOPVHHE hapmakoHarnsgy. 3MiHU y KOpOTKili XapakTepucTuj
TabneTtok y 6nictepi; LUH nakyBaHHs nNiKapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta iIHCTPYKLT
no 2 6nictepu B KOHTPONb AKOCTI: 015 MeAUYHOT0 3aCTOCyBaHHS Y 3B'A3KY i3 HOBUMU
KapTOHHIA KopoobLi Mdpaiizep LaHUMU 3 AKOCTI, AOKNIHIYHUMMU, KNIHIYHUMW faHUMK Ta

IpnaHpisa JaHuMu 3 hapMakoHarnsgy 3miHu BHeCEHO A0
dapmachbloTikans, IHCTPYKLUIii 415 MEAUYHOr0 3aCTOCYBaHHS NiKapcbKoro
Ipnangis; 3aco6y 40 po3ainis "B3aeMogis 3 iHLIMMY NiKapCbKUMuy
MepBuHHE Ta 3aco6amu Ta iHWi BUuAan B3aemogiii", "Oco61mMBOCTi
BTOPUHHE 3acTocyBaHHA", "3acTocyBaHHS y Nepiog, BariTHOCTI
nakyBaHHs, abo rogyBaHHs rpyaar0” BiANOBIAHO A0 MaTepiasnis
BUNYCK cepil: peecTpaLiiHoro AockbE. 3MiHM BHECEHO [0 KOPOTKOI

Mdbaiizep

XapaKTePUCTUKM NiKapCbKOro 3acoby Ao posginis "4.5.
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Ne Hassa Popma surnycky 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbKo20o | (nikapcbka hopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby YNaKkoBsKa) nocsioYeHHs1
MeHodek ypuHr Oco61BI BkasiBKv Ta 3amnobixHi 3axoaun npu
Loiuneng Mv6X, 3acTocyBaHHI", "4.6. B3aemogisa 3 iHWMU NiKapCbKnMm
HimeuunHa npenaparamu Ta iHWi doopmun B3aemogir”, "4.7.
3acTocyBaHHS Nif Yac BariTHOCTI Ta rofyBaHHs
rpyaar” BiANOBIAHO A0 MaTepiasiB peecTpauiiHoro
[0CbE.
Takox Ao po3giny "Mo6iyHi peakuil™ iIHCTpyKLii Ans
MeAMYHOro 3acTOCYBaHHA NiKkapCbKoro 3acoby Ta [0
po3ainy "4.9. Mo6iyHi peakuii™ KOPOTKOI
XapaKTepUCTUKN NikapCbKoro 3acoby BHECEHO
iHchopMmaL,ito MPo HeObXiAHICTL MOBIAOMWTY NPO YCi
BMMNAAKM Nif03pOBaHKX NOBIYHMX peakLiil Ta
BiICYTHOCTI edpeKTUBHOCTI NikapcbKoro 3acoby. TepMiH
BBEAEHHSA 3MiH - MPOTAroM 9 micauis nicns
3aTBEPAKEHHS.
191. | ENIUEA TabneTkun, BKpUTI KPKA, CnoBeHis BignosiganbHuii CnoBeHis BHECEHHS 3MiH 0 peecTpaLiinHux matepiasnis: 3MiHu | 3a UA/13686/01/02
N1iBKOBOO a.n., Hoso 3a BUPOGHMLUTBO TUMy - 3MiHM 3 AKOCTi. [OTOBWIA Nikapcbkuii 3aci6. peyenmom
060/10HKO10, M0 10 MecTo "in bulk", 3MiHV Y BUpO6HUUTBI. 3MiHM BUNpobyBaHb abo
Mr, Nno 7 TabneTok y NepBUHHY Ta [OMNyCTUMMX MEX, BCTAHOB/IEHUX Y cneuuddikalisx, nig
6nicTepi; no 4 abo BTOPUHHY Yyac BMPO6GHULITBA FOTOBOrO NiKapCbKOro 3acoby (iHLwi
no 8, a6o no 14 ynakoBky, 3MiHM) - 3MiHW AONYCTUMUX MEX, BCTAHOBJIEHUX Y
6nicTepis y kKopoobL; KOHTPONb Ta cneundikauisix, nig yac BMpoBGHMLTBA rOTOBOrO
no 10 Tabnetok y BUWMYCK Cepii: nikapcbKoro 3acoby, a came A58 napameTpy “CepefHs

6nictepi; no 3 abo
no 6, abo no 9
6nicTepiB y Kopobui

KPKA, a.4., Hoso
mecTo, CnoBeHis;

BignosigansHuii
BMPOGHMLTBO "in
bulk", nepBuHHy
Ta BTOPVHHY
ynakoBky: KPKA,
n0.4a., Hoeo mecto,
CnoseHis

maca” nif, Yac BHYTPILLHbO-MPOLIECHOTO KOHTPO/HO.
BBefeHHs 3MiH NpoTArom 6-T1 MicAuiB nicns
3aTBEPMKEHHS - 3MiHM | TUMy - 3MiHK 3 AKOCTI.
CepTudpikat signosigHocTi/lE-cepTucpikat
BiANOBIAHOCTI E€Bponeiickbkin thapmakonei/moHorpadii.
MoaaHHA HOBOro abo OHOBMEHOroO cepTudikata
BiANOBIAHOCTI ab0 BUyYEHHS cepTudikata
BiAgnNoBigHOCTI €Bponeiicbkili hapmakonei: gna Adl;
0715 BUXiQHOrO MaTepiasy/peareHTy/mpoMiXKHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTLCS Y BUPOGHULTBI A,
A5 AONOMDKHOT peyoByHY (cepTuddikaT BignoBigHOCTI
€Bponelicbkii hapmakonei) - HoBuii cepTudikar Big,
BXe 3aTBepA)KeHOro BUpPO6HMKa - MofaHHA HOBOTO
cepTudikaTa BignoBigHOCTI €EBpONenChbKiii
thapmakonei RO-CEP 2019-130-Rev 00 ans Ad®l
ecuuTanonpamy okcanarty Bif BXe 3aTBepaKeHoro
BMpO6HMKa Mylan Laboratories Limited, India. 3minu |
Tuny - 3MiHn 3 akocTi. CepTuddikaTt BignosigHocTI/lE-
cepTudikaT BignoBigHOCTI EBponeichkiii
hapmakonei/moHorpadii. NMogaHHsa HoBoOro abo
OHOBJ/IEHOrO cepTudikaTa BignoBsigHOCTIi abo
BU/TyYEHHS cepTudpikaTa BignoBiAHOCTI EBponeiichkii
thapmakonei: gna A®l; ans suxigHoro
marepiany/peareHTy/npomMiKHOro NMPOAYKTY, Lo
BMKOPUCTOBYHOTbCS Y BUPOOHMLTBI API; Ans
[0NOMDKHOT peyoBrHY (cepTudikaT BignoBigHOCTI
€Bponeiicbkili dhapmakonei) - OHoBeHWI cepTudikat
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n/n

Ha3ssa
JliKapcbK0O20
3acoby

Popma surnycky
(nikapcbka ¢hopma,
YNaKkoBsKa)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs

Homep
peecmpayiliHo2o
nocsio4yeHHs

Bifl y)Xe 3aTBEepP)KEHOro BUPOOHYKa - NOAAHHSA
OHOBJ/IEHOrO cepTudikaTa BifgnoBigHOCTI €BpoNenchbkili
thapmakonei RO-CEP 2019-130-Rev 01 ans A®l
ecuuTanonpamy okcanarty Bif BXe 3aTBepaKeHoro
BMpO6HMKa Mylan Laboratories Limited, India. 3miHu |
TMny - 3MiHK 3 AkocTi. CepTudikat BignosigHocTI/IE-
cepTudikaT BignoBigHOCTI EBponeiichkiii
thapmakonei/moHorpadii. NogaHHs HoBOro abo
OHOBJIEHOTO cepTudikaTa BifnoBigHOCTI a0
BU/yYEeHHs cepTudikaTa BignoBigHOCTI €Bponeinchbkii
thapmakonei: ana Adl; gns BuxigHoro
mMaTtepiany/peareHTy/nMpoMbKHOIo NPOAYKTY, WO
BMKOPUCTOBYIOTbCA Y BUPOOHULTBI ADl; ans
[L0MNOMIXHOT peyoBrHY (cepTuddikaT BignoBigHOCTI
€Bponelicbkiil hapmakonei) - HoBuii cepTudikar Big,
HOBOro BMPO6HMKA (3aMiHa ab0 [AOMNOBHEHHS) -
noAaHHs HOBOTo cepTuddikaT BignoBigHOCTI
€sponelicbkiin hapmakonei R1-CEP 2016-250-Rev 00
ana A®l ecunTtanonpamy okcanarty Bif, HOBOro
BMpOG6HMKa Micro Labs Limited, India. 3minu | Tvny -
3MiHK 3 sKOCTi. FoTOBMIA Nikapcbkuii 3aci6. KoHTposb
rOTOBOrO /1iKapCbKOro 3acoby (iHLUi 3MiHK)
OHOBJIEHHA BXe 3aTBEPKEHNX METOZAIB KOHTPOSIO
AKOCTI JTiKapCbKOro 3acoby, a came: BUKNaLEeHHS
TEKCTY [1epXaBHOK MOBOIO 3riiHO CYy4aCHNX BUMOT.
BBefeHHs 3MiH NpoTArom 6-T1 MicALiB micns
3aTBepXEHHS. 3MiHY | TUny - 3MiHK WoA0
6e3nekn/edekTnBHOCTI Ta thapmakoHarnsagy (iHLwi
3MiHM) - 3MiHM o MKA 13, a came 3amiHa po3giny
“I'pachiuHe ohopMIeHHs ynakoBku” Ha “MapkyBaHHS"
B 3aTBepxeHnx MKA J/13. 3artsepaKeHo:
TPAPNYECKOE O®OPMNEHWE YMAKOBKN
CooTBeTCTBYET NpeAcTaB/ieHoMy rpachuyeckomy
M306pakeHn0 yNakoBku. 3anponoHoBaHo: 3rifHo
3aTBEPKEHOrO TEKCTY MapKyBaHHS. BBefeHHs 3MiH
NPOTArom 6-Tv MicsILiB NicNs 3aTBEPAXKEHHS.

192.

ENILEA

TabneTkn, BKPUTI
N1iBKOBOIO
060/10HKO10, M0 20
Mr, M0 7 TabneTok y
6nicTepi; no 4 abo
no 8, a6o no 14
6nicTepis y kKopoobL;
no 10 Tabnetok y
6nictepi; no 3 abo
no 6, abo no 9
6nicTepiB y Kopobui

KPKA,
n.4a., Hoeo
MecTo

CnoBeHis

BignosiganbHuii
3a BUPOGHMLUTBO
"in bulk”,
NepBUHHY Ta
BTOPVIHHY
yNaKkoBKy,
KOHTpO/b Ta
BUWMYCK Cepii:
KPKA, a.4., Hoso
mecTo, CNnoBeHis;

BignosigansHuii
BMPOGHMLTBO "in
bulk", nepBuUHHY

CnoBeHis

BHECEHHS 3MiH 0 peecTpaLiinHux matepiasnis: 3MiHu |
TUMy - 3MiHM 3 AKOCTi. [OTOBWIA Nikapcbkuii 3aci6.
3MiHV Y BUpO6HUUTBI. 3MiHM BUNpobyBaHb abo
[OMNyCTUMMX MEX, BCTAHOB/IEHUX Y cneuuddikalisx, nig
Yyac BMPO6HULITBA FOTOBOrO NiKapCbKOro 3acoby (iHLwi
3MiHK) - 3MiHW AONYCTUMUX MEX, BCTAHOB/IEHUX Y
cneupudikauisix, nig yac BMpobHMLTBA rOTOBOrO
nikapcbKoro 3acoby, a came gns napameTpy “CepegHs
maca” nif Yac BHYTPILUHbO-MPOLIECHOTO KOHTPO/HO.
BBefeHHs 3MiH NpoTArom 6-T1 MicAuiB nicns
3aTBEPMKEHHS - 3MiHM | TUMy - 3MiHK 3 AKOCTI.
CepTudpikat signosigHocTi/lE-cepTucpikat
BiANOBIAHOCTI E€Bponeiickbkin thapmakonei/moHorpadii.
[MogaHHs HOBOrO abo OHOB/IEHOTO cepTudlikaTa

3a
peyenmom

UA/13686/01/03
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Ne Hassa Popma surnycky 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbKo20o | (nikapcbka hopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby YNaKkoBsKa) nocsioYeHHs1

Ta BTOPUHHY

ynakosky: KPKA,

4.n., Hoso mecrto,
CnoseHis

BIANOBIAHOCTI ab0 BUNYyYeHHS cepTudikara
BiANOBIAHOCTI €Bponeiickbkili hapmakonei: gna Adl;
[ONs BUXIOHOTO MaTepiany/peareHTy/npoMixxHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTLCA Y BUPOGHULTBI AdI;
A5 AONOMDKHOT peyoBrHY (cepTuddikaT BignoBigHOCTI
€Bponelicbkiil hapmakonei) - HoBuii cepTudikar Big,
BXe 3aTBEep)KEHOro BUPOGHHMKA - MOLaHHA HOBOTO
cepTudpikaTa BignNoBiAHOCTI EBPONEChKIl
thapmakonei RO-CEP 2019-130-Rev 00 ans A®l
ecuuTanonpamy okcanarty Bif BXe 3aTBepaKeHoro
BMpOGHMKa Mylan Laboratories Limited, India. 3miHu |
TMny - 3MiHK 3 AkocTi. CepTudikat BignosigHocTI/IE-
cepTudikaT BignoBigHOCTI EBponeiichkiii
thapmakonei/moHorpadii. NogaHHs HoBOro abo
OHOBJIEHOTO cepTudikaTa BifnoBigHOCTI a0
BU/yYEeHHs cepTudikaTa BignoBigHOCTI €Bponeichbkii
thapmakonei: ana Adl; ons BuxigHoro
mMaTtepiany/peareHTy/nMpoMbKHOIo NPOAYKTY, WO
BMKOPUCTOBYIOTbCA Y BUPOOHULTBI ADI; ans
[L0OMNOMIXHOT peyoBrHY (cepTuddikaT BignoBigHOCTI
€Bponeiicbkiin hapmakonei) - OHOBEeHWIA cepTudikat
Bifl y)Xe 3aTBEep)KEHOro BUPOOHYKa - NOAAHHSA
OHOBJ/IEHOrO cepTudikaTa BifgnoBigHOCTI €Bponechbkili
thapmakonei RO-CEP 2019-130-Rev 01 ans A®l
ecuuTanonpamy okcanarty Bif BXe 3aTBepaKeHoro
BMpO6HMKa Mylan Laboratories Limited, India. 3miHu |
TMny - 3MiHK 3 AkocTi. CepTudikat BignosigHocTI/IE-
cepTudikaT BignoBigHOCTI EBponeiichkiii
thapmakonei/moHorpadii. NogaHHs HoBOro abo
OHOBJIEHOTO cepTudikaTa BifnoBigHOCTI a0
BU/yYEeHHs cepTudikaTa BignoBigHOCTI EBponeichbkii
thapmakonei: ana Adl; gns BuxigHoro
mMaTtepiany/peareHTy/nMpoMbKHOIo NPOAYKTY, WO
BMKOPUCTOBYIOTbCA Y BUPOOHULTBI ADl; ans
[L0MNOMDXHOT peyoBrHY (cepTuddikaT BignoBigHOCTI
€Bponelicbkii hapmakonei) - HoBuii cepTudikar Big,
HOBOro BMPO6HMKA (3aMiHa abo AOMNOBHEHHS) -
noAaHHs HOBOTO cepTuddikaT BignoBigHOCTI
€sponelicbkiin hapmakonei R1-CEP 2016-250-Rev 00
ana A®l ecunTtanonpamy okcanarty Bif, HOBOro
BMpOG6HMKa Micro Labs Limited, India. 3minu | Tvny -
3MiHK 3 sKOCTi. FoTOBMIA Nikapcbkuii 3aci6. KoHTposb
rOTOBOrO /1iKapCbKOro 3acoby (iHLUi 3MiHK)
OHOBJIEHHA BXe 3aTBEPKEHNX METOZAIB KOHTPOSIO
AKOCTI JTiKapCbKOro 3acoby, a came: BUKNaAeHHS
TEKCTY [epXXaBHOK MOBOIO 3rijHO CYy4aCHNX BUMOT.
BBefeHHs 3MiH NpoTArom 6-T1 MicALiB micns
3aTBepXeHHS. 3MiHY | Tuny - 3MiHK Woa0
6e3nekn/edekTnBHOCTI Ta thapmakoHarnsagy (iHLwi
3MiHK) - 3MiHM Ao MKA /13, a came 3amiHa posginy
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Ne Hassa Popma surnycky 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbKo20o | (nikapcbka hopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby YNaKkoBsKa) nocsioYeHHs1
“I'pachiuHe ochopMAeHHS ynakoBkn” Ha “MapKyBaHHS"
B 3aTBepxeHnx MKA J/13. 3areBepaKeHo:
TPA®PNYECKOE O®OPMNEHVE YMAKOBKN
CooTBeTCTBYET NpeAcTaB/ieHOMY rpaddnyeckomy
1306pakeHnto ynakoskn. 3anponoHoBaHo: 3rifHo
3aTBEPAKEHOr0 TEKCTY MapkyBaHHS. BBeaeHHs 3MiH
NpoTArom 6-Tn MiCALIB MiCNA 3aTBEPAKEHHS.
193. | ENILUEA TabneTku, BKpUTI KPKA, CnoBeHisi BignosigansbHuii CnoseHis BHECEHHS 3MiH A0 peecTpaLiiiHux matepiasis: 3MiHu | 3a UA/13686/01/01
nNiBKOBOIO 4a.4., Hoso 3a BUPOGHULITBO TUMy - 3MiHK 3 AKOCTi. FOTOBWIA Nikapcbkuii 3aci6. peyenmom
060/10HKOI0, N0 5 Mr, MecTo "in bulk", 3MiHn y BUPO6HMLTBI. 3MiHU BUNpobyBaHb abo
no 7 TabneTtok y NepBUHHY Ta [OMNYCTUMMX MEX, BCTAHOBJIEHUX Y cneuuddikalisx, nig
6nictepi; no 4 abo BTOPUHHY 4yac BUPOGHMLTBA FOTOBOIO NiKAPCbKOro 3acoby (iHLi
no 8, a6o no 14 yMaKoBKYy, 3MiHW) - 3MiHW AONYCTUMWUX MEX, BCTAHOB/IEHNX Y
6nicTepiB y Kopobui; KOHTpPO/b Ta cneundikauisix, Mg yac BUpoOHMLTBA rOTOBOrO
no 10 TabneTtok y BUNYCK cepil: nikapcbKoro 3acoby, a came ans napameTpy “CepefHs

6nictepi; no 3 abo
no 6, abo no 9
6nictepiB y Kopobui

KPKA, 4.4., HoBo
MecTto, CrioBeHis;
BignosigansHuii
3a NEepPBUHHY Ta
BTOPUHHY
ynakosky: KPKA,
4.4n., Hoso mecrto,
CnoBeHis

Maca” nif yac BHYTPILUHbO-MPOLLECHOr0 KOHTPOSHO.
BBefeHHS 3MiH NpoTArom 6-Tu MicAuiB micns
3aTBEPKEHHS. 3MiHU | TUNY - 3MiHM 3 AKOCTI.

CeprtudpikaT BignosigHocTi/l E-cepTudikar
BiANOBIAHOCTI EBponeiickbkil hapmakonei/MmoHorpadii.
MopaHHA HOBOro abo OHOBNEHOTO cepTudikaTa
BIANOBIAHOCTI ab0 BUNyYeHHs cepTudikata
BiANoBIgHOCTI €Bponeiickkili hapmakonei: gna Adl;
[ON5 BUXIOHOTO MaTepiany/peareHTy/npoMixXHOro
NpPOAYKTY, L0 BUKOPUCTOBYIOTLCA Y BUPOGHMLTBI AdI;
ON151 AONOMDKHOT peyoBrHY (cepTuddikaT BifgnoBigHOCTI
€Bponelicbkill hapmakonei) - HoBuii cepTudikar Big,

BXe 3aTBEepA)KEHOro BUPOGHHMKA - MOLaHHA HOBOrO

cepTudpikaTa BignoBiAHOCTIi EBpONEiChKil
thapmakonei RO-CEP 2019-130-Rev 00 ans Adl
ecuuTanionpamy okcanarty Bif BXe 3aTBepAKeHOro
BMpOo6HMKa Mylan Laboratories Limited, India. 3miHu |
TMny - 3MiHK 3 AkocTi. CepTudikat BignosigHocTI/IE-
cepTugikaT BiANOBIAHOCTI EBpONEnchbKil
thapmakonei/moHorpadii. NogaHHs HoBOro abo
OHOB/IEHOTO cepTudikaTa BifnoBigHOCTI a60
BW/TyYEHHS cepTuddikaTa BignoBiAHOCTI EBpONeNChKii
thapmakonei: ana Ad®l; ons BuxigHoro
mMaTtepiany/peareHTy/NpoMbKHOIo NPOAYKTY, Lo
BMKOPWCTOBYIOTbCA Y BUPOOHULTBI ADl; ans
[L0MNOMIXHOT peyoBrHY (cepTuddikaT BignoBigHOCTI
€Bponeiicbkiin hapmakonei) - OHOBEHWIA cepTudikat
Bif y)Xe 3aTBEpP)KEHOro BUPOOHYKa - NOAAHHSA
OHOBJIEHOrO cepTudikaTa BifnoBigHOCTI €Bponechbkili
thapmakonei RO-CEP 2019-130-Rev 01 ans Adl
ecuuTasnionpamy okcanarty Bif BXe 3aTBepAKeHOro
BMpo6HMKa Mylan Laboratories Limited, India. 3miHu |
TMny - 3MiHK 3 AkocTi. CepTudikat BignosigHocTI/IE-
cepTugikaT BiANOBIAHOCTI EBpONEnchbKil
hapmakonei/moHorpadii. NMogaHHsa HoBoro a6o
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Ne Hassa Popma surnycky 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbKo20o | (nikapcbka hopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby YNaKkoBsKa) nocsioYeHHs1
OHOBJ/IEHOrO cepTudikara BifnosigHOCTi abo
BW/TyYEHHS cepTudikaTa BignoBiAHOCTI EBpPONENCHKIi
thapmakonei: gns A®l; ans BuxigHOro
marepiany/peareHTy/npomMiKHOro NPoAYyKTY, Lo
BUKOPWCTOBYIOTBLCS y BUPOOHNLTBI ADI; ans
[LOMOMDKHOT peyoBMHU (cepTudikaT BiANOBIAHOCTI
€Bponeiicbkiii hapmakonei) - HoBwii cepTudikar Big,
HOBOrO BMPOGHMKa (3aMiHa ab0 AOMOBHEHHS) -
noJaHHa HOBOro cepTudikar BiANoBIAHOCTI
€sponelicbkiii hapmakonei R1-CEP 2016-250-Rev 00
ans A®l ecuutanionpamy okcanarty Bifi HOBOro
BMpOGHMKa Micro Labs Limited, India. 3miHu | TNy -
3MiHK 3 sIKOCTi. ToTOBUIA Nikapcbkuii 3aci6. KoHTposb
rOTOBOrO JlikapCbkoro 3acoby (iHLi 3MiHK)
OHOBJIEHHA BXe 3aTBEPMKEHNX METOAIB KOHTPOSO
SIKOCTI JTiKapCbKOro 3acoby, a came: BUKNaLEeHHS
TEKCTY [Iep>XaBHO MOBOIO 3riHO CYy4YaCHNX BUMOT.
BBefeHHA 3MiH NPOTAroM 6-Tu MicALiB nicns
3aTBepMKEHHS. 3MiHK | Tuny - 3MiHn Wwoao
6e3nekn/edeKTMBHOCTI Ta thapmakoHarnsagy (iHuwi
3MiHK) - 3MiHK go MKH /13, a came 3amiHa po3giny
“I'pachiuHe ochopMAEeHHS ynakoBku” Ha “MapKyBaHHS"
B 3aTBepxeHnx MKA J/13. 3areBepaKeHo:
TPA®PNYECKOE O®OPMNEHVE YMAKOBKN
CooTBeTCTBYET NpeAcTaB/ieHOMY rpadduyeckomy
1306pakeHnto ynakoskun. 3anponoHoBaHo: 3rifgHo
3aTBEPAKEHOrO TEKCTY MapkyBaHHS. BBeaeHHS 3MiH
NpoTArom 6-T1 MiCALIB NiCNA 3aTBEPAKEHHS.
194. | EHTEPOXXEP | cycneHsis opasibHa, TOB YkpaiHa Onenna Xenckea ITanisa 3MiHM | Tuny - 3MiHK Woao 6e3nekn/etpekTNBHOCTI Ta 6e3 UA/4234/01/01
MIHA® Ne 10; Ne 20 (10x2): "Onenna ITani C.p.n. thapmakoHarnagy (iHwi 3mMiHn). 3MiHU BHECEHO B TEKCT peuyenma
no 5 mn 'y donakoHi; Xernckea MapKyBaHHS1 BTOPMHHOI YNakoBKW /ikapCbKOro 3acoby
no 10 chnakoHis, YkpaiHa" y n. 8. "[lata 3akiH4eHHs TepMiHy npuaaTHocTi" Ta n.
3'eqHaHNX M 17. "IHWE". TepMiH BBEEHHS 3MiH NPOTAroM 6
co6oto MiCALIB MIiCNA 3aTBEPLKEHHS.
nonieTnIeHoBo
nepemMuyKoto, y
kacerti; no 1 a6o 2
KaceTu B KapPTOHHIl
Kopobui
195. | EHTEPON MOPOLLIOK A5 BIOKOAE ®paHuis BIOKOJEKC ®paHuisa BHECEHHS 3MiH 0 peecTpaLiiiHux matepiasnis: 3MiHu | 6e3 UA/6295/01/01
250 OpasIbHOrO KC My - 3MiHKn 3 AKoCTi. A®Il. KoHTposib A®L. 3miHa y peyenma

3aCTOCyBaHHA No
250 mr; 10 nakeTukiB
Y KapTOHHiIli kopobui

napameTpax crneuudikauii Ta/abo 4onycTUMUX MeX,
BM3HAYeHuX y cneuudikauisx Ha A®l, abo
BUXigHWIA/NPOMIDKHUIA NpOAyKT/peareHT, Wwo

BMKOPUCTOBYHOTLCA Y Npoueci BUpobHuuTBa AdI

(AonoBHeHHs cnevudikaLii HOBUM NOKa3HUKOM SKOCTI

Ta BifNoBiAHUM METOA0M BUNPOGYBaHHS) AONOBHEHHS
cneuudikavii npy BUNYCKy Ait040i pevoBUHM

niocpinizoBaHi Saccharomyces boulardii CNCM 1-745
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n/n

Ha3ssa
JliKapcbK0O20
3acoby

Popma surnycky
(nikapcbka ¢hopma,
YNaKkoBsKa)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs

Homep
peecmpayiliHo2o
nocsio4yeHHs

HOBVM napameTpom sIKOCTi “BunpobyBaHHsA Ha
reHoTUNOBY iAeHTUdikalilo” Ta BigNoBIAHNM METOAOM
BMNPO6YBaHHA. 3MiHu | TUny - 3MiHK 3 SKoCTi. AdDI.
KoHTponb A®I. 3miHa y napameTpax crneuudikawii
Ta/abo fONyCTUMUX MEX, BUSHAUEHUX Y
cneumdikauisix Ha Adl, a6o BMXigHWUA/NPOMKHWIA
NpoAyKT/peareHT, Lo BUKOPUCTOBYOTLCS Y NpoLEeCi
BMPOGHMLUTBA ADI (iHLWi 3MiHW) - BHOCATLCA peakLiiiHi
npasku B cneuudikauito 4itoHoi pevoBUHU
Saccharomyces boulardii CNCM 1-745 3a noka3HWKOM
Control of microbial and contamination, a came
3MiHEHO NoCuIaHHA Ha MIKpo6ionoriyHy uicToTy 3 Ph.
Eur. 2.6.12 1a 2.6.13 Ha Ph. Eur. 2.6.36 Ta 2.6.38,
BiANOBIAHO, Ta 3MiHM Ha3BM noka3Hukis (TAMC Ta
TYMC) Ha (AMCC Ta YMCC), 6e3 3MiH1 MeTOAUKN
BMNPO6YBaHHSA

196.

EHTEPOCME
KTUT

NMopoLUOK AN
OopasibHOT cycneHsii
no3r;no3,76r
MOPOLLKY Yy calle; rno
10 a6o 30 cawe B
nadui 3 KapToHy

TOB
"TepHoda
pu"

Ykpaina

TOB
"TepHodthapm

YkpaiHa

BHECEHHS 3MiH A0 peecTpaLiiiHux matepiasis: 3MiHu |
TUny - 3MiHKU 3 AKOCTi. A®l. KoHTposib A®I. 3miHa y
napameTpax crneundikauii Ta/abo 4ONyCTUMUX MEX,
BM3HA4YeHNX y cneundikauisx Ha A®Il, abo
BUXiAHWIA/NPOMIDKHWIA NpOAYKT/peareHT, Lo
BMKOPWCTOBYIOTbCA Y npoueci BupobHuytea A®I (iHwwi
3MiHN)
3MiHa y napameTpax crneuugikaLii Ta meTogax
BXiJHOr0 KOHTPOJIIO 38 MOKA3HWKOM SIKOCTI
“Apcop6uiiHa 3gaTHicTb” ana A®| giocmekTut
(CMeKTWT fioKTaeapuUYHUIA).

6e3
peuyenma

UA/18203/01/01

197.

ENOBIOKPU
H

PO34nNH ANS iH'EKLIR
no 2000 MO; no 1
MJ1 B nonepesHbLo
HarnoBHEHOMY
Lwnpuudy; no 5
nonepeAHL0
HarnoBHEHMX
wnpuuiB y 6nictepi;
no 1 6nictepy y
nauuj; no 1 mn B
amnyni; no 5 amnyn
y 6nictepi; no 1
6nictepy y nauui

TOB "®3
"BIO®AP
MA"

YkpaiHa

TOB "®3
"BIO®PAPMA"

YkpaiHa

BHECEHHS 3MiH 0 peecTpaLiiiHux matepiasnis: 3MiHu |
Tnny - 3MiHu 3 AkocTi. CepTudikat BignosigHocTi/lE-
cepTudikaT BignoBigHOCTI EBponeiichkiii
hapmakonei/moHorpadii. 3MiHW, NoB'A3aHi 3
HeoOXiAHICTIO NpUBEAEHHS Y BIANOBIAHICTL A0
MoHorpadii dY abo EBponeiicbkoi thapmakonei, abo
iHLIOT HauioHas1bHOI thapmakonei aepxasu E€C (3MiHa
y crneundikauisix, nos'sa3aHa 3i 3aMiHOK BUMOT
MoHorpadii AdY abo iHLWoi HauioHanbHOT hapmakonel
aepxasun €C Ha BUMOry MoHorpadii €sponeicbkoi
hapmakonei) BHeceHHs 3MiH 10 cnocoby po3paxyHKy
n. «KinbkicHe BU3HaYeHHSA. [UTOMa aKTUBHICTb», a
came — NpMBEAEHHS Y BIAMNOBIAHICTb A0 MOHOrpadil
EP 1316 «Erythropoietin concentrated solution».
BignosigHo o MoHorpadii, po3paxyHOK NpoBOAUTLCA
3 BUKOPUCTaHHAM 6i0f10TiYHOT akTUBHOCTI AdI,
BM3HAYEHOT METOAO0M, OnucaHuM B p. «Assay» EP
1316, y 3B'A3KY 3 YMM 3anpornoHOBaHO 3aCTOCYyBaHHSA
aHaunoriyHoro nigxoAy y BHYTPILLHIA cneumdikavii
nignpuemcraa.
3aTtBepakeHo 4.3 Nutoma akTuBHICTb He meHwe 100
000 MO/wr 6inka MNTOMy akTUBHICTb cybcTaHuil

3a
peyerimom

UA/17088/01/02
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Ne Hassa Popma surnycky 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbKo20o | (nikapcbka hopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby YNaKkoBsKa) nocsioYeHHs1
(Anut, MO/Mr 6inka) po3paxoByoTb 3a HOPMY/I0H0
Anut. = A/C, ge A- BMIiCT eputponoeTuHy (3a n. 4.2
«BmicT eputponoeTuHy»), MO/Mn; C- BMICT 6inka y
cy6cTaHUuii (3a n. 3.4 «3aranbHuiA 6inok»), Mr/mn
3anponoHoBaHo 4.3 MNMuTtoma akTVBHICTb He MeHLue
100 000 MO/wmr 6inka
MuTomy akTuBHICTb cybcTaHuii (AnuT, MO/Mr 6inka)
po3paxoBytoTh 3a hopmynoto Anut. = A/C, ge A- BMIiCT
epuTponoeTuHy (3a n. 4.1 «bionoriyHa aKTUBHICTb in
vivo»), MO/mn; C- BMICT 6inka y cy6cTaHuii (3a n. 3.4
«3arasibHuii 6ifoK»), Mr/mn
198. | EMOBIOKPU PO34UH A5 iH'EKLLA TOB "®3 YkpaiHa TOB "$3 YkpaiHa BHECEHHS 3MiH 0 peecTpaLiiiHux matepiasnis: 3MiHu | 3a UA/17088/01/03
H no 4000 MO; no 1 "BIO®AP "BIO®APMA" Tuny - 3MiHn 3 akocTi. CepTuddikaTt BignosigHocCTI/lIE- peyenmom
M1 B nonepesHbo MA" cepTudikaT BigNoBigHOCTI EBpoNenchkiii
HanoBHEHOMY thapmakonei/MoHorpadii. 3mMiHK, NoB'A3aHi 3
wnpuay; no 5 HEOO6XiAHICTIO NPUBEAEHHS Y BiANOBIAHICTL A0
nonepegHL0 MoHorpadii ®Y abo Esponeiicbkoi chapmakonei, abo
HanoBHEHMUX iHLWOT HaujioHanbHOI thapmakonei fgepxasu €C (3MiHa
wnpuuis y 6nictepi; y cneuudikavisix, NoB'A3aHa 3i 3aMiHO0 BUMOT
no 1 6nictepy y MoHorpadii 4dY abo iHwWoi HavioHanbHOT hapmakonei
naJui; no 1 mn B nepxasun €C Ha BUMOry MoHorpadii €sponeiicbkoi
amnyni; no 5 amnyn thapmakonei) BHeceHHs 3MiH [0 cnocoby po3paxyHKy
y 6nicTepi; no 1 n. «KinbkicHe BU3Ha4YeHHs. MnTOMa aKTUBHICTb», a
6nictepy y nauui came — NpuBeAeHHs Y BIAMNOBIAHICTb A0 MOHOrpadit
EP 1316 «Erythropoietin concentrated solution».
BignoBigHo Ao MoHorpadii, po3paxyHoK NpoBOAUTLCS
3 BUKOPUCTaHHAM 6i010ri4HOT akTUBHOCTI AdI,
BM3HAYEHOT METOAO0M, ONMUCaHUM B p. «Assay» EP
1316, y 3B’A3KYy 3 UMM 3anponoHOBaHO 3aCTOCYBaHHSA
aHasoriyHoro nigxoAy y BHYTPILLHIA cneuudikawii
nignpuemcraa.
3arBepmkeHo 4.3 NToma akTuBHICTb He meHwe 100
000 MO/mr 6inka MNUTOMY aKTUBHICTb CybCTaHLLT
(Anut, MO/Mr 6inka) po3paxoByoTb 3a HOPMY/I0H0
AnuT. = A/C, ge A- BMIiCT eputponoeTuHy (3a n. 4.2
«BMICT epuTponoeTunHy»), MO/mn; C- BMICT binka y
cybcTaHuii (3a n. 3.4 «3arasnbHuii 6iNoK»), Mr/mn
3anponoHoBaHo 4.3 MNMuToma akTVBHICTb He MeHLue
100 000 MO/wmr 6inka
MuTtomy akTuBHiCTb cybcTaHuii (AnuT, MO/Mr 6inka)
po3paxoBytoTh 3a hopmynoto Anut. = A/C, ge A- BMIiCT
epuTpOonoeTHHy (3a n. 4.1 «bionoriyHa aKTUBHICTb in
vivo»), MO/mn; C- BMICT 6inka y cy6eTaHuii (3a n. 3.4
«3arasibHuii 6iNoK»), Mr/mn
199. | ENMOBIOKPU PO34UH A1s1 iH'EKLLIA TOB "®3 YkpaiHa TOB "$3 YkpaiHa BHECEHHS 3MiH 0 peecTpaLiiiHux matepiasis: 3MiHu | 3a UA/17088/01/04
H no 10 000 MO; no 1 "BIO®AP "BIO®APMA" Tuny - 3MiHn 3 akocTi. CepTuddikaTt BignosigHocCTI/IE- peyenmom
M/1 B nonepegHbo MA" cepTudikaT BignoBigHOCTI EBponeichkiii
HanoBHEHOMY hapmakonei/MoHorpadii. 3mMiHK, NoB'A3aHi 3
Lwnpuudy; no 5 HEOO6XiAHICTIO NPUBEAEHHS Y BigNOBIAHICTL A0
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n/n

Ha3ssa
JliKapcbK0O20
3acoby

Popma surnycky
(nikapcbka ¢hopma,
YNaKkoBsKa)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs

Homep
peecmpayiliHo2o
nocsio4yeHHs

nonepegHL0
HarnoBHEHWX
wnpuuis y énicrepi;
no 1 6nictepy y
nadui; no 1 mn B
amnyni; no 5 amnyn
y 6nicTepi; no 1
6nicTepy y nauui

MoHorpadii dY abo EBponeiicbkoi thapmakonei, abo
iHLIOT HauioHasTbHOI thapmakonei aepxasu E€C (3miHa
y crneundikauisix, nos'sa3aHa 3i 3aMiHOK BUMOT
MoHorpadii 4PY abo iHLWOoI HavioHanbHOT hapmakonei
nepxasun €C Ha BUMOry MoHorpadii €EBponeiicbkoi
thapmakonei) BHeceHHs1 3MiH 0 cnocoby po3paxyHky
n. «KinbkicHe BU3HAYeHHSA. [UTOMa aKTUBHICTb», a
came — NpMBeAEHHS Y BiAMOBIAHICTb A0 MOHOrpadil
EP 1316 «Erythropoietin concentrated solution».
BignosigHo Ao MoHorpadiii, po3paxyHoK NpoBOAUTLCA
3 BUKOPUCTaHHAM 6i0/10rivHOT akTuBHOCTI AdI,
BW3HAYEHOT METOAO0M, OnucaHuM B p. «Assay» EP
1316, y 3B’'A3KY 3 YUMM 3anpornoHOBaHO 3aCTOCYyBaHHSA
aHasoriyHoro nigxoAy y BHYTPILLHIA cneuudikauii
nignpuemcraa.
3arBepakeHo 4.3 Nutoma akTuBHiCTb He meHLwwe 100
000 MO/wmr 6inka MNTOMy aKkTUBHICTb CybCTaHLiT
(Anut, MO/Mr 6inka) po3paxoByoTb 3a HOPMY/I00
Anut. = A/C, fie A- BMICT eputponoeTuHy (3an. 4.2
«BwmicT eputponoeTuHy»), MO/mn; C- BMICT 6inka y
cy6cTaHUuii (3a n. 3.4 «3arasibHuiA 6inok»), Mr/m
3anponoHoBaHo 4.3 NToma akTUBHICTbL He MeHLwe
100 000 MO/wmr 6inka
MuToMy akTUBHICTb cybcTaHuii (AnuT, MO/Mr 6inka)
po3paxoByloTh 3a hopmynoto Anut. = A/C, ge A- BMICT
epuTponoeTuHy (3a n. 4.1 «bionoriyHa akTUBHICTb in
vivo»), MO/mn; C- BMICT 6Ginka y cy6eTaHuii (3a n. 3.4
«3arasibHuii 6isok»), Mr/mn

200.

ENOBIOKPU
H

PO34MH AN15 iH'EKLNA
no 1000 MO; no 1
M B nonepesHbLo
HarnoBHEHOMY
wnpudy; no 5
nonepeAHbL0
HarnoBHEHNX
wnpuuis y énicrepi;
no 1 6nictepy y
nadui; no 1 mn B
amnyni; no 5 amnyn
y 6nicTepi; no 1
6nicTepy y nauui

TOB "3
"BIO®AP
MA"

YkpaiHa

TOB "®3
"BIO®APMA"

YkpaiHa

BHECEHHS 3MiH A0 peecTpaLiiiHux matepiasis: 3MiHu |
TMny - 3MiHK 3 AkocTi. CepTudikat BignosigHocTI/IE-
cepTugikaT BiANOBIAHOCTI EBpONEnchbKil
hapmakonei/MmoHorpadii. 3MiHW, NoB'A3aHi 3
HeOoO6XiAHICTIO NPUBEAEHHS Y BiANOBIAHICTL A0
MoHorpadii AdY abo €sponelicbkol hapmakonei, abo
iHLIOT HauioHasTbHOI thapmakonei aepxasu E€C (3miHa
y cneyndikauisix, nos'a3aHa 3i 3aMiHOK BUMOT
MoHorpadii APY abo iHLWOoi HavioHanbHOT hapmakonei
nepxasun €C Ha BUMOry MoHorpadii €EBponeiicbkoi
hapmakonei) BHeceHHs1 3MiH 40 cnocoby po3paxyHky
n. «KinbkicHe BU3HaYeHHA. MnTOMa aKTUBHICTb», a
came — NpMBeAEHHS Y BiAMOBIAHICTb A0 MOHOrpadil
EP 1316 «Erythropoietin concentrated solution».
BignosigHo Ao MoHorpadiii, po3paxyHoK NpoBOAUTLCS
3 BUKOpPUCTaHHAM 6io/10rivHOT akTuBHOCTI AdI,
BW3HAYEHOT METOAO0M, ONUCaHUM B p. «Assay» EP
1316, y 3B’A3KY 3 YMM 3anpornoHOBaHO 3aCTOCYyBaHHSA
aHasoriyHoro nigxoAy y BHYTPILLHIA cneuudikauii
nignpuemcraa.
3arBepakeHo 4.3 Nutoma akTuBHiCTb He meHwe 100
000 MO/wmr 6inka NUTOMY aKTUBHICTb CybCcTaHLl

3a
peyenmom

UA/17088/01/01
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Ne Hassa Popma surnycky 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbKo20o | (nikapcbka hopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby YNaKkoBsKa) nocsioYeHHs1
(Anut, MO/Mr 6inka) po3paxoByoTb 3a HOPMY/I0H0
Anut. = A/C, ge A- BMIiCT eputponoeTuHy (3a n. 4.2
«BmicT eputponoeTuHy»), MO/Mn; C- BMICT 6inka y
cy6cTaHUuii (3a n. 3.4 «3aranbHuiA 6inok»), Mr/mn
3anponoHoBaHo 4.3 MNMuTtoma akTVBHICTb He MeHLue
100 000 MO/wmr 6inka
MuTomy akTuBHICTb cybcTaHuii (AnuT, MO/Mr 6inka)
po3paxoBytoTh 3a hopmynoto Anut. = A/C, ge A- BMIiCT
epuTponoeTuHy (3a n. 4.1 «bionoriyHa aKTUBHICTb in
vivo»), MO/mn; C- BMICT 6inka y cy6cTaHuii (3a n. 3.4
«3arasibHuii 6ifoK»), Mr/mn
201. | ECKANEN Tabnetku no 1,5 mr BAT YropwumHa BAT "leneoH YropwmHa BHECEHHS 3MiH 0 peecTpaLiiiHux matepiasnis: 3MiHu | 3a UA/4789/01/01
no 1 Tabnetuiy "l'epeoH Pixtep" TMny - 3MiHK WoAo 6e3nekn/edpeKkTNBHOCTI Ta peyenmom
6nicTepi; no 1 Pixtep" thapmakoHarnsgy. BeegeHHs abo 3miHv Ao
6nictepy pasom 3 y3arasibHeHUX JaHnx Npo cucTemy dhapmakoHarnsgy
KapTOHHUM (BBEAEHHSA Y3araslbHEHUX AaHWX NPO cucTemy
dyTnspom ans hapmakoHarnsgy, 3MiHa ynoBHOBaXeHOi 0cobu,
36epiraHHs 6nicTepa BiANOBIAA/IbHOI 3a 34iiCHEHH:A hapMmakoHarnsay;
B KapTOHHIiA KOHTaKTHOI 0co6YM 3 thapmakoHarnsagy 3asiBHuka anas
ynakoBLi 3piicHeHHs hapMakoHarnsgy B YkpaiHi, KO0 BOHA
BiAMiHHa Bif, yNOBHOBaXXEHOT 0CO6M, BifNoBiganbHOI
3a 3AjiicHeHHs hapmakoHarnagy (Bkyatoun
KOHTaKTHI AaHi) Ta/abo 3MiHN Yy pO3MilLeHHi MacTep-
thaiina cuctemu chapmakoHarnsgy) - 3miHa
KOHTaKTHUX AaHMX YNOBHOBAXXEHOI 0COOM 3asiBHMKA,
BiANOBIAaNbHOI 3a thapmakoHarnsg,. 3miHa
MicLie3HaxoMKeHHs MacTep-chaiina cuctemu
hapmakoHarnsgy. 3miHa Micusi 34iliCHEHHS1 OCHOBHOT
LisNIbHOCTI 3 hapmakoHarnsay
202. | ECKANEN TabneTtku, Lo BAT YropwumHa BAT "leneoH YropwmHa BHECEHHS 3MiH 0 peecTpaLiiiHux matepiasis: 3MiHu | 3a UA/4789/02/01
OMcnepryoTbca B "TepeoH PixTep" TMny - 3MiHKM Woao0 6e3nekn/edekTUBHOCTI Ta peyenmom
POTOBI NOPOXHWHI PixTep" thapmakoHarnsgy. BeegeHHs abo 3miHv o
no 1,5 mr; no 1 y3arasibHeHUX JaHnx Npo cucTemy dhapmakoHarnsgy
Tabnetui y 6nictepi; (BBEAEHHSA Y3araslbHEHUX AaHWX MPO cucTemy
no 1 6nictepy y chapmakoHarnsgy, 3miHa ynoBHOBaXXeHoi ocobu,
nakeTi 3 BiANOBIAa/IbHOI 3a 34iiCHEHHSA hapMmakoHarnsay;
namiHoBaHoi KOHTaKTHOI 0C06YM 3 thapmakoHarnsagy 3asBHuka ans
IOMIHIEBOI 3piicHeHHs hapMakoHarnsay B YkpaiHi, K0 BOHA
onbry; no 1 nakety BiAMiHHa Bif, yNOBHOBaXKEHOT 0CO6M, BigNoBigansLHOI
B KQPTOHHIN 3a 34iicHeHHs hapmakoHarnsgy (Bkayarum
ynaxoBLii KOHTaKTHI AaHi) Ta/abo 3MiH1 y pO3MiLLeHHi MacTep-
thaiina cuctemu chapmakoHarnsgy) 3mMiHa KOHTaKTHUX
LaHNX YNOBHOBaXEHOT 0CO6M 3asBHUKA,
BiANOBiAa/IbHOT 32 hapmakoHarnsag. 3MmiHa
MicLie3HaxoMKeHHs MacTep-ghaiina cuctemm
hapmakoHarnsgy. 3miHa Micusi 34iliCHEHHS OCHOBHOT
OisNbHOCTI 3 dhapMakoHarnsgy.
203. | ETAMBYTON | Ta6netku no 400 wr; My6niuHe YkpaiHa My6niyHe YkpaiHa BHECEHHS 3MiH [JO peecTpaLiliHix maTepianis: 3MiHu | 3a He UA/0136/01/03
no 10 TabneTtok y aKUioHepH akuioHepHe TMny - 3MiHKM Woao 6e3nekn/edpeKTUBHOCTI Ta peyenmom | nionsieae
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Ne Hassa Popma surnycky 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbKo20o | (nikapcbka hopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby YNaKkoBsKa) nocsioYeHHs1
6nicTepi; no 5 e TOBapUCTBO dhapmakoHarnsgy. 3miHa y KOpoTKili xapakTepuctuui
6nicTepiB y nauuj; TOBapuUCTB "HaykoBo- NiKapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta iHCTPYKLiT
no 120 TabneTok y o} BUPOGHNUIA AN MeAMYHOro 3acToCyBaHHA Ha NiACTasi perynsipHo
KOHTeliHepi "HaykoBo- LeHTp OHOB/IHOBAHOrO 3BITY 3 6e3neku NikapCbLKoro 3acoby,
nnacTMkosomy; no 1 BMPOGHUY "BopLuariBcbkuii abo gocnigpxeHb 3 6e3Mekn 3acTocyBaHHS iKapCbKoro
KOHTeliHepy B nauyj; WiA LEHTP Ximiko- 3acoby B nmicnspeecTpaviliHnii nepios, abo sk
no 1000 TabneTok y "Bopuaris thapmaL,eBTUYHWMIA pe3ynbTaT OLiHKV 3BITY 3 AOC/ILKEHb, MPOBEAEHNX
KOHTEliHepi CbKuit 3aBog" BiANOBIAHO [0 NMnaHy negiatpuuHnx gocnimxeHs (PIP)
nnacTmMacoBomMy XimiKo- (3MiHY y3rogkeHo 3 KOMMETEHTHUM YNOBHOBaXXEHUM
thapmaues opraHom).
TUYHWIA 3MiHM BHECEHO A0 IHCTPYKLji 4158 MeauyHoro
3asog” 3acToCyBaHHSA Nikapcbkoro 3acoby Ao po3ainis:
"Ocob6nuBocTi 3acTocyBaHHSA", "Mo6iuHI peakuii" Wwono
6e3nekn 3acToCyBaHHSA [il04H0T peYOBUHN eTaMbyTon
BiANOBIAHO 0 pekomeHaaLin PRAC. BBeagHHS 3MiH
NpoTArom 6-Tn MiCALIB NiCNA 3aTBEPMKEHHSA. 3MiHW |
TMny - 3MiHK WoAo 6e3nekn/edpeKTNBHOCTI Ta
hapmakoHarnagy (iHwi 3MiHn). 3MiHWM BHECEHO A0
IHCTPYKUiT A4NA MEANYHOrO 3aCTOCYBaHHA NiKapCbKoro
3acoby fo posginy "MNob6iyHi peakuii” woao
BaXX/IMBOCTi 3BiTyBaHHS Npo MobiyHi peakuii. BBegeHHs
3MiH NPOTAroM 6-TW MicsLiB Nicns 3aTBEPKEHHS.
204. | ETOHIA mMa3b 1% nol15ry AT YkpaiHa AT "ly6Hnchapm" YkpaiHa BHECEHHS 3MiH [0 peecTpaLjiiiHuX MmaTepianis: 3MiHu | 6e3 nionsizae UA/6734/01/01
6aHkax; no 1 6aHui B | "/ly6HuUcha TMny - 3MiHK Woao 6e3nekn/edekTUBHOCTI Ta peuyenma
nauuj 3 KapToHy; No pm" hapmakoHarnsgy (iHwi 3MiHn).

15ry Ty6ax; no 1
Ty6i B nayui 3
KapToHy; no 30 ry
Ty6i; mo 1 Ty6i B
naJi 3 KapToHy

OHOB/IEHHA TEKCTY MapKyBaHHA NepBUHHOI Ta
BTOPMHHOT YNakoBKW NikapcbKoro 3acoby, a came
BW/IyYEHHST iHhopmaLil, 3a3Ha4eHOT POCiiCbKo

MOBOI. BBeeHHs 3MiH MPOTAroM 6-TW MicsLiB nicns
3aTBEPMAKEHHS. 3MiHM | TUNy - 3MiHK 3 AKOCTi. [0TOBWIA
nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3aKyrnoptoBanbHWii 3aci6. 3MiHa po3mipy
yNakoBKM rOTOBOrO NiKapCbKoro 3acoby (3MiHa
mMacu/06'eMy BMICTY KOHTeliHepa 6aratogo30Boro

NikapcbKoro 3acoby N5 HenapeHTepaibHOro
3acTocyBaHHs (a0 04HO030BOr0, YaCTKOBOrO

BMKOPUCTaHHS)) BBEAEHHS AOAATKOBOrO BUAY

ynakoBku, a came no 30 r y Ty6ax, no 1 Ty6i B navyj 3

KapToHy, 6e3 3MiHV NePBUHHOMO NaKyBaslbHOro

martepiany (3atBepgxeHo: no 15 ry tybax), 3

BiANOBIAHUMY 3MiHaMVK A0 p. «YnakoBka» Ta n. «Maca
BMICTYy ynakoBKu» Yy crieuuaikaLjii/MmeTogax KOHTPO/O
akocTi MKA /13. 3miHn BHeceHo B po3gin "YnakoBka" B
IHCTPYKL,iO 4151 MeANYHOTO 3aCTOCYBaHHSA NiKapCbKoro
3acoby y 3B'A3Ky 3 BBEEHHAM [40[aTKOBOI yNakoBKM
Ta SK HaCNIfOK - 3aTBEPPKEHHSI TEKCTY MapKyBaHHSs
[04aTKOBOI YNakoBK Nikapcbkoro 3acoby. BeefeHHs
3MiH NPOTAroM 6-Tu MICALIB NiC/A 3aTBEPOAXKEHHS.
3MiHn | TURY - 3MiHK 3 AKOCTi. FOTOBWIA NikapCbKWii
3aci6. KOHTpo/ib roTOBOro NiKapcbKoro 3acoby. 3miHa
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n/n

Ha3ssa
JliKapcbK0O20
3acoby

Popma surnycky
(nikapcbka ¢hopma,
YNaKkoBsKa)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs

Howmep

peecmpayiliHo2o

nocsioYeHHs1

y MeTogax BunpobyBaHHA roTOBOro /ikapCbKoro
3acoby (He3HayHa 3MiHa y 3aTBEpPPKEHNX METOAAX
BUMPOBYBaHHSA) BHECEHHS 3MiH B METOAUKY
BMNPOGYBaHHA Macy BMIiCTY yNakoBKM (3MiHEHO
KiNbKiCTb Ty6 A5 HOBOI ynakosku no 30 r y Ty6ax).
BBefeHHA 3MiH NPOTAroM 6-Tu MicALiB nicns
3aTBEPMKEHHS.

205.

ETOMNO3UJ-
TEBA

KOHLieHTpaT Ans
pO34nHy Ans
iHcpy3iiA, 20 mr/mn no
5wmn a6o 10 mny
donakoHi; no 1
chnakoHy B
KapTOHHIA Kopoo6Li

TOB
«TeBa
YkpaiHa»

YkpaiHa

dapmaxemi B.B.

HinepnaHvgn

BHECEHHS 3MiH [0 peecTpaLjiiiHuX MmaTepianis: 3MiHu |
TMny - 3MiHK Woao 6e3nekn/edekTUBHOCTI Ta
thapmakoHarnagy. 3MiHa y KOpOTKiil xapakTepucTuLi
NiKapcbKoro 3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKLiT
[ONs MeAMYHOro 3acToCyBaHHA Ha NiACTaBi perynsipHo
OHOBJ/OBAHOrO 3BiTY 3 6e3NeKn Nikapcbkoro 3acooby,
abo focnigkeHb 3 6e3nekn 3acToCyBaHHSA NikapCbKoro
3acoby B nicnspeecTpauiliHnii nepios, abo sk
pe3ynbTaT OLiHKV 3BITY 3 AOC/ILKEHb, MPOBEAEHNX
BiANOBIAHO f0 MnaHy negiatpuuHnx gocnimxeHs (PIP)
(iHWi 3MiHW). 3MiHWM BHECEHO B IHCTPYKLUitO Ans
MeAUYHOro 3aCTOCyBaHHS NiKapcbKoro 3acoby o
po3ginis "Oco6nmBOCTi 3acTocyBaHHS", "M0o6IYHI
peakuii" BignosiaHO A0 iHGopMaLii Wwoao 6e3neku
3aCTOCyBaHHS Aitl040i peYOBUHY 3rigHO 3
pekomeHpauieto PRAC. BBeeHHS 3MiH NpOTArom 6-Tu
MicsILiB Nicns 3aTBEPAKEHHS.

3a
peyenmom

He
nionsieae

UA/7277/01/01

206.

ETOMNO3WUA-
TEBA

KOHLLeHTparT ans
pO34nHy Ans
iHcpy3iiA, 20 mr/mn no
5wmn a6o 10 mny
donakoHi; no 1
donakoHy B
KapTOHHI KopoobLi

TOB
«TeBa
YkpaiHa»

Ykpaina

dapmaxemi b.B.

Higepnangn

BHECEHHS 3MiH 40 peecTpaLiiHux matepiasnis: 3MiHu |
TMny - 3MiHK Woao 6e3nekn/edpeKTNBHOCTI Ta
thapmakoHarnagy. BHeceHnHs abo 3miHa(u) o
3060B's13aHb Ta YMOB BMAadi peecTpauiiiHoro

NOCBIAYEHHSA, BKtoYatoun MnaH ynpasiHHA pu3nkamm

(iHWi 3miHW) - OHOBAEHO MnaH ynpaBAiHHA pU3nKamu,

Bepcis 2.0 Ha nikapcbkuii 3aci6 ETono3ng-Tesa,

KOHLIEHTpAT 4719 po34uHy ANs iHdysiid, 20 mr/mn; no 5

M1 a6o no 10 M 'y donakoHi; no 1 dpnakoHy B
KapTOHHI/ Kopo6Li. 3MiHW BHECEHO [0 YacTuH: |
«3arasibHa iHpopmavis», I «Cneyudikauisa 3
6e3nekn», VI «Pe3iome nnaHy ynpasniHHS pu3nkamm»,
VIl «opatkun» BigNOBIAHO [0 OHOBIEHUX AaHUX Y
nnaHi ynpaeniHHA pU3nKamu, Lo 3aTBEPAKEHNI Y
€poneiicbkomy Cow3i Ta HagaHuiA y cknagi
MaTepianiB AOCbE Ta Y 3B'A3KY 3 BUAAIEHHAM
BaX/IMBUX iA€HTUIKOBAHNX PU3NKIB, BEXK/TUBUX

MOTEHLiAHNX PU3UKIB, @ TaKOX BUAAIEHHS BiACYTHBOI

iHcpopmavii BignosigHo Ao HaRP Assessment Report

for etoposide.
Pestome nnaHy ynpasniHHA pu3ukamu Bepcis 2.0
fofaeTbes

3a
peyerimom

UA/7277/01/01

207.

E®EPOKC®

Tabnetkun no 50 Mkr;
no 25 TabneTtok y
6nictepi, no 4

Ecnapma
6X

HimeuunHa

BTOpWHHE
nakyBaHHS:
ecrnapma ®apma

HimeyunHa

BHECEHHS 3MiH 0 peecTpaLiiiHux matepianis: 3MiHu |
™My - 3MiHK 3 SIKOCTi. FOTOBUIA Nnikapcbkuii 3aci6.
Onuc Ta ckaag, (iHwWi 3MiHK) - 3MiHa onucy

3a
peyenmom

UA/19204/01/02
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Ne Hassa Popma surnycky 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbKo20o | (nikapcbka hopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby YNaKkoBsKa) nocsioYeHHs1
6nicTepy B ynakosLi Cepsices 'M6X, 30BHILLHLOrO BMAY TabneTku 3 BigNoBiAHNMMN 3MiHAMM
HimeuunHa; B po3gin «Onuc» MKA N3 y 3B’A3Ky i3 BUNpaBieHHAM
BMPOBHMLTBO in noMusku npu nepeknagi 8 Cneuudpikadii MN13 Ha
bulk, nepsuHHe BMUNYCK Ta MPOTArOM TEPMiHY NpUAATHOCTI
nakyBaHHs, 3areepaxeHo: Cneumdikauis. Jns gosysaHHA 50 mr
BTOPVHHE Bini kpyrni TabneTku, yBirHyTi 3 04HOro 60Ky, Onykni 3
nakyBaHHs, iHLLIOrO, 3 HACIYKOK AN po3noMy (TabneTKy MOXHa
KOHTPO/b SKOCTI, PO3AINUTN HATUCKAHHAM) Ta 3 rpaBiloBaHHAM
BUNYCK cepil: [,03yBaHHA «50».
Ninpodpapm M6X, 3anponoHoBaHo: Creuundikauia 4ns go3ysBaHHsA 50 mr
HimeuunHa Bini kpyrni ggoonykni TabneTku, 3 Haciukow Ans
po3siomy (TabneTky MOXHa po34iNTN HaTUCKAHHAM)
Ta 3 rpasiloBaHHAM [03yBaHHA «50». 3MiHWN BHECEHO B
po3gin "Nikapcbka chopma” (OCHOBHI i3VKO-XiMiUHi
B1IAaCTUBOCTI) B IHCTPYKLitO 4518 MeANYHOro
3acTOCyBaHHA Nikapcbkoro 3acoby. BeeAeHHS 3MiH
NpoTSArom 6-Tv MicsLiB Micisi 3aTBEPAKEHHS.
208. | EPEPOKC® Tabnetku no 100 Ecnapma HimeyunHa BTOPVHHE HimeuunHa BHECEHHS 3MiH 0 peecTpaLiiiHux matepiasis: 3MiHu | 3a UA/19204/01/03
MK, No 25 TabneTok m6X nakyBaHHs: MRy - 3MiHK 3 AKOCTI. FOTOBWIA NliKapCbKUiA 3aci6. peyenmom
y 6nicTepi; no 4 ecnapma d®apma Onwuc Ta cknag, (iHwWi 3mMiHK) - 3MiHa onucy
6nicTepy B ynakoBLi Cepsices 'M6X, 30BHILUHLOrO BUAY TabneTku 3 BiANOBIAHMMMU 3MiHAMU
HimeuunHa,; B po3gin «Onuc» MKA N3 y 38’A3Ky i3 BUNpaBieHHAM
BMPOGHULITBO in nomunku Npu nepeknagi B Cneuudikauii M3 Ha
bulk, nepsuHHe BUMYCK Ta NPOTArOM TepMiHy NpUAaTHOCTI
nakyBaHHs, 3aTtBepmxeHo: Cneundikauis. Ana gosysaHHsa 100 mr
BTOPWHHE Bini kpyrni TabneTku, yBirHyTi 3 0AHOro 60Ky, ONyKi 3
nakyBaHHs, iHLLIOrO, 3 HACIYKO AN Po3noMy (TabneTky MOXHa
KOHTPOb AKOCTI, PO3AINUTN HATUCKAHHAM) Ta 3 rpaBiloBaHHAM
BUWMYCK Cepii: [03yBaHHA «100».
Ninpodpapm Mv6X, 3anponoHoBaHo: Creuundikauis. Ans gosysaHHs 100
HimeuunHa mr Bini kpyrni gsoonyksi TabneTkn, 3 Haciukow Ans
po3nomy (TabneTky MoXHa po3A4iINMTU HATUCKAHHAM)
Ta 3 rpa.itoBaHHAM [,03yBaHHA «100». 3MiHM BHECEHO
B po3a4in "Jlikapcbka chopma" (OCHOBHI (Di3NKO-XiMiYHi
B/1ACTMBOCTI) B iHCTPYKLitO 4719 MEANYHOIO
3aCTOCYyBaHHSA Nikapcbkoro 3acoby.
BBefeHHs 3MiH NpoTArom 6-T1 MicAuiB nicns
3aTBEPAKEHHS.
209. | EPEPOKC® Tabnetkun no 25 Mkr; Ecnapma HimeyunHa BTOPVHHE HimeuunHa BHECEHHS 3MiH 0 peecTpaLiiiHux matepiasis: 3MiHu | 3a UA/19204/01/01
no 25 Tabnetok y 6X nakyBaHHs: UMy - 3MiHY 3 AKOCTi. [OTOBWIA Nikapcbknin 3aci6. peyenmom

6nicTepi, no 4
6nicTepy B ynakoBLi

ecnapma ®apma
Cepsices 'M6X,
HimeuunHa;
BMPOGHULITBO in
bulk, nepsuHHe
nakyBaHHs,
BTOPUHHE
nakyBaHHs1,
KOHTPO/b SKOCTI,

Onwc Ta ckiag, (iHwWi 3MiHK) - 3MiHa onucy
30BHILUHLOrO BUAY TabneTkn 3 BiANOBIAHMMMN 3MiHAMU
B po3gin «Onuc» MKA N3 y 3B’A3Ky i3 BUNpaBieHHAM

noMusIkv npu nepeknagi B Cneuudikadii M3 Ha

BUMYCK Ta NPOTSArOM TePMiHy NPWAATHOCTI
3aTtBepaxeHo: Cneuundikauis. Ana gosysaHHsA 25 mr
Bini kpyrni TabneTku, yBirHyTi 3 0AHOro 60Ky, ONyk/i 3

iHLLIOrO, 3 HACIYKOK ANs Po3noMy (TabneTky MOXHa
pO34INVUTN HATUCKAHHAM) Ta 3 rpaBiloBaHHSAM
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n/n

Ha3ssa
JliKapcbK0O20
3acoby

Popma surnycky
(nikapcbka ¢hopma,
YNaKkoBsKa)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs

Homep
peecmpayiliHo2o
nocsio4yeHHs

BUWMYCK Cepii:
Ninpgodhapm Mv6X,
HimeuunHa

[03yBaHHSA «25x».
3anponoHoBaHo: Cneyudikauis. [4ns go3yBaHHs 25 Mr
Bini kpyrni ggoonykni TabneTku, 3 Haciukow Ans
po3nomy (Tabnetky MOXHa Po34iNNTN HaTUCKAHHAM)
Ta 3 rpaBitoBaHHAM [03YBaHHA «25». 3MiHV BHECEHO B
po3ain "Nikapcbka hopmMa” (OCHOBHI (Di3NKO-XiMiYHi
B/1ACTMBOCTI) B iIHCTPYKLitO 47189 MEANYHOIO
3aCTOCYyBaHHS Nikapcbkoro 3acoby.
BBefeHHA 3MiH NPOTAroM 6-Tu MicALiB nicns
3aTBEPKEHHS.

210.

EBPO®/IOKC

pO34uH N8 iHQy3il,
500 mr/100 mn, no
100 MmNy KOHTelHepi
3 noniBiHiIXI0pUAY;
no 1 KoHTeliHepy B
nonimepHii nnisui B
KapTOHHIA ynakoBL,i

TOB
«KoHapk
IHTENMEn»

YkpaiHa

[JouipHe
nigNpPUEMCTBO
"®dapmartpeng”

YkpaiHa

BHECEHHS 3MiH [0 peecTpavjiiiHiX MmaTepianis: 3MiHu |
TMny - 3MiHK Woao 6e3nekn/edekTUBHOCTI Ta
thapmakoHarnagy. 3MiHa y KOpOTKiil xapakTepucTuLi
NiKapcbKoro 3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKLiT
[ONs MeAMYHOro 3acToCyBaHHA Ha NiACTaBi perynsipHo
OHOB/OBAHOrO 3BiTY 3 6e3NeKun NikapcbKoro 3acooby,
abo focnigkeHb 3 6e3nekn 3acToCyBaHHA NikapCbKoro
3acoby B nicnspeecTpauiliHuii nepios, abo sk
pe3ynbTaT OLiHKV 3BITY 3 AOC/ILKEHb, MPOBEAEHNX
BiANOBIAHO A0 MnaHy negiatpuuHnx gocnimxeHs (PIP)
(3MiHY y3rogkeHo 3 KOMMETEHTHUM YNOBHOBaXXEHUM
opraHom).
3MiHU BHECEHO [0 IHCTPYKLUIiT AN MeANYHOro
3acTocyBaHHSA NiKapcbKoro 3acoby y po3gim
"Oco6nmBocTi 3acTocyBaHHA", "lMepeao3yBaHHS",
"Mo6iuHi peakuii” BiAMNOBIAHO [,O OHOBMEHOI
iHbopMmaLii 3 6e3neku Aitoyoi pevyoBuHU. BBeeHHSA
3MiH NpOTArom 6-T1 MicALiB 3 aTW 3aTBEPKEHHS.

3a
peyenmom

He
nionsieae

UA/18746/01/01

211.

3ETPOH

PO34UH A1 iH'EKLLN,
2 mr/mMn, no 4 mn B

amnyni, no 5 amnyn
Y KapTOHHiIli kopobui

dapmaves
TU4YHa
KOMMaHis
"BOKATE
CA"

peuis

PA®APM C.A.

Ipeuis

BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis: 3MiHu |
My - 3MiHK Woao 6e3nekn/edekTUBHOCTI Ta
thapmakoHarniagy. BeegeHHs abo 3miHn go
y3araslbHeHVX faHux npo cuctemy papmakoHarnsgy
(BBEAEHHSA Y3arasibHEHUX AaHWX NPO cucTemy
thapmakoHarnsgy, 3mMiHa ynoBHOBaXXEHOI 0cobw,
BiANOBIAa/IbHOI 3a 34iiCHEHHSA hapMmakoHarnsay;
KOHTaKTHOI 0cO6YU 3 thapmakoHarnsagy 3asBHuka anas
3fjiicHeHHs hapmakoHarnsgy B YKpaiHi, KO0 BOHA
BiAMiHHA Bif YNOBHOBaXeHOI 0cO6U, BiANOBIAA/IbHOI
3a 3fjiicHeHHs1 hapMakoHarnaay (BkiYarum
KOHTaKTHI AaHi) Ta/abo 3MiHN Y pO3MilLeHHi macTep-
thaiina cuctemu hapmakoHarnsay). 3MiHa KOHTaKTHOT
ocobu 3asBHMKa, BIANOBIAa/ILHOT 3a (hapmakoHarnsg, B
YKpaiHi.

[Oitova pepgakuin: bagba OneHa AHatoniiBHa.
[MponoHoBaHa pefakuin: TkayeHko TeTsHa NeTpisHa

3a
peyenmom

UA/16146/01/01

212.

3ETPOH

cupon, 4 mr/5 mi; no
50 mn y donakoHi; no
1 donakoHy B

KOMMNIEKTi 3 MipHOO

dapmaueB
TN4Ha
KOMnNaHis
"BOKATE

Mpeuis

PA®APM C.A.

Ipeuis

BHECEHHS 3MiH 40 peecTpaviiHnx maTtepiasis: 3MiHu |
TMny - 3MiHK LWoao 6e3nekn/edheKTNBHOCTI Ta
chapmakoHarnsgy. BeefeHHsa abo 3miHu o
y3arasibHeHVX AaHux Npo cuctemMy dpapMakoHarisay

3a
peyenmom

UA/16121/01/01
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n/n
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JliKapcbK0O20
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3asiBHUKa
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BUPOGHUKa

PeecmpayjitliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs

Howmep
peecmpayiliHo2o

213.

SUNONA®

NOXKOIO Y KAPTOHHIli
Kopobui

CA"

BAT

(BBEAEHHS y3araslbHEHMX AaHUX NPo cucTemy
hapmakoHarnsgy, 3MmiHa yrnoBHOBaXeHOi 0cobu,
BiANOBIAA/IbHOI 3a 34iiCHEHHA hapMmakoHarnsay;

KOHTaKTHOI 0CO6YM 3 thapmakoHarnsagy 3asBHuka anas
3piicHeHHs hapMakoHarnisgy B YkpaiHi, KO0 BOHA
BiMiHHa Bif, yNOBHOBaXXEHOT 0CO6M, BifnoBiganbHOI
3a 34ilicHeHHA thapmakoHarnsay (Bkiovaoum
KOHTaKTHI AaHi) Ta/abo 3MiHN y pO3MiLLeHHi MacTep-
(paiina cuctemu hapmMakoHarnsay) - 3MmiHa KOHTakKTHOI
0cob6u 3asBHKKa, BiANOBIAA/LHOI 3a thapmakoHarnsag, B
YkpaiHi. [itova pegakuis: Bagpa OneHa AHaToniiBHa.
[MponoHoBaHa pefakuis: TkayeHko TeTsHa MNeTpisHa

nocsioYeHHs1

214.

TabneTkn, BKPUTI
NNiBKOBOIO
060/10HKOI0, M0 5 MTr;
no 7 Tabnetok y
6nicTepi, no 1 a6o 4
6nictepu B nauuj

"leneoH
PixTep"

YropLmHa

TOB "TefieoH
Pixtep Monbwa"

MonbLwa

BHECEHHS 3MiH 0 peecTpaLiinHux matepiasnis: 3MiHu |
TMny - 3MiHK WoAo 6e3nekn/edpeKTNBHOCTI Ta
thapmakoHarnagy. BeegeHHs abo 3miHn fo
y3arasibHeHVX AaHnx Npo cuctemy hapmakoHarnsgy
(BBEAEHHSA y3araslbHEHNX AaHUX NPo cucTemy
thapmakoHarnagy, 3mMiHa ynoBHOBaXXeHO! 0ocobw,
BiANOBiga/IbHOI 3a 34iICHEHHST chapMakoHarnsay;
KOHTaKTHOI 0co6U 3 thapMakoHarnsay 3asBHUKa gns
3pjiicHEHHs chapMakoHarnsay B YkpaiHi, K0 BOHA
BiAMiHHA Bif YNOBHOBaXeHOI 0CO6M, BiANOBIAA/IbHOI
3a 3AjiicHeHHs hapMakoHaraay (Bkiyatoum
KOHTaKTHi flaHi) Ta/abo 3MiHM y PO3MILLLeHHI macTep-
thaiina cuctemun thapmakoHarnsgy) 3mMiHa KOHTaKTHUX
[aHnX YNoBHOBaXXEHOT 0CO6W 3asBHNIKA,
BiANOBIAA/ILHOT 32 hapmakoHarnsag. 3MiHa
MicLe3HaxXoKeHHS MacTep-haina cuctemm
thapmakoHarnagy. 3MiHa Micus 34iliCHEHHST OCHOBHOT
AiSIbHOCTI 3 chapMakoHarniagy.

6e3
peyenma

UA/12192/01/01

SIKANIOP®

Tabnetku no 15 wr,
no 10 Tabnetok y
6nictepi; no 3, 6 abo
9 6nicTepis B
KapTOHHIA KopoobLi

Megokemi
nTa

Kinp

BMPOGHMLITBO 3a
MOBHUM LIK/IOM:

Megokemi NimiTeq,

Kinp

BHECEHHS 3MiH [0 peecTpavjiiiHuX maTepianis:3miHu |
TUny - AGMIHICTPaTVBHI 3MiHW. BunyyeHHs BUpo6GHMUYOT
OinbHULI (BKNHOYaOUM AinbHULI Ans AL, nPpOMKHOIo
NPOAYKTY abo roTOBOro NiKapcbKoro 3acoby, AislbHULL
AN NPOBefieHHs NakyBaHHS, BUPOOHUKA,
BiANOBiAabLHOIO 3a BMNYCK Cepiii, MicLie NPOBEAEHHS
KOHTPO/IO cepii) abo nocTayanbHyKa BUXIgHOTO
maTepiany, peareHTy abo AONOMIKHOT pe4yoBUHY
(AKLLO 3a3HAYEHO Y IOCLE) - BUSTYYEHHSI BUPOOHMKA
UxeussaH Xyaxai ®apmacstoTikan Ko. /1T4. CioHbLs0-
Caiit, Kutaii (Zhejiang Huahai Pharmaceutical Co.
Ltd. Xungiao-Site, China) (BMpo6H/LTBO rOTOBOrO
npoaykTy in-bulk). 3anuwaeTbesa 3aTBepAKEHNT
BMpo6HUK Megokemi JlimiTeg, Kinp/ Medochemie
Limited, Cyprus (BUpPOGHMLTBO 3@ NOBHUM LK/IOM)
BBefeHHs 3MiH NpoTArom 6-T1 MicAuiB micns
3aTBepXeHHs. 3MiHu | Tuny - 3MiHK Woa0
6e3nekun/edhekTVBHOCTI Ta hapMakoHarnagy (iHwi
3MiHW) - OHOB/IEHHS TEKCTY MapKyBaHHS yMakoBKM

3a
peyerimom

He
niosnsicae

UA/17089/01/03
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JliKapcbK0O20
3acoby

YNaKkoBsKa)

(nikapcbka ¢hopma,

3asiBHUKa

KpaiHa
BUPOGHUKa

PeecmpayjitliHa npoyedypa

Howmep
peecmpayiliHo2o

215.

SIKANIOP®

Tabnetku no 10 mr,

Megokemi

Kinp

BMPOGHMLITBO 3a

Kinp

NiKapcbKoro 3acoby, a caMe yTOUYHEHO iHdopmalito
040 AATU BUPOGHMLUTBA, TEPMIHY NMPUAATHOCTI,
HOMepy cepii Ta peecTpaviliHoro NocBiAYeHHs,
norotuny. BeeAeHHSA 3MiH NpOTArom 6-Tu MicauiB
nicns 3aTBepMKeHHs. 3MiHu | Tuny - AAMiHiCTpaTuBHI
3MiHW. 3MiHa Ha3BW NikapCcbKoro 3acoby - foAaBaHHs
3HaKy TOProBoi Mapkun 40 Ha3BU NikapCbKoro 3acoby.
[itoua pepakuis 3IKAJIOP . MNponoHoBaHa pefakuis
3IKA/IOP®. BBefeHHs1 3MiH MPOTAroM 6-Tu micsauiB
nicna 3aTBepmkeHHs. 3MiHu | Tuny - 3MiHu Wwoao
6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsagy. 3mMiHu y
KOPOTKIil XapakTepucTuLi NikapCcbKoro 3acoby, TEKCTI
MapKyBaHHA Ta IHCTPYKUiT A/18 MeANYHOro
3acTOCyBaHHS reHepuyYHUX/TibpruaHMX/6ionoai6HMX
nikapcbKrx 3acobiB Nicns BHECEHHSA TiET caMol 3MiHU
Ha pedpepeHTHWi1 Npenapar (3mMiHa He NoTpebye
HalaHHS XOAHVX HOBKX AOAATKOBUX JaHWX) - 3MiHK
BHECEHO [0 iHCTPYKL,iT 415 MeANYHOro 3aCToCyBaHHS
nikapcbKoro 3acoby y po3ginu
"apmakoTepaneBTuyHa rpyna. Kog ATX" (wozo
Ha3Bu 6e3 3MiHu kogy ATX), "dapmakonoriyHi
BnactmsocTi", "MokasaHHA" (pefaryBaHHs),
"MpoTunokasaHHsa", "B3aemogis 3 iHWMMK NliKkapCbKUMun
3acobamu Ta iHWi BUAn B3aemogiii", "Oco61mMBOCTi
3acTocyBaHHA", "3acTocyBaHHs Y nepiog, BariTHOCTI
abo rogyBaHHs rpyaato”, "Cnocib 3actocyBaHHS Ta
nosn", "MepenosyBaHHs", "Mo6iuHI peakyii” 3rigHo 3
iHcbopMmaLlieto Woa0 MeguyHoOro 3acTocyBaHHs
pedhepeHTHOro nikapcbkoro 3acoby (Abilify®, tablets).
BBefeHHA 3MiH NPOTAroM 6-Tu MicALiB nicns
3aTBEPKEHHS.

nocsioYeHHs1

no 10 TabneTtok y
6nictepi; no 3, 6 abo
9 6nicTepis B
KapTOHHIlA KOpooLi

nTa

NOBHUM LMK/TOM:

Megokewmi Nimites,

BHECEHHS 3MiH 10 peecTpavjiiiHux maTepianis:3miHu |
TMNy - AGMIHICTPaTUBHI 3MiHW. BunyyeHHs BUPOGHMYOT
AiNbHULI (BKAOYatoum AinbHUUi ana A®l, npomixHoro
npoAykTy abo roToBOro /ikapcbKoro 3acoby, AinbHULi
[ONS NpoBefeHHsA NakyBaHHS, BUPOOHUKA,
BiANOBIA&1bLHOrO 3a BMNYCK Cepiii, MiCLie NpOBEAEHHS
KOHTPO/I0 cepii) abo nocTavanbHyKa BUXIigHOTO
martepiany, peareHTy abo AONOMDKHOT peYOBUHU
(AKLLLO 3a3HAYEHO Y A0CHE) - BUYYEHHS BUPOOHMKA
UxeussaH Xyaxai ®apmacstotikan Ko. /1ta. CioHbLso-
Caiit, Kutali (Zhejiang Huahai Pharmaceutical Co.
Ltd. Xungiao-Site, China) (BMpo6H/LTBO rOTOBOTO
npoaykTy in-bulk). 3anuwaeTbcsa 3aTBEpAKEHNT
BMpo6HUK Megokemi flimites, Kinp/ Medochemie
Limited, Cyprus (BMpOGHULTBO 38 NOBHUM LIMK/TOM)
BBefeHHs 3MiH NpoTArom 6-Tu MicALiB micns
3aTBEpPKEHHS. 3MiHK | TUny - 3MiHK WoA0

6e3nekn/edekTnBHOCTI Ta thapmakoHarnsagy (iHLwi

3MiHM) - OHOB/IEHHSI TEKCTY MapKyBaHHs YNakoBKu

Ymosu Peknam
Bionycky yBaHHs1
3a He
peyenmom | nidssieae

UA/17089/01/02
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JliKapcbK0O20
3acoby

YNaKkoBsKa)
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3asiBHUKa

KpaiHa
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PeecmpayjitliHa npoyedypa

Howmep
peecmpayiliHo2o

216.

SIKANIOP®

TabneTtkn no 5 mr,

Megokemi

Kinp

BMPOGHMLITBO 3a

Kinp

NiKapcbKoro 3acoby, a caMe yTOUYHEHO iHdopmalito
040 AATU BUPOGHMLUTBA, TEPMIHY NMPUAATHOCTI,
HOMepy cepii Ta peecTpaviliHoro NocBiAYeHHs,
norotuny. BeeAeHHSA 3MiH NpOTArom 6-Tu MicauiB
nicns 3aTBepMKeHHs. 3MiHu | Tuny - AAMiHiCTpaTuBHI
3MiHW. 3MiHa Ha3BW NikapCcbKoro 3acoby - foAaBaHHs
3HaKy TOProBoi Mapkun 40 Ha3BU NikapCbKoro 3acoby.
[itoua pepakuis 3IKAJIOP . MNponoHoBaHa pefakuis
3IKA/IOP®. BBefeHHs1 3MiH MPOTAroM 6-Tu micsauiB
nicna 3aTBepmkeHHs. 3MiHu | Tuny - 3MiHu Wwoao
6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsagy. 3mMiHu y
KOPOTKIil XapakTepucTuLi NikapCcbKoro 3acoby, TEKCTI
MapKyBaHHA Ta IHCTPYKUiT A/18 MeANYHOro
3acTOCyBaHHS reHepuyYHUX/TibpruaHMX/6ionoai6HMX
nikapcbKrx 3acobiB Nicns BHECEHHSA TiET caMol 3MiHU
Ha pedpepeHTHWi1 Npenapar (3mMiHa He NoTpebye
HalaHHS XOAHVX HOBKX AOAATKOBUX JaHWX) - 3MiHK
BHECEHO [0 iHCTPYKL,iT 415 MeANYHOro 3aCToCyBaHHS
nikapcbKoro 3acoby y po3ginu
"apmakoTepaneBTuyHa rpyna. Kog ATX" (wozo
Ha3Bu 6e3 3MiHu kogy ATX), "dapmakonoriyHi
BnactmsocTi", "MokasaHHA" (pefaryBaHHs),
"MpoTunokasaHHsa", "B3aemogis 3 iHWMMK NliKkapCbKUMun
3acobamu Ta iHWi BUAn B3aemogiii", "Oco61mMBOCTi
3acTocyBaHHA", "3acTocyBaHHs Y nepiog, BariTHOCTI
abo rogyBaHHs rpyaato”, "Cnocib 3actocyBaHHS Ta
nosn", "MepenosyBaHHs", "Mo6iuHI peakyii” 3rigHo 3
iHcbopMmaLlieto Woa0 MeguyHoOro 3acTocyBaHHs
pedhepeHTHOro nikapcbkoro 3acoby (Abilify®, tablets).
BBefeHHA 3MiH NPOTAroM 6-Tu MicALiB nicns
3aTBEPKEHHS.

nocsioYeHHs1

no 10 TabneTtok y
6nictepi; no 3, 6 abo
9 6nicTepis B
KapTOHHIlA KOpooLi

nTa

NOBHUM LMK/TOM:

Megokewmi Nimites,

BHECEHHS 3MiH 10 peecTpavjiiiHux maTepianis:3miHu |
TMNy - AGMIHICTPaTUBHI 3MiHW. BunyyeHHs BUPOGHMYOT
AiNbHULI (BKAOYatoum AinbHUUi ana A®l, npomixHoro
npoAykTy abo roToBOro /ikapcbKoro 3acoby, AinbHULi
[ONS NpoBefeHHsA NakyBaHHS, BUPOOHUKA,
BiANOBIA&1bLHOrO 3a BMNYCK Cepiii, MiCLie NpOBEAEHHS
KOHTPO/I0 cepii) abo nocTavanbHyKa BUXIigHOTO
martepiany, peareHTy abo AONOMDKHOT peYOBUHU
(AKLLLO 3a3HAYEHO Y A0CHE) - BUYYEHHS BUPOOHMKA
UxeussaH Xyaxai ®apmacstotikan Ko. /1ta. CioHbLso-
Caiit, Kutali (Zhejiang Huahai Pharmaceutical Co.
Ltd. Xungiao-Site, China) (BMpo6H/LTBO rOTOBOTO
npoaykTy in-bulk). 3anuwaeTbcsa 3aTBEpAKEHNT
BMpo6HUK Megokemi flimites, Kinp/ Medochemie
Limited, Cyprus (BMpOGHULTBO 38 NOBHUM LIMK/TOM)
BBefeHHs 3MiH NpoTArom 6-Tu MicALiB micns
3aTBEpPKEHHS. 3MiHK | TUny - 3MiHK WoA0

6e3nekn/edekTnBHOCTI Ta thapmakoHarnsagy (iHLwi

3MiHM) - OHOB/IEHHSI TEKCTY MapKyBaHHs YNakoBKu

Ymosu Peknam
Bionycky yBaHHs1
3a He
peyenmom | nidssieae

UA/17089/01/01
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JliKapcbK0O20
3acoby

YNaKkoBsKa)

(nikapcbka ¢hopma,

3asiBHUKa

KpaiHa
BUPOGHUKa

PeecmpayjitliHa npoyedypa

Howmep
peecmpayiliHo2o

217.

SIKANIOP®

Tabnetku no 30 mr,

Megokemi

Kinp

BMPOGHMLITBO 3a

Kinp

NiKapcbKoro 3acoby, a caMe yTOUYHEHO iHdopmalito
040 AATU BUPOGHMLUTBA, TEPMIHY NMPUAATHOCTI,
HOMepy cepii Ta peecTpaviliHoro NocBiAYeHHs,
norotuny. BeeAeHHSA 3MiH NpOTArom 6-Tu MicauiB
nicns 3aTBepMKeHHs. 3MiHu | Tuny - AAMiHiCTpaTuBHI
3MiHW. 3MiHa Ha3BW NikapCcbKoro 3acoby - foAaBaHHs
3HaKy TOProBoi Mapkun 40 Ha3BU NikapCbKoro 3acoby.
[itoua pepakuis 3IKAJIOP . MNponoHoBaHa pefakuis
3IKA/IOP®. BBefeHHs1 3MiH MPOTAroM 6-Tu micsauiB
nicna 3aTBepmkeHHs. 3MiHu | Tuny - 3MiHu Wwoao
6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsagy. 3mMiHu y
KOPOTKIil XapakTepucTuLi NikapCcbKoro 3acoby, TEKCTI
MapKyBaHHA Ta IHCTPYKUiT A/18 MeANYHOro
3acTOCyBaHHS reHepuyYHUX/TibpruaHMX/6ionoai6HMX
nikapcbKrx 3acobiB Nicns BHECEHHSA TiET caMol 3MiHU
Ha pedpepeHTHWi1 Npenapar (3mMiHa He NoTpebye
HalaHHS XOAHVX HOBKX AOAATKOBUX JaHWX) - 3MiHK
BHECEHO [0 iHCTPYKL,iT 415 MeANYHOro 3aCToCyBaHHS
nikapcbKoro 3acoby y po3ginu
"apmakoTepaneBTuyHa rpyna. Kog ATX" (wozo
Ha3Bu 6e3 3MiHu kogy ATX), "dapmakonoriyHi
BnactmsocTi", "MokasaHHA" (pefaryBaHHs),
"MpoTunokasaHHsa", "B3aemogis 3 iHWMMK NliKkapCbKUMun
3acobamu Ta iHWi BUAn B3aemogiii", "Oco61mMBOCTi
3acTocyBaHHA", "3acTocyBaHHs Y nepiog, BariTHOCTI
abo rogyBaHHs rpyaato”, "Cnocib 3actocyBaHHS Ta
nosn", "MepenosyBaHHs", "Mo6iuHI peakyii” 3rigHo 3
iHcbopMmaLlieto Woa0 MeguyHoOro 3acTocyBaHHs
pedhepeHTHOro nikapcbkoro 3acoby (Abilify®, tablets).
BBefeHHA 3MiH NPOTAroM 6-Tu MicALiB nicns
3aTBEPKEHHS.

nocsioYeHHs1

no 10 TabneTtok y
6nictepi; no 3, 6 abo
9 6nicTepis B
KapTOHHIlA KOpooLi

nTa

NOBHUM LMK/TOM:

Megokewmi Nimites,

BHECEHHS 3MiH 10 peecTpavjiiiHux maTepianis:3miHu |
TMNy - AGMIHICTPaTUBHI 3MiHW. BunyyeHHs BUPOGHMYOT
AiNbHULI (BKAOYatoum AinbHUUi ana A®l, npomixHoro
npoAykTy abo roToBOro /ikapcbKoro 3acoby, AinbHULi
[ONS NpoBefeHHsA NakyBaHHS, BUPOOHUKA,
BiANOBIA&1bLHOrO 3a BMNYCK Cepiii, MiCLie NpOBEAEHHS
KOHTPO/I0 cepii) abo nocTavanbHyKa BUXIigHOTO
martepiany, peareHTy abo AONOMDKHOT peYOBUHU
(AKLLLO 3a3HAYEHO Y A0CHE) - BUYYEHHS BUPOOHMKA
UxeussaH Xyaxai ®apmacstotikan Ko. /1ta. CioHbLso-
Caiit, Kutali (Zhejiang Huahai Pharmaceutical Co.
Ltd. Xungiao-Site, China) (BMpo6H/LTBO rOTOBOTO
npoaykTy in-bulk). 3anuwaeTbcsa 3aTBEpAKEHNT
BMpo6HUK Megokemi flimites, Kinp/ Medochemie
Limited, Cyprus (BMpOGHULTBO 38 NOBHUM LIMK/TOM)
BBefeHHs 3MiH NpoTArom 6-Tu MicALiB micns
3aTBEpPKEHHS. 3MiHK | TUny - 3MiHK WoA0

6e3nekn/edekTnBHOCTI Ta thapmakoHarnsagy (iHLwi

3MiHM) - OHOB/IEHHSI TEKCTY MapKyBaHHs YNakoBKu

Ymosu Peknam
Bionycky yBaHHs1
3a He
peyenmom | nidssieae

UA/17089/01/04




Ha3ssa
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n/n

JliKapcbK0O20
3acoby

Popma surnycky
(nikapcbka ¢hopma,
YNaKkoBsKa)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs

Howmep

peecmpayiliHo2o

218.

SIKANIOP®

TabneTtkn no 5 mr,

Megokemi

NiKapcbKoro 3acoby, a caMe yTOUYHEHO iHdopmalito
040 AATU BUPOGHMLUTBA, TEPMIHY NMPUAATHOCTI,
HOMepy cepii Ta peecTpaviliHoro NocBiAYeHHs,
norotuny. BeeAeHHSA 3MiH NpOTArom 6-Tu MicauiB
nicns 3aTBepMKeHHs. 3MiHu | Tuny - AAMiHiCTpaTuBHI
3MiHW. 3MiHa Ha3BW NikapCcbKoro 3acoby - foAaBaHHs
3HaKy TOProBoi Mapkun 40 Ha3BU NikapCbKoro 3acoby.
[itoua pepakuis 3IKAJIOP . MNponoHoBaHa pefakuis
3IKA/IOP®. BBefeHHs1 3MiH MPOTAroM 6-Tu micsauiB
nicna 3aTBepmkeHHs. 3MiHu | Tuny - 3MiHu Wwoao
6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsagy. 3mMiHu y
KOPOTKIil XapakTepucTuLi NikapCcbKoro 3acoby, TEKCTI
MapKyBaHHA Ta IHCTPYKUiT A/18 MeANYHOro
3acTOCyBaHHS reHepuyYHUX/TibpruaHMX/6ionoai6HMX
nikapcbKrx 3acobiB Nicns BHECEHHSA TiET caMol 3MiHU
Ha pedpepeHTHWi1 Npenapar (3mMiHa He NoTpebye
HalaHHS XOAHVX HOBKX AOAATKOBUX JaHWX) - 3MiHK
BHECEHO [0 iHCTPYKL,iT 415 MeANYHOro 3aCToCyBaHHS
nikapcbKoro 3acoby y po3ginu
"apmakoTepaneBTuyHa rpyna. Kog ATX" (wozo
Ha3Bu 6e3 3MiHu kogy ATX), "dapmakonoriyHi
BnactmsocTi", "MokasaHHA" (pefaryBaHHs),
"MpoTunokasaHHsa", "B3aemogis 3 iHWMMK NliKkapCbKUMun
3acobamu Ta iHWi BUAn B3aemogiii", "Oco61mMBOCTi
3acTocyBaHHA", "3acTocyBaHHs Y nepiog, BariTHOCTI
abo rogyBaHHs rpyaato”, "Cnocib 3actocyBaHHS Ta
nosn", "MepenosyBaHHs", "Mo6iuHI peakyii” 3rigHo 3
iHcbopMmaLlieto Woa0 MeguyHoOro 3acTocyBaHHs
pedhepeHTHOro nikapcbkoro 3acoby (Abilify®, tablets).
BBefeHHA 3MiH NPOTAroM 6-Tu MicALiB nicns
3aTBEPKEHHS.

nocsioYeHHs1

no 10 TabneTtok y
6nictepi; no 3, 6 abo
9 6nicTepis B
KapTOHHIlA KOpooLi

nTa

Kinp

Megokemi NimiTepq,
(BUPOBHMLTBO 3a

NOBHUM LK/IOM)

Kinp

BHECEHHS 3MiH [0 peecTpaLjiiiHuX MmaTepianis: 3MiHu |
TMny - 3MiHK Woao 6e3nekn/edekTUBHOCTI Ta
thapmakoHarnagy. BeegeHHs abo 3amiHn o
y3arasibHeHUX JaHnx Npo cucTemy dpapmakoHarnsgy
(BBEAEHHS y3aralbHEHNX AaHUX NPo cucTemy
hapmakoHarnsgy, 3mMiHa ynoBHOBaXXEHOI 0cobw,
BiANOBIAa/IbHOI 3a 34iiCHEHHSA hapmakoHarnsay;
KOHTaKTHOI 0co6U 3 thapmakoHarnsay 3asBHuka ans
3[iicHEHHS hapmakoHarnsgy B YkpaiHi, KO BOHA
BiAMiHHA Bif YNOBHOBaXeHOI 0cO6U, BiANOBIAa/IbHOI
3a 3[jiicHeHHs1 hapMakoHaraay (Bkiyarum
KOHTaKTHI AaHi) Ta/abo 3MiHN Y pO3MilLeHHi macTep-
thaiina cuctemu hapmakoHarnsgy). 3MiHa KOHTaKTHOT
ocobu 3as1BHMKa, BIANOBIAa/IbHOT 3a (hapmakoHarnsj, B
YKpaiHi.
[Oitoua pepakuis: MNenex NlogMmuna OnekcaHapiBHa.
MponoHoBaHa pepakuisn: MapalleHko Hatanis
BonogmmupiBHa. 3MiHa KOHTaKTHUX AAaHUX KOHTaKTHOT

0co6u 3asiBHMKA, BiANOBiAa/IbHOI 32 hapmakoHarnsg, B

3a
peyenmom

UA/17089/01/01
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n/n

Ha3ssa
JliKapcbK0O20
3acoby

Popma surnycky
(nikapcbka ¢hopma,
YNaKkoBsKa)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs

Homep
peecmpayiliHo2o
nocsio4yeHHs

YKpaiHi.

219.

SIKANNIOP®

Tabnetku no 10 wr,
no 10 TabneTtok y
6nictepi; no 3, 6 abo
9 6nicTepis B
KapTOHHIlA KOpooLi

Megokemi
nTa

Kinp

Megokemi NimiTeq,
(BUPOBHMLTBO 3a
NOBHUM LK/IOM)

Kinp

BHECEHHS 3MiH 0 peecTpaLjiiiHuX maTepianis: 3MiHu |
TMny - 3MiHK Woao 6e3nekn/edekTMBHOCTI Ta
thapmakoHarniagy. BeegeHHs abo 3amiHn o
y3arasibHeHUX JaHnx Npo cucTemy dpapmakoHarnsgy
(BBEAEHHS y3aralbHEHMX AaHUX NPo cucTemy
hapmakoHarnsgy, 3mMiHa ynoBHOBaXXEHOI 0cobw,
BiANOBIA&/TbHOI 3a 34iiCHEHHS hapmakoHarnsay;
KOHTaKTHOI 0co6U 3 thapmakoHarnsay 3asBHuka ans
3[ificHEHHS hapmMakoHarnsgy B YkpaiHi, KO BOHA
BiAMiHHA Bif YNOBHOBaXeHOI 0cO6U, BiANOBIAa/IbHOI
3a 3[jiicHeHHs1 hapMakoHaraay (Bkiyarum
KOHTaKTHI AaHi) Ta/abo 3MiHN Y pO3MilLeHHi macTep-
thaiina cuctemu papmakoHarnsgy). 3MiHa KOHTaKTHOT
ocobu 3as1BHMKa, BIANOBIAa/IbHOT 3a (hapmakoHarnsg, B
YKpaiHi.

[Oitoua pepakuis: MNenex Nlogmuna OnekcaHapiBHa.
MponoHoBaHa pepakuisn: MapalleHko Hatanis
BonogmmupiBHa. 3MiHa KOHTaKTHUX AAaHUX KOHTaKTHOT
0co6u 3asBHKKa, BiANOBIAA/LHOI 3a hapmakoHarnsg B
YKpaiHi.

3a
peyenmom

UA/17089/01/02

220.

SIKANIOP®

Tabnetku no 15 wr,
no 10 Tabnetok y
6nictepi; no 3, 6 abo
9 6nicTepis B
KapTOHHIA KopoobLi

Megokemi
nTa

Kinp

Megokemi NimiTeq,
(BMpOGHMLTBO 3a
NOBHUM LMK/IOM)

Kinp

BHECEHHS 3MiH [0 peecTpavljiiiHuX maTepiais: 3MiHu |
TMny - 3MiHK Woao 6e3nekn/edpeKTNBHOCTI Ta
thapmakoHarnagy. BeegeHHs abo 3amiHn fo
y3arasibHeHVX AaHux Npo cuctemy papmakoHarnsgy
(BBEEHHSA y3arasibHEHUX AaHMX MPo cucTemy
hapmakoHarnagy, 3mMiHa ynoBHOBaXXeHOI ocobw,
BiANOBiga/IbHOI 3a 34iICHEHHST chapMakoHarnsay;
KOHTaKTHOI 0co6u 3 thapmakoHarnsgy 3asBHUKa gns
3[jiicCHEHHS hapMakoHarnsay B YkpaiHi, KO0 BOHA
BiAMiHHA Bif YNOBHOBaXeHOI 0CO6M, BiANOBIAA/TbHOI
3a 3AjiicHeHHs hapMakoHaraay (Bkiyarun
KOHTaKTHi flaHi) Ta/abo 3MiHM y PO3MiLLLeHHI macTep-
thaiina cuctemu hapmakoHarnsgy). 3MiHa KOHTaKTHOT
0cob6u 3asBHKKa, BiANOBIAA/LHOI 3a hapmakoHarnsg B
YKpaiHi.

[itoua pepakuis: MNenex NiogMuna OnekcaHapisHa.
MponoHoBaHa pepakuisn: MapalieHko HaTtanis
BonogmmupiBHa. 3MiHa KOHTaKTHUX AaHUX KOHTaKTHOI
0co6u 3asBHMKA, BiANOBIAA/bHOI 3a thapmakoHarnsag, B
YKpaiHi.

3a
peyerimom

UA/17089/01/03

221.

3IKANIOP®

Tabnetku no 30 mr,
no 10 TabneTtok y
6nicTepi; no 3, 6 abo
9 6nicTepis B
KapTOHHI KOpoOLyi

Megokemi
nTa

Kinp

Mepokemi NimiTes,
(BMPOGHMLTBO 3a
NOBHUM LMK/IOM)

Kinp

BHECEHHS 3MiH 10 peECTpaLiiiHnX maTepianis: 3miHu |
TMny - 3MiHK Woao0 6e3nekn/edpekTUBHOCTI Ta
chapmakoHarnsgy. BeegeHHsa abo 3miHn o
y3arasibHeHVX AaHnx Npo cuctemy papmakoHarnsgy
(BBEAEHHSA y3araslbHEHNX [AaHUX NPo cucTemy
chapmakoHarnsgy, 3miHa ynoBHOBaXXeHOi ocobu,
BiNOBifa/IbHOT 3a 34iICHEHHSA hapMmakoHarnsgy;
KOHTaKTHOI 0cO6U 3 thapMakoHar/isay 3asBHUKa Ans

3a
peyenmom

UA/17089/01/04
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n/n

Ha3ssa
JliKapcbK0O20
3acoby

Popma surnycky
(nikapcbka ¢hopma,
YNaKkoBsKa)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs

Homep
peecmpayiliHo2o
nocsio4yeHHs

3ailicHeHHA hapMakoHarnsgy B YKpaiHi, SKLL0 BoHa
BiAMiHHA Bif YNOBHOBaXeHOI 0CO6M, BiANOBIAA/IbHOI
3a 3[jiicHeHHs1 hapMakoHarnaay (Bkiyarum
KOHTaKTHI AaHi) Ta/abo 3MiHN Y pO3MilLeHHi macTep-
thaiina cuctemu hapmakoHarnsgy). 3MiHa KOHTaKTHOT
ocobu 3asiBHMKa, BiANOBIAa/IbHOT 3a (hapmakoHarnsg, B
YKpaiHi.

[Oitoua pepakuis: MNenex NlogMuna OnekcaHapisHa.
MponoHoBaHa pepakuisn: MapalleHko HaTtanis
BonogmmupiBHa. 3MiHa KOHTaKTHUX AAaHUX KOHTaKTHOI
0co6U 3asBHMKA, BiANOBIAA/LHOI 3a hapmakoHarnsag B
YKpaiHi.

222.

3O0HIK

Kancynu Teepai no
150 wmr; no 14
Kancyn y énictepi;
no 1 a6o no 2, abo
no 4, abo no 6
6nictepiB y
KapTOHHI/ ynakosL,i

TOB
"TNEQ®A
PM NTAO"

YkpaiHa

KYCYM
XENTXKEP NBT
nTa

IHais

BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTtepiasis: 3MiHu |
TMny - 3MiHK WoAo 6e3nekn/edpeKTNBHOCTI Ta
thapmakoHarnsgy. BHeceHHsi abo 3MmiHa(K) fo
3060B's13aHb Ta YMOB BMAaYi peecTpauiiiHoro

NOCBIAYEHHS, BKtoYatoun MnaH ynpasiHHA pu3nkamu

(3acToCcyBaHHA TEKCTY, KW NOrOKEHNA 3
KOMMNETEHTHUM OpraHoMm). 3asiBHUKOM HafaHo
OHOB/ieHUIA MnaH ynpaBniHHA pu3nkamu Bepcis 6.0.
3MiHM BHECEHO [0 YacTuH: | «3aranbHa iHhopmavis»
Il «Cneundikauis 3 6e3neku» I «Mnan 3
thapmakoHarnagy» V «3axofu 3 MiHimizaw,ii pusmkis»
VI «Pe3tome nnaHy ynpasniHHA pyusnkamm»

VIl «Aopatkv» (gogatku 1-8) y 3B’3Ky 3 OHOB/IEHHAM
iHchopmawii 3 6e3neku Ajtoyoi pevyoBUHM NperadastiH
BIANOBIAHO [0 aKTyabHOI pethepeHTHOT iHchopmali, a
TakoX Y 3B'A3Ky i3 3MiHOIO chopmaTy BifnoBiAHO 40
sumor Evaluation Guidance on the format of the risk
management plan (RMP) in the EU — in integrated
format. 31 October 2018 EMA/164014/2018 Rev.2.0.1
accompanying GVP Module V Rev.2 Human
Medicines). Pe3stome MNnaHy ynpasniHHA py3vkamu
Bepcisa 6.0 gogaeTbes.

3a
peyernmom

UA/16350/01/01

223.

30HIK

kancynu TBepai no
75 wmr; no 14 kancyn
y 6nictepi; no 1 abo
no 2, a6o no 4, abo
no 6 6nictepis y
KapTOHHI ynakosL,i

TOB
"TNEQPA
PM NTAO"

YkpaiHa

KYCYM
XENTXKEP MBT
nTa

IHAjia

BHECEHHS 3MiH IO peecTpaLjiiiHuX MmaTepianis: 3MiHu |
My - 3MiHK Woao 6e3nekn/edekTUBHOCTI Ta
thapmakoHarnsigy. BHeceHHsi abo 3miHa(K) fo
3060B'A3aHb Ta YMOB BuAadi peecTpauiiiHoro

noceifyYeHHs, BKoYaoun MNMnax ynpasniHHA pusnkamu

(3acTocyBaHHsA TEKCTY, SKWIA NOTOAKEHN 3
KOMMETEHTHM OpraHom). 3asiBHUKOM HafaHo
OHOBJ/EHWIA MnaH ynpaBniHHSA pu3nkamu Bepcis 6.0.
3MiHN BHECEHO A0 YacTuH: | «3aranbHa iHchopmavis»
Il «Cneundikauis 3 6e3nekus I «MnaH 3
hapmakoHarnagy» V «3axoau 3 MiHimMisauii pu3nkie»
VI «Pe3tome nnaHy ynpasniHHSA pyu3vkamms»

VIl «opgatku» (ogatku 1-8) y 3B’3Ky 3 OHOBJ/IEHHAM

iHcbopmawii 3 6e3neku Aitoyoi pevyoBuHY nperadaniy

BiANOBIAHO [0 akTyanbHOI peddepeHTHOI iHhopmauii, a

3a
peyenmom

UA/16350/01/02
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n/n

Ha3ssa
JliKapcbK0O20
3acoby

Popma surnycky
(nikapcbka ¢hopma,
YNaKkoBsKa)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs

Homep
peecmpayiliHo2o
nocsio4yeHHs

TakoX Y 3B'A3Ky i3 3MiHOIO chopmaTy BifnoBiAHO 40
sumor Evaluation Guidance on the format of the risk
management plan (RMP) in the EU — in integrated
format. 31 October 2018 EMA/164014/2018 Rev.2.0.1
accompanying GVP Module V Rev.2 Human
Medicines). Pe3stome MNnaHy ynpasniHHA py3ukamu
Bepcisa 6.0 AofaeTbes.

224.

30HIK

Kancynu TBepgi no
25 wmr; no 14 kancyn
y 6nicTepi; no 2 abo
no 4 6nictepu B
KapTOHHIiA ynakoBLi

TOB
"TNEQDA
PM NTAO"

YkpaiHa

KYCYM
XENTXKEP MBT
N7

IHais

BHECEHHS 3MiH [0 peecTpaLjiiiHuX MmaTepianis: 3MiHu |
TMny - 3MiHK Woao 6e3nekn/edekTUBHOCTI Ta
thapmakoHarnsigy. BHeceHHsi abo 3miHa(n) fo
3000B'A3aHb Ta YMOB Buadi peecTpauiiHoro

NoCBiAYEeHHS, BKtoYatoun MnaH ynpasiHHA pu3nkamm

(3acTocyBaHHsA TEKCTY, SKNIA NOTOAKEHN 3
KOMNETEHTHUM OpraHoMm). 3asBHUKOM HaJaHo
OHOBJ/EHWIA MnaH ynpaBniHHA pu3nkamu Bepcis 6.0.
3MiHN BHECEHO [0 YacTvH: | «3arasibHa iHhopmauis»
Il «Cneundikauis 3 6e3nekus I «MnaH 3
hapmakoHarnagy» V «3axou 3 MiHimMisauii pu3nkie»
VI «Pe3tome nnaHy ynpasniHHA pusnkamms» VII
«[lopatkn» (aopatkm 1-8) y 3B’s13Ky 3 OHOB/IEHHSAM
iHbopMmawii 3 6e3neku Ajtoyoi pevyoBuHY nperadaniH

BiANOBIAHO [0 akTyasnbHOI pedyepeHTHOI iHhopmauii, a

TakoX Y 3B'A3Ky i3 3MiHOO chopmaTy BignoBiAHO 40
sBumor Evaluation Guidance on the format of the risk
management plan (RMP) in the EU — in integrated
format. 31 October 2018 EMA/164014/2018 Rev.2.0.1
accompanying GVP Module V Rev.2 Human
Medicines). Pestome MnaHy ynpasniHHSA pu3nkamm
Bepcis 6.0 4oAaETLCS.

3a
peyenmom

UA/19526/01/01

225.

30HIK

Kancynu TBepai no
50 wmr; no 14 kancyn
y 6nicTepi; no 2 abo
no 4 6nictepu B
KapTOHHI ynakosL,i

TOB
"TNEO®A
PM NTAO"

YKpaiHa

KYCYM
XEMTXKEP MBT
nTa

IHais

BHECEHHS 3MiH [JO peecTpaLiiiHix maTepianis: 3MiHu |
TMny - 3MiHK WoAo 6e3nekn/edpeKkTNBHOCTI Ta
thapmakoHarnsgy. BHeceHHs abo 3miHa(u) fo
3000B'A3aHb Ta YMOB Bugadi peecTpauiiiHoro

noceigyeHHs, Bktovaouy MnaH ynpasniHHA pyu3rkamu

(3acTocyBaHHA TEKCTY, KW NOrOMKEHNIA 3
KOMMETEHTHUM OpraHoMm). 3asiBHUKOM HafaHo
OHOB/ieHUI MnaH ynpasniHHA pu3nkamm Bepcis 6.0.
3MiHV BHEeCeHO [0 YacTuH: | «3aranbHa iHhopmaLis»
Il «Cneundikauis 3 6e3nekn» I «MnaH 3
hapMakoHarnagy» V «3axoau 3 MiHimMizauii pu3ukie»
VI «Pe3tome nnaHy ynpasniHHA pusnkamun» VI
«[opatkm» (fopatku 1-8) y 3B'A3Ky 3 OHOB/IEHHAM
iHchopmawii 3 6e3neku gjtoyoi pevyoBuHU nperadasnii

BiZNOBIAHO [0 aKTyabHOI pethepeHTHOT iHchopmaLli, a

TakoxX Y 3B'A3Ky i3 3MiHOIO chopmaTy BiANOBIAHO A0
sBumor Evaluation Guidance on the format of the risk
management plan (RMP) in the EU — in integrated
format. 31 October 2018 EMA/164014/2018 Rev.2.0.1
accompanying GVP Module V Rev.2 Human

3a
peyenmom

UA/19526/01/02
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Ne Hassa Popma surnycky 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Peknam Homep

n/n JliKapcbKo20o | (nikapcbka hopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o

3acoby YNaKkoBsKa) nocsioYeHHs1
Medicines). Pestome MnaHy ynpasniHHSA pu3vkamm
Bepcis 6.0 4oAaETbCS.

226. | IBYNMPO®EH Kancynu no 400 mr, ToBapuct YkpaiHa ToBapucTBO 3 YkpaiHa BHECEHHS 3MiH 0 peecTpaLiiiHux matepianis: 3MiHu | 6e3 nionsieae UA/16147/01/02
no 10 kancyny BO 3 06MEeXEHO TMny - 3MiHKM Woao 6e3nekn/edekTUBHOCTI Ta peyernma
6nicTepi, no 1 abo 2 | obmexeHo BiANOBIAALHICTIO thapmakoHarnsgy. 3MiHa y KOpOTKiil xapakTepucTuui
6nictepu y Kopobui 3 10 "®apmMaueBTUYHA NiKapcbKoro 3acoby, TeKCTi MapKyBaHHS Ta iIHCTPYKLT
KapToHy Bignosiga thipma "BepTekc", ONA MeAnYHOro 3aCTOCyBaHHSA Ha MigcTasi perynspHo

NbHICTIO YkpaiHa OHOB/IHOBAHOrO 3BITY 3 6e3nekn NikapcbKoro 3acoby,
"®hapmaue (BMPOGHMLTBO 3 a60 focnifxeHb 3 6e3nekn 3aCTOCYBaHHS /iKapCbKoro
BTMYHA npoaykuii in bulk 3acoby B nicnsipeecTpawiiiHnii nepiog, abo sk
thipma ToBapucTBa 3 pe3ynbTaT OUiHKV 3BITY 3 AOC/IIKEHb, MPOBEAEHUX
"BepTekc" 06MEeXeHO BIAMNOBIAHO A0 NnaHy negiatpuyuHux gocnigxeHs (PIP)
BiANOBIAAILHICTIO (3MiHY Y3rofpkeHO 3 KOMNETEHTHUM YNOBHOBaXKEHUM
«®dapmaueBTUiHa opraHom)
KOMnNaHis 3MiHV BHECEHO [0 IHCTPYKLIT 4151 MeAnyYHOro
«300poB'sA», 3aCTOCyBaHHS NikapcbKoro 3acoby A0 po3ainis
YkpaiHa) "Oco6nmBoCTi 3acTocyBaHHs", "Mo6iuHi peakwyii”
BiANOBIAHO 4,0 OHOBNEHOT iHChopMaLii 3 6e3neku
aito4oi pevosuHy (ibynpodpeHy) 3rigHo 3
pekomeHpauiamu PRAC.
CynyTHS 3MiHa - 3MiHW Wwoa0 6e3neku/eekTUBHOCTI
Ta hapmakoHarnsgy. BHeceHHs abo 3miHa(un) o
3000B'A3aHb Ta YMOB BuAadi peectpauiiHoro
NoCBiAYEHHS, BKoYatoun MnaH ynpasiHHA pu3nkamm
(3acTocyBaHHSA TEKCTY, SKWA NOTOAKEHN 3
KOMNETEeHTHUM opraHom) 3asBHUKOM HafaHo
OHOBJ/EHWIA MnaH ynpaBniHHA pu3nkamu Bepcis 3.1.
3MiHN BHECEHO [0 YacTvH: | «3arasibHa iHhopmauis»
V «3axoau 3 MiHiMi3aw,ii pusukiB» VI «Pe3iome nnaHy
ynpasniHHA pusnkamm» VIl «JogaTtku» (4oaaTok 2) y
3B'5A3KY 3 OHOBJ/IEHHAM iH(hOpMaLlii 3 6e3nekun aityoi
peyoBMHM iGYNpOodieH BifMnoBigHO A0 pekoMeHAaaL il
PRAC, W0 € pyTUHHVM 3aX00M 3 MiHiMi3aLii pu3ukiB.
Pestome MnaHy ynpasniHHa pu3ukamu Bepcis 3.1
[0A3ETLCA.

227. | IBYNPO®EH kancynu, no 200 wr, Tosapuct YkpaiHa ToBapucTBO 3 YkpaiHa BHECEHHS 3MiH 0 peecTpaLiiiHux matepiasis: 3MiHu | 6e3 nionsieae UA/16147/01/01
no 10 kancyny BO 3 06MEeXEHO TMny - 3MiHK Woao0 6e3nekn/edekTUBHOCTI Ta peyernma
6nicTepi, no 1 abo 2 | o6mexeHo BiAMNOBiA&/IbHICTIO thapmakoHarnsgy. 3MiHa y KOpOTKiil xapakTepucTuui
6nictepu y kopobui 3 10 "®apmaueBTUYHA nNiKapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta iIHCTPYKLT
KapToHy Bignosiga thipma "BepTekc", ANA MeAMYHOro 3aCTOCyBaHHSA Ha MigcTasi perynspHo

NBHICTIO YkpaiHa OHOB/IHOBAHOTO 3BITY 3 6e3nekn NMikapCcbKoro 3acoby,
"®bapmaue (BMPOGHMLITBO 3 a60 pocnifxeHb 3 6e3nekn 3aCTOCyBaHHS ikapCbKoro
BTMYHA npoaykuii in bulk 3acoby B nicnspeecTpawiliHnii nepiog, abo sk
ipma ToBapucTsa 3 pe3ynbTaT OLiHKV 3BITY 3 AOCNIIKEHb, NPOBEAEHNX
"BepTekc" 06MEeXEHO0 BIANOBIAHO A0 NnaHy negiatpuyuHux gocnigxeHs (PIP)
BiANOBIAALHICTIO (3MiHY Y3rogKeHo 3 KOMNEeTEHTHUM YNOBHOBAXXEHUM
«®dapmaueBTUiHa opraHom)
KOMnNaHis 3MiHV BHECEHO [0 iHCTPYKLIT 4151 MeANYHOro

«300p0B’A»,

3aCTOCyBaHHS NikapcbKoro 3acoby A0 po3ainis
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Ne Hassa Popma surnycky 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbKo20o | (nikapcbka hopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby YNaKkoBsKa) nocsioYeHHs1
YkpaiHa) "Oco6nmBocTi 3acTocyBaHHs", "Mo6iuHi peakwi"
BiANOBIAHO [0 OHOBEHOI iHGhOpMaL,i 3 6e3nekn
4itoyoi pevosuHu (ibynpodpeHy) 3rigHo 3
pekomeHpauiamu PRAC.
CynyTHs 3miHa - 3MiHW Wwoo 6e3nekun/edekTMBHOCTI
Ta hapmakoHarnsagy. BHeceHHs abo 3miHa(u) o
3060B'A3aHb Ta YMOB Bugadi peecTpauiiHoro
NOCBIAYEHHS, BKItoYatoun MnaH ynpasiHHA pu3nkamm
(3acTocyBaHHA TEKCTY, KW NOrOMKEHNI 3
KOMMETEHTHUM opraHoM) 3asiBHUKOM HafaHo
OHOB/ieHUIA MnaH ynpaBniHHA pu3nkamu Bepcis 3.1.
3MiHV BHECEHO [0 YacTuH: | «3aranbHa iHhopmaLis»
V «3axoaun 3 MiHiMi3av,ii pusukie» VI «Pestome nnaHy
ynpasniHHA pusnkamn» VIl «JoaaTku» (4oaaTtok 2) y
3B’513KYy 3 OHOBJ/IEHHAM iHChOpMaLiii 3 6e3neku aityol
peyoBUHM iBYNpodieH BiANOBIAHO A0 PekoMeHAaLlii
PRAC, LU0 € pyTVHHMM 3aX0f0M 3 MiHiMi3auil pu3ukis.
Pestome MnaHy ynpasniHHA pu3ukamu Bepcis 3.1
[0A3ETLCA.

228. | IBPEH30 TabneTku, BKpUTI Actennac | Higepnangn nepBuHHE HigepnaHgy | BHeCEHHS 3MiH A0 peecTpauiiiHux matepiasis: 3MiHu | 3a He UA/19833/01/02
nNiBKOBOIO Papma nakyBaHHs, / CWWA TMNy - AAMIHICTPaTMBHI 3MiHW. 3MiHa HaliMEeHyBaHHSsI peyenmom | nidssieae
060n0Hkot0, No 50 tOpon B.B. BTOPVHHE Ta/abo agpecu Micus NPOBaKEHHS AISNbHOCTI
Mr; 2 TabneTok y nakyBaHHs, BMPOGHMKa/iMnopTepa roToBoro fikapcbkoro 3acoby,
6nictepi; no 1 KOHTPO/b SIKOCTI, BK/IIOYAOUM [iNbHULi BUNYCKY cepii abo Mmicue
6nictepy y BUNYCK NPOBEAEHHS KOHTPOJIO AKOCTI. (fiANbHICTb, 3a AKYy
KapTOHHIA Kopoo6Li cepii:lencdapm BiANOBIAAa€E BUPOGHYMK/IMNOpTep, BKIOYaUM BUMYCK

Mennen B.B., cepiii) 3miHa Ha3BW BUPOGHMKa J13, BiANoBiAabHOTO
HigepnaHgu; 3a NepBUHHE NakyBaHHS, BTOPMHHE NaKyBaHHS,
KOHTPO/b AKOCTI: KOHTPO/b AKOCTI, BUMYycK cepii 3 AcTennac ®apma
KataneHT CTC, HOpon B.B. (Astellas Pharma Europe B.V.) Ha
NNC, CUWA; [encapm Mennen B.B. (Delpharm Meppel B.V.).
BMPOGHMLTBO, Agfpeca Ta BUpo6HMYa AisNIbHICTE BUPOOHMKA
nakysaHHs bulk Ta 3aMLLATLCA HE3MIHHMMUW. 3MiHN BHECEHO B
KOHTPONb AKOCTI: IHCTPYKLi0 4719 MEAMNYHOIO 3aCTOCYBaHHS NiKapCbKoro
KataneHt ®apma 3aco6y y po3ain «BUpobHuK» 3 BigNoBiAHNMMN 3MiHAMM
ContoLwHe, JI1C, B TEKCTi MapKyBaHHS.
CLWA BBefeHHs 3MiH NpoTArom 6-T1 MicAuiB nicns
3aTBepMKEHHA. 3MiHK | Tuny - 3MiHW WoAo
6e3nekun/edhekTVBHOCTI Ta hapMakoHarniagy (iHuwi
3MiHV) 3MiHU BHECEHO B TEKCT MapKyBaHHA BTOPUHHOI
yNakoBKM iKapCbKOro 3acoby o0 Ao4aBaHHS
iHbopmaLii Npo 3asBHMKA.
BBefeHHs 3MiH NpoTArom 6-T1 MicAuiB nicns
3aTBEPAKEHHS.

229. | IBPEH30 TabneTtku, BKPUTI Actennac | HigepnaHan nepBuHHE HigepnaHan BHECEHHS 3MiH 0 peecTpaLiiiHux matepiasis: 3MiHu | 3a He UA/19833/01/03
NiBKOBOO dapma nakyBaHHs, / CLLA TMny - AAMIHICTPaTMBHI 3MiHW. 3MiHa HaliMeHyBaHHS peyenmom | nionsi2ae
o6onoHkoto, no 70 tOpon b.B BTOPVHHE Ta/abo agpecu MicLs NPOBaKEHHS AiSNbHOCTI
Mr; 2 TabneTok y nakyBaHHs, BMpO6GHMKa/iMnopTepa roToBOro JlikapcbKoro 3acoby,

6nictepi; mo 1

KOHTPO/b SKOCTI,

BK/KOYAK0UM AiNbHULI BUNYycKy cepii abo micue
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Ne Hassa Popma surnycky 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Peknam Homep

n/n JliKapcbKo20o | (nikapcbka hopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o

3acoby YNaKkoBsKa) nocsioYeHHs1
6nictepy y BUWMYCK Cepii: NPOBefEeHHS KOHTPOJIO AKOCTI. (fiANbHICTb, 3a Ky
KapTOHHI/ KopoobLi [endapm Mennen BiANOBIAA€E BUPOGHYMK/IMNOPTEpP, BKIOYA0UN BUMYCK
B.B., HigepnaHaw; cepiii) 3miHa Ha3BW BMPOGHMKa /13, BiAnoBiaabHOro
KOHTPONb AKOCTI: 3a NepBUHHE NakyBaHHSA, BTOPUHHE NaKyBaHHS,
KaraneHt CTC, KOHTPO/b AKOCTI, BUMycK cepii 3 AcTennac ®apma
NNC, CWA; tOpon B.B. (Astellas Pharma Europe B.V.) Ha
BMPOGHULITBO, [Jencapm Mennen B.B. (Delpharm Meppel B.V.).
nakyBaHHs bulk Ta Agpeca Ta BUpo6HMYa Ais/TbHICTb BUPOOHMKA
KOHTPO/b SIKOCTI: 3a/MWAaTLCA HE3MIHHUMU. 3MiHW BHECEHO B
KaraneHTt ®apma IHCTPYKLiO 4719 MEANYHOrO 3aCTOCYBaHHS NiKapCbKoro
ContowHe, I11C, 3aco6y y po3ain «BUpobHuk» 3 BignoBiAHNMMN 3MiHAMM
CLA B TEKCTi MapKyBaHHS.
BBefieHHs 3MiH NpoTArom 6-T1 MicALiB nicns
3aTBepMKEHHA. 3MiHK | Tuny - 3MiHW WoAo
6e3nekun/edhekTVBHOCTI Ta thapMakoHarniagy (iHuwi
3MiHM) 3MiHU BHECEHO B TEKCT MapKyBaHHA BTOPUHHOI
YNakoBKM JiKapCbKOro 3acoby o0 A04aBaHHS
iHhopmaii Npo 3asBHMKA.
BBefeHHs 3MiH NpoTArom 6-T1 MicAuiB nicns
3aTBEPMKEHHS.

230. | IBPEH30 TabneTtku, BKPUTI Actennac | HigepnaHan nepBuHHE HigepnaHan BHECEHHS 3MiH 0 peecTpaLiiiHux matepianis: 3MiHu | 3a He UA/19833/01/04
NiBKOBOO Papma nakyBaHHs, / CLLA TMny - AAMIHICTPaTMBHI 3MiHW. 3MiHa HaliMeHyBaHHSA peyenmom | nionsi2ae
o6onoHkoto, no 100 tOpon B.B. BTOPWHHE Ta/abo agpecu Micus NPOBaKEHHS AiSNbHOCTI
Mr; 2 TabneTok y nakyBaHHs, BMpO6HMKa/iMNopTepa roToBoro JlikapcbKoro 3acooy,
6nicTepi; no 1 KOHTPOb AKOCTI, BK/IKOYA0UM AiNbHULI BUNYCKy cepii abo micue
6nictepy y BWMYCK NPOBeLEHHS KOHTPOJIO SKOCTI. (ZiANbHICTb, 3a Ky
KapTOHHIlA KOpooLi cepii:dencapm BignoBigae BMPOGHMK/iMNOpTep, BKIKOYA0UM BUMNYCK

Mennen b.B., cepii) 3miHa Ha3BW BUPObHMKa J13, BiANOBIAa/IbHOMO
Higepnanaw; 3a NepBUHHE NMakKyBaHHS, BTOPUHHE NaKyBaHHS,
KOHTPO/b SIKOCTi: KOHTPO/b SIKOCTI, BUNYCK cepii 3 AcTennac ®apma
KaraneHt CTC, tOpon B.B. (Astellas Pharma Europe B.V.) Ha
NINC, CWA; Oencapm Mennen B.B. (Delpharm Meppel B.V.).
BMPOBHULTBO, Appeca Ta BUpOBHUYA AiSSIbHICTb BUPOGHMKA
nakyeaHHs bulk Ta 3a/IMLLIATbCA HE3MIHHUMUW. 3MiHN BHECEHO B
KOHTPO/b SIKOCTI: IHCTPYKL,iO 4151 MeANYHOTO 3aCTOCYBaHHSA NiKapCbKoro
KataneHTt ®apma 3aco6by y po3ain «Bupo6HUK» 3 BigNoBigHNMK 3MiHAMU
ConowwHe, NI1C, B TEKCTI MapKyBaHHS.
CLWA BBefeHHs 3MiH NpoTArom 6-Tu MicALiB micns
3aTBEPKEHHS. 3MiHY | TUny - 3MiHK WoA0
6e3nekn/edekTnBHOCTI Ta thapmakoHarnsagy (iHLwi
3MiH1) 3MiHV BHECEHO B TEKCT MapKyBaHHS1 BTOPUHHOT
yNakoBKM NiKapCbKOro 3acoby o0 AoAaBaHHS
iHchopMmawii Npo 3asBHWMKa.
BBefeHHS 3MiH NpoTArom 6-Tu MicALiB micns
3aTBEPAKEHHS.

231. | IBPEH30 TabneTkun, BKpUTI Actennac | Higepnangn nepBuHHE HigepnaHgn | BHeCeHHS 3MiH A0 peecTpaviiiHux matepiasis: 3MiHu | 3a He UA/19833/01/05
NNiBKOBOIO dapma nakyBaHHs, / CWWA TUNy - AAMIHICTPaTVBHI 3MiHW. 3MiHa HaliMEeHyBaHHS peyenmom | niosisieae
060/10HKO10, Mo 150 HOpon B.B. BTOPVHHE Ta/abo agpecu micusa NPoBamXeHHs AiSIbHOCTI
Mr; 2 TabneToK y nakyBaHHs, BMpPO6HMKa/iMNopTepa roToBOro JIiKapCbKoro 3acoby,
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Ne Hassa Popma surnycky 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbKo20o | (nikapcbka hopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby YNaKkoBsKa) nocsioYeHHs1
6nicTepi; no 1 KOHTPOb AKOCTI, BK/IOYA0UM AiNbHULI BUNYCKy cepii abo micue
6nictepy y BUWMYCK Cepii: NPOBELEHHS KOHTPOJIO SKOCTI. (ZiANbHICTb, 3a Ky
KapTOHHIlA KopooLi Oendapm Mennen BignoBigae BUPOGHMK/iMNOpTep, BKIKOYAOUM BUMYCK
B.B., Higepnanau; cepiii) 3miHa Ha3By BUPOGHUKA J13, BiANOBIAaIbHOMO
KOHTPO/b SIKOCTI: 3a NepBUHHE MakKyBaHHS, BTOPUHHE NaKyBaHHS,
KaTtaneHt CTC, KOHTPOb AKOCTI, BUNYCK cepii 3 AcTennac ®apma
NNC, CUWA; tOpon B.B. (Astellas Pharma Europe B.V.) Ha
BMPOGHMLTBO, [Oencapm Mennen B.B. (Delpharm Meppel B.V.).
nakysaHHs bulk Ta Apnpeca Ta BUpOGHMYA AiSNIbHICTE BUPOOHMKA
KOHTPO/b SKOCTi: 3aULLATLCA HE3MIHHMMUW. 3MiHN BHECEHO B
KaTtaneHTt ®apma IHCTPYKLiO 4151 MeANYHOTO 3aCTOCYBaHHS NiKapCbKOro
ContowHc, NNC, 3acoby y po3ain «Bupo6HUK» 3 BigNoBigHNMUK 3MiHAMU
CLWA B TEKCTI MapKyBaHHS.
BBefeHHs 3MiH NpoTArom 6-T1 MicAuiB micns
3aTBepAXeHHS. 3MiHY | Tuny - 3MiHK Woa0
6e3nekn/edekTnBHOCTI Ta thapmakoHarnsagy (iHLwi
3MiHK) 3MiHV BHECEHO B TEKCT MapKyBaHHS1 BTOPUHHOT
yNakoBKM iKapCbKoro 3acoby o0 Ao4aBaHHS
iHchopMmawii Npo 3asBHYMKa.
BBefeHHs 3MiH NpoTArom 6-T1 MicALiB micns
3aTBEPAKEHHS.

232. | IBPEH30 TabneTkun, BKpUTI Actennac | Higepnangn nepBuHHE Higepnangn | BHeCeHHS 3MiH 40 peecTpaviiiHux matepiasnis: 3MiHu | 3a He UA/19833/01/01
N1iBKOBOIO dapma nakyBaHHs, / CLLA TUny - AAMIHICTPaTVBHI 3MiHM. 3MiHa HaliMeHyBaHHS peyenmom | nionsizae
060/10HKO10, M0 20 tOpon B.B. BTOPVHHE Ta/abo agpecu micusa NPoBaKeHHs AisIbHOCTI
Mr; 2 TabneToK y nakyBaHHs, BMpPO6HMKa/iMNnopTepa roToBOro JlikapCbKoro 3acoby,
6nicTepi; no 1 KOHTPO/b SKOCTI, BK/IOYAOUM AiNbHULI BUMYCKy cepii abo micue
6nictepy y BUNYCK cepil: NpPOBeAEeHHSA KOHTPOJIHO AKOCTI. (4isNbHICTb, 3a AKY
KapTOHHI Kopoobui [Jendapm Mennen BiANOBIAae BUPOGHMK/IMNOPTEpP, BKIOYAOUN BUMYCK

B.B., Higepnanay; cepiii) 3miHa Ha3Bu BMpO6HMKa /13, BignoBigabHOro
KOHTPO/b SIKOCTI: 3a NepBUHHE NMakKyBaHHS, BTOPUHHE NaKyBaHHS,
KataneHt CTC, KOHTPOb SKOCTI, BUNYCK cepii 3 AcTennac ®apma
NINC, CWA; tOpon B.B. (Astellas Pharma Europe B.V.) Ha
BMPOBHULTBO, Lendapm Mennen B.B. (Delpharm Meppel B.V.).
nakyeaHHs bulk Ta Agpeca Ta BUpobHMYa AisNIbHICTb BUPOOHMKA
KOHTPO/b SIKOCTI: 3a/MWATECA HE3MIHHUMUW. 3MiHW BHECEHO B
KataneHTt ®apma IHCTPYKLi0 4151 MeANYHOTO 3aCTOCYBaHHSA NiKapCbKoro
ContowwHe, I1C, 3ac06y y po3ain «BUpobHuK» 3 BignoBiAHNMMN 3MiHAMM
CLWA B TEKCTi MapKyBaHHS.
BBefeHHA 3MiH NPOTAroM 6-Tu MicALiB nicas
3aTBepMKEHHS. 3MiHK | Tuny - 3MiHn Woao
6e3nekn/edheKTMBHOCTI Ta thapmakoHarnsgy (iHuwi
3MiHW) 3MiHV BHECEHO B TEKCT MapKyBaHHS1 BTOPUHHOT
yMakoBKM MiKapcbKoro 3acoby Loao foAaBaHHSA
iHchopMmawii Npo 3asBHuMKa.
BBefeHHA 3MiH NPOTAroM 6-Tu MicALiB nicns
3aTBEPKEHHS.
233. | IMET® Ansd CycrneHsis opanbHa, BEP/IH- HimeyunHa Brpo6HMuTBO "in IcnaHis/ BHECEHHS 3MiH IO peecTpaLjiiiHuX maTepianis: 3MiHu | 6e3 UA/16881/01/01
DITEA 4% 200 mr/5 mn; no 100 XEMI AT bulk", nakyBaHHs, HimeuunHa TMny - 3MiHK Woao 6e3nekn/edekTUBHOCTI Ta peuyenma

M abo 200 mn y

KOHTPO/Ib Ta

chapmakoHarnagy (iHwi 3MiHu). 3MiHM BHECEHO Y M. 6.
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Ne Hassa Popma surnycky 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbKo20o | (nikapcbka hopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby YNaKkoBsKa) nocsioYeHHs1
thnakoHi; no 1 BUMYyCK Cepili: IHLWE TekcTy mapKyBaHHA nepBuHHOI Ta n. 17. IHWE
chnakoHy 3 Na6opaTtopioc BTOPUHHOI YMakoBKM MiKapCbKoro 3acoby Loao
[03yH04MM Ankana ®apma, YTOYHEHHS NOroTuMy.
NPUCTPOEM ANA C.N1., IcnaHis;
nepopasibHOro Bunyck cepiii:
BBe/leHHsA B BEP/NIH-XEMI AT,
KapTOHHilA KOpO6L
HimeyynHa
234. | IMOAIYM® TabneTtku, Lo MakHin AHrnis BMPOBHULTBO, Benuvka BHECEHHS 3MiH 0 peecTpaLiiiHux matepiasnis: 3MiHu | bes UA/9831/02/01
EKCNPEC OMcnepryoTbcs B Mpopaxtc nepBuHHE BpuTanis/ TMny - 3MiHKM Woao0 6e3nekn/edekTUBHOCTI Ta peyernma
POTOBI NOPOXHWHI, Niviten nakyBaHHs Ta ®paHuisa thapmakoHarnsgy. BeegeHHs abo 3miHv o
no 2 mr, no 6 KOHTPO/b AKOCTI y3arasibHeHUX JaHnx Npo cucTemy dhapmakoHarnsgy
Tabnetok y 6nictepi; roToBOro (BBEAEHHSA Y3araslbHEHUX AaHWX NP0 cucTemy
no 1 6nictepy B NpoAyKTY: hapmakoHarnsgy, 3MiHa ynoBHOBaXeHOi 0cobu,
KapTOHHIA ynakoBL,i KataneHT HOK BiANOBIAA/IbHOI 3a 34iliCHEHH:A hapMmakoHarnsay;
CBiHAOH 3ugic KOHTaKTHOI 0Co6YM 3 thapmakoHarnsagy 3asiBHuka anas
Nimiten, Benuka 3pificHeHHs hapMakoHarnsgy B YkpaiHi, K0 BOHA
BpuTaHis; BiAMiHHa Bif, yNOBHOBaXXEHOT 0CO6M, BifnoBigansbHOI
BTopvHHa 3a 34iicHeHHs hapmakoHarnsgy (Bkaoyarum
ynakoBka, KOHTaKTHI AaHi) Ta/abo 3MiHN Yy pO3MilLeHHi MacTep-
KOHTPO/b AKOCTI (paiina cuctemu chapmakoHarnsay)- 3miHa KOHTaKTHOT
roToBOro 0co6u 3asBHMKA, BiANOBIAALHOI 3a thapmakoHarnsag, B
NpoAyKTY, 403BIN YKpaiHi.
Ha BUMycK cepii: Litova pepakuisn: HaropHa KatepuHa IsaHiBHa /
IOKHTN Nahorna Kateryna Ivanivna. MNponoHoBaHa pefakuis:
KoHcbtomep Xenc YarapHa Hatanis CepriiHa / Chagarna Natalia
(PpaHc) CAC, Serhiivna. 3MiHa KOHTaKTHUX JaHWX KOHTaKTHOT 0Co6U
PpaHLin 3asBHVKa, BifNOBiAaIbHOI 3a thapmakoHarnsg, s
YKpaiHi.
235. | IMOAIYM®AY | Tabnetku; no 6 MakHin AHrnis BMPOGHULITBO 3a PpaHuis/ BHECEHHS 3MiH 0 peecTpayjiiiHux maTtepianis: 6e3 UA/19902/01/01
(o] Tabnetok y 6nictepi; | Mpogaktc NOBHUM LMKIOM IHgis/ BunpasneHHs TexHiyHoi nomuskv B Cneuudikawii peyenma
no 1 6nictepy B Nimitep (BMPOGHMLUTBO Icnanis MKS$ N13 3a n. «MikpobionoriyHa unctota», fONyLEHOI

KapTOHHI nayw,i

roToBOT NiKapcbKoi
chopmMK, KOHTPOSIb
AKOCTi rOTOBOI
nikapcbkoi
chopmMK, NepBUHHE
nakyBaHHs Ta
BUNYyCK cepii):
IDKHTN
KoHcblomep Xernc
(PpaHc) CAC,
PpaHuis;
KOHTPO/b AKOCTI:
AHccen Cinar
C.M.A,, lTanis;
KOHTPO/Ib AKOCTI
(Tinbkn
TECTYBaHHS

nig, vyac 3MiH B MeToAax KOHTPOoto AkocTi 13, aki 6ynum
3aTBepmxeHi Hakazom MO3 Ykpainu Ne 583 Big,
05.04.2024, a came — B KOJIOHLLi «<MeTOAM KOHTPOH0»
6yno ynyuieHo nocunaHHsa «n.9 MKA» ta «€sp. ®apm.
2.6.12».
3a3HayeHe BUMNpaB/IeHHA BiANOBiLAE apXiBHUM
mMarepiasiaM peecTpauiiHoro focCheE.
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Ne Hassa Popma surnycky 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbKo20o | (nikapcbka hopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby YNaKkoBsKa) nocsioYeHHs1
cTabinbHoCTI):
JDKOHCOH i
[bxoHcoH MpaiiBat
nTa, IHais;
KOHTPO/b SIKOCTI:
MakHIN IBEPIKA,
C.J1.Y., IcnaHis
236. | IMYCTAT TabneTku, BKpUTI MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH [0 peecTpaLjiiiHuX MmaTepianis: 3MiHu | 6e3 UA/9052/01/02
060/10HKO10, N0 100 "®hapmaue "®apmMaueBTUYHA TUMy - 3MiHK 3 AKOCTi. FOTOBWIA Nikapcbkuii 3aci6. peuyenma
mr, no 10 TabneTok BTMYHA ipma "AapHuug" KOHTpO/1b AONOMKHMX PEYOBMH. 3MiHa napaMeTpis
Y KOHTYpHIlA thipma cneumdikauii Ta/abo AONYyCTUMMX MEX A5
YapyHKOBIl "OapHuus" [LOMOMDKHOT peyoBUHM (iHLWi 3MiHW). CynyTHS 3MiHa-
ynakosui; no 1 3MiHK 3 SKOCTi. FoToBMIA Nikapcbkuii 3aci6. KoHTporsb
KOHTYPHIi [OMOMDKHMX PeYOBMH. 3MiHa y MeToAax
YapyHKOBIli ynakoBLj BUNPOBYBaHHSA JONOMIXHOI pEYOBUHY (HE3HAaYHI 3MiHN
y nauui y 3aTBEPXEHUX MeToAax BUNPoOyBaHb).
MprBeaeHHs crneumdikaLii Ta MeToAiB KOHTPO/IHO
AIKOCTi Ha LOMOMiXXHY peyvoBuHy Onagpalii Il 85 F 6inwuii
y BigNoBigHICTb [0 MaTepiasliB BUPOOHMKa 3
ypaxyBaHHsaM BuMor AdY 6e3 3MiH1 HOpMyBaHHS 3a
NoKasHNKOM "30/1a", a TakoX NOKasHWK
"Mikpob6ionoriyHa unctota" npuBeAeHWin BignoBigHO A0
BMMOT fjlounx MoHorpadii €®, 2.6.12, 5.1.4. 6e3
3MiHVM METOAMKN KOHTPOJIKO AKOCTI.
237. | IMYCTAT TabneTkun, BKpUTI MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH [0 peecTpavljiiiHuX maTepiasis: 3MiHu | 6e3 UA/9052/01/01
o6onoHkoto, no 50 "®bapmaue "®apmMaueBTNYHa TUMy - 3MiHM 3 AKOCTi. [OTOBWIA Nikapcbkuii 3aci6. peyenma
Mmr, no 10 TabneTok BTMYHA thipma "OapHuus" KOHTpO/b AOMNOMIDKHMX pevoBUH. 3MiHa NnapameTpis
Y KOHTYpHIlA thipma cneumdikauin Ta/abo AONyCTUMMX MEX A5
YapyHKOBIl "AapHnus” [LOMOMDKHOT peqoBUHM (iHLWi 3MiHK). CynyTHS 3MiHa-
ynakosLi; no 1 3MiHK 3 sIKOCTi. FoTOBUIA Nikapcbkuii 3aci6. KoHTposb
KOHTYPHIi [OMOMDKHMX PEeYOBMH. 3MiHa Y MeToAax
YapyHKOBIli ynakoBLj BMNPOOYBaHHA AONOMDKHOI PEYOBMHU (HE3HAYHI 3MiHU
y nauuj y 3aTBepMKEHNX MeToAax BUNpPobyBaHb).
MprBeaeHHs crneumdikaLii Ta MeToAiB KOHTPO/IHO
AKOCTI Ha fOMOMiKHY peyvoBuHy Onagpaii Il 85 F 6inwii
y BiANOBIAHICTb O MaTepianiB BUpobHMKa 3
ypaxyBaHHAM BUMor iPY 6e3 3MiHM HOpMYyBaHHS 3a
nokasHukoMm "3os1a", a TakoX MoKasHWK
"Mikpob6iosnioriyHa ynctoTa" NpuBeAEHWiA BigNoBigHO A0
BMMOT fjlounx MoHorpadivi E®, 2.6.12, 5.1.4. 6e3
3MiHN METOAMKN KOHTPOJIKO SKOCTI.
238. | IHFANIOT- cnpei Ans poToBof TOBAPUC YkpaiHa BCi cTagil YkpaiHa BHECEHHS 3MiH [0 peecTpaLiiiHnx maTepianis: 3MiHu | 6e3 UA/10947/01/01
340POB'A nopoXHWHK no 30 TBO 3 BMPO6GHMLTBA, MMy - 3MiHK 3 AKOCTi. FOTOBWIA NliKaPCbKUiA 3aci6. peuyenma
POPTE 3 My 6anoHi 3 OBMEXE KOHTPO/b SIKOCTI, CuncTeMa KoHTelHep/3aKynoptoBasibHUiA 3aci6. 3miHa
POMALLKOK | knanaHom-Hacocom, HOKO BUNYCK cepil: nocTavasibHVKa nakyBasibHUX MaTepianis abo
no 1 6as10Hy 3 BIANOBIA ToBapucTBO 3 KOMMIEKTYHOUMX (SIKLLLO 3a3HAYEHO B JOCLE) (3amiHa
Hacagkoto- ANBHICT 06MexeHot abo goaaBaHHA noctavyasibHUKA) - CynyTHS 3MiHa
posnuoBayem Ta 1O BIANOBIAAILHICTIO - 3MiHU 3 sKOCTi. FOTOBUIA Nikapcbkuii 3aci6. Cuctema
3aXUCHUM «KOPMNOP "dapmMaueBTNYHaA KOHTeliHep/3akynoptoBasibHWIA 3aci6. 3miHa dopmu
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Ne Hassa Popma surnycky 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbKo20o | (nikapcbka hopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby YNaKkoBsKa) nocsioYeHHs1
KOBMNa4ykoMm y ALIA KOMnNaHis a60 po3Mmipy KOHTEelHepa UM 3aKynoptoBaslbHOTO
KOpPOO6Lii 3 KApTOHY; «300POB "3nopos'a” 3aco6y (NepBMHHOT yNakoBKM) (HECTEPUIIbHI NiKapChbKi
no 50 Mn y donakoHi "A» YkpaiHa; Bci cTagji 3aco6u) - BHeceHHs1 f0AaTKOBOro noctadasibHuKa
3 3aXUCHUM BMPOGHMLITBA, nakyBasibHOro matepiany (6a/10H anoMiHiEBWIA)
KoBnavkom; rmo 1 OKpiM KOHTPO/I0 Aerosol Service Sp. z 0.0, Poland gogaTtkoBo fo
dhnakoHy 3 AKOCTi Ta BUMYCKY 3aTBepxaeHoro TUBEX MATRA KFT, Hungary, sk
opasibHUM cepii: ToBapucTeo HacnifokK, Bif6yNMCb He3HaYHI 3MiHW Y po3mipax
pO3nuBabHAM 3 06MEXEHOI0 NepBUHHOT y6akoBKW. AKICHUIA Ta KiJTbKICHWIA cknag,
NPUCTPOEM Ta BiANOBiAA/IbHICTIO nakyBa/lbHOro MaTepiany He 3MiHUnucs. BeegeHHs
3axXUCHUM "®apmMaueBTNYHa HOBOrO BMPOGHMKA NakyBaslbHOTO Matepiasny He
KOBMaykoM y KomnaHis BMN/IMBAE Ha [OCTaBKy, 3aCTOCyBaHHs, 6e3neky Ta
KOpPOOLLi 3 KApTOHY "3popos'sa”, CTabiNbHICTL FOTOBOrO NiKapCbKOro 3acoby.
YKpaiHa
239. | IPUHOTEKAH | KoHUeHTparT ans AKkopA, Monba BignoBiganbHMi Monbwa/ BHECEHHS 3MiH [0 peecTpaLjiiiHuX MmaTepianis: 3MiHu | 3a UA/19933/01/01
AKKOPL, NPUroTyBaHHSA Xenckea 3a BUNYCK cepii: IHais/ TMny - 3MiHK 3 AkocTi. CepTudikat BignosigHocTI/IE- peyenmom
pO3YuHy AN Moncka AKKopg, Xesnckea Benvka cepTudikaT BignoBigHOCTI €EBponeichkiii
iHcpysiiA, 20 mr/mnno | Cn. 3.0.0. Moncka Cn. 3 0.0. Bputanis/ thapmakonei/moHorpadii. NogaHHs HoBOro abo
5 mn (100 mr) a6o Cknap, ImnopTepa, YropwmHa OHOB/IEHOTO cepTudikaTa BifnoBigHOCTI a60
no 15 mn (300 mr) y MonbLa; BW/TyYEHHS cepTuddikaTa BignoBiAHOCTI EBpONeENCHKIi
chnakoHi, no 1 BVPOGHMLTBO thapmakonei: ana Ad®l; ons BuxigHoro
dhnakoHy B nauuj nikapcbKoro mMaTtepiany/peareHTy/NpoMbKHOIo NPOAYKTY, Lo
3aco6y, NnepBuHHE BMKOPWCTOBYIOTbCA Y BUPOOHULTBI AdDl; ans
Ta BTOpVHHE [L0MNOMIXHOT peyoBrHY (cepTuddikaT BignoBigHOCTI
nakyBaHHs, €Bponeiicbkiin hapmakonei) - OHOBEHWIA cepTudikat
KOHTPO/b AKOCTI: Bif y)Ke 3aTBEepKEHOro BUpobHyvKa. MogaHHA
IHTac OHOBJIEHOrO cepTudikaTa BifnoBigHOCTI €Bponechbkili
$apmacbloTikasc thapmakonei R1-CEP 2016-276-Rev-00
Nimiten, HAais; (3aTBepmxeHo: RO-CEP 2016-276-Rev-02) ans fitoyoi
fopaTkose peyoBMHWN IprHOTEKaHy rigpoxaopuay Tpurigpary Big,
BTOPUHHE 3aTBepxeHoro BupobHrka QILU PHARMACEUTICAL
nakyBaHHs: CO., LTD., Kutaii.
AKKOP[,
XENNCKEA
NIMITEA, Benuka
BputaHis;
CuHonTtus
IHpacTpian Cn. 3
0.0., MonbLa;
KOHTPO/b SIKOCTI:
BECC/IHI
XaHrepi Kdot.,
YropuuHa;
SAPMABANILA
nro.
Mikpo6ionoriyHa
nab6opaTopis,
YropuwmHa
240. | IPUHOTEKAH | koHUeHTpat ans Amakca Benvka KOHTpO/b cepii Ta HimeyunHa/ BHECEHHS 3MiH 0 peecTpaLiiiHux matepiasis: 3MiHu | 3a UA/14902/01/01
AMAKCA PO34uHy ANns Nt Bputanis BWMNYCK Cepii: HimeuynHa Tuny - 3MiHK 3 AkocTi. CepTudiikaTt BignosigHocTi/l E- peyenmom
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n/n

Ha3ssa
JliKapcbK0O20
3acoby

Popma surnycky
(nikapcbka ¢hopma,
YNaKkoBsKa)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs

Homep
peecmpayiliHo2o
nocsio4yeHHs

iHcpy3iid, 20 mr/mn,
no 2 mn, 5 mn abo
15 mn y dnakoHi; no
1 donakoHy B
KapTOHHI Kopoo6Li

AkBiga v6X,
HimeuuunHa;
BMPOBHMLTBO in
bulk, nepsuHHe Ta
BTOPWHHE
nakyBaHHs,
KOHTpONb cepii:
AkBiga 'M6X,
HimeuunHa

cepTudikaT BignoBigHOCTI EBponeiichkiii
thapmakonei/moHorpadii. NogaHHs HoBOro abo
OHOBJIEHOTO cepTudikaTa BifnoBigHOCTI a0
BU/yYEeHHs cepTudikaTa BignoBigHOCTI EBponeichbkii
thapmakonei: ana Adl; gns BuxigHoro
mMaTtepiany/peareHTy/MpoMbKHOro NPOAyKTY, WO
BMKOPUCTOBYIOTbCA Y BUPOOHULTBI ADI; ans
[L0MNOMDXHOT peyoBrHY (cepTuddikaT BignoBigHOCTI
€Bponeiicbkiin hapmakonei) - OHOBeHWIA cepTudikat
Bifl y)Xe 3aTBEep)KEHOro BUPOOHYKa - NOAAHHSA
OHOBJ/IEHOTO cepTudpikaTy BigNOBIAHOCTI EBpPONENCHKIN
thapmakonei R1-CEP 2017-147-Rev 00 Big
3aTBEpAXeHoro Bupo6Huka Shilpa Pharma
Lifesciences Limited gito4oi pe4yoBNHN ipUHOTEKaHY
rigpoxnopugy Tpurigpary B 3B’A3Ky 3i 3MiHOK agpecu
BMPOGHMWKA, MiCLie BUPOBOHMLTBA HE 3MIHWMNOCH
(3atBepmxeHo: RO-CEP 2017-147-Rev 01,
3anponoHoBaHo: R1-CEP 2017-147-Rev 00)

241.

NOKE/1b

NOPOLLIOK A/1A
PO34nHYy A5 iH'EKUINA
no 750 mr; 1 chnakoH
3 NMOPOLLKOM Y
KapTOHHIA KopoobLi

BEPOC
nTp

pevyis

BPOC NTA,

pevis

BHECEHHS 3MiH 0 peecTpaLiinHux matepiasnis: 3MiHu |
TMny - 3MiHK Woao 6e3nekn/edpeKTNBHOCTI Ta
thapmakoHarnagy. BeegeHHs abo 3miHn fo
y3arasibHeHVX AaHnx Npo cuctemy hapmakoHarnsgy
(BBEAEHHSA y3araslbHEHNX AaHUX NPo cucTemy
thapmakoHarnagy, 3mMiHa ynoBHOBaXXeHO! ocobu,
Bi4NOBiga/IbHOI 3a 34jICHEHHST chapMakoHarnsay;
KOHTaKTHOI 0co6U 3 thapMakoHarnsay 3asBHUKa gns
3fjiicHEHHs chapMakoHarnsay B YKpaiHi, K0 BOHA
BiAMiHHA Bif YNOBHOBaXeEHOI 0CO6M, BiANOBIAA/IbHOI
3a 3AjiicHeHHs hapMakoHaraay (BkIvatum
KOHTaKTHi fiaHi) Ta/abo 3MiHW y PO3MiLLLeHHI MacTep-
haiina cuctemu papmakoHarniagy) - 3miHa KOHTaKTHOI
0co6u 3asBHMKa, BiANOBIAA/LHOI 3a hapmakoHarnsg B
YkpaiHi. fitova pepakuis: bagbs OneHa AHaToniiBHa.
[MponoHoBaHa pegakuis: TkayeHko TeTsiHa [NeTpiBHa.

3a
peyernmom

UA/0388/01/01

242.

KABIHTOH

KOHLieHTpaT Ans
pO34nHy Ans
iHcpy3iiA, 5 mr/mn no
2 mn B amnyni; no 5
amnyny
nAacTuKoBili hopmi;
Mo 2 NaacTuKoBi
hopMM B ynakoBLi

BAT
"TefeoH
Pixtep"

YropumHa

BAT "TeneoH
PixTep"

YropumHa

BHECEHHS 3MiH A0 peecTpaLiiiHux matepiasis: 3MiHu |
My - 3MiHK Woao 6e3nekn/edekTUBHOCTI Ta
thapmakoHarniagy. BeegeHHs abo 3miHn go
y3arasibHeHUX JaHnx Npo cucTemy dpapmakoHarnsgy
(BBEAEHHS y3araslbHEHMX AaHUX NPo cucTemy
thapmakoHarnsgy, 3mMiHa ynoBHOBaXXEHOI 0cobw,
BiANOBIAa/IbHOI 3a 34iiCHEHHSA hapMmakoHarnsay;
KOHTaKTHOI 0co6U 3 thapMakoHarnsay 3asBHUKa ans
3fjiicHeHHs hapMakoHarnsgy B YkpaiHi, KO0 BOHA
BiAMiHHA Bif YNOBHOBaXeHOI 0cO6U, BiANOBIAA/IbHOI
3a 3fjiicHeHHs1 hapMakoHarnaay (Bkiyarum
KOHTaKTHI AaHi) Ta/abo 3MiHN Y pO3MilLeHHi macTep-
thaiina cuctemu chapmakoHarnsgy) - 3miHa
KOHTaKTHUX JaHWNX YNOBHOBaXeHOT 0CObM 3asBHMKA,
BiANOBiAaIbHOI 3a thapmakoHarnsg. 3miHa

3a
peyenmom

UA/4854/02/01
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n/n

Ha3ssa
JliKapcbK0O20
3acoby

Popma surnycky
(nikapcbka ¢hopma,
YNaKkoBsKa)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs

Homep
peecmpayiliHo2o
nocsio4yeHHs

MicLe3HaxX0MKeHHs MacTep-chaiina cuctemm
thapmakoHarnagy. 3MiHa Micus 34iiiCHEHHS OCHOBHOT
LisNIbHOCTI 3 papmakoHarnsay

243.

KABIHTOH

Tabnetku no 5 wmr,
no 25 Tabnetok y
6nictepi; no 2
6nictepn y
KapTOHHIA ynakoBsL,i

BAT
"lepeoH
PixTep"

YropLmHa

BAT "lepfeoH
Pixtep"

YropLmHa

BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiasis: 3MiHu |
TMny - 3MiHK WoAo 6e3nekn/edpeKTNBHOCTI Ta
thapmakoHarnagy. BeegeHHs abo 3amiHn fo
y3arasibHeHVX AaHnx Npo cuctemy papmakoHarnsgy
(BBEAEHHSA y3araslbHEHNX AaHUX NPo cucTemy
thapmakoHarnagy, 3mMiHa ynoBHOBaXXeHOI 0ocobu,
Bi4NOBiga/IbHOI 3a 34iICHEHHST chapMakoHarnsay;
KOHTaKTHOI 0cO6U 3 thapMakoHarnsay 3asBHUKa gns
3piicHEHHs chapMakoHarnsay B YkpaiHi, K0 BOHA
BiAMiHHA Bif YNOBHOBaXeHOI 0CO6M, BiANOBIAA/TbHOI
3a 3AjiicHeHHs hapMakoHaraay (Bkiyatoum
KOHTaKTHi fiaHi) Ta/abo 3MiHM y PO3MiLLLeHHI MacTep-
haiina cuctemu papmakoHarnsay). 3MiHa KOHTaKTHUX
[aHnX YNoBHOBaXXEHOT 0CO6Y 3asBHYIKA,
BiANOBIAA/ILHOT 32 hapmakoHarnsag. 3MiHa
MicLe3HaxoKeHHS MacTep-haina cuctemm
thapmakoHarnagy. 3MiHa Micus 34ilACHEHHST OCHOBHOT
AiSIbHOCTI 3 chapMakoHarniagy.

3a
peyermom

UA/4854/01/02

244,

KABIHTOH
POPTE

Tabnetkun no 10 mr
no 15 tabnetok y
6nictepi; no 2 abo 6
6nictepiB y
KapTOHHIA ynakoBL,i

BAT
"leneoH
PixTep"

YropLmHa

BAT "l'epfeoH
PixTep"

YropLmHa

BHECEHHS 3MiH [0 peecTpavljiiiHuX maTepiais: 3MiHu |
TMny - 3MiHK Woao 6e3nekn/edpeKTNBHOCTI Ta
thapmakoHarnagy. BeegeHHs abo 3amiHn fo
y3arasibHeHVX AaHux Npo cuctemy papmakoHarnsgy
(BBEAEHHSA y3araslbHEHMX AaHUX Npo cucTemy
hapmakoHarnagy, 3mMiHa ynoBHOBaXXeHOI ocobw,
BiANOBiga/IbHOI 3a 34iICHEHHST chapMakoHarnsay;
KOHTaKTHOI 0co6u 3 thapmakoHarnsgy 3asBHUKa gns
3[jiicCHEHHS hapMakoHarnsay B YkpaiHi, KO0 BOHA
BiAMiHHA Bif YNOBHOBaXeHOI 0CO6M, BiANOBIAA/TbHOI
3a 3AjiicHeHHs hapMakoHaraay (Bkiyarun
KOHTaKTHi flaHi) Ta/abo 3MiHM y PO3MiLLLeHHI macTep-
haiina cuctemu papmakoHarnsay). 3MiHa KOHTaKTHUX
[aHnX YNoBHOBaXXEHOT 0CO6Y 3as1BHNIKA,
BiANOBIAA/ILHOT 32 hapmakoHarnsag. 3MmiHa
MicLe3HaxoKeHHs MacTep-chaiina cuctemm
thapmakoHarnagy. 3MiHa Micus 34iliCHEHHSI OCHOBHOT
AiSIbHOCTI 3 hapmakoHarniagy.

3a
peyerimom

UA/4854/01/01

245,

KANNKBEHC

TabneTkn, BKPUTI
nNiBKOBOK
060/10HKOI0, N0 100
Mr, M0 8 TabNeToK,
BKPUTUX M/1IBKOBOO
060/10HKOID, Y
6nictepi; no 7
6nicTepiB y
KapTOHHIlA KOpO6L;
no 10 TabneTok,

ACTPASE
HEKA AB

LLIBeuis

BupobHuyTBO,
KOHTPO/b SKOCTI,
nepBuHHe Ta
BTOPVHHE
nakyBaHHs,
BUMYCK Cepii:
AcTpa3eHeka Ab,
LLiBeuisi; KOHTpOsb
AKOCTI:
AcTpa3eHeka Ab,

LLIBeuis

3MiHn | TMny - 3MiHK Wopao 6e3nekn/etheKTUBHOCTI Ta
thapmakoHarnsagy (iHwi 3MiHn) - 3MiHU BHECEHi y TekCT
MapKyBaHHS BTOPMHHOT YNakoBKW NiKkapCbKoro 3acoby
y n. 12."Homep peecTpau,iiiHoro noceigyeHHs", n.16.
"lHchopmaLisi, ka HaHoCUTbCS WpKdiTom Bpaiinsa”
(Ha3By nikapcbkoro 3acoby 3asHayeHo MasvMn
nitepamn).

3a
peyenmom

UA/19138/02/01
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Ne Hassa Popma surnycky 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbKo20o | (nikapcbka hopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby YNaKkoBsKa) nocsioYeHHs1
BKPUTUX M/1IBKOBOKO Lsewis
060/10HKOI0, Y
6nictepi; no 6
6nictepiB y
KapPTOHHI KOpooLii
246. | KAHAIA NOpOLLOK neHmapk IHais neHmapk IHais BHECEHHS 3MiH 0 peecTpaLiiiHux matepianis: 3MiHu | 6e3 UA/9754/03/01
HalKipHuiA, 10 mr/r Papmacb PapmacboTrKan3 MRy - 3MiHK 3 AKOCTI. FOTOBWIA NliKapCbKUiA 3aci6. peyernma
no 30 r y dpriakoHi; 1oTMKan3 nra. KoHTposb rOTOBOr0 Nikapcbkoro 3acoby. 3MiHa
no 1 cpnakoHy B nra. napameTpiB cneuudgikauii Ta/abo AoNyCTUMUX MEX
KapTOHHI Kopoobui roTOBOrO NiKapcbKoro 3acoby (iHLWi 3MiHW) BunyyeHHs
napameTpy crneumdikauii MN13 "HacunHa ryctuHa'".
3aTBepmxkeHo: HacunHa ryctuHa Big 0,6 r/mn go 0,8
r/mn 3anponoHoBaHo: TecT BUTYyYEHO.
247. | KANPEOMIL, NopoLUOK AN NAT YkpaiHa MAT YkpaiHa BHECEHHS 3MiH A0 peecTpaLiiiHux matepiasis: 3MiHu | 3a UA/9885/01/01
NH po3unHy ans iH'ekuii | "Knismean "KuiBmegnpenapa TUMy - 3MiHM 3 AKOCTi. FOTOBWIA Nikapcbkuii 3aci6. peyenmom
no 1,0 r y chnakoHax penapart" T CucTema KoHTelHep/3aKynoptoBasibHW 3aci6 (iHLWi
3MiHM) OHOBMEHHs po3giny 3.2.P.7. Cuctema
KOHTeliHep/3akynopoBasibHWiA 3aci6, a came
OHOB/EHHS Cneundikauii Ha KoBNayku antoMiHIEBI,
roToBi A0 CTepunisauii y 3B’A3Ky i3 BUyYEeHHAM
BMPOGHMKOM i3 MaTepianiB peecTpaLiiiHoro A0CbE Ha
N3 iHdhopmauii Wwo[o antoMiHIEBUX KOBNAYKIB, AKi
noTpebyoTb crewianbHOT MiAroToBKM (MATTS Nepes
cTepunisauieto). 3MiHM | TURy - 3MiHN 3 AKOCTI.
[oTOBWIA Nikapcbknii 3aci6. 3MiHW Y BUPOOHULTBI.
3MiHM y NpoLieci BUPOGHMLTBA rOTOBOTO J1iKapCbKOro
3aco6y, BK/KOYaUM NPOMKHWIA NPOAYKT, L0
3aCTOCOBYETLCSA NPV BUPOOHULITBI rOTOBOrO
nikapcbkoro 3acoby (iHwi 3MiHM) oHOB/eHHs p. 3.2.P.3.
Mpouec BUpo6HMLTBA NiKapCbKOro 3acoby, y 3B'A3KY i3
BWYYEHHAM BUPOOHMKOM i3 MaTepiasnis
peecTpauiiHoro gocbe Ha 13 iHdopmaii woao
a/TIOMIHIEBMX KOBNAYKIB, siki NOTPebyoTb creLianbHOl
nigrotoBkn (MUTTSA Nepeg cTtepunisauieto).
248. | KAPBETOLUMN PO34UH A5 iH'EKLLN, ToBapuct YkpaiHa TOB "®apmigesn” Nartsis BHECEHHS 3MiH [JO peecTpaLjiiiHiX maTepianis: 3MiHu | 3a He UA/16148/01/01
H 100 mkr/mn; no 1 mn BO 3 TMny - 3MiHK Woao 6e3nekn/edekTUBHOCTI Ta peyenmom nionseae
y thnakoHi; no 4 abo | obmexeHo hapmMakoHariagy. 3MiH1 y KOpOTKili xapakTepucTuui
5 dpnakoHiB y 10 NikapcbKoro 3aco6y, TEKCTi MapKyBaHHS Ta iHCTPYKLT
KapTOHHI nauw,i Bignosiga ONA MeANYHOro 3acTocyBaHHs
NBHICTIO reHepUUHNX/TiBpPUAHNX/6IoN0AIGHMX NTiKapCbKMX
«POKET- 3ac06iB nicna BHECEHHSA TiEl camoi 3MiHN Ha
PAPM» pecbepeHTHWIA Npenapar (3MiHa He NoTpebye HafaHHA

XOLHNX HOBMX [0AATKOBUX AaHuX). SMiHU BHECEHO [0
IHCTPYKUIi 418 MEAUYHOrO 3aCTOCYBaHHS NiKapcbKoro
3acoby y posginu "MpoTmnokasaHHa", "OcobanBoCTi
3acTocyBaHHsA", "3acTocyBaHHS y nepiog, BariTHOCTi
abo rogyBaHHs rpyaar”, "MepenosyBaHHs", "To6IYHI
peakuii" BignoBigHO Ao iHhopmau,ii LWoAo MeanyHoro
3aCTOCYyBaHHA pehepeHTHOro NikapcbKoro 3acoby




179

Ne Hassa Popma surnycky 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbKo20o | (nikapcbka hopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby YNaKkoBsKa) nocsioYeHHs1
(Maban, po3unH ans iH exuiin, 100 mkr/mn). BBeaeHHSA
3MiH NPOTAroM 6-TM MicALIB Nic/1A 3aTBepPAKEHHS
249. | KAPAIO- TabneTtku, BKPUTI MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH 10 peecTpaLiiiHix MmaTepianis: 3MiHu | Ne 30 — 6e3 UA/18901/01/02
AAP® NiBKOBOO "dapmaue "®apmaueBTnYHa TUny - 3MiHM 3 AKOCTi. FOTOBWIA Nikapcbknii 3aci6. peyenma;
o060n0Hkoto, no 150 BTUYHA thipma "AapHuus” KOHTpO/1b AONOMIDKHMX peYOBMH. 3MiHa NapaMeTpis Ne 100 — 3a
mr; no 30 a6o no hipma cneumdikauii Ta/abo AoNyCTUMMX MEX A5 peyenmom
100 TabneTok y "AapHnus” [0NOMDKHOT peyqoBuHM (iHLWi 3MiHK). CynyTHS 3MiHa-
KOHTeliHepi; mo 1 3MiHM 3 SKOCTi. FoToBMIA Nikapcbkuii 3aci6. KoHTporsb
KOHTelHepy B nau; [OMNOMDKHUX PeYOBMH. 3MiHa y MeTodax
no 10 TabneTok B BMNPOBYBaHHSA [AOMNOMDKHOI PEYOBMHU (HE3HAYHI 3MiHN
KOHTYPHIi y 3aTBEPIXEHUX MeToAax BUNPoOyBaHb).
YapyHKOBIl MpuBeaeHHs cneumaikayii Ta MeToAiB KOHTPOSIO
ynakosLi; no 3 AKOCTI Ha JOMOMKHY peyvoBuHy Onagpaii |l 85 F 6inwii
KOHTYPHI YapyHKOBI Y BigMNOBigHICTb [0 MaTepiasliB BUpOOHMKa 3
ynakoBKM B nauLli ypaxyBaHHAM BUMor [dY 6e3 3MiH1 HOpMyBaHHS 3a
nokasHukom "3osna"
250. | KAPAIO- TabneTku, BKpUTI MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH O peecTpaLjiiiHuX maTepianis: 3MiHu | Ne 30 — 6e3 UA/18901/01/01
AAP® nNiBKOBOIO "®bapmaue "®apmaueBTUYHA TUMy - 3MiHM 3 AKOCTi. FOTOBWIA Nikapcbkunii 3aci6. peuenma;
060/10HKO0, N0 75 BTUYHA thipma "AapHuus" KOHTpO/1b AONOMIKHMX pEYOBMH. 3MiHa napaMeTpis Ne 100 — 3a
mr; no 30 a6o no ipma cneumdikauii Ta/abo AONYCTUMMX MEX A5 peyenmom
100 TabneTok y "OapHuus" [LOMOMDKHOT peyoBUHM (iHLWi 3MiHK). CynyTHS 3MiHa-
KOHTelHepi; no 1 3MiHM 3 KOCTi. [0TOBWIA Nikapcbknii 3aci6. KoHTponb
KOHTeliHepy B nauuj; [O0NOMDKHUX peyoBUH. 3MiHa y MeTodax
no 10 TabneTok B BUNPOGYBAHHSA LONOMIXHOI pEYOBUHY (HE3HAYHI 3MiHN
KOHTYPHIi y 3aTBEPIXEHUX MeToaax BUNpobyBaHb).
YapyHKOBIl MpuBeaeHHs cneumaikayii Ta MeToAiB KOHTPOSIO
ynakosLi; no 3 SIKOCTi Ha LOMOMiXHY peyvoBuHy Onagpaii Il 85 F 6inwuii
KOHTYPHI YapyHKOBI y BiANOBiAHICTb A0 MaTepiasiB BUpobHMKa 3
yNakoBKM B nauLli ypaxyBaHHAM BuMor dY 6e3 3MiHM HOPMyBaHHS 3a
nokasHnkom "3ona"
251. | KAPOIOMATIH | Tabnetku, BKpUTI AciHO LLIseliyapis BMPOGHMLTBO 3a HimeuunHa BHECEHHS 3MiH 4,0 peecTpauiiHux maTtepiasiB: 3miHu | 6e3 nionsieae UA/10141/01/01
n nNiBKOBOO dapma Al NOBHUM LMK/TOM: TMny - 3MiHK LWoao 6e3nekn/edheKTNBHOCTI Ta peyenma

060/10HKO0, N0 75
mr no 30 a6o no 100
TabneTok y hriakoHi;
no 1 donakony y
KapTOHHI KOpoOLyi

Takepa M'm6X,
Micue
BMPOGHMLTBA
OpaHieHbypr

hapmakoHarnagy (iHwi 3MiHn).
3MiHV BHECEHO B iHCTPYKL,iI0 4151 MegUYHOro
3acTocyBaHHS NikapcbKoro 3acoby Ao po3ainis
"MokasaHHa" Ta "Cnoci6 3acTocyBaHHA Ta f03K" 3rigHO
"2019 ESC Guidelines for the diagnosis and
management of chronic coronary syndromes"
(European Heart Journal, 2020).

BBegeHHS 3MiH NPOTArom 6-Tu MicALiB nic/s
3aTBepMKEHHS. 3MiHu Il Tuny - 3MiHK Woao
6e3nekn/edekTMBHOCTI Ta hapmakoHarnsagy. 3miHa 'y
NpaBOBOMY CTaTyCi NikapCbKOro 3acoby (YCi iHLi 3MiHM
npaBoBOro craTtycy). 3MiHW BHECEHO B IHCTPYKL,i0 ANS
MeAMYHOro 3acTocyBaHHA A0 po3ainy "Kateropis
Bignycky" (3aTBepmkeHo: bes peuenta — 30 TabneTok.
3a peuenTtom — 100 TabneTok; 3anponoHoBaHo: bes
peuenTa) 3 BigNOBIAHMMM 3MiHAMM A0 NyHKTY 6. IHLLE
TEKCTY MapKyBaHHs MEPBUHHOT YNAKOBKM Ta MYHKTY 14.
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Ne Hassa Popma surnycky 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbKo20o | (nikapcbka hopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby YNaKkoBsKa) nocsioYeHHs1
KATEIOPIA BIAMYCKY BTOPUHHOT yNakoBku
nikapcbkoro 3acoby. BBegeHHs 3MiH NPOTAroM 6-T1
MicALiB Nicnsa 3aTBepKEHHs
252, | KAPAITAB IC | Tabnetku no 10 TosapucT YkpaiHa ToBapucTBO 3 YkpaiHa BHECEHHS 3MiH [0 peecTpavjiiiHiX maTepianis: 6e3 He UA/14659/01/01
Tabnetok y 6nictepi; BO 3 [04aTKOBOO YTOUHEHHS1 peecTpauiiiHoro Homepa B Hakasi MO3 peyenma nionsizae
no 1 abo 2 6nictepn | AO4ATKOBO BIANOBIAAILHICTIO Ykpainu Ne 1817 Big 29.10.2024 B npoueci
B nauyuj; no 6 10 "IHTEPXIM" BHECEHHA 3MiH (3MiHu | Tuny - 3MiHK 3 AKOCTI.
Tabnetok y 6nictepi Bignosiga [oTOBWIA Nikapcbkunii 3aci6. Cuctema
NbHICTIO KOHTeliHep/3aKynoptoBasibHWiA 3aci6. 3MiHa po3mipy
«IHTEPXI yNaKoBKM FOTOBOrO /ikapCbKOro 3acoby (3MiHa
M» KiNbKOCTi 0AVHMLUG (Hanpukiag TabneTok, amnyn
TOLLO) B ynakoBLi:) - 3MiHa no3a fianazoHoM
3aTBEPLKEHNX PO3MIpIB YNaKOBK/ - BBEAEHHS
[04aTKOBOro PO3Mipy YNakoBKM iKapCbKoro, To6To
30i/bLUEHHS Ki/TbKOCTi OMHULb TabeTOK Y BTOPUHHIA
ynakoBLji fikapcbkoro 3acoby-Ne20 (10x2). 3miHu
BHECEeHi B po3Ain1 "YnakoBka" B IHCTPYKL,it0 A1
MeAMYHOro 3acTOCYBaHHSA NMikapCbKoro 3acoby y
3B"A3KY 3 BBELleHHAM [0[aTKOBOI YNaKoBKM , K
HacnifloK - 3aTBEPKEHHA TEKCTY MapKyBaHHS
[04aTKOBOI YNakoBKy Nikapcbkoro 3acoby. BeefeHHs
3MiH NPOTAroM 3-X MIiCALB NiCNS 3aTBEPMKEHHS).
Pepakuis B Hakasi - UA/14659/02/01. BipHa pegakuis
- UA/14659/01/01.
253. | KBAMATENI® | niodinizat gns BAT YropwmHa niogpinisat gns YropumHa/ BHECEHHS 3MiH 40 peecTpaLiiHux matepiasnis: 3MiHu | 3a UA/2937/01/01
pO34uHy aoNns "l'epeoH pO34uHy ons Cepbis TMny - 3MiHK Woao 6e3nekn/edpeKTNBHOCTI Ta peyenmom
iH ekuili no 20 mr, 5 PixTep" iH'ekyii Ta thapmakoHarnagy. BeegeHHs abo 3amiHn fo
h/1aKoHIB 3 PO3UNHHUK: y3arasibHeHVX AaHux Npo cuctemy papmakoHarnsgy
niocpinizaTom pasom BVPOGHMLTBO (BBEAEHHSA y3ara/lbHEHNX AaHuX npo cuctemy
35 amnynamu no 5 Hepo3dhacoBaHoro thapmakoHarnsgy, 3miHa ynoBHOBaXXeHoI 0cobu,
M po3ymHHuka (0,9 NPOAYKTY, BiANOBIAaUIbHOI 3a 34iiCHEHH:A hapmakoHarnsay;
% PO34YMHY HaTpIl0 nepBuHHA Ta KOHTaKTHOI 0co6M 3 thapMakoHarnsay 3asBHuKa gns
xnopugy) B BTOPVHHA 3[jiicCHEHHS hapMakoHarnsay B YkpaiHi, K0 BOHA
KapTOHHI ynakosL,i ynaKoBKa, BiAMiHHA Bif YNOBHOBaXeHOI 0CO6M, BiANOBIAA/IbHOI
KOHTPO/b SIKOCTI, 3a 3AjiicHeHHs hapMakoHaraay (Bkiyarun
BUNyck cepii: BAT KOHTaKTHi fiaHi) Ta/abo 3MiHM y PO3MiLLLeHHI macTep-
"lepeoH PixTep", thaiina cuctemm thapmakoHarnsgy) 3mMiHa KOHTaKTHUX
YropuuHa; [aHnX YNOBHOBAaXEHOI 0CO6M 3asBHIIKA,
PO3UYNHHUK: BiANOBIAA/ILHOT 32 hapmakoHarnsag. 3MmiHa
BUPOBHMLTBO MicLe3HaxX0MKeHHs1 MacTep-ghaiina cuctemm
Hepo3dhacoBaHOro thapmakoHarnagy. 3MiHa MicLs 34ilACHEHHSI OCHOBHOT
NPOAYKTY, AiSNbHOCTI 3 hapmakoHarnagy.
nepBuHHa
ynakoBka:
Xemodpapm A.L.,
Cepbis
254. | KBAMATEN® | Tabnetku, BKpUTI BAT YropwumHa BAT "leneoH YropwmHa BHECEHHS 3MiH 0 peecTpaLiiiHux matepianis: 3MiHu | 3a UA/2937/02/01
nNiBKOBOIO "TefeoH PixTep" TMny - 3MiHK Woao 6e3nekn/edekTUBHOCTI Ta peyenmom
0060/10HKOH, M0 20 PixTep" hapmakoHarisgy. BeegeHHs abo 3miHn Ao
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n/n

Ha3ssa
JliKapcbK0O20
3acoby

Popma surnycky
(nikapcbka ¢hopma,
YNaKkoBsKa)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs

Homep
peecmpayiliHo2o
nocsio4yeHHs

Mr; no 14 tTabneTok
y 6nicTepi; no 2
6nictepu B
KapTOHHIiA ynakoBL,i

y3arasibHeHNX AaHnx Npo cuctemy hapmakoHarnsgy
(BBEAEHHSA y3arasIbHEHNX AaHUX NPo cucTemy
thapmakoHarnagy, 3mMiHa ynoBHOBaXXeHO! 0cobu,
BiNOBifa/IbHOT 3a 34iICHEHHS hapMakoHarnsgy;
KOHTaKTHOI 0co6M 3 thapMakoHarnsay 3asBHUKa Ans
3iiCHEeHHs1 chapMakoHarnaay B YKpaiHi, AKLL0 BoHa
BiAMiHHaA Bif YNOBHOBaXeHOI 0CO6M, BiANOBIAa/IbHOI
3a 3pjiicHeHHs hapMakoHaraay (BKIYarum
KOHTaKTHi flaHi) Ta/abo 3MiHW y PO3MiLLLeHHI macTep-
chaiina cuctemu chapmakoHarnagy) 3MiHa KOHTaKTHUX
[aHnX YNoBHOBaXXEHOT 0CO6Y 3as1BHYIKA,
BiANOBIAA/ILHOT 32 hapmakoHarnsag. 3MmiHa
MicLe3HaxX0MKeHHs MacTep-chaiina cuctemm
thapmakoHarnagy. 3MiHa Micus 34ilACHEHHS OCHOBHOT
AiSNIbHOCTI 3 chapmakoHarniagy.

255.

KBAMATE/N®

TabneTkn, BKPUTI
NNiBKOBOIO
060/10HKO10, No 40
Mmr; no 14 TabneTok
y 6nicTepi; no 1
6nictepy B
KapTOHHI/ ynakosL,i

BAT
"leneoH
PixTep"

YropLmHa

BAT "lepeoH
Pixtep"

YropLmHa

BHECEHHS 3MiH 0 peecTpaLiinHux matepiasnis: 3MiHu |
TMny - 3MiHK WoAo 6e3nekn/edpeKTNBHOCTI Ta
thapmakoHarnagy. BeegeHHs abo 3miHn fo
y3arasibHeHVX AaHnx Npo cuctemy hapmakoHarnsgy
(BBEAEHHSA y3arasIbHEHNX AaHUX NPo cucTemy
thapmakoHarnagy, 3mMiHa yrnoBHOBaXXeHO! 0ocobw,
Bi4NOBiga/IbHOI 3a 34jICHEHHST chapMakoHarnsay;
KOHTaKTHOI 0co6U 3 thapMakoHarnsay 3asBHUKa ans
3pjiicHEHHs chapMakoHarnsay B YkpaiHi, SKL0 BOHA
BiAMiHHA Bif YNOBHOBaXeEHOI 0CO6M, BiANOBIAA/TbHOI
3a 3AjiicHeHHs hapMakoHaraay (Bkiyatoum
KOHTaKTHi fiaHi) Ta/abo 3MiHW y PO3MiLLLeHHI macTep-
thaiina cuctemu thapmakoHarnsgy) 3mMiHa KOHTaKTHUX
[aHnX YNoBHOBaXXEHOT 0CO6W 3as1BHNIKA,
BiANOBIAA/ILHOT 32 hapmakoHarnsag. 3MiHa
MicLe3HaxoKeHHS MacTep-haina cuctemm
thapmakoHarnagy. 3MiHa Micus 34ilACHEHHST OCHOBHOT
AiSNIbHOCTI 3 chapmakoHarniagy.

3a
peyernmom

UA/2937/02/02

256.

KBETUKCON

TabneTkn, BKPUTI
NNiBKOBOK
060/10HKO10, No 25
mr, no 10 TabneTok
y 6nicTepi, no 3
6nictepn y
KapTOHHIW nayu,i

3AT
«®apwmira
»

JlnToBCbKa
Pecny6nika

AxTasic /1T,

ManbTa

BHECEHHS 3MiH [0 peecTpavljiiiHuX maTepiasis: 3MiHu |
Tnny - 3MiHu 3 AkocTi. CepTudikar BignosigHocTi/lE-
cepTudikaT BignoBigHOCTI EBponeichkiii
hapmakonei/moHorpadii. NMogaHHs HoBoro abo
OHOBJ/IEHOrO cepTudikaTa BignosigHOCTi abo
BWU/TyYEHHS cepTudpikaTa BignoBiAHOCTI EBponeiichkii
thapmakonei: gna Ad®l; gns BuxigHoro
mMartepiany/peareHTy/npoMiKHOIo NPOAYKTY, WO
BMKOPUCTOBYHOTbCS Y BUPO6HMLTBI APIl; ans
[0NOMIXHOT peyoBrHY (cepTudikaT BignoBigHOCTI
€Bponeiicbkiin hapmakonei) - OHoOBeHWIA cepTudikat
Bifl y)Xe 3aTBepKeHOro BUpobHyvKa. MogaHHsA
OHOB/IEHOrO cepTudikaTy BigNOBIAHOCTI EBpONENCHKIN
thapmakonei R1-CEP 2015-153-Rev 02 Big
3aTBepxeHoro BupobHrka HETERO LABS LIMITED,
IHAIS AitoY0i peyoBMHU KBETIaniHy ddymapart

3a
peyerimom

UA/13882/01/01
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Ne Hassa Popma surnycky 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbKo20o | (nikapcbka hopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby YNaKkoBsKa) nocsioYeHHs1
(3atBepaxeHo: R1-CEP 2015-153-Rev 01,
3anponoHoBaHo: R1-CEP 2015-153-Rev 02).
257. | KBETUKCON TabneTtku, BKPUTI 3AT JNnToBCbka AkTasic /1T4. ManbTta BHECEHHS 3MiH 10 peecTpaLiiiHix MmaTepianis: 3MiHu | 3a UA/13882/01/02
nNiBKOBOIO «®apmnira | Pecny6nika TMny - 3MiHK 3 AkocTi. CepTudpikart BignosigHocTI/IE- peyenmom
o6onoHkoto, no 100 » cepTudikaT BigNoBigHOCTI EBpoNenchkiii
Mmr, no 10 TabneTok hapmakonei/moHorpadii. NMogaHHsa HoBoro abo
y 6nicTepi, no 3 OHOB/IEHOTO cepTMdikaTa BifgnoBigHOCTI abo
6nictepu y BW/TyYEHHS cepTudpikaTa BignoBiAHOCTI EBpONeECHKii
KapTOHHI nauwi thapmakonei: gnsa A®l; ans BUXigHOro
marepiany/peareHTy/npomMiKHOro NPOAYyKTY, Lo
BMKOPVCTOBYIOTbCS Y BUPObHUUTBI ADI; ans
[LOMOMDKHOT peyoBMHU (cepTudikaT BiANOBILHOCTI
€sponelicbkin hapmakonei) - OHoBreHniA cepTuddikat
Bif} y)Xe 3aTBepMAKEHOro BUpo6Huka. MNMogaHHsA
OHOBJIEHOrO cepTudpikaTy BignNoBiAHOCTI EBpoNeichKiii
thapmakonei R1-CEP 2015-153-Rev 02 Big
3aTBepxeHoro BupobHnka HETERO LABS LIMITED,
IHAis Ajtoyoi peyoBrHU KBETianiHy doymapat
(3atBepaxeHo: R1-CEP 2015-153-Rev 01,
3anponoHoBaHo: R1-CEP 2015-153-Rev 02).
258. | KBETUKCON TabneTtku, BKPUTI 3AT JNnToBCbka AkTasic /1T4. ManbTta BHECEHHS 3MiH [JO peecTpaLiiiHix maTepianis: 3MiHu | 3a UA/13882/01/03
nNiBKOBOO «®apmnira | Pecnybnika TMny - 3MiHK 3 AKkocTi. CepTudikart BignosigHocTI/IE- peyenmom
o060n0Hkoto, no 200 » cepTudikaT BignoBigHOCTI EBponeichbkiii
Mmr, no 10 TabneTok hapmakonei/moHorpadii. NMogaHHsa HoBoro abo
y 6nicTepi, no 3 OHOBJIEHOTO cepTudlikaTa BifnoBigHOCTI a6o
6nictepu y BW/TyYEHHS cepTudpikaTa BignoBiAHOCTI EBpoNeiChKii
KapTOHHI nayw,i thapmakonei: gna APl; ans BuxigHOro
marepiany/peareHTy/npomMiKHOro NPoAYyKTY, Lo
BMKOPWCTOBYIOTbCS Y BUPO6HUUTBI ADI; ans
[LOMOMDKHOT peyoBMHM (cepTudikaT BiANOBIAHOCTI
€sponelicbkin dhapmakoner) - OHoBMeHWiA cepTudikat
Bif} y)Xe 3aTBEpAKEHOro BUPo6HMKa. MogaHHsA
OHOBJIEHOrO cepTudikaTy BignNoBiAHOCTI EBpoNelickKii
thapmakonei R1-CEP 2015-153-Rev 02 Big
3aTBepxeHoro BupobHnka HETERO LABS LIMITED,
IHAis Aitoyoi peyoBrHU KBETIaniHy oymapart
(3atBepaxeHo: R1-CEP 2015-153-Rev 01,
3anpornoHoBaHo: R1-CEP 2015-153-Rev 02).
259. | KETOAEKCA po34nH ans iH'ekuii, | TOBAPUC YkpaiHa ToBapucTBO 3 YkpaiHa BHECEHHS 3MiH 10 peecTpaLiiiHnx maTepianis: 3MiHu | 3a UA/18084/01/01
25 mr/mn; no 2 mn B TBO 3 06MEeXEHO TMny - 3MiHKM Woao0 6e3nekn/edekTUBHOCTI Ta peyenmom
amnyni; no 5 amnyn OBMEXE BiAMNOBIA&/bHICTIO thapmakoHarnagy (iHwi 3MiHW) 3MiHW BHECEHO Y TEKCT
y 6nicTepi; no 2 HOKO "PapmaueBTMyHa MapKyBaHHS1 BTOPVHHOI YNakoBKW NikapCbKOro 3acoby
6nictepu y kopobui 3 | BIANOBIA KOMMNaHis y n. 11 wofo BunyYeHHs iHchopmal,ii Wwoao 3asaBHUKa
KapTOHy; No 2 MN B ANBHICT "3popos'a” Tay n. 17 wopao Buny4YeHHs iHhopmawii npo cy6'ekTa,
amnyni; no 10 amnyn O AKUlA He € BUPOGHUKOM Ta/abo BNacCHUKOM
y 6nicTepi; no 1 «KOPMOP PEeECTpAL,iiHOrO NOCBIAYEHHS Y/ A0TO NPeACTaBHUKOM,
6nicTepy y kopobui 3 AlIA a TakoX /10roTunu BUpobHuKa Ta/abo ancTpub'toTopa.
KapToHy «30POB BBefieHHs 3MiH NpoTArom 6-T1 MicALiB nicns
"A» 3aTBEepAKEHHS.
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Ne Hassa Popma surnycky 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbKo20o | (nikapcbka hopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby YNaKkoBsKa) nocsioYeHHs1
260. | KETOHAN® Kancynm 3 CaHpo3 CnoBeHis BMPOBHMLTBO in CnoseHis BHECEHHS 3MiH [JO peecTpaviliHix maTepianis: 3MiHu | 3a He UA/8325/03/02
ayo MogudpikoBaHUM dapmach bulk, nepeuHHe Ta TUny - AAMIHICTPaTVBHI 3MiHW. 3MiHa HaliMeHyBaHHS peyenmom | nionsizae
BUBINIbHEHHAM oTikan3 BTOPVHHE Ta/abo agpecu micusa NPoBaIXeHHs AifIbHOCTI
TBepai no 150 mr no Aa.o. nakyBaHHs, BMPOGHMKa/iMnopTepa roToBoro /ikapcbKoro 3acooby,
10 kancyny KOHTPO/b cepii BK/IOYAOUM AiNbHULI BUMYCKy cepii abo micue
6nictepi; no 2 (okpim NpoBeAeHHSA KOHTPOJIH0 AKOCTI. (LiSANbHICTb, 3a AKY
6nictepu B MiKpob6ionoriyHoro BiAANOBIAAa€E BUPOGHMK/IMNOPTEP, HEe BKIOYaoun
KapTOHHI Kopoo6Li ): HoBapric BUMYCK Cepiid). BHacnifgok BigokpemaeHHs KoMnaHil
dapmacbioTikan SANDOZ Big komnaHii Novartis 6yn10 CTBOpeHO HOBY
MaHyhakTypuHr Ha3BY HOPUANYHOI 0CO6MU, L0 OTPMMaa HOBWIA

NNC, CnoseHis;
KOHTPO/b cepii
(Mikpo6ionoriyHwuii
KOHTPO/1b), BUMYCK
cepii: lek
dapmaueBTUYHa
KoMnaHis g.4.,
CnoseHis;
nepBUHHE i
BTOPUHHE
nakyBaHHs: Jlek
dapmaueBTNYHa
KoMnaHis 4.4.,
CnoseHis

NnoYyTOBWIA iHAEKC. Y pe3ynbTarTi BifdyaeTbcs 3MiHa
Ha3BW, agpecy (NOLITOBOrO IHAEKCY) Ta hyHKLii
BMPOGHMKA, LLO BiANOBIAAE 3a BUPOOHULITBO
Hepo3dhacoBaHOi NpoAyKLii, NepBrHHA | BTOPUHHA
ynakoBKa, KOHTPO/Ib cepii, A03BisT Ha BUNYCK cepii 3
"Nek dapmaveBTUYHA KOMNaHis 4.4., Beposlikosa 57,
Nw6naHa 1526, CnoseHia"("Lek Pharmaceuticals d.d.,
Verovskova 57, 1526 Ljubljana, Slovenia") Ha
"HoapTic ®apmacbtoTikan ManydaktypuHr JI1C, Byn.
BeposLikoBa 57, MliobnsHa 1000, CnoseHis" ("Novartis
Pharmaceutical Manufacturing LLC, Verovskova ulica
57, 1000 Ljubljana, Slovenia") 3 dyHkujisgMu:
BMPOGHMUTBO in bulk, nepBMHHE Ta BTOPUHHE
nakyBaHHs1, KOHTPOS1b cepii (OKPiIM MiKPO6iIONOriYHOro).
PakKTUyHe MicLe3HaXOMKEHHA He 3MIHUI0CS. PYHKLT
KOHTPO/Ib cepii (mwe MikpobionoriyHuiA) Ta BUNYyCKy
cepii i Hagani BUKOHYBATUMYTbCSA KOMMaHielo "Jlek
dapmaueBTMYHa KOMMaHia A4.4., ByNn. Beposlkosa 57,
NMobnaxa 1526, CnoseHis" ("Lek Pharmaceuticals
d.d., Verovskova ulica 57, 1526 Ljubljana, Slovenia").
Takox 3anponoHOBaHO peAakLiiiHi 3MiHK, a came: -
BK/IOUEHHS cnosa "ulica” (To6To Bynuus) A0 agpecu
BUPOGHMUMX AinbHuLpb "Novartis Pharmaceutical
Manufacturing LLC, Slovenia " Ta "Lek
Pharmaceuticals d.d., Slovenia"; -BunpasnieHHs
agpecu BupobHuka "flek dapmacbioTikans a.4.,
Nenpasa, CnoseHia" 3 "Tpimnixi 2 A" Ha "Tpimnixi 24",
a Takox 6inbLl AeTasibHe 3a3HauYeHHs OyHKLT 3
"NakyBaHHA" Ha "NepBUHHE | BTOPYHHE NakyBaHHA" 3
MipKyBaHb TOYHOCTI. 3MiHN BHECEHO B IHCTPYKLitO A5
MeAMYHOro 3acTOCYBaHHS MikapCbKoro 3acoby y
po3zin «BupobHuK» Ta "MicLe3HaxomKeHHs
BMPOOHMKa Ta afpeca MicLis NPOBaPKEHHS 1ioro
LisANbHOCTI" 3 BigNOBIigHNMYM 3MiHAMUW B TEKCTI
MapKyBaHHS YNaKkoBOK.

TepmiH BBEAEHHSA 3MiH MPOTAroM 6 MicAuiB nicns
3aTBepMKEHHA. 3MiHK | Tuny - 3MiHW WoAo
6e3nekun/edhekTVBHOCTI Ta thapMakoHarnagy (iHuwi
3MiHW). 3MiHV BHECEHO Y TEKCT MapKyBaHHS BTOPUHHOI
yNaKoBKM NiKapcbKoro 3acoby y n.8. «JaTa 3akiHYeHHs
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Ne Hassa Popma surnycky 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbKo20o | (nikapcbka hopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby YNaKkoBsKa) nocsioYeHHs1
TepMiHy npuaaTHocTi», N.11. «HaliMeHyBaHHs i
MiCLie3HaxoMKeHHS BUPO6HWKa Ta/abo 3asBHMKa», Nn.
12."Homep peecTpadiiiHoro noceigyeHHs", n.17.
«|HLE» Ta y TeKCT MapKyBaHHsA NepBUHHOT YNaKoBKU
n. 6. «IHWE». TepmiH BBEEHHS 3MiH NpOTArom 6
MicsILiB Nicns 3aTBepPAKEHHS.
261. | KIPUH MOPOLLIOK A5 Megnokemi Kinp Mepokemi 1T Kinp/ BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTtepiasis: 3MiHu | 3a UA/6669/01/01
cycneHsii gns nTa (AmMnynbHWI ITanisa TMny - 3MiHK WoAo 6e3nekn/edpeKTMBHOCTI Ta peyenmom
iH'ekyiino 2r; 1 IH eKUiAHNIA thapmakoHarnsgy. BeegeHHs abo 3miHu Ao
h/1aKOH 3 MOPOLLKOM 3asop), Kinp; y3arasibHeHVX AaHux Npo cuctemy papmakoHarnsgy
Y KOMMIekTi 3 Nab6opaTtopio (BBEAEHHSA y3araslbHEHNX AaHUX NPo cucTemy
PO3YMHHMKOM Mo 3,2 ITaniaHo Biokimiko thapmMakoHarnagy, 3mMiHa ynoBHOBaXXeHO! 0ocobw,
M B amnyni dapmacbioTiko BiANOBIAaUIbHOI 3a 34iiCHEHHA hapmakoHarnsay;
(bakTepiocTatuyHa Nizachapma KOHTaKTHOI 0Co6M 3 hapmakoHarnsagy 3asiBHuKa ans
BOAA ANS1 iH'EKLN 3 C.N.A, Itania 3pjiicHEHHs hapMakoHarnsay B YkpaiHi, K0 BOHA
6eH3110BUM BiAMiHHA Bif YNOBHOBaXeHOI 0CO6M, BiANOBIAA/TbHOI
cnupTom, 9 mr/mn) y 3a 3AjiicHeHHs hapMakoHaraay (Bkivatum
6nictepi; no 1 KOHTaKTHi fiaHi) Ta/abo 3MiHW y PO3MiLLLeHHI macTep-
6nicTepy B kopobu, 3 thaiina cuctemu hapmakoHarnsgy). 3MiHa KOHTaKTHOT
KapToHy 0co6u 3asBHKKa, BiANOBIAA/LHOI 3a hapmakoHarnsg B
YKpaiHi.
[itova pepakuis: MNenex NiogMmuna OnekcaHapisHa.
MponoHoBaHa pepakuis: MapauieHko Hartanis
BonogmmupiBHa. 3MiHa KOHTaKTHUX OaHUX KOHTaKTHOT
0cob6u 3asBHKKA, BiANOBIAA/LHOI 3a thapmakoHarnsag, B
YKpaiHi.
262. | KNEKCAH® PO34UH A151 iH'EKLLNA, TOB YkpaiHa CAHO®I PpaHuis BHECEHHS 3MiH 0 peecTpaLiiiHux matepiasis: 3MiHu | 3a UA/7181/01/01
10 000 aHTK-Xa "CaHodi- BIHTPOI TMny - 3MiHK LWoAo 6e3nekn/edpeKkTNBHOCTI Ta peyenmom
MO/1 mn; Ne 2: no ABeHTIC IHOACTPIA hapmakoHarnagy (iHwi 3MiHn) 3MiHU BHECEHO B TEKCT
0,8 mn y wnpuu-ao3i YkpaiHa" MapKyBaHHS YNakoBKM JlikapCbKoro 3acoby: n.6.

i3 3aXMCHOI0
CUCTEMOIO FO/IKN
ERIS; no 2 wnpwu-
[o3un y 6nictepi; no
1 6nicTepy B
KapTOHHI KopobLyj;
Ne 2: no 0,8 mny
LINp1L-A03i i3
3aXMCHOI CUCTEMOIO
ronkn PREVENTIS;
no 2 Wwnpuy-ao3n y
6nictepi; no 1
6nictepy B
KapTOHHI Kopo6Lyj;
Ne 2: no 0,8 mny
LwnpuL-ao3i 6e3
3axUCHOI cucTemm
rofikut; Mo 2 Wwnpuuy-
[o3un y 6aictepi; no

«IHLWE>» (nepBuHHa ynakoska) Ta n. 17. «IHLWE»
(BTOpPVHHa ynakoBka), a caMe: 3a3Ha4yeHHs [0AaTKOBOI
iHbopMmawLii woao NnoroTuny 3asBHUKA, [OAATKOBUX
TEXHIYHUX KOZAIB, AKi HAHOCATLCS Ha NMEPBUHHY
YNakoBKy, Ta YTOUHEHHS I0roTUNY 3asBHUKA i
3a3HavYeHHs 0AVHULL BUMIptoBaHHSA y cuctemi Cl, ki
HaHOCATLCA Ha BTOPUHHY YNaKoBKY.
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Ne Hassa Popma surnycky 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbKo20o | (nikapcbka hopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby YNaKkoBsKa) nocsioYeHHs1
1 6nicTepy B
KapPTOHHI KOpooLii
263. | KNIEKCAH® PO34UH O151 iH'EKLLNA, TOB YkpaiHa CAHO®I PpaHuin BHECEHHS 3MiH 0 peecTpaLiiiHux matepianis: 3MiHu | 3a UA/7182/01/01
10 000 aHTK-Xa "CaHodi- BIHTPOI TMny - 3MiHK WoAo 6e3nekn/edpeKkTNBHOCTI Ta peyenmom
MO/mn Ne 10 (2x5): ABeHTIC IHOACTPIA hapmakoHarnsgy (iHwi 3miHu) - 3MiHM BHECEHO B
no 0,2 mn y wnpu- YkpaiHa" TEeKCT MapKyBaHHS NePBUHHOT YNakoBKM NiKapCbKoro

[03i i3 3aXMCHOI0
CUCTEMOIO FO/IKN
ERIS; no 2 wnpwvu-
[o3un y 6nictepi; no
5 6nictepiB y
KapTOHHI Kopo6Lyj;
no 0,2 mny wnpuuy-
[003i i3 3aXMCHO0
CUCTEMOIO FO/IKN
PREVENTIS; no 2
LUMPUL-A03K1 Y
6nictepi; no 5
6nictepiB y
KapTOHHI kopo6Lyj;
no 0,2 mn y wnpuy-
[003i 6e3 3axXnCHOT
CUCTEMM TONKU; NO 2
LUNPUL-A03K1 Y
6nictepi; no 5
6nicTepiB y
KapTOHHI Kopo6Lyj;
no 0,4 mny wnpuuy-
[003i i3 3aXMCHOI0
CUCTEMOIO FO/IKN
ERIS; no 2 wnpwvu-
[o3n 'y bnictepi; no
5 6nictepiB y
KapTOHHI Kopo6Lyj;
no 0,4 mny wnpuuy-
[003i i3 3aXMCHOI0
CMCTEMOIO FOSIKM
PREVENTIS; no 2
LUNPUL-A03K1 Y
6nictepi; no 5
6nicTepiB y
KapTOHHI Kopo6Lyj;
no 0,4 mny wnpuuy-
[003i 6e3 3axXNCHOT
CUCTEMMU TONKU; NO 2
LINpUL-A03K Y
6nicTepi; no 5
6nictepiB y
KapTOHHI/ Kopobui

3acoby y n. 6. «IHLWE» (3a3HavyeHHsa Ao4aTKOBOT

iHhopMaUii LoA0 HAasABHOCTI TEXHIYHMX KOAIB) Ta

BTOPWHHOI yNakoBku B M. 17. «IHLWE>» (yTOYHEHHA
iHhopmauii LoAo noroTuny 3asBHUKa).
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n/n

Ha3ssa
JliKapcbK0O20
3acoby

Popma surnycky
(nikapcbka ¢hopma,
YNaKkoBsKa)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs

Homep
peecmpayiliHo2o
nocsio4yeHHs

264.

KNIMEAWKC

TabneTkn, BKPUTI
NNiBKOBOIO
060/10HKO0, 2 Mr/1
Mr; no 28 TabneTok
y 6nicTepi; no 1 abo
3 6nicTepun pasom i3
KapTOHHUM
dyTnspom ans
36epiraHHsa 6nictepa
Y KapTOHHii Kopobuj

BAT
"lepeoH
PixTep"

YroplmHa

BAT "lefeoH
Pixtep"

YropLmHa

BHECEHHS 3MiH [0 peecTpaLiiiHnx maTepianis: 3MiHu |
TMny - 3MiHK WoAo 6e3nekn/edpeKTNBHOCTI Ta
thapmakoHarnagy. BeegeHHs abo 3aMmiHn fo
y3arasibHeHVX AaHnx Npo cuctemy hapmakoHarnsgy
(BBEAEHHSA y3arasIbHEHNX AaHUX NPOo cucTemy
thapmakoHarnagy, 3mMiHa ynoBHOBaXXeHO! 0cobu,
BiNOBifa/IbHOT 3a 34iICHEHHS dhapMakoHarnsgy;
KOHTaKTHOI 0co6M 3 thapMakoHarnsay 3asBHUKa gns
3iiCHEeHHs1 chapMakoHarnaay B YkpaiHi, AKLL0 BoHa
BiAMiHHA Bif YNOBHOBaXeHOI 0CO6M, BiANOBIAa/IbHOI
3a 3pjiicHeHHs hapMakoHaragy (Bkiyatum
KOHTaKTHi flaHi) Ta/abo 3MiHW Yy PO3MiLLLeHHI macTep-
chaiina cuctemu chapmakoHarnagy) 3MiHa KOHTaKTHUX
[aHnX YNoBHOBaXXEHOT 0CO6Y 3as1BHNIKA,
BiANOBIAA/IbHOT 32 hapmakoHarnsag. 3MmiHa
MicLe3HaxX0MKeHHs MacTep-chaiina cuctemm
thapmakoHarnagy. 3MiHa Micus 34iiACHEHHST OCHOBHOT
AiSNIbHOCTI 3 chapmakoHarnagy.

3a
peyerimom

UA/19265/01/01

265.

KNIOH-J, 100

TabneTku BariHabHi
no 10 Tabnetok y
cTpwni; no 1 ctpuny
B KapTOHHIiA
ynakoBLi

BAT
"lepeoH
PixTep"

YropLmHa

BAT "lepeoH
Pixtep"

YropLmHa

BHECEHHS 3MiH 0 peecTpaLiinHux matepiasnis: 3MiHu |
TMny - 3MiHK Woao 6e3nekn/edpeKTNBHOCTI Ta
thapmakoHarnagy. BeegeHHs abo 3miHn fo
y3arasibHeHVX AaHnx Npo cuctemy hapmakoHarnsgy
(BBEAEHHSA y3araslbHEHNX AaHUX NPo cucTemy
thapmakoHarnagy, 3mMiHa ynoBHOBaXXeHO! ocobu,
Bi4NOBiga/IbHOI 3a 34jICHEHHST chapMakoHarnsay;
KOHTaKTHOI 0co6U 3 thapMakoHarnsay 3asBHUKa gns
3fjiicHEHHs chapMakoHarnsay B YKpaiHi, K0 BOHA
BiAMiHHA Bif YNOBHOBaXeEHOI 0CO6M, BiANOBIAA/IbHOI
3a 3AjiicHeHHs hapMakoHaraay (BkIvatum
KOHTaKTHi fiaHi) Ta/abo 3MiHW y PO3MiLLLeHHI MacTep-
dhaiina cuctemmn chapmakoHarnsagy). 3miHa KOHTaKTHUX
[AaHnX YNoBHOBaXXEHOT 0CO6Y 3as1BHYIKA,
BiANOBIAA/ILHOT 32 hapmakoHarnsag. 3MiHa
MicLe3HaxoKeHHS MacTep-haina cuctemm
thapmakoHarnagy. 3MiHa Micus 34ilACHEHHST OCHOBHOT
AiSNIbHOCTI 3 chapmakoHarniagy.

3a
peyernmom

UA/3319/01/01

266.

Knonikcon
[EMO

PO34NH A5 iH'EKLIN,
200 mr/mnno 1 mn B
amnyni; no 10 amnyn
B KapTOHHI kopo6Lyi

NyHp6ek
Excnopt
AIC

[NaHis

Bnpo6HMLUTBO

Hepo3hacoBaHoro

NPOAYKTY,
nepBuHHE Ta
BTOPUHHE
nakyBaHHs1,
BUMYCK cepiii: X.
Nynpbek A/C,
[JaHis;

[aHis

BHECEHHS 3MiH [0 peecTpaljiiiHuX maTepiasis: 3MiHu |
TMny - 3MiHK Woao 6e3nekn/edpeKTNBHOCTI Ta
thapmakoHarnagy. BeegeHHs abo 3amiHn fo
y3arasibHeHVX AaHux Npo cuctemy papmakoHarnsgy
(BBEAEHHSA y3ara/lbHEHNX AaHUX NPo cucTemy
hapmakoHarnagy, 3mMiHa ynoBHOBaXXeHO! ocobw,
Bi4NOBiga/IbHOI 3a 34iICHEHHST chapMakoHarnsay;
KOHTaKTHOI 0co6U 3 thapmakoHarnsgy 3asBHuKa gns
3[jiicHEHHs hapMakoHarnsay B YkpaiHi, K0 BOHA

3a
peyerimom

UA/2278/01/01

BMNPOGYBaHHS 3a
MOKa3HNKOM «TecT
Ha CTEePU/IbHICTbY,
BMNPOGYBaHHS 3a

BiAMiHHa Bif YNOBHOBaXeHOI 0CO6M, BiANOBIAA/IbHOI
3a 3AjiicHeHHs hapMakoHaraay (Bkiyarun
KOHTaKTHi fiaHi) Ta/abo 3MiHM y PO3MiLLLeHHI macTep-
dhaiina cuctemun hapmakoHarnsagy). 3miHa KOHTaKTHUX
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Ne Hassa Popma surnycky 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbKo20o | (nikapcbka hopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby YNaKkoBsKa) nocsioYeHHs1
NOKa3HNKOM LaHNX KOHTaKTHOT 0CO6M 3asiBHYMKA, BifnoBiAabHOI 3a
«MikpobionoriyHa thapmakoHarnag B Ykpaii.
ynucToTa» (TecT Ha
€HO0TOKCUHW):
EypodpiHc
Biochapma
MpopgakT TecTiHr
[JeHmapk A/C,
[Janis
267. | KOrHYM Tabnetku no 250 wmr, AT YkpaiHa AT "KUIBCbKU YkpaiHa BHECEHHS 3MiH 0 peecTpaLiinHux matepiasnis: 3MiHu | 3a UA/13717/01/01
no 10 Tabnetok y "KMIBCbK BITAMIHHWIA TUny - 3MiHK 3 aKocTi. A®Il. CTabinbHiCTb. 3MiHa peyenmom
6nictepi; no 5 nn 3ABO4" nepiogy NoBTOPHMX BUNPOGYyBaHb/nepioay 36epiraHHs
6nicTepiB y nauui BITAMIHH abo ymos 36epiraHHa A®I (3a BigcyTHOCTI Y
W 3aTBEPMAXEHOMY [OCbE cepTudikaTa BifgnoBigHOCTI
3ABO4" €Bponeiicbkili hapmakonei, Lo BKIoYaE nepiog,
NOBTOPHOrO BMNPOBYBaHHS) (Nepiog NOBTOPHOIO
BMNpobyBaHHA/Nepios 36epiraHHs) - 36inbLLEeHHS abo
BBEJEHHS nepiogy NOBTOPHOro BUnpobyBaHHsA/nepiosy
36epiraHHa Ha OCHOBI pe3ynbTaTiB AOC/IIKEHDb Y
peanbHOMY 4aci - 36i/bLUEeHHs TeEPMiHY NpUAATHOCTI Y
3B'SA3KY i3 OTPUMaHHAM NO3UTUBHUX AAHWX LLOAO
[ocnimpKeHHs cTabifibHOCTI Y peasibHOMY Yaci. [itoua
pefakuis: TepMiH nepekoHTposto 18 micsuis
MponoHoBaHa pepfakuis: TepMiH NepekoHTposto 36
MicAuiB
268. | KOrHYM Tabnetku no 500 wmr, AT YkpaiHa AT "KMIBCbKUIA YkpaiHa BHECEHHS 3MiH A0 peecTpaLiiiHux matepiasis: 3MiHu | 3a UA/13717/01/02
no 10 TabneTtok y "KUIBCbK BITAMIHHW TMny - 3MiHK 3 AKOCTi. APl CTabinbHICTb. 3MiHa peyenmom
6nicTepi; no 5 W 3ABOA" nepiofy NoBTOpPHWX BMNpo6yBaHb/nepiody 36epiraHHA
6nicTepiB y navui BITAMIHH abo ymoB 36epiraHHa A®I (3a BigCyTHOCTI Y
nn 3aTBEpPAKEHOMY [0CLE cepTudpikata BiANoBiAHOCTI
3ABOA" €Bponeiicbkili hapmakonei, Lo BKItoYae nepiog,
NOBTOPHOrO BMNPOOYBaHHS) (Nepiog NoOBTOPHOIO
BMNPOo6YyBaHHs/Nepios, 36epiraHHs) - 36iNbLUEeHHS ab0
BBEJEHHS nepiogy NOBTOPHOrO BMNPOGYBaHHs/Nepiogy
36epiraHHa Ha OCHOBI pe3ynbTaTiB AOC/IXEHb Y
peanbHOMY 4aci - 36ibLUEeHHA TEPMiHY NPUAATHOCTI Y
3B'A3KY i3 OTPMMAHHAM MO3UTUBHUX AAHUX LLOAO
[ocnipXeHHs cTabinbHOCTI y peasibHOMY Yaci. ditoua
pepakuis: TepmiH nepekoHTposio 18 micauis
MponoHoBaHa pegakuis: TepMiH NepekoHTposto 36
MicsuiB
269. | KO- Tabnetku, 10 BAT YropLumHa BAT "leneoH YropwmHa/ BHECEHHS 3MiH [0 peecTpaLiiiHnx maTepianis: 3MiHu | 3a UA/8634/01/01
ANPOTOH® mr/12,5 wr; no 10 "l'epeoH PixTep", MonbLia TMny - 3MiHK Woao0 6e3nekn/edpekTUBHOCTI Ta peyenmom
Tabnetok y 6nictepi; PixTep" YropLmHa (Bunyck thapmakoHarnsgy. BeegeHHs abo 3miHv o
no 1 a6o no 3 cepii ); TOB y3araslbHeHUX faHux Npo cuctemy chapmakoHarnsgy
6nictepn y "l'epeoH PixTep (BBEAEHHS y3ara/lbHEHNX AaHUX MPO cUcTemy
KapTOHHIA ynakoBL,i MonbLa”, hapmakoHarnsgy, 3MmiHa ynoBHOBaXeHOoi 0cobu,
Monbwa BiNOBifa/IbHOT 3a 34iICHEHHSA hapMmakoHarnsgy;
(BUPOGHMLTBO KOHTaKTHOI 0Cc0o6M 3 hapmakoHarnsgy 3asiBHuKa /s
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Ne Hassa Popma surnycky 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbKo20o | (nikapcbka hopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby YNaKkoBsKa) nocsioYeHHs1
Hepo3chacoBaHol 3ailicHeHHA hapMakoHarnsgy B YKpaiHi, SKLL0 BoHa
NpoAyKLUii, BiAMiHHA Bif YNOBHOBaXeHOI 0CO6M, BiANOBIAA/IbHOI
nepBuHHa 3a 34ilicHeHHs chapmakoHarnsgy (BKovaoum
ynakoBKa, KOHTaKTHi fjaHi) Ta/abo 3MiHM y PO3MILLLEHHI macTep-
BTOpPMHHA thaiina cuctemu chapmakoHarnsgy) - 3miHa
ynakoska); TOB KOHTaKTHUX JaHnX YNOBHOBAXEHOI 0CObM 3asBHUKA,
"lepeoH Pixtep BiANOBIAaIbHOI 3a thapmakoHarnsag,. 3miHa
Monbwa", MicLe3Hax0o[KeHHS MacTep-caiina cuctemm
Monbwa thapmakoHarnagy. 3MiHa MicLs 34iliCHEHHS OCHOBHOT
(KOHTpO/b AKOCTI AifNbHOCTI 3 chapmakoHarnsgy
Ta BMNYCK cepii)
270. | KO- Tabnetku, 20 BAT YropwumHa BAT "leneoH YropwumHa/ BHECEHHS 3MiH 0 peecTpaLiiiHux matepiasnis: 3MiHu | 3a UA/8634/01/02
ANPOTOH® mr/12,5 wr; no 10 "l'epeoH PixTep", MonbLia TMny - 3MiHK WoAo 6e3nekn/edpeKkTNBHOCTI Ta peyenmom
Tabnetok y 6nictepi; Pixtep" YropuwmHa (BUnycK thapmakoHarnsgy. BeegeHHs abo 3miHv Ao
no 1 a6o no 3 cepii ); TOB y3araslbHeHUX faHux Npo cuctemy chapmakoHarnsgy
6nictepu y "lepeoH Pixtep (BBEAEHHSA Y3araslbHEHUX AaHWX NPO cucTemy
KapTOHHIA ynakoBL,i Monbwa", hapmakoHarnsgy, 3MiHa ynoBHOBaXeHOi 0cobu,
Monbwa BiANOBIAA/IbHOI 3a 34iiCHEHH:A hapMmakoHarnsay;
(BUPOGHMLTBO KOHTaKTHOI 0CO6Yu 3 hapmakoHarnsgy 3asBHuKa g5
Hepo3dacoBaHol 3piicHeHHs hapMakoHarnsgy B YkpaiHi, KO0 BOHA
npoAayKLUiT, BiAMiHHa Bif, yNOBHOBaXXEHOT 0CO6M, BifNoBiganbHOI
nepBuUHHa 3a 34iicHeHHs hapmakoHarnsgy (Bkaoyarum
ynakoBka, KOHTaKTHI AaHi) Ta/abo 3MiHN Yy pO3MilLeHHi MacTep-
BTOPVHHA thaiina cuctemu chapmakoHarnsay) 3mMiHa KOHTaKTHUX
ynakoska); TOB [JaHnXx ynoBHOBaXXEHOI 0CO6Y 3asBHYIKa,
"lepeoH Pixtep BiANOBIAaNbHOI 3a thapmakoHarnsg,. 3miHa
MonbLa”, MicLLe3HaX0PKEHHSI MacTep-chaiina cuctemm
Monbwa thapmakoHarnagy. 3MiHa Micus 3[iliCHEHHST OCHOBHOT
(KOHTpO/Ib AKOCTI AiSnbHOCTI 3 hapMakoHarnsgy.
Ta BMNyCK cepii)
271. | KONOMILUUH MOPOLLIOK A5 TOB YkpaiHa Bnpo6HMLUTBO [Danis/ BHECEHHS 3MiH [0 peecTpavjiiiHiX maTepianis: 3a He UA/7533/01/02
IH'EKUIA pPO34unHy Ana «TeBa Hepo3dhacoBaHOro Benuka YTOUHEHHS1 HanucaHHs O4HOTO 3 BUPOGHUKIB B peyenmom nionszae
iH'eKUN, iHdy3ilt abo YkpaiHa» NPOAYKTY, BpuTanis/ Haka3si MO3 YkpaiHu Ne 1817 Big 29.10.2024 B
iHransuiin no 2 000 nepBuHHA ITanis/ npouieci BHECEHHSA 3MiH (NpUBeAEeHHA HanMcaHHA
000 MO; 10 ynakoBka: Ipnangis/ BUPOGHUKIB 4,0 3aTBEPAKEHUX peecTpaLiliHuX
oNakoHiB 3 Kcenis HimeuunHa marepianiB). Pegakuis B Hakasi - BupobHMuTBO
MOPOLLKOM B dapmacbloTikens Hepo3acoBaHOro NPoaykTy, NepBrHHA ynakoBka:
KapTOHHIlA KopoobLi AnC, faHis; Kcenia ®apmacbtoTikens AnC, [aHisa; BropuHHa
BTopuHHa ynakoska: MNeH ®apmacotoTikan Cepsices JlimiTes,
ynaKkoBka: Benuka BputaHisi; KoHTponb cepii: Kcenis
MeH dapmacbioTikens J1T4., YropwuHa; KOHTposb cepil

dapmacboTikan
Cepsices JlimiTes,
Benvika bputaHis;

KoHTporb cepii:

Kcenis

dapmachbioTikens
N14., YropluwmHa;

KoHTposb cepii

(TiNbKM KiNlbKICHE BM3HAYEHHS Ailo401 peyoBUHU
MikpoGionioriyHnM meTogom): €spoduiHc Bionab CP/1,
ITania; KOHTPO/b cepii (TiNbKM CTEPUNBHICTDL Ta
6akTepiasibHi eHO0TOKCMHN): €BpodhiHC Biodapma
TecTyBaHHs MNpoaykTis IpnaHgis fiviten, IpnaHgis;
KOHTPO/b cepii (NOBHE TeCTyBaHHSA KPIM KiJIbKiCHOTO
BM3HAYEHHS Ail0401 Pe4yoBUHU MIKPOBionoriYHum
METOA0M, CTEPUIBHOCTI Ta bakTepiasibHUX
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Ne Hassa Popma surnycky 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbKo20o | (nikapcbka hopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby YNaKkoBsKa) nocsioYeHHs1

(TiNbKM KinbkicHe
BU3HAYEHHSA
LYol pevoBuHU
MiKpOBIONOriYHNUM
MeToA0M):
€BpodpiHc bionab
CPA, Itanis;
KoHTponb cepii
(Tinbkn
CTEPUSIbHICTb Ta
HakTepianbHi
€HOO0TOKCUHN):
€BpodiHc
Biodapma
TecTyBaHHA
MpoaykTis
IpnaHgisa Nimites,
Ipnangis;
KoHTponb cepii
(noBHe
TeCTyBaHHS Kpim
KilbKiCHOTO
BU3HAYEHHSA
LYol pevoBuHU
MiKpOBIONOriYHNUM
MeToAO0M,
CTepubHOCTI Ta
6akTepiasibHNX
€H,0TOKCUHIB):
MinmayHT
Xenckeap Nimites,
IpnaHgjs;
[o3Bin Ha BMNycK
cepii:
MinmayHT
Xenckeap flivites,
IpnaHgjs;
BTopuHHa
ynakoBka:
MpecTmx
MpomoyLH
Bepkaschepaepy
Hr YHA,
Bepb6ecepsic
'M6X, HimeuuunHa,;
[lo3Bin Ha Bunyck
cepii:
Mepkne 'vbX,
HimeuunHa

€HJOTOKCUHIB): MinmayHT Xenckeap Nlimites,

IpnaHgjs; Jo3Bin Ha BUNYCK cepii: MinmayHT Xenckeap

Nimiten, IpnaHpin; BropuHHa ynakoska: MpecTtux
MpomoyLiH BepkaBcdepaepyHr yHa Bepbecepsic
vM6X, HimeuunHa; 803Bin Ha BUNyck cepii: Mepkie
m6X, HimeuunHa. BipHa pegakuis - Bupo6HuLTBO
Hepo3acoBaHOro NPoAyKTy, NepBrHHA ynakoBka:
Kcenis ®apmacbioTikens AnC, Janis; BTopyvHHa
ynakoska: NeH ®apmacbtoTikan Cepsices JlimiTes,
Benuka BputaHis; KoHTponb cepii: Kcenis
dapmacboTikens J1T4,., YropLivHa; KOHTposb cepii
(TiNbKKM KiNbKiCHE BU3HAYEHHS Ailo40T peyoBUHU

MikpoGionoriyHnMm meTogom): €spodpiHc Bionaé CP/1,

ITanis; KOHTPONb cepii (TiNbk1 CTEPUIBHICTL Ta
6akTepiasibHi eHO0TOKCKUHN): EBpochiHC Bio®apma
TecTyBaHHs MNpoaykTis IpnaHgis fiviten, IpnaHgis;
KOHTPO/b cepii (MOBHE TECTYBaHHS KPiM KifIbKiCHOro

BM3HAYEHHS Ail0401 pevyoBUHU MIKPOBioNoriYHum
METOA0M, CTEPUILHOCTI Ta 6akTepiasibHUX
€HJOTOKCUHIB): MinmayHT Xenckeap JlimiTes,

IpnaHgis; Jo3Bin Ha BunyckK cepii: MinmayHT Xenckeap

Nimiten, Ipnaxain; BTopyuHHa ynakoska: MNpectmx

MpomoywH BepkaBcdepaepyHr yHa Bepbecepsic

'M6X, HimeyunHa; 0o3Bin Ha BUNyck cepii: Mepkne
'm6X, HimeyunHa.
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Ne Hassa Popma surnycky 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbKo20o | (nikapcbka hopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby YNaKkoBsKa) nocsioYeHHs1
272. | KONOMILUUH MOPOLLIOK AN TOB YkpaiHa Bnpo6HMLTBO [Oanis/ BHECEHHS 3MiH [0 peecTpayjiiiHux maTepianis: 3a He UA/7533/01/01
IH'EKUIA pPO34unHy Ana «TeBa Hepo3acoBaHOro Benuka YTOUYHEHHS1 HanucaHHs O4HOTO 3 BUPOGHUKIB B peyenmom nionsizae
iH'eKUIN, iHdy3ilt abo YkpaiHa» NPOAYKTY, BpuTaHis/ Haka3i MO3 YkpaiHu Ne 1817 Bif 29.10.2024 B
iHransauii no 1 000 nepBuHHa ITanis/ npotieci BHeECEHHA 3MiH (NpUBeAEeHHA HanucaHHA
000 MO; 10 ynakoBka: IpnaHgis/ BUPOGHUKIB 4,0 3aTBEPAKEHUX peecTpaLiliHuX
hNakoHiB 3 Kcenis HimeuyunHa marepianiB). Pefakuis B Hakasi - BUpobHMUTBO
MOPOLLKOM B dapmacbloTikens Hepo3acoBaHOro NPoAyKTy, NepBrHHA ynakoBka:
KapTOHHI Kopoo6Li AnC, faHis; Kcenis ®apmacbioTikens AnC, Janis; BTopyvHHa
BTopuHHa ynakoska: NeH ®apmacbtoTikan Cepsices JlimiTes,
ynaKoBKa: Benuka BputaHis; KoHTponb cepii: Kcenis
MeH dapmacboTikens J1T4,., YropLivHa; KOHTposb cepii

dapmacbioTikan
Cepsices JlimiTes,
Benuka BputaHis;
KoHTporb cepii:
Kcenia
dapmacbloTikens
N14., YropuwmHa;
KoHTponb cepii
(TiNIbKM KinbKicHe
BU3HAYEHHS
Lit040i pevyoBuHU
MiKpO6ioIoriYHUM
MeTOoL0M):
€podiHc bionab
CP/, ITanis;
KoHTposb cepil
(Tinbkn
CTEpUbHICTb Ta
b6akTepiasibHi
€HO0TOKCUHW):
€BpodiHc
Bio®apma
TecTyBaHHA
MpopykTiB
Ipnangis Nivitea,
IpnaHgjs;
KoHTponb cepii
(noBHe
TeCTyBaHHS KpiM
KilbKiCHOTO
BU3HAYEHHS
Lir040i pevyoBUHU
MiKpO6ioIoriYHNM
mMeToAoM,
CTepW/IbLHOCTI Ta
6akTepiasibHNX
€H/[0TOKCUHIB):
MinmayHT
Xenckeap Jliviteg,

(TiNbKKM KiNbKiCHE BU3HAYEHHS Ailo40T peyoBUHU
MikpoGionoriyHnMm meTogom): €spodpiHc Bionaé CP/1,
ITanis; KOHTPONb cepii (TiNbk1 CTEPUIBHICTL Ta
6akTepiasibHi eHAOTOKCUHK): EBpOdpiHC Biochapma
TecTyBaHHs MNpoaykTis IpnaHgis fiviten, IpnaHgis;
KOHTPO/b cepii (MOBHE TECTYBaHHS KPiM KifIbKiCHOro
BM3HAYEHHS Ail0401 pevyoBUHU MIKPOBioNoriYHum
METOA0M, CTEPUILHOCTI Ta 6akTepiasibHUX
€HJOTOKCUHIB): MinmayHT Xenckeap JlimiTes,
IpnaHgis; Jo3Bin Ha BunyckK cepii: MinmayHT Xenckeap
Nimiten, Ipnaxain; BTopyuHHa ynakoska: MNpectmx
MpomoywH BepkaBcdepaepyHr yHa Bepbecepsic
'M6X, HimeyunHa; 0o3Bin Ha BUNyck cepii: Mepkne
'mM6X, HimeuunHa. BipHa pepgakuis - BUpobH1LTBO
Hepo3acoBaHOro NPoAyKTy, NepBUHHA YNakoBKa:
Kcenia ®apmacbtoTikens AnC, [aHis; BropmHHa
ynakoska: MNeH ®apmacbtoTikan Cepsices JlimiTes,
Benuka BputaHisi; KoHTponb cepii: Kcenis
dapmacbioTikens J1T4., YropluHa; KOHTposb cepil
(TiNbKM KiNIbKICHE BU3HAYEHHA Ai0YOT PEYOBUHM
Mikpob6ionoriyHum MeToaom): EspodiiHe Bionab CP/1,
ITanin; KOHTPO/b cepii (TiNbKM CTEPUNBHICTL Ta
6akTepianbHi eHA0TOKCUHN): EBpochiHC Biod®apma
TecTyBaHHs MNpoaykTiB IpnaHgis fliviten, Ipnavgis;
KOHTPO/b cepil (NOBHE TeCTyBaHHSA KPIM KiJIbKiCHOTO
BM3HAYEHHA Ai04OT PEYOBUHM MiKPOBIOIOrYHUM
MEeTOZOM, CTEPUIBHOCTI Ta 6akTepiasibHUX
€HO0TOKCUHIB): MinmayHT Xernckeap flimiTes,
IpnaHgis; 0o3Bin Ha BUNYCK cepii: MinmvayHT Xenckeap
Nimiten, Ipnaxgis; BTopyHHa ynakoBka: [Npectmk
MpomoyLiH BepkascepaepyHr yHA Bepbecepsic
v6X, HimeyunHa; [o3Bin Ha BMnyck cepii: Mepkne
m6X, HimewunHa.
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n/n

Ha3ssa
JliKapcbK0O20
3acoby

Popma surnycky
(nikapcbka ¢hopma,
YNaKkoBsKa)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs

Homep
peecmpayiliHo2o
nocsio4yeHHs

IpnaHgjs;
[o3Bin Ha Bunyck
cepit:
MinmayHT
Xenckeap Nimites,
Ipnangis;
BTopuHHa
ynakoBka:
MpecTux
MpomoyLH
Bepkaschepaepy
HF YHA,
Bepbecepsic
M6X, HimeuwunHa;
[o3Bin Ha BMNycK
cepii:
Mepkne 'v6X,
HimeuunHa

273.

KOMBIFPUM
JIEKCA®

TabneTku, no 4
Tabnetkn y énictepi
3 chonbru
IIOMIHIEBOT | NNiBKY
NOAIBIHINIX/T0PUAHOT;
no 1 6nictepy y
nauti 3 KapToHy; No
20 nayok y rpynosii
nauuj 3 KapToHy; No
8 Tabnetok y
6nictepi 3 ponbru
aOMIHIEBOT | NNIBKM
NONIBIHIIXTOPUAHOI;
no 1 6nictepy y
nauuj 3 KapToHy; No
10 nayokK y rpymnosii
nauti 3 KapToHy; No
4 TabneTkn y
6nicTepi 3 dhonbru
altoMiHieBoT; no 1
6nictepy y nauui 3
KapToHy; no 20
navokK y rpynosiii
nauuj 3 KapToHy; No
8 Tabnetok y
6nictepi 3 ponbru
atoMiHieBoi; no 1
6nicTepy y navui 3
KapToHy; no 10
nayvoK y rpynosiii
nayii 3 KapTOHy; No

OPrAHO
CUH
NAV®CA
€HCK3
(E® 3ET 1)

OAE

EBepToaxeH
Naiigp CaeHcus
Nimiten

IHais

BHECEHHS 3MiH A0 peecTpaLiiiHux matepiasis: 3MiHu |
TMny - 3MiHK Woao 6e3nekn/edekTMBHOCTI Ta
thapmakoHarnagy. 3MiHa y KOpOTKiil xapakTepucTuLi
NiKapcbKoro 3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKLiT
[ONs MeAMYHOro 3acToCyBaHHA Ha NiACTaBi perynsipHo
OHOBJ/OBAHOrO 3BiTY 3 6e3NeKkun Nikapcbkoro 3acooby,
abo gocnigpxeHb 3 6e3Mekn 3acTocyBaHHS NikapCbKoro
3acoby B nicnapeecTpauiliHuii nepios, abo sk
pe3ynbTaT OLiHKV 3BITY 3 AOC/ILKEHb, MPOBEAEHNX
BiANOBIAHO f0 MnaHy negiatpuuHnx gocnimxeHs (PIP)
(3MiHY y3rogkeHo 3 KOMMETEHTHUM YNOBHOBaXXEHUM
opraHom)
3MiHU BHECEHI A0 IHCTPYKLUiT A8 Mean4Horo
3acToCyBaHHA NiKapcbKoro 3acoby [0 po3ainis
"®apmakonoriyHi BractmeocTi", "B3aemogis 3 iHW1Mm
nikapcbkMKM 3acobamu Ta iHLWi BUAn B3aemogiii",
"Oco611MBOCTI 3aCTOCYBaHHA" LWOAO0 6e3neku
3aCTOCYBaHHS fil040i peyoBuHU (AekcTpomeTopdaH).
BBefeHHs 3MiH NpoTArom 6-Tu MicALiB micns
3aTBepMKEHHA 3MiHK | TUNy - 3MiHK WoA0
6e3nekn/edekTnBHOCTI Ta thapmakoHarnsagy (iHLwi
3MiHM) 3MiHU BHECeHi A0 IHCTPYKUiT 4719 MeANYHOro
3aCTOCYyBaHHSA NikapcbKoro 3acoby A0 po3ainy
"Mo6iuHI peaku,ii"Wwof0 NOBIAOMAEHHS NPO NOGIYHI
peakujii. BBegeHHS 3MiH NpOTArom 6-Tu micswiB nicns
3aTBEepMKEHHS 3MiHK | TUNy - 3MiHK WoA0
6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsagy. 3miHa 'y
KOPOTKIil XapakTepucTuLi NikapCcbKoro 3acoby, TEKCTI
MapKyBaHHS Ta iIHCTPYKLiT 4151 MeANYHOro
3aCcTOCyBaHHS Ha MiacTasi peryaisipHo OHOB/OBAHOTO
3BiTY 3 6e3nekun Nikapcbkoro 3acoby, abo AocnimkeHb

6e3
peuyenma

nionsieae

UA/2068/01/01
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Ne Hassa Popma surnycky 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbKo20o | (nikapcbka hopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby YNaKkoBsKa) nocsioYeHHs1
4 TabneTkn y 3 6e3nekn 3acTocyBaHHA NikapcbKoro 3acoby B
6nicTepi i3 chonbrn nicnspeecTpauiiinii nepiog, abo sik pe3ysibTaTt OLiHKN
anoMmiHieBol; no 1 3BIiTY 3 fOCNiLKeHb, NPOBEAEHNX BiAMNOBIAHO A0 NnaHy
6nictepy y negiatpuyHux gocnimpkeHs (PIP) (3MiHy y3rompkeHo 3
naneposomy KOMMNETEHTHUM YMOBHOB&XEHUM OpraHom) 3MiHu
KoHBepTi; no 20 BHECeHi A0 IHCTPYKUiT 415 MeNyYHOro 3acToCyBaHHS
nanepoBmx niKapcbKoro 3acoby A0 po3ainis "OcobnnBocTi
KOHBEPTIB Y rpynoB.iii 3acTocyBaHHs", "lNepefo3yBaHHA" WOA0 6e3nekn
naJi 3 KapToHy 3acTocyBaHHSA Aito4oi pevoBuHU (AekcTpomeTopdhaH).
BBefieHHs 3MiH NpoTArom 6-T1 MicALiB nicns
3aTBEPKEHHSA
274. | KOMBINPWUN- | Tabnetku no 5 mr/10 AT YkpaiHa AT "KMIBCbKUIA YkpaiHa BHECEHHS 3MiH 0 peecTpaLiiiHux matepiasnis: 3MiHu | 3a UA/11887/01/01
KB Mr "KUIBCbK BITAMIHHWIA TVNy - 3MiHU 3 IKOCTi. FOTOBWIA NiKapcbKuit 3aci6. peyenmom
no 10 Tabnetok y W 3ABOA" 3MiHU Yy BUPOGHMUTBI. 3MiHU Y NpoLeci BUpo6HULTBA
6nictepi, no 3 BITAMIHH rOTOBOrO J1iKapCbKOro 3acoby, BK/OUaUM NPOMIXHWIA
6nictepy y nauui W NPOAYKT, LLIO0 3aCTOCOBYETLCA NPV BUPOOHMLITBI
3ABO4" rOTOBOrO JliKkapCbKOro 3acoby (He3HauyHa 3miHa y
npoueci BUPO6HULITBA) 3MiHA TEPMiHY NPUAATHOCTI B
cneumdikauii Ha NPOMiXHY Ta Hepo3dacoBaHy
npoayKLito
3arBepaKeHo:
TepmiH NpuaaTHOCTI rpaHynaTy — 3 Ao6u
TepMmiH npuaaTHOCTI Macu 41 TabneTyBaHHsA — 5 fi6
TepMiH NnpugatHocTi Hepo3sdacoBaHoi npoayKuii — 10
ni6
3anponoHoBaHo:
TepMiH NpuaaTHocTi rpaHynaTy — 5 ai6
TepmiH npugaTHOCTi Macy ans TabneTtyBaHHs — 10 ai6
TepMiH NnpugatHocTi HeposdacoBaHoi npoayKuii — 30
ni6
275. | KOMBICAPT TabneTku, BKpUTI AT YkpaiHa AT "KMIBCbKUIA YkpaiHa BHECEHHS 3MiH A0 peecTpaLiiiHux matepiasis: 3MiHu | 3a UA/15340/01/01
nNiBKOBOIO "KUIBCbK BITAMIHHW TUMy - 3MiHM 3 AKOCTi. FOTOBWIA Nikapcbkuii 3aci6. peyenmom
060/10HKOI0, 5 W 3ABO" 3MiHU Yy BUPOGHMLTBI. 3MiHU Y NpoLeci BUPo6HULTBA
Mmr/160 wr, no 10 BITAMIHH rOTOBOrO JlikapCbKoro 3acoby, BK/IYakUn NPOMIKXHWIA
Tabnetok y 6nictepi; nn NPOAYKT, L0 3aCTOCOBYETLCA NPU BUPOOHULITBI
no 3 6nictepn y 3ABOA" rOTOBOrO /iKapCbKOro 3acoby (He3HauHa 3miHa y

nauui

npovueci BUpobHULTBA) 3MiHa TEPMiHY NpMAATHOCTI B
cneumaikaLii Ha NPOMiXHY Ta Hepo3dacoBaHy
npoayKuito
3arTBepaKeHo:

TepMiH NpuaaTHOCTI rpaHynaTy — 3 gobu
TepMmiH npugaTHoCTi Macu 45 TabnetysaHHsA — 5 fi6
TepmiH npugaTHocTi TabneTku-agpa — 5 a6
TepMiH NpugatHocTi Hepo3sdacoBaHoi npoaykuii — 10
ni6
3anponoHoBaHo:

TepMiH NpuaatHoCTI rpaHynaTy — 5 ai6
TepmiH NnpugaTHOCTi Macu ans TabnetysaHHs — 10 ai6




193

n/n

Ha3ssa
JliKapcbK0O20
3acoby

Popma surnycky
(nikapcbka ¢hopma,
YNaKkoBsKa)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs

Homep
peecmpayiliHo2o
nocsio4yeHHs

TepmiH npugaTHocTi TabneTtkm-agpa — 15 gi6
TepMiH NpugatHocTi Hepo3sdacoBaHoi npoayKuii — 30
ai6.

276.

KOMBICAPT

TabneTku, BKpUTI
nNiBKOBOIO
o060n0Hkoto, 10
mr/160 wmr, no 10
Tabnetok y 6nictepi;
no 3 6nictepn y
nauui

AT
"KNIBCbK
Vi
BITAMIHH
Ui
3ABOJ"

YkpaiHna

AT "KWTBCBKIAT
BITAMIHHU
3ABOJ"

YkpaiHa

BHECEHHS 3MiH A0 peecTpaLiiiHux matepiasis: 3MiHu |
TUMy - 3MiHK 3 AKOCTi. FOTOBWIA Nikapcbkuii 3aci6.
3MiHU Yy BUPOGHMLTBI. 3MiHU Y NpoLeci BUPO6HULTBA
rOTOBOrO J1ikapCbKOro 3acoby, BK/IOYakUM NPOMIKHWIA
NPOAYKT, L0 3aCTOCOBYETHCA NPU BUPOOHULTBI
rOTOBOrO JIiKAPCbKOro 3acoby (He3HayHa 3miHa y
npoueci BUpobHULTBA) 3MiHa TEPMiHY NpMAATHOCTI B
cneumaikaLii Ha NPOMiXHY Ta Hepo3acoBaHy
npoayKLito
3aTBepaKeHo:

TepMiH NpuaaTHOCTI rpaHynaTy — 3 gobu
TepmiH npugaTHOCTI Macu 415 TabnetysaHHsA — 5 fi6
TepmiH npugaTHocTi Tabnetku-agpa — 5 a6
TepMiH NpugatHocTi Hepo3sdacoBaHoi npoayKuii — 10
ni6
3anponoHoBaHo:

TepMiH NpuaaTHocTi rpaHynaTy — 5 ai6
TepmiH npugaTHOCTi Macy ans TabneTtysaHHs — 10 4i6

TepMiH npuaaTHocTi Tabnetku-agpa — 15 fié
TepmiH NpugaTHOCTI Hepo3sdhacosaHoi npogykuii — 30
ni6.

3a
peyenmom

UA/15341/01/01

2717.

KOHBEPIYM

Tabnetku no 300 wr;
no 10 TabneTtok y
6nicTepi; no 3 abo
10 6nicTepiB B
KapTOHHI ynakosL,i

Megokemi
nTa

Kinp

Mepgokemi NTA
(LeHTpanbHuii
3aBof)

Kinp

BHECEHHS 3MiH 0 peecTpaLiiiHux matepiasis: 3MiHu |
Tuny - 3MiHn 3 akocTi. CepTuddikaTt BignosigHocCTI/IE-
cepTudikaT BignoBigHOCTI EBponeichkiii
hapmakonei/moHorpadii. NMogaHHsa HoBoro abo
OHOBJ/IEHOrO cepTudikaTa BignoBsigHOCTIi a6o
BW/TyYEHHS cepTudpikaTa BignoBiAHOCTI EBponeiichKii
thapmakonei: gna APl; ans BuxigHOro
marepiany/peareHTy/npomMiKHOro NPOAYyKTY, Lo
BMKOPWCTOBYIOTbCS Y BUPO6HUUTBI ADI; ans
[LOMOMDKHOT peyoBMHM (cepTudikaT BiANOBIAHOCTI
€Bponelicbkin hapmakonei) - HoBuii ceptudikat Big,
BXe 3aTBepA)KeHOro BUPO6HWMKa - MOJaHHA HOBOTO
cepTudpikaTa BignoBiaHOCTI EBpONeiiChKilt
dhapmakonei Ne R1-CEP 2010-033 - Rev 00
(3aTtBepaxeHo: ASMF) ans Adl ipbecapTaHy Big Bxe
3aTBepxeHoro BupobHvka Zhejiang Huahai
Pharmaceutical Co., Ltd., Kutaii. 3miHu | Tuny - 3miHn
3 AkocTi. CepTudikat BignosigHocTi/lE-cepTudikar
BiANOBIAHOCTI EBponeiickbkili hapmakonei/MoHorpadii.
MopaHHA HOBOrO abo OHOBIEHOTO cepTudikaTa
BiANOBIAHOCTI ab60 BUNyYEHHS cepTudikata
BiANoBigHOCTI E€Bponeiickkili hapmakonei: gns Adl;
A5 BUXiAHOro MaTepiasy/peareHTy/npoMiXKHOro

3a
peyenmom

UA/12201/01/02
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n/n

Ha3ssa
JliKapcbK0O20
3acoby

Popma surnycky
(nikapcbka ¢hopma,
YNaKkoBsKa)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs

Homep
peecmpayiliHo2o
nocsio4yeHHs

NPOAYKTY, L0 BUKOPUCTOBYIOTLCA Y BUPOGHULTBI AdI;
A5 AONOMDKHOT peyoBrHY (cepTuddikaT BignoBigHOCTI
€Bponeiicbkiin hapmakonei) - OHOBEeHWIA cepTudikat
Bifl y)Xe 3aTBEep)KEHOro BUPOOHYKa - NOAAHHSA
OHOBJ/IEHOrO cepTudikaTa BifgnoBigHOCTI €Bponechbkili
hapmakonei Ne R1-CEP 2010-033 - Rev 01 ans Adl
ipbecapTaHy Big, 3aTBEpAKEHOro BUPO6HMKa Zhejiang
Huahai Pharmaceutical Co., Ltd., Kutaii. 3miHu | Tuny
- 3MiHu 3 AkocTi. CepTudikat BignosigHocTI/IE-
cepTudikaT BignoBigHOCTI EBponeiichkiii
thapmakonei/moHorpadii. NogaHHs HoBOro abo
OHOBJIEHOTO cepTudikaTa BifnoBigHOCTI a0
BU/yYEeHHs cepTudikaTa BignoBigHOCTI EBponeichbkii
thapmakonei: ana Adl; ons BuxigHoro
mMaTtepiany/peareHTy/nMpoMbKHOro NPOAYKTY, WO
BMKOPUCTOBYIOTbCA Y BUPOOHULTBI ADl; ans
[L0MNOMIXHOT peyoBrHY (cepTuddikaT BignoBigHOCTI
€Bponelicbkiin hapmakonei) - OHOBMeHWIA cepTudikat
Bifl Y)Ke 3aTBEp)KEHOro BUPOGHMKa -
noAaHHs OHOBMIEHOrO cepTudiikaTa BifnoBiAHOCTI
€Bponeiickkili hapmakonei Ne R1-CEP 2010-033 -
Rev 02 ans A®l ipbecapTaHy Big, 3aTBEpAKEHOr0
BMpo6HuKa Zhejiang Huahai Pharmaceutical Co., Ltd.,
Kutaii. 3miHm | Tuny - 3miHun 3 AkocTi. CepTudpikar
BignosigHocTi/lE-cepTudikar BignosigHoOCTI
€Bponelicbkin hapmakonei/moHorpadii. NMogaHHA
HOBOro abo OHOB/IEHOro cepTudpikata BiaNoBIAHOCTI
abo BuNy4YeHHs cepTudpikarta BignoBigHOCTI
€Bponeiicbkin hapmakonei: ana A®l; gns BuxigHoro
mMaTtepiany/peareHTy/MpoMbKHOIo NPOAYKTY, WO
BMKOPUCTOBYIOTbCA Y BUPOOHULTBI ADl; ans
[L0MNOMDXHOT peyoBrHY (cepTuddikaT BignoBigHOCTI
€Bponeiicbkiin hapmakonei) - OHOBEHWIA cepTudikat
Bifl y)Xe 3aTBEP)KEHOro BUPOOHYKa - NOAAHHSA
OHOBJIEHOrO cepTudikaTa BifgnoBigHOCTI €BpoNechbkili
chapmakonei Ne R1-CEP 2010-033 - Rev 03 ans Adl
ipbecapTaHy Big, 3aTBEpAKEHOro BUpPo6HMKa Zhejiang
Huahai Pharmaceutical Co., Ltd., Kutaii.

278.

KOHBEPIYM

Tabnetku no 150 wr;
no 10 TabneTtok y
6nicTepi; no 3 abo
10 6nicTepiB B
KapTOHHI ynakosL,i

Mepokemi
nTa

Kinp

Mepnokemi NTA
(LeHTpanbHuii
3aBoga)

Kinp

BHECEHHS 3MiH 0 peecTpaLiiiHux matepianis: 3MiHu |
Tuny - 3MiHn 3 akocTi. CepTuddikaTt BignosigHocCTI/lIE-
cepTudikaT BigNoBigHOCTI EBpoNenchkiii
thapmakonei/moHorpadii. NMoaaHHsa HoBoro abo
OHOBJ/IEHOrO cepTudikara BignoBsigHOCTIi a6o
BW/TyYEHHS cepTudpikaTa BignoBiAHOCTI EBpONeECHKii
thapmakonei: gna A®l; ans BUxigHOro
marepiany/peareHTy/npomMiKHOro NPOAYyKTY, Lo
BMKOPVCTOBYIOTbCS Y BUPObHUUTBI ADI; ans
[LOMOMDKHOT peyoBMHU (cepTudikaT BiANOBIAHOCTI
€Bponericbkin hapmakonei) - Hosuii ceptudikar Big,
BXe 3aTBEep)KEHOro BUPO6HWMKA - MOJaHHA HOBOrO

3a
peyenmom

UA/12201/01/01
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Ne Hassa Popma surnycky 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbKo20o | (nikapcbka hopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby YNaKkoBsKa) nocsioYeHHs1

cepTudpikaTa BignoBigHOCTI EBpoNeiichkilt
thapmakonei Ne R1-CEP 2010-033 - Rev 00
(3aTtBepaxeHo: ASMF) ans A®l ipbecapTaHy Big Bxe
3aTBepAXeHoro BupobHvka Zhejiang Huahai
Pharmaceutical Co., Ltd., Kutaii. 3mitu | Trny - 3miHn
3 AkocTi. CepTudpikat BignosigHocTi/l E-cepTudikar
BiANOBIgHOCTI €Bponelickkili hapmakonei/MoHorpadii.
MoaaHHA HOBOro abo OHOBMEHOroO cepTudikaTa
BiANOBIAHOCTI ab0 BUyYEHHS cepTudikata
BifnoBigHocCTI €Bponelickkili hapmakonei: ana Adl;
015 BUXIQHOTO MaTepiasy/peareHTy/mpoMiXKHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTLCA Y BUPOGHULTBI A,
A5 AONOMDKHOT peyoByHY (cepTuddikaT BifgnoBigHOCTI
€Bponelicbkin dhapmakonei) - OHoBeHWA cepTudikat
Bif} y)ke 3aTBEPAXEHOr0 BUPOGHMKA - NOAaHHSA
OHOB/IEHOTO cepTudikaTa BiANoBigHOCTI EBpoNneiichKil
hapmakonei Ne R1-CEP 2010-033 - Rev 01 gns Adl
ipbecapTaHy Big, 3aTBEpAXEHOro BUpobHUka Zhejiang
Huahai Pharmaceutical Co., Ltd., Kutaii. 3minu | Tny
- 3miHu 3 siKocTi. CepTudpikat BignosigHocTi/lE-
cepTudikaT BignoBigHOCTI EBponeichkiii
hapmakonei/moHorpadii. NMogaHHsa HoBoro abo
OHOBJ/IEHOrO cepTudikaTa BignoBigHOCTIi abo
BWUTyYEHHS cepTudpikaTa BignoBiAHOCTI EBponeiichkii
thapmakonei: gna A®l; ans suxigHoro
marepiany/peareHTy/npomMiKHOro NMPOAYKTY, L0
BMKOPUCTOBYHOTbCA Y BUPOOHULTBI API; Ans
[0NOMDKHOT peyoBrHY (cepTudikaT BignoBigHOCTI
€Bponelicbkin dhapmakonei) - OHoBeHWA cepTudikat
BiJ, y)Xe 3aTBepyKeHOro BUpobHuKa -
noAaHHA OHOBMIEHOTO cepTudiikaTa BifnoBiAHOCTI
€poneiicbkili hapmakonei Ne R1-CEP 2010-033 -
Rev 02 ana A®l ipbecapTaHy Bif, 3aTBEpAXEHOro
BMpo6HUKa Zhejiang Huahai Pharmaceutical Co., Ltd.,
Kutaii. 3minm | Trny - 3miHun 3 AkocTi. CepTudikar
BignosigHOCTI/IE-cepTudcpikat BignosigHOCTI
€sponeiicbkiii hapmakonei/moHorpadii. MoaaHHs
HOBOro abo OHOB/IEHOTO cepTudlikaTa BifnoBigHOCTI
ab60 BUy4YeHHs cepTudpikarta BigNoBiAHOCTI
€Bponeiicbkiii hapmakonei: ans A®I; ana BuXigHOro
mMarepiany/peareHTy/npomMiKHOro NMPOAYKTY, L0
BYKOPUCTOBYHOTbCA Y BUPOOHULUTBI API; Ans
[0NOMDKHOT peyoBrHY (cepTudikaT BignoBigHOCTI
€Bponelicbkin hapmakonei) - OHoBeHUA cepTudiikat
Bifj y)ke 3aTBEPAXEHOr0 BUPOGHMKA - NOAaHHA
OHOB/IEHOTO cepTudikaTa BiANoBigHOCTI EBponeiichKil
hapmakonei Ne R1-CEP 2010-033 - Rev 03 gnist Ad|
ipbecapTaHy Bif, 3aTBEpAXEHOro BUpobHUka Zhejiang
Huahai Pharmaceutical Co., Ltd., Kutaii.

279. | KOHBYNEKC PO34MH NS iH'EKLIMN, TOB YkpaiHa BMPO6GHMLTBO, ABCTpist BHECEHHS 3MiH 0 pPEeECTpaLiiHNX MaTepianis: 3MiHu I 3a UA/6595/01/01
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Ne Hassa Popma surnycky 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbKo20o | (nikapcbka hopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby YNaKkoBsKa) nocsioYeHHs1
100 mr/mn no 5 mn B "BAYL nakyBaHHs, TMny - 3MiHK Woao 6e3nekn/edekTUBHOCTI Ta peyenmom
amnyni, no 5 amnyn XENC" KOHTPO/b AKOCTI: thapmakoHarnagy. BHeceHHs abo 3miHa(u) fo
Y KOHTYpHIlA 1. dapma 'M6X, 30608B'sA3aHb Ta YMOB BuAaui peecTpauiiiHoro
YapyHKOoBIli ynakoBLi ABCTPIS; noceifyeHHs, BKoYaoun Mnax ynpasniHHA pyusvkamu
BVMPOGHWK, LLIO (3acTocyBaHHs 3MiH(1), Ski(a) BUMararoTb(€)
Bignosigae 3a noJanbLioro 06rpyHTyBaHHA HOBMMU A0AaTKOBUM
BMnyckK cepii: [.J1. [aHVMK, WO MaloTb HagaBaTUCA KOMNETEHTHUM
dapma 'vM6X, OpraHoMm, OCKi/IbKV BUMaraeTbCs CyTTEBA OLjiHKa
ABCTpIf KOMNETEHTHUM OpraHoMm). 3asBHUKOM HaJaHo
OHOBNEHUIA MnaH ynpasniHHS pusnkamu Bepcis 4.0.
3MiHN BHECEHO [0 YaCTWH:
| «3aranbHa iHhopmauis» ; I «Cnevundikauisa 3
6e3nekn» ; Il «MnaH 3 hapmakoHarnagy» ; V «3axoam
3 MiHimi3auii pusukie» ; VI «Pe3iome niaHy ynpasniHHA
pusnkamun» ; VIl «JofaTku» (gofatkun 2, 6, 8) ;y
3B’A3KY 3 OHOBJ/IEHHAM iH(hOpMaLlii 3 6e3nekun Ailoyol
pPeyvoBUHM BasIbMpOAT HaTpitlo (HaTpieBa Cinb
Ba/IbMPOEBOT KUCMOTU) BifNOBIAHO 10 aKTyas1IbHOT
pedoepeHTHoI iHdhopMaLii. Pe3tome MnaHy ynpasiHHA
pu3nkamu Bepcis 4.0 foAaeTbCs.
280. | KO-CEHTOP® | Tabnetku, BKpUTI BAT YropwumHa BUNyck cepii: BAT YropwumHa/ BHECEHHS 3MiH 0 peecTpaLiiiHux matepianis: 3MiHu | 3a UA/10087/01/02
nNiBKOBOIO "TepeoH "l'epeoH PixTep", Monbwa TMny - 3MiHKM Woao 6e3nekn/edekTUBHOCTI Ta peyenmom
obonoHkoto, 100 Pixtep" YropLHa; thapmakoHarnsgy. BeegeHHs abo 3miHv o
mr/25 mr no 10 KOHTPO/b SIKOCTI, y3arasibHeHUX JaHnx Npo cucTemy dhapmakoHarnsgy
Tabnetok y 6nictepi, [03BiN Ha BUMYCK (BBEAEHHSA Y3araslbHEHUX AaHWX NPO cucTemy
no 3 6nictepu B cepii; hapmakoHarnsgy, 3MiHa ynoBHOBaXeHOi 0cobu,
KapTOHHIiA ynakoBL,i BUPOGHMLTBO BiANOBIAA/IbHOI 3a 34iiCHEHH:A hapMmakoHarnsay;
Hepo3acosaHOro KOHTaKTHOI 0Co6YM 3 thapmakoHarnsagy 3asiBHuka anas
npoayKTy, 3piicHeHHs hapMakoHarnsgy B YkpaiHi, K0 BOHA
nepBuHHA BiAMiHHa Bif, yNOBHOBaXXEHOT 0CO6M, BifNoBiganbHOI
yNakoBKa, 3a 34iicHeHHs hapmakoHarnsgy (Bkaoyarum
BTOpPMHHA KOHTaKTHI AaHi) Ta/abo 3MiHN Yy pO3MilLeHHi MacTep-
ynakoBka: TOB thaiina cuctemu chapmakoHarnsay) 3mMiHa KOHTaKTHUX
"lepeoH Pixtep [JaHnXx ynoBHOBaXXEHOI 0C06Y 3asBHYIKa,
Monbwa", BiANOBIAaNbHOI 3a thapmakoHarnsg,. 3miHa
Monblya MicLie3Haxo4KeHHs MacTep-chaiina cuctemm
hapmakoHarnsgy. 3miHa Micusi 34iliCHEHHS1 OCHOBHOT
AOiSNbHOCTI 3 hapmakoHarasgy.
281. | KO-CEHTOP® | Tabnetku, BKpUTI BAT YropwumHa BUNyck cepii: BAT YropwumHa/ BHECEHHS 3MiH 0 peecTpaLiiiHux matepiasis: 3MiHu | 3a UA/10087/01/01
NAiBKOBOIO "TepeoH "l'epeoH PixTep”, Monbwa TMny - 3MiHKM Woao0 6e3nekn/edekTUBHOCTI Ta peyenmom
o060n0Hkoto, 50 PixTep" YroplmHa; thapmakoHarnsgy. BeegeHHs abo 3miHv o

mr/12,5 mr; no 10
TabneTtok y 6nictepi;

KOHTPO/Ib SIKOCTI,
[03BiN Ha BUNYyCK

y3ara/lbHeHVX faHux Npo cucTemy hapmakoHarnsgy
(BBEZEHHSI y3ara/lbHEHUX AaHUX MPO CUCTeMy

no 3 6nictepu B cepit; hapmakoHarnsgy, 3MmiHa ynoBHOBaXeHOoi 0cobu,
KapTOHHIA ynakoBL,i BUPOGHMLTBO BiANOBIAa/IbHOI 3a 34iiCHEHHSA hapMmakoHarnsay;
Hepo3cacoBaHOro KOHTaKTHOI 0C06YM 3 thapmakoHarnsagy 3asBHuka ans
NPOAYKTY, 34ilicHeHHA hapMakoHarnsgy B YKpaiHi, SKLL0 BOoHa
nepBuHHA BiAMiHHa Bif, yNOBHOBaXKEHOT 0CO6M, BigNoBigansLHOI
YNakoBKa, 3a 34iicHeHHs hapmakoHarnsgy (Bkawyarum
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Ne Hassa Popma surnycky 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbKo20o | (nikapcbka hopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby YNaKkoBsKa) nocsioYeHHs1
BTOPUHHA KOHTaKTHi fiaHi) Ta/abo 3MiHM y PO3MILLLEHHI macTep-
ynakoska: TOB thaiina cuctemun chapmakoHarnsgy) 3MiHa KOHTaKTHUX
"l'epeoH PixTep [aHnX YNOBHOBaXEHOT 0COOU 3asBHUKA,
Monbwa”, BiANOBIAaIbHOI 3a thapmakoHarnsg,. 3miHa
Monbwa MicLe3Hax0o[KeHHS MacTep-caiina cuctemm
thapmakoHarnagy. 3MiHa MicLs 34iliCHEHHS OCHOBHOT
AISNbHOCTI 3 hapmakoHarnsgy.
282. | KO-CEHTOP® | Tabnetku, BKpUTI BAT YropwuHa BMMYyCK cepii: BAT YropwwmHa/ BHECEHHS 3MiH A0 peecTpaLiiiHux matepiasis: 3MiHu | 3a UA/10087/01/03
nNiBKOBOIO "l'epeoH "l'epeoH PixTep", MonbLa TMny - 3MiHK Woao 6e3nekn/edekTUBHOCTI Ta peyenmom
06010HKOt0, N0 100 Pixtep" YropLmHa; thapmakoHarnsgy. BeegeHHs abo 3miHu Ao
mr/12,5 wr, no 10 KOHTPO/b SIKOCTI, y3arasibHeHUX JaHnx Npo cucTemy dpapmakoHarnsgy
Tabnetok y 6nictepi, [03BiN Ha BUMNYCK (BBEAEHHSA y3ara/lbHEHNX AaHUX MPO cucTemy
no 3 6nictepu B cepit; thapmakoHarnsgy, 3mMiHa ynoBHOBaXXEHOI 0cobw,
KapTOHHIA ynakoBL,i BVPOGHMLTBO BiANOBIAa/IbHOI 3a 34iiCHEHHSA hapmakoHarnsay;
Hepo3dhacoBaHOro KOHTaKTHOI 0co6U 3 thapmakoHarnsay 3asBHuka ans
NPOAYKTY, 3[jificHEHHs hapmakoHarnsgy B YkpaiHi, KO BOHA
nepBuHHA BiAMiHHA Bif YNOBHOBaXeHOI 0cO6MU, BiANOBIAa/IbHOI
ynakoBka, 3a 34ilicHeHHs thapmakoHarnsgy (Bkiovaoum
BTOPUHHA KOHTaKTHi faHi) Ta/abo 3MiHM y PO3MILLLEHHI MacTep-
ynakoska: TOB thaiina cuctemu chapmakoHarnsgy) 3MiHa KOHTaKTHUX
"l'epeoH PixTep [aHnX YNOBHOBaXEHOT 0CO6U 3aABHUKA,
Monbwa”, BiANOBIAabHOI 3a thapmakoHarnsag,. 3miHa
Monbuwa MicLe3HaxX0[pKEHHS MacTep-chaiina cuctemm
thapmakoHarnagy. 3MiHa Micus 34iliCHEHHS1 OCHOBHOT
AiSNbHOCTI 3 hapmakoHarnsgy.
283. | KCAPENTO® | Tabnetku, BKpUTI Baiiep Al HimeyunHa 0151 BCbOro HimevunHa/ BHECEHHS 3MiH A0 peecTpaLiiiHux matepiasis: 3MiHu | 3a UA/9201/01/04
nNiBKOBOIO BUPOBHMYOTO ITanis My - 3MiHK Woao 6e3nekn/edekTUBHOCTI Ta peyenmom
060n0HKot0, Mo 2,5 npouecy: baviep thapmakoHarnsgy. BeegeHHs abo 3miHu Ao
Mr; no 14 tabnetok Al', HimeyunHa; y3araslbHeHNX AaHux npo cuctemy dapmakoHarnsgy
y 6nictepi; no 1 abo Baiiep Xenckep (BBEAEHHSA y3ara/lbHEHNX AaHUX NPO cucTemy
4 6nictepu B MaHyhakTypiHr hapmakoHarnsgy, 3MmiHa ynoBHOBaXeHOi 0cobu,
KapTOHHIi navui C.P.N., Itanig; gna BiANOBIAa/IbHOI 3a 34iiCHEHHSA hapMmakoHarnsay;
BTOPWHHOTO KOHTaKTHOI 0co6U 3 thapMakoHarnsay 3asBHUKa ans
nakyBaHHs: 3fjiicHeHHs hapmakoHarnsgy B YkpaiHi, KO0 BOHA
LLteremaHH Mm6X BiAMiHHA Bif YNOBHOBaXeHOI 0cO6U, BiANOBIAA/IbHOI
i Ko. KT, 3a 3fjiicHeHHs1 hapMakoHarnaay (Bkiyarum
HimeuunHa KOHTaKTHi aHi) Ta/abo 3MiHM y PO3MILLLEHHI MacTep-
thaiina cuctemm chapmakoHarnsgy). 3miHa
YNOBHOB&XXEHOT 0CO6U 3a8BHMKA, BigNoBigaibHOI 3a
hapmakoHarnag,.
[itova pepgakuis: Justin Daniels. MponoHoBaHa
pepakuis: Jutta Pospisil. 3MiHa KOHTaKTHUX AaHnX
YNOBHOB&XEHOI 0CO6U 3asBHMKA, BifgnoBigasibHOI 3a
hapmakoHarnsg.
284. | KCE/IbAHS3 TabneTkun, BKPUTI Mdpaiizep CWA BMPOGHULITBO 3a HimeuunHa BHECEHHS 3MiH [0 peecTpaLiiiHnx maTepianis: 3MiHu | 3a UA/14485/01/01
NAiBKOBOIO Eny.Ci.Mi. NOBHUM LMK/TOM: TMny - 3MiHKM Woa0 6e3nekn/edekTUBHOCTI Ta peyenmom
o060noHkoto, no 5 mr; | Kopnopei Mdpaiizep hapmakoHarnsgy (iHwi 3miHn)
no 14 tabnetok y LUH MeHtohekuypuHr OHOB/EHHS TEKCTY MapKyBaHHS YNakoBOK /liKapCbKOro
6nictepi; no 1 a6o 4 Joiuneng M6 X 3acoby, a came: BUAa/IeHHs! TEKCTY MapKyBaHHS
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Ne Hassa Popma surnycky 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbKo20o | (nikapcbka hopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby YNaKkoBsKa) nocsioYeHHs1
6nictepu y yNakoBOK 3i CTVUKEPOM YKPaiHCbKO MOBOI.
KapPTOHHI/ nauuj
285. | KCE®DOKAM® | nopoluok ans AciHO LLiBeiiuapis BTOPVHHE ABcTpisi/ BHECEHHS 3MiH 10 peecTpaLiiiHix MmaTepianis: 3MiHu | 3a UA/2593/02/01
po3unHy Ans iH'ekuii | ®apma Al nakyBaHHs Ta HimeuunHa TMny - AAMIHICTPaTMBHI 3MiHW. 3MiHa HaliMeHyBaHHSA peyenmom
no 8 mr, 5 conakoHiB BUWMYCK Cepiii: Ta/abo agpecu Micus NPOBaKEHHS AiSNbHOCTI
3 NOPOLLKOM Y Takena ABCTpis BMPOGHMKa (BK/THOYaKOUK, 3a HEOOXIAHOCTI, Micue
KapTOHHI KopoobLyi 'M6X, ABCTpISt; NpPOBEeAEHHS KOHTPO/IO AKOCTI), ab0 BNacHUka mactep-
BVPOGHMLTBO thaiina Ha A®l, abo noctavanbHuka API/BuxigHoOro
Hepo3gacoBaHOl mMaTtepiany/peareHTy/MpoMbKHOIo NPOAYKTY, Lo
NpoAyKLUii, 3aCTOCOBYIOTbCA Y BUPOOHULTBI AD| (AKLLO 3a3HAYEHO
nepBuHHE y [OCbE Ha nikapcbkuii 3acib) 3a BiACYTHOCTI
nakyBaHHs: cepTudikaTa BignoBiaHOCTI EBpONeiichkilt
Baccepbyprep hapmakonei y 3aTBepAxeHOMyY [OCbE, ab0 BUPOGHMKA
ApuHaiimiTTensse HOBOT JOMOMDKHOT PEYOBMHY (AIKLLIO 3a3HAYEHO Y
pK F'MGX, nocbe). 3MiHa iHaekcy B agpeci BUpo6bHuka AdI
HimeuunHa Lornoxicam. Be3 3MiH1 MiCLs 3HAXOMKEHHS.
[itoua pepakuin:Zydus Takeda Healthcare Private C-4,
MIDC, Village Pawne Thane Belapur Road 400 705
Vashi, Navi Mumbai, India
MponoHoBaHa pepakuis: Zydus Takeda Healthcare
Pvt. Ltd. C-4, MIDC, Village Pawne Thane Belapur
Road 400 703 Vashi, Navi Mumbai, India
286. | KCE®DOKAM® | Tabnetku, BKpUTI AciHO LLiBeiuapis Takepa 'm6X, HimeuyunHa BHECEHHS 3MiH A0 peecTpaLiiiHux matepiasis: 3MiHu | 3a UA/2593/03/01
PANIA, nNiBKOBOIO dapma Al micue TMNy - AAMIHICTPaTMBHI 3MiHW. 3MiHa HaliMeHyBaHHsI peyenmom
060/10HKOI0, MO 8 Mr; BMPOGHMLTBA Ta/abo agpecu Micus NPOBaKEHHS AiISNbHOCTI
no 6 TabneTtok y OpaHieHbypr BMPOGHMKa (BK/TOUaO4M, 3a HEOOXIAHOCTI, MicLe
6nictepi; no 1 NpOBeAEHHS KOHTPO/IO AKOCTI), ab0o BNacHUka macrep-
6nictepy B thaiina Ha A®l, abo noctavanbHuka API/BuxigHoOro
KapTOHHIlA KopoobLi mMartepiany/peareHTy/npoMibKHOIo NPOAYKTY, WO
3aCTOCOBYIOTbCA Y BUPOOHULTBI ADI (SKLLO 3a3HaYeHO
y [OCbE Ha Nnikapcbkuii 3aci6) 3a BiACYTHOCTI
cepTudikaTa BignoBiAHOCTIi EBpONEiChKili
chapmakonei y 3aTBepaXeHoMy A0Cbe, abo BUPOOHMKa
HOBOI AOMNOMIKHOT PEYOBMHMN (SIKLLIO 3a3HAYEHO Y
[ocbe).3MiHa iHAeKcy B agpeci BUpo6Huka AdI
Lornoxicam. Be3 3MiHM MicLiA 3HAXOKEHHS.
287. | KYPIO3VH renb, 1,027 mr/r, no BAT YropwumHa BAT "legeoH YropwmHa BHECEHHS 3MiH 40 peecTpaviiHnx maTtepiasis: 3MiHu | 6e3 UA/3824/01/01
15 r y Ty6i; no 1 Ty6i "l'epeoH PixTep" TMny - 3MiHK LWoao 6e3nekn/edpeKTNBHOCTI Ta peyenma
B KAPTOHHIl Pixtep"

yNakoBLi

chapmakoHarnsgy. BeefeHHsa abo 3miHn o
y3arasibHeHVX AaHux Npo cuctemMy apmMakoHarnsgy
(BBEAEHHS y3ara/lbHEHUX AaHWX NPO cUcTemy
hapmakoHarnagy, 3mMiHa ynoBHOBaXXeHO! ocobu,
BiANOBiga/IbHOI 3a 34iACHEHHST chapMakoHarnsay;
KOHTaKTHOI 0co6M 3 chapmakoHarnsay 3asiBHuKa ans
3ailicHeHHa hapMakoHarnsgy B YKpaiHi, SKLL0 BoHa
BigMiHHA Big, yNTOBHOBaXKEHOT 0COOM, BifNoBigabHOI
3a 3AjiicHeHHs1 hapMakoHarnaay (Bkiyarum
KOHTaKTHI AaHi) Ta/abo 3MiHN Y pO3MiLLeHHi MacTep-
dhaiina cuctemmn chapmakoHarisgy) 3miHa KOHTakTHUX
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Ne Hassa Popma surnycky 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbKo20o | (nikapcbka hopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby YNaKkoBsKa) nocsioYeHHs1
LaHnX YNOBHOBaXEHOT 0CO6M 3aABHUKA,
BiANOBIAaIbHOI 3a thapmakoHarnsg,. 3miHa
MicLie3HaxXoMKeHHs MacTep-ghaiina cuctemu
hapmakoHarnsigy. 3miHa micus 34jiiiCHeHHs1 OCHOBHOT
AOiSNIbHOCTI 3 hapmakoHarisgy.
288. | KYPOCYP®® | cycneHsis ans K'esi ABCTpist BMPOBHMUTBO in ITania/ BHECEHHS 3MiH 10 peecTpaLiiiHix MmaTepianis: 3MiHu | 3a UA/10170/01/01
eHfoTpaxeanbHOro Papmac'to bulk, nakyBaHHs, ABcTpis TMny - 3MiHK WoAo 6e3nekn/edpeKkTNBHOCTI Ta peyenmom
BBeAEHHs, 80 mr/mn, Tiken3 Bunyck cepii: K'ei thapmakoHarnsgy. BeegeHHs abo 3miHv Ao
nol5wmny 6X dapmaueyTuui y3araslbHeHUX faHux Npo cuctemy hapmakoHarnsgy
thnakoHi; no 1 C.n.A, Itanis; (BBEAEHHSA Y3araslbHEHUX AaHWX NPO cucTemy
chnakoHy B BUnNyck cepii: K'e3i hapmakoHarnsgy, 3MiHa ynoBHOBaXeHOi 0cobu,
KapTOHHIlA KOpooLi dapmac'toTikens BiANOBIAA/IbHOI 3a 34iiCHEHHSA hapMmakoHarnsay;
mM6X, ABCTpIS; KOHTaKTHOI 0Co6YM 3 thapmakoHarnsagy 3asiBHuka anas
BTOPWHHE 3piicHeHHs hapMakoHarnsay B YkpaiHi, KO0 BOHA
nakyBaHHs: I".J1. BiAMiHHa Bif, yNOBHOBaXXEHOT 0CO6M, BifNoBiganbHOI
dapma N'v6X, 3a 3AjiicHeHHs hapmakoHarnagy (Bkyatoun
ABCTpiIS; KOHTaKTHI AaHi) Ta/abo 3MiH1 Yy pO3MilLeHHi MacTep-
BMPOBHMUTBO in thaiina cuctemm chapmakoHarnsgy). 3miHa
bulk, nakyBaHHs, YNOBHOB&XEHOT 0CO6YM 3asBHWKa, BigNOBifa/IbHOT 3a
KOHTpO/b Ta thapmakoHarnsg,.
Bunyck cepii: K'esi [itoua pepakuis: A-p OxaH Hikono KacTinbiioHe /
dapmaueyTuui GianNicolaCastiglione. MponoHoBaHa pegakuis:
C.n.A, Itanis abpienb-KopHenisa ®okc / Gabriele-Cornelia Fox.
3MiHa KOHTaKTHUX faHWUX YNOBHOBaXEHOT 0cobun
3asBHVIKa, BignoBiganbHOT 3a hapmakoHarnsag,. 3miHa
KOHTaKTHOI 0CO6U 3asiBHIKA, BiAnoBigasibHOI 3a
thapmakoHarnsag B YkpaiHi. [itoya pegakuis:
BapaHiscbkuii Mukona OnekcilioBuy. MponoHoBaHa
pepakuis: KapauesueBa Hatanis BonogumupiBHa.
3MiHa KOHTaKTHUX JaHUX KOHTaKTHOI 0CO6U 3asIBHYKA,
BiANOBIAa/IbHOI 3a hapmakoHarnisg B YKpaiHi.
289. | NAKTUHET®- | Tabnetku, BKpUTI BAT YropwumHa BAT "legeoH YropwmHa BHECEHHS 3MiH IO peecTpaLjiiiHuX MmaTepianis: 3MiHu | 3a UA/9036/01/01
PIXTEP nNiBKOBOIO "l'epeoH PixTep" My - 3MiHK Woao 6e3nekn/edekTUBHOCTI Ta peyenmom
060/10HKOI0, N0 Pixtep" thapmakoHarnsgy. BeegeHHs abo 3miHu Ao
0,075 mr, no 28 y3araslbHeHNX AaHux npo cuctemy dpapmakoHarnsgy
Tabnetok y 6nictepi; (BBEAEHHSA y3ara/lbHEHNX AaHUX NMPO cUcTemy
no 1 6nictepy y thapmakoHarnsgy, 3mMiHa ynoBHOBaXXEHOI 0cobw,
nakerTi 3 BiANOBIAa/IbHOI 3a 34iiCHEHHSA hapMmakoHarnsay;
namiHoBaHol KOHTaKTHOI 0Cco6u 3 hapmakoHarnsay 3asBHuKa a/s
antoMiHieBoi 3fjiicHeHHs hapMakoHarnsgy B YkpaiHi, KO0 BOHA
dhonbru; no 1 a6o 3 BiAMiHHA Bif YNOBHOBaXeHOI 0cO6U, BiANOBIAA/IbHOI
nakeTu pasom 3 3a 34ilicHeHHs thapmakoHarnsgy (Bkioyaoum
KapTOHHUM KOHTaKTHi fjaHi) Ta/abo 3MiHM y PO3MILLLEHHI MacTep-
dyTnsapom ana thaiina cuctemun hapmakoHarnsagy). 3miHa KOHTaKTHUX
36epiraHHs 6nicTepa LaHnX YNOBHOBaXEHOT 0CO6U 3aABHUKA,
B KQPTOHHIN BiANOBIAA/IbHOT 32 hapmakoHarnsag. 3miHa
ynaxoBLii MicL,e3HaX0PKEHHS MacTep-chaiina cnuctemm
thapmakoHarnagy. 3MiHa Micus 34iliCHEHHS1 OCHOBHOT
AisnbHOCTI 3 hapmakoHarnsgy.
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Ne Hassa Popma surnycky 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbKo20o | (nikapcbka hopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby YNaKkoBsKa) nocsioYeHHs1
290. | NAD®AKCUH® | TabneTku [ekcenb I3painb BVPOGHMLTBO I3painb BHECEHHS 3MiH [0 peecTpaLiiiHnx maTepianis: 3MiHu | 3a UA/19740/01/01
XR ACIHO MPOJIOHrOBaHoI Aji, dapma npoaykuii in bulk TUny - AAMIHICTPaTVBHI 3MiHW. 3MiHa HaliMeHyBaHHS peyenmom
no 150 mr no 14 TexHonop Ta BUNycK cepi: Ta/abo agpecy 3asiBHVKa (BlacHMKa peecTpaviliHoro
TabneTtok y 6nictepi, xun3 Nta. [ekcens ®apma NOCBIAYEHHS) - 3MiHa agpecu 3asiBHMKa
no 2 6nictepu y TexHonomxus
KapTOHHI navwi Nta., 13paine;
nepBuHHE Ta
BTOPUHHE
nakyBaHHs,
BMNPOOYBaHHSA
KOHTPO/O AKOCTI:
[Jekcenb N4,
I3painb;
BUNPOBYBaHHSA
KOHTPO/TIO AKOCTI
(mikpobionoriyHwmi
KOHTPO/b):
TOB “IlHcTUTYT
Xap4oBoi
Mikpobionorii Ta
CMOXMBYUX
TOoBapiB”, I3painb
291. | NA®AKCUH® | TabneTku [lexcenb I3painb BMPOGHMLTBO, I3painb BHECEHHS 3MiH A0 peecTpaLiiiHux matepiasis: 3MiHu | 3a UA/13444/01/01
XR ACIHO NPOIOHIrOBaHOI Aji Papma nakyBaHHs, TMNy - AAMIHICTPaTMBHI 3MiHW. 3MiHa HaliMEeHyBaHHS! peyenmom
no 75 wr; no 14 TexHonog BMNPOGYBaHHSA Ta/abo agpecu 3asBHUKA (BNacHUKa peecTpauiiHoro
Tabnetok y 6nictepi xus NTg,. KOHTPOJI0 SIKOCTI nocBigyeHHs) - 3MiHa agpecy 3asiBHUKa
3 KanleH4apHo Ta BUNycK cepi:
LLKa10to; no 2 [Jekcenb NTA,,
6nictepu y I3pains;
KapTOHHIlA KOpooLi BUNPOBYBaHHSA
KOHTPOJIO SIKOCTI
(mikpobionoriyHwmi
KOHTPO/b):
TOB IHcTUTYT
Xap4oBoi
Mikpo6ionorii Ta
CNOXMBYUX
TOBapiB, I3painb
292. | NEBOMIH® TabneTkn, BKPUTI TOB Ykpaina Mi6e Mm6X HimeuunHa BHECEHHS 3MiH 40 peecTpaLiiHux maTtepiasis: 3miHu | 3a UA/16583/01/01
30 NNiBKOBOO «MIBE ApuHaiimiTTens TUny - 3MiHK 3 aKocTi. A®L. CTabinbHiCTb. 3MiHa peyernmom
060/10HKOI0, 110 0,03 | YKPAIHA» nepiogy NoBTOPHMX BUNPo6yBaHb/nepioay 36epiraHHsA

mr/0,15 wr; no 21
Tabnetui y 6nictepi;
no 1 a6o no 3, a6o
no 6 6aictepis y

abo ymos 36epiraHHa A®I (3a BigCcyTHOCTI Y
3aTBEepXeHOMY [0Cbe cepTudpikara BignoBigHOCTI
€Bponeiicbkili hapmakonei, Lo BKItoYaE nepiog,
NOBTOPHOrO BMNPo6yBaHHs) (Nepiof NOBTOPHOTO
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Ne Hassa Popma surnycky 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbKo20o | (nikapcbka hopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby YNaKkoBsKa) nocsioYeHHs1
KapTOHHIlA KopooLi BMNPOGYBaHHs/Nepiog, 36epiraHHs) - 36iNbLUEHHS ab0
BBEJEHHS nepiogy NOBTOPHOrO BMNPOGYBaHHs/Nepiogy
36epiraHHa Ha OCHOBI pe3y/bTaTiB AOCNILKEHb Y
peasibHOMY Yaci. 36iNblUEHHs nepiogy NOBTOPHOTO
BMNPOOYBaHHA [0 5 pOKiB Ajl040i peyoBUHU
Levonorgestrel, Wwo nocta4aeTbCca KOMMaHieo
Industriale Chimica
293. | IEBOCTAA® | Tabnetku, BKpUTI CTAOA HimeuunHa Bunyck cepiii: HimeuunHa/ BHECEHHS 3MiH A0 peecTpaLiiiHux matepiasis: 3MiHu | 3a He UA/11890/01/01
nNiBKOBOIO ApuHaiimit CTALA IcnaHis TMny - 3MiHK Woao 6e3nekn/edekTUBHOCTI Ta peyenmom | nidssieae
06010HKOt0, MO 250 Tenb Al ApuHalimitTTens hapmakoHarnsgy. 3MiHM y KOpPOTKili XapakTepucTuuj
Mr, no 5 TabneTtok y A, HimeyunHa; NiKapcbKoro 3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKLiT
6nictepi; no 1 Brvpo6HMuTBO 0151 MeANYHOTO 3aCTOCYBaHHSA
6nictepy B Hepo3cacosaHOro reHepuyYHUX/ribpuaHMX/6ionoaibHMX NiKapCbKUX
KapTOHHIA Kopoo6Li npoayKTy, 3ac006iB nicnsi BHECEHHS TiEl caMoi 3MiHW Ha
nepBuHHE Ta pedhepeHTHMIA Npenapar (3MiHa He NoTpPebye HaAaHHSA
BTOPUHHE XXOAHUX HOBUX A0AaTKOBUX AaHUX) - 3MiHW BHECEHO
nakyBaHHs, [0 IHCTPYKUIT 418 MEeJUYHOTO 3aCTOCYBaHHS
KOHTPO/b Ccepili: NiKapcbKoro 3acoby y po3ainm "dapmakonoriyHi
NabopaTopis BnactmsocTi", "MokasaHHA", "MpoTunokasaHHs",
MegikameHTOC "B3aemogis 3 iHWVMU NMikapcbkMMK 3acob6amu Ta iHLWi
IHTEepHaTioHec, BMAM B3aemogiin”, "Ocob/MBOCTi 3aCTOCYBaHHA",
C.A., IcnaHis; "34aTHICTb BNAMBATY Ha LWBMAKICTb peakuii npu
BVPOGHMLTBO KepyBaHHi aBTOTpPaHCMOpPTOM abo iHWMMK
Hepo3dhacoBaHOro MexaHizmamu”, "Cnocib 3actocyBaHHA Ta gosun”, "Oitn"
NPOAYKTY, (yTouHeHHs), "Mo6iyHi peakuii” BiANOBIAHO A0
nepBuHHEe Ta iH(hopmaL,i WoA0 MeANYHOro 3acTOCYBaHHS
BTOPVHHE pedrepeHTHOro Jlikapcbkoro 3acoby (Tavanic, film-
nakyBaHHs, coated tablets). BeegeHHs 3MiH npoTarom 3-x micauis
KOHTPO/b Ccepiii: nicns 3aTBEPIXEHHS.
Nab6opaTtopioc
NikoHca, C.A.,
IcnaHis;
BTOPUHHE
nakyBaHHs:
MAHAHTIAN
IHTETPA, C.N1.1O.,
IcnaHisi;
ATAIC ®APMA,
C.J1., IcnaHis
294. | NEBOCTAA® | Tabnetku, BKpUTI CTAOA HimeuunHa Bunyck cepiii: Himeuunna/ BHECEHHS 3MiH 0 peecTpaLiiiHux matepiasnis: 3MiHu | 3a He UA/11890/01/02
NNiBKOBOK ApuHaiimit CTALA IcnaHis TMny - 3MiHK Woao 6e3nekn/edpeKTNBHOCTI Ta peyenmom niosnsicae
060/10HKO10, N0 500 Tenb Al ApuHaiimitTTens hapmakoHarnsgy. 3MiHu y KOpoTKili xapakTepucTui
Mr, no 5 TabneTtok y A, HimeyunHa; nNikapcbKoro 3acoby, TEKCTI MapKyBaHHSA Ta iHCTPYKLT
6nictepi; no 1 Bnpo6H1LUTBO AN MeAnYHOro 3acToCyBaHHA
6nictepy B Hepo3dhacoBaHOro reHepuyHUX/ribpuaHNX/6ionodibHMX NikapCbKnx
KapTOHHI KOpooLyi NPOAYKTY, 3aco6iB Nic/1 BHECEHHSA TiET camoi 3MiHU Ha
nepBuHHEe Ta pecbepeHTHWIA Npenapar (3mMiHa He NoTpebye HajaHHA
BTOPUHHE XOLHMX HOBMX [0AAaTKOBUX AaHWX) - S3MiHW BHECEHO
nakyBaHHs, [0 iHCTPYKUIT A8 MeAMYHOro 3acToCyBaHHS
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Ne Hassa Popma surnycky 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbKo20o | (nikapcbka hopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby YNaKkoBsKa) nocsioYeHHs1
KOHTPOb Cepili: nNikapcbKoro 3acoby y po3ginu "®dapmMakonorivHi
Na6opaTtopi3 BnacTmsocTi", "Moka3aHHsA", "MpoTunokasaHHs",
MegikameHTOC "B3aemogis 3 iHWMMKM NiKapcbkumu 3acobamu Ta iHLi
IHTepHarTioHec, BMAM B3aemogiii", "OcobIMBOCTi 3aCTOCYBaHHA",
C.A., IcnaHisi; "34aTHICTb BNAMBATY Ha LWBMAKICTb peakuii npu
BUPOBHNLTBO KepyBaHHi aBTOTPaHCNOPTOM a6o iHLWMMK
Hepo3acosaHOro mexaHismamu", "Cnoci6 3actocyBaHHs Ta gosun", "Oitn"
npoayKTY, (yTouHeHHs1), "Mo6iyHi peakuii” BiANOBIAHO A0
nepBuHHE Ta iH(hopMmai WoA0 MeAnyHOro 3acToCyBaHHS
BTOPVHHE pedrepeHTHOr o Jlikapcbkoro 3acoby (Tavanic, film-
nakyBaHHs, coated tablets). BBegeHHs 3MiH npoTarom 3-x micauis
KOHTpONb Cepiii: nicns 3aTBepAKeHHs.
Nab6opaTtopioc
NikoHca, C.A.,
Icnais;
BTOPUHHE
nakyBaHHS:
MAHAHTIAN
IHTEIPA, C.N1.1O.,
IcnaHis;
ATAIC ®APMA,
C.J1., IcnaHis
295. | IEBO®JIOKC | Tabnetku, BKpUTI €Bpo IHais o AC NimiTepq, IHais BHECEHHS 3MiH A0 peecTpaLiiiHux matepiasis: 3MiHu | 3a He UA/8777/01/02
AUVH €BPO nNiBKOBOIO Naiidokep TMny - 3MiHK Woao 6e3nekn/edekTUBHOCTI Ta peyenmom | nidssieae
060n0HkKot0, No 500 Mpaisit thapmakoHarnagy. 3MiHa y KOpOTKiil XxapakTepucTuLi
Mr; no 5 TabneTtok y Niviten NiKapcbKoro 3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKL,iT
6nictepi; no 1 abo 0151 MeANYHOrO 3aCTOCYBaHHSA Ha MiAcTasi perynsipHo
no 2 6nictepu 'y OHOBJ/OBAHOrO 3BiTY 3 6e3NeKun NikapcbKoro 3acooby,
KapTOHHIA Kopoo6Li abo gocnigpxeHb 3 6e3Mekn 3acTocyBaHHS NikapCbKoro
3acoby B nicnspeecTpauiliHuii nepios, abo sk
pe3ynbTaT OLiHKV 3BITY 3 AOC/ILKEHb, MPOBEAEHNX
BiANOBIAHO f0 MnaHy negiatpuuHnx gocnimxeHs (PIP)
(3MiHy y3rogkeHo 3 KOMMETEHTHUM YNOBHOBaXXEHUM
opraHom)
3MiHU BHECEHO [0 IHCTPYKLUIT A1 MeANYHOro
3acTocyBaHHSA NiKapcbKoro 3acoby y po3aim
"Oco6nmBocTi 3acTocyBaHHA", "lMepeao3yBaHHS",
"Mo6iuHi peakuii” BiANOBIAHO [,O OHOBMEHOI
iHbopmawii 3 6e3neku Aitoyoi pevyoBuHU. BBegeHHS
3MiH NPOTAroM 6-TW MicALB NicNs 3aTBEpPAKEHHS
296. | NIEBO®NIOKC | po3uuH ans iHdysiid, TOB YkpaiHa [JouipHe YkpaiHa BHECEHHS 3MiH A0 peecTpaLiiiHux matepiasis: 3MiHu | 3a He UA/18763/01/01
AUVH €BPO 500 mr/100 mn, no "KoHapk nigNpPUEMCTBO TMny - 3MiHK Woao 6e3nekn/edekTUBHOCTI Ta peyenmom | nidssieae
100 mn y koHTelHepi | IHTenveg" "®apmatpeiig" thapmakoHarnagy. 3MiHa y KOpOTKiil xapakTepucTuLi

3 nonisiHiIXI0pPUAY,
no 1 KoHTeliHepy B

nonimepHii nnisui B
KapTOHHIA ynakoBL,i

NikapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta iHCTPYKLiT
NS MeAMYHOro 3acToCyBaHHA Ha NiACTaBi perynsipHo
OHOBJOBAHOrO 3BiTY 3 6Ge3NeKN NiKapcbKoro 3acooby,
abo focnigkeHb 3 6e3nekn 3acToCcyBaHHSA NikapCbKoro
3acoby B nicnapeecTpauiliHnii nepios, abo sk
pe3ynbTaT OLiHKV 3BITY 3 A4OC/IKEHb, MPOBEAEHUX
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Ne Hassa Popma surnycky 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbKo20o | (nikapcbka hopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby YNaKkoBsKa) nocsioYeHHs1
BiZANOBIAHO [0 NnaHy negiatpuuHunx gocnimxkeHs (PIP)
(3MiHY Y3rofXX€HO 3 KOMNETEHTHUM YNOBHOBaXKEHVM
opraHom)
3MiHU BHECEHO [0 IHCTPYKUiT AN MeANYHOro
3aCTOCyBaHHS NiKapCcbKoro 3acoby y po3gainm
"Oco6nmBoCTi 3acTocyBaHHA", "lMepeno3yBaHHA",
"Mo6iuHi peakuii" BiANOBIAHO A0 OHOBMEHOI
iHchopmawii 3 6e3nekn gjtoyoi pevyoBuHU. BBeaeHHSA
3MiH NPOTAroM 6-TW MICALIB NiC/1A 3aTBEPAXEHHS.
297. | NEBO®JIOKC | Ttabnetku, BKpUTI Megnokemi Kinp BMPOGHMLITBO 3a Kinp/ BHECEHHS 3MiH [0 peecTpavLjiiiHuX maTepiasis: 3MiHu | 3a UA/18942/01/01
AUWNH- NNiBKOBOIO nTa NOBHUM LMK/TOM: B'eTHam TMny - 3MiHK Woao 6e3nekn/edpeKTNBHOCTI Ta peyenmom
MEAOKEMI 060/10HKOI0 1Mo 500 Mepgokemi NTA thapmakoHarnagy. BeegeHHs abo 3amiHn fo
mr, no 5, 7 a6o 10 (3aBog AZ), Kinp; y3araslbHeHUX faHux Npo cuctemy chapmakoHarnsgy
Tabnetok y 6nictepi; BVPOGHMLTBO (BBEAEHHS y3araslbHEHUX AaHWX NMPO cucTemy
no 1 6nictepy B roToBOro thapmakoHarnagy, 3mMiHa ynoBHOBaXXeHO! 0ocobw,
KapTOHHI KOpoobLyi niKapcbKoro BiANOBigas/IbHOI 3a 34iICHEHHST chapMakoHarnsay;
3acoby, neperHHe KOHTaKTHOI 0cO6U 3 thapMakoHarnsay 3asBHUKa gns
Ta BTOPUHHE 34ilicHeHHa hapMakoHarnsgy B YKpaiHi, SKLL0 BoHa
nakyBaHHs: BiAMiHHA Bif YNOBHOBaXeHOI 0CO6M, BiANOBIAA/IbHOI
Mepokemi (Pa IcT) 3a 3AjiicHeHHs hapMakoHaraay (Bkivatum
NTA - Opan KOHTaKTHi fiaHi) Ta/abo 3MiHW y PO3MiLLLeHHI MacTep-
daciniti, B'eTHawm; tharina cuctemmn chapmakoHarnsgy). 3mMiHa KOHTakTHOT
BMPOGHMLITBO 3a 0co6u 3asBHKKa, BiANOBIAA/LHOI 3a hapmakoHarnsag B
NOBHUM LIMKNOM: YKpaiHi.
Mepokemi 1T [itova pepakuis: Menex NiogMmuna OnekcaHapisHa.
(UeHTpanbHuii MponoHoBaHa pepakuis: MapatieHko Hartanis
3aBog), Kinp BonogmmupiBHa. 3MiHa KOHTaKTHUX OAaHUX KOHTaKTHOT
0co6u 3asBHKKA, BiANOBIAA/bHOI 3a thapmakoHarnsag, B
YKpaiHi.
298. | NEBO®/OL, TabneTtku, BKPUTI TOB YkpaiHa TOB "dapma YkpaiHa BHECEHHS 3MiH 0 peecTpaLiiiHux matepiasis: 3MiHu | 3a He UA/2397/01/01
WH 250 NAiBKOBOIO "ACIHO Crapt" TMny - 3MiHKM Woao0 6e3nekn/edekTUBHOCTI Ta peyenmom nionseae
o060n0Hkoto, No 250 YKPATHA" thapmakoHarnsgy. 3MiHa y KOpOTKiil XxapakTepucTuui
Mmr, no 5 TabneTok y nNiKapcbKoro 3acoby, TeKCTi MapKyBaHHS Ta iIHCTPYKLT
6nicTepi; no 1 ANA MeAMYHOro 3aCTOCyBaHHSA Ha MigcTasi perynspHo
6nictepy B OHOB/IIOBAHOTO 3BITY 3 6e3nekn NMikapCcbKoro 3acoby,
KapTOHHI nayw,i ab60 pocnigxeHb 3 6e3nekn 3aCTOCyBaHHS ikapCbKoro
3aco6y B nmicnspeecTpaviliHvii nepiod, abo sk
pe3ynbTaT OLiHKM 3BiTY 3 AOCNIMKEHb, NPOBEAEHNX
BIANOBIAHO A0 NNaHy negiatpuyuHunx gocnigxeHs (PIP)
(3MiHY Y3rof)keHO 3 KOMNETEHTHMM YNOBHOBAXKEHNM
opraHom)
3MiHV BHECEHO [0 IHCTPYKLIT 4151 MeANYHOro
3aCTOCyBaHHS NiKapcbKoro 3acoby y po3ginm
"Ocob6nmBocCTi 3acTocyBaHHA", "lMepeno3yBaHHS",
"Mo6ivHi peakui™ BigNOBIAHO 4O OHOBEHOT
iHpopmauii 3 6e3neku Ait4oi pevyoBUHN.
299. | NEBO®OL, TabneTku, BKpUTI TOB YkpaiHa TOB "dapma YkpaiHa BHECEHHS 3MiH 0 peecTpaLiiiHux matepianis: 3MiHu | 3a He UA/2397/01/02
VH 500 nNiBKOBOIO "ACIHO Crapt"” TMny - 3MiHK Woao 6e3nekn/edekTUBHOCTI Ta peyenmom nionseae
060/10HKO, Mo 500 YKPAIHA" dpapmMakoHarnsay. 3miHa y KOpoTKiili XxapaKTepucTuLLi
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Ne Hassa Popma surnycky 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbKo20o | (nikapcbka hopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby YNaKkoBsKa) nocsioYeHHs1
mr, no 5 a6o 10 NiKapcbKoro 3acoby, TeKCTi MapKyBaHHS Ta iIHCTPYKLiT
Tabnetok y 6nictepi; [ANA MeAMYHOro 3aCTOCyBaHHS Ha MigcTaBi perynsipHo
no 1 6nictepy B OHOBJIHOBAHOrO 3BITY 3 6e3nekn NikapcbKoro 3acoby,
KapTOHHI nauw,i ab60 JocnigxeHb 3 6e3nekn 3aCTOCyBaHHS /ikapCbKoro
3acoby B nmicnspeecTpaviliHvii nepiod, abo sk
pe3ynbTaT OLiHKM 3BiTY 3 AOCNIMKEHb, NPOBEAEHNX
BiZANOBIAHO 0 NnaHy negiatpuuHux gocnimxkeHs (PIP)
(3MiHY Y3rofXX€HO 3 KOMNETEHTHUM YNOBHOBaXKEHVM
opraHom)
3MiHU BHECEHO [0 IHCTPYKUIT AN MeANYHOro
3aCTOCyBaHHS NiKapCcbKoro 3acoby y po3ginm
"Ocob6nmBoCTi 3acTocyBaHHA", "lMepeno3yBaHHA",
"Mo6iuHi peakuii" BiANOBIAHO A0 OHOBMEHOI
iHdbopMmalii 3 6e3neKkn Aik4oi Pe4OBUHN.
300. | IEANPOPENI | imnnaHTaT no 11,25 MicTpan AHrnis Brvpo6HMuTBO HimeuunHa/ BHECEHHS 3MiH 0 peecTpaLiiiHux matepianis: 3MiHu | 3a UA/19863/01/01
H-BICTA Mr; no 1 imnnaHtary Kenitan roTOBOI NiKapCbKOi LLseiuapis UMy - 3MiHY 3 AKOCTi. FOTOBWIA Nikapcbkuii 3aci6. peyenmom
y wnpuuy- MeHemkm chopmMu, NepBUHHA KOHTposb roToBOro nikapcbkoro 3acoby (iHLwi 3MiHu) -
annikatopi (Wwnpuu- eHT Ta BTOPUHHA YTOUYHEHHS iHhopMaLlii, L0 CTOCYETLCA KOHTPOIO
annikatop Nimiteq yNakoBKa, N3, a came pegakuiiiHe BUNpaBAeHHA LWo40
CKnajaeTbes 3 KOHTpOsb cepii, BUy4eHHs komnaHii Synergy Health Allershausen
nosiMepHoro BUnyck cepii: AMB GmbH i3 BuHocku B Cneyudikauii MKA 13, ockinbkm
Kopnycy 3 TpuMayem vm6X, HimeuuunHa; [JaHnin BUpoBHKK He nofasascs K MicLe cTepunizawii
Ans iMnnadTary, Crepunizayjisi: B NOYaTKOBI 3a8BLj Ha peecTpauito. 3miHu | Tuny -
rO/IKN Ta NOPLUHSA); CuHepaxi Xeanc 3MiHM 3 siKoCTi. FOTOBWMIA Nikapcbkuii 3aci6. KoHTponb
no 1 wnpuuy B [Janiken EROxi, roTOBOrO Jlikapcbkoro 3acoby. 3miHa napameTpis
nakeTi pasom 3 LlBeiiuapis; cneumdikauii Ta/abo AONYCTUMKX MEX FOTOBOr0
BOJIOrOMNOI/IMHa/IbHO Crepunisauis, nikapcbKoro 3acoby (iHLi 3MiHW) - KOPEKTHe
10 kancynoto, no 1 MikpobionoriyHe BMKIAAEHHS Ha3BM NokasHuka i3 «Microbial purity»
nakeTy B KapTOHHii TecTyBaHHs: BB® (2.6.1) B po3gini 3.2.P.5.1. Cneyudikauis Ha
nauui CrepiniseiiluHcep «Sterility» (2.6.1). A Takox Bumorn Cneumdikauii N3
Bi3 MM6X, 3a NoKasHUKOM «CTepWUsbHICTb» [OAATKOBO [OMOBHEHI
HimeuumnHa; hopMy/HOBaHHSAM «BiAMNOBifAE SKLLO MPOTECTOBAHUI».
Mikpo6ionoriyHe A TakoX AofaBaHHA BUHOCKM 1 10 MOKa3HMKa
TEeCTyBaHHS: «BioHaBaHTaXeHHs» Ta BUHOCOK 3 Ta 4 A0 nokKasHuka
Na6op NIC CE & «CTepUsbHICTb».
Ko. KT,
HimeuunHa,;
Mikpob6ionoriuHe
TeCcTyBaHHS:
€BpodiHc
Biodapma
MpopakT TecTiHr
MtoHxeH TM6X,
HimeyynHa
301. | JIEHSETTO® cnpeii BAT YropLumHa lepeoH PixTep PymyHis BHECEHHS 3MiH 10 peecTpaLiiiHnx maTepianis: 3MiHu | 3a UA/17185/01/01
TpaHcAepMasbHUIA, "l'epeoH PymyHis A.T. TMny - 3MiHK WoAo 6e3nekn/edpeKkTNBHOCTI Ta peyenmom
po34uH, 1,53 PixTep" thapmakoHarnsgy. BeegeHHs abo 3miHv o
mr/po3y; no 6,5 mn y3arasibHeHUX JaHnx Npo cucTemy dhapmakoHarnsgy
po3unHy (56 go3) y (BBEAEHHS y3arasibHEHUX AaHWX MPO cucTemy
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Ne Hassa Popma surnycky 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbKo20o | (nikapcbka hopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby YNaKkoBsKa) nocsioYeHHs1
CKNSAHOMY (DNaKOoHi, hapmakoHarnsgy, 3MmiHa ynoBHOBaXeHoi 0cobu,
SKniA 3abe3neyeHnii BiANOBIA&UTbHOI 3a 34iiCHEHHS hapmakoHarnsay;
[103YH04MM HACOCOM KOHTaKTHOI 0co6u 3 thapmakoHarnsay 3asBHuka ans
3 pO3NW/IOBAYEM i 3ailicHeHHA hapMakoHarnsgy B YKpaiHi, SKLL0 BoHa
akTnsartopom; no 1 BiAMiHHA Bif YNOBHOBaXeHOI 0CO6U, BiANOBIAA/TbHOI
donakoHy B 3a 3[jiicHeHHs1 hapMakoHariaay (Bkiyarum
annikaTopi 3 KOHTaKTHi faHi) Ta/abo 3MiHM y PO3MILLLEHHI MacTep-
KOHIYHUM thaiina cuctemu chapmakoHarnsgy) 3MiHa KOHTaKTHUX
KynonbHUM [aHnX YNoBHOBaXXEHOT 0CO6U 3asABHNIKA,
OTBOPOM, LLIO BiANOBIAaIbHOI 3a thapmakoHarnsag,. 3miHa
3aKpyBa€eTbCA MicLie3HaxoMKeHHs macTep-ghaiina cuctemu
KPULLIKOIO, fika Mae€ 3 hapmakoHarnsgy. 3miHa micus 3iiiCHeHHsI OCHOBHOT
BHYTPILLIHLOI AisnbHOCTI 3 hapmakoHarnsagy.
CTOPOHU
nornnHarvy
npoknagky; no 1
annikaTopy B
KapTOHHI Kopoo6Li
302. | NEDPNIOTAB TabneTky BKpUTI Mepgak Himeuunna Brpo6HuK, Lo HimeuunHa BHECEHHS 3MiH 0 peecTpaLiinHux matepiasnis: 3MiHu | 3a He UA/12013/01/02
060/10HKOH0, M0 20 esenblua BignoBigae 3a TMny - 3MiHK Woao 6e3nekn/edpeKTNBHOCTI Ta peyenmom | nionsizae
mr, no 15 a6o no 30 T dorop MapKyBaHHS, thapmakoHarnsgy. 3MiHa y KOpOTKill XxapakTepucTuLi
Tabnetoky KniHiwe BTOPWHHE NikapcbKoro 3acoby, TEKCTI MapKyBaHHSA Ta iHCTPYKLT
KOHTeliHepi; no 1 LWnevjanb nakyBaHHs, AN MeAnYHOro 3acToCyBaHHA Ha NiACTaBi perynsipHo
KOHTEliHepy B nauLli npenapart KOHTPONb/BUNPOBY OHOBJ/IIOBAHOrO 3BITY 3 6e3neKkun NikapcbKoro 3acoby,
e M6X BaHHA cepii Ta ab0 JocnifgxeHb 3 6e3MneKkn 3aCTOCYBaHHS ikapCbKoro
BUWMYCK Cepii: 3acoby B nmicnspeecTpaviiiHvii nepiod, abo sk
Megak pe3ynbTaT OLiHKM 3BiTY 3 AOCNIMKEHb, NPOBEAEHNX
lesenbliadT throp BiANOBIAHO [0 NnaHy negiatpuuHnx gocnimxers (PIP)
KniHiwe (3MiHY Y3rogXeHo 3 KOMNETEHTHNM YNOBHOBAXEHUM
LLneuianbnpenapa opraHom)
Te M6X, 3MiHU BHECEHO [0 IHCTPYKUiT AN MEANYHOTO
HimeuumnHa; 3aCcTOCyBaHHA NikapcbKoro 3acoby y po3gin
BUpO6HMK, L0 "Oco611BOCTI 3acTOCyBaHHA" BIAMNOBIAHO A0
Bignosigae 3a OHOB/IEHOT iHd)opMaLiii 3 6e3neku Ailo4oi peYoBUHN.
BVPOGHMLTBO
roToBOT NiKapcbKi
chopmMu, NepBUHHE
nakyBaHHs,
MapKyBaHHS,
BTOPUHHE
nakyBaHHs,
KOHTPONb/BUNPOBGY
BaHHSA cepii Ta 3a
BUWMYCK Cepii:
Xaynt ®apma
MtoHcTep 'm6X,
HimeyynHa
303. | NEDIIOTAB TabneTky BKPUTI Mepgak HimeuunHa Bupo6HuK, Lo HimeuunHa BHECEHHS 3MiH 10 peecTpaLiiiHnx maTepianis: 3MiHu | 3a He UA/12013/01/01
060/10HKOH, M0 10 esenblia Bignosigae 3a TMny - 3MiHKM Woao 6e3nekn/edpeKTUBHOCTI Ta peyenmom | nionsieae
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Ne Hassa Popma surnycky 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbKo20o | (nikapcbka hopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby YNaKkoBsKa) nocsioYeHHs1
mr, no 30 TabneTok T hrop MapKyBaHHs, dhapmakoHarnsgy. 3miHa y KOpoTKili xapakTepuctuui
y KOHTelHepi; no 1 KniHiwe BTOPWHHE NiKapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta iHCTPYKLiT
KOHTelHepy B nauui LWnevjanb nakyBaHHs, AN MeAMYHOro 3acToCyBaHHA Ha NiACTasi perynsipHo
npenapar KOHTPONb/BUNPOGY OHOB/IHOBAHOrO 3BITY 3 6e3neku NikapCbLKoro 3acoby,
e m6X BaHHS cepii Ta abo gocnigpxeHb 3 6e3Mekn 3acTocyBaHHS iKapCbKoro
BUNYCK cepil: 3acoby B nmicnspeecTpaviliHnii nepios, abo sk
Megpak pe3ynbTaT OLiHKV 3BITY 3 AOC/ILKEHb, MPOBEAEHNX
lesenbliadT dhrop BiANOBIAHO [0 NMnaHy negiatpuuHnx gocnimxeHs (PIP)
KNiHiwe (3MiHY Y3rof)keHo 3 KOMNETEHTHUM YNOBHOBaXKEHUM
LWneujansnpenapa opraHom)
Te M6X, 3MiHU BHECEHO [0 IHCTPYKLUIT AN MEeANYHOro
HimeuumnHa; 3acToCyBaHHSA Nikapcbkoro 3acoby y po3ain
BUpO6HMK, L0 "Oco61BOCTi 3acTOCyBaHHA" BiAMNOBIAHO A0
BignoBigae 3a OHOB/IEHOT iHdhopMaLiii 3 6e3neku Ailo4oi peyoBUHN.
BMPOGHMLTBO
roToBOI NikapCbKi
chopmu, NEPBUHHE
nakyBaHHs,
MapKyBaHHS,
BTOPUHHE
nakyBaHHs,
KOHTPONb/BUNPOGY
BaHHS cepii Ta 3a
BUNYCK cepil:
Xaynt ®apma
MioHcTep TM6X,
HimeuunHa
304. | NIHAWMHET 20 | TabneTku, BKpUTI BAT YroplmHa BAT "lepeoH YropumHa BHECEHHS 3MiH [0 peecTpavLjiiiHuX maTepiasis: 3MiHu | 3a UA/7688/01/01
060n0HkKot0; no 21 "lepeoH Pixtep" TMny - 3MiHK Woao 6e3nekn/edpeKTNBHOCTI Ta peyenmom
Tabnetui B 6nicTepi; PixTep" thapmakoHarnagy. BeegeHHs abo 3miHn fo
no 1 a6o no 3 y3arasibHeHVX AaHux Npo cuctemy papmakoHarnsgy
6nictepy pasom 3 (BBEAEHHSA y3araslbHEHNX AaHUX NPo cucTemy
KapTOHHVM thapmakoHarnsgy, 3miHa ynoBHOBaXXeHoI ocobu,
dyTnapom ans BiANOBIAaUIbHOI 3a 34iiCHEHHA hapmakoHarnsay;
36epiraHHsa 6nictepa KOHTaKTHOI 0Co6M 3 hapmakoHarnsaay 3asiBHuka ans
B KapTOHHiiA 3piicHEHHs chapMakoHarnsay B YkpaiHi, K0 BOHA
ynakoBLi BiAMiHHA Bif YNOBHOBaXeEHOI 0CO6M, BiANOBIAA/IbHOI
3a 3AjiicHeHHs hapMakoHaraay (BkIvatum
KOHTaKTHi fiaHi) Ta/abo 3MiHW y PO3MiLLLeHHI MacTep-
haiina cuctemu papmakoHarnsay). 3MiHa KOHTaKTHUX
[AaHnX YNoBHOBaXXEHOT 0CO6Y 3as1BHYIKA,
BignoBigasbHOI 3a hapMakoHarnsg.3miHa
MicLe3HaxoKeHHS MacTep-haina cuctemm
thapmakoHarnagy. 3MiHa Micus 34ilACHEHHST OCHOBHOT
AiSNIbHOCTI 3 chapmakoHarniagy.
305. | NIHAWMHET 30 | TabneTku, BKpUTI BAT YropwmHa BAT "l'epfeoH YropLmHa BHECEHHS 3MiH 0 peecTpaLiiiHux matepiasnis: 3MiHu | 3a UA/7689/01/01
060n0HKo0; No 21 "l'epeoH PixTep" TMny - 3MiHK Woao 6e3nekn/edpeKTNBHOCTI Ta peyenmom
Tabnetui B 6nictepi; PixTep" thapmakoHarnagy. BeegeHHs abo 3amiHn fo

no 1 a6ono 3

y3ara/ibHeHUX laHnX Npo cucTemy dpapmakoHarnsgy
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Ne Hassa Popma surnycky 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbKo20o | (nikapcbka hopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby YNaKkoBsKa) nocsioYeHHs1
6nicTepu pasom 3 (BBEAEHHSA Y3araslbHEHUX AaHWUX NPO cucTemy
KapTOHHVM thapmakoHarnsgy, 3miHa yrnoBHOBaXKeHOi ocobu,
dyTnsapom ans BiANOBIAA/IbHOI 3a 34iiCHEHHA hapMmakoHarnsay;
36epiraHHA 6nictepa KOHTaKTHOI 0CO6YM 3 thapmakoHarnsagy 3asBHuka anas
B KapTOHHIiA 3piicHeHHs hapMakoHarnisgy B YkpaiHi, KO0 BOHA
ynakoBLiji BiMiHHa Bif, yNOBHOBaXXEHOT 0CO6M, BifnoBiganbHOI
3a 34ilicHeHHA thapmakoHarnsay (Bkiovaoum
KOHTaKTHI AaHi) Ta/abo 3MiHN y pO3MiLLeHHi MacTep-
thaiina cuctemu chapmakoHarnsgy) 3mMiHa KOHTaKTHUX
LaHNX YNOBHOBaXEHOT 0CO6M 3asBHUKA,
BiANOBIAaIbHOI 3a thapmakoHarnsg,. 3miHa
MicLie3HaxXoMKeHHs MacTep-ghaiina cuctemm
hapmakoHarnsigy. 3miHa micus 34iiiCHeHHs1 OCHOBHOT
AOiSIbHOCTI 3 hapmakoHarisgy.
306. | NINOTIOH PO3YUH OIS iH'EKLLNA, TOB YkpaiHa Medap lnau CaH. TypeyunHa BHECEHHS 3MiH 0 peecTpaLiiiHux matepianis: 3MiHu | 3a He UA/18943/01/01
600 mr/50 mn; no 50 "YOPN[, A.LL. TMny - 3MiHKM Woao 6e3nekn/edeKTUBHOCTI Ta peyenmom nionseae
My chnakoHi; no 1 MEANLIN hapmakoHarnsgy. 3MiHU y KOpOTKili XapakTepucTuyi
donakoHy B H" NiKapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta iIHCTPYKLT
CBIT/103aXUCHOMY [ONs MeAnYHOro 3acTocyBaHHs
dyTnspi; no 1 reHepuyYHUX/ribpuaHMX/6ionoai6HMX NiKapCbKUX
CBITN03aXUCHOMY 3aco6iB Nnic/1a BHECEHHSA TiET camoi 3MiHWN Ha
dyTnsapy B pedepeHTHWI NpenapaT (3mMiHa He NoTpebye HafaHHA
KapTOHHIA KopoobLi XXOAHUX HOBUX JOAATKOBUX faHMX) 3MiHU BHECEHO A0
IHCTPYKUIi ANA MEAUYHOrO 3aCTOCYBaHHS NikapcbKoro
3acoby y po3gain "Cnoci6 3actocyBaHHs Ta 4o3n"
3rigHO 3 iHhopMaLElo WoA0 MeANYHOTO 3aCTOCYBaHHSA
pedrepeHTHOro ikapcbkoro 3acoby (Thioctacid® T
direkt, Injektionslosung mit 600 mg). BBeAeHHS 3MiH
NpoTSArom 6-Tv MicsLiB Nicns 3aTBepAKEHHs!
307. | MAKPOron MoOpOLLIOK TOB "TK YkpaiHa AsecTta ®apma IHAisa BHECEHHS 3MiH 10 peecTpaLiiiHnx maTepianis: 3MiHu | - UA/15027/01/01
4000 (cybeTaHuis) y "ABpopa” Met., 114, TMny - 3MiHK 3 skocTi. A®l. Cuctema
noABiiHMX KOHTeliHep/3aKynoproBasibHWiA 3aci6 (iHLWi 3MiHW) -
nonieTnIeHoBuUx MprBeAEHHS onucy po3ainy «Ynakoska» MKA y
MiLLKax A5 BiANOBIAHICTb A0 OpUriHaNIbHWUX MaTepianis
dhapmaL,eBTU4YHOro BMPOGHMKa. 3aTBEPKEHO: P. «YNaKkoBka» Y
3aCTOCYBaHHSA noABilHMX NOMIETUIEHOBKX Millkax. MNepBMHHA
ynakoBka: 6i/niA HeNpPO30pWiA MILLIOK 3 NoMieTUNEHY
HW3bKOT LLiNIbHOCTI AN Xap4oBUX NpoaykKTiB. BTopuHHa
ynakoBKa: MILLOK 3 MONieTUIeHY BUCOKOI/HU3bKOT
LLiNbHOCTI, BUTOTOB/IEHWIA 3 MaTepiasly A1 Xap4yoBuX
NpoAYyKTiB. 3anponoHOBaHO: P. «YnakoBka»
Y noABiHUX TamMiHOBaHMX NOAIETU/IEHOBUX MaKeTax.
308. | MAKCIUUNH® PO34MH NS iHy3ild, TOB YkpaiHa TOB "HOpia-dapm” YkpaiHa BHECEHHS 3MiH 40 peecTpaviiHnx maTtepiasis: 3MiHu | 3a He UA/18718/02/01
400 mr/250 mn; no "lOpis- TMny - 3MiHK LWoao 6e3nekn/edheKTNBHOCTI Ta peuyenmom | nidsisieae
250 MmNy naswwkax Papm” dhapmakoHarnsgy. 3miHa y KOpoTKili xapakTepucTuui

nosliMepHux, no
ofHIl nsAwLi y
KOpo6Li 3 KapTOHY

NiKapCcbKoro 3acoby, TeKCTi MapKyBaHHS Ta iHCTPYKLiT
[ANSi MeAMYHOro 3acTOCYBaHHS Ha NiACTaBi perynsipHo
OHOB/IOBAHOrO 3BiTY 3 6e3neKkun NikapcbKoro 3acooby,
ab0 Joc/ifgKeHb 3 6e3MeKkn 3aCTOCYBaHHS JlikapCbKoro
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n/n

Ha3ssa
JliKapcbK0O20
3acoby

Popma surnycky
(nikapcbka ¢hopma,
YNaKkoBsKa)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs

Homep
peecmpayiliHo2o
nocsio4yeHHs

3acoby B nicnsipeecTpauiiiHnii nepios, abo sk
pe3ynbTaT OLiHKK 3BiTY 3 AOCNIMKEHb, NPOBEAEHNX
BIAMNOBIAHO A0 NnaHy negiatpuyuHux gocnigxeHs (PIP)
(3MiHY y3rof)XeHo 3 KOMNETEHTHNM YNOBHOBaXKEHUM
opraHom)
3MiHV BHECEHO [0 iHCTPYKLIT 4151 MeauyHoro
3acTocyBaHHsA y po3ginu "OcobnmBocTi
3acTocyBaHHs", "lNo6i4HI peakuii” Ta 4O aHaNorivyHNX
po3£iniB KOPOTKOI XapakTePUCTVKN NiKapCbKoro
3acoby Bi4NOBIgHO O OHOB/IEHOI iHchopmaLii 3
6e3neku Ajtoyoi pevyoBnHN. BBeAEHHS 3MiH NPOTArom
6-TU MicsAUIB NicNs 3aTBEPIKEHHSA

309.

MAKCIUNH®

KOHLLeHTpaT Ans
pO34nHy Ans
iHcpysiid, 400 mr/20
M, no 20 mn 'y
thnakoHi; no 1
donakoHy B nauui 3
KapToHyY

TOB
"HOpis-
Papm”

YkpaiHa

TOB "tOpis-®Papm”

YkpaiHa

BHECEHHS 3MiH 0 peecTpaLiinHux matepiasnis: 3MiHu |
TMny - 3MiHK WoAo 6e3nekn/edpeKTNBHOCTI Ta
thapmakoHarnagy. 3MiHa y KOPOTKill XxapakTepucTuLi
NikapcbKoro 3acoby, TEKCTI MapKyBaHHSA Ta iHCTPYKLT
AN MeAMYHOro 3acToCyBaHHA Ha NiACTaBi perynsipHo
OHOBJIIOBAHOrO 3BIiTY 3 6e3neKkun NikapcbKoro 3acoby,
ab0 JocnigxeHb 3 6e3nekn 3aCTOCyBaHHS ikapCbKoro
3acoby B nmicnspeecTpaviiiHvii nepiod, abo sk
pe3ynbTaT OLiHKM 3BiTY 3 AOCNIMKEHb, NPOBEAEHNX
BiANOBIAHO [0 NnaHny negiatpuuHnx gocnimxers (PIP)
(3MiHY Y3rofXX€HO 3 KOMNETEHTHUM YNOBHOBaXKEHVM
opraHom) - 3MiHW BHECEHO [0 IHCTPYKLUT A1A
MEeAMYHOro 3acTOCyBaHHSA y po3ainn "OcobnmnBocCTi
3actocyBaHHs", "MNo6i4HI peakuii” Ta 0 aHaoriYyHNX
po3£iniB KOPOTKOI XapakTePUCTVKN NiKapCbKOro
3acoby BigNOBIgHO [0 OHOB/IEHOI iHchopmalii 3
6e3neku fjtloyoi pevOBUHN.

BBefeHHA 3MiH NPOTAroM 6-Tu MicALiB nicas
3aTBepMKEHHS. 3MiHK | Tuny - 3MiHn Woao
6e3nekn/edheKTMBHOCTI Ta thapmakoHarnsgy (iHuwi
3MiHW) - 3MiHV BHECEHO [0 iHCTPYKUIT 415 MeAUYHOro
3acTocyBaHHSA y po3gain "MNob6iyHi peakyii” Ta o
aHaUsT0riYHOro Po34iny KOPOTKOT XapakTepucTuku
niKapcbKoro 3acoby LWoA0 BaX/IMBOCTI 3BITYBaHHS Npo
nob6iuHi peaxuii. BBefeHHs 3MiH NpoTArom 6-Tn MicALiB
nicns 3aTBepAKEHHS.

3a
peyernmom

He
nionsieae

UA/18718/01/01

310.

MEBIKAP IC

Tabnetkn no 0,3 r no
10 TabneTok y
6nicTepi; no 2
6nictepy y nauui 3
KapToHy

ToBapuct
BO 3
[04aTKOBO
10
Bignosiga
JIbHICTIO
"IHTEPXI
M"

YKpaiHa

ToBapucTso 3
[0[aTKOBOK
Bif4noBiAaIbHICTIO
"IHTEPXIM"

YKpaiHa

BHECEHHS 3MiH [10 peecTpaviliHix maTepianis:
YTOUYHEHHSA peecTpauiiiHOI npoueaypu B HakKaasi
MOS3 YkpaiHu Ne 1543 Big, 05.09.2024 - 3miHu | Tvny -
AAMiHICTpaTuBHI 3MiHW. 3MiHa Ha3Bu AdD| abo
[0MNOMDKHOT pEYOBUHY - 3MiHN BHECEHO A0 IHCTPYKLiT
[ON19 MeAUYHOro 3acTOCyBaHHSA NikapCbKoro 3acoby A0
po3giny "Cknag" (3aTBepaxeHo: mebikap;
3anponoHOBaHO: TEMIIKOTYPW/) Ta SIK HACNiA0K, 3MiHN
BHECEHO [0 po3finy "®apmakoTepanesTuyHa rpyna.
Kop, ATX" Ta 40 TEKCTY MapKyBaHHS ynakoBKK
nikapcbKoro 3acoby. BBeAeHHs 3MiH NpoTarom 3-x

3a
peyenmom

He
nionseae

UA/8823/01/01
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Ne Hassa Popma surnycky 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbKo20o | (nikapcbka hopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby YNaKkoBsKa) nocsioYeHHs1

MicsALiB Micns 3aTBepKEHHSA. 3MiHU | TUMY - 3MiHK
Loao 6e3nekn/edyeKTMBHOCTI Ta hapmakoHarnsgy.
3MiHU Y KOPOTKili XapakTepucTuL,i NikapcbKoro 3acoby,
TEKCTi MapKyBaHHS Ta iHCTPYKLii 419 MeguyHoro
3acTOCyBaHHS reHepuyYHUX/Ti6pruaHMX/6ionoaiGHMX
nikapcbkrx 3acobiB Nicns BHECEHHSA TiET caMol 3MiHU
Ha pedhepeHTHW1 Npenapar (3mMiHa He NoTpebye
Ha/laHHS XOAHVX HOBKX AOAATKOBUX JaHWX) - 3MiHN
BHeCeHO A0 IHCTPyKLUii ANA MeAUYHOTO 3aCTOCYBaHHS
NiKapcbKoro 3acoby A0 po3ainis "®apmMakonorivHi
BractmeocTi" , "lNoka3aHHs" (pegaroBaHo TEKCT 6e3
hakTUYHOT 3MiHW 3aTBEpKEHNX NoKa3aHb),
"MpoTunokasaHHa" , "Oco6/MBOCTi 3aCTOCYBaHHA" ,
"3acTocyBaHHs y nepios BariTHOCTi abo rofyBaHHs
rpyaar” (yTouHeHHs iHdopmadii), "3aaTHicTb
BMMBATW Ha LWBWAKICTb PeakLii Npu KepyBaHHI
aBTOTPaHCNOPTOM abo iHWUMY MexaHismammn™ ,
"Cnoci6 3acTocyBaHHA Ta A031" (YTOYHEHHS
iHcbopmawii), "Mepeno3syBaHHs", "Mo6iYHI peakwi”
BiANOBIAHO A0 iH(hopMaLii pedhepeHTHOro NikapcbKoro
3acoby Aganton, Tabnetku. BBefeHHA 3MiH NPOTAroM
3-x MicsuiB nicnsa 3aTBepikeHHs. CynyTHA 3MiHa -
3MmiHu Wwoao 6e3nekn/edhekTUBHOCTI Ta
thapmakoHarnsgy. BHeceHHsi abo 3miHa(K) fo
3060B'A3aHb Ta YMOB Bugadi peecTpauiiHoro
NOCBIAYEHHS, BKItoYatoun MnaH ynpasiHHA pu3nkamm
(3acTocyBaHHA TEKCTY, KW NOrOKEHN 3
KOMNETEHTHUM OpraHoMm) - 3asiBHUKOM HaaHo
OHOBJ/IEHUIA N1aH yNpasniHHA pu3nkamu Bepcisa 2.1.
3MiHV BHECEHO [0 YacTuH: | «3aranbHa iHhopmaL,is»
Il «Cneuundikauis 3 6e3nekm» (mogynb CV
«MicnapeecTpaviiiHnin gocsig») Il «MnaH 3
thapmakoHarnagy» , V «3axoam 3 MiHimisauii pusmkis»,
VI «Pe3tome nnaHy ynpasniHHS pusvkamu» 1a VIl
«[lopatkv» y 3B'A3Ky 3 OHOB/IEHHSAM iHchopMalLii 3
6e3nekun Aitoyoi pevoBuHU. Pestome nnaHy ynpasniHHA
pusnkamu Bepcia 2.1 gogaeTtbes. 3MiHM | Tuny - 3miHK
Loao 6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsgy.
3MiHa y NnpaBoBOMY cTaTyci flikapcbkoro 3acoby (a1
reHepuyHUX/ri6puaHMX/6ionoaibHMX NiKapCbKUX
3aco6iB nicns 3MiHM 3aTBEPXEHOr0 NMPaBOBOr0
cTatycy pedepeHTHOro npenapary) - 3MiH1M BHECEHO
[0 IHCTPYKUiT AN MeAWNYHOrO 3aCTOCYBaHHSA
nikapcbKoro 3acoby Ao posgainy "Kateropis Bignycky"
(3aTBepmxeHo: bes peuenTa.; 3anponoHoBaHo: 3a
peLienTom) BiAMOBIAHO A0 MaTepianiB peecTpaviiiHoro
[0CbE Ta AK HACNIAOK, A0 TEKCTY MapKyBaHHS
ynakoBKU NiKapcbKoro 3acoby. BeeAeHHs 3MiH
NpoTArom 3-x MicsLIB NiC/s 3aTBEPLKEHHS.

311. | MEBIKAPIC Tabnetkm no 0,5rno | ToBapuct YkpaiHa ToBapuCTBO 3 YKpaiHa BHECEHHS! 3MiH 10 peecTpauiiHux maTepianis: 3a He UA/8823/01/02
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Ne Hassa Popma surnycky 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbKo20o | (nikapcbka hopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby YNaKkoBsKa) nocsioYeHHs1
10 TabneTok y BO 3 [,04aTKOBOKO YTOUHEHHs1 peecTpauiiiHol npoueaypy B Hakasi peyenmom nionseae
6nicTepi; no 1 abo 2 | gopatkoBo BiANOBiAA/IbHICTIO MO3 YkpaiHu Ne 1543 Big 05.09.2024 - 3miHu | Tuny -
6nictepy y nauui 3 10 "IHTEPXIM" AnMiHicTpaTmBHi 3MiHN. 3MiHa Ha3Bu A®I abo
KapToHy Bignosiga [0MOMDKHOT pEYOBUHY - 3MiHN BHECEHO A0 IHCTPYKLiT
NbHICTIO 0719 MeAUYHOro 3aCTOCyBaHHS JlikapCbkoro 3acoby Ao
"IHTEPXI po3giny "Cknag" (3aTBepmxeHo: mebikap;
[\ 3anponoHOBaHO: TEMIIKO/TYPW/) Ta SIK HACNIA0K, 3MiHN

BHECEHO [0 po3giny "dPapmakoTepanesTuyHa rpyna.
Kopg ATX" Ta A0 TEKCTY MapKyBaHHS YnakoBKK
nikapcbKoro 3acoby. BeefeHHs 3MiH NpoTArom 3-x
MicAUIB MicnsA 3aTBepKeHHs. 3MiHu | TUny - 3MiHK
wofo 6e3nekn/edekTMBHOCTI Ta hapMakoHarnsagy.
3MiHM y KOPOTKili XapaKTepucTuL NikapcbKoro 3acoby,
TEKCTi MapKyBaHHS Ta iHCTPYKLii 415 MeanyHoro
3aCTOCyBaHHS TeHepUUYHUX/TibpUAHMX/6ionoai6HMX
nikapcbKrx 3acobiB Nicns BHECEHHS TiET caMoi 3MiHM
Ha pedhepeHTHW1 Mpenapar (3mMiHa He NoTpebye
Ha/laHHS XOAHMX HOBMX AOAATKOBUX JaHWX) - 3MiHM
BHECEHO [0 [HCTPYKUii 418 MeguyHoro 3actocyBaHHs
NikapcbKoro 3acoby A0 po3ainis "®apmakosnioriyHi
BnactusocTi" , "MNMoka3aHHs" (pegaroBaHo TekCT 6e3
haKTUYHOT 3MiHW 3aTBEPAKEHNX NOKa3aHb),
"MpoTunoka3aHHsa" , "Oco6/MBOCTi 3aCTOCYBaHHA" |
"3acTocyBaHHSA y nepiog BariTHOCTi abo rofyBaHHsA
rpyaar” (YTouHeHHs iHdopmadii), "3aaTHicTb
BM/IMBATU Ha LUBWAKICTb PeakLii Mpy KepyBaHHi
aBTOTPAHCMNOPTOM @60 iHLWIMMK MexaHi3mamu' ,
"Cnoci6 3acTocyBaHHs Ta f03U" (YTOYHEHHS
iHdpopmauii), "Mepeso3ysBaHHs", "Mob6iyHi peakwyii”
BiANOBIAHO A0 iHGhopMaLil pedhepeHTHOro Nikapcbkoro
3acoby AganTosn, Tabnetku. BBefieHHs 3MiH NpoTArom
3-x MicsuiB nicnsa 3aTBepmKeHHsA. CynyTHS 3MiHa -
3MiHV Woao 6e3nekn/edeKTUBHOCTI Ta
thapmakoHarnagy. BHeceHnHs abo 3miHa(n) Ao
3000B'A3aHb Ta YMOB BuAadi peecTtpauiiHoro
nocBiAYEeHHS, BKoYatoun MnaH ynpasiHHA pu3nkaMm
(3acTOCyBaHHSA TEKCTY, SKWIA NOrOKEHNA 3
KOMMNETEHTHUM OpraHoMm) - 3asBHUKOM HaJaHo
OHOB/IEHUIA NNaH ynpasniHHA pu3nkamu Bepcisa 2.1.
3MiHN BHECEHO [0 YacTuH: | «3arasibHa iHhopmaLlis»
Il «Cneundpikauis 3 6e3nekn» (mogynb CV
«MicnapeecTpauiiiHnii gocsig») Il «MnaH 3
hapmakoHarnagy» , V «3axogy 3 MiHiMisauii pusukis»,
VI «Pe3tome nnaHy ynpasniHHA pusukamm» Ta VI
«joaatku» y 3B'A3Ky 3 OHOB/IEHHAIM iHhOopMaLiT 3
6e3nekn Aito4oi pevoBrHN. Pe3tome nnaHy ynpas/iHHA
pu3ukamu Bepcia 2.1 gogaeTtbes. 3miHu | Tuny - 3miHK
oo 6e3nekn/edekTMBHOCTI Ta hapMakoHarnsagy.
3MiHa y NnpaBoBOMY cTaTycCi flikapcbKoro 3acoby (415

reHepuYHMX/ribpruaHNx/6ionodibHMX NTiKapCbKMX
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n/n

Ha3ssa
JliKapcbK0O20
3acoby

Popma surnycky
(nikapcbka ¢hopma,
YNaKkoBsKa)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs

Homep
peecmpayiliHo2o
nocsio4yeHHs

312.

3ac06iB Nic/1a 3MiHW 3aTBEPAKEHOr0 NPaBOBOro
cTatycy pethepeHTHOro npenapary) - 3MiHU BHECEHO
00 IHCTPYKUIT 415 MeuyHOro 3acTocyBaHHs
nikapcbKoro 3acoby Ao posainy "Kateropis Bignycky"
(3aTBepmxeHo: bes peuenTa.; 3anponoHoBaHo: 3a
peuenTom) BiANOBIAHO A0 MaTepianiB peecTpauiiHoro
[0CbE Ta AK HacNifokK, A0 TEKCTY MapKyBaHHSA
yMakoBKM MikapcbKoro 3acoby. BBegeHHs 3MiH
npoTAarom 3-x MicsiLiB Nicns 3aTBEPAXKEHHS.

313.

MEAOKAPAN
n

Tabnetku no 6,25
mr, no 10 Tabnetok
y 6nictepi; no 3 abo
10 6nictepiB y
KapTOHHIA Kopoo6Li

Megokemi
nTa

Kinp

Mepokemi 1T
(UeHTpanbHuii
3aBog), Kinp;
Megokemi
Nimitea, Kinp

Kinp

BHECEHHS 3MiH 0 peecTpaLiinHux matepiasnis: 3MiHu |
TMny - 3MiHK Woao 6e3nekn/edpeKTNBHOCTI Ta
thapmakoHarnagy. BeegeHHs abo 3amiHn fo
y3arasibHeHVX AaHnx Npo cuctemy hapmakoHarnsgy
(BBEAEHHSA y3arasIbHEHNX AaHUX NPo cucTemy
thapmakoHarnagy, 3mMiHa ynoBHOBaXXeHO! 0ocobw,
BiANOBigas/IbHOI 3a 34iICHEHHST chapMakoHarnsay;
KOHTaKTHOI 0cO6U 3 thapMakoHarnsay 3asBHUKa gns
3pjiicHEHHs chapMakoHarnsay B YkpaiHi, K0 BOHA
BiAMiHHA Bif YNOBHOBaXeHOI 0CO6M, BiANOBIAA/IbHOI
3a 3AjiicHeHHs hapMakoHaraay (Bkivatum
KOHTaKTHi fiaHi) Ta/abo 3MiHW y PO3MiLLLeHHI MacTep-
haiina cuctemu papmakoHarnsgy) - 3miHa KOHTaKTHOI
0co6u 3asBHKKa, BiANOBIAA/LHOI 3a hapmakoHarnsag B
YkpaiHi. fitoua pegaxuis: Menex MiogMmuna
OnekcangpiBHa. MNponoHoBaHa pedakuis: MNapateHko
Hatanis BonogvmupisHa. 3MiHa KOHTaKTHUX AaHKX
KOHTaKTHOI 0CO6U 3asiBHKKA, BifnoBigabHOI 3a
thapmakoHarnag B Ykpaii.

3a
peyermom

UA/9479/01/01

MEAOKAPAN
n

Tabnetku no 25 wr,
no 10 TabneTtok y
6nictepi; no 3 abo
10 6nicTepiB y
KapTOHHIlA KopooLi

Mepokemi
nTa

Kinp

Mepokemi 1T/,
(LeHTpanbHuii
3asop), Kinp;
Mepokemi
Nimites, Kinp

Kinp

BHECEHHS 3MiH A0 peecTpaLiiiHux matepiasis: 3MiHu |
My - 3MiHK Woao 6e3nekn/edekTUBHOCTI Ta
thapmakoHarniagy. BeegeHHs abo 3miHn go
y3arasibHeHUX JaHnx Npo cucTemy dpapmakoHarnsgy
(BBEAEHHS y3araslbHEHMX AaHUX NPo cucTemy
thapmakoHarnsgy, 3mMiHa ynoBHOBaXXEHOI 0cobw,
BiANOBIAa/IbHOI 3a 34iiCHEHHSA hapMmakoHarnsay;
KOHTaKTHOI 0co6U 3 thapMakoHarnsay 3asBHUKa ans
3fjiicHeHHs hapmakoHarnsgy B YKpaiHi, KO0 BOHA
BiAMiHHA Bif YNOBHOBaXeHOI 0cO6U, BiANOBIAA/IbHOI
3a 3fjiicHeHHs1 hapMakoHarnaay (BkiYarum
KOHTaKTHI AaHi) Ta/abo 3MiHN Y pO3MilLeHHi macTep-
dhaiina cuctemy hapMakoHarsisay) - 3miHa KOHTakTHOI
ocobu 3asBHMKa, BIANOBIAa/ILHOT 3a (hapmakoHarnsg, B
YkpaiHi. [itova pegakuis: Menex ogmuna
OnekcaHgpiBHa. NponoHoBaHa peakuis: MapatyeHko
Hatanis BonogmmupiHa. 3mMiHa KOHTaKTHUX faHWX
KOHTaKTHOT 0CO6U 3asiBHMKA, BifnoBigasibHOI 3a
thapmakoHarnsg B YKpaiHi.

3a
peyenmom

UA/9479/01/02

314.

MEAOK/IAB®

TabneTkun, BKPUTI

NAiBKOBOIO

Megokemi
nTa

Kinp

Megpokemi NimiTes,

Kinp

BHECEHHS 3MiH 10 peECTpaLiiiHnX maTepianis: 3MiHu |
TMNY - 3MiHK 3 AKOCTI. FOTOBWIA liKAPCbKWIA 3acib.

3a
peyenmom

UA/4428/01/01
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Ne Hassa Popma surnycky 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbKo20o | (nikapcbka hopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby YNaKkoBsKa) nocsioYeHHs1
060n0HkKot0, No 500 KOHTpO/1b rOTOBOrO NikapcbKoro 3acoby. 3MiHa
mr/125 wr, no 8 napameTpiB cneundikauii Ta/abo JONyCTUMUX MEX
Tabnetok y 6nictepi; roTOBOro Nikapcbkoro 3acoby (iHWi 3MiHK). BHeceHHs
no 2 6nictepu y nNpUMITKM "TecT NPoBOAATL A1 KOXHOI AecaToi cepii”
KapTOHHI Kopoo6Li 015 nokasHvika "laeHTndikauis TuTaHy giokemay"y
cneuudikaLito Ha BUNYCK Ta TepMiH npuaaTtHocTi 13.
[aHa npymiTka NOMWUIKOBO He Byna 3a3HaueHa B
cneumdikauji nig yac nonepeaHbLOI NepepeecTpauii
315. | MEOOK/IAB® | Tabnetku, BKpUTI Mepokemi Kinp Megokemi NimiTeq, Kinp BHECEHHS 3MiH 10 peecTpaLjiiiHix maTepianis: 3MiHu | 3a UA/4428/01/02
nNiBKOBOIO nTa MRy - 3MiHK 3 AKOCTI. FOTOBWIA NliKaPCbKUIA 3aci6. peyenmom
o6onoHkoto, no 875 KoHTposb rOTOBOrO Nikapcbkoro 3acoby. 3MiHa
Mmr/125 wr, no 7 napameTpiB cneuudgikauii Ta/abo AoNyCTUMUX MEX
Tabnetok y 6nictepi; rOTOBOrO /liKkapcbkoro 3acoby (iHLWi 3MiHW). BHeceHHs
no 2 6nictepu y npuMiTKM “TecT NPOBOAATL A1 KOXHOI AecaToi cepil”
KapTOHHIlA KOpooLi 015 nokasHuka "laeHTudikadis Tutady giokemay"y
cneumdikaLlito Ha BUNYCK Ta TepMiH npuaaTtHocTi M13.
[JaHa npumiTka NoMnaKoBo He Byna 3a3HadyeHa B
cneumdikauii nig yac nonepeaHbLOI NepepeecTpadii
316. | MEAYNAK cupon no 667,0 TOB YkpaiHa ABC ITanis BHECEHHS 3MiH 40 peecTpaviiHnx maTtepiasis: 3MiHn | 6e3 nionseae UA/17234/01/01
mr/mn no 180 mny «YOPN[, dapmayeyTidi TUMy - 3MiHY 3 AKOCTi. [OTOBWIA Nikapcbkunii 3aci6. peyenma
donakoHi; no 1 MEANLN C.n.A. CuncTeMa KoHTelHep/3akynoptoBasibHUIA 3aci6. 3miHa
onakoHy B H» PO3Mipy yNakoBKM roTOBOrO /iKapCbKOro 3acoby
KapTOHHIA KopoobLi (BUNYyYEHHA ynakoBKU MEBHOro po3Mipy) - CynyTHsa
3MiHa - 3MiHM 3 siKoCTi. FOTOBWIA Nikapcbkuii 3aci6.
KOHTpPO/Ib FOTOBOrO /liKapCbKoro 3acoby. 3MiHa
napameTpiB cneundikauii Ta/abo JONYCTUMUX MEX
roTOBOrO NikapCbKoro 3acoby (iHwWi 3MiHK) - 3MiHK 3
AKOCTI. [0TOBWIA Nikapcbkuii 3aci6. KOHTPONb roTOBOro
nikapcbkoro 3acoby. 3miHa y MeToAax BUNpobyBaHHS
roTOBOrO NiKapCbKOro 3acoby (iHLi 3MiHW) - BHECEHHS
3MiH go p. 3.2.P.7. Cuctema KoHTeliHep/
3aKynoproBasIbHWI 3aci6, a came BUyYeHHS yNakoBKy
no 500 mMn y dp1akoHi, 3 BHECEHHAM BIAMOBIAHWX 3MiH
00 p. «YnakoBka» Ta n. «O6’eM HanOBHEHHA» Y
cneumdikauii Ta MeTogax KOHTposto akocTi MKA /13.
Po3mip ynakoBku (no 180 mn y chnakoHax), sikuii
3aMLWIMBCSA BiANoOBigae pekoMeHaalism Woa0
[03yBaHHA Ta TPMBAJIOCTI JliKkyBaHHSA BiANOBIAHO A0
3aTBEPAKEHOI IHCTPYKLT ANA MeguyHoro
3aCTOCYBaHHS MikapCcbKoro 3acoby. 3MiHVM BHECEHI B
po3ain "Ynakoska" B iIHCTPYKLiO AN MegU4HOro
3aCTOCYBaHHSA Nikapcbkoro 3acoby y 3B'A3Kky 3
BW/TyYEHHSIM MEBHOIO PO3MIpY YNakoBKW, SK HACNifoK -
BUJTYYEHHS TEKCTY MapKyBaHHA BifMNOBIAHOT yNnakoBKu.
BBefeHHSA 3MiH NPOTAroM 6-Tu MicALiB nicas
3aTBEPKEHHS.
317. | MENOKC Tabnetku no 15 wmr; Mepokemi Kinp Mepokemi NTA Kinp BHECEHHS 3MiH 1O peecTpaLjiiiHiX maTepianis: 3MiHu | 3a UA/7284/01/02
no 10 TabneTok y nTa (LleHTpanbHwuit TMny - 3MiHK WoAo 6e3nekn/edeKkTnBHOCTI Ta peyenmom
6nictepi; mo 1 3aBof) hapmakoHarisgy. BeegeHHs abo 3miHn Ao
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n/n

Ha3ssa
JliKapcbK0O20
3acoby

Popma surnycky
(nikapcbka ¢hopma,
YNaKkoBsKa)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs

Homep
peecmpayiliHo2o
nocsio4yeHHs

6nictepy B
KapTOHHI/ KopoobLi

y3arasibHeHNX AaHnx Npo cuctemy hapmakoHarnsgy
(BBEAEHHSA y3arasIbHEHNX AaHUX NPo cucTemy
thapmakoHarnagy, 3mMiHa ynoBHOBaXXeHO! 0cobu,
BiNOBifa/IbHOT 3a 34iICHEHHS hapMakoHarnsgy;
KOHTaKTHOI 0co6M 3 thapMakoHarnsay 3asBHUKa Ans
3iiCHEeHHs1 chapMakoHarnaay B YKpaiHi, AKLL0 BoHa
BiAMiHHaA Bif YNOBHOBaXeHOI 0CO6M, BiANOBIAa/IbHOI
3a 3pjiicHeHHs hapMakoHaraay (BKIYarum
KOHTaKTHi flaHi) Ta/abo 3MiHW y PO3MiLLLeHHI macTep-
thaiina cuctemu chapmakoHarnsgy). 3MiHa KOHTaKTHOT
0co6U 3asBHMKA, BiANOBIAA/LHOI 3a hapmakoHarnsag B
YkpaiHi. fitoya pegaxuis: Menex MogMmuna
OnekcaHgpiBHa. MNponoHoBaHa peAakuis: MNapateHko
Hatanis BonogvmupisHa. 3MiHa KOHTaKTHUX AaHKX
KOHTaKTHOI 0CO6U 3asiBHWKa, BifnoBigasbHOI 3a
thapmakoHarnag B Ykpaii.

318.

ME/TOKCUKA
M-TEBA

PO34MH A1 iH EKLiA,
15 mr/1,5 mn, no 1,5
M B amnysi; no 5
amnyny
nnacTykoBoMy
KOHTEliHepi B
KapTOHHIA KopoobLi

TOB
«TeBa
YkpaiHa»

Ykpaina

Xenn C.A.

peuis

BHECEHHS 3MiH [0 peecTpavjiiiHuX MmaTepianis: 3MiHu |
TMny - 3MiHK Woao 6e3nekn/edekTMBHOCTI Ta
hapmakoHarnsgy. 3MiHM y KOpPOTKili XapakTepucTuuj
NiKapcbKoro 3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKLiT
AN MeAnYHOro 3acTocyBaHHA
reHepuyHUX/ribpuaHMX/6ionoaibHMX NiKapCbKUX
3ac06iB Nic/1A BHECEHHSA TiEl camoi 3MiHN Ha
pedhepeHTHMIH Npenapar (3MiHa He NoTpPebye HaAaHHSA
XXOAHUX HOBWX A0AATKOBUX AAHUX). 3MIHU BHECEHO [0
IHCTPYKUIi 418 MEAUYHOrO 3aCTOCYBaHHS NiKapcbKoro
3aco6y y po3ginu "dapmakonoriyHi BnactmeocTi",
"MokaszaHHs", "MpoTunokasaHHs", "B3aemogis 3
HLWMMKM NiKapcbKMMK 3acob6amMu Ta iHLWi BUau
B3aemogiit", "Ocob/MBOCTi 3aCTOCyBaHHSA",
"3acTocyBaHHS y nepiog BariTHOCTi abo roAyBaHHs
rpyaao”, "Cnocib 3actocyBaHHs Ta fo3mn”,
"MepeposyBaHHA", "M06IYHI peakuii” BignNoBigHO [0
iHhopmauii WoA0 MeanyHOro 3acTocyBaHHs
pedhepeHTHOro nikapcbkoro 3acoby (Mobic, B YkpaiHi
3apeecTpoBaHuii sk MOBAJIIC, po3unH Ans iH ekuiid,
15 mr/1,5 mn). BBeAeHHs 3MiH NpoTArom 6-Tu Micsuis
nicns 3aTBepAKEHHS.

3a
peyenmom

He
nionsieae

UA/6308/02/01

319.

MEPTEHIN

TabneTtku, BKPUTI
NAiBKOBOIO
o6onoHkoto, no 10
Mmr; no 10 TabneTok
y 6nicTepi; no 3
6nictepy B
KapTOHHIA ynakoBL,i

BAT
"TepeoH
PixTep"

YropLmHa

BMPOBHULTBO,
KOHTPO/b SAKOCTi
Ta BUNycK cepi:

BAT "TepeoH

Pixtep"

YropumHa

BHECEHHS 3MiH 0 peecTpaLiiiHux matepiasis: 3MiHu |
TMny - 3MiHK WoAo 6e3nekn/edpeKkTNBHOCTI Ta
chapmakoHarnsgy. BeegeHHsa abo 3miHu o
y3arasibHeHVX AaHnx Npo cuctemy papmakoHarnsgy
(BBEAEHHSA Y3araslbHEHUX AaHWX MPO cucTemy
chapmakoHarnsgy, 3miHa ynoBHOBaXXeHoi ocobu,
BiANOBIAa/IbHOI 3a 34iiCHEHHSA hapMmakoHarnsay;
KOHTaKTHOI 0C06YM 3 thapmakoHarnsagy 3asBHuka ans
3piicHeHHs hapMakoHarnsay B YkpaiHi, K0 BOHA
BiAMiHHa Bif, yNOBHOBaXKEHOT 0CO6M, BigNoBigansLHOI
3a 34jicHeHHs hapmMakoHarsay (Bkayaluu

3a
peyenmom

UA/11705/01/03
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n/n

Ha3ssa
JliKapcbK0O20
3acoby

Popma surnycky
(nikapcbka ¢hopma,
YNaKkoBsKa)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs

Homep
peecmpayiliHo2o
nocsio4yeHHs

KOHTaKTHI AaHi) Ta/abo 3MiHN Y pO3MilLeHHi macTep-
thaiina cuctemun chapmakoHarnsgy) 3MiHa KOHTaKTHUX
[aHnX YNoBHOBaXXEHOT 0CO6U 3asBHNIKA,
BiANOBIAaIbHOI 3a thapmakoHarnsg,. 3miHa
MicLe3Hax0o[KeHHS MacTep-caiina cuctemm
thapmakoHarnagy. 3MiHa MicLs 34iliCHEHHS OCHOBHOT
AISNbHOCTI 3 hapmakoHarnsgy.

320.

MEPTEHIN

TabneTku, BKpUTI
nNiBKOBOIO
060/10HKOI0, N0 20
mr; no 10 Tabnetok
y 6nictepi; no 3
6nictepy B
KapTOHHIA ynakoBL,i

BAT
"TefeoH
Pixtep"

YropwmHa

BMPOGHMLTBO,
KOHTPO/b AKOCTI
Ta BUNycK cepii:

BAT "TeneoH

PixTep"

YropuwmHa

BHECEHHS 3MiH A0 peecTpaLiiiHux matepiasis: 3MiHu |
TMny - 3MiHK Woao 6e3nekn/edekTUBHOCTI Ta
thapmakoHarnagy. BeegeHHs abo 3amiHn o
y3arasibHeHUX JaHnx Npo cucTemy dpapmakoHarnsgy
(BBEAEHHS y3aralbHEHMX AaHUX NPo cucTemy
thapmakoHarnsgy, 3mMiHa ynoBHOBaXXEHOI 0cobw,
BiANOBIAa/IbHOI 3a 34iiCHEHHSA hapmakoHarnsay;
KOHTaKTHOI 0co6U 3 thapmakoHarnsay 3asBHuka ans
3[jificHEHHs hapmakoHarnsgy B YkpaiHi, KO BOHA
BiAMiHHA Bif YNOBHOBaXeHOI 0cO6MU, BiANOBIAa/IbHOI
3a 3[jiicHeHHs1 hapMakoHarnaay (Bkiyarum
KOHTaKTHI AaHi) Ta/abo 3MiHN y pO3MilLeHHi macTep-
thaiina cuctemu chapmakoHarnsgy) 3MiHa KOHTaKTHUX
[aHnX YNoBHOBaXXEHOT 0CO6Y 3as1BHNIKA,
BiANOBIAabHOI 3a thapmakoHarnsag,. 3miHa
MicLe3HaxX0[pKEHHS MacTep-chaiina cuctemm
thapmakoHarnagy. 3MiHa Micus 34iliCHEHHS1 OCHOBHOT
AiSNbHOCTI 3 hapmakoHarnsgy.

3a
peyenmom

UA/11705/01/04

321.

MEPTEHIN

TabneTku, BKpUTI
N/1iBKOBOIO
0060/10HKOH0, N0 5 Mr;
no 10 Tabnetok y
6nictepi; no 3
6nictepu B
KapTOHHIA ynakoBL,i

BAT
"TefeoH
Pixtep"

YropumHa

BMPOGHMLITBO,
KOHTPO/b AKOCTI
Ta BUMycK cepii:

BAT "TeneoH

PixTep"

YropumHa

BHECEHHS 3MiH A0 peecTpaLiiiHux matepiasis: 3MiHu |
My - 3MiHK Woao 6e3nekn/edekTUBHOCTI Ta
thapmakoHarniagy. BeegeHHs abo 3miHn go
y3arasibHeHUX JaHnx Npo cucTemy dpapmakoHarnsgy
(BBEAEHHS y3araslbHEHMX AaHUX NPo cucTemy
thapmakoHarnsgy, 3mMiHa ynoBHOBaXXEHOI 0cobw,
BiANOBIAa/IbHOI 3a 34iiCHEHHSA hapMmakoHarnsay;
KOHTaKTHOI 0co6U 3 thapMakoHarnsay 3asBHUKa ans
3fjiicHeHHs hapmakoHarnsgy B YkpaiHi, KO0 BOHA
BiAMiHHA Bif YNOBHOBaXeHOI 0cO6U, BiANOBIAA/IbHOI
3a 3fjiicHeHHs1 hapMakoHarnaay (Bkiyarum
KOHTaKTHI AaHi) Ta/abo 3MiHN Y pO3MilLeHHi macTep-
thaiina cuctemu chapmakoHarnsgy) 3MiHa KOHTaKTHUX
[aHnX YNoBHOBaXXEHOT 0CO6Y 3asiBHNIKA,
BiANOBiAaIbHOI 3a thapmakoHarnsg,. 3miHa
MicLie3HaxoMKeHHs MacTep-ghaiina cuctemu
thapmakoHarnagy. 3MiHa Micus 34iliCHEHHS1 OCHOBHOT
AisnNbHOCTI 3 hapmakoHarnsgy.

3a
peyenmom

UA/11705/01/02

322.

METAKAPTUA
H

pO34MH opasibHuiA 1
r/10 mn; no 10 mn y
onakoHax; no 10
hnakoHiB y
KapTOHHI KOpo6Li

TOB
«YOPN[,
MEANLMN
H»

YkpaiHa

YOPN[,

MEAVLIVH IN1AY

CAH. BE TIOX.
ALLL

TypeyunHa

BHECEHHS 3MiH 10 peecTpaLiliHix maTtepianis:
YTOUYHEHHS cTaTycy peknaMmyBaHHA B Hakasi MO3
YkpaiHu Ne 1828 Big 31.10.2024 B npoueci
nepepeecTpaLdii. Pefakuis B Hakasi - nignarae. BipHa
peaakuis - He nignarae.

6e3
peyenma

He
nionsiea
€

UA/18059/01/01

323.

METAKAPTU

PO34MH opasibHuiA 2

TOB

YKpaiHa

YOPN[

TypeyynHa

BHECEHHS 3MiH 10 peecTpauiiHux maTtepiasiB:

6e3

He

UA/18029/01/01
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Ne Hassa Popma surnycky 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbKo20o | (nikapcbka hopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby YNaKkoBsKa) nocsioYeHHs1
H r/10 mn; no 10 mn y «YOPN[, MEOVLUWNH INAY YTOUHEHHA cTaTyCcy peknamyBaHHA B Haka3i MO3 peyernma niosisiea
chnakoHax; no 10 MEANLN CAH. BE TIJK. Ykpainu Ne 1828 Big 31.10.2024 B npoueci €
hnakoHiB y H» A.LL. nepepeecTpaLdii. Pefakuis B Hakasi - nignsarae. BipHa
KapTOHHI KOpo6Li pepakLis - He nignsarae.
324. | METPOHIAAS | renb Ans sicex, no nn YkpaiHa TOB "Apnivea" Pecny6nika BHECEHHS 3MiH [0 peecTpaLjiiiHuX MmaTepianis: 3MiHu | 6e3 UA/14905/01/01
Oon OEHTA 20 r rento B Ty6i; No "TNEQEK BipmeHis TUMy - 3MiHK 3 AKOCTi. FOTOBWIA Nikapcbkuii 3aci6. peuyenma
1 Ty6i B KApTOHHIl c" KOHTPO/1b rOTOBOrO Mikapcbkoro 3acoby. 3miHa y
nauuj MeToAax BUMPOOYBaHHS rOTOBOTO JliKapCbKoro 3acoby
(He3HayHa 3MiHa y 3aTBEPIKEHNX METOAaX
BMNPOOGYBaHHSA). He3HauHi 3MiHV 3a NOKa3HUKOM
"KinbkicHe B3HaYeHHS MeTpoHiga3ony 6eHsoaTta Ta
cynposigHux aomiwok A, B, C", metogom BEPX, a
came AofaBaHHs ONucy MeTOAVKV NPUroTyBaHHS
CTaHJapTHOro PO34MHy MeTpOHiAa3ony 6eHsoarty
1000ppm Ta 3miHa y hopMy/ii po3paxyHKy BMICTY
MEeTPOoHIAas3ony.
325. | MET®OPMIH | Tabnetku, BKpUTI NAT YkpaiHa MAT YkpaiHa BHECEHHS 3MiH A0 peecTpaLiiiHux matepiasis: 3MiHu | 3a UA/14013/01/01
nNiBKOBOIO "Knismegn "KuiBmegnpenapa My - 3MiHK Woao 6e3nekn/edekTUBHOCTI Ta peyenmom
060/10HKO10, Mo 500 penapat" T thapmakoHarnsigy. BHeceHHsi abo 3miHa(n) fo
mr, no 10 TabneTtok (BMPOGHMLTBO 3 3060B'A3aHb Ta YMOB BuAadi peecTpauiiiHoro
y 6nictepi; no 3, 5, 6 nakysaHHs in bulk NoCBiAYEHHS, BKtoYatoun MnaH ynpasniHHA pusmkamun
abo 12 6nictepiB y hipMmn-BUPOGHMKa (3acTocyBaHHsA TEKCTY, SKWIA NOTOAKEHN 3
nauui «lHaoKO Pemegis KOMMNETEHTHNM OpraHom) 3asiBHWKOM HaJaHo
Nimiten», IHAis) OHOBJ/IEHWIA MNaH ynpaBniHHS pu3nkamu Bepcisa 1.1.
3MiHU BHECEHO [0 YacCTVH:
| «3arasibHa iHdopmaLis»
Il «Creundikavis 3 6e3nekm»
Il «MnaH 3 hapmakoHarnsgy»
V «3axoau 3 MiHiMi3auii pu3nkiB»
VI «Pe3tome nnaHy ynpasniHHS pu3nkamm»
VIl «[ogatku» (nogatku 1-8)
y 3B’13KYy 3 OHOBJ/IEHHAM iHhopMaLlii 3 6e3neku aityol
peyoBUHN METGIOPMIH BIAMOBIAHO A0 aKTyanbHOI
pedoepeHTHOI iHghopMaLlil, @ TaKoX Yy 3B'SI3KY i3 3MiHO
dhopmarty BignosigHo fo sumor Evaluation Guidance
on the format of the risk management plan (RMP) in
the EU —in integrated format. 31 October 2018
EMA/164014/2018 Rev.2.0.1 accompanying GVP
Module V Rev.2 Human Medicines).
Pestome MnaHy ynpasniHHa pusukamu Bepcis 1.1
[0A3ETLCA.
326. | MET®OPMIH | Tabnetku, BKpUTI MAT YkpaiHa MAT YkpaiHa BHECEHHS 3MiH [0 peecTpaLiiiHnx maTepianis: 3MiHu | 3a UA/14013/01/02
NAiBKOBOIO "Knismegn "KuiBmegnpenapa TMny - 3MiHK Woao0 6e3nekn/edpekTUBHOCTI Ta peyenmom
060n0HkKot0, No 850 penapat" T thapmakoHarnsgy. BHeceHHs abo 3miHa(u) fo

Mr, no 10 TabneTok
y 6nictepi; no 3,5, 6
abo 12 6nictepiB y
nauuj

(BUpOBGHULTBO 3
nakyBaHHs in bulk
hipMun-BUPOGHMKa
«IHaoKo Pemesis

JlimiTea», IHAis)

3000B'A3aHb Ta YMOB Buadi peecTpauiiHoro
NOCBIAYEHHS, BKtoYatoun MnaH ynpas/iHHS pu3nkamm
(3acToCcyBaHHS TEKCTY, KW NOrOKEHWI 3
KOMMETEHTHUM opraHoM) 3asiBHUKOM HafaHO
OHOB/EHMI MNnaH ynpasiHHA pu3nkamu Bepcis 1.1.
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n/n

Ha3ssa
JliKapcbK0O20
3acoby

Popma surnycky
(nikapcbka ¢hopma,
YNaKkoBsKa)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs

Homep
peecmpayiliHo2o
nocsio4yeHHs

3MiHU BHECEHO [0 YaCTVH:
| «3aranbHa iHhopmaLis»
Il «Cneuundikavis 3 6e3nekm»
Il «MnaH 3 hapmakoHarnsgy»
V «3axo4u 3 MiHiMi3aw,ii pu3nkiB»
VI «Pe3tome nnaHy ynpasniHHS pu3nkamm»
VIl «Jogatku» (aogatku 1-8)

y 3B’A3KYy 3 OHOBJ/IEHHAM iHhopMaLlii 3 6e3neku aityol
peyoBUHM METGIOPMIH BIAMOBIAHO A0 aKTyanbHOI
pedoepeHTHOI iHdhopMaLlil, @ TakoX Yy 3B'sI3KY i3 3MiHO
chopmarty BignosigHo o Bumor Evaluation Guidance
on the format of the risk management plan (RMP) in
the EU — in integrated format. 31 October 2018
EMA/164014/2018 Rev.2.0.1 accompanying GVP
Module V Rev.2 Human Medicines).

Pestome MnaHy ynpasniHHA pusukamu Bepcis 1.1
[0A3ETLCA.

327.

MET®OPMIH

TabneTtku, BKPUTI
nNiBKOBOIO
o060s10HKot0, No 1000
Mmr, no 10 TabneTok
y 6nicTepi; no 3,5, 6
abo 12 6nictepiB y
nauui

MAT
"Knismegn
penapat"

YKpaiHa

MAT

"KuiBmegnpenapa

T
(BMPOGHMLTBO 3

nakyBaHHs in bulk
hipMun-BUPOGHMKa

«lHaoKo Pemesis
Nimiten», IHAis)

YKpaiHa

BHECEHHS 3MiH 0 peecTpaLiiiHux matepiasis: 3MiHu |
TMny - 3MiHM WoAo 6e3nekn/edpeKkTNBHOCTI Ta
thapmakoHarnsgy. BHeceHHs abo 3miHa(u) fo
3000B'A3aHb Ta YMOB Buadi peecTpauiiiHoro

noceigyeHHs, Bkovaouy MNMnax ynpasniHHA pyu3vkamu

(3acTocyBaHHSA TEKCTY, SKWIA NOTOAKEHNI 3
KOMNEeTeHTHUM opraHom) 3asiBHUKOM HaJaHo
OHOB/IEHWIA MnaH ynpaeniHHA pu3vnkamu Bepcis 1.1.
3MiHM BHECEHO [0 YaCTUH:
| «3aranbHa iHopmaLis»
Il «Cneundikauis 3 6e3nekm»
Il «MnaH 3 hapmakoHarnsgy»
V «3axoan 3 MiHiMi3avii pu3unkie»
VI «Pe3iome nnaHy ynpasniHHS pu3nkamms»
VIl «dopatkun» (gogatku 1-8)

Y 3B’A13Ky 3 OHOB/IEHHSIM iHOpMaLUiT 3 6e3nekun Ajiroyoil
peyoBMHN METOPMIH BiAMOBIAHO A0 aKTyasibHOI
pedhepeHTHOT iHdhopMaLii, @ TakoX y 3B'A3Ky i3 3MiHO
hopmarty BignosigHo Ao sumor Evaluation Guidance
on the format of the risk management plan (RMP) in
the EU — in integrated format. 31 October 2018
EMA/164014/2018 Rev.2.0.1 accompanying GVP
Module V Rev.2 Human Medicines).

Pestome MnaHy ynpasniHHa pusnkamuy Bepcis 1.1
[0A3ETbCA.

3a
peyenmom

UA/14013/01/03

328.

MUPODYPUN

CyCneHsisi opasibHa,
200 mr/5 mn; no 90
MJ1 cycneHsii
opasibHOT y donakoHi;
no 1 cpnakoHy 3
MipHUM
CTaKkaH4MKoM y

ToBapuct
BO 3
obMexeHo
10
Bignosiga
NbHICTO
"POKET-

YkpaiHa

ABC
dapmayeyTidi
C.n.A.

ITanis

BHECEHHS 3MiH [0 peecTpavjiiiHiX maTepianis:
YTOUYHEHHS peecTpauiiiHol npoueAypu B Hakasi
MOS3 Ykpainu Ne 1056 Big 17.06.2024 - BunpaB/ieHO
TEXHIYHY MOMW/IKY B TEKCTI MapKyBaHHS BTOPUHHOT
yMakoBKM NikapcbKoro 3acoby y po3gini 16.
«IHPOPMALIA, AKA HAHOCUTLCHA LWPND®TOM
BEPANNS».

3a
peyerimom

UA/17351/01/01
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Ne Hassa Popma surnycky 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbKo20o | (nikapcbka hopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby YNaKkoBsKa) nocsioYeHHs1
KapTOHHIlA KopooLi PAPM" 3ATBEP)KEHO:
MUPO®YPUN
cycneHsist opanibHa 200 mn/5 mr
3AMPOMNOHOBAHO:
MUPO®YPUN
cycneHsis opasibHa 200 mr/5 mn
329. | MIAIAHA TabneTkun, BKpUTI BAT YroplmHa BAT "lepfeoH YropumHa BHECEHHS 3MiH 0 peecTpaLiinHux matepiasnis: 3MiHu | 3a UA/11296/01/01
N1iBKOBOIO "lepeoH Pixtep" TMny - 3MiHK WoAo 6e3nekn/edpeKTMBHOCTI Ta peyenmom
060/10HKO10, M0 21 PixTep" thapmakoHarnagy. BeegeHHs abo 3amiHn fo
Tabnetui y énicrepi; y3araslbHeHUX gaHux nNpo cuctemy hapmakoHarnsgy
no 1 a6o 3 6nictepu (BBEAEHHS y3araslbHEHUX AaHWX NMPO cUcCTemy
pa3om i3 KapTOHHUM thapmMakoHarnagy, 3mMiHa ynoBHOBaXXeHO! 0ocobw,
dyTnapom ans BiANOBIAaUIbHOI 3a 34iiCHEHHA hapmakoHarnsay;
36epiraHHsa 6nictepa KOHTaKTHOI 0Co6M 3 hapmakoHarnsagy 3asiBHuKa ans
B nauLii 3pjiicHEHHs hapMakoHarnsay B YkpaiHi, K0 BOHA
BiAMiHHA Bif YNOBHOBaXeHOI 0CO6M, BiANOBIAA/TbHOI
3a 3AjiicHeHHs hapMakoHaraay (Bkivatum
KOHTaKTHi fiaHi) Ta/abo 3MiHW y PO3MiLLLeHHI macTep-
thaiina cuctemun thapmakoHarnsgy) 3MiHa KOHTaKTHUX
[aHnX YNoBHOBaXXEHOT 0CO6W 3asBHYIKA,
BiANOBIAA/ILHOT 32 hapmakoHarnsag. 3MiHa
MicLe3HaxoKeHHS MacTep-aina cuctemm
thapmakoHarnagy. 3MiHa Micus 34ilACHEHHST OCHOBHOT
AiSNIbHOCTI 3 chapmakoHarniagy.
330. | MIAOKANM TabneTkun, BKpUTI BAT YropwmHa BAT "l'epfeoH YropLmHa BHECEHHS 3MiH 40 peecTpaLiiHux matepiasnis: 3MiHu | 3a He UA/7535/02/01
NNiBKOBOO "l'epeoH PixTep" TUMy - 3MiHM 3 AKOCTi. [OTOBWIA Nikapcbkuii 3aci6. peyenmom | nidsisieae
060/10HKO10, M0 50 PixTep" CTabinbHicTb. 3MiHa y TepMiHax npuaaTHocTi abo
mr; no 10 TabneTok yMOBax 36epiraHHsi roTOBOro flikapCbKoro 3acoby
y 6nicTepi; no 3 (3MiHa B yMmoBax 36epiraHHs FOTOBOr0 MikapCbKoro
6nictepn y 3acoby abo nicns po3yMHEHHS/BIGHOBNEHHS) 3MiHA B
KapTOHHIi ynakosLi yMoBax 36epiraHHsi rOTOBOrO JlikapCbKoro 3acoby, a
came: aaHuii /13 He noTpebye 0cO6GNNBHX YMOB
36epiraHHs.
[litoya pepakuis: 36epiratv npy TemMnepaTypi He BuLLe
30°C. MponoHoBaHa peaakLis: Jlikapcbkuii 3aci6 He
B/Marae cnewjianbH1X yMoB 36epiraHHs. 3MiHu
BHECEHO B IHCTPYKLiIO A1 MEAMYHOro 3aCTOCYBaHHSA
nikapcbKoro 3acoby y po3gin "YmoBu 36epiraHHs" 3
BiANOBIAHMMM 3MiHAMU B TEKCTi MapKyBaHHS YNakoBOK.
BBefeHHs 3MiH NpoTArom 6-T1 MicAuiB micns
3aTBEPAKEHHS.
331. | MIAOKATM TabneTkun, BKPUTI BAT YropLumHa BAT "leneoH YropLumHa BHECEHHS 3MiH [0 peecTpaLiiiHnx maTepianis: 3MiHu | 3a He UA/7535/02/02
NAiBKOBOIO "l'epeoH PixTep" MMy - 3MiHK 3 AKOCTi. FOTOBWIA NliKaPCbKUiA 3aci6. peyenmom | niossieae
060n0HkKot0, No 150 PixTep" CrabinbHicTb. 3MiHa y TepMiHax npugaTHocTi abo

Mr; no 10 TabneTok
y 6nicTepi; no 3
6nictepu y
KapTOHHIiA ynakoBL,i

ymoBax 36epiraHHs roToBOro Nikapcbkoro 3acoby
(3miHa B ymMOBax 36epiraHHs FOTOBOrO /ikapCbKOro
3acoby abo nicnst pO34NHEHHSA/BILHOBNEHHS) 3MiHa B
ymoBax 36epiraHHs roToBOro Nikapcbkoro 3acoby, a
came: faHuii /13 He NoTpebye 0CO6GANBUX YMOB
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n/n

Ha3ssa
JliKapcbK0O20
3acoby

Popma surnycky
(nikapcbka ¢hopma,
YNaKkoBsKa)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs

Howmep
peecmpayiliHo2o

332.

MILOKAIM

36epiraHHs.

[itoya pepakuis: 36epiratv npy TeMnepaTypi He BuLLe
30°C. NponoHoBaHa peaakuis: Jlikapcbkuli 3acié He
BMMarae cnejasibHMX yMoB 36epiraHHs. 3MiHu
BHECEHO B iHCTPYKL,t0 419 MEAMYHOIO 3aCTOCYBaHHSA
nikapcbKoro 3acoby y po3ain "YmMosu 36epiraHHsa" 3
BiANOBIAHUMY 3MiHAMV B TEKCTi MapKyBaHHS yMakoBOK.
BBefeHHs 3MiH NpoTArom 6-T1 MicALiB micns
3aTBEPAKEHHS.

nocsioYeHHs1

333.

MIAOKAM

PO3YNH A5 iH'EKLIN;
no 1 mn B amnyni;
no 5 amnyny
KapTOHHI/ ynakosL,i

BAT
"leneoH
PixTep"

BAT

YropwmHa

BAT "lepeoH
Pixtep"

YropLmHa

BHECEHHS 3MiH [0 peecTpavLjiiiHuX maTepiasis: 3MiHu |
TMny - 3MiHK Woao 6e3nekn/edpeKTNBHOCTI Ta
thapmakoHarnagy. BeegeHHs abo 3amiHn fo
y3arasibHeHVX AaHux Npo cuctemy papmakoHarnsgy
(BBEAEHHSA y3arasIbHEHNX AaHUX NPo cucTemy
thapmakoHarnagy, 3mMiHa ynoBHOBaXXeHO! 0ocobw,
BiANOBigas/IbHOI 3a 34iICHEHHST chapMakoHarnsay;
KOHTaKTHOI 0cO6U 3 thapMakoHarnsay 3asBHUKa gns
3pjiicHEHHs chapMakoHarnsay B YkpaiHi, K0 BOHA
BiAMiHHA Bif YNOBHOBaXeHOI 0CO6M, BiANOBIAA/IbHOI
3a 3AjiicHeHHs hapMakoHaraay (Bkivatum
KOHTaKTHi fiaHi) Ta/abo 3MiHW y PO3MiLLLeHHI MacTep-
haiina cuctemu papmakoHarnsay). 3MiHa KOHTaKTHUX
[aHnX YNoBHOBaXXEHOT 0CO6Y 3as1BHNIKA,
BiANOBIAA/ILHOT 32 hapmakoHarnsag. 3MiHa
MicLe3HaxoKeHHS MacTep-aina cuctemm
thapmakoHarnagy. 3MiHa Micus 34ilACHEHHST OCHOBHOT
AiSNIbHOCTI 3 chapmakoHarniagy.

3a
peyermom

UA/7535/01/01

334.

TabneTkn, BKPUTI
nniBKOBOK
060/10HKO10, No 150
mr; no 10 TabneTok
y 6nicTepi; no 3
6nictepu B
KapTOHHI ynakosL,i

"leneoH
PixTep"

YropLmHa

BAT "l'epfeoH
PixTep"

YropLmHa

BHECEHHS 3MiH [0 peecTpaljiiiHuX maTepiasis: 3MiHu |
TMny - 3MiHK Woao 6e3nekn/edpeKTNBHOCTI Ta
thapmakoHarnagy. BeegeHHs abo 3amiHn fo
y3arasibHeHVX AaHux Npo cuctemy papmakoHarnsgy
(BBEAEHHSA y3ara/lbHEHNX AaHUX NPo cucTemy
hapmakoHarnagy, 3mMiHa ynoBHOBaXXeHO! ocobu,
Bi4MNOBiga/IbHOI 3a 34jICHEHHST chapMakoHarnsay;
KOHTaKTHOI 0co6U 3 thapmakoHarnsgy 3asBHuKa gns
3[jiicHEHHs hapMakoHarnsay B YkpaiHi, K0 BOHA
BiAMiHHa Bif YNOBHOBaXeHOI 0CO6M, BiANOBIAA/IbHOI
3a 3AjiicHeHHs hapMakoHaraay (Bkiyarun
KOHTaKTHi fiaHi) Ta/abo 3MiHM y PO3MiLLLeHHI macTep-
haiina cuctemu papmakoHarnsay). 3MiHa KOHTaKTHUX
[aHnX YNoBHOBaXXEHOT 0CO6Y 3as1BHNIKA,
BiANOBIAA/ILHOT 32 hapmakoHarnsag. 3MmiHa
MicLe3HaxoKeHHs MmacTep-chaiina cuctemm
thapmakoHarnagy. 3MiHa MicLs 34iliCHEHHS OCHOBHOT
AiSbHOCTI 3 hapmakoHarniagy.

3a
peyerimom

UA/7535/02/02

MIAOKAM

TabneTkn, BKPUTI
nNiBKOBOK
060/10HKO10, M0 50

mr; o 10 TabneTok

BAT
"TeneoH
Pixtep"

YropuwmHa

BAT "TeneoH
PixTep"

YropuwmHa

BHECEHHS 3MiH 4,0 peecTpauiiHux maTtepiasiB: 3miHu |
TMny - 3MiHK LWoao 6e3nekn/edheKTNBHOCTI Ta
chapmakoHarnsgy. BeefeHHsa abo 3miHu o
y3arasibHeHVX AaHux Npo cuctemMy dpapMakoHarisay

3a
peyenmom

UA/7535/02/01
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Ne Hassa Popma surnycky 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbKo20o | (nikapcbka hopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby YNaKkoBsKa) nocsioYeHHs1

y 6nicTepi; no 3 (BBEAEHHSA Y3araslbHEHUX AaHWUX NPO cucTemy
6nictepu B hapmakoHarnsgy, 3MmiHa yrnoBHOBaXeHOi 0cobu,
KapTOHHIA ynakoBLi BiANOBIAA/IbHOI 3a 34iiCHEHHA hapMmakoHarnsay;

KOHTaKTHOI 0CO6YM 3 thapmakoHarnsagy 3asBHuka anas

3piicHeHHs hapMakoHarnisgy B YkpaiHi, KO0 BOHA

BiMiHHa Bif, yNOBHOBaXXEHOT 0CO6M, BifnoBiganbHOI

3a 34ilicHeHHA thapmakoHarnsay (Bkiovaoum
KOHTaKTHI AaHi) Ta/abo 3MiHN y pO3MiLLeHHi MacTep-
thaiina cuctemun chapmakoHarnsagy). 3miHa KOHTaKTHUX
LaHNX YNOBHOBaXEHOT 0CO6M 3asBHUKA,
BiANOBIAaIbHOI 3a thapmakoHarnsg,. 3miHa
MicLie3HaxXoMKeHHs MacTep-ghaiina cuctemm
hapmakoHarnsigy. 3miHa micus 34iiiCHeHHs1 OCHOBHOT
AOiSIbHOCTI 3 hapmakoHarisgy.
335. | MIPAMNEKC® Tabnetku no 0,25 BepiHrep HimeyunHa BepiHrep HimeuyunHa BHECEHHS 3MiH 0 peecTpaLiiiHux matepianis: 3MiHu | 3a He UA/3432/01/01

mr, no 10 TabneTok IHrenbxan IHrenbxanm TMny - 3MiHKM Woao 6e3nekn/edeKTUBHOCTI Ta peyenmom nionseae
y 6nicTepi; no 3 M dapma 'm6X i Ko. thapmakoHarnagy. 3MiHa y KOpOTKill xapakTepucTuui
6nictepu B IHTepHeLwu KIr NiKapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta iIHCTPYKLT
KapTOHHI Kopobui HA TM6X

[ONA MeANYHOro 3aCTOCyBaHHSA Ha MigcTasi perynspHo
OHOB/IHOBAHOrO 3BITY 3 6e3nekn NikapcbKoro 3acoby,
ab60 pocnifxeHb 3 6e3nekn 3aCTOCyBaHHS /iKapCbKoro
3aco6y B micnapeecTpaviiiHvii nepiod, abo sk
pe3ynbTaT OLiHKM 3BiTY 3 AOCNIMKEHb, NPOBEAEHNX
BIAMNOBIAHO A0 NnaHy negiatpuyuHux gocnigxeHs (PIP)
(3MiHY y3rofeHo 3 KOMNETEHTHNM YNOBHOBaXKEHUM
opraHoM) 3MiHM BHECEHO B iHCTPYKLit0 AN MeANYHOT0
3acToCyBaHHA NiKapcbKoro 3acoby [0 po3ainis
"Oco6nmBoCTi 3acTocyBaHHA", "Cnoci6 3acTocyBaHHSA
Ta gosu", "Mob6iyHi peakyii” BiANOBIAHO A0 OHOBMEHOI
iHhopMaUii woao 6e3nekn 3acToCyBaHHA Ajitoyoil
peyoBuHM 3rigHO 3 pekomeHaauieto PRAC. BeegeHHs
3MiH MPOTAroM 6 MiCALIB MiCNs 3aTBEPAXEHHS
3MiHun 1l TUny - 3MiHK Woa0 6e3nekn/edhekTBHOCTI Ta
hapmakoHarnsgy. 3MiHU y KOpPOTKili XapakTepucTuuj
NiKapcbKoro 3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKL,iT
ONA MeAUYHOrO 3aCTOCYBaHHS Y 3B’A3KY i3 HOBUMM
OaHVMK 3 SKOCTi, AOKTIHIYHUMM, KNIHIYHUMW JaHUMK Ta
AaHumu 3 chapMakoHarnsgy - 3MiHu BHeCEHO B
IHCTPYKL,i0 4151 MeANYHOrO 3aCTOCYBaHHSA NiKapCbKoro
3acoby A0 po3giniB "d®apmakosoriyHi BNacTuBoCTi”,
"Oco61MBOCTI 3acTOCyBaHHS", "3acTocyBaHHs B
nepiog, BariTHOCTi abo rogyBaHHsA rpyaat”, "3aaTtHicTb
BM/IMBATU Ha LWBWAKICTb PeakLii Npy KepyBaHHi
aBTOTpaHCMOpPTOM abo0 iHWMMK MexaHismamu',
"Cnoci6 3acTocyBaHHA Ta fo3un", "MobiyHi peakui™ Ta
peparoBaHo po3ainv "OCHOBHI i3NKO-XiMiYHi
BnactmeocTi”, "®apmakoTepaneBTuyHa rpyna. Kog,
ATX"(yTOoUuHEeHHs onucy hapmakoTepaneBTUUHOT rpynu
6e3 thakTnuHOi 3MiHn kogy ATX), "MokasaHHA"
(yTo4HeHHs iHdopmauii), "MpoTrunokasaHHsa",
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n/n

Ha3ssa
JliKapcbK0O20
3acoby

Popma surnycky
(nikapcbka ¢hopma,
YNaKkoBsKa)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs

Homep
peecmpayiliHo2o
nocsio4yeHHs

"B3aemogis 3 iHWVMU NikapcbkMMK 3acob6amu Ta iHLi
BMAM B3aemogiin”, "Aitn" (yTouHeHHs iHdhopmauii),
"Mepeno3yBaHHA".

BBefeHHs1 3mMiH npoTArom 6 micAuis nicns
3aTBEpPKEHHSA

336.

MIPAMEKC®

Tabnetkn no 1 mr,
no 10 TabneTtok y
6nicTepi; no 3
6nictepu B
KapTOHHI Kopoobui

BepiHrep
IHrenbxan
M
IHTepHeLw
HA TM6X

HimeuunHa

BepiHrep
IHrenbxanm
dapma 'v6X i Ko.
Kr

HimeyunHa

BHECEHHS 3MiH 0 peecTpaLiiiHux matepianis: 3MiHu |
TMny - 3MiHK WoAo 6e3nekn/edpeKkTNBHOCTI Ta
thapmakoHarnagy. 3MiHa y KOpOTKill xapakTepucTuui
NiKapcbKoro 3acoby, TeKCTI MapKyBaHHS Ta iIHCTPYKLT
[ONA MeAnYHOro 3aCTOCyBaHHSA Ha MigcTasi perynspHo
OHOB/IHOBAHOrO 3BITY 3 6e3nekn NikapcbKoro 3acoby,
a60 pocnifxeHb 3 6e3nekn 3aCTOCyBaHHS /iKkapCbKoro
3aco6y B nicnapeecTpaviiiHvii nepiod, abo sk
pe3ynbTaT OLiHKM 3BiTY 3 AOCNIMKEHb, NPOBEAEHNX
BIAMNOBIAHO A0 NNaHy negiatpuyuHux gocnigxeHs (PIP)
(3MiHY y3rof)eHo 3 KOMNETEHTHNM YNOBHOBaXKEHUM
opraHom) 3MiHN BHECEHO B iHCTPYKLit0 AN MeANYHOT0
3acToCyBaHHA NiKapcbKoro 3acoby [0 po3ainis
"Oco6nmBoCTi 3acTocyBaHHA", "Cnoci6 3acTocyBaHHSA
Ta gosu", "Mob6iyHi peakyii” BiANOBIAHO A0 OHOBEHOI
iHhopMaUii woao 6e3nekn 3acToCyBaHHA Ajitoyoil
peyoBuHM 3rigHO 3 pekomeraauieto PRAC. BeegeHHs
3MiH MPOTAroM 6 MiCALIB MiCNs 3aTBEPAXEHHS
3MiHun 1l TUny - 3MiHK Woa0 6e3nekn/edhekTBHOCTI Ta
hapmakoHarnsgy. 3MiHM y KOpPOTKili XapakTepucTuuj
NiKapcbKoro 3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKL,iT
ONA MeAUYHOTO 3aCTOCYBaHHS Y 3B’A3KY i3 HOBUMM
OaHVMK 3 SKOCTi, AOKTIHIYHUMM, KNIHIYHUMW JaHUMK Ta
AaHumu 3 chapMakoHarnsgy - 3MiHu BHeCEHO B
IHCTPYKL,i0 4151 MeANYHOrO 3aCTOCYBaHHSA NiKapCbKoro
3acoby A0 po3giniB "d®apmakosoriyHi BNacTuBoCTi”,
"Oco61MBOCTI 3acTOCyBaHHS", "3acTocyBaHHs B
nepiog, BariTHOCTi abo rogyBaHHsA rpyaat”, "3aaTtHicTb
BM/IMBATU Ha LWBWAKICTb PeakLii Npy KepyBaHHI
aBTOTpaHCMOpPTOM abo0 iHWMMK MexaHismamu',
"Cnoci6 3acTocyBaHHA Ta fo3un", "MobiyHi peakui™ Ta
peparoBaHo po3ainv "OCHOBHI i3NKO-XiMiYHi
BnactmeocTi”, "®apmakoTepaneBTuyHa rpyna. Kog,
ATX"(yTOoUuHEeHHs onucy hapmakoTepaneBTUUHOT rpynu
6e3 thakTnuHOi 3MiHn kogy ATX), "MokasaHHA"
(yTouYHeHHs iHchopmawii), "MpoTrnokasaHH:A",
"B3aemogis 3 iHWMMM NiKapcbkumu 3acobamu Ta iHLi
BMAM B3aemogiin", "Aitn" (yTouHeHHs iHdopmadii),
"Mepepno3yBaHHA".

BBefeHHs 3MiH NpoTAroM 6 Micauis nicas
3aTBEPLKEHHS

3a
peyenmom

He
nionseae

UA/3432/01/02

337.

MIPAMEKC®

TabneTtku no 1 mr,
no 10 TabneTtok y

6nicTepi; no 3

BepiHrep
IHrenbxa
M

HimeuunHa

BepiHrep
IHrenbxaim
dapma 'mbX i Ko.

HimeyunHa

BHECEHHS 3MiH [0 peecTpauiitHux maTepiasis: 3miHu Il
TMny - 3MiHK Woao 6e3nekn/edekTUBHOCTI Ta
hapmakoHarnsgy. 3MiHu y KOpOTKili XapakTepucTuui

3a
peyenmom

He
nionsieae

UA/3432/01/02
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Ne Hassa Popma surnycky 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbKo20o | (nikapcbka hopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby YNaKkoBsKa) nocsioYeHHs1
6nictepu B IHTepHeLw KI NiKapcbKoro 3acoby, TEKCTI MapKyBaHHSA Ta iHCTPYKLT
KapTOHHI/ KopoobLi HA TM6X [O/15 MeAUYHOTO 3aCTOCYBaHHS Y 3B’A3KY i3 HOBUMY
LaHUMU 3 AKOCTI, AOKNIHIYHUMMN, KNIHIYHUMW faHUMK Ta
AaHvMu 3 chapmakoHarnsagy - 3MiHu BHECEHO B
IHCTPYKLiO 4151 MeANYHOTO 3aCTOCYBaHHS /iKapCbKOro
3acoby fo po3giny "MobiyHi peakuii”. BBeAeHHSA 3MiH
npoTArom 6 micsLiB Nicns 3aTBepAKEHHS
338. | MIPANEKC® Tabnetku no 0,25 BepiHrep HimeuunHa Bepinrep HimeuyunHa BHECEHHS 3MiH [0 peecTpauiitHux maTepiasis: 3miHu |l 3a He UA/3432/01/01
Mmr, no 10 TabneTok IHrenbxai IHrenbxainm TMny - 3MiHK Woao 6e3nekn/edekTUBHOCTI Ta peyenmom | nidssieae
y 6nicTepi; no 3 M dapma 'm6X i Ko. hapmakoHarnsgy. 3MiHM y KOpPOTKili XapakTepucTuuj
6nictepu B IHTepHeLw Kl NiKapcbKoro 3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKLiT
KapTOHHIlA KOpooLi HN TM6X 0N MeUYHOro 3aCTOCyBaHHS Y 3B'A3KY i3 HOBUMMU
OaHVMK 3 SKOCTi, AOKTIHIYHUMM, KNIHIYHUMW JaHUMK Ta
AaHumu 3 chapMakoHarnsgy - 3MiHu BHeCEHO B
IHCTPYKLi0 4151 MeANYHOrO 3aCTOCYBaHHSA NiKapCbKoro
3acoby [0 po3giny "MobiyHi peakuii”. BBegeHHS 3MiH
npoTsArom 6 MicsiLiB micnsi 3aTBepPAKEHHS
339. | MIPTA3ANIH TabneTkun, BKPUTI CaHpo3s CnoseHis Canotac ®apma HimeuunHa BHECEHHS 3MiH 0 peecTpaLiiiHux matepiasis: 3MiHu | 3a UA/4430/01/02
CAHAO3® NiBKOBOO Papmacsh M6X Tuny - 3MiHM 3 akocTi. CepTuddikaTt BignosigHocCTI/lE- peyenmom
o6onoHkoto, no 30 oTiKa3 cepTudikaT BignoBigHOCTI EBponeichbkiii
Mmr; no 10 TabneTok o.4. hapmakonei/moHorpadii. NMogaHHsa HoBoro abo
y 6nicTepi; no 2 OHOBJIEHOTO cepTudikaTa BifnoBigHOCTI 260
6nictepu y BW/TyYEHHS cepTudpikaTa BignoBiAHOCTI EBponeiichKii
KapTOHHIlA KopooLi thapmakonei: gna APl; ans BuxigHOro
marepiany/peareHTy/npomMiKHOro NPoAYKTY, Lo
BMKOPWCTOBYIOTbCS Y BUPO6HUUTBI ADI; ans
[LOMOMDKHOT peyoBMHM (cepTudikaT BiANOBIAHOCTI
€sponelicbkin dhapmakoner) - OHoBeHUiA cepTudikat
Bif} y)ke 3aTBEpAXEHOro BUPOGHMKA - NOAaHHSA
OHOBJIEHOIO cepTudpikaTa BiAnoBigHOCTI €Bponechbkili
thapmakonei Ne R1-CEP 2008-243 - Rev 05
(3aTBEepmxeHo: R1-CEP 2008-243 - Rev 04) ansa A®|
MipTasaniHy Big BupobHuka Neuland Laboratories
Limited, IHgis
340. | MIPTA3AMNIH TabneTku, BKpUTI CaHpo3 CnoBeHis Cantotac ®apma HimeuyunHa BHECEHHS 3MiH 0 peecTpaLiiiHux matepianis: 3MiHu | 3a UA/4430/01/01
CAHAO3® nNiBKOBOIO Papmacb 6X TMny - 3MiHK 3 AkocTi. CepTudpikat BignosigHocTI/IE- peyenmom
0060/10HKOH0, MO 15 1oTiKaU13 cepTuguikaT BiANOBIAHOCTI €EBpONenchbkKil
mr; no 10 TabneTok o.4. thapmakonei/moHorpadii. NogaHHs HoBOro abo

y 6nicTepi; no 2
6nictepn y
KapTOHHIlA KopooLi

OHOBJ/IEHOrO cepTudikara BifnosigHOCTi abo
BUTyYEHHS cepTudlikaTa BignoBigHOCTI €EBPONEChKii
thapmakonei: gns A®l; ans BUXigHOro
marepiany/peareHTy/npomMiKHOro NPoAyKTy, Lo
BUKOPWCTOBYIOTLCS Y BUPOOHNLTBI ADI; Ans
[LOMOMDKHOT peYoBMHM (CepTudikaT BiANOBIAHOCTI
€sponelicbkili hapmakonei) - OHOBNEHW cepTudpikaT
Bif] y)Xe 3aTBepAKEHOro BUPOBGHMKA - NOAaHHS
OHOBJIEHOrO cepTudikaTa BiAgnoBigHOCTI €Bponeichbkili
thapmakonei Ne R1-CEP 2008-243 - Rev 05
(3aTBepmxeHo: R1-CEP 2008-243 - Rev 04) ans AdI
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Ne Hassa Popma surnycky 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbKo20o | (nikapcbka hopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby YNaKkoBsKa) nocsioYeHHs1
mipTasaniHy Bif Bupo6Huka Neuland Laboratories
Limited, IHais.
341. | MOKCETEPO | Tabnetku, BKpUTI leTepo IHais letepo /1a63 IHais BHECEHHS 3MiH [J0 peecTpaLiitHux maTepianis: 3miHu Il 3a UA/15685/01/01
NiBKOBOO Na63 Nimiteq TMny - 3MiHK 3 aKocTi. A®l. BUpo6HMLTBO (iHLLI 3MiHW) peyenmom
o60onoHkoto, no 400 Niviten MoaaHHsA OHOB/IEHOT Bepcii MacTep-thaiiny Ha AdI
Mmr; no 10 TabneTok MokcudonokcauuHy rigpoxnopug AM[EM], 20-June-
y 6nicTepi; no 1 2024 (Ph. Eur) (nonepegHs sepcis MOX-CTD-AP-00,
6nictepy y March, 2011(EP))
KapTOHHI/ KOopooLi
342. | MOKCU®PNOK | TabneTku, BKpUTI CaHpo3 CnoBeHis Canpos C.P.J. PymyHis BHECEHHS 3MiH 0 peecTpaLiiiHux matepiasnis: 3MiHu | 3a UA/16489/01/01
CAUVH NNiBKOBOO dapmach Tnny - 3MiHu 3 AkocTi. CepTudikat BignosigHocTi/lE- peyenmom
CAHAO3® 060/10HKO10, N0 400 loTikan3 cepTudikaT BignoBigHOCTI EBponeiichkiii
Mmr; no 5 TabneTok y 0.40. hapmakonei/moHorpadii. NMogaHHs HoBoro abo
6nicTepi; no 2 OHOBJ/IEHOTO cepTudikaTa BignosigHOCTi abo
6nictepu B BW/TyYEHHs cepTudpikaTa BignoBiAHOCTI EBponeiichkii
KapTOHHI Kopo6Lyj; thapmakonei: gna Ad®l; gns BuxigHoro
no 7 TabneTtok y mMartepiany/peareHTy/nMpoMiKHOIo NPOAYKTY, WO
6nictepi; no 1 BMKOPUCTOBYHOTLCS Y BUPOOHMLTBI APIl; ans
6nictepy B [0NOMIXHOT peyoBrHY (cepTudikaT BignoBigHOCTI
KapTOHHI KopoobLi €Bponeiicbkiin hapmakoner) - OHoOBeHWIA cepTuduikat
Bif] y)X€ 3aTBEpXEHOro BUPOOHUKA NOAaHHSA
OHOB/IEHOrO cepTudikaTy BigNOBIAHOCTI EBpONENCHKIN
thapmakonei R1-CEP 2007-355-Rev 04 Big
3aTBepxeHoro BupobHnka MSN PHARMACHEM
PRIVATE LIMITED gito4oi pe4oBvH®
MoKcudpiokcaumH (3atsepgkeHo: R1-CEP 2007-355-
Rev 03; 3anponoHoBaHo: R1-CEP 2007-355-Rev 04).
343. | MOMETA3OH | nopoLuok Yemo IcnaHis IHaycTpiane ITanis BHECEHHS 3MiH 4,0 peecTpauiiHux maTtepiasiB: 3miHu | - UA/13864/01/01
Y ®YPOAT (cybcTaHuis) y |6epika, Kimika, c.p.n. TUny - 3MiHK 3 aKocTi. A®L. CTabinbHiCTb. 3MiHa
MOHOTIAPA noABiHMX C.A. nepiofly NoBTOpHUX BUNpo6yBaHb/nepiofdy 36epiraHHA
T noslieTUIEeHoBMX ab60 ymoB 36epiraHHst A®I (3a BigCyTHOCTI y
naketax gns 3aTBEepKEHOMY [0Cbe cepTudpikara BignoBiAHOCTI
hapMaL,eBTUYHOIO €Bponeiicbkili hapmakonei, Lo BKIoYaE nepiog,
3acTOCyBaHHS NOBTOPHOro BUNpobyBaHHs) (Nepiog NOBTOPHOIo
BMNpobyBaHHA/Nepios 36epiraHHs) - 36iNbLUEHHS abo
BBE[eHHs nepiofy NOBTOPHOro BMNPOGYBaHHs/Nepiogy
36epiraHHs Ha OCHOBI pe3y/ibTaTiB AOCNIAKEHb Y
peanbHOMY Yaci. [epiog nepekoHTposto 36inbLuMBCA 3
2 no 5 pokis.
344. | MOHOCAH® Tabnetku no 40 wr, MPO.ME[, Yecbka BMPOGHMLITBO 3a Yecbka BHECEHHS 3MiH A0 peecTpaviiiHux matepiasis: 3MiHu | 3a He UA/4257/01/02
no 10 TabneTtok y .UC Mpara | Pecny6nika NOBHUM LMK/TOM: Pecny6nika/ TMny - 3MiHK Woao 6esnekn/edekTMBHOCTI Ta peyenmom | nidssieae
6nicTepi; no 3 a.c. MPO.MEA.LIC Cnosaubka thapmakoHarnagy (iHwi 3MiHu) - OHOB/IEHHSA TEKCTY
6nictepu B Mpara a.c., Pecny6nika MapKyBaHHA NepBUHHOT Ta BTOPUHHOT YNakoBKN
KapTOHHIlA KopooLi Yecbka nikapcbkoro 3acoby. BBegeHHs 3MiH NPOTAroM 6-Tu
Pecny6nika; MicALiB Micns 3aTBepKeHHS. 3MiHu | TUny - 3MiHK
BMPOGHMLTBO, oo 6e3nekn/edyeKTMBHOCTI Ta dhapmakoHarnsgy.
nepBuHHE Ta 3MiHa y KOpOTKili XapakTepucTuLi NikapcbKoro 3acoby,
BTOPVHHE TEKCTi MapKyBaHHS Ta IHCTPYKLii 419 MeguyHoro

nakyBaHHA,

3aCTOCYBaHHS Ha MiACTaBi perysisipHO OHOB/IHOBAHOTO
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npenaparty (31
Lito40i pevoBuHM) B
nakeTi; no 1 abo 2
nakeTu B KApTOHHIi
nauui

cepTugikaT BiANOBIAHOCTI EBpONenCchbKil
thapmakonei/moHorpadii. NogaHHs HoBOro abo
OHOB/IEHOTO cepTudikaTa BifgnoBigHOCTI a6o
BW/yYEHHS cepTudpikaTa BignoBiAHOCTI EBponelichkii
thapmakonei: gna A®l; ans BuxigHoro
mMaTtepiany/peareHTy/NpoMbKHOIo NPOAYKTY, Lo

BMKOPVCTOBYIOTbCS Y BUPObHUUTBI ADI; Ans

Ne Hassa Popma surnycky 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbKo20o | (nikapcbka hopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby YNaKkoBsKa) nocsioYeHHs1
KOHTPONb AKOCTI: 3BITY 3 6e3nekun nikapcbkoro 3acoby, abo focnimKeHb
XBM dapma 3 6e3nekn 3acTocyBaHHS Nikapcbkoro 3acoby B
c.p.o., CnoBavbka nicnspeecTpauiiinii nepiog, abo sk pe3ysibTaT OLiHKM
Pecny6nika; 3BITY 3 AOCNIMKEHb, NPOBEAEHUX BiANOBILHO A0 NNaHy
nepBuHHE Ta nepiatpnyHux gocnimkeHnb (PIP) (3MiHy y3rompkeHo 3
BTOPUHHE KOMNETEHTHUM YNOBHOBAXXEHVNM OpPraHom) - 3MiHu
nakyBaHHA: BHECEHO A0 IHCTPYKUIT 4719 MEANYHOIO 3aCTOCYBaHHSA
KOO®APMA nikapcbKoro 3acoby Ao po3gainis "OcobmBocTi
C.p.o., Yecbka 3acTocyBaHHs", "Cnocib 3acTocyBaHHA Ta 403K"
Pecny6nika; (yTouHeHHs indhopmauii) Ta "MobiuHi peakwyii” Wwoao
KOHTPO/b SIKOCTI: 6e3nekn 3acTocyBaHHs Aito4oi pevoBuHN. BeegeHHs
AJ1C Yecbka 3MiH NPOTAroM 6-TW MICALIB NiC/A 3aTBEPAXEHHS.
Pecnyb6nika,
C.p.o., Yecbka
Pecny6nika
345. | MOHOCAH® Tabnetku no 20 wr, NMPO.MEA Yecbka BMPOGHMLITBO 3a Yecbka BHECEHHS 3MiH 0 peecTpaLiinHux matepiasnis: 3MiHu | 3a He UA/4257/01/01
no 10 Tabnetok y .UC Mpara | Pecny6nika NOBHUM LK/IOM: Pecny6nika TMny - 3MiHK WoAo 6e3nekn/edpeKTNBHOCTI Ta peyenmom | nionsizae
6nictepi; no 3 a.c. MPO.MEA.LIC hapmakoHarnagy (iHwi 3MiHn) - OHOBJIEHHA TEKCTY
6nictepy B Mpara a.c., MapKyBaHHS NMePBUHHOT Ta BTOPUHHOI YNakoBKY
KapTOHHIA KopoobLi Yecbka nikapcbkoro 3acoby. BBegeHHs 3MiH NPOTAroM 6-T1
Pecnyb6nika; MicaLiB nicna 3aTBepAKeHHs. 3MiHu | Tuny - 3MiHK
BMPOBHMLTBO, oo 6e3nekn/edekTMBHOCTI Ta papMakoHarnsay.
nepBuHHEe Ta 3MiHa y KOpOTKili XapakTepucTuL,i Nikapcbkoro 3acoby,
BTOPUHHE TEKCTi MapKyBaHHs Ta iHCTPYKLIT 415 MeAN4HOro
nakyBaHHs, 3aCcTOCyBaHHS Ha MiacTasi peryaisipHo OHOB/OBAHOTO
KOHTPO/b SKOCTI: 3BiTy 3 6e3Mnekun Nikapcbkoro 3acoby, abo foCNimKEHb
XBM ®apma 3 6e3nekun 3acTocyBaHHsA NikapcbKoro 3acoby B
C.p.o., Cnosaubka nicnapeecTpauiinnii nepiog, abo sk pe3ysbTaTt OLiHKN
Pecny6nika; 3BITY 3 JOC/IDKEHb, MPOBEAEHUX BiANOBIAHO A0 NNaHy
nepBuHHE Ta negiatpuyHux gocnimpxkeHs (PIP) (3MiHy y3romkeHo 3
BTOPWHHE KOMMETEHTHVM YNOBHOB&XEHUM OPraHoMm) - 3miHn
nakyBaHHs: BHECEHO A0 IHCTPyKUii 418 MeAUYHOro 3aCTOCYBaHHS
KOO®APMA niKapcbKoro 3acoby A0 po3ainis "OcobnmnBocCTi
C.p.o., Yecbka 3acTocyBaHHs", "Cnocib 3acTocyBaHHs Ta Ao3n"
Pecny6nika; (yTouHeHHs iHdhopmaii) Ta "Mo6iyHi peakwyii” Wwoao
KOHTPO/b SIKOCTI: 6e3nekn 3acTocyBaHHA Ailo4oi pevoBUHN. BBegeHHs
AJIC Yecbka 3MiH NPOTAroM 6-TU MICALLIB MiCNA 3aTBEPIKEHHS.
Pecny6nika, c.p.o.
, Yecbka
Pecny6nika
346. | MOHYPAN rpaHynun ans 3am60H ITanis 3amboH LLBeiuapis BHECEHHS 3MiH A0 peecTpaLiiiHux matepiasis: 3MiHu | 3a UA/9833/01/01
OPa/ILHOIO PO3UUHY C.N.A. CeiTuepnang /ta. TMny - 3MiHK 3 AkocTi. CepTudikat BignosigHocTi/lE- peyenmom
no3r,no8r
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Ne Hassa Popma surnycky 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbKo20o | (nikapcbka hopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby YNaKkoBsKa) nocsioYeHHs1
[0NOMDKHOT peyoBrHY (cepTudikaT BignoBigHOCTI
€Bponelicbkiin hapmakonei) - HoBuii cepTudikar Big,
HOBOro BMPOO6HMKa (3aMiHa ab0 [ONOBHEHHS)
noJaHHA HOBOro cepTudikarta BiANOBIAHOCTI
€Bponeiicbkili hapmakonei Ne RO-CEP 2020-370 -
Rev 02 ansa gitoyoi pevoBuHu Fosfomycin trometamol
Bif HoBOrO BMpOo6HMKa ZACH SYSTEM S.A., France
(AONOBHEHHS).
347. | MC140 cnpeii HasaslbHUiA, AT YkpaiHa AnoTekc [HK. KaHapa BHECEHHS 3MiH 0 peecTpaLiiiHux matepiasnis: 3MiHu | - UA/14952/01/01
cycnensis, 50 "papmak” UMy - 3MiHM 3 AKOCTi. FOTOBWIA Nikapcbkuii 3aci6.
MKr/go3y; no 140 Onuc Ta cknag. 3miHa y cknagi (40noMiKHUX
003y hrnakoHax peyoBUHaXx) roToBOro NikapcbKoro 3acoby (iHLi 3MiHK)
(6e3 eTnkeTkn) 3 3MiHa JONOMIXHOT pevoBuHN y cknagi M3, a came
HacoCoM-[03aTOpoM «BOAY OUMLLEHY>» 3MIHEHO Ha «BOAY ANS iH EKLi».
3 po3nuBayYemM BBefeHHA 3MiH NPOTAroM 6-Tu MicALiB nicns
HasaslbHOro 3aTBEPMKEHHS. 3MiHW | TURy - 3MiHK 3 AKOCTi. FoTOBWMIA
npu3Ha4yeHHs 3 nikapcbkuii 3aci6. KOHTPOb AOMOMIXHMX PEYOBUH.
HaHeCeHO Ha3BO 3miHa napameTpiB cneyudikayin Ta/abo gonycTummx
npenapary ta MeX A/151 AONOMDKHOT peYOBUHM (iHLLi 3MiHK) 3MiHa B
HOMepoM cepii Ha cneumdikauii Ha fOMOMKHY pevoBuHy «Boga ans
[OHI donakoHy; no 56 iH'eKUili» 3a NOKa3HUKOM «Mikpo6iofnoriyHa ymcrtoTa»
donakoHiB y KopooL,i 3aTBEepAKEHO:
Total Aerobic Microbial Count: NMT 40 cfu/ml;
Objectionable Microorganisms: Absent
3anponoHoBaHo:
Total Aerobic Microbial Count: NMT 8 cfu/100 ml
Objectionable Microorganisms: Absent
Ta BBEEHHS MoKa3HuKa «bakTepiasibHi eHA0TOKCUHU»
(kpuTepiii npuiinaTHocTi: NMT 0,25 USP endotoxin
units/ml).
BBefeHHs 3MiH NpoTArom 6-T1 MicAuiB micns
3aTBEPAKEHHS
348. | HA/IBY®IH PO34MH ANA iH'EKLN, TOB YkpaiHa Crepun-IxeH IHAia BHECEHHS 3MiH 10 peeCTpaLiiiHnx maTepianis: 3miHu | 3a He UA/20292/01/01
10 mr/mn; no 1 mn B «Amina Naiidp CalieHcus TMny - 3MiHK Woao0 6e3nekn/edekTUBHOCTI Ta peyenmom | niosnsieae
amnyni, no 5 amnyn Xenc Kea» (m Nnrg, thapmakoHarnsgy. 3MiHa y KOpOTKiil XxapakTepucTuui
Y KOHTYpHIlA nNiKapcbKoro 3acoby, TeKCTi MapKyBaHHS Ta iIHCTPYKLT
ynakosLi, no 1 0151 MEANYHOTO 3aCTOCYBaHHA Ha MiAcTaBi perynsipHo
KOHTYPHIl ynakoBLi OHOB/IHOBAHOTO 3BITY 3 6e3nekun NikapCcbKoro 3acoby,
Y KapTOHHili kopobLi a60 pocnifxeHb 3 6e3nekn 3aCTOCyBaHHS ikapCbKoro
3acoby B nmicnspeecTpaviliHvii nepiod, abo sk
pe3ynbTaT OLiHKW 3BiTY 3 AOCNIMKEHb, NPOBEAEHNX
BIANOBIAHO A0 NnaHy negiatpuyuHux gocnigxeHs (PIP)
(3MiHY y3rofeHo 3 KOMNETEHTHNM YNOBHOBaXKEHUM
opraHom).
3MiHV BHECEHO [0 IHCTPYKLIT 4151 MeANYHOro
3acTocyBaHHS Nikapcbkoro 3acoby y po3gin "Cnocié
3aCTOCyBaHHA Ta [03U" BifnoBigHO 40 OHOB/EHOT
iHcbopMmaLii 3 6e3nekun Aityoi pevHoBUHN.
349. | HANIBY®IH PO34MH NS iH'EKLIN, AT YkpaiHa AT "ly6Hndpapm" YkpaiHa BHECEHHS 3MiH 40 peecTpauiiHnx maTtepiasis: 3MiHu | 3a He UA/19068/01/01
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Ne Hassa Popma surnycky 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbKo20o | (nikapcbka hopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby YNaKkoBsKa) nocsioYeHHs1
10 mr/mn; no 1 mn "ly6Hnpa TMny - 3MiHK Woao 6e3nekn/edekTUBHOCTI Ta peyenmom nionseae
abono2 mnB pm" thapmakoHarnagy. 3MiHa y KOpOTKiil xapakTepucTuui
amnyni; no 5 amnyn nNiKapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta iIHCTPYKLT
y 6nicTepi 3 nnisku; ANA MeiVYHOro 3aCTOCYyBaHHSA Ha MigcTasi perynspHo
no 1 a6o 2 6nictepu OHOB/IHOBAHOrO 3BITY 3 6e3nekn NikapcbKoro 3acoby,
B Nnauui 3 KApTOHY; a60o pocnigxeHb 3 6e3nekn 3aCTOCYBaHHS NiKapCbKoro
no 1 mn a6o no 2 mMn 3acoby B nicnsipeecTpauiiiHnii nepios, abo sk
B amnyni; no 5 abo pe3ynbTaT OUiHKM 3BITY 3 AOC/iDKEHb, MPOBEAEHUX
10 amnyn y navui 3 BIAMNOBIAHO A0 NnaHy negiatpuyuHux gocnigxeHs (PIP)
KapToHy 3 (3MiHY Y3rofpkeHO 3 KOMNETEHTHUM YNOBHOBaXKEHUM
KapTOHHUMU opraHom)
neperopogkamm 3MiHM BHECEHO [0 IHCTPYKUiT AN MegnyHoro
3aCTOCyBaHHSA NikapcbKoro 3acoby Ao posainy "Cnocié
3aCToCyBaHHA Ta [03K1" Wog0 6e3nekn 3acTocyBaHHsA
4ito4oi pevoBUHY HanbydiHy rigpoxnopus BignoBigHO
00 pekomeHngauii PRAC. BBefeHHS 3MiH NpoTsrom 6-
TW MiICALB NiC/1A 3aTBEPAKEHHS.
350. | HAPAIH® PO34UH A5 iH'EKLLA TOB YkpaiHa TOB «Opis- YkpaiHa BHECEHHS 3MiH 0 peecTpaLiiiHux matepiasis: 3MiHu | 3a He UA/19167/01/01
no 100 mr/mn; no 0,2 "HOpis- dapwm» TMny - AAMIHICTPaTMBHI 3MiHW. 3MiHa HaliMeHyBaHHS peyenmom | nionsi2ae
mn (20 wmr) y dapm” (nakyBaHHs i3 Ta/abo agpecyn Micus NPOBaKEHHS AiSNbHOCTI
nonepegHsL0 chopmu in bulk BMpO6HMKa/iMNopTepa roToBoro JlikapcbKoro 3acoby,
HarnoBHEHOMY WeHpxeH Tekpoy BK/IIOYAKOUM AiNbHULi BUNYCKY cepii abo micue
Lwinpuui, no 2 dapmacbloTVKas NPOBeLEHHS KOHTPOJIIO AKOCTI. (ZiANbHICTb, 3a Ky

wnpuuy y énictepi;
no 1, aéo no 5, a6o
no 25 6nictepis y
KapTOHHI naywj; no
0,4 mn (40 mr) y
nonepegHL0
HarnoBHEHOMY
Lwnpuui, no 2
wnpuum y énictepi;
no 1, abo no 5, a6o
no 25 6nictepis y
KapTOHHI/ nayuj; no
0,6 mn (60 mr) y
nonepeAHbL0
HarnoBHEHOMY
wnpuuj, no 2
wnpuum y énictepi;
no 1, abono5
6nictepiB y
KapTOHHII nauyui; no
0,8 mn (80 mr) y
nonepegHLo
HarnoBHEHOMY
Lwinpuui, no 2
wnpuuy y énictepi;
no 1, abono 5
6nicTepiB y

Ko., litg, Kutai)

BignoBigae BMPOGHMK/iMNOpTep, BKIKOYAOUM BUMYCK
cepiii) - 3viHa HaliMeHyBaHHS Ta agpecu micus
NPOBaPKEHHS AiSSILHOCTI Y 3B’A3KY i3 MPYBEAEHHAM
peecTpavuiiHuX JOKYMEHTIB Y BiNOBIAHICTb A0
ceptuddikaty GMP. 3MiHW BHECEHO B iHCTPYKLitO 415
MeAMYHOro 3acTOCYBaHHS MikapCbKoro 3acoby y
po3ain «BupobHMK» 3 BIANOBIAHUMW 3MiHAMUW Y TEKCTI
MapKyBaHHS! ynakoBKW NikapcbKoro 3acoby. BeeaeHHs
3MiH NPOTAroM 6-TW MIiCALB NicNs 3aTBEpPKEHHS.




226

Ne Hassa Popma surnycky 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbKo20o | (nikapcbka hopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby YNaKkoBsKa) nocsioYeHHs1
KapTOHHI nayuj; no
1,0 mn (100 mr) y
nonepegHLo
HarnoBHEHOMY
Lwinpuui, no 2
wnpuum y énictepi;
no 1 6nictepy y
nayi 3 KApTOHY
351. | HATPIO NOpOLLOK AT YkpaiHa XeHaH [oHrTaii KuTai BHECEHHS 3MiH 10 peecTpaLjiiiHix maTepianis: 3MiHu | - UA/17549/01/01
ANKNO®DEHA | kpucTaniuHuii "KUIBCbK ®apm Ko., /ita. Tuny - 3MiHn 3 akocTi. CepTuddikaTt BignosigHocCTI/lE-
K (cybcTaHuis) y W cepTudikaT BigNoBigHOCTI EBpoNenchkiii
MiLLKax noABiAHMX BITAMIHH hapmakonei/moHorpadii. NMoaaHHsa HoBoro abo
nosieTUIEeHoBMX nn OHOB/IEHOTO cepTudikaTa BifgnoBigHOCTI ab6o
ans 3ABO4" BW/TyYEHHS cepTudpikaTa BignoBiAHOCTI EBpONeEChKii
hapMaLeBTUYHOIO thapmakonei: gnsa A®l; ans BUXigHOro
3aCcTOCyBaHHA marepiany/peareHTy/npomMiKHOro NPOAYKTY, Lo
BMKOPVCTOBYIOTbCS Y BUPObHUUTBI ADI; ans
[LOMOMDKHOT peyoBMHM (cepTudikaT BiANOBIAHOCTI
€sponelicbkin hapmakoner) - OHoBreHUiA cepTudikat
Bif} y)Xe 3aTBepMKeHOro BUpobHuka. MNMogaHHsA
OHOBJIEHOIO cepTudpikaTa BiAnoBigHOCTI €Bponeichbkili
thapmakonei Ne RO-CEP 2014-009 - Rev 02
(3atBepmxeHo: RO-CEP 2014-009 - Rev 01). Ak
Hacnigok 3miHa y agpeci BUPO6HWUYOT AifibHULI. 3MiHN |
Tuny - 3MiHn 3 akocTi. CepTuddikaTt BignosigHocTI/lE-
cepTudikaT BigNoBigHOCTI EBpoNenchkiii
hapmakonei/moHorpadii. NMoaaHHsa HoBoro abo
OHOBJ/IEHOrO cepTudikara BignosigHOCTIi a6o
BW/TyYEHHS cepTudpikaTa BignoBiAHOCTI EBpONeEChKii
thapmakonei: gns A®l; ans BUXigHOro
marepiany/peareHTy/npomMiKHOro NPOAYKTY, Lo
BMKOPVCTOBYIOTbCS Y BUPObHUUTBI ADI; ans
[LOMOMDKHOT peyoBMHU (cepTudikaT BiANOBILHOCTI
€sponelicbkin hapmakoner) - OHoBreHniA cepTudikat
Bif] y)Xe 3aTBepMKEHOro BUpo6Huka. MNMogaHHsA
OHOBJIEHOIO cepTudpikaTa BiAnoBigHOCTI EBponeichbkili
hapmakonei Ne R1-CEP 2014-009 - Rev 00.
352. | HATPIO Kancynu Teepai no AT YkpaiHa AT "KMIBCbKUIA YkpaiHa BHECEHHS 3MiH A0 peecTpaLiiiHux matepiasis: 3MiHu | 3a UA/2091/01/01
ANKNO®EHA | 25 wmr; no 10 kancyn "KUIBCbK BITAMIHHW TMny - 3MiHK 3 AkocTi. CepTudikat BignosigHocTi/lE- peyenmom
K-KB y 6nicTepi; no 3 W 3ABO" cepTudikaT BignoBigHOCTI EBponeichkiii
6nictepy B navui BITAMIHH thapmakonei/moHorpadii. NogaHHs HOBOro abo
nn OHOB/IEHOTO cepTudikaTa BifgnoBigHOCTI a6o
3ABO" BW/TyYEHHS cepTudpikaTa BignoBiAHOCTI EBponeiichKii

thapmakonei: gna A®l; ans BuxigHOro
mMaTtepiany/peareHTy/MpoMbKHOIo NPOAYKTY, O
BMKOPWCTOBYIOTbCS Y BUPOOHUUTBI ADl; ans
[LOMOMDKHOT peYoBMHM (CepTudikaT BiANOBIAHOCTI
€Bponeiicbkiin hapmakoner) - OHOBMEHWIA cepTUdikat
Bifl y)Ke 3aTBep)KEHOro BUPOBHMKA, NOAAHHS
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n/n

Ha3ssa
JliKapcbK0O20
3acoby

Popma surnycky
(nikapcbka ¢hopma,
YNaKkoBsKa)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs

Howmep

peecmpayiliHo2o

nocsioYeHHs1

OHOB/IEHOTO cepTudikaTa BiANoBigHOCTI EBponeiichKil
thapmakonei Ne RO-CEP 2014-009 - Rev 02
(3aTBEepmxeHo: RO-CEP 2014-009 - Rev 01) ans Adl
HaTpilo avknodeHaky Bif 3aTBEPLKEHOTO BUPOOHMKA
Henan Dongtai Pharm Co., Ltd., Kutaii. 3mitu | Tvny -
3MiHu 3 sKocTi. CepTudikaT BignosigHoCTI/lE-
cepTudikaT BignoBigHOCTI EBponeiichkiii
thapmakonei/moHorpadii. NogaHHs HoBOro abo
OHOBJIEHOTO cepTudikaTa BifnoBigHOCTI a0
BU/yYEeHHs cepTudikaTa BignoBigHOCTI €Bponeinchbkii
thapmakonei: ana Adl; gns BuxigHoro
mMaTtepiany/peareHTy/nMpoMbKHOIo NPOAYKTY, WO
BMKOPUCTOBYIOTbCA Y BUPOOHULTBI ADl; ans
[L0MNOMIXHOT peyoBrHY (cepTuddikaT BignoBigHOCTI
€Bponelicbkiin hapmakonei) - OHOBeHWIA cepTudikat
Bifl y)Xe 3aTBEep)KEHOro BUPOBHNMKa, NOAAHHS
OHOBJIEHOrO cepTudikaTa BifnoBigHOCTI €BpoNechbkili
chapmakonei Ne R1-CEP 2014-009 - Rev 00 ans Adl
HaTpilo avknodeHaky Bif 3aTBEPLKEHOTO BUPOOHMKA
Henan Dongtai Pharm Co., Ltd., Kutaii.

353.

HATPIIO
Xnopup,

PO34UH O151 iH'EKLLNA,
9 mr/mn no 5 mn abo
10 mn B amnyni; no
10 amnyn B Kopo6L;
no 5 mn a6o 10 mn B
amnyni; no 5 amnyn
y 6nicTepi; no 2
6nictepy y nauui

MNAT
"Tanmudgpa
pm

YKpaiHa

MNAT "Tanuucapm”

YKpaiHa

BHECEHHS 3MiH [10 peecTpaviiiHix maTepianis:
YTOUHEHHsipeecTpaLliliHoro Homepa B Hakasi MO3
YkpaiHu Ne 1828 Big 31.10.2024 B npoueci
BHECEHHSA 3MiH (3MiHu | Tuny - 3MiHK 3 AKOCTI.
[oTOBMIA Nikapcbknii 3aci6. KOHTPOb AOMOMDKHUX
peyoBUH. 3MiHa NapameTpiB cneuundikauiii Ta/abo
LOMYCTUMMUX MEX A/19 ONOMDKHOT peqyoBMHN (iHLLUi
3MiHM) CynyTHS 3MiHa - 3MiHN 3 SkoCTi. FoToBWUI
nikapcbkuii 3aci6. KOHTPOb AOMOMIXHMX PEYOBUH.
3MiHa y MeTofax BUNpo6yBaHHSA 4OMOMDKHOT
peyoBUHM (iHLI 3MiHM Y MeToAax BUNPoGYyBaHHSA
(BrTovatoumn 3amiHy abo gopasaHHs)) MpuBeaeHHs
cneumaikalii Ta MeToAiB KOHTPOSIO [ONOMIKHOT
peyoBuHN Boga ans in'exuii o Bumor moHorpadii EP,
a came: NpuBeAeHHS KpUTepIiB NPUIAHATHOCTI 3a M.
«Onuc» fo moHorpadii EP; Buny4yeHo nokasHuk
«HiTpaTtn»; 4O0AaHO NOCKNaHHA Ha Lie OAWH MeToq,
KOHTPO/I0 3a NOKa3HNKOM «BbakTepiasibHi
eHA0TOKCUHM» (EP 2.6.32); 3a nokasHukom «MuToma
€M1EeKTPONPOBIAHICTE» Ta NMOKa3HNKOM
«MiKpO6IONIOrYHN MOHITOPUHI», 3MIHEHO MOCWU/IaHHS
Ha MeToam KOHTposto (MoHorpadis EP «Water for
injections in bulk (0169)»)). Pepakuis B Hakasi -
UA/4131/02/01. BipHa pegakuisa - UA/4131/01/01.

3a
peyenmom

UA/4131/01/01

354.

HAYCUNym

Tabnetku no 10 mr,
no 10 TabneTtok y
6nicTepi, no 1 a6o 3
6nictepu B
KapTOHHIW nayui

AHaHTa
Megikeap
nra.

Benwvka
BputaHis

dnamiHro

PapmacbioTrKanc

nro.

IHais

BHECEHHS 3MiH [10 peecTpaviliHix maTepianis:
BMNPAaB/IEHO TEXHIYHY MOMUSIKY, sika 6yna gonyuieHa B
TEKCTi MapKyBaHHS yNaKkoBKM NiKapCbKoro 3acoby mig,
yac NpoBeAeHHs NnpoLeaypy BHECEHHS 3MiH,
3aTBEpAKEHMX Hakazom MO3 Nel216 Big 12.07.2024

6e3
peuyenma

UA/1680/01/01
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Ne Hassa Popma surnycky 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbKo20o | (nikapcbka hopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby YNaKkoBsKa) nocsioYeHHs1
pOKy, a caMme BHeCeHO iHthopmalLito, 3aTBepAKeHy
Hakazom MO3 Ne 2417 Big 23.10.2023 poky, n. 2.
"KinbKiCTb Ail040i peYOBUHU" TEKCTY MapKyBaHHS
NepBUHHOT Ta BTOPMHHOI YNakKoBOK JlikapCbKOro 3acoby
LLOA0 3a3HaYEeHHS OAUHNL BUMIPIOBAHHSA Y CUCTEMI
SI.
355. | HEBINIET® Tabnetkn no 5 wmr, MeHapiHi IMokcembypr Brpo6HuK, HimeuunHa BHECEHHS 3MiH 0 peecTpaLiinHux matepiasnis: 3MiHu | 3a UA/9136/01/01
no 7 TabneTtok y IHTepHeLw BiANOBIgaIbHUIA Tuny - 3MiHn 3 akocTi. CepTuddikaTt BignosigHocTI/lIE- peyenmom
6nictepi; no 1 oHan 3a BUPOGHULITBO cepTudikaT BignoBigHOCTI EBponeichkiii
6nictepy B Onepeiiw «in bulk» Ta thapmakonei/moHorpadii. NogaHHs HoBOro abo
KapTOHHI kopo6Lyj; OHC KOHTPO/b Ccepiii: OHOBJ/IEHOrO cepTudikaTa BignoBsigHOCTi abo
no 14 tTabneTtok y Mokcemby BEPJIIH-XEMI AT, BU/TyYEHHS cepTudpikaTa BignoBiAHOCTI EBponeiichkii
6nicTepi; no 1 abo pr C.A. HimeuuunHa; thapmakonei: gna Ad®l; gns suxigHoro
no 2 6nictepu B Brpo6HWK, mMarepiany/peareHTy/npomMiKHOro NPOAYKTY, Lo
KapTOHHI Kopo6Lyj; BiANOBIga/IbHUIA BMKOPUCTOBYHOTbCS Y BUPOOHMLTBI API; Ans
no 10 TabneTok y 3a BUPOGHMLTBO [0NOMDKHOT peyoBrHY (cepTudikaT BignoBigHOCTI
6nicTepi; no 9 "in bulk" (Tinbkn €Bponelicbki hapmakonei) - HoBuii cepTudikar Big,
6nictepiB y rpaHynsuis), BXe 3aTBepKeHOro BUpobHMKa
KapTOHHI Kopobui nepBuHHE Ta MoaaHHsA HoBOro cepTuddikaTa BigNOBIAHOCTI
BTOPWHHE €Bponeiicbkili hapmakonei Ne RO-CEP 2022-095 -
nakyBaHHs, Rev 00 (3atBepmkeHo: ASMF) ana A®l HebiBonony
KOHTPO/b cepii Ta rigpoxnopugy Bif 3atBepgkeHoro BupobHuka CADILA
BUWMYCK Cepii: PHARMACEUTICALS LIMITED, IHgjs.
BEPNIH-XEMI AT,
HimeuunHa
356. | HEBIIET®MNJ/1 | Tabnetku, BKpUTI MeHapiHi Trokcembypr Brpo6HMuTBO "in HimeuyunHa BHECEHHS 3MiH A0 peecTpaLiiiHux matepiasis: 3MiHu | 3a UA/15245/01/01
HOC 5/12,5 N/1iBKOBOIO IHTepHeLw bulk", kKOHTpoOsb TMny - 3MiHK 3 AkocTi. CepTudikat BignosigHocTI/IE- peyenmom
06010HKo0; No 14 oHau1 cepii: BEP/TIH- cepTudikaT BignoBigHOCTI EBponeichkiii
Tabnetok y 6nictepi; | Onepeiiww XEMI AT, thapmakonei/moHorpadii. NogaHHs HoBOro abo
no 1 abo 2 6nictepu OHC HimeuunHa; OHOB/IEHOTO cepTudikaTa BifgnoBigHOCTI a6o
Y KapTOHHIli kKopobui Iokcemby Bupo6bHMLTBO "in BUTYYEHHS cepTudikaTa BignoBigHOCTI €EBPONEChKii
pr C.A. bulk”, nakyBaHHs, thapmakonei: gna A®l; ans BuxigHoro
KOHTPO/b Ta mMaTtepiany/peareHTy/NpoMbKHOro NPOAYKTY, WO
BUWMYCK Cepii: BMKOPVCTOBYIOTbCS Y BUPOOHUUTBI ADI; ans
MeHapiHi-®oH [LOMOMDKHOT peyoBMHM (CepTudikaT BiANOBIAHOCTI
XeligeH TM6X, €Bponelicbkiit hapmakonei) - HoBuii cepTudikar Big,
HimeuunHa; BX€ 3aTBEPXEHOro BUpPobHUKa - MNogaHHs HOBOTO
KiHuese cepTudpikaTa BignoBiaHOCTI EBpONEiChKil
naxkyBaHHs, thapmakonei Ne RO-CEP 2022-095 - Rev 00
KOHTPO/b Ta (3aTBepmkeHo: ASMF) gnsa A®l Hebisonony
BUNYCK cepil: rigpoxnopuay Bif 3aTBepakeHoro BupobHuka CADILA
BEPNIH-XEMI AT, PHARMACEUTICALS LIMITED, IHgjs.
HimeuunHa
357. | HEBIMAK - 5 Tabnetku no 5 wmr; Makneopc IHais Makneopc IHais BHECEHHS 3MiH 0 peecTpaLiiiHux matepianis: 3MiHu | 3a UA/19267/01/02
no 10 TabneTok y Papmach dapmacbloTUKanc TNy - 3MiHK 3 SIKOCTi. FOTOBWUIA Nnikapcbkuii 3aci6. peyenmom
6nictepi; no 1 a6o 3 loTKasic Nimiteq 3MiHM Yy BUpOo6HMUTBI. 3MiHa po3mipy cepii
6nictepu y Nimitepn (BK/KOHAOUM Ajiana3oH po3Mipy cepil) roToBoro

KapTOHHi KOpO6L

niKapcbKoro 3acoby (36inbLieHHs Ao 10 pasis
NOPIBHSAHO i3 3aTBEPAKEHMM PO3MIPOM) BBEAEHHS
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n/n

Ha3ssa
JliKapcbK0O20
3acoby

Popma surnycky
(nikapcbka ¢hopma,
YNaKkoBsKa)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs

Homep
peecmpayiliHo2o
nocsio4yeHHs

[,04aTKOBOro po3Mmipy cepii slikapcbkoro 3acoby— 1 000
000 TabneTok A0 BXe iCHyto4oro po3mipy cepii 110
000 Tabnetok

358.

HEBYTAMO/
®

PO34MH AN
iHranaujn, 1 mr/mn
no 2 mn a6o 2,5 mn
B KOHTeliHepax
0fiHoA030BMX; no 10
KOHTEliHepiB y
nakeTi 3 nonimepHoT
nnisku; no 1 a6o no
4 nakeTu y navui 3
KapToHyY

TOB
"HOpisi-
Papm”

YkpaiHa

TOB "lOpis-®apm”

YkpaiHa

BHECEHHS 3MiH 0 peecTpaLiinHux matepiasnis: 3MiHu |
TMny - 3MiHK WoAo 6e3nekn/edpeKTNBHOCTI Ta
thapmakoHarnsgy. 3MiHa y KOPOTKill XxapakTepucTuLi
NikapcbKoro 3acoby, TEKCTI MapKyBaHHSA Ta iHCTPYKLT
AN MeAMYHOro 3acTOCyBaHHA Ha NiACTaBi perynsipHo
OHOBJ/IIOBAHOrO 3BITY 3 6e3neKkun NikapcbKoro 3acoby,
ab0 JocnigxeHb 3 6e3Mnekn 3aCTOCyBaHHS iKkapCbKoro
3acoby B nmicnspeecTpaviiiHvii nepiod, abo sk
pe3ynbTaT OLiHKW 3BiTY 3 AOCNIMKEHb, NPOBEAEHNX
BiANOBIAHO [0 NnaHy negiatpuuHnx gocnimxkers (PIP)
(3MiHY Y3rof>X€HO 3 KOMNETEHTHUM YNOBHOBaXKEHVM
opraHom) -3MiHV BHeCeHi A0 IHCTPYKLi Ans
MEeAMYHOro 3acTOCyBaHHSA NiKapcbKoro 3acoby y
po3gin "Oco6nmnBOCTi 3aCTOCYBaHHA" Ta A0 KOPOTKOI
XapaKTepuCTUKM NiKapCbKoro 3acoby y po3ain
"Oco6nMBi 3acTepexeHHs Ta 3anobikHi 3axoan npu
3acToCyBaHHI" BiAMOBIAHO A0 OHOBMEHOI iHchopmaLi 3
6e3nekun 4ityoi pevyoBuHU. BBeeHHs 3MiH NPOTSArom
6-TV MicALIB MiC/A 3aTBEPMKEHHSA. 3MiHu | TNy -
3MmiHu Wwoao 6e3nekn/edheKTUBHOCTI Ta
hapmakoHarnsgy. 3MiHu y KOpoTKili xapakTepucTui
NikapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta iHCTPYKLT
AN MeAnYHOro 3acToCyBaHHsA
reHepuYHUX/ribpuaHNX/6ionoAibHMX NiKapCbKUX
3ac06iB nicNsi BHECEHHS TiEl caMoi 3MiHW Ha
pedhepeHTHWIT MpenapaT (3MiHa He NoTpebye HaAaHHA
XOLHWUX HOBUX A0AATKOBUX AaHWX) - 3MiHW BHECEHI A0
IHCTPYKLUIi 415 MEAUYHOr0 3aCTOCYBaHHS /ikapCbKoro
3acoby y po3ain "MNobivHi peakuii” Ta y BignoBigHUiA
pO3£in KOPOTKOI XapakTepuUCTUKN 3rigHO 3
iHchopMmaLieto WoA0 MeguyHOro 3acTocyBaHHs
pedhepeHTHOro nikapcbkoro 3acoby (BeHToniH
Hebynu, po3unH ans iHransyiii). BeefeHHst 3MiH
NpoTArom 6-T1 MiCALIB MiCAA 3aTBEPMAKEHHS.

3a
peyermom

He
nionsieae

UA/12488/01/01

359.

HEWPOKCOH
®

PO34UH A1 iH'EKLLN,
1000 mr/4 mn; no 4
M B amnysi; no 5
amnyn B 6aictepi; no
2 6nicTepu B nayui

NAT
"Tanuudpa
pm

Ykpaina

NAT "Tanuudapm”

YKpaiHa

BHECEHHS 3MiH A0 peecTpaLiiiHux matepiasis: 3MiHu |
TUMy - 3MiHM 3 AKOCTi. FOTOBWIA Nikapcbkunii 3aci6.
KOHTpO/1b AONOMIKHMX pEYOBMH. 3MiHa napaMeTpis
cneumdikauii Ta/abo AONYyCTUMMX MEX AN15
[LOMOMDKHOT peYOBMHU (iHLLI 3MiHK) - CynyTHSA 3MiHa -
3MiHM 3 KOCTi. [0TOBWIA Nikapcbknii 3aci6. KoHTponb
[OO0NOMDKHUX peyoBMH. 3MiHa y MeTodax
BMNPOGYBaHHS AOMNOMIKHOI peqoBUHM (iHLWWi 3MiHK Y
MeToAax BUNPOo6yBaHHSA (BK1HoYatoumn 3amiHy abo
[ofaBaHHs)) - NMpuBefeHHA crneundikaLii Ta MeToais
KOHTPO/t0 JONOMIXKHOI peyoBuHM Boaa ans iH'ekuiin oo
BMMOr MoHorpadii EP a came: npuBefeHHs Kputepiis

3a
peyenmom

UA/12114/01/02
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n/n

Ha3ssa
JliKapcbK0O20
3acoby

Popma surnycky
(nikapcbka ¢hopma,
YNaKkoBsKa)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs

Homep
peecmpayiliHo2o
nocsio4yeHHs

NPUIAHATHOCTI 3a N. «Onuc» Ao MoHorpadii EP;
BW/TYYEHO NOKa3HUK «HiTpatu»; foAaHo NnocuiaHHA Ha
LLie OAMH MeTOA KOHTPOIIO 3@ NMOKa3HNUKOM
«BakTepianbHi eHgoTokcMHN» (EP 2.6.32); 3a
NOKa3HUKOM «[TMTOMa eNeKTPONpPOBIAHICTE» Ta
NOKa3HUKOM «MiKpOGIONOriYHNI MOHITOPUHI, 3MIHEHO
nocunaHHsA Ha MeToAn KOHTponto (MoHorpadis EP
«Water for injections in bulk (0169)»).

360.

HEMPOKCOH
®

PO34UH O151 iH'EKLLNA,
500 mr/4 mn, no 4
M B amnysii; no 5
amnyn B 6nictepi; no
2 6nicTepu B naui

MAT
"Tannudga
pm”,
YkpaiHa

YKpaiHa

MAT "Tanuucapm”

YKpaiHa

BHECEHHS 3MiH 0 peecTpaLiiiHux matepiasnis: 3MiHu |
UMy - 3MiHM 3 AKOCTi. FOTOBWIA Nikapcbkuii 3aci6.
KOHTpO/1b AONOMIDKHMX peYOBMH. 3MiHa NapaMeTpis
cneumgikauii Ta/abo AoNyCTUMUX MEX A5
[0NOMDKHOT peyoByHY (iHLWi 3MiHK) - CynyTHS 3MiHa -
3MiHM 3 SKOCTi. F0TOBMIA Nikapcbkuii 3aci6. KoHTposb
[ONOMIKXHUX PeyOBWH. 3MiHa y MeTogax
BMNPOGYBaHHSA AOMOMDKHOI PEYOBUHM (iHLWi 3MiHW Y
MeToAax BUNPoGyBaHHS (BK/HoHYatoum 3aMiHy abo
nofaBaHHs)) - MpuBeaeHHs cneundikaLii Ta meToais
KOHTPO/O AOMOMIKHOI peyoBuHn Boga ans iH'ekuin oo
BMMOr MoHorpadpii EP a came: npuBefeHHst Kputepiis
NPUIAHATHOCTI 3a N. «Onuc» ao MoHorpadii EP;
BWyYEHO NOKa3HUK «HiTpaTn»; gogaHo nocuiaHHs Ha
LLie OAMH METOZ, KOHTPOJIIO 3a NMOKa3HUKOM
«BbakTepianbHi eHpoTokcMHN» (EP 2.6.32); 3a
NoKasHMKOM «lTomMa eneKkTponpoBigHICTE» Ta
nokasHNKoM «MiKpo6ionoriYHNA MOHITOPUHI», 3MIHEHO
NOCU/aHHA Ha MeTOAM KOHTPOJI0 (MoHorpadis EP
«Water for injections in bulk (0169)»).

3a
peyenmom

UA/12114/01/01

361.

HEO®EH
BENYMNO
nnoc

renb, 50 mr/rno 15 r
a6o 50, a6o 100 r
y Ty6i; no 1 Ty6i B
KapTOHHIi navui

Benyno,
nikn Ta
KOoCMeTuKa

. 0.4

Xopsaris

Benyno, nikn Ta
KocMeTuka, 4.4,

Xopsaris

BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis: 3MiHu |
TUMy - 3MiHM 3 AKOCTi. FOTOBWIA Nikapcbkunii 3aci6.
Onuc Ta cknag. 3miHa y cknagi (40noMiKHUX
peyoBUHax) roTOBOrO /iKapCcbKoro 3acoby (iHLwi
[ONOMDKHI peYOBUHN) - 3amiHa OfHIET ONOMDKHOI
PEUYOBMHM Ha iHLWY 3 TUMW camMUMK (DYHKLLiOHANIbHUMM
XapakTepucTnkamu Ta Ha TOMy caMoMy piBHi. 3MiHa Yy
cknagi 4OMNOMDKHUX PEYOBUH rOTOBOrO NiKapCbKoro
3acoby, a came 3MiHa TBepA0i hOPMU PevOBUHU
avizonponaHoniaMiHy Ha piaky gopmy peyoBuHU —
anizonponaHonamiHy 85 % po3ynH. 3MiHU BHECEHO Y
po3ain "Cknag" (4OMOMKHI pe4yoBUHM) B IHCTPYKLHO
O/ MeJYHOro 3aCTOCyBaHHSA Ta SIK Hac/nifoK - y
TEKCT MapKyBaHHs yNaKkoBKW NiKapCbKOro 3acooy.
3MiHn | TURY - 3MiHK 3 AKOCTi. FOTOBWIA NikapCbKuii
3aci6. KoHTposib 4OMOMDKHUX peYOBUH. 3MiHa Y
MeToAax BUNPOOYyBaHHA AOMNOMDKHOI peHOBUHM (iHLLUI
3MiHM Y MeTogax BUNpobyBaHHA (BKIOYaoun 3aMiHy
abo gofaBaHHs)). BBegeHHs HOBOro MeToay rasoBoi
xpomatorpadii A1 BU3HAYEHHS KOHTaMiHaL,i
TpuisonponaHonamiHy y A0NOMiKHI pe4YoBUHI

6e3
peyenma

nionsiecae

UA/14739/01/01
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Ne Hassa Popma surnycky 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbKo20o | (nikapcbka hopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby YNaKkoBsKa) nocsioYeHHs1
[AvionponaHonamini (85 % po3unH) 3amicTb
anpo60BaHOro paHile MeTofy TUTPYBaHHS
362. | HIKOPE/Ib® Tabnetku no 10 mr; [ekcenb I3painb BUNPOBYBaHHSA I3painb BHECEHHS 3MiH 0 peecTpaLiiiHux matepianis: 3MiHu | 3a UA/17691/01/01
no 10 TabneTok y Papma KOHTPO/IO AKOCTI TMny - AAMIHICTPaTMBHI 3MiHW. 3MiHa HaliMeHyBaHHSA peyenmom
6nicTepi; no 3 abo 6 TexHonog, (mikpobionoriuHwmi Ta/abo agpecy 3asiBHVKa (BlacHMKa peecTpaviliHoro
6nictepis B xu3 Nta. KOHTPO/b): NnocBiJYEeHHs) 3MiHa agpecu 3asaBHUKA
KapTOHHIW nauui TOB IHCTUTYT
Xap4oBoi
Mikpo6ionorii Ta
CMNOXUBYMX
ToBapiB, I3pains;
BMPOGHMLITBO,
nakyBaHHs,
BUNPOBYBaHHSA
KOHTPOJIO SIKOCTI
(chiznKo-xiMiuHWiA
KOHTPO/Ib) Ta
BUWMYCK Cepii:
Jexcenb T4,
13painb
363. | HIKOPE/Ib® Tabnetku no 20 wr; [ekcenb I3painb BMNPOBYBaHHSA I3painb BHECEHHS 3MiH 40 peecTpaLiiiHux matepiasnis: 3MiHu | 3a UA/17691/01/02
no 10 Tabnetok y dapma KOHTPOJI0 AKOCTI TUNy - AAMIHICTPaTVBHI 3MiHW. 3MiHa HaliMEeHyBaHHS peyenmom
6nictepi; no 3 abo 6 TexHonop (mikpoGionorivyHwmi Ta/abo agpecy 3asiBHMKa (BlacHMKa peecTpaviliHoro
6nicTepis B xus Ntg. KOHTPO/b): noceigyeHHs) 3miHa agpecu 3asBHUKa
KapTOHHIi navw,i TOB IHcTUTYT
Xap4oBoi
Mikpo6ionorii Ta
CMOXMBYUX
ToBapiB, I3painb;
BMPOGHMLITBO,
nakyBaHHs1,
BMNPOBYBaHHSA
KOHTPO/TIO AKOCTI
(chizmKo-xiMiuHWiA
KOHTPO/Ib) Ta
BUNYCK Cepil:
[Jekcenb NTA,,
13painb
364. | HIKOPETTE® | rymka xyBa/ibHa MakHin Lsewis MakHin Ab Lsewis BHECEHHS 3MiH [0 peecTpaLiiiHnx maTepianis: 3MiHu | 6e3 UA/8921/01/01
31 CMAKOM nikyBasibHa no 2 mr; AB TMny - 3MiHK Woao0 6e3nekn/edpekTUBHOCTI Ta peuyenma
CBDKUX no 15 rymok thapmakoHarnsgy. BeegeHHs abo 3miHv o
DPYKTIB XyBa/IbHUX Y

6nictepi; no 2
6nictepu B
KapTOHHIiA ynakoBL,i

y3arasibHeHVX AaHnx Npo cuctemy papmakoHarnsgy
(BBEAEHHSA y3araslbHEHNX [AaHUX NPo cucTemy
chapmakoHarnsgy, 3miHa ynoBHOBaXXeHOi ocobu,
BiNOBifa/IbHOT 3a 34iICHEHHSA hapMmakoHarnsgy;
KOHTaKTHOI 0cO6U 3 thapMakoHar/isay 3asBHUKa Ans
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n/n

Ha3ssa
JliKapcbK0O20
3acoby

Popma surnycky
(nikapcbka ¢hopma,
YNaKkoBsKa)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs

Homep
peecmpayiliHo2o
nocsio4yeHHs

3ailicHeHHA hapMakoHarnsgy B YKpaiHi, SKLL0 BoHa
BiAMiHHA Bif YNOBHOBaXeHOI 0CO6M, BiANOBIAA/IbHOI
3a 3[jiicHeHHs1 hapMakoHarnaay (Bkiyarum
KOHTaKTHI AaHi) Ta/abo 3MiHN Y pO3MilLeHHi macTep-
thaiina cuctemun chapmakoHarnsgy) 3mMiHa KOHTaKTHOT
ocobu 3asiBHMKa, BiANOBIAa/IbHOT 3a (hapmakoHarnsg, B
YKpaiHi.

[itoua pepakuis: HaropHa KatepuHa IBaHiBHa /
Nahorna Kateryna lvanivna. lMponoHoBaHa pefakuis:
YarapHa Hatanis CepriiBHa / Chagarna Natalia
Serhiivna. 3MiHa KOHTAKTHUX AaHMX KOHTAKTHOT 0CO6U
3asBHMKa, BiNOBIAA/IbHOT 3a hapmakoHarnsz B
YKpaiHi.

365.

HIKOPETTE®
31 CMAKOM
CBDKUX
DPYKTIB

ryMKa xyBasibHa
nikyBasibHa no 4 wmr;
no 15 rymok
XYBaSTbHUX Y
6nictepi; no 2
6nictepy B
KapTOHHIA ynakoBsL,i

MakHin

LLiBeuis

MakHin Ab

LLiBeuis

BHECEHHS 3MiH A0 peecTpaLiiiHux matepiasis: 3MiHu |
TMny - 3MiHK Woao 6e3nekn/edekTMBHOCTI Ta
thapmakoHarnagy. BeegeHHs abo 3amiHn o
y3arasibHeHUX JaHnx Npo cucTemy dpapmakoHarnsgy
(BBEAEHHS y3aralbHEHNX AaHUX NPo cucTemy
thapmakoHarnagy, 3mMiHa ynoBHOBaXXEHOI 0cobw,
BiANOBIAa/IbHOI 3a 34iiCHEHHSA hapmakoHarnsay;
KOHTaKTHOI 0co6U 3 thapmakoHarnsay 3asBHuka ans
3[iicHEHHs hapmakoHarnsgy B YkpaiHi, KO BOHA
BiAMiHHA Bif YNOBHOBaXeHOI 0cO6U, BiANOBIAa/IbHOI
3a 3[jiicHeHHs1 hapMakoHariaay (Bkiyarum
KOHTaKTHI AaHi) Ta/abo 3MiHN y pO3MilLeHHi macTep-
thaiina cuctemum chapmakoHarnsgy) 3mMiHa KOHTaKTHOT
ocobu 3asBHMKa, BIANOBIAa/IbHOT 3a (hapmakoHarnsg, B
YKpaiHi.

[itoua pepakuis: HaropHa KatepuHa IBaHiBHa /
Nahorna Kateryna Ivanivna. MponoHoBaHa pefakLis:
YarapHa Hatanis CepriisHa / Chagarna Natalia
Serhiivna. 3MiHa KOHTaAKTHUX AaHMX KOHTAKTHOT 0CO6U
3asBHMKa, BiANOBIAA/IbHOT 3a hapmakoHarnsz B
YKpaiHi.

6e3
peuyenma

UA/8921/01/02

366.

HINOTUHIB

kancynu TBepai, no
200 mr, no 7 kancyn
y 6nictepi, no 8
6nicTepiB y
KapTOHHIlA KopooLi

Mini
Xerickepe
Nimiten

Benuka
BpuTaHis

Wnnna Mepgikea
NimiTen (NoBHWIA
LMK
BMPOGHULITBA;
KOHTPO/b AKOCTI
3a NOKa3HUKOM
"CTOPOHHI
OOMILLKN";
KOHTPO/b AKOCTI i
BMNPOOYBaHHSA
cTabinbHOCTI
(chiziuHi i XimiuHi
TecTn))

IHAjia

BHECEHHS 3MiH IO peecTpaLjiiiHuX MmaTepianis: 3MiHu |
My - 3MiHK Woao 6e3nekn/edekTUBHOCTI Ta
thapmakoHarniagy. BeegeHHs abo 3miHn go
y3arasibHeHUX JaHnx Npo cucTemy dpapmakoHarnsgy
(BBEAEHHS y3araslbHEHMX AaHUX NPo cucTemy
thapmakoHarnsgy, 3mMiHa ynoBHOBaXXEHOI 0cobw,
BiANOBIAa/IbHOI 3a 34iiCHEHHSA hapMmakoHarnsay;
KOHTaKTHOI 0co6U 3 thapMakoHarnsay 3asBHUKa ans
3fjiicHeHHs hapMakoHarnsgy B YkpaiHi, KO0 BOHA
BiAMiHHA Bif YNOBHOBaXeHOI 0cO6U, BiANOBIAA/IbHOI
3a 3fjiicHeHHs1 hapMakoHarnaay (Bkiyarum
KOHTaKTHI AaHi) Ta/abo 3MiHN Y pO3MilLeHHi macTep-
thaiina cuctemun hapmakoHarnsagy). 3miHa KOHTaKTHUX
[aHnX YNoBHOBaXXEHOT 0CO6Y 3asiBHNIKA,
BiANOBiAaIbHOI 3a thapmakoHarnsg. 3miHa

3a
peyenmom

UA/20376/01/02
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Ne Hassa Popma surnycky 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbKo20o | (nikapcbka hopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby YNaKkoBsKa) nocsioYeHHs1
MicLe3HaxX0MKeHHs MacTep-chaiina cuctemm
thapmakoHarnagy. 3MiHa Micus 34iiiCHEHHS OCHOBHOT
AiSNIbHOCTI 3 chapmakoHarnagy.
367. | HITPOMIHT® | cnipeii 3AT YroplmHa 3AT YropumHa BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiasis: 3MiHu | 3a He UA/7912/01/01
cy6niHrsanbHuii, 0,4 | ®apmaues dapmanleBTUUHNI TUMy - 3MiHM 3 AKOCTi. [OTOBWIA Nikapcbkuii 3acib. peyenmom | nionsizae
mr/go3y no 10 r (180 TUYHWIA 3aBopg, ErIC CurcTeMa KoHTelHep/3akynoptoBasibHUIA 3aci6. 3miHa y
[03) po34nHy B 3aB0O[, NepBVHHIl yNakoBLj roTOBOro NiKapcbkoro 3acoby (Tvn
anoMiHiEBOMY EFIC KOHTeliHepa abo fofaBaHHA HOBOrO KOHTelHepa) -
6as10Hi 3 403yH0UNM BunnyyeHHs nepBUHHOI YNakoBKy, L0 He NpU3BOAUTb
NPUCTPOEM, 3 [,0 MOBHOIO BW/TyYEHHS NIKApCbKOro 3acoby 3 NeBHO
PO3MUJIOHYO0 cunoto gii abo y neBHili nikapcbkiit hopmi —
rosioBKoOto Ta BUAANIEHHA 3 3aTBEPAKEHUX MaTepianis
3axX1CHUM peecTpavuiiHoro A0CbE BUKOPUCTAHHSA NPO30pUX
KOBMa4koM, y 6asoHIB 3 LuKnoonediH conosiMepy B SKOCTI
KapTOHHIlA KOpooLi NepBMHHOT YNakKoBKM NiKapCbKOro 3aco6y, OCKifbKM
BMPOGHUK He BMPObse 3 6epesHs 2019 i He nnaHye
BMPOGNSATY NiKapCbkuii 3acié B 4aHOMy nakyBaHHi; npu
LibOMY 3a/IULLIAETLCA 3aTBEPKEHNM NaKyBaHHA B
antoMiHieBOMYy 6a/10HI 3 JO3YHUMM NPUCTPOEM, 3
PO3MNWIIIOI0YOI0 TOIOBKOIO Ta 3aXUCHUM KOBMAYKOM.
3MiHV BHECEHO B po3/in "YnakoBka" B IHCTPYKLUitO A1
MEeAMYHOro 3acTOCyBaHHSA NiKapCcbKoro 3acoby y
3B'AI3KY 3 BUJIyYEHHAM OAHOTO 3 BUZiB NEPBUHHOI
ynakoBKU NiKapcbKoro 3acoby. BeeAeHHs 3MiH
NpPOTAroM 6-T1 MiCALIB MiC/A 3aTBEPKEHHS
368. | HI®YPOKCA3 | cycneHsist opasibHa, BAT YropwumHa KOHTPO/b SIKOCTI, Monba/ BHECEHHS 3MiH IO peecTpaLjiiiHuX MmaTepianis: 3MiHu | 3a UA/9060/02/01
na PIXTEP 220 mr/5 mn, no 90 "l'epeoH [03BiN Ha BUMNYCK PymyHis My - 3MiHK Woao 6e3nekn/edekTUBHOCTI Ta peyenmom
My chnakoHi; no 1 Pixtep" cepii: TOB thapmakoHarnsgy. BeegeHHs abo 3miHu Ao
dhnakoHy 3 TOXKOH0- "lepeoH Pixtep y3arasibHeHUX JaHnx Npo cucTemy dpapmakoHarnsgy
[l03aTOpOM B MonbLya", (BBEAEHHS y3araslbHEHMX AaHUX NPo cucTemy
KapTOHHI ynakosL,i MonbLa; hapmakoHarnsgy, 3MmiHa ynoBHOBaXeHOi 0cobu,
BVMPOGHMLTBO BiANOBIAa/IbHOI 3a 34iiCHEHHSA hapMmakoHarnsay;
Hepo3dhacoBaHoro KOHTaKTHOI 0co6U 3 thapMakoHarnsay 3asBHUKa ans
NPOAYKTY, 3fjiicHeHHs hapmakoHarnsgy B YkpaiHi, KO0 BOHA
nepBuHHA BiAMiHHA Bif YNOBHOBaXeHOI 0cO6U, BiANOBIAA/IbHOI
ynakoBka, 3a 34ilicHeHHs thapmakoHarnsgy (Bkaoyaoum
BTOPUHHA KOHTaKTHi aHi) Ta/abo 3MiHM y PO3MILLLEHHI MacTep-
ynakoBka, thaiina cuctemun hapmakoHarnsagy). 3miHa KOHTaKTHUX
KOHTPO/b SIKOCTI: [aHnX YNoBHOBaXXEHOT 0CO6Y 3asiBHNIKA,
l'epeoH PixTep BiANOBiAaIbHOI 3a thapmakoHarnsg,. 3miHa
PymyHia A.T., MicL,e3HaX0PKEHHS MacTep-chaiina cnuctemm
PymyHis thapmakoHarnagy. 3MiHa Micus 34iliCHEHHS1 OCHOBHOT
AisnNbHOCTI 3 hapmakoHarnsgy.
369. | HI®YPOKCAS | Tabnetku, BKpUTI BAT YropwumHa TOB "TepneoH MonbLia BHECEHHS 3MiH 0 peecTpaLiiiHux matepianis: 3MiHu | 3a UA/9060/01/01
na PIXTEP 060/10HKOI0, N0 100 "TefeoH PixTep MonbLia", TMny - 3MiHK Woao 6e3nekn/edekTUBHOCTI Ta peyenmom
MTr; M0 24 TabneTku PixTep" Monbwa thapmakoHarnisgy. BeegeHHs abo 3amiHn go

y 6nicTepi; no 1
6nictepy B
KapPTOHHI KOpooOLii

(KOHTPOJIb SIKOCTI,
[03BiN Ha BUMYCK
cepii;

y3ara/ibHeHUX JaHux Npo cucTemy hapmakoHarnsgy
(BBEAEHHS y3ara/lbHEHUX AaHMX NPO CUCTEMY
dhapmakoHarasgy, 3MiHa YNnoBHOBaXXEHOI 0cobu,
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Ne Hassa Popma surnycky 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbKo20o | (nikapcbka hopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby YNaKkoBsKa) nocsioYeHHs1
Bnpo6HMLTBO BiNOBifa/IbHOT 3a 34iICHEHHSA hapMakoHarnsgy;
Hepo3dacosaHoro KOHTaKTHOI 0CcO6M 3 thapMakoHarnsay 3asBHUKa Ans
NPOAYKTY, 3filicHeHHs hapmakoHarnagy B YKpaiHi, K0 BOHa
nepBuHHa BiAMiHHaA Bif YNOBHOBaXeHOI 0CO6M, BiANOBIAa/IbHOI
ynakoBka, 3a 3AjiicHeHHs hapMakoHaraay (BKIyatum
BTOPVHHA KOHTaKTHi flaHi) Ta/abo 3MiHW y PO3MiLLLeHHI macTep-
ynakoBka) thaiina cuctemu chapmakoHarnagy) 3MiHa KOHTaKTHUX
[aHnX YNoBHOBaXXEHOT 0CO6Y 3as1BHNIKA,
BiANOBIAA/IbHOT 32 hapmakoHarnsag. 3MmiHa
MicLe3HaxX0MKeHHs MacTep-chaiina cuctemm
thapmakoHarnagy. 3MiHa Micus 34iliCHEHHST OCHOBHOT
AiSNIbHOCTI 3 chapMakoHarnagy.
370. | HOBIHET TabneTkun, BKpUTI BAT YroplmHa BAT "lepeoH YropumHa BHECEHHS 3MiH 0 peecTpaLiinHux matepiasnis: 3MiHu | 3a UA/7314/01/01
obonoHkoto, 0,15 "lepeoH Pixtep" TMny - 3MiHK WoAo 6e3nekn/edpeKTNBHOCTI Ta peyenmom
mr/0,02 mr, no 21 PixTep" thapmakoHarnagy. BeegeHHs abo 3miHn fo
Tabnetui y énictepi, y3araslbHeHUX faHux Npo cuctemy chapmakoHarnsgy
no 1 a6o no 3 (BBEAEHHSA y3araslbHEHNX AaHUX NPo cucTemy
6nictepu B thapmakoHarnagy, 3mMiHa ynoBHOBaXXeHO! 0ocobw,
KapTOHHI/ ynakosL,i BiANOBIAaUIbHOI 3a 34iiCHEHHA hapmakoHarnsay;
KOHTaKTHOI 0co6U 3 thapMakoHarnsay 3asBHUKa gns
3pjiicHEHHs chapMakoHarnsay B YkpaiHi, K0 BOHA
BiAMiHHA Bif YNOBHOBaXeHOI 0CO6M, BiANOBIAA/IbHOI
3a 3AjiicHeHHs hapMakoHaraay (Bkiyatoum
KOHTaKTHi flaHi) Ta/abo 3MiHM y PO3MILLLeHHI macTep-
tpaiina cuctemu chapmakoHarnsgy) - 3miHa
KOHTaKTHUX JaHWX YNOBHOBaXEHOT 0COOM 3asBHMKa,
BiANOBIAA/ILHOT 32 hapmakoHarnsag. 3MiHa
MicLe3HaxXoKeHHS MacTep-haina cuctemm
thapmakoHarnagy. 3MiHa Micus 34iliCHEHHST OCHOBHOT
AiSIbHOCTI 3 chapMakoHarniagy.
371. | HOBOCEBEH | nopoLuok A/T HoBo [NaHis BignosiganbHuia [Danis/ BHECEHHS 3MiH [0 peecTpavljiiiHuX maTepiasis: 3MiHu | 3a UA/5178/01/05
® niocpinizoBaHuin ons Hopgaick 3a BuUnyck cepii HimevunHa/ TMny - 3MiHK Woao 6e3nekn/edpeKTNBHOCTI Ta peyenmom
NPUroTyBaHHSA roToBOro hapmakoHarnsgy (iHwi 3miHn). 3MiHK BHeceHo y n.16
PO34nHYy A5 iH'eKUI NPOAYKTY: «IHdhopmaLiis, ska HaHoCUTbCS WpUdTOM Bpaiins»,
no 2 mr (100 KMO) 1 A/T Hoso Hopgick, n.17."IHWE" TekcTy MapKyBaHHA BTOPMHHOI YNakoBKu
CK/ISIHWIA (DN1akoH 3 [JaHis; nikapcbkoro 3acoby Tay n. 6. «IHWE» nepBuHHOI
nioghinizoBaHUMm OinbHuus yMakoBKM (PO3YMHHUK Y NonepefHbO 3an0BHEHOMY

NOPOLLKOM Y BMPOGHMLITBA, Ha wnpwui). TepMiH BBEAEHHS 3MiH NPOTAroM 6 micAuis
KOMMekTi 3 1 AKi NpoBOANTLCA nicnsa 3aTBepKEHHs.
nonepeaHe0 KOHTPONb/BNNPOGY

3anoBHEHNM BaHHA cepil

LUMPULIOM, SKWIA roToBOro

MICTUTb 2 M NpoAyKTY:

PO3YMHHMKA A/T Hoso Hopgick,

(ricTnamnH, Boga Ans [JaHis;

iH'EKL1), LUTOKOM A/T Hoso Hopagick,

NOPLUHA, [JaHis;

nepexigHvkom ans LinbHuus, Ha skl

chnakoHa B npoBOAMTLCS
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Bettep ®apma-
®epTiryHr FrM6X
yHA Ko. KT,
HimeuumnHa;
LinbHnus
BMPOOHULTBA, Ha
AKili MPOBOAUTLCSA
KOHTPO/b/BUNPOGY
BaHHSA PO34MHHMKA
y nonepegHL0
HanoBHEHOMY
LnpuLi:
Bettep ®apma-
®epTiryHr FrM6X
yHA Ko. KT,
Himeuumnha;
BeTTep ®apma-
®eptiryHr Frm6X
yHpA Ko. KT,
HimeuunHa,
BeTTep ®apma-
®epTiryHr F'mM6X
yHA Ko. KT,
HimeuunHa,;
LinbHnus
BMPOGHMLITBA, Ha
AKi NpoBOANTLCA
BTOPUHHE
nakyBaHHs
roToBOro
NPOAYKTY:
A/T Hoso Hopgick,
NaHis;
LinbHnus
BMPOGHMLITBA, Ha
AKi NpoBOANTLCA
BVPOGHMLTBO
Hepo3dhacoBaHoro
NPOAYKTY,
iNbTpyBaHHS,
HanoBHEHHA Ta
niodhinizauis

MOPOLLIKY:

Ne Hassa Popma surnycky 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbKo20o | (nikapcbka hopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby YNaKkoBsKa) nocsioYeHHs1
iHaMBIAYaNbHIl BUTOTOBJIEHHSA
ynakoBLi y PO34YUNHHMKA Y
KapTOHHIlA KopooLi nonepeaHbO
HanoBHeHOMYy
Lnpuui Ta iioro
nepBuUHHE
nakyBaHHA:
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Ne Hassa Popma surnycky 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbKo20o | (nikapcbka hopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby YNaKkoBsKa) nocsioYeHHs1
A/T Hoso Hopgick,
[aHis;
LinbHnus
BMPOOHULTBA, Ha
AKili MPOBOAUTLCSA
BMPOGHMLTBO
Hepo3acosaHOro
NPOAYKTY,
QiNbTPyBaHHS,
HanoBHEHHS Ta
niodpinizauis
MOPOLLIKY:
A/T Hoso Hopgick,
[aHis
372. | HOBOCEBEH | nopoLuok A/T HoBo [aHia BignosigansHuii JIECTEY BHECEHHS 3MiH 10 peecTpaLiiiHix MmaTepianis: 3MiHu | 3a UA/5178/01/04
® niodhinizoBaHnin ans Hopgick 3a BUNyCK cepiit Himeuunna/ TMny - 3MiHK WoAo 6e3nekn/edpeKkTNBHOCTI Ta peyenmom
NPUroTyBaHHS roTOBOro thapmakoHarnagy (iHwi 3MiHn). 3MiHM BHeceHo y .16
PO34UHY ON151 iH'EKUIA NPOAYKTY: «IHhopmaLisi, ika HaHOCUTbCS LWPUAITOM Bpaiins»,
no 5 mr (250 KMO), AIT Hoso Hopagick, n.17."IHWE" TekcTy MapKyBaHHA BTOPVMHHOI YNakoBKu
1 ckNsHWA dhnakoH 3 [aHis; nikapcbkoro 3acoby Ta 'y n. 6. «IHLWE» nepBuHHOT
niocpinizoBaHnM LinbHnus YNakoBKU (PO3UYMHHYMK Yy NonepeiHbo 3anoBHEHOMY

NOPOLLKOM Y
KomnnekTi 3 1
nonepegHLo
3arnoBHEHUM
LUNPULIOM, SIKWIA
MICTUTb 5 MN
PO34MHHMKA
(rictuavH, BOga ans
iH'eKL1), LUTOKOM
NOpLUHSA,
nepexigHvkom gns
hnakoHa B
iHaVBIAYyaNbHii
ynakoBLi y
KapTOHHIlA KOpooLi

BMPOOHULTBA, Ha
AKili MPOBOAUTLCSA
KOHTPONb/BUNPOBY
BaHHA cepii
roToBOro
NPOAYKTY:
A/T Hoso Hopgick,
[aHis;

A/T Hoso Hopgick,
NaHis;
LinbHnus, Ha skl
npoBOANTLCA
BUrOTOB/IEHHS
PO3YMHHMKA Y
nonepeaHbLO
HanoBHEHOMY
Lnpuui Ta lioro
nepBuHHe
nakyBaHHs:
BeTTep ®apma-
®epTiryHr FTM6X
yHA Ko. KT,
Himeuunha;
LinbHnus
BMPOOHULTBA, Ha
AKili MPOBOAUTLCSA
KOHTPONb/BUNPOBY
BaHHSA PO3YMHHMKA
y nonepegHL0

wnpuui). TepmiH BBEAEHHS 3MiH - NPOTAroM 6 micsLiB
nicnsa 3aTBepayKeHHs
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n/n

Hassa
JliKapcbK0O20

Popma surnycky
(nikapcbka ¢hopma,
YNaKkoBsKa)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs

Homep
peecmpayiliHo2o
nocsio4yeHHs

3acoby

HanoBHEHOMY
Linpui:
BeTTep ®apma-
®eptiryHr Frm6X
yHpA Ko. KT,
HimeuunHa,
BeTTep ®apma-
®epTiryHr F'mM6X
yHA Ko. KT,
HimeuunHa,;
Bettep ®apma-
PepTiryHr FTM6X
yHA Ko. KT,
HimeuumnHa;
LinbHnus
BMPOOHULTBA, Ha
AKili MPOBOAUTLCSA
BTOPUHHE
nakyBaHHs
roToBOro
NPOAYKTY:

A/T Hoso Hopgick,
[aHis;
LinbHnus
BMPOOHULTBA, Ha
AKili MPOBOAUTLCSA
BVPOGHMLTBO
Hepo3acosaHOro
NPOAYKTY,
QiNbTPyBaHHS,
HanoBHEHHA Ta
niodpinizauis
MOPOLLIKY:

A/T Hoso Hopgick,
[aHis

373.

HOPBACK®

Tabnetku no 5 wmr;
no 10 Tabnetok y
6nictepi; no 3 abo
no 6 6nictepis y
KapTOHHIA ynakoBsL,i

Biatpic
CnewenTi
nnc

CLIA

Bunpo6HMK,
BignoBiganbHMi
3a nakyBaHHs,
KOHTPO/b SAKOCTI
Ta BUMyCK cepii:
Mdpaiizep
MeHtohekuypuHr
[Joituneng M'vbX,
HimeuuunHa;

Brpo6HMK,
BiANOBIga/IbHUIA
3a BUPOGHMLTBO

npenapary in bulk,

HimeyunHa/
CWA

BHECEHHS 3MiH [0 peecTpauiiiHux maTepiasis: 3MiHu |
TUny - AAMIHICTPaTVBHI 3MiHW. 3MiHa HaliMeHyBaHHS
Ta/abo agpecu Micusa NPoBamKeHHs AisNIbHOCTI
BMPOGHMKa/iMnopTepa roToBoro ikapcbKoro 3acoby,
BK/IOYAOUM AiNbHULI BUMYCKy cepii abo micue
NPOBeAEeHHS KOHTPOJIHO AKOCTI. (LiSNbHICTb, 3a AKY
BiANOBIAAE BUPOGHMK/IMNOPTEP, HE BKIOYaoUM
BWMYCK Cepiii) - 3MiHa BHOCUTBLCA Y 3B'A3KY i3 3MIHOO
HallMeHyBaHHs BUPOOHMKA BiAMoBigaIbHOMO 3a
BMPOGHMLTBO NpenapaTy in bulk 3 Pfizer
Pharmaceuticals LLC Ha Viatris Pharmaceuticals LLC.
MicuesHaxokeHHA BUPOGHMKa, BUPOOGHMYA [ifbHULA
Ta yci BUpO6HMYI onepauii 3anLwaoTbCst HE3MIHHUMM.

3MiHM | TMNY - AgMiHICTPATMBHI 3MiHWN. 3MiHa

3a
peyermom

UA/5681/01/01
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n/n

Ha3ssa
JliKapcbK0O20
3acoby

Popma surnycky
(nikapcbka ¢hopma,
YNaKkoBsKa)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs

Homep
peecmpayiliHo2o
nocsio4yeHHs

KOHTPONb AKOCTI:
BiaTpic
dapmactoTikana
NNC, CWA

HaliMeHyBaHHs Ta/abo agpecu MicLA NPOBaKEHHS
LiS/TbHOCTI BUPO6HMKA (BK/THOYAKUM, 3a HEOOXIAHOCTI,
MicLie NPOBEAEHHS KOHTPO/IHO AKOCTI), a60 B/lacHUKa
macTep-haiina Ha A®l, abo noctayanbHUKa
A®l/BuxigHoro matepiasy/peareHTy/npoMiXKHOro
NPOAYKTY, L0 3aCTOCOBYHOTLCA Y BUPOOHULTBI ADI
(AKLLLO 3a3HAYEHO Y AOCHE Ha NiKapCbKWii 3aci6) 3a
BiICYTHOCTI cepTucpikaTa BiANOBIAHOCTI EBPONECHKIl
chapmakonei y 3aTBepKeHoMy A0cbe, abo BUPOOHMKa
HOBOI AOMNOMDKHOT PeYOBMHMN (SIKLLLO 3a3HAYEHO Y
[0Cbe) 3MiHa BHOCUTBLCS Y 3B'A3KY i3 3MiHOO
HaliMeHyBaHHS BUPOBGHMKa [il0H0T pe4yoBUHN-
amnoguni 3 Pfizer Pharmaceuticals LLC Ha Viatris
Pharmaceuticals LLC. Micue3HaxoxeHHs1 BAPOOHMKa,
BMPOGHMYA AiNbHULA Ta yci BUpo6HMYi onepadii
3a/MLWIATHCA HE3MIHHUMU. 3MiHK | TUNY - 3MiHK 3
akocTi. CepTtudpikat BignosigHocTi/l E-cepTudikar
BiANOBIAHOCTI EBponeiickbkili hapmakonei/MoHorpadii.
MopaHHA HOBOro abo OHOBEHOTO cepTudikaTa
BIANOBIAHOCTI ab0 BUyYeHHs cepTudikata
BiANoBigHOCTI EBponeiickkili hapmakonei: ans Adl;
A5 BUXIAHOrO MaTepiasy/peareHTy/npoMiXXHOro
NPOAYKTY, WO BUKOPUCTOBYHOTLCH Y BUPOOHNLTBI AdI;
0151 ONOMIXHOI pevoBuHY (cepTudikat BiANoBIAHOCTI
€sponelicbkili hapmakonei) - OHOBNEHW cepTudpikaT
Bifl y)Xe 3aTBEep)KEHOro BUpobHuKa - 3MiHa BHOCATCS
Yy 3B'A3KY 3 OHOBJ/IEHHAM cepTudikata BignoBiAHOCTI
€Bponelicbkiit hapmakonei CEP 2001-342-Rev-04
(3atBepmxeHo: CEP 2001-342-Rev-03), Big
3aTBepxeHoro Bupo6Huka Pfizer Pharmaceuticals
LLC (OHoBneHa Ha3Ba - Viatris Pharmaceuticals LLC)

374.

HOPBACK®

TabneTkun no 10 mr;
no 10 TabneTtok y
6nictepi; no 3 abo
no 6 6nicTtepiB y
KapTOHHIiA ynakoBL,i

BiaTpic
CnewenTi
nnc

CLIA

Brpo6HMK,
BiANOBIga/IbHUIA
3a NakyBaHHS,
KOHTPO/b AKOCTI
Ta BUNycK cepi:
Mdpaiizep
MeHtohekuypuHr
[Loiunena MrmoéxX,
HimeuuunHa;

Bunpo6HuK,
BiANOBIAaIbHNI
3a BUPOGHMLUTBO

npenapary in bulk,
KOHTPO/b AKOCTI:
BiaTpic
dapmactoTikana
NNC, CWA

HimeuunHa/
CLWA

BHECEHHS 3MiH [0 peecTpauiiiHux maTepiasis: 3MiHu |
TMNy - AAMIHICTPaTMBHI 3MiHW. 3MiHa HaliMEeHyBaHHSI
Ta/abo agpecu micus NPoBamKeHHs AisIbHOCTI
BMPOGHMKa/iMnopTepa roToBoro /ikapcbkoro 3acoby,
BK/IIOYAOUY [iNbHULi BUNYCKY cepii abo Mmicue
NPOBEAEHHS KOHTPOJIO AKOCTI. (ZiANIbHICTb, 3a Ky
BiANOBIAAE BUPOGHMK/IMNOPTEpP, He BKYaloum
BWMYCK Cepiii) - 3MiHa BHOCUTbLCSA Y 3B'A3KY i3 3MiHOO
HalilMeHyBaHHS BUPOOHMKa BiAMNOBIfa/IbHOrO 3a
BMPO6HMLTBO Npenapaty in bulk 3 Pfizer
Pharmaceuticals LLC Ha Viatris Pharmaceuticals LLC.
Micue3HaxomkeHHs BUPOGHMKa, BUPOOHMYa AiNbHULA
Ta yci BUpo6HMyi onepawjii 3anuwalTbCs HE3MIHHUMMU.
3MiHu | TUNY - AgMIHICTPaTUBHI 3MiHW. 3MiHa
HalilmeHyBaHHS Ta/abo agpecy MicLA NPOBaKEHHS
LiS/TbHOCTI BUPO6HMKa (BK/THOYakoUM, 3a HEOOXIAHOCTI,
MicLLe NpOBEeAEHHS KOHTPO/IO SAKOCTI), abo BacHuka
macTep-thaiina Ha A®l, abo noctavasibHuka
AQI/BnxigHOro MaTepiany/peareHTy/npomixxHoro

3a
peyenmom

UA/5681/01/02
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n/n

Ha3ssa
JliKapcbK0O20
3acoby

Popma surnycky
(nikapcbka ¢hopma,
YNaKkoBsKa)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs

Homep
peecmpayiliHo2o
nocsio4yeHHs

NPOAYKTY, L0 3aCTOCOBYIOTbLCA Y BUPOOHULTBI ADI
(AKWO 3a3HaYeHo Y JOCbE Ha NiKapcbKuii 3acib) 3a
BiICYTHOCTI cepTucpikaTa BiANOBIAHOCTI EBPONEiChKilt
thapmakonei y 3aTBepAKeHOMY AOCbE, a60 BUPOGHMKA
HOBOT JOMOMDKHOT PEYOBMHY (SIKLLIO 3a3HA4YEHO Y
[0Cbe) 3MiHa BHOCUTLCSA Y 3B'A3KY i3 3MiHOIO
HaliMeHyBaHHS1 BUPOOHMKA [1il040T peyoBUHN-
amnoguniH 3 Pfizer Pharmaceuticals LLC Ha Viatris
Pharmaceuticals LLC. Micuge3HaxofxeHHs BUPOOHUKa,
BMPOGHMYA AiNnbHULA Ta YCi BUpo6HWYI onepadii
3a/IMWATbCA HE3MIHHUMU. 3MiHK | TURY - 3MiHK 3
aKocTi. CepTudikat BignosigHocTi/lE-cepTudikat
BiANOBIAHOCTI €Bponelickkili hapmakonei/MoHorpadii.
MoaaHHA HOBOro abo OHOBMIEHOroO cepTudikaTa
BiANOBIAHOCTI ab0 BUYyYEHHS cepTudikata
BifnoBigHoCTI €Bponelickkili hapmakonei: ana Adl;
015 BUXIQHOrO MaTepiasty/peareHTy/mpoMiXKHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTLCA Y BUPOGHULTBI A,
A5 AONOMDKHOT peyoByHY (cepTudikaT BifgnoBigHOCTI
€Bponelicbkin dhapmakonei) - OHoBeHWA cepTudikat
Bif, y)Xe 3aTBep)KeHOro BUPO6HMKa - 3MiHa BHOCATCA
y 3B'A3KY 3 OHOB/IEHHAIM cepTudikaTa BifnoBigHOCTI
€Bponelicbkin hapmakonei CEP 2001-342-Rev-04
(3aTBepmxeHo: CEP 2001-342-Rev-03), Big,
3aTBEpAXeHoro BMpo6Huka Pfizer Pharmaceuticals
LLC (OHoBneHa HasBa - Viatris Pharmaceuticals LLC)

375.

HOPKOYT®

Tabnetkn no 5 mr;
no 10 TabneTtok y
6nicTepi; no 2
6nictepu y
KapTOHHI/ ynakosL,i

BAT
"TepeoH
Pixtep"

YropLmHa

BAT "TeneoH
Pixtep"

YropumHa

BHECEHHS 3MiH 0 peecTpaLiiiHux matepiasnis: 3MiHu |
TMny - 3MiHK WoAo 6e3nekn/edpeKkTNBHOCTI Ta
thapmakoHarnsgy. BeegeHHs abo 3miHv o
y3arasibHeHUX JaHnx Npo cucTemy dhapmakoHarnsgy
(BBEAEHHS y3araslbHEHMX AaHUX NPo cucTemy
hapmakoHarnsgy, 3MiHa ynoBHOBaXeHOi 0cobu,
BiANOBIAA/IbHOI 3a 34iiCHEHHSA hapMmakoHarnsay;
KOHTaKTHOI 0Co6YM 3 thapmakoHarnsagy 3asiBHuka anas
3piicHeHHs hapMakoHarnsgy B YkpaiHi, KO0 BOHA
BiAMiHHa Bif, yNOBHOBaXEHOT 0CO6M, BifnoBigansbHOI
3a 34jiicHeHHs hapmakoHarnagy (Bkyaoun
KOHTaKTHI AaHi) Ta/abo 3MiHN Yy pO3MilLeHHi MacTep-
thaiina cuctemu chapmakoHarnsay) 3MiHa KOHTaKTHUX
LaHNX YNOBHOBaXEHOT 0CO6M 3asBHUKA,
BiANOBIAaNbHOI 3a thapmakoHarnsag,. 3miHa
MicLie3HaxoMKeHHs MacTep-chaiina cuctemm
hapmakoHarnsgy. 3miHa Micusi 34iliCHEHHS1 OCHOBHOT
AiSNbHOCTI 3 hapmakoHarasgy.

3a
peyenmom

UA/7288/01/01

376.

HOPMO W
H

Tabnetku no 10 mr;
no 10 TabneTtok y
6nicTepi; no 3
6nictepu B
KapTOHHI ynakosL,i

BAT
"TepeoH
PixTep"

YropLmHa

BAT "TepeoH
Pixtep"

YropumHa

BHECEHHS 3MiH 0 peecTpaLiiiHux matepiasis: 3MiHu |
TMny - 3MiHK WoAo 6e3nekn/edpeKkTNBHOCTI Ta
chapmakoHarnsgy. BeegeHHsa abo 3miHn o
y3arasibHeHUX JaHnx Npo cucTemy dhapmakoHarnsgy
(BBEAEHHS y3arasibHEHUX AaHWX MPO cucTemy

3a
peyenmom

UA/2777/01/02
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n/n

Ha3ssa
JliKapcbK0O20
3acoby

Popma surnycky
(nikapcbka ¢hopma,
YNaKkoBsKa)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs

Homep
peecmpayiliHo2o
nocsio4yeHHs

hapmakoHarnagy, 3mMiHa ynoBHOBaXXEHOI 0cobu,
BiANOBIA&UTbHOI 3a 34iiCHEHHS hapmakoHarnsay;
KOHTaKTHOI 0co6u 3 thapmakoHarnsay 3asBHuka ans
3ailicHeHHA hapMakoHarnsgy B YKpaiHi, SKLL0 BoHa
BiAMiHHA Bif YNOBHOBaXeHOI 0CO6U, BiANOBIAA/TbHOI
3a 3[jiicHeHHs1 hapMakoHariaay (Bkiyarum
KOHTaKTHI AaHi) Ta/abo 3MiHN Y pO3MilLeHHi macTep-
thaiina cuctemm chapmakoHarnsgy) - 3miHa
KOHTaKTHUX JaHWNX YNOBHOBaXEHOT 0CObM 3as8BHMKA,
BiANOBIAaIbHOI 3a thapmakoHarnsag,. 3miHa
MicLe3Hax0o[KeHHS MacTep-chaiina cuctemm
hapmakoHarnsgy. 3miHa micus 3iiiCHeHHsI OCHOBHOT
AISNbHOCTI 3 hapmakoHarnsgy.

377.

HoPMoOAuMi
H

TabneTkn no 5 wr;
no 10 TabneTtok y
6nictepi; no 3
6nictepy B
KapTOHHIiA ynakoBL,i

BAT
"TefeoH
Pixtep"

YropwmHa

BAT "TeneoH
PixTep"

YropuwmHa

BHECEHHS 3MiH A0 peecTpaLiiiHux matepiasis: 3MiHu |
TMny - 3MiHK Woao 6e3nekn/edekTMBHOCTI Ta
thapmakoHarnagy. BeegeHHs abo 3amiHn o
y3arasibHeHUX JaHnx Npo cucTemy dpapmakoHarnsgy
(BBEAEHHS y3aralbHEHNX AaHUX NPo cucTemy
thapmakoHarnagy, 3mMiHa ynoBHOBaXXEHOI 0cobw,
BiANOBIAa/IbHOI 3a 34iiCHEHHSA hapmakoHarnsay;
KOHTaKTHOI 0co6U 3 thapmakoHarnsay 3asBHuka ans
3[iicHEHHs hapmakoHarnsgy B YkpaiHi, KO BOHA
BiAMiHHA Bif YNOBHOBaXeHOI 0cO6U, BiANOBIAa/IbHOI
3a 3[jiicHeHHs1 hapMakoHariaay (Bkiyarum
KOHTaKTHI AaHi) Ta/abo 3MiHN y pO3MilLeHHi macTep-
thaiina cuctemu chapmakoHarnsgy) - 3miHa
KOHTaKTHUX JaHWNX YNOBHOBaXeHOT 0CObM 3asBHMKa,
BiANOBIAabHOI 3a thapmakoHarnsag,. 3miHa
MicLe3HaxX0PKEHHS MacTep-chaiina cuctemm
hapmakoHarnsgy. 3miHa micus 3iiCHeHHs1 OCHOBHOT
AiSNbHOCTI 3 hapmakoHarnsgy.

3a
peyenmom

UA/2777/01/01

378.

HOTTA®

TabneTku, no 12
TabneTtok y 6nictepi;
no1l, 2, 3a6o4
6nictepu y
KapTOHHIlA KopooLi

TOB
«MEPPIT
(0]
YKPAIHA»

YkpaiHa

Pixapg BittHep Al

ABCTpIA

BHECEHHS 3MiH A0 peecTpaLiiiHux matepiasis: 3MiHu |
My - 3MiHK Woao 6e3nekn/edekTUBHOCTI Ta
thapmakoHarnagy. BeegeHHs abo 3amiHn go
y3arasibHeHUX JaHnx Npo cucTemy dpapmakoHarnsgy
(BBEAEHHS y3ara/lbHEHMX AaHUX NPo cucTemy
thapmakoHarnsgy, 3mMiHa ynoBHOBaXXEHOI 0cobw,
BiANOBIAa/IbHOI 3a 34iiCHEHHSA hapMmakoHarnsay;
KOHTaKTHOI 0co6U 3 thapMakoHarnsay 3asBHUKa ans
3fjiicHeHHs hapMakoHarnsgy B YkpaiHi, KO0 BOHA
BiAMiHHA Bif YNOBHOBaXeHOI 0cO6U, BiANOBIAA/IbHOI
3a 3fjiicHeHHs1 hapMakoHarnaay (Bkiyarum
KOHTaKTHI AaHi) Ta/abo 3MiHN Yy pO3MilLeHHi MacTep-
thaiina cuctemu chapmakoHarnsgy) - 3miHa
MicLie3HaxoMKeHHs MacTep-ghaiina cuctemm
thapmakoHarnsgy.
3MiHa Micus 34iliCHeHHS OCHOBHOI Aisi/IbHOCTI 3
dhapmakoHarnsgy.

6e3
peyenma

UA/10043/01/01

379.

HOTTA®

Kpan/i opasibHi no

TOB

YKpaiHa

Pixapa BittHep Al

ABCTpist

BHECEHHS 3MiH 40 peecTpauiiHnx maTtepiasis: 3MiHu |

6e3

UA/1972/02/01
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Ne Hassa Popma surnycky 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbKo20o | (nikapcbka hopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby YNaKkoBsKa) nocsioYeHHs1
20, abo no 50 mn, «MEPPIT TMny - 3MiHK Woao 6e3nekn/edekTUBHOCTI Ta peuyenma
abo no 100 mny o] thapmakoHarnsgy. BeegeHHs abo 3miHv o
donakoHi 3i ckna 3 YKPAIHA» y3araslbHeHNX AaHux npo cuctemy dapmakoHarnsgy
KpanenbHUM (BBEAEHHSA Y3araslbHEHUX AaHWUX NPO cucTemy
fosaropom; no 1 thapmakoHarnsgy, 3miHa yrnoBHOBaXKeHOI 0cobu,
donakoHy 3i ckna 3 BiANOBIAA/IbHOI 3a 34iiCHEHHSA hapMmakoHarnsay;
KpanesnbHUM KOHTaKTHOI 0CO6Y 3 thapmakoHarnsagy 3asBHuka anas
[03aTopoM B 3pificHeHHs hapMakoHarnisgy B YkpaiHi, KO0 BOHA
KapTOHHIiA ynakoBL,i BiMiHHa Bif, yNOBHOBaXXEHOT 0CO6M, BifNoBiganbHOI
3a 34ilicHeHHsA thapmakoHarnsay (Bkyaoum
KOHTaKTHI AaHi) Ta/abo 3MiHN Yy pO3MiLLeHHi MacTep-
(paiina cuctemu chapmakoHarnsgy) 3miHa
MicLe3HaxX0MKeHHs MacTep-chaiina cuctemm
thapmakoHarnagy. 3MiHa Micus 34ilACHEHHS OCHOBHOT
AiSNIbHOCTI 3 chapmakoHarniagy.
380. | O3EMIMIK PO34NH A5 iH'EKLINA, A/T HoBo NaHis Brpo6HMuTBO [aHis BHECEHHS 3MiH 0 peecTpaLiinHux matepiasnis: 3MiHu | 3a UA/19176/01/01

1,34 mr/mn; 0,25/0,5 Hopgick npoayKTy, TMny - 3MiHK WoAo 6e3nekn/edpeKTNBHOCTI Ta peyenmom
Mr:no 1,5 mny HanoBHEHHS thapmakoHarnsgy. BHeceHHsi abo 3MmiHa(K) fo

KapTpuaxax,
BKMafEeHNX y
nonepegHLo
3arnoBHeHy
6araTtono3oBy
0[IHOPa30BY LUNPUL-
pyuky; 1
nonepegHL0
3anoBHeHa LWnpuL-
pydyka Ta 6
0[IHOPa30BUX F0/10K
HoBo®aiiH® lMntoc B
KapTOHHI Kopo6Lyj;
lmvr:no3mny
KapTpuaxax,
BKAJEHNX Y
nonepegHL0
3anoBHEHY
6araTtogo30By
0fIHOPa30BY LUMNPUL-
pyuKy; 1
nonepeaHL0
3anoBHeHa LWnpu-
pydyka Ta 4
0/IHOPa30BUX TOMKN
HoBo®aiiH® lMntoc B
KapTOHHIlA KOpooLi

KapTpuaxy Ta
KOHTPO/b AKOCTI
npoaykuii in bulk;

XIMiUHI/i3nyHi
BMNpPOOyBaHHS,
MiKpOGIONOoriyHi -
CTEPUSIBHICTb Ta
MiKpO6ioIoriyHi -
Mikpo6ionoriyHa
yuctoTa. Bunyck
cepii: A/T Hoso
Hopgaick, JaHis;
Brpo6HMuTBO
NPOAYKTY,
HanoBHEHHS
KapTpuaxy Ta
nepesipka sKOCTi
npoaykuii in bulk;
KOMMNIEKTYBaHHS,
MapKyBaHHs Ta
BTOPUHHE
nakyBaHHs
roToBOro
niKkapcbKoro
3acoby

(cemarnytug 1,34

Mr/MA, PO3YUH AN1A
iH'eKLR, Wwnpuu-
pyyka PDS290),
KOHTPO/b AKOCTI
(XimiYHi/cDi3nyHi
BMNPOGYBaHHS)

3060B's13aHb Ta YMOB BMAaYi peecTpauiiiHoro
NOCBIAYEHHS, BKtoYatoun MnaH ynpasiHHA pu3nkamm
(iHWi 3MiHK). 3asABHNKOM HaZaHO OHOBJIEHWIA NNaH
ynpasniHHA pu3nkamu Bepcis 8.1. - 3MiHWM BHECEHO A0
yacTuH: | «3aranbHa iHopmauis», Il «Cneundikauis 3
6e3neku», lll «MnaH 3 hapmakoHarnagy», VIl
«JlofaTtku» y 3B’A3KY 3 PO3LUNPEHHAM MoKasaHb A/15
N3 Wegovy®, skuii BKIOYEHWUI [0 [aHOr0o naaHy
ynpas/iHHA pu3nKamu, Ta y 3B'A3Ky 3 OHOB/IEHHAM
iHchopmaw,ii Wwoao pesynbrartis gocnigpkeHHs NN9535-
447.
Pestome nnaHy ynpasniHHA pu3nkamu Bepcis 8.1
[OAAETLCA.
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n/n

Ha3ssa
JliKapcbK0O20
3acoby

Popma surnycky
(nikapcbka ¢hopma,
YNaKkoBsKa)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs

Homep
peecmpayiliHo2o
nocsio4yeHHs

npoaykuii in bulk
Ta rotoBOro
nikapcbKoro

3acoby: A/T Hoso

Hopaick, JaHis

381.

OKO®EPOH®

Kpansi O4YHi,
nopotuok no 1 000
000 MO; 1 chnakoH 3
NOPOLLKOM Y
KommnnekTi 3 1
amnysior
PO34MHHMKA
(MeTnnnaparigpokc
nbeHsoat (HinariH)
(E 218) - 5,0 mr) no
5 mny 6aicTepi; no
1 6nicTepy pasom 3
KPYILLIKOO-
KpanenbHULE B
nauui 3 kapToHy; 1
dh1akoH 3 NOPOLLKOM
y KOMnAekTi 3 1
amnysior
PO34MHHMKA
(MeTnnnaparigpokc
nbeHsoat (Hinarin)
(E 218) - 5,0 mr) no
5 mn B nauyj 3
KapTOHHOIO
neperopojxoto abo
rogopoBaHoto
BKNagkot; no 1
KOMMNNEKTY
npenapary Ta
PO3YMHHMKa pa3om 3
KPYILLIKOO-
KpanenbHULE B
nayi 3 KApTOHY

TOB "®3
"BIO®AP
MA"

YKpaiHa

TOB "®3
"BIO®PAPMA"

YKpaiHa

BHECEHHS 3MiH 0 peecTpaLiiiHux matepianis: 3MiHu |
UMy - 3MiHM 3 AKOCTi. FOTOBWIA Nikapcbknii 3aci6.
CucTemMa KoHTeliHep/3aKynopioBasibHUIA 3aci6 (iHLWi
3MiHV) - BBeieHHSA anbTepHaTUBHOI NPOGKM HOBOT
KOHdpirypauii, a came: npo6km Tuny 13-D1. MaTepian
npo6ok 13-D2, wo Ha faHuii MOMEeHT
BMKOPVCTOBYIOTHCS, Ta 3aNpONoHOBaHNX A/1A
BVIKOPUCTaHHA Npo6ok Tuny 13-D1 ogHakoswii -
Bpom6yTn (BROMOBUTYL).

6e3
peuyenma

UA/6206/01/01

382.

OKPEBYC®

KOHLeHTpaT Ans
pO3unHy ansi
iHcpysiii no 300
mr/10 mn; no 10 mn
y donakoHi; no 1

donakoHy y
KapTOHHIlA KopooLi

TOB "Pow
YkpaiHa"

YKpaiHa

BUPOGHMLTBO
Hepo3dgracoBaHol
NpoAayKLUiT,
nepBuHHe
nakyBaHHs,
BMNPOOYBaHHSA
KOHTPOO AKOCTI,
BMNPOBYBaHHSA
KOHTPO/TIO AKOCTI
npu cTabifibHOCTI:
Pow JiarHocTukc

HimeuunnHa/
LLBeiuapis

BHECEHHS 3MiH [0 peecTpauiitHux maTepianis: 3miHu ||
TMny - 3MiHK WoAo 6e3nekn/edpeKkTNBHOCTI Ta
thapmakoHarnsgy. BHeceHHs abo 3miHa(u) fo
3000B'A3aHb Ta YMOB Bugadi peecTpauiiiHoro

noceigyeHHs, Bktovaouy MNMnaxH ynpasniHHA pyu3vkamu

(3acTocyBaHHSA 3MiH(K), siKi(a) BUMaratoTb(€)
nofasibLLIoro 06rpyHTyBaHHS HOBUMU [,0aTKOBUM
AaHVMU, L0 MatoTb HaJaBaTUCs KOMMETEHTHUM
OpraHoMm, OCKi/IbKV BUMaraeTbCs CyTTEBA OLjiHKa
KOMNETEHTHUM OpraHoMm) - 3asiBHUKOM HaaHo
OHOBJ/IEHUI NJ1aH yNpaBiHHA pu3nkamm Bepcis 9.1.

3a
peyenmom

UA/16278/01/01
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Ne Hassa Popma surnycky 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbKo20o | (nikapcbka hopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby YNaKkoBsKa) nocsioYeHHs1
vM6X, HimeuuunHa; 3MiHK BHeceHo [0 YacTuH: Il «Cneyudpikanis 3
BVMPOGHMLTBO 6e3nekn», V «3axoau 3 MiHiMisauii pnsukis», VI
Hepo3dacoBaHOl «Pe3tome nnaHy ynpasniHHA pusnkamm», VII
NPOAYKLi, «Jlopatkm» y 3B’A3Ky 3 BHECEHHAM iHhopmalii woao
nepBuHHE HOBOTO MiALLKIPHOrO LWNSAXY BBEAEHHA N3 OKpeByC B
naxkyBaHHs, €C. B YKpaiHi AaHni1 LuNax BBEAEHHS He
BTOPWHHE 3apeecTpoBaHo. Pe3tomMe nnaH ynpasiiHHA pusnkamu
nakyBaHHs, Bepcia 9.1 fogaeTbes.
BUNPOBYBaHHSA
KOHTPO/O SIKOCTI,
BUWMYCK Cepii:
. XodhdpmaHH-/15
Pow /1tg,
LLIBeliLapis
383. | OKCANAK KOHUeHTpaT ans Akkopg, Monbua BUPOGHMLTBO IHais/ BHECEHHS 3MiH 0 peecTpaLiiiHux matepianis: 3MiHu | 3a UA/19530/01/01
pO3YuHy AN Xenckea nikapcbkoro ITanis/ Tuny - 3MiHn 3 akocTi. CeptuddikaTt BignosigHocTI/lE- peyenmom
iHcpy3iii no 5 mr/m; Moncka 3acoby, NepBUHHE Benuka cepTudikaT BigNoBigHOCTI EBpoNenchkiii
no 10 mn, 20 mn, 40 Cn. 3.0.0. Ta BTOPUHHE BpuTtaHis/ hapmakonei/moHorpadii. NMogaHHsa HoBoro abo
M1y chnakoHi; no 1 nakyBaHHs, MonbLwa OHOB/IEHOTO cepTudlikaTa BifgnoBigHOCTI abo

chnakoHy B naui

KOHTPO/b AKOCTI
cepii, ekcnopT Ha
OiNbHULO BUMYCKY
cepii:

IHTac
dapmacbloTikanic
Nimiteq , IHAiN;
BUPOGHMLTBO
niKapcbKoro
3aco0y, nepBrHHe
Ta BTOPUHHE
nakyBaHHs,
KOHTPO/b AKOCTI
cepii, ekcnopT Ha
OiNbHULO BUMYCKY
cepii: IHTac
dapmacbioTikans
Nimiteq, IHAIA;
OinbHUUS 3
KOHTPO/O AKOCTI:
ACTPOH
PECbOPY
NIMITEL, Benuka
BpuTaHis;
OinbHUUS 3
KOHTPO/O AKOCTI:
SAPMABANILA
nro.
Mikpo6ionoriyHa
nab6opaTopis,
YropuwmHa,

BW/TyYEHHS cepTudpikaTa BignoBiAHOCTI EBpONeECHKiIi
thapmakonei: gns A®l; ans BUXigHOro
marepiany/peareHTy/npomMiKHOro NPOAYKTY, Lo
BMKOPVCTOBYIOTbCS Y BUPObHUUTBI ADI; ans
[LOMOMDKHOT peyoBMHU (cepTudikaT BiANOBILHOCTI
€sponelicbkin hapmakoner) - OHoBreHUA cepTudikat
Bif] y)Xe 3aTBepMKEHOro BUpo6Huka. MNMogaHHsA
OHOBJIEHOrO cepTudikaTy BignosigHocTi EP CEP R1-
CEP 2010-071-Rev 03 (nonepegHs sepcis CEP R1-
CEP 2010-071-Rev 02) gns Ad| okcaninnatuHy Big,
BXe 3aTBeppKeHoro BupobHuka Qilu Pharmaceutical
Co., Ltd., China. 3miHn | TURy - 3MiHK 3 SKOCTI.
CepTtudpikaT BignosigHocTi/l E-cepTudikart
BiANOBIAHOCTI EBponeiickbkili hapmakonei/MoHorpadii.
MopaHHA HOBOro abo OHOBIEHOTO cepTudikaTa
BiANOBIAHOCTI ab0 BUyYeHHs cepTudikata
BiANoBigHOCTI EBponeiickkili hapmakonei: gns Adl;
ON15 BUXIAHOrO MaTepiasy/peareHTy/npoMiXKHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTLCS Y BUPOGHMLTBI AdI;
0151 LONOMIXHOI pevoBuHY (cepTudikat BiANOBIAHOCTI
€sponelicbkin hapmakonei) - OHoBreHniA cepTuddikat
Bif} y)Xe 3aTBepAKeHOro BUpo6Huka. MNMogaHHsA
OHOBJIEHOrO cepTudikaTy BignosigHocTi EP CEP R1-
CEP 2006-201-Rev 02 (nonepegHs sepcis CEP R1-
CEP 2006-201-Rev 01) gns Ad| okcaninnatuHy Big,
BXe 3aTBeppKeHoro BupobHuka SHILPA PHARMA
LIFESCIENCES LIMITED, India, y 38'A3Ky 3i 3MiHOO
Ha3Bu BNpo6HuKa (6yno- Shilpa Medicare Limited,
India). 3miHu | TUNY - 3MiHK 3 AKocTi. A®l. KOHTpob
A®|. 3miHa y meTogax BunpobysaHHs APl abo
BUXiAHOIO MaTepiany/NpoMixXHOro NpoAyKTy/peareHTy,
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Ne Hassa Popma surnycky 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbKo20o | (nikapcbka hopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby YNaKkoBsKa) nocsioYeHHs1
OiNbHUUA 3 LLIO BUKOPUCTOBYETLCSA Y npoueci BUpobHuLTBa Ad|
KOHTPOJIIO SIKOCTi: (He3HauHi 3MiHM y 3aTBEPKEHUX MeToAax
NABAHANI3IC BMNpoO6yBaHHS). BHeceHHs Instrument-2 Ta iloro
C.P.N., ITanis; XpomarorpadiiyHoro napameTpa B MeTOS,
BTOPWHHE BMMNPOGYBaHHA Ha BMICT xnopugis Ans A®l Bupo6Hvka
nakyBaHHs: Qilu Pharmaceutical Co., Ltd., China. 3minu | Tuny -
AKKOP[, 3MiHn 3 aKkocTi. A®Il. KoHTponb A®l. 3miHa y meTogax
XEJNICKEA BMNpo6yBaHHA A®l abo BuxigHOro
NIMITEL, Benuka mMaTtepiany/npomiKHOro NpoayKTy/peareHTy, LWo
BputaHis; BVIKOPVCTOBYETbLCA Y NpoLieci BUPo6HMLTBa ADI
BignoBiganbHM (He3HauHi 3MiHM y 3aTBEPXEHUX MeToAax
3a BUMYCK cepii: BMNpoO6yBaHHS). BHeceHHs Instrument-2 Ta iioro
AKKOP/ XpomarorpadiiyHoro napameTpa B MeTOS,
XEJNICKEA BMNPOGYBaHHA Ha BMICT xniopugis Ans A®l Bupo6Huka
NIMITEA, Benvka SHILPA PHARMA LIFESCIENCES LIMITED, India.
BputaHis; Akkopa 3MiHn | TURY - 3MiHK 3 sKocTi. APl KoHTponb AdI.
Xenckea MNoncka 3miHa y MeTogax BunpobyBaHHs A®| abo BuxigHoro
Cn. 3 0.0. Cknap, mMaTtepiany/npomiKHOro NpoayKTy/peareHTy, LWo
Imnoprepa, BVIKOPVCTOBYETbLCA Y NpoLieci BUPo6HULTBa ADI
Monbwa (He3HauHi 3MiHN y 3aTBEpPKEHUX MeToAax
BMNpoO6yBaHHS). BHeceHHs Instrument-2 Ta iloro
XpomarorpaciyHoro napameTpa B METO/,
BMMNPOGYBaHHA Ha BMICT xnopugis Ans A®l Bupo6Hvka
UMICORE ARGENTINA S.A., Argentina. 3miHu | Tuny
- 3miHu 3 aKocTi. APl. KoHTponb A®l. 3miHa y
napameTpax cneuudikauii Ta/abo JOMyCTUMUX MEX,
BM3HAYeHuUX y cneyudikauisx Ha A®l, abo
BUXiAHWIA/NPOMIDKHUIA NpoAyKT/peareHT, Wwo
BUKOPWCTOBYIOTLCA Y Npoueci BUpobHuuTea Ad|
(BMyYeHHS HE3HAYHOrO NOKasHWKa AKOCTI (Hanpuknag,
BWYYEHHS 3acTapifioro nokasHuka)). BunyuexHs
HesHauHoro napametpa «Moanan» 3i cneupdikauii
A®I| 3aTBepmKeHoro BupobHuka UMICORE
ARGENTINA S.A., Argentina. Ak Hacnigok, BUIy4YeHHs
mMeToAa BUNpobyBaHHS.
384. | OKCUTOUWMH | po3uvH Ans iH'eKuild, TOB "®3 YkpaiHa TOB "$3 YkpaiHa BHECEHHS 3MiH 0 peecTpaLiiiHux matepiasis: 3MiHu | 3a UA/1888/01/01
5 MO/mn; no 1 mn B "BIO®AP "BIO®APMA" UMy - 3MiHM 3 AKOCTi. FOTOBWIA Nikapcbkuii 3aci6. peyenmom
amnyni; no 5 amnyn MA"

y 6nictepi; no 1 abo
2 6nictepun y nayu,i 3
KapTOHY

CuncTeMa KoHTelHep/3aKynopioBasibHUIA 3aci6. 3miHa
napameTpiB cneuudgikalii Ta/abo AoNyCTUMUX MEX
NepBVHHOT YNakoBKN rOTOBOrO /ikapCbKOro 3acoby

(3BYXXEHHSA AOMYCTUMMX MEX, BU3HAYEHUX Y
cneumadikaw,i)

BHeceHHs 3MiH y cneyudikauitio Ha amnynu cKAsHi 4o

nokasHuka «Konip» 3 BifnoBiAHUMM 3MiHAMMW B ONWUCI

METOAMKM NPOBEAEHHS KOHTPO/IIO, & Came 3BY)KEHHS
[ONyCTUMMX MeX AN Konbopy 3 «besbapsHi abo
3abapBneHi» nuile Ha «be3bapBHi», OCKi/IbKYA AN

nakyBaHHS [laHOrO NikapCbKoro 3acoby
BUKOPVCTOBYHOTLCS aMny/v 3 KinbLeM 3namy, 3
6e36apBHOro ckna | rigponiTuyHoro Knacy.
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n/n

JliKapcbK0O20
3acoby

Popma surnycky
(nikapcbka ¢hopma,
YNaKkoBsKa)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs

Howmep
peecmpayiliHo2o

385.

3MiHu | TUNY - 3MiHK 3 AKOCTi. FOTOBWIA NiKapCbKuii
3acib. Cuctema KoHTeliHep/3aKynoptoBasibHMIA 3aci6.
3miHa napameTpiB cneuudikayin Ta/abo gonycTummx
MeX NepPBUMHHOI YNakoBKN rOTOBOrO NiKapCbKOro
3aco0y (BM/TyYEeHHS HE3HAYHOIO NOKa3HUKa
(Hanpuknag, 3actapinoro nokasHuka)) BHeceHHs 3MiH y
crneundikalito Ha amnynu CKsHI, a came BUTyYEHHS

KpuTepii NpuiAHATHOCTI 3a Nn. «Kpanka 3namy», B TOMy

uncni «OCHOBHI po3Mipu» Ta «TOBLUMHA CKNax,

OCKI/TbKW 11 NaKyBaHHA [aHOoro NikapCcbkoro 3acoby

BUKOPVCTOBYIOTLCS @My 3 KifbLiem 3namy, 3
6e36apsHoro ckna | rigponitnyHoro knacy. 3miHu |
TNy - 3MiHK 3 SIKOCTi. FOTOBUIA Nnikapcbkuii 3aci6.

CuncTemMa KoHTelHep/3aKynopioBasibHUIA 3aci6. 3miHa y
mMeToAax BUNpobyBaHHA NEPBVHHOI yNakoBKW rOTOBOTO
NikapcbKoro 3acoby (He3HauHi 3MiHW y 3aTBEpPKEHNX
mMeToJax BUNpobyBaHb) AKTyasizalis MeToankn
NpoBefeHHA KOHTPO0 A1 NokasHuka «osepxHesa
TiAPONITUYHA CTIlKICTb BHYTPILUHBLOI MOBEPXHI» AN
NepBUHHOrO nakyBaHHsA 13 (amnynu ckisHi). 3MiHu |
TUMy - 3MiHM 3 AKOCTi. FOTOBWIA Nikapcbkuii 3aci6.
CuncTeMa KoHTelHep/3akynoptoBasibHUIA 3aci6. 3miHa
napameTpiB cneundikauii Ta/abo JONyCTUMUX MEX
nepBUHHOT YNaKkoBKWU rOTOBOrO /iKapCbKOro 3acoby
(BUNYyYEHHSA HE3HAYHOTO NoKasHuka (Hanpuknag
3aCTapisioro NokasHvika))

BHeceHHs 3MiH y crieuudikaLito Ha amnynu CKNsHi
(6e36apsHi), a came BUIy4YEeHHSA HE3aCTOCOBHOrO
nokasHuka «CBiT/IONPONYCKaHHS», OCKINIbKN 415

nakyBaHHS [aHOro NikapcbKoro 3acoby
BMKOPVCTOBYIOTbCS aMny v 3 KinbLem 3namy, 3
6e36apBHOro ckna | rigposiTMyHoro Kiacy.

nocsioYeHHs1

OKCUTOLIMH

PO34UH A5 iH'EKLLA
5 MO/1 mn, no 1 mn
B amnyni; no 5
amnys y KapTOHHii
ynakoBLi

BAT
"TepeoH
Pixtep"

YropLmHa

BAT "TeneoH
Pixtep"

YropumHa

BHECEHHS 3MiH 0 peecTpaLiiiHux matepianis: 3MiHu |
TMny - 3MiHK WoAo 6e3nekn/edpeKkTNBHOCTI Ta
thapmakoHarnsgy. BeegeHHs abo 3miHv Ao
y3arasibHeHUX JaHnx Npo cucTemy dhapmakoHarnsgy
(BBEAEHHS y3araslbHEHMX [aHUX NPo cucTemy
hapmakoHarnsgy, 3MiHa ynoBHOBaXeHOi 0cobu,
BiANOBIAA/IbHOI 3a 34iiCHEHHSA hapMmakoHarnsay;
KOHTaKTHOI 0co6YM 3 thapmakoHarnsagy 3asiBHuka anas
3piicHeHHs hapMakoHarnsgy B YkpaiHi, K0 BOHA
BiAMiHHa Bif, yNOBHOBaXXEHOT 0CO6M, BifNoBiganbHOI
3a 3AjiicHeHHs hapmakoHarnagy (Bkiyatoun
KOHTaKTHI AaHi) Ta/abo 3MiHN y pO3MilLeHHi MacTep-
thaiina cuctemu chapmakoHarnsay) 3MiHa KOHTaKTHUX
LaHNX YNOBHOBaXEHOT 0CO6M 3asBHUKA,
BiANOBIAaNbHOI 3a thapmakoHarnsag,. 3miHa
MicLie3HaxXo4KeHHs MacTep-chaiina cuctemm
hapmakoHarnsgy. 3miHa Micusi 34iiCHEHHS OCHOBHOI

AOiSbHOCTI 3 hapmakoHarasgy.

3a
peyenmom

UA/7289/01/01
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Ne Hassa Popma surnycky 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbKo20o | (nikapcbka hopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby YNaKkoBsKa) nocsioYeHHs1
386. | OKTOCTUM PO34MH ANA iH'EKLN, Peppinr LBeliuapis BMPOGHMLTBO, Himeuunna/ BHECEHHS 3MiH [0 peeCTpaLiiiHnx maTepianis: 3MiHu | 3a UA/12728/01/01
15 mkr/mn; no 1 mn B | IHTepHeLwl nepBuHHE Yecbka TUny - AAMIHICTPaTVBHI 3MiHW. 3MiHa HaliMeHyBaHHS peyenmom
amnyni; no 10 amnyn | Hn CeHTep nakyBaHHs, Pecny6nika Ta/abo agpecu micusa NPoBaIXeHHs AifIbHOCTI
Y KapTOHHiiA CA BiANOBIgaIbHUIA BMpPO6HMKa/iMNopTepa roToBOro JlikapCbKoro 3acoby,
ynakoBLi 3a KOHTPOJ1b BK/IOYAOUM AiNbHULI BUMYCKy cepii abo micue
SAKOCTI, BUNYCK NpoBeAeHHSA KOHTPOJIH0 AKOCTI. (LiSANbHICTb, 3a AKY
cepii: BiAANOBIAAa€E BUPOGHMK/IMNOPTEP, HEe BKIOYaoun
®eppiHr MTM6X, BWMYCK cepiii). 3MiHa agpecu BUpPOGHMKa
HimeuunHa,; BiANoBiAa/IbHOrO 3a BTOPUHHE NakyBaHHSA y 3B'A3KY i3
NpVBeAEeHHAM PEECTPaLiiHNX AOKYMEHTIB Yy
BTOPWHHE BiANOBIAHICTL A0 cepTuddikaty GMP.
nakyBaHHs:
®eppiHr-/leunsa,
a.c., Yecbka
Pecny6nika
387. | ONI®EH® nnactmp TOB YkpaiHa Bupo6HWK, SKuii AnoHis/ BHECEHHS 3MiH A0 peecTpaLiiiHux matepiasis: 3MiHu | 6e3 nionsizae UA/5930/01/01
nikyBanbHuit no 140 «TeBa Bignosigae 3a HimeuunHa TMny - 3MiHK LWoao 6e3nekn/edpeKkTNBHOCTI Ta peyenma
Mr/12 roguH Ha 140 YkpaiHa» BVMPOGHMLTBO thapmakoHarnagy. 3MiHa y KOpOTKiil xapakTepucTuLi
cm? Ne 2: o 2 Hepo3acoBaHOro NiKapcbKoro 3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKLiT
nnacTupi y nakeTi 3 NPOAYKTY; [ONs MeAMYHOro 3acToCyBaHHA Ha NiACTaBi perynsipHo
nanepoBso- nepBuHHA Ta OHOB/OBAHOrO 3BiTY 3 6e3NeKun NikapcbKoro 3acooby,
aloMiHIEBO- BTOpPMHHA abo gocnigpxeHb 3 6e3Mekn 3acTocyBaHHS NikapCbKoro
nonieTnneHoBol ynakoBKa, 3acoby B nicnspeecTpaviliHuii nepios, abo sk
nniBku; no 1 nakety KOHTpONb cepii: pe3ynbTaT OLiHKV 3BITY 3 AOC/ILKEHb, MPOBEAEHNX
B KapTOHHIiA Telika BiANOBIAHO f0 MnaHy negiatpuuHnx gocnimxeHs (PIP)
Kopobui; Ne 5: no 5 dapmacboTuKas (iHWi 3MiHM) 3MiHV BHeceHo A0 IHCTpykuii ans
naacTupiB y NakeTi 3 Ko., NITa., AnoHis; MeAMYHOro 3aCTOCyBaHHSA NikapCbKoro 3acoby Ao
nanepoBo- Bupo6HWK, SKuii po3ginis "lNpoTunokasaHHsA" Ta "3acTocyBaHHS Y
/IOMIHIEBO- Bignosigae 3a nepiog, BariTHOCTi abo rogyBaHHsA rpyaa” Wwoao
nonieTnaeHosol KOHTPONb cepii: 6e3nekn 3acTocyBaHHS fil040i pe4yoBuHN. BBegeHH:
nniBku; no 1 nakety Mepkne 'v6X, 3MiH NPOTAroM 6-TW MiCALB Nicns 3aTBepAKEHHS
B KapTOHHiiA HimeyuunHa;
Kopobui; Ne 10: no 5 BUpPOGHWK, siknii
naacTupiB y NakeTi 3 BignoBigae 3a
naneposo- BUNYCK cepil:
/TOMIHIEBO- Mepkne 'vbX,
nonieTnIeHoBoI HimeyunHa
NNiBKW; NO 2 NakeTn
B KapTOHHI kopobui
388. | O/I®EH® renb, 2 %; no 30, TOB YkpaiHa BMPOGHMLITBO 3a HimeuyunHa BHECEHHS 3MiH A0 peecTpaLiiiHux matepiasis: 3MiHu | 6e3 UA/19922/01/01
DOPTE a6o 50, a6o 100 r «TeBa NOBHUM LMK/IOM: TMny - 3MiHK 3 AkocTi. CepTudikat BignosigHocTi/lE- peyenma
rAPOrenb rento y Ty6i; no 1 Ykpaina» Mepkne 'M6X, cepTudikaT BignoBigHOCTI EBponeichkiii
Ty6i B KAPTOHHIA HimeyunHa,; thapmakonei/MoHorpadii. 3mMiHK1, NoB'A3aHi 3
Kopobui BTOPVHHA HEOO6XiAHICTIO NPUBEAEHHS Y BiANOBIAHICTL A0
ynakoBKa: MoHorpadii oY abo €Bponelicbkol hapmakonei, abo
TpaHcdapm iHLWOT HaujioHanbHOI thapmakonei gepxasu €C (3MiHa
NoricTik TM6X, y cneundikauisix, nos'a3aHa 3i 3aMiHOK BUMOT
HimeuunHa MoHorpadii PY abo iHLWoi HauioHanbHOT hapmakonei
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Ne Hassa Popma surnycky 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbKo20o | (nikapcbka hopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby YNaKkoBsKa) nocsioYeHHs1

nepxasn €C Ha BUMOry MoHorpadii €Bponeiicbkoi
thapmakonei) Buy4yeHHs napameTpis «Temnepartypa
nnaesfeHHs» Ta «laeHTudikauia metogom TLUX» 3i
cneundikauii A®I BiaNoBIAHO A0 YMHHOT MOHOTrpadii
«[lnknodpeHaky gnetvnamin» BP. 3MiHn | Tuny - 3MiHn
3 AkocTi. A®l. KoHTponb A®I. 3miHa y napameTpax
cneumdikauili Ta/abo fONYCTUMUX MEX, BUSHAUYEHNX Y
cneumdikauisix Ha Adl, abo BMXigHWUA/MPOMDKHWIA
NPOAYKT/peareHT, W0 BUKOPUCTOBYIOTLCA Y NPOLECi
BMPO6HMLTBA AD| (4ONOBHEHHS cneundikauii HOBUM
NOKa3HUKOM SIKOCTi Ta BiAMNOBIAHUM METOA0M
BMNPOGYBaHHS) AOMNOBHEHHSA crieumdikalii AdI
noKasHUKoM «BMiCT TonepaHTHUX [0 XOBUi
rpamHeraTMBHUX 6akTepii». 3miHn | TNy - 3MiHW 3
AKOCTi. A®I. KoHTponb A®I. 3miHa y meTogax
BuNpobysaHHA APl abo BuxigHOro
mMarepiany/npoMiXKHOTO NPoAyKTy/peareHTy, Lo
BVKOPWCTOBYETbLCS Y NPOLIECi BUPOGHMLTBA ADI
(He3HayHi 3MiHN y 3aTBEPKEHUX MeToAax
BMNPOGYBaHHS) OHOBIEHHS aHaNiTUYHOI METOANKN
«CynpoBigHi fomilkn meTogoMm BEPX» BignosigHo ao
MoHorpadii BP.
3MiHn | TMRY - 3miHu 3 sKocTi. A®l. KoHTponb AdI.
3MiHa y MeToAax BunpobyBaHHss A®Il abo BUXigHOro
marepiany/npoMiKHOro NPoAyKTy/peareHTy, Lo
BUKOPWCTOBYETLCA Y NpoLeci BUpobHMuTBa AdI
(He3HauHi 3MiHW y 3aTBEpPKEHUX MeTofax
BMNPOGYBaHHS)

OHOBJIEHHSI @HA/TITUYHOT METOANKN «KiNTbKiCHWIA BMiCT»
(noTeHuiomMeTpuyHe TUTPYBaHHS) BifNOBIAHO A0
MoHorpadii BP.
3MiHn | TUny - 3MiHn 3 akocTi. A®l. BupobHuuTBO.
3MiHY B npoueci BupobHuuTea APl (He3HayHa 3MiHa Y
3aKpUTIil YacTuHI macTep-thaiina Ha A®l) He3HauHi
3MiHV B 3aKpuTIli YacTuHI MacTep-chaiina npu
OHOBJEHHI A0 Bepcil
AOPL-VAP/RDDA/AP-BP/10/2023-06. B po3gini
3.2.5.2.3.KoHTponb maTtepianis cneyudikaliio Bogu
OYVLLEHOT NepernaHyTo AN BUNpaBieHHs
ApyKapcbkoi nomusnku. B po3gini 3.2.S.2.4.KoHTponb
KPUTUYHMX CTagii i NPOMKHOT NpoAyKLii —
cneumdikaLlii «in-process» Ta cnevudikadii
NMPOMIXHUX NPOAYKTIB NEPErIAHYTO AK YACTUHY 3MiHM
chopmarty. [itova pegakuis: AOPL-VAP/RDDA/AP-
BP/09/2022-07 NponoHoBaHa pefakuis:
AOPL-VAP/RDDA/AP-BP/10/2023-06. 3miHu | Tuny -
3MmiHu 3 aKocTi. A®I. (iHLWi 3MiHW) OHOBMEHHS
afMiHicTpaTMBHOI iHGhopMaLii B pe3ysibTaTi 3MiHU
KOHTaKTHOI 0CO6U KOMNaHii Ta BUNpaB/eHHs
OPYKaApPCbKOT MOMUAKK. 3MiHN | Tuny - 3MiHM 3 SIKOCTI.
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Ne Hassa Popma surnycky 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbKo20o | (nikapcbka hopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby YNaKkoBsKa) nocsioYeHHs1
AO®I. (iHWi 3MiHWN) OHOBNEHHS Po34iny
3.2.5.3.2.Jomiwkun, BiANOBIAHO 4O HOPMATUBHUX
BMMOT, faHi Npo TeHAeHLji CynpoBigHMX AOMILIOK Ta
BMICTY 3a/IMLLKOBUX PO3YMHHMKIB ByNnn HadaHi ans
cepiii, NpoaHanizoBaHVX BiANOBIAHO 4O
3anponoHoBaHol cneuudikauii. 3miHu | TUny - 3MiHun 3
AKkocTi. ADL. (iHLi 3MiHW)
OHOBJ/IEHHS N1.3.2.S.5.CTaHaapTHI 3pa3ku abo
npenapartun BHACNiLOK OHOBMIEHHS cepTudikaTtiB AKOCTi
i aHaNITUYHMX faHnX poboyoro cTaHAapPTy AOMILLOK A
Ta F. XXogHux 3MiH y po6ounx C3 He Bigbynocs. 3miHn
I TMny - 3MiHu 3 AkocTi. API. CTabinbHICTb. (HLWi
3MiHW)
OHOBJ/IEHHS A@HNX JOBrOCTPOKOBOI CTabiIbHOCTI AD|
ans cepiii Set-ll, Set-1ll. YMoBu 36epiraHHs Ta TEPMIH
NOBTOPHOIO BUNPOBYBaHHA 3aNUWINANCA 63 3MiH.
389. | OMEMNPA30/ | niodhinizat gns dapmave pewis AHOAPM peuis BHECEHHS 3MiH A0 peecTpaLiiiHux matepiasis: 3MiHu | 3a UA/1030/01/01
-BOKATE PO34UHY ON151 iH'EKUIA TN4Ha XENNAC C.A. TMny - 3MiHK Woao 6e3nekn/edekTMBHOCTI Ta peyenmom
no 40 wr, 1 donakoH KOMMaHis thapmakoHarnsgy. BeegeHHs abo 3miHu Ao
3 niocpinizatom y «BOKATE y3arasibHeHVX faHux Npo cucTemMy hapMakoHarisay
KomnnekTi 3 1 C.A» (BBEAEHHS y3aralbHEHNX AaHUX NPo cucTemy
amnynoo 3 hapmakoHarnsgy, 3MmiHa ynoBHOBaXeHOi 0cobu,
POYMHHMKOM Mo 10 BiANOBIAa/TbHOI 3a 34iiCHEHHSA hapmakoHarnsay;
mn KOHTaKTHOI 0co6U 3 thapmakoHarnsay 3asBHuka ans
(nonieTnneHrnikonb 3[iliCHEHHS1 hapMakoHarnsay B YkpaiHi, KLU0 BOHA
400, KucnoTn BiAMiHHA Bif YNOBHOBaXeHOI 0cO6MU, BiANOBIAa/IbHOI
JIMMOHHOT 3a 34ilicHeHHs thapmakoHarnsgy (Bkovaoum
MOHOrigpart, Bogy KOHTaKTHi faHi) Ta/abo 3MiHM y PO3MILLLEHHI MacTep-
ONs iH'exuii) y thaiina cuctemu hapmakoHarnsgy). 3MiHa KOHTaKTHOT
Kopobui ocobu 3asBHMKa, BIANOBIAa/IbHOI 3a (hapmakoHarnsj, B
YkpaiHi. fitoua pegakuis: bagbs OneHa AHaToniiBHa.
[MponoHoBaHa pegakuis: TkayeHko TeTsiHa [NeTpiBHa
390. | ONATAHON® | kpanni oyHi, 1 Hosapric LBeliuapis BMPOGHULITBO 3a Icnanis BHECEHHS 3MiH 0 peecTpaLiiiHux matepiasis: 3MiHu | 3a UA/4986/01/01
mr/mn; no 5 mny Papma Al NOBHUM LMK/IOM: TMny - 3MiHK Woao0 6e3nekn/edekTUBHOCTI Ta peyenmom

dNaKkoHi-
KpanenbHuui; 1 abo
3 chnakoHu-
KpanesbHULi B
Kopo6Li 3 KapTOHY

AnkoH-KyBpbop,
Benbris;
BMPOGHMLTBO,
nepBuHHe
nakyBaHHs,
BTOPWHHE
nakyBaHHs,
KOHTPOb AKOCTI:
3irdpig Enb
MacHoy, C.A.,
IcnaHist; Bunyck
cepii: HoapTic
PapmacboTuka,
C.A., IcnaHis

chapmakoHarnsgy. BeegeHHsa abo 3miHn o
y3arasibHeHNX AaHnx Npo cuctemy papmakoHarnsgy
(BBEAEHHSA Y3araslbHEHUX AaHWX MPO cucTemy
chapmakoHarnsgy, 3miHa ynoBHOBaXXeHoi ocobu,
BiANOBIAa/IbHOI 3a 34iiCHEHHSA hapMmakoHarnsay;
KOHTaKTHOI 0C06YM 3 chapmakoHarnsagy 3asBHuka anas
3piicHeHHs hapMakoHarnsay B YkpaiHi, K0 BOHA
BiAMiHHa Bif, yNOBHOBaXKEHOT 0CO6M, BifgnoBigansLHOI
3a 3fjicHeHHs hapmakoHarnaay (Bkyatoun
KOHTaKTHI AaHi) Ta/abo 3MiHN y pO3MiLLeHHi MacTep-
(paiina cuctemu chapmakoHarnsgy) 3miHa
YNOBHOB&XXEHOT 0CO6U 3asBHMKA, BifgnoBigasibHOI 3a
thapmakoHarnag,.

[Oitova pepakuisn: David J Lewis, B. Sc (Hons), Ph.D.
[MponoHoBaHa pepgakuis: Dr. Justin Daniels, Ph.D.
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Ne Hassa Popma surnycky 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbKo20o | (nikapcbka hopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby YNaKkoBsKa) nocsioYeHHs1
3MiHa KOHTaKTHUX AaHnX YNOBHOBAXEHOI 0Co6u
3asBHVKa, BiANoBiganbHOI 3a hapmakoHarnsag,. 3miHa
MicLie3HaxXoMKeHHs MacTep-ghaiina cuctemu
hapmakoHarnsigy. 3miHa micus 34jiiiCHeHHs1 OCHOBHOT
AOiSNIbHOCTI 3 hapmakoHarisgy.
391. | OPHI3ON® PO34UH ANs iHQY3il, MNAT YkpaiHa MAT "Tanuucapm” YkpaiHa BHECEHHS 3MiH 0 peecTpaLiiiHux matepianis: 3MiHu | 3a UA/12227/01/01
5 mr/mn, no 100 mn "Tannuda UMy - 3MiHM 3 AKOCTi. FOTOBWIA Nikapcbknii 3aci6. peyenmom
y naswuj; no 1 pm" KOHTpO/1b AONOMIDKHMX peYOBMH. 3MiHa NapaMeTpis
NAAWLI B navui cneumdikauii Ta/abo AONyCTUMUX MEX A5
[0NOMDKHOT peyqoBuHN (iHLWi 3MiHM) CynyTHS 3MiHa -
3MiHK 3 SKOCTi. FoTOBMIA Nikapcbkuii 3aci6. KoHTporsb
[ONOMDKHUX PeYOBWH. 3MiHa y MeTodax
BMNPOGYBaHHA AOMOMDKHOI PEYOBUHM (iHLWi 3MiHW Y
MeToAax BUNPoGyBaHHS (BK/HoHYatoum 3aMiHy abo
nofasaHHs)) MpuBeaeHHs cneundikaLii Ta meToais
KOHTPOO AOMOMIKHOI peyoBuHn Boga ans iH'ekuin oo
BMMOr MoHorpadii EP, a came: BUy4eHo nokasHuk
«HiTpaTy»; 4OAAHO MOCKNaHHSA Ha Lie OAVH MeTog,
KOHTPO/IO 3a NOKa3HUKOM «bakTepianbHi
eHA0TOKCUHM» (EP 2.6.32); 3a nokasHukom «1Toma
€N1eKTPONPOBIAHICTE» Ta NOKa3HWKOM
«MIKpO6IONOrYHN MOHITOPUHI», 3MIHEHO MOCWUIaHHSA
Ha meToAu KoHTponto (MoHorpadist EP «Water for
injections in bulk (0169)»).
392. | MAKNITAKCE | KoHueHTpart ans Amakca Benuka KOHTPO/Ib Ta Himeuunxa/ BHECEHHS 3MiH 4,0 peecTpayiiHux maTtepiasis: 3MiHu | 3a UA/15145/01/01
N AMAKCA pO34uHy aoNns nrp, BpuTaHis BUNYCK cepil: Pecny6nika TMny - 3MiHK Woao 6e3nekn/edpeKTNBHOCTI Ta peyenmom
iHcpy3iiA, 6 Mr/mn; no AkBiga 'm6X, Kopesi/ thapmakoHarnagy. BeegeHHs abo 3amiHn fo
5 mn, 16,7 mn abo HimeyunHa; HimeuunHa y3araslbHeHUX gaHux nNpo cuctemy hapmakoHarnsgy
50 mn y donakoHi; no BMPOGHULITBO in (BBEAEHHSA y3ara/lbHEHNX AaHuX npo cuctemy
1 chnakoHy B bulk, nepsuHHe Ta hapmakoHarnagy, 3mMiHa ynoBHOBaXXeHOI ocobw,
KapTOHHI KopoobLi BTOPVHHE BiANOBIAaUIbHOI 3a 34iiCHEHH:A hapmakoHarnsay;
nakyBaHHs: KOHTaKTHOI 0co6M 3 thapMakoHarnsay 3asBHuKa gns
CamsaHr Xongira 3[jiicCHEHHS hapMakoHarnsay B YkpaiHi, K0 BOHA
KopnopefiwH, BiAMiHHA Bif YNOBHOBaXeHOI 0CO6M, BiANOBIAA/IbHOI
Pecny6nika 3a 3AjiicHeHHs hapMakoHaraay (Bkiyarun
Kopes:; KOHTaKTHi fiaHi) Ta/abo 3MiHM y PO3MiLLLeHHI macTep-
BMPOBHMLTBO in thalina cuctemu chapmakoHarnsgy). 3miHa
bulk, nepsuHHe YMOBHOBaXEHOI 0C06Y 3a8BHWKA, BiANOBifabHOT 3a
nakyBaHHs1, thapmakoHarnsg,
BTOPVHHE [itoua pepakuis: bapaHiscbknini Mrkona Onekcinosumy.
nakyBaHHs, MponoHoBaHa pepakuin: Kapavesuesa Hatanisa
KOHTPO/b cepii: BonogumupisHa.
AkBiga 'm6X, 3MiHa KOHTaKTHMX AaHWX YNOBHOBaXXEHOT 0CO6M
HimeuunHa 3asBHVKa, BiANoBiAa/IbHOT 3a papMakoHarnsag.
YTOUHEHHS LWoA0 aapecy Micus 34iliCHEHHS OCHOBHOT
LiSNIbHOCTI 3 chapmakoHariagy. YTOUHEHHS LWoA0
afipecy MicLe3HaxoKeHHs1 macTep-daiina cuctemm
dhapmakoHarnsgy.
393. | NAHAHIH TabNeTkn, BKPUTI BAT YropwumHa BAT "lefeoH YropwmHa BHECEHHS 3MiH 40 peecTpauiiHnx maTtepiasis: 3MiHu | 6e3 UA/7315/01/01
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Ne Hassa Popma surnycky 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbKo20o | (nikapcbka hopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby YNaKkoBsKa) nocsioYeHHs1
nAiBKOBOIO "TepeoH PixTep" TMny - 3MiHK Woao 6e3nekn/edekTUBHOCTI Ta peyernma
o6onoHkoto, no 50 Pixtep" thapmakoHarnsgy. BeegeHHs abo 3miHv o
TabneTok y y3arasibHeHUX faHnx Npo cucTemy dhapmakoHarnsgy
noninponizieHoBoMy (BBEAEHHSA y3ara/lbHEHNX AaHUX MPO cucTemy
ch1akoHi 3 hapmakoHarnsgy, 3MmiHa yrnoBHOBaXeHOoi 0cobu,
KOHTpONEeM nepLuoro BiNOBifa/IbHOT 3a 34iICHEHHA dhapMmakoHarnsagy;
po3kpuTTs; no 1 KOHTaKTHOI 0CO6Y 3 thapmakoHarnsagy 3asBHuka anas
chnakoHy B 3pificHeHHs hapMakoHarnisgy B YkpaiHi, KO0 BOHA
KapTOHHIlA ynakoBLi; BiMiHHa Bif, yNOBHOBaXXEHOT 0CO6M, BifNoBiganbHOI
no 20 TabneTok y 3a 3fjiicHeHHs1 hapMakoHarnsay (BkYarum
6nictepi; no 3 (20x3) KOHTaKTHI AaHi) Ta/abo 3MiHN Yy pO3MiLLeHHi MacTep-
a6o no 5 (20x5) thaiina cuctemu chapmakoHarnsgy) 3mMiHa KOHTaKTHUX
6nicTepis B [JaHnX ynoBHOBaXXeHOI 0CO6Y 3anBHYIKa,
KapTOHHI ynakoBsL,i BiANOBIAaIbHOI 3a thapmakoHarnsag,. 3miHa
MicLie3HaxoMKeHHs MacTep-ghaiina cuctemu
thapmakoHarnagy. 3MiHa Micus 34iiCHEHHS1 OCHOBHOT
AOiSIbHOCTI 3 chapmakoHarisgy.
394. | NAHAHIH KOHUeHTpaT ans BAT YropwumHa BAT "leneoH YropwmHa BHECEHHS 3MiH 10 peecTpaLiiiHix MmaTepianis: 3MiHu | 3a UA/7315/02/01
PO34unHY 4118 "TepeoH PixTep" TMny - 3MiHKM Woao 6e3nekn/edeKTUBHOCTI Ta peyenmom
iHcpysiiA; no 10 mn B Pixtep" thapmakoHarnsgy. BeegeHHs abo 3miHv o
amnyni; no 5 amnyn y3arasibHeHUX JaHnx Npo cucTemy dhapmakoHarnsgy
Y KOHTYpHIl (BBEAEHHSA Y3araslbHEHUX AaHWX NMPO cucTemy
NIacTuKOBIl hapmakoHarnsgy, 3MiHa ynoBHOBaXeHOi 0cobu,
ynakosLi; no 1 BiANOBIAA/IbHOI 3a 34iliCHEHHSA hapMmakoHarnsay;
KOHTYPHIi KOHTaKTHOI 0Co6YM 3 thapmakoHarnsagy 3asiBHuka anas
NIacTuKOBIl 3piicHeHHs hapMakoHarnsgy B YkpaiHi, KO0 BOHA
ynakosLi B BigMiHHa Bif, yNOBHOBaXXEHOT 0CO6M, BifnoBiganbHOI
KapTOHHI ynakosLi 3a 34iicHeHHs hapmakoHarnsgy (Bkaoyarum
KOHTaKTHI AaHi) Ta/abo 3MiHN Yy pO3MilLeHHi MacTep-
thaiina cuctemun chapmakoHarnsgy). 3MmiHa KOHTaKTHUX
[aHnX yNoBHOBaXXEHOI 0CO6M 3as1BHYKA,
BiANOBIAaNbHOI 3a thapmakoHarnsag,. 3miHa
MicLie3HaxoMKeHHs MacTep-ghaiina cuctemm
hapmakoHarnsgy. 3miHa Micusi 34iliCHEHHS OCHOBHOT
AiSNbHOCTI 3 hapmakoHarasgy.
395. | MAHAHIIH TabneTkun, BKPUTI BAT YropLumHa BAT "T'efeoH YropwHa/ BHECEHHS 3MiH 10 peecTpaLiiiHnx maTepianis: 3miHu | 6e3 UA/18351/01/01
DOPTE NAiBKOBOIO "TepeoH PixTep", Monbwa TMny - 3MiHK Woao0 6e3nekn/edekTUBHOCTI Ta peyernma
060n0Hkoto no 280 PixTep" YropwmHa thapmakoHarnsgy. BeegeHHs abo 3miHv o
mr/316 wmr; no 15 (BUPOBHMLTBO y3araslbHeHUX faHux Npo cuctemy chapmakoHarnsgy
Tabnetok y 6nictepi, Hepo3cacoBaHOro (BBEAEHHSA y3araslbHEHUX AaHWX MPO cucTemy
no 2, 4 abo no 6 NPOAYKTY, hapmakoHarnsgy, 3MmiHa ynoBHOBaXeHOoi 0cobu,
6nictepiB y nepBuHHA BiANOBIAa/IbHOI 3a 34iiCHEHH:A hapMmakoHarnsay;
KapTOHHI ynakosL,i yMnaKoBKa, KOHTaKTHOI 0C06YM 3 thapmakoHarnsagy 3asiBHuka anas
BTOPUHHA 34ilicHeHHA hapMakoHarnsgy B YKpaiHi, SKLL0 BOoHa
ynakoBKa, BiAMiHHa Bif, yNOBHOBaXKEHOT 0CO6M, BigNoBigansLHOI

KOHTPO/b SIKOCTI,
BUNYyCK cepii);
TOB "TepeoH

PixTep Monbwa"

3a 3fjiicHeHHs hapmakoHarnagy (Bkiyatoun
KOHTaKTHI AaHi) Ta/abo 3MiHM y pO3MilLeHHi MacTep-
thaiina cuctemun chapmakoHarnsgy). 3miHa KOHTaKTHUX
[aHnX yNoBHOBAXXEHOI 0CO6M 3as1BHYMKA,
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Ne Hassa Popma surnycky 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbKo20o | (nikapcbka hopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby YNaKkoBsKa) nocsioYeHHs1
Monbwa BiANOBIAaIbHOI 3a thapmakoHarnsag,. 3miHa
(KOHTpOSb AKOCTI, MicLe3Hax0oKeHHS MacTep-caiina cuctemm
BMNYyCK cepil) thapmakoHarnagy. 3MiHa MicLs 34iliCHEHHS OCHOBHOT
AISNbHOCTI 3 hapmakoHarnsgy.
396. | NAHOLUWA, MOPOLLIOK ANt AHaHTa Benvka JIABOPATOPIO Icnanis BHECEHHS 3MiH A0 peecTpaLiiiHux matepiasis: 3MiHu | - UA/17040/01/01
pO34uHy aons Megikeap BpuTaHia PEWVII XO®PE, TMny - 3MiHK Woao 6e3nekn/edekTUBHOCTI Ta
iH eKuili no 40 wr; in nra. C.A. thapmakoHarnagy (iHwi 3MiHu) - 3MiHM BHeceHo B n. 4.
bulk: 20 chnakoHis 3 "[laTa 3aKiH4eHHs TepMiHy NpUAATHOCTI" TEKCTY
NOPOLUKOM Y MapKyBaHHS MepBUHHOT ynakoskn Ta B Nn. 8. "AaTa
KapTOHHI Kopoobui 3aKiHYEHHS TEPMiHY NPUAATHOCTI" BTOPVMHHOI YNakoBKM
nikapcbkoro 3acoby. BHeceHHst 3MiH 0 TekcTy
"MapkyBaHHA" chopmu in bulk. [itova pegakuis:
MAPKYBAHHSA in bulk BTropnHHa ynakoska 8. JATA
3AKIHYEHHA TEPMIHY NPUAATHOCTI MpuaatHuii
no: NponoHoBaHa pefakuis: MAPKYBAHHSA in bulk
BTopuHHa ynakoBka 8. ATA 3AKIHUEHHA TEPMIHY
MPNOATHOCTI Tepm. Mpua.: TepmiH BBEAEHHS 3MiH
npoTarom 3 MicsLiB NicNs 3aTBEPKEHHS.
397. | NAHOUMA NopoLUOK A8 AHaHTa Benuka NABOPATOPIO Icnanis BHECEHHS 3MiH 40 peecTpaviiHnx maTtepiasis: 3MiHn | 3a UA/17039/01/01
pO34uHy aons Megikeap BpuTaHis PEWVII XO®PE, TMny - 3MiHK Woao 6e3nekn/edpeKTNBHOCTI Ta peyenmom
iH ekuili no 40 wr; 1 nra. C.A. hapmakoHarnaay (iHwi 3miHn) - 3MiHW BHECEHO B 1. 4.
abo 5, abo 20 "[laTa 3aKiH4eHHs TEpPMiHY NpUMAATHOCTI" TEKCTY
oNakoHiB 3 MapKyBaHHA NepBUHHOT ynakoBku Ta B n. 8. "[ara
NOPOLLKOM Y 3aKiHYEHHSA TePMiHY NpuAaTHOCTI" BTOPMHHOI YNaKkoBKu
KapTOHHI KOpOoOLyi NikapcbKoro 3acoby. BHeCeHHs 3MiH f0 TeKCTy
"MapkyBaHHA" chopmu in bulk. [itoua pegakuis:
MAPKYBAHHSA in bulk BropuHHa ynakoska 8. JATA
3AKIHYEHHA TEPMIHY NPUOATHOCTI MpuaatHuii
po: MNponoHoBaHa pegakuis: MAPKYBAHHA in bulk
BTtopuHHa ynakoska 8. JATA 3AKIHYEHHA TEPMIHY
MPUOATHOCTI Tepm. Mpug.: TepmiH BBEAEHHS 3MiH
NpoTArom 3 MicsuiB Nicas 3aTBEPAYKEHHS.
398. | MAHTOMPA3 | nopoluok ans Abpun IHAis Abpun IHAjisA BHECEHHS 3MiH [0 peecTpaLiiiHnx maTepianis: 3MiHu | 3a He UA/20527/01/01
Oon ABPUN PO3urHy oNs iH'ekuin | dopmynei JNabopaTopis TMNy - AGMIHICTPATUBHI 3MiHW. 3MiHa Ha3BM peyenmom | niossieae
no 40 wr; no 1 a6o 5 LWH3 MBT. MpatigeT JlimiTeq, nikapcbKoro 3acoby - 3MiHM BHECEHO LLOA0 Ha3BM
a60 10 chnakoHiB y nra. nikapcbkoro 3acoby. 3aTBepxeHo: MaHTonpason
KapTOHHIi ynakoBui (Pantoprazole). 3anponoHoBaHo: MAHTOMPA3O/
ABPU/1 (PANTOPRAZOLE ABRYL). 3miHn | Tuny -
3MiHU 3 siKkocTi. FoTOBWMIA Nikapcbkuii 3aci6.
CT1abinbHiCTb. 3MiHa y TepMiHax NpuAaTHoOCTI abo
ymoBax 36epiraHHsi roToBOro Nikapcbkoro 3acoby
(36inbLUEHHA TEPMiHY NPUAATHOCTI FOTOBOrO
NiKapcbKoro 3acoby) - [11s1 TOproBoi ynakoBKu
(niaTBEPOKYETLCA AAHUMW PEAsIbHOIO Yacy) -
36ibLUEHHA TEPMIHY NPUAATHOCTI FOTOBOrO
NiKapcbKoro 3acoby 3 2 pokiB Ha 3 POKWU. 3MiHK
BHECEHO B iHCTPYKL,t0 A1 MEAMYHOIO 3aCTOCYyBaHHSA
NiKapcbKoro 3acoby y po3ain "TepMiH npuaaTHocTi"
399. | NANABEPWUH | Ta6netku no 10 mr TOBAPUC YkpaiHa ToBapuCTBO 3 YKpaiHa BHECEHHS 3MiH A0 peecTpauiiHux maTtepiasiB: 3miHu | 3a UA/4675/02/01
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Ne Hassa Popma surnycky 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbKo20o | (nikapcbka hopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby YNaKkoBsKa) nocsioYeHHs1
-3[10POB'A no 10 Tabnetok y TBO 3 06MexeHo TUny - AAMIHICTPaTVBHI 3MiHW. BunyyeHHs BUpo6GHUYOT peyenmom
6nictepax; no 10 OBMEXE BiANOBiAA/IbHICTIO AinbHUUI (BKAOYaoum AinbHuUi ans A®l, npomixxHoro
Tabnetok y 6nictepi; HOIO "®apmMaueBTUYHA nNpoAyKTy abo roToBOro NiKapcbkoro 3acoby, AiNbHULL
no 1 6nictepy B BIANOBIA KOMnaHis 015 NPOBEiEHHA NaKyBaHHSA, BUPOOHMKa,
KapTOHHI Kopoo6Li ANBHICT "3nopos'a” BiANOBIAA/ILHOIO 3a BMMNYCK Cepiii, MiCLie NpOBEAEHHS
10] KOHTPO/H0 cepii) abo nocTavanbHrKa BUXIigHOTO
«KOPIMOP marepiany, peareHTy abo AONOMDKHOI peYOBUHU
AlIA (AKLLLO 3a3HAYEHO Y AOCbE) BUTYHYEHHS BUPOGHMKa AdI
«30POB ManaBepuHy rigpoxnopuay cipmu BAT "Ip6iTChKMiA
"A» ximdhapm3asog", Pocilicbka ®efepauis. 3amwanTbes
3aTBepMKeHi BUpo6HMKM Ad| MNanasepuHy
rigpoxnopugy: RECORDATI INDUSTRIA CHIMICA E
FARMACEUTICA S.P.A,, Italy; SYNNAT PHARMA
RRIVATE LIMITED, India.
400. | NAMNABEPUH | po3uuH ans iH'ekuiii, | TOBAPUC YkpaiHa ToBapucTBO 3 YkpaiHa BHECEHHS 3MiH 10 peecTpaLiiiHix MmaTepianis: 3MiHu | 3a UA/4675/01/01
-3[10POB'A 20 mr/mMn no 2 mn B TBO 3 obmexeHo TUny - AGMIHICTPaTVBHI 3MiHW. BunyyeHHs BUpo6GHUYOT peyenmom
amnyni; no 10 amnyn | OBMEXE BiANOBiAA/IbHICTIO AinbHUUI (BKAOYaoum AinbHuUi ana A®l, npomixxHoro
Y KapTOHHIli kopobLy; HOIO "®apmMaueBTUYHA NpoAyKTY abo roTOBOro NiKapcbkoro 3acoby, AiNbHULL
no 2 MmN B amny”ni; BIANOBIA KOMMaHis 0715 NPOBEiEHHSA NaKyBaHHSA, BUPOOHMKa,
no 5 amnyny ANBHICT "3nopos'a” BiANOBIAa/IbLHOrO 3a BMMNYCK Cepiii, MicLie NpoBeAEHHS
6nictepi; no 2 10] KOHTPOIO cepii) abo nocTadasibHUKa BUXIAHOIO
6nictepu y «KOPTIOP marepiany, peareHTy abo AONOMDKHOI peYOBUHM
KapTOHHI kopo6Lyj; AlIA (AKLLLO 3a3HAYEHO Y AOCbE) BUTYHYEHHS BUPOGHMKa AdI
no 2 M B amny/ii; «30POB ManaBepuHy rigpoxnopuay cipmu BAT "Ip6iTChKMiA
no 10 amnyny "A» ximchapmsasog'", Pociicbka Pegepauis. 3anvwatTbes
6nicTepi; no 1 3aTBepMXeHi BUpo6HMKM AD| MNanasepuHy
6nictepy B rigpoxnopugy: RECORDATI INDUSTRIA CHIMICA E
KapTOHHI Kopoobui FARMACEUTICA S.P.A,, Italy; SYNNAT PHARMA
RRIVATE LIMITED, India.
401. | NAPIET® Tabnetku TOB YkpaiHa Brvpo6HMuTBO AnoHis/ BHECEHHS 3MiH 0 peecTpaLiiiHux matepiasis: 3MiHu | 3a He UA/2499/01/02
KMLLKOBOPO34MHHI No | "[HKOHCOH Hepo3chacosaHoro | LUseiuapis/ UMy - 3MiHY 3 AKOCTi. [OTOBWIA Nikapcbknin 3aci6. peyenmom | nionsi2ae
10 mr; no 7 a6o 14 i [DKOHCOH NPOAYKTY: Moptyranis 3MiHU Yy BUpOGHMLTBI. 3amiHa abo BBeAEHHS
TabneTtok y 6nictepi; YkpaiHa" Byuuy [04aTKOBOT AiNIbHUL BUPOBHULITBA [/19 YaCTUHU abo
no 1 6nictepy B dapmacbloTnkans BCbOr0 BMPOBHMYOrO NPOLECY FOTOBOTO JTiKAPCbKOro
KapTOHHIA KopoobLi Nta., AnoHis; 3aco6y (AinbHMLA AN NePBUHHOTO NaKyBaHHS)
[JoaaBaHHA BUPOOHYMKA BifNoOBiAabHOIO 3a NePBUHHE
MepBuHHa Ta nakyBaHHs: JllocomegukameHTa Cocbegage TekHika
BTOPVHHA dPapmaueyTuka, C.A. (Ectpaga KoHcinbepi Meaposo,
ynakoBKa, BMUNYCK 66, 69-B, Kseni3 ge baiikco, 2730-055 BapkapeHa,
cepit: Moptyranis) / Lusomedicamenta Sociedade Tecnica
Cinar Arl, Farmaceutica, S.A. (Estrada Consiglieri Pedroso, 66,
Leiiyapis; 69-B, Queluz de Baixo, 2730-055 Barcarena,

MepBuHHa Ta
BTOPWHHA
ynakoBka,

KOHTPO/Ib AKOCTI
(BUNpo6YyBaHHS
MikpobionoriyHoi

Portugal).

BBefeHHA 3MiH NPOTAroM 6-Tu MicALiB nicns
3aTBEPMAKEHHS. 3MiHM | TUMy - 3MiHK 3 AKOCTi. [0TOBWIA
nikapcbkuii 3aci6. 3MiHW y BUPO6HMLTBI. 3amiHa abo
BBE/leHHS A0AaTKOBOI AiNbHULI BUPOBHMLTBA 4151
4acTVHM abo BCbOro BUPOGHNYOro NpoLecy rotoBoro
nikapcbKoro 3acoby (AiNbHWUSA 415 BTOPUHHOTO
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Ne Hassa Popma surnycky 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbKo20o | (nikapcbka hopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby YNaKkoBsKa) nocsioYeHHs1
4YNCTOTH), BUMYCK nakyBaHHs) [lofaBaHHs BUPOOHUKA BifnoBifaibHOTrO
cepii: 3a BTOPMHHE nakyBaHHS: JllocomeaviKkameHTa
NiocomeankameHT Cocbepane TekHika ®apmaueyTtuka, C.A. (EcTpaga
a Cocbepage KoHcinbepi Megposo, 66, 69-B, Keenis ge baiikco,
TekHika 2730-055 bapkapeHa, MNoptyranis) /
dapmaueyTuka, Lusomedicamenta Sociedade Tecnica Farmaceutica,
C.A,, MopTtyranis S.A. (Estrada Consiglieri Pedroso, 66, 69-B, Queluz
de Baixo, 2730-055 Barcarena, Portugal). BeegeHHs
3MiH NPOTAroM 6-TW MICALIB NiC/A 3aTBEPAXEHHS.
3MiHu | TUNY - 3MiHK 3 AKOCTi. FOTOBWIA NiKapCbKuii
3aci6. 3MiHM y BUpO6HULTBI. 3MiHa iMnopTepa/3MiHu,
LLIO CTOCYHOTbCA BUMYCKY Cepii Ta KOHTPOO AKOCTI
roTOBOro Nikapcbkoro 3acoby (3amiHa abo foaaBaHHSA
BMPOGHMKa, L0 BiANOBIAAE 3a BBE3EHHS Ta/abo
BUMNYCK cepii) - Bktovaouy KOHTPOb/BUNPOGYBaHHS
cepii - logaBaHHsA BUPOGHYMKA BiANOBIA&ILHOIO 3a
KOHTPO/b SKOCTi (BMNPOBYBaHHSA MiKpObios1orivHOT
4YUCTOTWU), BUMYCK cepii: JllocomegukameHTa
Cocbepane TekHika ®apmaveyTtuka, C.A. (EcTpaga
KoHcinbepi MNepposo, 66, 69-B, Keeni3 ge bavikco,
2730-055 bapkapeHa, MopTyranis) /
Lusomedicamenta Sociedade Tecnica Farmaceutica,
S.A. (Estrada Consiglieri Pedroso, 66, 69-B, Queluz
de Baixo, 2730-055 Barcarena, Portugal). 3miHu
BHECEHO B IHCTPYKLiIO A1 MEAMYHOro 3aCTOCYBaHHSA
nikapcbKoro 3acoby y po3aim «BupobHuk» Ta
«Micue3HaxopKeHHs1 BUpOGHMKa Ta agpeca Micus
NpOBaKEHHS MOr0 AiSNILHOCTI» 3 BiANOBIAHUMMN
3MiHaMK y TEKCTIi MapKyBaHHSA YNakoBKW /1iKapCbKoro
3acoby (fofaBaHHS BUPOGHUKA). BBeeHHS 3MiH
NpoTArom 6-T1 MiCALIB MiCNA 3aTBEPAKEHHS.

402. | NAPIET® Tabnetku TOB YkpaiHa B1po6HMLTBO AnoHis/ BHECEHHS 3MiH A0 peecTpaLiiiHux matepiasis: 3MiHu | 3a He UA/2499/01/01
KMLLKOBOPO34YMHHI M0 | "[PKOHCOH Hepo3chacoBaHoro | Lseiiuapisi/ TUMy - 3MiHK 3 AKOCTi. FOTOBWIA Nikapcbkuii 3aci6. peyenmom | nidssieae
20 mr; no 7 i [PKOHCOH NPOAYKTY: MopTyranis 3MiHn y BUPO6HMLTBI. 3amiHa abo BBeAEHHS
Tabnetok y 6nictepi; YkpaiHa" Byuwy [0[aTKOBOI [i/TbHUL BUPOGHMLTBA A1 YacTUHM abo
no 1 6nictepy B dapmacbloTukans BCbOr0 BMPOBHMYOro NpoLEecy roToBOro Nikapcbkoro
KapTOHHI Kopo6Lyj; Nta., AnoHis; 3ac006y (AinbHWLA AN NEPBUHHOTO NaKyBaHHS)
no 14 tabnetok y [lopaBaHHsa BUpOOHUKA BiAMOBIAa/TbHOMO 3a NEPBUHHE
6nictepi; no 1 a6o 2 MepBuHHA Ta nakyBaHHs: JllocomegvkameHTa Cocbefane TekHika
6nictepu B BTOPVIHHA dapmaueyTmka, C.A. (EcTpaga KoHcineepi Megposo,

KapTOHHIA KopoobLi ynakoBKa, BUMycK 66, 69-B, Keni3 ge baiikco, 2730-055 BapkapeHa,
cepit: Moptyranis) / Lusomedicamenta Sociedade Tecnica
Cinar Arl, Farmaceutica, S.A. (Estrada Consiglieri Pedroso, 66,

LlBeiiuapis; 69-B, Queluz de Baixo, 2730-055 Barcarena,

MepBuHHa Ta

Portugal).
BBefeHHs 3MiH NpoTArom 6-T1 MicAuiB nicns

BTOpPMHHA 3aTBEpPMKEHHS. 3MiHM | Tuny - 3MiHK 3 AKkOCTi. [oTOoBWIA

ynakoBKa, nikapcbkuii 3aci6. 3mMiHW y BUPOGHMLTBI. 3amiHa abo
KOHTPO/Ib SKOCTI BBE/IEHHS 40AaTKOBOI AifIbHULI BUPOBGHMLTBA 415
(BNpo6yBaHHSA 4acTVHW abo BCbOro BUPOGHNYOro NpoLecy rotoBoro
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Ne Hassa Popma surnycky 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbKo20o | (nikapcbka hopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby YNaKkoBsKa) nocsioYeHHs1
Mikpob6iosoriyHol nikapcbKoro 3acoby (AibHMLA ANs BTOPUHHOIO
4yMCTOTH), BUMYCK nakyBaHHs) [lonaBaHHs BUPOOHMKA BifnoBigasibHOro
cepii: 3a BTOPMHHE MakyBaHHS: JllocomeavikameHTa
NiocomegnkameHT Cocbepane TekHika ®apmaueyTtuka, C.A. (EcTpaga
a Cocbepage KoHcinbepi MNepposo, 66, 69-B, Keeni3 ge bavikco,
TekHika 2730-055 bapkapeHa, MopTtyranis) /
dapmaueyTumka, Lusomedicamenta Sociedade Tecnica Farmaceutica,
C.A., Moptyranis S.A. (Estrada Consiglieri Pedroso, 66, 69-B, Queluz
de Baixo, 2730-055 Barcarena, Portugal). BBeaeHHs
3MiH NPOTAroM 6-TW MicALiB NicNs 3aTBEPKEHHS.
3MiHn | TURY - 3MiHM 3 SKOCTi. FOTOBWI NikapCbKWii
3aci6. 3MiHM y BUPO6HUMLTBI. 3MiHa iMnopTepa/3miHu,
LLIO CTOCYIOTLCS BUMYCKY Cepii Ta KOHTPOJIKO AKOCTI
roTOBOrO Jlikapcbkoro 3acoby (3amiHa abo gofaBaHHS
BMPOGHMKa, L0 BiANOBIAAE 3a BBE3EHHS Ta/abo
BUMNYCK cepii) - Bkntoyaoum KOHTPONbL/BUNPoGYyBaHHSA
cepii - logaBaHHSA BUPOGHYVKA BiANOBIAaIBHOTO 3a
KOHTPO/b SKOCTi (BUNPOBYBaHHSA MiKpO6iosioriuHoT
4YNCTOTH), BUNYCK cepii: JllocomeamkameHTa
Cocbepage TekHika Papmaueytuka, C.A. (EcTpaga
KoHcinbepi MNeaposo, 66, 69-B, Keeni3 ae baiikco,
2730-055 bapkapeHa, Moptyranis) /
Lusomedicamenta Sociedade Tecnica Farmaceutica,
S.A. (Estrada Consiglieri Pedroso, 66, 69-B, Queluz
de Baixo, 2730-055 Barcarena, Portugal). 3miHu
BHECEHO B iHCTPYKL,t0 419 MEAMYHOIO 3aCTOCYyBaHHSA
nikapcbKoro 3acoby y po3ainm «BupobHuk» Ta
«MicLe3HaxomkeHHs BUPOGHMKa Ta agpeca Micus
NPOBaKEHHS NOr0 AiSIbHOCTI» 3 BiANOBIAHUMY
3MiHaMK y TEKCTi MapKyBaHHA yNakoBKW iKapcbKoro
3acoby (foAaBaHHs BUPOOHUKA). BBeAeHHS 3MiH
NpoTSArom 6-Tv MicsLiB Nicisi 3aTBEPAKEHHS.

403. | NAPIET® Tabnetku TOB YkpaiHa Brvpo6HMuTBO AnoHis/ BHECEHHS 3MiH 0 peecTpaLiiiHux matepianis: 3MiHu | 3a UA/2499/01/01
KMLLKOBOPO3UYMHHI MO | "[PKOHCOH Hepo3dhacoBaHOro LLiselinapis TMny - 3MiHKM Woao 6e3nekn/edeKTUBHOCTI Ta peyenmom
20 mr; no 7 i [DKOHCOH npoaykTy: bywy thapmakoHarnagy (iHwi 3MiHu) - 3MiHM BHECEHO B
Tabnetok y 6nictepi; YkpaiHa" $apmacbloTnkans TEeKCT MapKyBaHHS YNakoBKM /iKapCbKoro 3acoby, a
no 1 6nictepy B Nta., AnoHis; came: ans ao3ysaHHa 10 mr Ta 20 Mr — B po3ginu 16.

KapTOHHI kopo6Lyj; MepBrHHaA Ta «IHOOPMALJIA, AKA HAHOCUTBCHA LWPNOTOM
no 14 tabneTtok y BTOPUHHA BPANS» Ta 17. «IHLLUE» BTOPUHHOI YNakoBku, Ans
6nicTepi; no 1 abo 2 ynakoBka, BUMycK [o3yBaHHa 20 mr — B po3gin 1. «<HA3BA
6nictepu B cepii: Cinar AT, NIKAPCbKOIO 3ACOBY» BTOPWHHOI YNaKoBKW.
KapTOHHI/ KOopoo6Li LLIBeiiuapisi

404. | NAPIET® TabneTku TOB YkpaiHa Bnpo6HMLUTBO AnoHis/ BHECEHHS 3MiH 40 peecTpaLiiiHux matepiasnis: 3MiHu | 3a UA/2499/01/02
KMLLKOBOPO34YMHHI N0 | "[>KOHCOH Hepo3dhacoBaHOro LLBeiuapis TMny - 3MiHK Woao 6e3nekn/edpeKTNBHOCTI Ta peyenmom
10 vr; no 7 a6o 14 i [DKOHCOH npoAaykTy: bywy thapmakoHarnsgy (iHwi 3miHun) - 3MiHW BHECEHO B
TabneTtok y 6nictepi; YkpaiHa" dapmacbloTnkans TEeKCT MapKyBaHHS YNakoBKM /likapCbKoro 3acoby, a
no 1 6nictepy B Nta., AnoHis; came: ans go3sysaHHA 10 mr ta 20 Mr — B po3ginu 16.

KapTOHHIlA KopooLi MepBuHHa Ta «IHPOPMALIA, AKA HAHOCUTbLCA WPUPTOM
BTOPUHHA BPAANS» Ta 17. «IHLIE» BTOPWHHOI YNakoBku, ANs
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Ne Hassa Popma surnycky 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbKo20o | (nikapcbka hopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby YNaKkoBsKa) nocsioYeHHs1
ynakoBKa, BUNYCK po3yBaHHa 20 Mr — B po3gin 1. «<HA3BA
cepii: Cinar AT, NIKAPCbKOIO 3ACOBY» BTOPWHHOI YNaKoBKW.
LLiBeiiuapis
405. | NEF®IITPAC | po3uvH Ans iH'eKuil, Mictpan AHrnis BMNycK cepii: KOTa Himeuunna/ BHECEHHS 3MiH 0 peecTpaLiinHux matepiasnis: 3MiHu | 3a UA/19748/01/01
TUM-BICTA 6 mr/0,6 mn; no 0,6 Kenitan dapma N'v6X, IHgis/ TUMy - 3MiHM 3 AKOCTi. [OTOBWIA Nikapcbkuii 3acib. peyenmom
M (6 Mr) Yy MeHexm HimeyuunHa; ABCTpist KOHTpOs1b roTOBOrO NikapcbKkoro 3acoby. 3miHa y
nonepeAHbL0 eHT BVMPOGHMLTBO MeToAax BUMPOGYyBaHHS rOTOBOTO JlikapCbKOro 3acoby
HarnoBHEHOMY Nimiten roToBOI NiKapCbKOi (He3HayHa 3MiHa y 3aTBEPMAXEHNX METOAaX
wnpuyi; 1 dhopMK, NepBUHHA BMNPO6YBaHHSA) HE3HaYHa 3MiHa B MeToAuLj
nonepegHL0 Ta BTOPUHHA BMNpo6yBaHHA /13 3a nokasHukom «CynpoBigHi
HamoBHEHWI WnpuL, ynakoBka, [OMILLKV 3 MONEKY/IAPHOKO Macolo, WO BigPI3HAETLCA
y 6nictepi; no 1 KOHTPO/b cepii: Bi, MOMeKynsapHOT Macy nergpinrpactumy» (€
6nicTepy B naui tOCB MPAVBET 2.2.29), a came goaBaHHs onepauiiHix NpUMITOK
NIMITEL, IHgis; (PO3’ACHEHHS SKUM Y/MHOM FOTyBaTU PO34MHM) Ta
KOHTPO/b cepii: [OMOBHEHHSA YMOB XpomaTtorpadyBaHHs (MPOMMBaHHS
Bena/la63 Mmo6X, YLWiNbHEHb Ta rOfIKN BOAOH). 3MiHW | TUny - 3MiHK 3
ABCTPIsl; KOHTPO/b AKocTi. [0TOBWIA Nikapcbkuii 3aci6. KOHTpob roToBOro
cepii: MIMN niKkapcbkoro 3acoby. 3MiHa y MeToAax BUNpobyBaHHS
Nab6opaTtopis rOTOBOrO JIiKApCbKOro 3acoby (He3HayHa 3miHa y
MiKpo6ionoriyHnx 3aTBEPMKEHUX MeToAax BUNpobyBaHHs)
nocnimkeHb M'M6X, He3HayHa 3MiHa B meToaumLi BunpobysaHHs 13 3a
ABCTpis nokasHukoM «bionoriyHa akTMBHICTB (in vitro)
(nponidpepauis knitnH G-NFS 60)(BigHocHa
eekTMBHICTb), M. AHani3 PLA, wo nonsrae y
BWJTyYEHHI HOMepa Bepcii NporpaMHoro 3abesneyeHHs
PLA.
3MiHu | TUnNYy - 3MiHK 3 AKocTi. A®IL. KoHTponb AdI.
3miHa y meTogax BunpobysaHHs A®l abo BuxigHoro
mMarepiany/NpoMiXXHOr0 NPoAyKTy/peareHTy, Lo
BUKOPUCTOBYETbLCA Y NpoLeci BUpobHuLtea AdI
(He3HayHi 3MiHN y 3aTBEPKEHUX MEeTOoAax
BMNPOGYBaHHS)
He3HayHa 3MmiHa B MeToauLi BunpobysaHHsA APl 3a
NOKa3HNKOM «BioioriyHa akTMBHICTb (in vitro)
(nponidpepauis knitnH G-NFS 60)(BigHocHa
eekTMBHICTb), M. AHani3 PLA, wo nonsrae y
BWJTyYEHHI HOMepa Bepcii NporpaMHoro 3abesneyeHHs
PLA.
3MiHu | TUNYy - 3MiHK 3 AkocTi. APl BupobHMUTBO.
3miHu B npoueci BUpobHuuTBa A®I (iHLWi 3MiHW)
He3HayHa 3MiHa y MeTofi BUNpobyBaHHsA BUXIAHOTO
matepiany Hi-Veg hydrolysate No. 4, wo
BVIKOPVCTOBYETbLCS Y NpoOLieCi BUPO6HMLTBA ADI
nergpinractTpum
406. | MENOHA PO34uH ANs iHdy3iit K'esi ABCTpist BUPOGHMLTBO ITanis/ BHECEHHS 3MiH [JO peecTpaLiiiHix maTepianis: 3MiHu | 3a UA/15097/01/01
Ta opaslbHOro dapmac'to bulk, nepsunHHe Ta AscTpisi/ TMny - 3MiHK WoAo 6e3nekn/edpeKkTNBHOCTI Ta peyenmom
3acTtocyBaHHs, 20 Tikens BTOPVHHE YropwmHa thapmakoHarnsgy. BeegeHHs abo 3miHv o
mr/mn; no 1 mn B m6X nakyBaHHs1, y3arasibHeHUX JaHnx Npo cucTemy dhapmakoHarnsgy
amnyni; no 5 amnyn MapKyBaHHs1, (BBEAEHHS y3arasibHEHUX AaHWX MPO cucTemy
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Ne Hassa Popma surnycky 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbKo20o | (nikapcbka hopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby YNaKkoBsKa) nocsioYeHHs1
Y KOHTYpHili KOHTPONb AKOCTI: hapmakoHarnsgy, 3MmiHa ynoBHOBaXeHoi 0cobu,
YapyHKOBIl Anbghacirma BiANOBIA&UTbHOI 3a 34iiCHEHHS hapmakoHarnsay;
ynakosLi, no 2 C.n.A., ltanis; KOHTaKTHOI 0cO6M 3 chapmakoHarnsay 3asiBHuKa ans
KOHTYPHI YapyHKOBI MapKyBaHHA Ta 3[jiicCHEHHS hapMakoHarnsgy B YKpaiHi, K0 BOHA
yMakoBKu B BTOPWHHE BiAMiHHA Bif YNOBHOBaXeHOI 0CO6U, BiANOBIAA/TbHOI
KapTOHHIA Kopobui 3 nakyBaHHs: I".J1. 3a 3[jiicHeHHs1 hapMakoHariaay (Bkiyarum
MapKyBaHHAM dapma NvbX, KOHTaKTHi faHi) Ta/abo 3MiHM y PO3MILLLEHHI MacTep-
iHO3EMHMMMN MOBamMu ABCTpist; BUNYCK thaiina cuctemm chapmakoHarnsgy). 3miHa
3i CTUKEpPOM cepii: K'esi YNOBHOB&XXEHOT 0CO6U 3aABHMKA, BignoBigabHOI 3a
YKPaiHCbKOK MOBOIO; dapmac'toTikens hapmakoHarnsg,.
no 1 mn B amnyni; M6X, ABCTpis; [itoua pepaxuis: A-p kaH Hikono KacTtinbiioHe /
no 5 amnyny MapKyBaHHA Ta GianNicolaCastiglione. MNponoHoBaHa pejakuis:
KOHTYPHIl BTOPVHHE [abpienb-KopHenis dokc / Gabriele-Cornelia Fox.
YapyHKOBIl nakysaHHs: TOB 3MiHa KOHTaKTHMX AaHNX YNOBHOBaXKEHOT 0CO6U
ynakosLi, no 2 "®apma Mak 3asBHVIKa, BigNoBigaibHOI 3a hapMakoHarnsag. 3miHa
KOHTYPHI YapyHKOBI XyHrapi", KOHTaKTHOI 0CO6U 3asiBHUKA, BiANOBIAA/ILHOI 3a
yMakoBKu B YropuwHa thapmakoHarnag B Ykpaini. [iloua pegakuis:
KapTOHHIA KopobLi 3 BapaHiBcbkuii Mukona OnekcilioBuy. MponoHoBaHa
MapKyBaHHAM pepakuis: Kapayesuesa Hatania BonogumupisHa.
YKpaiHCbKOK Ta 3MiHa KOHTaKTHUX AaHVX KOHTaKTHOI 0CO6U 3asBHNKA,
aHrnincoLKot Bi4NoBiAaIbHOT 32 hapMakoHarnsg B YkpaiHi.
MOBaMm
407. | NINOBAKT KOMOGIHOBaHUiA Habip CaH IHgjis CaH IHAjsA BHECEHHS 3MiH A0 peecTpaLiiiHux matepiasis: 3MiHu | 3a He UA/0130/01/01
HEO 0151 nepopasibHOro dapmach dapmacboTuKas TMny - 3MiHK Woao 6e3nekn/edekTUBHOCTI Ta peyenmom | nidssieae
3aCcTOCyBaHHA loTUKas IHaacTpi3 NimiTeq, thapmakoHarnagy. 3MiHa y KOpOTKiil XxapakTepucTuLi
(TabneTku, BKpUTI IHpacTpi3 NiKapcbKoro 3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKL,iT
060/10HKO10, M0 1000 Nimiteq 0151 MeANYHOrO 3aCTOCYBaHHSA Ha MiAcTasi perynsipHo
Mr + TabneTku, OHOBJ/OBAHOrO 3BiTY 3 6e3NeKun NikapcbKoro 3acooby,
BKPUTi 060/IOHKOIO, abo gocnigpxeHb 3 6e3Mekn 3acTocyBaHHS NikapCbKoro
no 500 mr + kancynu 3acoby B nicnspeecTpauiliHuii nepios, abo sk
no 20 mr); Kombi- pe3ynbTaT OLiHKV 3BITY 3 AOC/ILKEHb, MPOBEAEHNX
ynakoBka: 2 BiANOBIAHO f0 MnaHy negiatpuuHnx gocnimxeHs (PIP)
TabneTkn (3MiHY Y3rof)XeHO 3 KOMNETEHTHUM YNOBHOBaXKEHVM
OopaHXeBoro opraHom)
Konbopy + 2 3MiHV BHECEHO A0 IHCTPYKLIT 415 MeANYHOro
TabneTtku cBITNO- 3acToCyBaHHA NiKapcbKoro 3acoby [0 po3ainis
XXOBTOrO KOJ1bOpYy + "MpoTunokasaHHsa", "B3aemogis 3 iHWMMK NlikapCbKUMu
2 kancynu B cTpuni; 3acobamu Ta iHWi BUAn B3aemogiii", "Oco6amMBocCTi
no 7 cTpunis y 3acTocyBaHHA" Bi4NOBIAHO 4,0 OHOBNEHOT iHChopMaLi 3
KapTOHHI KopoobLyi 6e3nekn Ajtoyoi pevyoBuHY (KNapuTPOMILMHY) 3rigHO 3
pekomeHgauismu PRAC. TepmiH BBEAEHHS 3MiH -
NpoTSArom 6 MicsiLiB Micns 3aTBepKEHHS
408. | NIPAUETAM- | Tabnetku no 400 wr; MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH 40 peecTpaLiiiHux matepiasnis: 3MiHu | 3a UA/3225/01/02
AAPHUUA no 10 Tabnetok y "®bapmaue "®apmMaueBTNYHa Tnny - 3MiHu 3 AkocTi. CepTudikar BignosigHocTi/lE- peyenmom
KOHTYPHIl BTMYHA thipma "JapHuus" cepTudikaT BignoBigHOCTI EBponeichkiii
YapyHKOBIl thipma hapmakonei/moHorpadii. 3MiHW, NoB'A3aHi 3
ynakosLi; no 3 "OapHnus” HeoOXiAHICTIO NpUBEAEHHS Y BIANOBIAHICTL A0

KOHTYPHI YapyHKOBI
yMakoBKU y nayui

MoHorpadii dY abo EBponeiicbkoi thapmakonei, abo
iHLIOI HauioHasibHOI dhapmakonei Aepxasun EC (iHwWi
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Ne Hassa Popma surnycky 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbKo20o | (nikapcbka hopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby YNaKkoBsKa) nocsioYeHHs1
3MiHV) - BHeceHHs 3miH 4o cneuudikauii Ta MeTogis
KOHTPO/IH0 SIKOCTi JOMOMDKHOI pe4yoBMHW TaslbK Ans
npuBELEHHS Y BiANOBIAHICTb 40 BUMOT i pekoMeHaawii
Ailounx pefakLii MoHorpadii €® «Tale» Ta APY.
409. | NK-MEPL, TabneTku, BKpUTI Mepy, HimeuunHa Mpoaykuis in-bulk: HimeuunHa BHECEHHS 3MiH [0 peecTpaLjiiiHuX MmaTepianis: 3MiHu | 3a UA/9031/01/01
nNiBKOBOIO dapmach Knoke ®apma- TUMy - 3MiHK 3 AKOCTi. FOTOBWIA Nikapcbkuii 3aci6. peyenmom
060n0HkKot0, No 100 toTiKasic Cepsic 'M6X, KOHTpOsb roToBOro nikapcbkoro 3acoby. 3miHa y
mr, no 10 TabneTok 6X HimeuumnHa; MeToAax BUMPOOYBaHHS rOTOBOTO JliKapCbKoro 3acoby
y 6nictepi, no 3 abo nepBuHHE Ta (He3HauyHa 3MiHa y 3aTBEpIKEHNX MeToAax
no 9 6nictepis y BTOPVHHE BMNpobyBaHHsA). 3MiHa y MeTo/i BUNpobyBaHHS 3a
KapTOHHIA Kopoo6Li nakyBaHHs:: Mepy, nokasHukom "laeHTudikauis: BapBHVK opaHXeBo-
dapma 'm6X i Ko. xoBTuin S (E110)".
KraA, HimeyunHa;
nepBuHHe Ta
BTOPUHHE
nakyBaHHs: Knoke
dapma-Cepsic
'M6X, HimeuuunHa,;
BTOPWHHE
nakyBaHHs:
X.E.1.N. Tm6X,
HimeuunHa,;
BTOPUHHE
nakyBaHHs:
MpecTix
MpomoyLuH
Bepkaydcdoepae
PYHr &
Bepb6ecepsic
'M6X, HimeuuunHa,;
Bunpo6HMK,
BignoBiganbHMi
3a BUMNYCK cepiii:
Mepu ®apma
M6X i Ko. KlraA,
HimeuumHa
410. | NONIBAHON CyCneHsis opasibHa, AT YkpaiHa AT "®dapmak” YkpaiHa BHECEHHS 3MiH 0 peecTpaLiiiHux matepiasnis: 3MiHu | 3a He UA/18482/01/01
40 mr/mn, no 105 mn "papmak” (BTOpUHHE TUMy - 3MiHM 3 AKOCTi. [OTOBWIA Nikapcbkuii 3acib. peyenmom | niosisieae
y thnakoHi; no 1 nakyBaHHs, 3MiHM Y BUPOOHULTBI (IHLWi 3MiHW) - 3a3HaYEHHsA

hakoHy y nauui

KOHTPO/b SIKOCTI,
BUNYCK cepii 3
npoaykuii in bulk
ipM-BUPOGHNMKIB
Pachapm C.A.,
Ipeuis
(B1pOGHMLTBO,
nepBuHHEe Ta
BTOPWHHE rpynose
nakyBaHHs,

doyHKUili 3aTBEpAKeHX in bulk BUpo6Hukis MN3, a
TaKoX po3nuncaHo qoyHKLi 3aTBepayKeHoro BUpobHMKa
N3 AT «®apmak», YkpaiHa. 3MiHW BHECEHO Y pO34in

"BUPOGHMK" B IHCTPYKLiO 4715 MeANYHOro
3aCTOCYyBaHHSA Ta SIK HAacNifoK - y TEKCT MapKyBaHHS
yNakoBKU NiKapCbKoro 3acoby. BeeAeHHs 3MiH
NpOTArom 6-T1 MICALIB MiCNA 3aTBEPAXKEHHS.
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Ne Hassa Popma surnycky 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbKo20o | (nikapcbka hopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby YNaKkoBsKa) nocsioYeHHs1
KOHTPO/b cepii,
BMMYCK cepii in
bulk)
abo
[xeHecapm C.A.,
Ipeuis
(BTOPYHHE
rpynose
nakyBaHHs,
KOHTPO/b cepii,
BWMYCK cepii in
bulk))
411. | NONI3AHON CyCneHsis opasibHa, AT YkpaiHa BTOPVIHHE rpynose pevis BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTtepiasis: 3MiHu | - UA/18481/01/01
40 mr/mn, in bulk: no | "dapmak" nakyBaHHs, TUMy - 3MiHM 3 AKOCTi. [OTOBWIA Nikapcbkunii 3aci6.
105 mn 'y dpnakoHi; KOHTPO/b cepii, 3MiHM Y BUPOOHULTBI (iHLLI 3MiHM) 3a3HAYEHHS
no 42 cnakoHu y BUMYCK Cepii in dhyHKLi 3aTBEpMKEHNX BUPOOHUKIB [/13. BBEaeHHS
TPaHCMOpPTHIl bulk: 3MiH NPOTAroM 6-TW MiCALB NicNs 3aTBEpPKEHHS.
ynakoBLi xeHedapm C.A.,
Ipevs;
BMPOBHULTBO,
nepBuHHE Ta
BTOPWHHE rpynose
nakyBaHHs1,
KOHTPO/b Cepii,
BUMYCK cepii in
bulk:
Padapm C.A.,
Ipeuis
412. | NOMANIA Kancynv Teepgi, no Hatko IHAiA HaTko ®apma IHAjisa BHECEHHS 3MiH 0 peecTpaLiiiHux matepiasnis: 3MiHu | 3a UA/20301/01/01
2 mr, no 21 kancyni dapma Nimiteq TMny - 3MiHK Woao 6e3nekn/edpeKTNBHOCTI Ta peyenmom
y thnakoHi, no 1 Nimiteq hapmakoHarnagy (iHwi 3miHnM) OHOBNEHHS TEKCTY
chnakoHy B MapKyBaHHS yNakoBKM NikapcbKoro 3acoby, a came:
KapTOHHI Kopo6Lyj; [eTanisoBaHo hopMy HaHECEHHSI TEPMiHY
no 7 kancyny NpUAATHOCTI, AaTy BUrOTOB/IEHHS, HOMepY cepil,
6nicTepi, no 3 [0AaHO iHLY TeXHIYHY iHchbopmauito, 2-D kogyBaHHS,
6nictepn B [0[aHO0 HOMeP MiLeHsiT Ta YTOYHEeHO /10rotun
KapTOHHIlA KopooLi BMpOOHUKa. BBEAEHHS 3MiH NPOTAroM 6-Tn MicsLIB
nicns 3aTBepAkKeHHs
413. | NIOMANIA Kancynu Teepai, no Hatko IHais Hatko ®apma IHais 3MmiHu | TYny - 3MiHK W0 6e3nekn/eddekTMBHOCTI Ta 3a UA/20301/01/02
3 wr, no 21 kancyni Papma Nimiten thapmakoHarnagy (iHwi 3MiH1) OHOBIEHHSA TEKCTY peyenmom
y thnakoHi, no 1 Nimiteq MapKyBaHHS1 yNakoBKM JlikapCbKOro 3acoby, a came:

donakoHy B
KapTOHHIlA KOpO6L;
no 7 kancyny
6nicTepi, no 3
6nictepu B
KapPTOHHI KOpooOLii

[eTtanizoBaHo hOpMy HaHECEHHSI TEPMIHY
nNpuAaTHOCTI, AaTy BUTOTOB/IEHHS, HOMEPY Ccepil,
[0[aHo iHLWY TexHiYHy iHhopmauito, 2-D kogyBaHHS,
[04aHOo HOMep MiLeHsiT Ta YyTOYHEeHO /1orotun
BMPOGHUKA. BBEAEHHSA 3MiH NPOTArOM 6-TW MicsLiB
nicnsa 3aTBepKeHHs
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Ne Hassa Popma surnycky 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbKo20o | (nikapcbka hopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby YNaKkoBsKa) nocsioYeHHs1
414. | NOMANIA Kancynu Teepgi, no Hatko IHAiA Hatko ®apma IHAjisA BHECEHHS 3MiH [0 peecTpaLiiiHnx maTepianis: 3MiHu | 3a UA/20301/01/03
4 wmr, no 21 kancyni dapma Nimiteq TMny - 3MiHK WoAo 6e3nekn/edpeKTNBHOCTI Ta peyenmom
y thnakoHi, no 1 Nimiten hapmakoHarnagy (iHwi 3MiHM) OHOBNEHHS TEKCTY
chnakoHy B MapKyBaHHS yNakoBKM NikapcbKoro 3acoby, a came:
KapTOHHI kopo6Lyj; OeTasli30BaHO (hOPMY HAHECEHHSI TEPMIHY
no 7 kancyny NpUAATHOCTI, AaTy BUrOTOB/IEHHS, HOMepY cepil,
6nicTepi, no 3 [0AaHO iHLLY TeXHIYHY iHchopmavito, 2-D KofyBaHHS,
6nictepu B [04aH0 HOMeEp NileHsil Ta yTOUHEHO 10roTvN
KapTOHHilA KopooLi BUpPOOHUKA. BBEAEHHS 3MiH NPOTAroM 6-Tn MicsuiB
nicns 3aTBepAkeHHs
415. | NOCTUHOP Tabnetku no 0,75 BAT YropwuHa BAT "lepeoH YropuwuHa BHECEHHS 3MiH [0 peecTpavjiiiHiX MmaTepianis: 3MiHu | 3a UA/6112/01/01
Mr; o 2 TabneTkn y "l'epeoH PixTep" TMny - 3MiHK Woao 6e3nekn/edekTUBHOCTI Ta peyenmom
6nicTepi, no 1 Pixtep" thapmakoHarnsgy. BeegeHHs abo 3miHu Ao
6nictepy B y3arasibHeHUX JaHnx Npo cucTemy dpapmakoHarnsgy
KapTOHHIiA ynakoBL,i (BBEAEHHS y3aralbHEHNX AaHUX NPo cucTemy
hapmakoHarnagy, 3mMiHa ynoBHOBaXXEHOI 0cobw,
BiANOBIAa/IbHOI 3a 34iiCHEHHSA hapmakoHarnsay;
KOHTaKTHOI 0co6U 3 thapMakoHarnsay 3asBHuka ans
3[jiicHEHHS hapmakoHarnsgy B YkpaiHi, KO BOHA
BiAMiHHA Bif YNOBHOBaXeHOI 0cO6U, BiANOBIAa/IbHOI
3a 3AjiicHeHHs1 hapMakoHariaay (Bkiyarum
KOHTaKTHI AaHi) Ta/abo 3MiHN Y pO3MilLeHHi macTep-
thaiina cuctemmn hapmakoHarnsagy). 3miHa KOHTaKTHUX
[aHnX YNoBHOBaXXEHOT 0CO6Y 3asiBHNIKA,
BiANOBIAabHOI 3a thapmakoHarnsag,. 3miHa
MicLe3HaxX0[pKEHHS MacTep-chaiina cuctemm
thapmakoHarnagy. 3MiHa Micus 34iliCHEHHS1 OCHOBHOT
AiSNbHOCTI 3 hapmakoHarnsgy.
416. | NPAKCIC PO34UH AN15 iH'EKLA TOBAPUC YkpaiHa ToBapucTBO 3 YkpaiHa BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis: 3MiHu | 3a UA/18063/01/02
1000 mr/4 mn, no 4 TBO 3 06MEeXeEHO My - 3MiHK Woao 6e3nekn/edekTUBHOCTI Ta peyenmom
M B amnysi, no 5 OBMEXE BiANOBIAAILHICTIO thapmakoHarnagy (iHwi 3MiHM). 3MiHN BHECEHO Y TEKCT
amnyn y 6nictepi; no HOIO "GapmaueBTnyHa MapKyBaHsi BTOPUHHOT YMakoBKM MikapCbKoro 3acoby
1 6nictepy y BIANOBIA KOMnNaHis (n. 11 Ta 17), 30Kpema BUAy4eHO iHchopMaLiito Npo
Kopobui ANbHICT "3p0pos'a” cyb'ekTa, KM He € BUPOBHUKOM Ta/abo BAACHUKOM
tO peecTpaLiiHoro NoCBiAYEHHSA YX 0ro NpesCcTaBHNKOM,
«KOPIMOP a TakoxX /IoroTunm BMpo6Huka ta/abo guctpub'totopa.
AUIA BBefeHHs 3MiH NpoTArom 6-T1 MicAuiB micns
«340POB 3aTBEpPXEHHA
"A»
417. | NPAKCIC PO3YMH ON151 iH'EKUIN TOBAPUC YkpaiHa ToBapucTBO 3 YkpaiHa BHECEHHS 3MiH 4,0 peecTpauiiHux maTtepiasiB: 3miHu | 3a UA/18063/01/01
500 mr/4 mn, no 4 TBO 3 06MexeHot TMny - 3MiHK LWoao 6e3nekn/edheKTNBHOCTI Ta peyenmom
M B amnyrni, no 5 OBMEXE BiANOBIAALHICTIO thapmakoHarnagy (iHwi 3MiHu). 3MiHN BHECEHO Y TEKCT
amnyn y 6nictepi; no HOIO "dapmaLeBTnyHa MapKyBaHs BTOPMHHOI YNakoBKM NiKapcbKoro 3acoby
1 6nictepy y BlANOBIA KOMnaHis (n. 11 Ta 17), 30Kpema BUIy4eHo iHhopMaLiito Npo
Kopobui ANMbHICT "3popos'a” cy6'ekTa, AKuli He € BUPOBHNKOM Ta/abo BNaCHUKOM
10] PEeECTpAL,iiHOrO NOCBIAYEHHS Y/ A0TO NPeACTaBHUKOM,
«KOPTIOP a TakoX /10roTunu BUpobHuKa Ta/abo ancTpub'toTopa.
AUIA BBefieHHs 3MiH NpoTArom 6-T1 MicALiB nicns

«300POB

3aTBEPKEHHS
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n/n

Ha3ssa
JliKapcbK0O20
3acoby

Popma surnycky
(nikapcbka ¢hopma,
YNaKkoBsKa)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs

Homep
peecmpayiliHo2o
nocsio4yeHHs

"A»

418.

MPAMIMEKC
onic

Tabnetku no 0,25 mr
no 10 TabneTtok y
6nictepi; no 3
6nicTepy B navi 3
KapToHy

ToBapuct
BO 3
[0[aTKoBO
10
Bignosiga
NbHICTIO
"IHTEPXI
M

Ykpaina

ToBapucTso 3
[04aTKOBOO
BiANOBIAAILHICTIO
"IHTEPXIM"

YkpaiHa

BHECEHHS 3MiH A0 peecTpaLiiiHux matepiasis: 3MiHu |
TMny - 3MiHK Woao 6e3nekn/edekTMBHOCTI Ta
thapmakoHarnagy. 3MiHa y KOpOTKiil xapakTepucTuLi
NiKapcbKoro 3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKLiT
[ONs MeAMYHOro 3acToCyBaHHA Ha NiACTaBi perynsipHo
OHOB/OBAHOrO 3BiTY 3 6e3NeKn Nikapcbkoro 3acooby,
abo gocnigpxeHb 3 6e3Mekn 3acTocyBaHHS NikapCbKoro
3acoby B nicnspeecTpauiliHnii nepios, abo sk
pe3ynbTaT OLiHKV 3BITY 3 AOC/ILKEHb, MPOBEAEHNX
BiANOBIAHO f0 MnaHy negiatpuuHnx gocnimxeHs (PIP)
(3MiHy y3rofkeHo 3 KOMMETEHTHVUM YNOBHOBaXXEHUM
opraHom)
3MiHU BHECEHO [0 IHCTPYKLUIiT AN MeANYHOro
3aCTOCYBaHHSA NikapcbKoro 3acoby y po3ainum:
"Oco6nmBoCTi 3acTocyBaHHA", "Cnoci6 3acTocyBaHHSA
Ta gosu", "Mob6iyHi peakyii” BiANOBIAHO A0 OHOBNEHOI
iHhopmalii 3 6e3nekn AitoHoi peHOBUHMN.
BBefeHHs 3MiH NpoTarom 3-x MicAuiB nicas
3aTBep/AxeHHa CynyTHA 3MiHa - 3MiHu WoJo
6e3nekn/edeKTMBHOCTI Ta thapMakoHarnsay.
BHeceHHs abo 3miHa(1) A0 3060B'si3aHb Ta yMOB
BMAAui peecTpavyjiiiHOro NocBigyeHHs, BKo4aum
MnaH ynpaBniHHA pu3nkamm (3aCTOCyBaHHSA TEKCTY,
KNI NOTOMAXKEHNI 3 KOMNETEHTHUM OpPraHoMm)
3asaBHMKOM HaflaHO OHOBJIEHWUIA MNMnaH ynpasniHHA
pusmkamu Bepcis 2.1.
3MiHN BHECEHO [0 YacTVH:
| «3aranbHa iHhopmaLis»

V «3axo4u 3 MiHiMi3aLii pu3nkis»

VI «Pe3tome nnaHy ynpasniHHSA pusnkamms»

VIl «Jopatkmn» (gooatok 2)

Y 3B’A13Ky 3 OHOB/IEHHSIM iHOpMaLUiT 3 6e3nekun Ajiroyoil
PEeYOBUHM MPaMInNeKkcos, Wo € PyTUHHUM 3aX040M 3
MiHiMi3aLii pu3uKiB.

Pestome MnaHy ynpasniHHA pu3ukamu Bepcis 2.1
[ofaeTbes.

3a
peyenmom

He
nionsieae

UA/15526/01/01

419.

MPAMIMEKC
onic

TabneTkn no 1 mMr no
10 TabneTok y
6nictepi; no 3
6nicTepy B navi 3
KapToHyY

ToBapuct
BO 3
[0[aTKoBO
10
Bignosiga
NbHICTIO
"IHTEPXI
M"

Ykpaina

ToBapucTso 3
[04aTKOBOO
BiANOBIAAILHICTIO
"IHTEPXIM"

YKpaiHa

BHECEHHS 3MiH A0 peecTpaLiiiHux matepiasis: 3MiHu |
My - 3MiHK Woao 6e3nekn/edekTUBHOCTI Ta
thapmakoHarnagy. 3MiHa y KOpOTKiil xapakTepucTuLi
NikapcbKoro 3acoby, TEKCTIi MapKyBaHHS Ta iHCTPYKLiT
NS MeAMYHOro 3acToCyBaHHA Ha NiACTaBi perynsipHo
OHOBJOBAHOrO 3BiTY 3 6Ge3NeKun NiKapcbKoro 3acooby,
abo focnigkeHb 3 6e3nekn 3acToCcyBaHHSA NikapCbKoro
3acoby B nicnapeecTpauiliHnii nepios, abo sk
pe3ynbTaT OLiHKV 3BITY 3 AOC/ILKEHb, MPOBEAEHUX
BiAMNOBIAHO A0 NnaHy negiatpuyHux gocnigxeHs (PIP)
(3MiHy y3rofkeHo 3 KOMMETEHTHUM YNOBHOBaXXEHUM
opraHom)

3a
peyenmom

He
nionsieae

UA/15526/01/02
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n/n

Ha3ssa
JliKapcbK0O20
3acoby

Popma surnycky
(nikapcbka ¢hopma,
YNaKkoBsKa)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs

Homep
peecmpayiliHo2o
nocsio4yeHHs

3MiHU BHECEHO [0 IHCTPYKUiT AN MeANYHOro
3aCTOCYBaHHSA NiKapCbKOro 3acoby y po3ainu:
"Oco6nmBoCTi 3acTocyBaHHA", "Cnocib 3acTocyBaHHSA
Ta fosu", "Mob6iyHi peakyii" BiANOBIAHO A0 OHOBMEHOI
iHchopmawii 3 6e3nekmn fjtoyoi pevyoBUHM.
BBegeHHA 3MiH NpoTarom 3-x micsauis nicns
3aTBepmxeHHs CynyTHs 3MiHa - 3MiHU Woa0
6e3nekn/edheKTUBHOCTI Ta hapmMakoHarnsgy.
BHeceHHs abo 3miHa(1) 40 3060B's13aHb Ta YMOB
BuJavi peecTpauiiHoro NoCBigYEHHS, BK/THOYA0UMN
MnaH ynpasniHHA pu3nkamm (3aCTOCyBaHHSA TEKCTY,
AKUIA NOTOKEHNIA 3 KOMNETEHTHUM OpPraHoM)
3asBHWKOM HalaHO OHOBJIEHWIA MNaH ynpasniHHS
pu3vikamm Bepcis 2.1.
3MiHN BHECEHO [J0 YaCTUH:
| «3arasibHa iHhopmaLlis»
V «3axoaun 3 MiHimi3aw,i pu3mkis»
VI «Pe3tome nnaHy ynpasniHHA pUsnkamm»
VIl «JopaTkn» (qoaaTtok 2)

y 3B’A3KY 3 OHOBJ/IEHHAM iHhopMaLlii 3 6e3neku aityol
PeyoBMHM NPamMineKkcon, Lo € PYTUHHUM 3aX0A0M 3
MiHiMi3aLii pu3mnKis.

Pestome MNnaHy ynpasniHHA pusnkamuy Bepcis 2.1
[0A3ETbCA.

420.

MPAMIMNEKC
Oon-3H

Tabnetkn no 1 mr,
no 10 Tabnetok y
6nictepi; no 2 a6o 3
6nictepu y kopobui 3
KapTOHY

TOBAPUC
TBO 3
OBEMEXE
HOKO
BIAMOBIA
ANBHICT
1O
«KOPMNOP
AUIA
«30POB
A

YkpaiHa

ToBapucTso 3
06MeXeHoH0
BiANOBIAA/LHICTIO
"XapkiBCcbke
thapmaueBTUYHe
nigNpPUEMCTBO
"3p0poB's
Hapoay”

YkpaiHa

BHECEHHS 3MiH 0 peecTpaLiinHux matepiasnis: 3MiHu |
TMny - 3MiHK WoAo 6e3nekn/edpeKTMBHOCTI Ta
thapmakoHarnsgy. 3MiHa y KOPOTKill XxapakTepucTuLi
NikapcbKoro 3acoby, TEKCTI MapKyBaHHSA Ta iHCTPYKLT
AN MeAnYHOro 3acToCyBaHHA Ha NiACTaBi perynsipHo
OHOBJ/IIOBAHOrO 3BITY 3 6e3neKkun NikapcbKoro 3acoby,
ab0 JocnigxeHb 3 6e3Mnekn 3aCTOCyBaHHS /ikapCbKoro
3acoby B nmicnspeecTpaviliHvii nepiod, abo sk
pe3ynbTaT OLiHKM 3BiTY 3 AOCNIMKEHb, NPOBEAEHNX
BiANOBIAHO [0 NnaHy negiatpuuHnx gocnimxers (PIP)
(3MiHY Y3rofXXe€HO 3 KOMNETEHTHUM YNOBHOBaXKEHVM
opraHom)
3MiHU BHECEHO [0 IHCTPYKUIiT AN MEeANYHOro
3aCTOCyBaHHS NiKapCbKOro 3acoby y po3ainu:
"Oco6nmBoCTi 3acTocyBaHHA", "Cnocib 3acTocyBaHHSA
Ta gosu", "Aitn", "Mo6iyHi peakui" BiANOBIAHO A0
OHOBJIEHOT iHdhopMaLiii 3 6e3neku Ailo4oi peyoBUHN.
CynyTHS 3MiHa - 3MiHW Wwoa0 6e3nekn/edekTUBHOCTI
Ta hapmakoHarnsgy. BHeceHHs abo 3miHa(un) o
3000B'A3aHb Ta YMOB Buadi peecTpauiiHoro
NocBiAgYEeHHS, BKoYatoun MnaH ynpasiHHA pu3nkamm
(3acTocyBaHHsA TEKCTY, SKWIA NOTOAKEHN 3
KOMNETeHTHUM opraHom) 3asBHUKOM HafaHo
OHOB/EHWIA MnaH ynpaBniHHA pusnkamu Bepcis 3.0.
3MiHN BHECEHO A0 YacTuH: | «3aranbHa iHchopmavis»,
V «3axoau 3 MiHiMi3auii pu3ukiB», VI «Pe3toMe nnaHy

3a
peyermom

He
nionsieae

UA/13191/01/02
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n/n

Ha3ssa
JliKapcbK0O20
3acoby

Popma surnycky
(nikapcbka ¢hopma,
YNaKkoBsKa)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs

Homep
peecmpayiliHo2o
nocsio4yeHHs

ynpaBniHHA pusnkamu», VIl «logatkun» y 3B’3Ky 3
[OMOBHEHHAM NPOEKTY IHCTPYKL,T 415 MeANYHOro
3aCTOCYBaHHA OHOB/IEHMMU AaHUMU 3 6e3neku Aitoyoi
peyoBuHW. Pestome MnaHy ynpasniHHA pusnkamm
Bepcia 3.0. AoJaEeTbCS.

421.

NMPAMIMNEKC
On-3H

Tabnetku no 0,25
mr, no 10 TabneTok
y 6nicTepi; no 2 abo
3 6nictepu y
KOpo6L,i 3 KapTOHY

TOBAPUC
TBO 3
OBMEXE
HOKO
BIAMOBIA
ANMbHICT
1O
«KOPINOP
ALIA
«30POB
"A»

YKpaiHa

ToBapucTso 3
06MEXeHOI0
BiANOBiAA/IbHICTIO
"XapkiBcbke
thapmavueBTuuHe
nignpreMcTBo
"340poB'a
Hapoay"

YKpaiHa

BHECEHHS 3MiH 0 peecTpaLiiiHux matepianis: 3MiHu |
TMny - 3MiHK WoAo 6e3nekn/edpeKkTNBHOCTI Ta
thapmakoHarnagy. 3MiHa y KOpOTKill xapakTepucTuui
NiKapcbKoro 3acoby, TeKCTI MapKyBaHHS Ta iIHCTPYKLT
[ONA MeAnYHOro 3aCTOCyBaHHSA Ha MigcTasi perynspHo
OHOB/IHOBAHOrO 3BITY 3 6e3nekn NikapcbKoro 3acoby,
a60 pocnifxeHb 3 6e3nekn 3aCTOCyBaHHS /iKkapCbKoro
3aco6y B nicnapeecTpaviiiHvii nepiod, abo sk
pe3ynbTaT OLiHKM 3BiTY 3 AOCNIMKEHb, NPOBEAEHNX
BIAMNOBIAHO A0 NNaHy negiatpuyuHux gocnigxeHs (PIP)
(3MiHY y3rof)eHo 3 KOMNETEHTHNM YNOBHOBaXKEHUM
opraHom)
3MiHV BHECEHO [0 IHCTPYKLIT 4151 MeAnyYHOro
3aCTOCYBaHHSA NiKapCbKoro 3acoby y po3ainu:
"Oco6nmBOCTI 3acTocyBaHHSA", "Cnocib 3acTocyBaHHS
Ta gosun", "AOitn", "MobivHi peaxuii" BignosigHoO A0
OHOBEHOT iH(hopMaLii 3 6e3nekn Ailo4oi peyoBUHU.
CynyTHs 3miHa - 3MiHW Wwoao 6e3nekn/edekTUBHOCTI
Ta hapmakoHarnsagy. BHeceHHs abo 3miHa(un) o
3060B's13aHb Ta YMOB BMAaYi peecTpauiiiHoro
NOCBIAYEHHS, BKoYatoun MnaH ynpasiHHA pu3nkamm
(3acToCcyBaHHA TEKCTY, KW NOrOKEHNA 3
KOMMETEHTHUM opraHom) 3asiBHUKOM HafaHo
OHOB/ieHWiA MnaH ynpasniHHA pu3nkamu Bepcis 3.0.
3MiHM BHECEHO A0 YacTuH: | «3aranbHa iHhopmaLis»,
V «3axoam 3 MiHimi3aLii pusmkis», VI «Pestome nnany
ynpasniHHA pusnkamu», VIl «doaatku» y 38'a3Ky 3
[OMOBHEHHAM NPOEKTY IHCTPYKLT AN MeaNYHOro
3aCTOCYBaHHS OHOB/IEHMMU AaHUMK 3 6e3neku Ajtoyoi
peyoBuHW. Pe3tome lMnaHy ynpasniHHSA pu3nkamu
Bepcia 3.0. 4oAaETbCS.

3a
peyenmom

He
nionseae

UA/13191/01/01

422,

NMPErABANIH

NOPOLLIOK
(cybcTaHuis) y
noaBiliHMX
nonieTuIeHoBMX
naketax gns
chapmaLeBTUYHOTO
3acTocyBaHHS

NAT
"Knismegn
penapart”

YkpaiHa

XIKAN
JIIMITER

IHais

BHECEHHS 3MiH 0 peecTpaLiiiHux matepiasnis: 3MiHu |
Tnny - 3MiHu 3 AkocTi. CepTudikat BignosigHocTi/lE-
cepTudikaT BignoBigHOCTI EBponeiichkiii
hapmakonei/moHorpadii. NMogaHHs HoBoOro abo
OHOBJ/IEHOrO cepTudikaTa BignosigHOCTi a6o
BW/TyYEHHs cepTudpikaTa BignoBiAHOCTI EBponeiichkii
thapmakonei: gna Ad®l; ans BuxigHoro
mMartepiany/peareHTy/nMpoMiKHOIo NPOAYKTY, WO
BMKOPUCTOBYHOTLCS Y BUPOOHMLTBI APIl; ans
[0NOMIKHOT peyoBrHY (cepTudikaT BignoBigHOCTI
€Bponeiicbkiin hapmakoner) - OHOBMeHWIA cepTudikat
Bifl y)Xe 3aTBepKEHOro BUPOBHYKa - NOAAHHSA
OHOBJ/IEHOrO cepTudikaTa BifnoBigHOCTI €Bponenchbkili

UA/17987/01/01
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Ne Hassa Popma surnycky 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbKo20o | (nikapcbka hopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby YNaKkoBsKa) nocsioYeHHs1

dhapmakonei Ne RO-CEP 2016-181 - Rev 04
(3atBepaxeHo: RO-CEP 2016-181 - Rev 03) ana Adl
nperabaniH Big, BXe 3aTBEpAKEHOr0 BUPOGHMKa XIKAT
NIMITEL, IHais. 3miHu | Trny - 3MiHW 3 AKOCTI.
CepTtudikaT BignosigHocTi/l E-cepTudikart
BiANOBIAHOCTI EBponeiickbkili hapmakonei/MoHorpadii.
MopaHHA HOBOro abo OHOBNEHOTO cepTudikaTa
BIANOBIAHOCTI ab0 BUyYeHHs cepTudikata
BiANoBigHOCTI EBponeiickkili hapmakonei: ans Adl;
A5 BUXIAHOrO MaTepiasy/peareHTy/npoMiXXHOro
NPOAYKTY, WO BUKOPUCTOBYHOTLCS Y BUPOOHNLTBI AdI;
0151 ONOMIXHOI pevoBuHY (cepTudikat BiANOBIAHOCTI
€sponelicbkili hapmakonei) - OHOBNEHW cepTudpikaT
Bif} y)ke 3aTBEPAKEHOr0 BUPOGHMKA - NOAaHHSA
OHOBJIEHOIO cepTudikaTa BiAnoBigHOCTI €Bponeiichbkili
hapmakonei Ne RO-CEP 2016-181 - Rev 05 ana Adl
nperabaniH Big, BXe 3aTBepAKEHOro BMpo6Huka XIKAJ
NIMITEL, IHAia. 3miHn | Trny - 3MiHK 3 SKOCTI.
CeprtudpikaT BignosigHocTi/l E-cepTudikar
BiANOBIAHOCTI EBponeiickbkii hapmakonei/MmoHorpadii.
MogaHHA HoBOro abo OHOB/IEHOTO cepTudikaTa
BIANOBIAHOCTI ab0 BUNYyYeHHS cepTudikara
BiAMNOBIAHOCTI €Bponeiickkili hapmakonei: gna Adl;
ONs BUXIQHOTO MaTepiany/peareHTy/npoMixXHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTLCA Y BUPOGHMLTBI AdI;
A5 AONOMDKHOT peyoBrHY (cepTuddikaT BignoBigHOCTI
€Bponeiicbkiin hapmakonei) - OHOBeHWIA cepTudikat
Bifl y)Xe 3aTBEep)KEHOro BUPOOHYKa - NOAAHHSA
OHOBJ/IEHOrO cepTudikaTa BifnoBigHOCTI €BpoNenchbkili
hapmakonei Ne R1-CEP 2016-181 - Rev 00 ans Adl
nperabaniH Big, BXe 3aTBepaKeHoro Bupo6Huka XIKAJ
NIMITEL, IHais. 3miHu | Tuny - 3MiHW 3 AKOCTI.
CepTudpikat BignosigHocTi/lE-cepTudpikart
BiANOBIAHOCTI €Bponelickkili hapmakonei/MoHorpadii.
MoaaHHA HOBOro abo OHOBMEHOroO cepTudikaTa
BiANOBIAHOCTI ab0 BUTYyYEHHS cepTudikata
BifnoBigHocCTI €Bponelickkili hapmakonei: ana Adl;
015 BUXIQHOTO MaTepiasy/peareHTy/mpoMiXKHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTLCA Y BUPOGHULTBI A,
A5 AONOMDKHOT peyoByHY (cepTudikaT BifgnoBigHOCTI
€Bponelicbkin dhapmakonei) - OHoOBeHUA cepTudikat
Bif} y)ke 3aTBEPAXEHOr0 BUPOGHMKA - NOAaHHSA
OHOB/IEHOTO cepTudikaTa BiAnoBigHOCTI EBponeiichkil
hapmakonei Ne R1-CEP 2016-181 - Rev 01 gns Adl
nperabaniH Big, BXe 3aTBEpAKEHOr0 BUPOGHMKa XIKAT
NIMITEL, IHais. 3miuun | Trny - 3MiHW 3 AKOCTI.
CepTtudikaT BignosigHocTi/l E-cepTudikart
BiANOBIAHOCTI EBponeiickbkili hapmakonei/MoHorpadii.
MopaHHA HOBOro abo OHOBEHOTO cepTudikaTa
BiNOBIAHOCTi a60 BW/TyYEHHs cepTudikaTa
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n/n

Ha3ssa
JliKapcbK0O20
3acoby

Popma surnycky
(nikapcbka ¢hopma,
YNaKkoBsKa)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs

Homep
peecmpayiliHo2o
nocsio4yeHHs

BifnoBigHoCTI €Bponelickkili hapmakonei: ana Adl;
015 BUXIQHOrO MaTepiasty/peareHTy/MpoMiXKHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTLCA Y BUPOGHULTBI A,
A5 AONOMDKHOT peyoBrHY (cepTudikaT BignoBigHOCTI
€Bponelicbkin dhapmakonei) - OHoOBeHUA cepTudikat
Bif} y)ke 3aTBEPAXEHOr0 BUPOGHMKA - NOAaHHA
OHOB/IEHOTO cepTudikaTa BiANoBigHOCTI EBpoNneiichKil
hapmakonei Ne R1-CEP 2016-181 - Rev 02 gns Adl
nperabaniH Big, BXe 3aTBEpAKEHOr0 BUPOGHMKa XIKAS
NIMITEA, IHais B pamkax oHoBneHnx CEP 3MiHeHO
TepMmiH nepekoHTposito (3aTBEpAKeHO: 36 micsauj;
3anponoHoBaHo: 60 micAuiB). 3MiHEHO aapecy
BMPOGHWYOI AinbHuL (3aTBepmxeHo: 82/A, KILA.A.B.
IHpacTpian Apea [xiraHi, AHekan Tanyk IHais -560105
BaHranope, KapHataka, IHgjis/ 82/A, K.I.A.D.B.
Industrial Area Jigani, Anekal Taluk India - 560105
Bangalore, Karnataka, India 3anponoHoBaHo: 72 &
82/A, K.ILA.A.B. InpacTpian Apea [xiraHi, AHekan
Tanyk IHaia 560 105 baHranope, KapHataka IHgis / 72
& 82/A, K.I.LA.D.B. Industrial Area Jigani, Anekal Taluk
India-560 105 Bangalore, Karnataka India) ik
Hacnifok, Bigdynvch 3MiHM B cneumdikaii Ta metTogax
KOHTPO/0 Cy6CTaHLIi 33 NOKa3HUKOM «3a/IULLIKOBI
PO34MHHUKN» NpuBeaeHo Ao sumor CEP, npusegeHo
MEeTOAM KOHTPOS0 cybCTaHLii y BignoBIAHICTb A0
BMMOr MoHorpadpii EP 3a nokasHukamu «Bogas,
«CynpoBigHi fOMILLKM», «EHaHTIOMEpHa YncToTax,
«KiflbkicHe BU3HaYeHHs». Bigbymcb 3mMiHU B p.
«YnakoBka» -NpuBEAEHO Y BiAMNOBIAHICTb A0 pedakLii
CEP. 3MiHu | TUny - 3miHu 3 akocTi. A®Il. Cuctema
KOHTeliHep/3akynoptoBasibHWi 3aci6 (iHLWi 3MiHN)
BHECEeHHS 3MiH Ao MK$ cybcTaHuii B po3gin
«MapKyBaHHSs».

423.

NMPErAMMA

Kancynu Teepai no
50 wr, no 14 karncyn
y 6nictepi; no 2 abo
no 4 6nictepn y
KapTOHHIA ynakoBL,i

TOB
"TNEQ®A
PM NTAO"

YkpaiHa

TOB «KYCYM
DAPM»
(nakyBaHHS i3
doopmu in bulk
BMPOGHMKa
KYCYM
XENTXKEP MBT
NTA, IHgis)

YkpaiHa

BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiasis: 3MiHu |
TMny - 3MiHK WoAo 6e3nekn/edpeKTMBHOCTI Ta
thapmakoHarnsgy. BHeceHHsi abo 3MiHa(K) fo
3060B's13aHb Ta YMOB BMAaYi peecTpauiiiHoro

NOCBIAYEHHS, BKtoYatoun MnaH ynpasiHHA pu3nkamm

(3acTocyBaHHA TEKCTY, KW NOrOKEHNA 3
KOMMNETEHTHUM OpraHoMm). 3asiBHUKOM HafaHo
OHOB/ieHUIA MnaH ynpaBniHHA pu3nkamu Bepcis 6.0.
3MiHV BHECEHO [0 YacTuH: | «3aranbHa iHhopmaLis»
Il «Cneundikauis 3 6esnekm». |l «MnaH 3
thapmakoHarnagy» V «3axofu 3 MiHimizawii pusmkis»
VI «Pe3tome nnaHy ynpasniHHA pusnkamu» VI
«[lopatkn» (gopatku 1-8) y 3B'A3Ky 3 OHOB/IEHHAM
iHchopmawii 3 6e3neku Ajtoyoi pevyoBUHM nperadastiH

BIANOBIAHO [0 aKkTyabHOI pethepeHTHOT iHchopmaLi, a

TakoX Y 3B'A3Ky i3 3MiHOIO hopmaTy BifnoBiAHO 40
sumor Evaluation Guidance on the format of the risk

3a
peyermom

UA/19882/01/02
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Ne Hassa Popma surnycky 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbKo20o | (nikapcbka hopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby YNaKkoBsKa) nocsioYeHHs1
management plan (RMP) in the EU — in integrated
format. 31 October 2018 EMA/164014/2018 Rev.2.0.1
accompanying GVP Module V Rev.2 Human
Medicines). Pestome MnaHy ynpasniHHSA pyu3vkamm
Bepcis 6.0 4oAaETLCS.
424. | NIPEFAMMA Kancynu Teepai no TOB YkpaiHa TOB «KYCYM YkpaiHa BHECEHHS 3MiH 10 peecTpaLiiiHix MmaTepianis: 3MiHu | 3a UA/19882/01/03
75 wr; no 14 kancyn "TNEAPA DAPM» TMny - 3MiHK WoAo 6e3nekn/edpeKkTNBHOCTI Ta peyenmom
y 6nicTepi; no 2 abo PM NTA" (nakyBaHHs i3 thapmakoHarnsgy. BHeceHHs abo 3miHa(u) fo
no 4 6nictepu y hopmu in bulk 3000B'A3aHb Ta YMOB Buadi peecTpauiiiHoro
KapTOHHI ynakosL,i BMPOGHMKA noceigyeHHs, Bkovaoun Mnax ynpasniHHA pyu3vkamu
KYCYM (3acTocyBaHHSA TEKCTY, SKWIA NOTOAKEHNI 3
XENTXKEP MBT KOMMETEHTHUM opraHom). 3asiBHUKOM HafaHo
NTA, Ingis) OHOB/ieHUI MnaH ynpasniHHA pu3nkamm sepcis 6.0.
3MiHU BHECEHO [0 YacTvH: | «3arasibHa iHhopMauis»
Il «Cneundpikauis 3 6esnekn». Il «MnaH 3
hapMakoHarnagy» V «3axoau 3 MiHimMisauii pu3nkie»
VI «Pe3tome nnaHy ynpasniHHA pusnkamus VI
«Jopatkm» (fonatku 1-8) y 3B’A3Ky 3 OHOB/IEHHAM
iHchopmawii 3 6e3nekun gjroyoi pevyoBuHU nperadasniH
BiANOBIAHO A0 akTyanbHOI pedyepeHTHOI iHhopMmauii, a
TaKkoX Y 3B'A3Ky i3 3MiHOIO chopmaTy BiANOBIAHO A0
sBumor Evaluation Guidance on the format of the risk
management plan (RMP) in the EU — in integrated
format. 31 October 2018 EMA/164014/2018 Rev.2.0.1
accompanying GVP Module V Rev.2 Human
Medicines). Pestome lMnaHy ynpasniHHSA pyu3vkamu
Bepcis 6.0 4oAaETbCS.
425. | NPEFTAMMA Kancynu Teepgi no TOB YkpaiHa TOB «KYCYM YkpaiHa BHECEHHS 3MiH [0 peecTpaljiiiHuX maTepiasis: 3MiHu | 3a UA/19882/01/04
150 wr, no 14 "TNEAPA DAPM» TMny - 3MiHK Woao 6e3nekn/edpeKTNBHOCTI Ta peyenmom
Kancyn y 6nictepi; PM NTAO" (nakyBaHHS i3 thapmakoHarnsgy. BHeceHHst abo 3miHa(n) fo
no 2 abo no 4 dopmu in bulk 3060B's13aHb Ta YMOB BUAadi peecTpauiiiHoro
6nictepn y BUPOGHYMKa NOCBIAYEHHSA, BKtoYatoun MnaH ynpasiHHA pu3nkamm
KapTOHHIiA ynakoBL,i KYCYM (3acTocyBaHHs TEKCTY, SIKWIA NOTOAKeHN 3
XENTXKEP MBT KOMMETEHTHUM opraHom). 3asiBHUKOM HagaHo
NTA, IHgia) OHOB/IEHWIA MnaH ynpaBniHHA pu3nkamu Bepcis 6.0.

3MiHV BHECEHO A0 YacTuH: | «3aranbHa iHhopmaLis»
Il «Cneundikauis 3 6esnekm». Il «MnaH 3
hapmakoHarnagy» V «3axoau 3 MiHimMisauii pu3nkie»
VI «Pe3tome nnaHy ynpasniHHA pusnkamun» VI
«[lopgaTkn» (gopatku 1-8) y 3B’A3Ky 3 OHOB/IEHHAM
iHchopmawii 3 6e3neku Ajtoyoi pevyoBUHM nperadasniH
BIANOBIAHO [0 akTyabHOI pethepeHTHOT iHchopmaLi, a
TakoX Yy 3B'A3Ky i3 3MiHOtO chopmaTy BifnoBiAHO 40
Bumor Evaluation Guidance on the format of the risk
management plan (RMP) in the EU — in integrated
format. 31 October 2018 EMA/164014/2018 Rev.2.0.1
accompanying GVP Module V Rev.2 Human
Medicines). Pe3stome MnaHy ynpasniHHA py3ukamu
Bepcisa 6.0 AogaeTbes.




266

Ne Hassa Popma surnycky 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbKo20o | (nikapcbka hopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby YNaKkoBsKa) nocsioYeHHs1
426. | NPETAMMA Kancynu Teepgi no TOB YkpaiHa TOB «KYCYM YkpaiHa BHECEHHS 3MiH [0 peeCTpaLiiiHnx maTepianis: 3MiHu | 3a UA/19882/01/01
25 mr, no 14 kancyn "TNEAPA DAPM>» TMny - 3MiHK WoAo 6e3nekn/edpeKTNBHOCTI Ta peyenmom
y 6nictepi; no 2 abo PM NTAO" (nakyBaHHS i3 thapmakoHarnsgy. BHeceHHsi abo 3miHa(K) fo
no 4 6nictepu y doopmu in bulk 3060B'A3aHb Ta YMOB Bugadi peecTpauiliHoro
KapTOHHI ynakoBsL,i BMPOGHMKa nocBigYeHHs, BKItoYalouy MNaaH ynpasniHHA py3nkamu
KYCYM (3acTocyBaHHs TEKCTY, SIKWIA NOTOKEHNI 3
XEJNTXKEP MNBT KOMMNETEHTHVUM OpraHoM). 3assBHUKOM HagaHo
NTA, IHgis) OHOB/ieHUIA MnaH ynpaBniHHA pu3nkamu Bepcis 6.0.
3MiHV BHECEHO [0 YacTuH: | «3aranbHa iHhopmaL,is»
Il «Cneundikauis 3 6esnekm». Il «MnaH 3
thapmakoHarnagy» V «3axofu 3 MiHimizawii pusmkis»
VI «Pe3tome nnaHy ynpasniHHA pusnkammn» VI
«[ofaTtkm» (gogatku 1-8) y 3B’A3Ky 3 OHOB/IEHHAM
iHchopmawii 3 6e3neku Ajtoyoi pevyoBUHM nperadasiH
BiANOBIAHO [0 aKTyanbHOI pethepeHTHOT iHchopmali, a
TakoX Y 3B'A3KYy i3 3MiHOIO hopmaTy BifNoBIAHO 40
sumor Evaluation Guidance on the format of the risk
management plan (RMP) in the EU — in integrated
format. 31 October 2018 EMA/164014/2018 Rev.2.0.1
accompanying GVP Module V Rev.2 Human
Medicines). Pe3stome MNnaHy ynpasniHHA py3ukamu
Bepcisa 6.0 AofaeTbes.
427. | NPEAN3NH® | TabneTku BAT YropwuHa BMMYyCK cepii: BAT YropwwmHa/ BHECEHHS 3MiH A0 peecTpaLiiiHux matepiasis: 3MiHu | 3a UA/11298/01/01
NPOJIOHIOBaHOT Aji, "l'epeoH "l'epeoH Pixtep", Monba/ TMny - 3MiHK Woao 6e3nekn/edekTUBHOCTI Ta peyenmom
BKPWTI NNiBKOBOIO PixTep" YropumHa; PymyHis thapmakoHarnagy. BeegeHHs abo 3amiHn o

060/10HKO0, N0 35
Mmr o 10 TabneTok y
6nicTepi; no 6
6nicTtepiB y
KapTOHHIlA KOpooLi

KOHTPO/b SIKOCTI,
[103BiN Ha BUMNYCK
cepii: TOB
"lepeoH Pixtep
MonbLa”,
MonbLa;
BVPOGHMLTBO
Hepo3dhacoBaHOro
NPOAYKTY,
nepBuHHA
ynakoBka,
BTOPWHHA
ynakoska: TOB
"l'epeoH PixTep
Monbwa",
MonbLua;
KOHTPO/b SIKOCTI,
[03BiN Ha BUMYCK
cepii;
BUPOGHMLTBO
Hepo3acosaHOro
NPOAYKTY,
nepBuHHA
ynakoBka,
BTOPUHHA

y3arasibHeHUX JaHnx Npo cucTemy dpapmakoHarnsgy
(BBEAEHHS y3ara/lbHEHMX AaHUX NPo cucTemy
hapmakoHarnsgy, 3mMiHa ynoBHOBaXXEHOI 0cobw,
BiANOBIAa/IbHOI 3a 34iiCHEHHSA hapmakoHarnsay;
KOHTaKTHOI 0co6U 3 thapMakoHarnsay 3asBHuka ans
3[iicHEHHS hapmakoHarnsgy B YkpaiHi, KO BOHA
BiAMiHHA Bif YNOBHOBaXeHOI 0cO6U, BiANOBIAa/IbHOI
3a 3[jiicHeHHs1 hapMakoHariaay (Bkiyarum
KOHTaKTHI AaHi) Ta/abo 3MiHN Yy pO3MilLeHHi macTep-
thaiina cuctemu chapmakoHarnsgy) 3MiHa KOHTaKTHUX
[aHnX YNoBHOBaXXEHOT 0CO6Y 3asiBHNIKA,
BiANOBIAabHOI 3a thapmakoHarnsag,. 3miHa
MicLe3HaxX0o[pKEHHS MacTep-chaiina cuctemm
thapmakoHarnagy. 3MiHa Micus 34iliCHEHHS1 OCHOBHOT
AisnbHOCTI 3 hapmakoHarnsgy.




267

Ne Hassa Popma surnycky 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbKo20o | (nikapcbka hopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby YNaKkoBsKa) nocsioYeHHs1
ynakoska: lefjeoH
PixTep PymyHis
A.T., PymyHia
428. | MPOXXECTO renb, 10 mr/r; no 80 BeseH Benbris BupobHuyTBoO, Benbrisi/ BHECEHHS 3MiH 4,0 peecTpaLiiHux maTtepiasis: 3MiHu | 3a UA/3839/01/01
XENb® ryTy6i; no 1 1y6iy Xenckea nepBuHHEe Ta ®paHuisa TMny - 3MiHK WoAo 6e3nekn/edpeKTNBHOCTI Ta peyenmom
KOMNAeKTi 3i CA BTOPVHHE thapmakoHarnagy (iHwi 3MiHn). 3MiHWM BHECEHO Y TEeKCT
Lwnarenem- nakyBaHHs, MapKyBaHHs NepBuHHOI (M. 8, 12,13) Ta BTOPUHHOI (M.
[03aTopoM y BMMYCK cepii Ta 8, 12, 13, 17) ynakoBKv NikapCbKoro 3acoby;
KapTOHHI navui KOHTpOnb cepil BUJTYYEHHA TEKCTY MapKyBaHHS MEPBUHHOT Ta
(XiMiuHi Ta hi3nyHI BTOPWHHOI YNaKkoBOK NiKapCbKOro 3acoby Ae BiACYTHI
BMNPOOYBaHHSA): MiXXHapOAHi NO3HAYEHHS OAMHWLL BUMIPIOBAHHS Y
BeseH cuctemi Sl. TepmiH BBeleHHS 3MiH - NPOTAroM 6
MeHbroghekuypiHr MiCALIB MIiCNSA 3aTBEPLKEHHS.
Benpxiym,
Benbris;
BunpobyBaHHs
KOHTPOJTIO AKOCTI
cepii
(mikpobionoriuHe
BMNpPOOyBaHHS,
HecTepusibHe):
Kyani KoHTpon,
PpaHuis
429. | MPOMKOTEKC | po3uuH Ans iH ekuji, IBCA LLiBeiiuapis KOHTPO/b SKOCTI: LLiBeiiuapisi/ BHECEHHS 3MiH [JO peecTpaLiiiHix maTepianis: 3MiHu | 3a UA/14719/01/01
25 mr/mn; mo 1 mny IHCTUTYT IBCA IHcTUTYT ITanis TUMy - 3MiHM 3 AKOCTi. [OTOBWIA Nikapcbkuii 3aci6. peyenmom
donakoHi; no 7 Bioximik Bioximik CA , 3MiHUN Yy BUPOGHMUTBI. 3MiHa po3mipy cepil
oNakoHIiB B CA LLiBeiiuapis; (BK/KOYAOUM Ajana3oH po3Mipy cepil) roToBoro
KapTOHHI KopoobLi nikapcbKoro 3acoby (36inbweHHs go 10 pasis
BVPOGHMLTBO NMOPIBHSAHO i3 3aTBEPIKEHUM PO3MipoM). JoaaHo
roToBOro po3mip cepii 107,370 kr (80127 don.) onss BUPOGHMYOT

niKapcbKoro
3acoby, NepBUHHE
Ta BTOPUHHE
nakyBaHHs:
IBCA IHcTUTYT
Bioximik CA ,
Llseiuapis;

BUNYCK cepil:
IBCA IHcTUTYT
Bioximik CA,
Leiiyapis;

BMPOGHULITBO in
bulk, nepsuHHe
nakyBaHHS:
Anbacirma
C.n.A, ltania

AinbHuui Anbdacirma C.n.A., Itanis/Alfasigma S.p.A.,
Italy. 3miHu | TUny - 3MiHKn 3 aAkocTi. CepTudikaT
BignosigHOCTI/IE-cepTudpikat BignosigHOCTI
€sponelicbkin hapmakonei/moHorpadii. NMogaHHA
HOBOro abo OHOB/IEHOTO cepTudlikaTa BifnoBigHOCTI
ab60 Buy4YeHHs cepTuddikara BigNoBiAHOCTI
€Bponeiicbkinn hapmakonei: ana A®l; gns BuxigHoro
mMartepiany/peareHTy/npoMibKHOIo NPOAYKTY, WO
BVKOPUCTOBYHOTbCS Y BUPOOHMLTBI APIl; ans
[0NOMIXHOT peyoBrHY (cepTudikaT BignoBigHOCTI
€Bponelicbkiin hapmakonei) - HoBuii cepTudikar Big,
HOBOr0O BMPOOHUKA (3amiHa ab0 [ONOBHEHHS).
MogaHo HoBwi cepTudikaTt BignosigHocTi €EP, No. R1-
CEP 2005-299-Rev 02 ansa fito4oi pevoBuHU
nporecTepoHy Big HoBoro Bupo6Hnka PHARMACIA &
UPJOHN COMPANY LLC, United States. 3minu | Tvny
- 3MiHK 3 AKOCTi. F0TOBWIA NiKapcbkuii 3aci6. 3MiHM y
BMPO6GHUUTBI. 3amiHa abo BBeAEHHS A04AaTKOBOT
OiNbHULUI BUpOBHULTBA /18 YacTUHW abo BCbOro
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Ne Hassa Popma surnycky 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbKo20o | (nikapcbka hopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby YNaKkoBsKa) nocsioYeHHs1

BMPOBHMYOro NpoLecy roToBOrO JlikapCbKOro 3acoby
(@inbHULA, Ha SKI NPOBOAATLCS 6yAb-SKi BUPOOHUYI
cTagji, 3a BUHATKOM BUMNYCKY Cepii, KOHTPO/O AKOCTi Ta
BTOPVHHOTO MakKyBaHHSA /151 CTEPUBHUX iKapCbKMX
3ac06iB (BK/IHOYAKOYM BUPOGEHI acenTUYHUM
MeTOoZ0M), KPiM Nikapcbkmx 3acobiB
6i0/10r4YHOr0/iIMyHOMOTYHOrO NMOXOAKEHHS). BBEAEHHSA
anbTepHaTUBHOI AinbHuLi Anbchacirma C.n.A.,
ITanis/Alfasigma S.p.A., Italy, Ha skili npoBoauTbLCA
BMPO6HMLTBO in bulk 3 NePBUHHMM NakyBaHHAM. 3MiHK
| TNy - 3MiHK 3 AKOCTi. FOTOBWIA Nikapcbkunii 3acib.
KOHTpOs1b roTOBOro Nikapcbkoro 3acoby. 3miHa y
MeTofax BUMPOGYyBaHHS rOTOBOTO JliKapCbKOro 3acoby
(iHwWi 3miHM y MeTogax BUNpobyBaHb (BKIOYaoun
3aMiHy ab0 AOMNOBHEHHS)). 3MiHN METOAVKM 3a
nokasHukoM «KinbkicHe BU3HaYEHHS» MeToAoM RP-
HPLC (npo6onigroToBka, yMOBY Ta NOPSA0K
XpomatorpadyBaHHs, po3paxyHkosa hopmyia). 3MiHn
| TNy - 3MiHK 3 AKoCTi. FOTOBUIA Nikapcbkuii 3aci6.
3MiHM y BUPO6GHMLTBI. 3amiHa abo BBeAEHHS
[08aTKOBOI AiNbHUL BUPOGHULITBA A4/15 YaCTUHM abo
BCbOr0 BUPOBHMYOro NPOLLECY rOTOBOTrO NiKapChKOro
3aco06y (iHwWi 3MiHN). BBeAEHHS anbTepHaTUBHOI
AinbHuui IONISOS Pouzauges, France ons
cTepunisauii (ramma-onpoMiHEHHS)) T'yMOBUX NPOOOK.
3MiHn | TURY - 3MiHM 3 SKOCTi. FOTOBWI NikapCbKWii
3aci6. 3MiHM y BUPO6HMLTBI. 3MiHN BUNpobyBaHb abo
[OMNYyCTUMMX MEX, BCTAHOB/IEHUX Y cneuudikalisx, nig
Yyac BMPOOHULITBA FOTOBOrO NiKapCbKOro 3acoby (iHLwi
3MiHM). 3MiHW JOMNYCTUMMUX MEX, BCTAHOB/IEHUX Y
cneumdikauisx, nig yac BUpobHuLTBa (in-process
control) Ansa napameTpy «[epeBipka LiNicHOCTI
inbTpa nicns dinbTpauii» (Filter integrity test after
filtration). 3miHwn | TUNY - 3MiHK 3 AKOCTI. FOTOBWMIA
nikapcbknii 3aci6. 3MiHN Y BUPOGHULTBI. 3MiHN Y
npoLeci BUpOGHULITBA FOTOBOrO /1iKapCbKoro 3acoby,
BK/THOHAI0UM NPOMiXHWIA NPOAYKT, L0 3aCTOCOBYETLCA
npu BUPOBHMLTBI FOTOBOTO /iKapCbKOro 3acoby
(He3HauyHa 3MiHa y npoueci BUpo6bHMLTBA). He3HauyHa
3MiHa y npoLeci BUpO6HMLTBA, a caMe Ha cTagil
6.MpedhinbTpavis BUKOPUCTOBYOTLCSA iNbTPH i3
HOMiHaNIbHUM po3mipoM nop 0,45 MKm Ta 0,22 MKM.
3MiHu | TUNY - 3MiHK 3 AKOCTi. FOTOBWIA NiKapCbkuii
3aci6. KOHTposib roTOBOrO NikapcbKoro 3acoby. 3miHa
napameTpiB cneuudikauii Ta/abo AoNyCTUMUX MEX
roTOBOrO JliKapCbKOro 3acoby (40NOBHEHHS
cneuudikauii HOBUM NMOKa3HUKOM 3 BifNOBiAHNM
METOA0M BUMNPOBYBaHHsS). [JoNOBHEHHS cneuudikauiii
Ha BMMYCK Ta Ha TEPMIH NPUAATHOCTI NOKa3HUKOM
«MexaHiYHi BK/THOYEHHS: BUAVMI YacTKun» 3 KpUTEpisiMu
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n/n

Ha3ssa
JliKapcbK0O20
3acoby

Popma surnycky
(nikapcbka ¢hopma,
YNaKkoBsKa)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs

Homep
peecmpayiliHo2o
nocsio4yeHHs

NPUAHATHOCTI: «PO34MH NPAKTUYHO HE MICTUTb YaCcTOK»
Ta 3 BiANOBIAHUM METOAO0M BUNPOGYBaHHA. 3MiHu |
TUMy - 3MiHM 3 AKOCTi. FOTOBWIA Nikapcbkuii 3aci6.
KOHTpO/Ib rOTOBOrO /liKapCbKoro 3acoby. 3MiHa
napameTpiB cneundikauii Ta/abo JONyCTUMUX MEX
roTOBOrO NikapcbKoro 3acoby (iHLWi 3miHK). 3miHa
KpUTEPIiB NPUAHATHOCTI 32 NOKA3HUKOM «Onucs
cneumdikaLiin Ha BUNYCK Ta Ha TEPMIH NPUAATHOCTI Ta
3a3HayvyeHHs i3nKo-xiMiYHMX MeTOZiB BiaANoBigHO EP
0151 BU3HAYEHHS1 NPO30POCTi | CTyneHs 3ab6apBieHHs
(2.2.1. Ta 2.2.2.) 3aMicTb 3aTBEPAKEHOTO Bi3ya/lbHOTO
MeToAy BUNPO6YyBaHHA. 3MiHM | TUMY - 3MiHW 3 AKOCTI.
[oTOBWI1 Nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3akynopoBasibHWii 3aci6. 3MiHa
nocravasibHVKa nakyBasibHUX MaTepianis abo
KOMM/IEKTYHOUMX (SIKLLO 3a3HAYeHO B [0CbE) (3aMiHa
abo fofasaHHA noctavasibHuka). flogaHo
albTEPHATUBHOIO NocTavasibHUKa ryMmoBUX Npo6ok
Datwyler Pharma Packaging International NV, Belgium

430.

nPonNo®on

piavHa (cybcTaHuis)
Y KOHTelHepax
aNoOMiHIEBMX AN18
dhapmaL,eBTU4YHOro
3aCTOCYyBaHHSA

AT
"Papmak”

YkpaiHa

Bauem CA,
Cykkypcane ge
BioHHa3

LLBeiuapis

BHECEHHS 3MiH [0 peecTpavLjiiiHuX MaTepianis: 3MiHu |
TMny - 3MiHK 3 AkocTi. CepTudikat BignosigHocTI/IE-
cepTugikaT BiANOBIAHOCTI EBpPONENChbKil
thapmakonei/moHorpadii. NogaHHs HoBOro abo
OHOB/IEHOTO cepTudikaTa BifnoBigHOCTI a60
BW/TyYEHHS cepTuddikaTa BignoBiAHOCTI EBpONeNCHKii
thapmakonei: ana Ad®l; ons BuxigHoro
mMaTtepiany/peareHTy/MpoMbKHOIo NPOAYKTY, Lo
BMKOPWCTOBYIOTbCA Y BUPOOHUUTBI AdDl; ans
[L0MNOMIXHOT peyoBrHY (cepTuddikaT BignoBigHOCTI
€Bponeiicbkiin hapmakonei) - OHOBEHWIA cepTudikat
Bif y)e 3aTBepKEHOro BUpobHyvKa. MogaHHA
OHOBJIEHOrO cepTudikaTa BifnoBigHOCTI €Bponechbkili
thapmakonei Ne CEP 2005-003 - Rev 03
(3atBepmxeHo: CEP 2005-003 - Rev 02) gns gitoyoi
peyoBrHM Nponodhon Bif BXe 3aTBePAKEHOro
BUpobHuKa Bayem CA, Cykkypcasie ae BioHHas,
LLsenuapis. B pamkax oHoBneHoro CEP Bigbynuce
3MiHM B nepiogi peTecTyBaHHA 3 36 micauiB go 60
Mmicauis. JaHum oHoBneHHsm CEP, signosigHo go ICH
Guideline "Q3D Elemental impurities", HaBoguTbca
y3aras/ibHeHHS 3 KOHTPOJTI0 PU3MNKIB LLIOAO0
efleMeHTapHNX AOMILOK. MpuBeaeHo crneundikaLio
MeToAn KOHTponto AdI y BignoBigHICTb A0 BUMOT
MoHorpadii Propofol EP. 3miHn | Tuny - 3miHn 3
saKocTi. CepTudikat signosigHocTi/lE-cepTudikat
BiANOBIAHOCTI EBponeiickbkin thapmakonei/moHorpadii.
MoaaHHA HOBOro abo OHOBMEHOroO cepTudikaTa
BiANOBIAHOCTI ab0 BUyYEHHS cepTudikata
BiAgnNoBigHOCTI €Bponeiicbkili hapmakonei: gna Adl;
0151 BUXIAHOTO MaTepiasny/peareHTy/npoMixxHOro

UA/14612/01/01
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NPOAYKTY, L0 BUKOPUCTOBYIOTLCA Y BUPOGHULTBI AdI;
A5 AONOMDKHOT peyoBrHY (cepTuddikaT BignoBigHOCTI
€Bponeiicbkiin hapmakonei) - OHOBEeHWIA cepTudikat
Bifl y)e 3aTBepKEeHOro BUpobHyvKa. MogaHHA
OHOBJ/IEHOrO cepTudikaTa BifgnoBigHOCTI €Bponechbkili
thapmakonei Ne CEP 2005-003 - Rev 04
(3atBepmxeHo: CEP 2005-003 - Rev 03) gns gitoyoi
peyoBrHM Nponodhon Bif BXe 3aTBepAXKEHOro
BUpobHuKa Bayem CA, Cykkypcasie ae BioHHas,
LlBeliuapis. B pamkax oHoBneHoro CEP Big6ynacb
3MiHa YMOB 36epiraHHs Ad|
3aTBepaKeHo: YMoBU 36epiraHHs. 36epiratv B
3axuLLIEHOMY Big, CBIiTNa MicLji npy TeMnepartypi Big,
15°C po 25° C. 3anponoHoBaHoO: YMOBY 36epiraHHs
36epiratu B 3axyLLeHOMY Bif CBIT/1a MicLi Npu
Temneparypi He Buie 30° C.

431.

nPoONoO®Oon
DAPMIOHIOH

emynbCia ans
iHcpy3iiA, 10 mr/mn,
no 20 mn B amny i,
no 5 amnyn y kaceri
B KapTOHHI Kopo6Lyi

JoHr Kyk
dapmacb
toTikasn
Ko., Jita.

Kopes

JoHr Kyk
dapmacboTikan
Ko., NTa.

Kopes

BHECEHHS 3MiH A0 peecTpaLiiiHux matepiasis: 3MiHu |
TMny - 3MiHK Woao 6e3nekn/edekTMBHOCTI Ta
thapmakoHarnsgy. BeegeHHs abo 3amiHn o
y3arasibHeHUX JaHnx Npo cucTemy dpapmakoHarnsgy
(BBEAEHHS y3aralbHEHNX AaHUX NPo cucTemy
hapmakoHarnsgy, 3mMiHa ynoBHOBaXXEHOI 0cobw,
BiANOBIAa/TbHOI 3a 34iiCHEHHSA hapmakoHarnsay;
KOHTaKTHOI 0co6U 3 thapmakoHarnsay 3asBHuka ans
3[ificHEHHs hapmakoHarnsgy B YkpaiHi, KO BOHA
BiAMiHHA Bif YNOBHOBaXeHOI 0cO6MU, BiANOBIAa/IbHOI
3a 3[jiicHeHHs1 hapMakoHarnaay (Bkiyarum
KOHTaKTHI AaHi) Ta/abo 3MiHN y pO3MilLeHHi macTep-
thaiina cuctemun chapmakoHarnsgy) 3mMiHa KOHTaKTHOT
ocobu 3asBHMKa, BIANOBIAa/IbHOI 3a (hapmakoHarnsj, B
YKpaiHi.

[itoua pepakuin: bagbs OneHa AHaTtoniiBHa.
[MponoHoBaHa pefakuin: TkayeHko TeTsaHa MNeTpisHa

3a
peyenmom

UA/7499/01/01

432,

MPOCTAAP

kancynu m'ski no 0,5
Mmr o 10 kancyn y
6nictepi; no 3
6nictepu B
KapPTOHHI KOpoOLyi

€8Bpo
Naiidokep
MpaiiBiT
Nimiten

IHais

Onis Xenckep

IHais

BHECEHHS 3MiH [0 peecTpavljiiiHuX maTepiasis: 3MiHu |

TMny - AAMIHICTPaTMBHI 3MiHW. 3MiHa HaliMEeHyBaHHS

Ta/abo agpecy 3asiBHVKa (BlacHMKa peecTpaviliHoro
nocBifYeHHs) 3MiHa agpecu 3asiBHUKa

3a
peyerimom

UA/20492/01/01

433.

NMPOCTATUN
EH®

cynosuTopii
pekTasibHi no 0,03 1
in bulk: no 5
CynosunTopiie y
6nictepi; no 180
6nicTepiB y ALWMKY

MpusatHe
akuioHepH
e
TOBapuCTB
0 «J1ekxim-
XapkiB»

YkpaiHa

MpusatHe
akuioHepHe
TOBapuUCTBO

«Jlekxim-Xapkis»

YkpaiHa

BHECEHHS 3MiH 10 peecTpaLiiiHnx maTepianis: 3MiHu |
MMy - 3MiHK 3 AKOCTi. FOTOBWIA NliKapPCbKUiA 3aci6.
CuncTeMa KoHTelHep/3aKynoptoBasibHUIA 3aci6. 3miHa
PO3Mipy ynakoBKv roTOBOro NikapcbKoro 3acoby (iHLui
3MiHWN) BHECEHHS J04ATKOBUX BUAIB NaKyBaHHS Y
chopwmi in bulk: no 5 cynoswuTopiiB y 6nictepi; no 100
6nicTepis y ALWMKY; N0 5 cyno3mTopii y 6nictepi; no
200 6nicTepiB y AWMKY [0 BXE 3aTBePAKEHNX
po3mipiB ynakoBku (no 5 cynosuTopiiB y 6nictepi; no 1
abo 2 6nictepu y nayuj; in bulk: no 5 cynosutopiis y
6nicTepi, no 180 6icTepiB y ALWMKY). BBEAEHHS 3MiH

UA/13462/01/01
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Ne Hassa Popma surnycky 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbKo20o | (nikapcbka hopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby YNaKkoBsKa) nocsioYeHHs1
NpoTArom 6-Tn MiCALIB NiCNA 3aTBEPMKEHHS. 3MiHW |
TMny - 3MiHK WoAo 6e3nekn/edpeKTNBHOCTI Ta
thapmakoHarnagy (iHLwi 3MiHWM) BHECEHHS YTOUYHEHHS
[0 p. «MapKyBaHHs1», a came BUyYEHHS MPUMITKN «Y
pasi NocTaBoK /liKapCbKOro 3acoby Ha eKCnopT TeKCT
MapKyBaHHS 40OMYyCKaeTbCA HAHOCUTW POCIICHKOD
MOBOIO ...» T BHECEHHS 3MiH [0 TEKCTY MapKyBaHHS
ynakoBku in bulk (Buny4YeHHs TEKCTY MapKyBaHHS Ha
pocilicbkiii MOBI, 3a3HaYeHHs iHhopMalLii Woao
NOroTuny 3asiBHNKA, NePeHEeCeHHs 3a3HaveHnx
OAVHWLDB B CUCTEMI Si Ta HE3HAYHI TEXHIYHI
YTOYHEHHS). BBeAEHHS 3MiH NPOTAroM 6-Tn MicAuiB
nicns 3aTBepKEHHS.
434. | NPOCTATWUN | cynosuTopii MpvBaTHe YkpaiHa MpuBaTHe YkpaiHa BHECEHHS 3MiH A0 peecTpaLiiiHux matepiasis: 3MiHu | 6e3 UA/0800/01/01
EH® pekTasibHi no 0,03 r akuioHepH akuioHepHe TMny - 3MiHK Woao 6e3nekn/edekTMBHOCTI Ta peuyenma
no 5 cynosutopiis y e TOBapuncTBo hapmakoHarnsgy (iHwi 3MiHN) BHECEHHS YTOYHEHHS
6nicTepi; no 1 abo 2 | ToBapucTs «J1ekxim-XapkiB» 00 p. «MapKyBaHHs», a came BUIyYEHHS MPUMITKN «Y
6nictepy B nauui 3 0 «Jlekxim- pasi nocTaBoK NiKapCbKOro 3acoby Ha eKCrnopT TEKCT
KapToHy XapkiB» MapKyBaHHS JOMYCKAETbCA HAHOCUTW POCIACHKOO
MOBOIO ...» OHOB/IEHHA TEKCTY MapKyBaHHSA NEPBUHHOI
Ta BTOPVMHHOT YNakoBKM likapCbKoro 3acoby, a came
BUyYEHHS iHChOpMaLii, BUKIaAEHOI POCICbKO
MOBOI0, 3a3Ha4eHHs NIOTOTUMY 3asiBHUKA Ta HE3HAYHI
pepakLiiHi npaBku. BBeAEeHHS 3MiH NPOTAroM 6-Tu
MiCALIB MiCNS 3aTBEPIKEHHS.
435. | MPOTE®NASI | kpanni no 10 mn, 30 TOB "HBK YkpaiHa BMPOGHMLITBO 3a YkpaiHa BHECEHHS 3MiH A0 peecTpaLiiiHux matepiasis: 3MiHu | 3a UA/4220/01/01
A® M, 50 mny "Exkothapm NOBHUM LMK/IOM; TUMy - 3MiHM 3 AKOCTi. FOTOBWIA Nikapcbkunii 3aci6. peyenmom
CKNSAHOMY hN1aKoHi, " BMnyck cepii: TOB 3MiHU Y BUPOGHMLTBI. 3MiHU Y NpoLeci BUPo6HULTBA
3aKynopeHomy "HBK "Ekochapm” rOTOBOrO J1ikapCbKOro 3acoby, BK/IYaUn NPOMIKXHWIA
KpYILLKOIO Ans NPOAYKT, L0 3aCTOCOBYETHLCS NPU BUPOOHULTBI
h/1aKoHIB 3 NPO6KOI0 roTOBOrO JlikapcbKoro 3acoby (iHLi 3MiHW) B
KpanenbHULEo 3 TEXHOMOTIYHWIA NpoLec BBOAUTLCA hacyBaHHs i3
KOHTpONEM nepLuoro ynakoBku in bulk — emHocTeii no 20 n, 30 113
BiAKpMTTSA abo Hepxasitoyoi cTasi abo KaHiCTp niacTMacoBmx
KPULLIKOIO AN nikapcbkoro 3aco6y MpoTednasia®, kpanni, y
hNakoHiB 3 NPOGKOKD hnakoHu cknsHi no 10 mna, 30 M, 50 mn.
KpanesnbHuLero 3
KOHTpONeM nepLuoro
BIAKPUTTA Ta
3ax1CTOM Bif giTen,
no 1 cpnakoHy B
KapTOHHIW nayuji
436. | MYNbMOJOP | TabneTtku, no 10 Mosi Xenc LLIseliyapis CaBa Xenckea IHgis/ BHECEHHS 3MiH A0 peecTpauiiHnx matepiasis: 3miHu Il 6e3 UA/10378/02/01
® Tabnetok y 6nictepi; v6X N, IHAis. YropwmHa My - 3MiHK 3 AKOCTi. AP, (iHWi 3MiHK) - HagaHHa peyenma
no 1 a6o 2 6nictepu Megiton macTep-gaiina i BUpo6Huka APl ambpokcony
B KQPTOHHIN dapmacbroTikan rigpoxnopua Ami Lifesciences Private Limited, India
ynakoBLij nrta., YropwuHa ALPL/AME/AP/EP/01/02 (version no.02) pnaTta
ocTaHHboro nepernagy 03.2024p.
437. | NYNbMOJOP | Tabnetku, in bulk: no | Mosi Xenc LLIBeliyapis CaBa Xenckea IHgis/ BHECEHHS 3MiH A0 peecTpauiiHnx martepiasnis: 3miHu Il - UA/10379/01/01
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Ne Hassa Popma surnycky 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbKo20o | (nikapcbka hopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby YNaKkoBsKa) nocsioYeHHs1
® 5000 TabneTok y 6X nTa, IHais. YropLumHa TUny - 3MiHu 3 akocTi. AP, (iHWwi 3MiHK) - HagaHHs
noAaBiHNX Megaiton macTep-aiina Big BupobHuka APl ambpokcony
nosnieTuIeHoBMxX dapmacbioTikan rigpoxnopug Ami Lifesciences Private Limited, India
naketax Nta., YropwuHa ALPL/AME/AP/EP/01/02 (version no.02) gata
0CTaHHboro nepernsgy 03.2024p.
438. | NYMMNAH® Tabnetku no 12 TOB YkpaiHa Pixapg BittHep Al ABCTpist BHECEHHS 3MiH 10 peecTpaLiiiHix MmaTepianis: 3MiHu | 6e3 UA/10049/01/01
TabneTtok y 6nictepi; «MEPPII TMny - 3MiHKM Woao 6e3nekn/edpekTUBHOCTI Ta peyernma
nol, 2, 3a6o4 o] thapmakoHarnsgy. BeegeHHs abo 3miHv Ao
6nictepu y YKPAIHA» y3araslbHeHUX faHux Npo cuctemy hapmakoHarnsgy
KapTOHHI Kopoobui (BBEAEHHSA Y3araslbHEHUX AaHWX NPO cucTemy
hapmakoHarnsgy, 3MiHa ynoBHOBaXeHOi 0cobu,
BiANOBIAA/IbHOI 3a 34iiCHEHHSA hapMmakoHarnsay;
KOHTaKTHOI 0Co6YM 3 thapmakoHarnsagy 3asiBHuka anas
3piicHeHHs hapMakoHarnsay B YkpaiHi, KO0 BOHA
BiAMiHHa Bif, yNOBHOBaXXEHOT 0CO6M, BifNoBiganbHOI
3a 3AjiicHeHHs hapmakoHarnagy (Bkyatoun
KOHTaKTHI AaHi) Ta/abo 3MiH1 Yy pO3MilLeHHi MacTep-
thaiina cuctemun hapmakoHarnsgy). 3MmiHa KOHTaKTHUX
LaHNX YNOBHOBaXXEHOT 0CO6M 3asBHUKA,
BiANOBIAaNbHOI 3a thapmakoHarnsg,. 3miHa
MicLie3HaxoMKeHHs MacTep-ghaiina cuctemm
hapmakoHarnsgy. 3miHa Micusi 34iliCHeHHS OCHOBHOT
AOiSbHOCTI 3 hapmakoHarasgy.
439. | MYMMNAH® Kpanni opasibHi, No TOB YkpaiHa Pixapp bitTHep Al ABCTpist BHECEHHS 3MiH 10 peeCTpaLiiiHnx maTepianis: 3miHu | 6e3 UA/1973/02/01
20 mn a6o 50 mn, «MEPPIT TMny - 3MiHKM Woao0 6e3nekn/edekTUBHOCTI Ta peuyenma
a6o 100 mny (0] thapmakoHarnsgy. BeegeHHs abo 3miHv o
hnakoHax- YKPAIHA» y3araslbHeHUX faHux Npo cuctemy chapmakoHarnsgy
KpanenbHuusx; no 1 (BBEAEHHSA Y3araslbHEHUX AaHWX MPO cucTemy
donakoHy y chapmakoHarnsgy, 3miHa ynoBHOBaXXeHoi ocobu,
KapTOHHIA ynakoBL,i BiANOBIAa/IbHOI 3a 34iiCHEHHSA hapMmakoHarnsay;
KOHTaKTHOI 0C06YM 3 chapmakoHarnsagy 3asBHuka anas
3piicHeHHs hapMakoHarnsay B YkpaiHi, K0 BOHA
BiAMiHHa Bif, yNOBHOBaXKEHOT 0CO6M, BigNoBigansLHOI
3a 3AjicHeHHs hapmakoHarnagy (Bkyatoun
KOHTaKTHI AaHi) Ta/abo 3MiHN y pO3MiLLeHHi MacTep-
thaiina cuctemm chapmakoHarnsgy). 3miHa
MicLe3HaxoKeHHs MacTep-chaiina cuctemm
thapmakoHarnagy. 3MiHa Micus 34iliCHEHHSI OCHOBHOT
AiSIbHOCTI 3 hapmakoHarniagy.
440. | NI'ATUPYATK | TabneTtku, no 10 ToBapuct YkpaiHa ToBapucTBO 3 YkpaiHa BHECEHHS 3MiH 0 peecTpauiiHux maTepianis: 3a UA/8698/01/01
A®IC Tabnetok y 6nictepi; BO 3 [04aTKoBOKO YTOUHEHHS1 peecTpauiiiHoi npoueaypy B HaKasi peyenmom
no 1 6nictepy B [04aTkoBO BIANOBIAALHICTIO MOS3 YkpaiHu Ne 1720 Big, 09.10.2024 - 3miHu | Tvny -
nadui 3 KapTOHY 10 "IHTEPXIM" 3MiHn 3 sikocTi. CepTudikaT BignosigHocTI/lE-
Bignosiga cepTudikaT BignoBigHOCTI EBponeichbkiii
NbHICTIO hapmakonei/moHorpadii. NMogaHHsa HoBoro abo
"IHTEPXI OHOBJIEHOTO cepTudlikaTa BifgnoBigHOCTI abo
M

BW/TyYEHHS cepTudpikaTa BignoBiAHOCTI EBpoNeiChKii
thapmakonei: gna A®l; ans suxigHoro
MaTepiany/peareHTy/MpoMiKHOTo0 NPOAYKTY, WO
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n/n

Ha3ssa
JliKapcbK0O20
3acoby

Popma surnycky
(nikapcbka ¢hopma,
YNaKkoBsKa)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs

Homep
peecmpayiliHo2o
nocsio4yeHHs

BMKOPUCTOBYIOTbCA Y BUPOOHULTBI ADI; ans
[L0MNOMIXHOT peyoBrHY (cepTuddikaT BignoBigHOCTI
€Bponelicbkiil hapmakonei) - HoBuii cepTudikar Big,
HOBOro BMPO6HMKA (3aMiHa ab0 [AOMNOBHEHHS) -
noAaHHs HOBOro cepTudikaTta BiAMOBIAHOCTI
€Bponeiickkili hapmakonei Ne R1-CEP 2007-023 -
Rev 05 gnsa A®| kogeiHy cocdat remirigparty Big,
HOBOrO a/1IbTEPHATUBHOIO BMPOBHMKA Saneca
Pharmaceuticals a.s., Slovak Republic. Ak Hacnigok
3MiHa HOPMYBaHHS TECTY «3a/ILLKOBI PO3YNHHNKN;
3MiHM B iH(hopMaL,ii LLOA0 YyNakoBK/ Ta TEPMiHY
nepeKkoHTPosto BignosigHo CEP. 3MiHu | Tuny - 3miHn
3 aKocTi. CepTudpikaT BignosigHocTi/l E-cepTudiikat
BiANOBIAHOCTI EBponeiickbkii hapmakonei/MmoHorpadii.
3MiHW, NOB'A3aHi 3 HEOOXIAHICTIO NPUBEAEHHS Y
BiANOBIAHICTb [0 MOHOrpadii 4PY abo €sponeiicbkol
thapmakonei, abo iHWOoi HauioHa/IbHOI hapmakonel
nepxasun €C (3MiHa y cneuudikayisx, nos'a3aHa 3i
3miHamu B dY, abo €Bponeiickkiii hapmakonei, abo
iHLWIN HauioHanbHI thapmakonei gepxasu €C) - 3MiHU
06yMOB/IEeHI HeObXiAHICTIO NpuBeAeHH: cneuudikauii
Ta MeTogAiB KoHTposo APl y BIANOBIAHICTL A0 BUMOT
MoHorpadii €Bponeiicbkoi thapmakonei «Codeine
phosphate hemihydrate», a came: yToYHEHHS XiMiYHOT
Ha3sun A®I Ta 4OMILIOK; 3MiHA HOPMYBaHHS Ta
MeTOAMK BMKOHaHHSA TecTiB «laeHTudikavis»
(BnyveHHs ineHTUdiKaLil MeTogoM abcopbauiiHol
cnekTpodoTomeTpii B yNbTpacionetoBomy AianasoHi),
«KinbkicHe BM3Ha4yeHHs» Ta «CynpoBigHi AOMILLKN».

441.

PAEHOM

TabneTtku, BKPUTI
nNiBKOBOIO
o6onoHkoto, no 7,5
Mr; no 14 TabneTok
y 6nicTepi; no 2 abo
4 6nictepu B
KapTOHHIlA KOpooLi

BAT
"TepeoH
Pixtep"

YropLmHa

F'epeoH Pixtep
PymyHia A.T.

PymyHis

BHECEHHS 3MiH 0 peecTpaLiiiHux matepianis: 3MiHu |
TMny - 3MiHK WoAo 6e3nekn/edpeKkTNBHOCTI Ta
thapmakoHarnsgy. BeegeHHs abo 3miHv o
y3arasibHeHUX JaHnx Npo cucTemy dhapmakoHarnsgy
(BBEAEHHS y3araslbHEHMX AaHUX NPo cucTemy
hapmakoHarnsgy, 3MiHa ynoBHOBaXeHOi 0cobu,
BiANOBIAA/IbHOI 3a 34iiCHEHH:A hapmakoHarnsay;
KOHTaKTHOI 0Co6YM 3 thapmakoHarnsagy 3asiBHuka anas
3piicHeHHs hapMakoHarnsgy B YkpaiHi, K0 BOHA
BiAMiHHa Bif, yNOBHOBaXXEHOT 0CO6M, BifNoBiganbHOI
3a 3AjiicHeHHs hapmakoHarnagy (Bkyaoun
KOHTaKTHI AaHi) Ta/abo 3MiHN Yy pO3MilLeHHi MacTep-
thaiina cuctemu chapmakoHarnsay) 3MiHa KOHTaKTHUX
LaHNX YNOBHOBaXEHOT 0CO6M 3asBHUKA,
BiANOBIAaNbHOI 3a thapmakoHarnsg,. 3miHa
MicLie3Haxo4KeHHs MacTep-chaiina cuctemm
hapmakoHarnsgy. 3miHa Micusi 34iliCHEHHS1 OCHOBHOT
AOiSNbHOCTI 3 hapmakoHarasgy.

3a
peyenmom

UA/17512/01/01

442,

PAMI3EC®
KOM

Tabnetkn, 10
mr/12,5 wmr, no 10

AT
"papmak”

YKpaiHa

AT "dapmak”

YKpaiHa

BHECEHHS 3MiH 0 peecTpaLiiiHux matepiasis: 3MiHu |
Tuny - 3MiHK 3 AkocTi. CepTudiikaTt BignosigHocTi/l E-

3a
peyenmom

UA/15546/01/01
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n/n

Ha3ssa
JliKapcbK0O20
3acoby

Popma surnycky
(nikapcbka ¢hopma,
YNaKkoBsKa)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs

Homep
peecmpayiliHo2o
nocsio4yeHHs

TabneTtok y 6nictepi;
no 3 6nictepu y
nauui

cepTudikaT BignoBigHOCTI EBponeiichkiii
thapmakonei/moHorpadii. NogaHHs HoBOro abo
OHOBJIEHOTO cepTudikaTa BifnoBigHOCTI a0
BU/yYEeHHs cepTudikaTa BignoBigHOCTI EBponeichbkii
thapmakonei: ana Adl; gns BuxigHoro
mMaTtepiany/peareHTy/MpoMbKHOro NPOAyKTY, WO
BMKOPUCTOBYIOTbCA Y BUPOOHULTBI ADI; ans
[L0MNOMDXHOT peyoBrHY (cepTuddikaT BignoBigHOCTI
€Bponeiicbkiin hapmakonei) - OHOBeHWIA cepTudikat
Bifl y)Xe 3aTBEep)KEHOro BUPOBHWMKa, NOAAHHS
OHOBJ/IEHOrO cepTudikaTa BifnoBigHOCTI €BpoNenchbkili
thapmakonei Ne R1-CEP 2006-011 - Rev 03
(3aTBEpmKeHO: R1-CEP 2006-011 - Rev 02) gnst A®!
rigpoxnopoTiasnay Bif, BXe 3aTBepAKeHOro
BMpo6HMKa Changzhou Pharmaceutical Factory,
Kutali. 3miHm | Tuny - 3miHn 3 sikocTi. CepTudikat
BignosigHocTi/l E-cepTudikar BignosigHOCTI
€Bponelicbkiin hapmakonei/moHorpadii. NMogaHHSA
HOBOro abo OHOB/IEHOTO cepTudikarta BifnoBigHOCTI
abo Buny4yeHHs cepTudikarta BignoBigHOCTI
€Bponeiicbkii hapmakonei: ana A®l; ans BuxigHoro
marepiany/peareHTy/npomMiKHOro NPoAYyKTY, Lo
BUKOPWCTOBYIOTBLCS y BUPOOHNLTBI ADI; ans
[LOMOMDKHOT peyoBMHU (cepTudikaT BiANOBIAHOCTI
€sponelicbkili hapmakonei) - OHOBNEHW cepTudpikaT
Bif] y)Xe 3aTBEPKEHOr0 BUPOBHMKA, NOAaHHS
OHOBJIEHOIO cepTudikaTa BifnoBigHOCTI EBponeichbkili
hapmakonei Ne R1-CEP 2006-011 - Rev 04 gnsa Adl
rigpoxnopoTiasnay Bif, BXe 3aTBepAKeHOro
BMpo6HMKa Changzhou Pharmaceutical Factory,
KnTaii.

443,

PAMIBEC®
KOM

Tabnetkn, 10 mr/25
Mmr no 10 TabneTok y
6nictepi, no 3
6nictepn y nauui

AT
"Papmak”

YkpaiHna

AT "dapmak”

YkpaiHa

BHECEHHS 3MiH A0 peecTpaLiiiHux matepiasis: 3MiHu |
TMny - 3MiHK 3 AkocTi. CepTudikat BignosigHocTI/IE-
cepTugikaT BiANOBIAHOCTI EBpONEnchbKil
thapmakonei/moHorpadii. NogaHHs HoBOro abo
OHOB/IEHOTO cepTudikaTa BifnoBigHOCTI a60
BW/TyYEHHS cepTuddikaTa BignoBiAHOCTI EBpONeNChKii
thapmakonei: ana Ad®l; ons BuxigHoro
mMaTtepiany/peareHTy/NpoMbKHOIo NPOAYKTY, Lo
BMKOPWCTOBYIOTbCA Y BUPOOHULTBI ADl; ans
[L0MNOMIXHOT peyoBrHY (cepTuddikaT BignoBigHOCTI
€Bponeiicbkiin hapmakonei) - OHOBEHWIA cepTudikat
Bifl y)X€ 3aTBEPAKEHOTO BUPOGHMKA, NOAaHHS
OHOBJIEHOrO cepTudikaTa BifnoBigHOCTI €Bponechbkili
thapmakonei Ne R1-CEP 2006-011 - Rev 03
(3aTBepaxeHo: R1-CEP 2006-011 - Rev 02) gns Adl
rigpoxnopoTiasnay Bif BXe 3aTBepAKeHOro
BUpo6HMKa Changzhou Pharmaceutical Factory,
Kutait. 3miHu | Tuny - 3MiHun 3 akocTi. CepTudiikat
BignosigHocCTI/IE-cepTudpikar BignoBigHOCTI

3a
peyenmom

UA/15545/01/01
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n/n

Ha3ssa
JliKapcbK0O20
3acoby

Popma surnycky
(nikapcbka ¢hopma,
YNaKkoBsKa)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs

Howmep

peecmpayiliHo2o

nocsioYeHHs1

€sponelicbkiii hapmakonei/moHorpadii. MoaaHHs
HOBOro abo OHOB/IEHOTO cepTudlikaTa BifnoBigHOCTI
ab60 BUy4YeHHs cepTudpikarta BigNoBiAHOCTI
€Bponeiicbkiii hapmakonei: ans A®l; ana BuxigHoOro
mMarepiany/peareHTy/npomMiKHOro NMPOAYKTY, L0
BMKOPUCTOBYHOTbCA Y BUPOOHULTBI API; Ans
[0NOMDKHOT peyoBrHY (cepTudikaT BignoBigHOCTI
€Bponelicbkin hapmakonei) - OHoBeHUA cepTudiikat
Bif} y)Xe 3aTBEPMKEHOr0 BUPOGHMKA, NOAaHHS
OHOB/IEHOTO cepTudikaTa BiANoBigHOCTI EBponeiichKil
hapmakonei Ne R1-CEP 2006-011 - Rev 04 gns Adl
rigpoxnopotiasugy Bif BXe 3aTBepKeHOro
BMpobHMKa Changzhou Pharmaceutical Factory,
Kutaii.

PAMI3EC®
KOM

Tabnetkn, 5 mr/12,5
mr no 10 TabneTok y
6nicTepi, no 3
6nictepn y nayui

AT
"papmak”

YKpaiHa

AT "dapmak”

YKpaiHa

BHECEHHS 3MiH 0 peecTpaLiiiHux matepianis: 3MiHu |
Tuny - 3MiHn 3 akocTi. CeptuddikaTt BignosigHocTI/lE-
cepTudikaT BigNoBigHOCTI EBpoNenchkiii
hapmakonei/moHorpadii. NMogaHHsa HoBoro abo
OHOBJ/IEHOrO cepTudikara BignosigHOCTIi a6o
BW/TyYEHHS cepTudpikaTa BignoBiAHOCTI EBpONeECHKiIi
thapmakonei: gns A®l; ans BUXigHOro
marepiany/peareHTy/npomMiKHOro NPOAYKTY, Lo
BMKOPVCTOBYIOTbCS Y BUPObHUUTBI ADI; ans
[LOMOMDKHOT peyoBMHU (cepTudikaT BiANOBILHOCTI
€sponelicbkin hapmakoner) - OHoBreHUA cepTudikat
Bif} y)Xe 3aTBEPAKEHOr0 BUPOBHMKA, NOAaHHSA
OHOBJIEHOIO cepTudpikaTa BiAnoBigHOCTI EBponechkili
thapmakonei Ne R1-CEP 2006-011 - Rev 03
(3atBepaxeHo: R1-CEP 2006-011 - Rev 02) ana A®I
rigpoxnopotiasuay Bif BXe 3aTBepKeHOro
BMpobHMKa Changzhou Pharmaceutical Factory,
Kutaii. 3miHm | Trny - 3miHm 3 AkocTi. CepTudikart
BignosigHOCTI/IE-cepTudcpikat BignosigHOCTI
€sponelicbkin hapmakonei/moHorpadii. NMogaHHA
HOBOro abo OHOB/IEHOTO cepTudlikaTa BifnoBigHOCTI
ab60 BUy4YeHHs cepTuddikara BigNoBiAHOCTI
€Bponeiicbkinn hapmakonei: ana A®l; gns BuxigHoro
marepiany/peareHTy/npomMiKHOro NPOAYKTY, L0
BMKOPUCTOBYHOTbCS Y BUPO6HMLTBI API; Ans
[0NOMDKHOT peyoBrHY (cepTudikaT BignoBigHOCTI
€Bponelicbkiin hapmakonei) - OHoBeHWA cepTuduikat
Bif} y)Xe 3aTBEPAKEHOrO BUPOGHMKA, NOAaHHSA
OHOBJ/IEHOrO cepTudikaTta BifgnoBigHOCTI €BpONenchbkili
hapmakonei Ne R1-CEP 2006-011 - Rev 04 gns Adl
rigpoxnopotiasugy Bif BXe 3aTBepKEHOro
BMpobHMKa Changzhou Pharmaceutical Factory,
Kutaii.

3a
peyenmom

UA/15545/01/02

445,

PAMI3EC®
KOM

Tabnetkn no 5 mr/25
mr, o 10 TabneTok

AT
"papmak”

YKpaiHa

AT "dapmak”

YKpaiHa

BHECEHHS 3MiH 0 peecTpaLiiiHux matepiasis: 3MiHu |
Tuny - 3MiHK 3 AkocTi. CepTudiikaTt BignosigHocTi/l E-

3a
peyenmom

UA/12569/01/02
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n/n

Ha3ssa
JliKapcbK0O20
3acoby

Popma surnycky
(nikapcbka ¢hopma,
YNaKkoBsKa)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs

Homep
peecmpayiliHo2o
nocsio4yeHHs

y 6nicTepi; no 3
6nicTepy B navi 3
KapTOHY

cepTudikaT BignoBigHOCTI EBponeiichkiii
thapmakonei/moHorpadii. NogaHHs HoBOro abo
OHOBJIEHOTO cepTudikaTa BifnoBigHOCTI a0
BU/yYEeHHs cepTudikaTa BignoBigHOCTI EBponeichbkii
thapmakonei: ana Adl; gns BuxigHoro
mMaTtepiany/peareHTy/MpoMbKHOro NPOAyKTY, WO
BMKOPUCTOBYIOTbCA Y BUPOOHULTBI ADI; ans
[L0MNOMDXHOT peyoBrHY (cepTuddikaT BignoBigHOCTI
€Bponeiicbkiin hapmakonei) - OHOBeHWIA cepTudikat
Bifl y)Xe 3aTBEep)KEHOro BUPOBHWMKa, NOAAHHS
OHOBJ/IEHOrO cepTudikaTa BifnoBigHOCTI €BpoNenchbkili
thapmakonei Ne R1-CEP 2006-011 - Rev 03
(3aTBEpmKeHO: R1-CEP 2006-011 - Rev 02) gnst A®!
rigpoxnopoTiasnay Bif, BXe 3aTBepAKeHOro
BMpo6HMKa Changzhou Pharmaceutical Factory,
Kutali. 3miHm | Tuny - 3miHn 3 sikocTi. CepTudikat
BignosigHocTi/l E-cepTudikar BignosigHOCTI
€Bponelicbkiin hapmakonei/moHorpadii. NMogaHHSA
HOBOro abo OHOB/IEHOTO cepTudikarta BifnoBigHOCTI
abo Buny4yeHHs cepTudikarta BignoBigHOCTI
€Bponeiicbkii hapmakonei: ana A®l; ans BuxigHoro
marepiany/peareHTy/npomMiKHOro NPoAYyKTY, Lo
BUKOPWCTOBYIOTBLCS y BUPOOHNLTBI ADI; ans
[LOMOMDKHOT peyoBMHU (cepTudikaT BiANOBIAHOCTI
€sponelicbkili hapmakonei) - OHOBNEHW cepTudpikaT
Bif] y)Xe 3aTBEPKEHOr0 BUPOBHMKA, NOAaHHS
OHOBJIEHOIO cepTudikaTa BifnoBigHOCTI EBponeichbkili
hapmakonei Ne R1-CEP 2006-011 - Rev 04 gnsa Adl
rigpoxnopoTiasnay Bif, BXe 3aTBepAKeHOro
BMpo6HMKa Changzhou Pharmaceutical Factory,
KnTaii.

446.

PAMIBEC®
KOM

Tabnetkun 2,5
mr/12,5 mr; no 10
TabneTtok y 6nictepi;
no 3 6nictepu B
nauui

AT
"Papmak”

YkpaiHna

AT "dapmak”

YkpaiHa

BHECEHHS 3MiH A0 peecTpaLiiiHux matepiasis: 3MiHu |
TMny - 3MiHK 3 AkocTi. CepTudikat BignosigHocTI/IE-
cepTugikaT BiANOBIAHOCTI EBpONEnchbKil
thapmakonei/moHorpadii. NogaHHs HoBOro abo
OHOB/IEHOTO cepTudikaTa BifnoBigHOCTI a60
BW/TyYEHHS cepTuddikaTa BignoBiAHOCTI EBpONeNChKii
thapmakonei: ana Ad®l; ons BuxigHoro
mMaTtepiany/peareHTy/NpoMbKHOIo NPOAYKTY, Lo
BMKOPWCTOBYIOTbCA Y BUPOOHULTBI ADl; ans
[L0MNOMIXHOT peyoBrHY (cepTuddikaT BignoBigHOCTI
€Bponeiicbkiin hapmakonei) - OHOBEHWIA cepTudikat
Bifl y)X€ 3aTBEPAKEHOTO BUPOGHMKA, NOAaHHS
OHOBJIEHOrO cepTudikaTa BifnoBigHOCTI €Bponechbkili
thapmakonei Ne R1-CEP 2006-011 - Rev 03
(3aTBepaxeHo: R1-CEP 2006-011 - Rev 02) gns Adl
rigpoxnopoTiasnay Bif BXe 3aTBepAKeHOro
BUpo6HMKa Changzhou Pharmaceutical Factory,
Kutait. 3miHu | Tuny - 3MiHun 3 akocTi. CepTudiikat
BignosigHocCTI/IE-cepTudpikar BignoBigHOCTI

3a
peyenmom

UA/12569/01/01
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Ne Hassa Popma surnycky 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbKo20o | (nikapcbka hopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby YNaKkoBsKa) nocsioYeHHs1
€sponelicbkiii hapmakonei/moHorpadii. MoaaHHs
HOBOro abo OHOB/IEHOTO cepTudlikaTa BifnoBigHOCTI
ab60 BUy4YeHHs cepTudpikarta BigNoBiAHOCTI
€Bponeiicbkiii hapmakonei: ans A®l; ana BuxigHoOro
mMarepiany/peareHTy/npomMiKHOro NMPOAYKTY, L0
BMKOPUCTOBYHOTbCA Y BUPOOHULTBI API; Ans
[0NOMDKHOT peyoBrHY (cepTudikaT BignoBigHOCTI
€Bponelicbkin hapmakonei) - OHoBeHUA cepTudiikat
Bif} y)Xe 3aTBEPMKEHOr0 BUPOGHMKA, NOAaHHS
OHOB/IEHOTO cepTudikaTa BiANoBigHOCTI EBponeiichKil
hapmakonei Ne R1-CEP 2006-011 - Rev 04 gns Adl
rigpoxnopotiasugy Bif BXe 3aTBepKeHOro
BMpobHMKa Changzhou Pharmaceutical Factory,
Kutaii.
447. | PAHOCTOMN® | ma3b 10 %; no 20 r MPAT YkpaiHa BiANOBIga/IbHUIA YkpaiHa BHECEHHS 3MiH 10 peecTpaLiiiHix MmaTepianis: 3MiHu | 6e3 nionsieae UA/8650/01/01
abo no 40 r, abo no "®ITOPA 3a BUPOGHMLTBO, UMy - 3MiHY 3 AKOCTi. FOTOBWIA Nikapcbkuii 3aci6. peyenma
100 ry Ty6i; mo 1 pMm" nepBUHHE, 3MiHM y BUPOGHMLTBI. 3MiHa iMnopTepa/3miHu, Wwo
Ty6i B nayui 3 BTOPVHHE CTOCYHTbCS BUMYCKY Cepii Ta KOHTPOJIH0 AKOCTI
KapTOHy nakyBaHHs, roTOBOro NikapcbKoro 3acoby (3amiHa abo foaaBaHHS
KOHTPO/Ib SKOCTI BMPOGHMKa, L0 BiANOBIAAE 3a BBE3EHHS Ta/abo
Ta BUNycK cepi: BMNyCK cepii) - He BkIoYaoun
MPAT KOHTPONb/BMNPOGYBaHHSA cepii. BBeaeHHs gogaTkosoi
"®ITOPAPM", BMPOGHMYOT AinbHuLi MPAT «®ITOPAPM»,
YkpaiHa,; BiAnoBigaIbHOT 3a BUNYCK cepil, He BKOYatoun
BignoBiganbHM KOHTPONb/BUNPOGYBaHHS Cepii 3a agpecoto: YkpaiHa,
3a BUPOGHMLTBO, 08303, KniBcbka 0651., M. Bopucnine, Byn. Yymaupka,
nepBuHHE, 17. Po3nucaHo hyHKLii 3aTBEPAKEHOTO BUPOOHMKA
BTOPWHHE MPAT «®ITO®APM». 3MiHM BHECEHI Y po3ginn
nakyBaHHsa Ta "Brpo6HuMK" Ta "Micue3HaxoKeHHs BUPObHUKa Ta
KOHTPO/b SIKOCTi: oro agpeca Micusi NPOBaKEHHS AisiNbHOCTI" B
MpAT IHCTPYKLi0 415 MeANUYHOTO 3acTOCYBaHHS Y 3B'A3KY 3
dapmaueBTnyHa BBEAEHHAM [04ATKOBOT BUPOBGHMNYOT AiNbHUL,
thabpuka "Biona", BiANOBIAa/IbHOT 32 BUNYCK Cepil, 3 MOX/IUBICTIO
YkpaiHa, [OPYKYBaHHS [BOX iHCTPYKLi 4718 MeANYHOro
BiANOBIgaIbHUIA 3acTocyBaHHs /13 AN OKpeMUX BUPOGHKKIB Ta K
3a BUMycCK cepii, HacnifoK - NosiBa TEKCTY MapKyBaHHS YNakoBKu
He BK/IHoYaum nikapcbKoro 3acoby Ana foAaTKOBOro BUPOGHYKa.
KOHTPO/b/BMNPOGY BBefeHHs 3MiH NpoTArom 6-Tu MicALiB micns
BaHHA cepii: 3aTBepXeHHs.
MPAT
"®ITOPAPM",
YKpaiHa
448. | PAHOCTON® | masb 10 %; no 20 r MPAT YkpaiHa BignoBiganbHMi YkpaiHa BHECEHHS 3MiH 40 peecTpaviiHnx maTtepiasis: 3MiHu | 6e3 nionseae UA/8650/01/01
abo no 40 r, abo no "PITOPA 3a BUPOGHMLTBO, TMny - 3MiHK Woao 6e3nekn/edpeKTNBHOCTI Ta peyenma
100 ry Ty6i; no 1 PM" nepBrHHE, hapmakoHarnsgy. 3mMiHu y KOpoTKili xapakTepucTui
Ty6i B nauuj 3 BTOPVHHE nNikapcbKoro 3acoby, TEKCTI MapKyBaHHSA Ta iHCTPYKLT
KapToOHy nakyBaHHs, AN MeAnYHOro 3acToCyBaHHA

KOHTPO/b AKOCTI
Ta BMNycK cepil:

reHepuyHMX/ribpuaHNX/6ionodibHMX NikapCbKnx
3ac06iB NicNsi BHECEHHS Ti€l caMoi 3MiHW Ha
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Ne Hassa Popma surnycky 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbKo20o | (nikapcbka hopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby YNaKkoBsKa) nocsioYeHHs1
MPAT pecbepeHTHWIA Npenapar (3MiHa He NoTpebye HafaHHA
«PITODAPM», XOOHWX HOBUX JOAATKOBUX AaHMX) 3MiHU BHECEHO B
YkpaiHa; IHCTPYKLi0 415 MeANYHOrO 3aCTOCYBaHHSA NiKapCbKoro
BiANOBIgaIbHUIA 3acoby [0 po3giny "MokasaHHS" (YTOUHEHHS), @ TakoX
3a BUPOGHMLTBO, [0 po3ginis "®apmakonoriyHi BnactmsocTi”,
nepBuHHe, "MpoTunokasaHHs", "B3aeMogis 3 iHWMMUN NiKapCbKUMu
BTOPWHHE 3acob6amu Ta iHLWi BUAY B3aemogiin”, "OcobnmneocTi
nakyBaHHsa Ta 3acTocyBaHHs", "3acTocyBaHHsA y Nepios BariTHOCTI
KOHTPO/b SAKOCTI: abo rogyBaHHA rpyaar”, "3aaTHiCTb BNAMBATU Ha
MpAT LUBMAKICTb peakLii Npu KepyBaHHi aBTOTPaHCNOPTOM
dapmaueBTMYHA abo iHWyMKU MexaHiamamn”, "Cnocib 3acTocyBaHHs Ta
thabpuka "Biona", nosun”, "Oitn", "MepenosyBaHHs", "Mo6iYHI peakuji”
YkpaiHa; BiANOBIAHO [0 OHOBNEHOI iHhopMaL,i Npo MeanyHe
BiANOBIga/IbHUI 3aCTOCyBaHHA pethepeHTHOro NiKapCcbKoro 3acoby
3a BUNYyCK cepil, BETAOANH®, ma3b 10 % B Mexax 3MiHu HagaHo
He BK/IloYaoun OHOB/IEHUIA MNaH ynpas/iHHA pu3nkamu, Bepcia 1.6.
KOHTPO/b/BUNPOGY Pestome nnaHy ynpasniHHA pusnkamun AOAAETHCS.
BaHHA cepii: BBefeHHA 3MiH NPOTAroM 6-Tu MicALiB nicns
MPAT 3aTBEPKEHHS.
"®OITOPAPM",
YKpaiHa
449. | PEATINA Kancynv Teepgi no 3 BAT YroplmHa BAT "lepfeoH YropumHa BHECEHHS 3MiH 0 peecTpaLiinHux matepiasnis: 3MiHu | 3a UA/17545/01/02
Mr, o 7 kancyny "lepeoH Pixtep" TMny - 3MiHK WoAo 6e3nekn/edpeKTNBHOCTI Ta peyenmom
6nictepi; no 1 a6o 4 PixTep" thapmakoHarnagy. BeegeHHs abo 3amiHn fo
6nictepy B y3arasibHeHVX AaHnx Npo cuctemy hapmakoHarnsgy
KapTOHHIA ynakoBsL,i (BBEAEHHSA y3araslbHEHUX AaHWX NMPO cUcCTemy
thapmakoHarnagy, 3mMiHa ynoBHOBaXXeHOI 0ocobu,
Bi4NOBiga/IbHOI 3a 34iICHEHHST chapMakoHarnsay;
KOHTaKTHOI 0cO6U 3 thapMakoHarnsay 3asBHUKa gns
3pjiicHEHHs chapMakoHarnsay B YkpaiHi, K0 BOHA
BiAMiHHA Bif YNOBHOBaXeHOI 0CO6M, BiANOBIAA/TbHOI
3a 3AjiicHeHHs hapMakoHaraay (Bkiyatoum
KOHTaKTHi flaHi) Ta/abo 3MiHM y PO3MILLLeHHI macTep-
thaiina cuctemu chapmakoHarnsgy) 3mMiHa KOHTaKTHUX
[aHnX YNoBHOBaXXEHOT 0CO6W 3asBHNIKA,
BiANOBIAA/ILHOT 32 hapmakoHarnsag. 3MiHa
MicLe3HaxXoKeHHS MacTep-haina cuctemm
thapmakoHarnagy. 3MiHa Micus 34iliCHEHHST OCHOBHOT
AiSNIbHOCTI 3 chapMakoHarniagy.
450. | PEATINA Kancynu Teepgi no BAT YropwmHa BAT "l'efeoH YropLmHa BHECEHHS 3MiH 0 peecTpaLiiiHux matepiasnis: 3MiHu | 3a UA/17545/01/03
4,5 mr, no 7 kancyn "l'epeoH PixTep" TMny - 3MiHK Woao 6e3nekn/edpeKTNBHOCTI Ta peyenmom
y 6nictepi; no 4 PixTep" thapmakoHarnagy. BeegeHHs abo 3amiHn fo

6nictepu B
KapTOHHIA ynakoBL,i

y3arasibHeHVX AaHux Npo cuctemy papmakoHarnsgy
(BBEAEHHSA y3araslbHEHNX AaHUX Npo cucTemy
hapmakoHarnagy, 3mMiHa ynoBHOBaXXeHO! ocobw,
BiANOBiga/IbHOI 3a 34iICHEHHST chapMakoHarnsay;
KOHTaKTHOI 0co6u 3 thapMakoHarnsay 3asBHuKa gns
3[jiicHEHHs hapMakoHarnsay B YkpaiHi, K0 BOHA
BifMiHHA Bifl YNOBHOBaXeHOI 0cO6M, BiANOBIAa/IbHOI
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n/n

Ha3ssa
JliKapcbK0O20
3acoby

Popma surnycky
(nikapcbka ¢hopma,
YNaKkoBsKa)

3asBHUK
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3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs

Homep
peecmpayiliHo2o
nocsio4yeHHs

3a 34ilicHeHHs thapmakoHarnsay (Bkivaoum
KOHTaKTHI AaHi) Ta/abo 3MiHN Yy pO3MiLLeHHi MacTep-
thaiina cuctemu chapmakoHarnsay) 3mMiHa KOHTaKTHUX
LaHNX YNOBHOBaXEHOT 0CO6M 3aABHUKA,
BiANOBIAaIbHOI 3a thapmakoHarnsg,. 3miHa
MicLLe3HaX0[PKEHHS MacTep-chaiina cuctemm
hapmakoHarnsigy. 3miHa micus 34iiiCHeHHs1 OCHOBHOT
AOiSIbHOCTI 3 chapmakoHarisgy.

451.

PEATIIA

Kancynwu TBepai no 6
M, MO 7 Kancyny
6nicTepi; no 4
6nictepu B
KapTOHHI/ ynakosL,i

BAT
"TepeoH
Pixtep"

YropLmHa

BAT "TeneoH
Pixtep"

YropumHa

BHECEHHS 3MiH 0 peecTpaLiiiHux matepiasnis: 3MiHu |
TMny - 3MiHK WoAo 6e3nekn/edpeKkTNBHOCTI Ta
thapmakoHarnsgy. BeegeHHs abo 3miHv o
y3arasibHeHUX JaHnx Npo cucTemy dhapmakoHarnsgy
(BBEAEHHS y3araslbHEHMX [aHUX NPo cucTemy
hapmakoHarnsgy, 3MiHa ynoBHOBaXeHOi 0cobu,
BiANOBIAA/IbHOI 3a 34iliCHEHH:A hapMmakoHarnsay;
KOHTaKTHOI 0Co6YM 3 thapmakoHarnsagy 3asiBHuka anas
3pificHeHHs hapMakoHarnsgy B YkpaiHi, K0 BOHA
BiAMiHHa Bif, yNOBHOBaXXEHOT 0CO6M, BifnoBigansbHOI
3a 3AjiicHeHHs hapmakoHarnagy (Bkiyatoun
KOHTaKTHI AaHi) Ta/abo 3MiHN Yy pO3MilLeHHi MacTep-
thaiina cuctemu chapmakoHarnsay) 3MiHa KOHTaKTHUX
LaHNX YNOBHOBaXEHOT 0CO6M 3asBHUKA,
BiANOBIAaNbHOI 3a thapmakoHarnsag,. 3miHa
MicLie3HaxoMKeHHs MacTep-ghaiina cuctemm
hapmakoHarnagy. 3miHa mMicus 34iCHEHHST OCHOBHOT
AiSNbHOCTI 3 hapmakoHarasgy.

3a
peyenmom

UA/17545/01/04

452,

PEATINIA

Kancynu TBepai no
1,5 mr, no 7 kancyn
y 6nicTepi; no 1 abo
4 6nictepu B
KapTOHHI ynakosL,i

BAT
"TepeoH
PixTep"

YropLmHa

BAT "TeneoH
Pixtep"

YropLmHa

BHECEHHS 3MiH 0 peecTpaLiiiHux matepiasis: 3MiHu |
TMny - 3MiHK LWoAo 6e3nekn/edpeKkTNBHOCTI Ta
chapmakoHarnsgy. BeegeHHsa abo 3miHu o
y3arasibHeHVX JaHnx Npo cuctemy papmakoHarnsgy
(BBEAEHHSA Y3araslbHEHUX AaHWX MPO cucTemy
chapmakoHarnsgy, 3miHa yrnoBHOBaXXeHOT ocobu,
BiANOBIAa/IbHOI 3a 34iiCHEHH:A hapMmakoHarnsay;
KOHTaKTHOI 0C06M 3 thapmakoHarnsagy 3asiBHuka anas
3piicHeHHs hapMakoHarnsay B YkpaiHi, K0 BOHA
BiAMiHHa Bif, yNOBHOBaXKEHOT 0CO6M, BigNoBigansLHOI
3a 3fjiicHeHHs hapmakoHarnagy (Bkiyatoun
KOHTaKTHI AaHi) Ta/abo 3MiHM y pO3MilLeHHi MacTep-
thaiina cuctemu chapmakoHarnsgy) 3mMiHa KOHTaKTHUX
LaHNX YNOBHOBaXEHOT 0CO6M 3asBHUKA,
BiANOBiAa/IbHOT 32 hapmakoHarnsag. 3miHa
MicLie3HaxXoMKeHHs MacTep-ghaiina cuctemm
hapmakoHarnagy. 3miHa mMicus 34iCHEHHST OCHOBHOT
OisiNbHOCTI 3 dhapmakoHarnsgy.

3a
peyenmom

UA/17545/01/01

453.

PEBMAJTTNH

Tabnetku no 15 wr,
no 10 TabneTtok y
6nicTepi; no 1 abo
no 2 6nictepu B
nauui

TOBAPUC
TBO 3
OBMEXXE
HOO
BIANOBIA,

YkpaiHa

TOB "®APMEKC
reyn"

YkpaiHa

BHECEHHS 3MiH 10 peECTpaLiiiHnx maTepianis: 3MiHu |
TMny - 3MiHKM Woa0 6e3nekn/edekTUBHOCTI Ta
hapmakoHarnsgy. 3MiHu y KOpoTKili XxapakTepucTui
NiKapcbKoro 3acoby, TEKCTI MapKyBaHHSA Ta iHCTPYKLT
AN MeNYHOTo 3aCTOCYBaHHSA

3a
peyenmom

He
nionseae

UA/11608/03/02
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Ne Hassa Popma surnycky 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbKo20o | (nikapcbka hopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby YNaKkoBsKa) nocsioYeHHs1
ANbHICT reHepuyHUX/ribpuaHMX/6ionoaibHMX NiKapCbKUX
tO 3ac06iB Nic/1A BHECEHHSA TiEl camoi 3MiHN Ha
«KOPIMNOP pedhepeHTHWIH Npenapar (3MiHa He NoTpebye HaAaHHSA
ALIA XO[HUX HOBWX A0AATKOBUX AAHUX). 3MIHU BHECEHO [0
«30POB IHCTPYKLUIi 4155 MEAUYHOro 3aCTOCYBaHHS /likapCbKoro
"Ax» 3acoby y po3ginu "®apmakoTepanesTuyHa rpyna. Kog
ATX" (yTO4UHEeHHS Ha3Bu 6e3 3miHn kogy ATX),
"®apmakonoriyHi BractusocTi”, "lMokasaHHS",
"MpoTunokasaHHs", "B3aeMogis 3 iHWMMKN NiKapCbKUMu
3acob6amu Ta iHLWi BUAY B3aemogiin”, "OcobnmnBocTi
3acTocyBaHHs", "3acTocyBaHHsA y Nepios BariTHOCTI
a6o rogysaHHa rpyaar”, "Cnocié 3actocyBaHHA Ta
po3n", "MepeposysaHHsa", "Mob6iyvHi peakuii” BiANOBIAHO
[0 iHhopmau,i WoA0 MeAMYHOro 3aCTOCYBaHHS
pedrepeHTHOro fnikapcbkoro 3acoby (Mobic, B YkpaiHi
3apeecTpoBaHuii sk MOBAJIIC, TabneTku, no 7,5 wr,
15 wr). BefieHHs1 3MiH NpoTArom 6-Tn MicAUIB micssa
3aTBEPAKEHHS
454, | PEBMANTWH | Tabnetkm no 7,5 mr, | TOBAPUC YkpaiHa TOB "®APMEKC YkpaiHa BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTtepiasis: 3MiHu | 3a He UA/11608/03/01
no 10 Tabnetok y TBO 3 reyn" TMny - 3MiHK Woao 6e3nekn/edpeKTNBHOCTI Ta peyenmom | nionsizae
6nictepi; no 2 OBMEXE hapmakoHarnsgy. 3MiHu y KOpoTKili xapakTepucTui
6nicTepy B nayui HOMO NikapcbKoro 3acoby, TEKCTI MapKyBaHHSA Ta iHCTPYKLT
KapTOHHIiA BIAMOBIA ONA MeANYHOro 3aCToCyBaHHsA
ANbHICT reHepuYHUX/ribpuaHNX/6ionoAibHMX NiKapCbKUX
o 3ac06iB nicNs BHECEHHS TiEl caMoi 3MiHW Ha
«KOPTOP pedepeHTHWIT Mpenapar (3MiHa He NoTpebye HaAaHHA
ALIA XOLHWX HOBUX A0AATKOBUX AaHWX). 3MiHN BHECEHO [0
«30POB IHCTPYKLUIi 415 MEAUYHOr0 3aCTOCYBaHHS /likapCbKoro
"A» 3acoby y po3ginu "dapmakoTepaneBTuyHa rpyna. Kog,
ATX" (yTOUHEHHS! Ha3BK 6e3 3MiHu Kogy ATX),
"apmakonoriynHi BnactmsocTi”, "Moka3aHHs",
"MpoTunokasaHHsa", "B3aemogis 3 iHWMMM NlikapCbKUMuy
3acobamu Ta iHWi BUuAn B3aemogiii", "Oco61mMBOCTi
3acTocyBaHHA", "3acTocyBaHHs y nepiog, BariTHOCTI
abo rogyBaHHs rpyaato”, "Cnocib 3actocyBaHHS Ta
nosun", "MepenosysaHHs", "MobivHi peakuii” BignosigHO
00 iHhopMaLii LWoA0 MegMYHOro 3aCTOCyBaHHS
pedhepeHTHOro nikapcbkoro 3acoby (Mobic, B YkpaiHi
3apeecTpoBaHuii sk MOBAJIIC, TabneTku, no 7,5 wr,
15 wr). BefeHHs1 3MiH NpoTArom 6-Tv MicAUiB micns
3aTBEPAKEHHS
455. | PEBMACTOIN | po3uvH Ans iH'eKuil, TOB YkpaiHa TOB YkpaiHa BHECEHHS 3MiH 0 peecTpaLiiiHux matepiasis: 3MiHu | 3a He UA/12990/01/01
10 mr/mn, no 1,5 mn "OAPMAC "®APMACEN" TMny - 3MiHKM Woao0 6e3nekn/edekTUBHOCTI Ta peyenmom nionseae
B amnyni; no 5 En" hapmakoHarnsgy. 3MiHM y KOpoTKili XxapakTepucTuyj

amnyn y navui 3
KapToHy

nNiKapcbKoro 3acoby, TeKCTi MapKyBaHHS Ta iIHCTPYKLT
[ONs MeAnYHOro 3acTocyBaHHs
reHepuyYHUX/ribpuaHMX/6ionoai6HNX NiKapCbKUX
3aco6iB nic/a BHECEHHSA TiET camoi 3MiHWN Ha
pedoepeHTHUIA npenapart (3mMiHa He NoTpebye HafgaHHSA
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n/n

Ha3ssa
JliKapcbK0O20
3acoby

Popma surnycky
(nikapcbka ¢hopma,
YNaKkoBsKa)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs

Homep
peecmpayiliHo2o
nocsio4yeHHs

XOAHUX HOBUX JOAATKOBUX faHuX) - MpeacTaBneHi
3MiHM B iH(hbopMaL,ii 3 6e3neku LWoA0 BHECEHHS 3MiH Ta
[ONOBHEHb Y po3inax iHCTPYKLUiT 418 MeAnYyHOro
3acTocyBaHHs "lMokasaHHsA", "B3aemogis 3 iHW1MK
nikapcbkMun 3acobamu Ta iHWi B1ugmn B3aemogini ",
"Oco61MBOCTi 3aCTOCYBaHHSA", "3acTocyBaHHs y
nepiog BariTHOCTi abo rogyBaHHs rpyaao”,"Cnocié
3acTocyBaHHsa Ta gosu", "[itn","MepenosyBaHHs",
"Mo6ivHi peakui™ nikapcbkoro 3acoby Ha nigcrasi
OHOB/IEHOT iHdopMaLiii 3 6e3neku LWoa0 MeanyHOro
3aCTOCyBaHHA pethepeHTHOro NikapcbKoro 3acoby
(MoBanic) MOXyTb 6yTU pekoMeH0BaHi 40
3aTBEPKEHHS Ta BHECEHHS B IHCTPYKL,ilO ANA
MeAMYHOro 3aCTOCYBaHHS NiKapCbKoro 3acoby.
BBegeHHA 3MiH NpoTarom 3-x micsauis nicns
3aTBEPKEHHS.

456.

PErY/IOH®

TabneTku, BKpUTI
o6onoHkoto, 0,15
mr/0,03 wr; no 21
Tabnetui y 6nictepi;
no 1 a6o no 3
6nictepy B
KapTOHHIA ynakoBsL,i

BAT
"TefeoH
Pixtep"

YropwmHa

BAT "TeneoH
PixTep"

YropuwmHa

BHECEHHS 3MiH A0 peecTpaLiiiHux matepiasis: 3MiHu |
TMny - 3MiHK Woao 6e3nekn/edekTMBHOCTI Ta
thapmakoHarnsgy. BeegeHHs abo 3amiHn o
y3arasibHeHUX JaHnx Npo cucTemy dpapmakoHarnsgy
(BBEAEHHS y3aralbHEHNX AaHUX NPo cucTemy
hapmakoHarnsgy, 3mMiHa ynoBHOBaXXEHOI 0cobw,
BiANOBIAa/TbHOI 3a 34iiCHEHHSA hapmakoHarnsay;
KOHTaKTHOI 0co6U 3 thapmakoHarnsay 3asBHuka ans
3[ificHEHHs hapmakoHarnsgy B YkpaiHi, KO BOHA
BiAMiHHA Bif YNOBHOBaXeHOI 0cO6MU, BiANOBIAa/IbHOI
3a 3[jiicHeHHs1 hapMakoHarnaay (Bkiyarum
KOHTaKTHI AaHi) Ta/abo 3MiHN y pO3MilLeHHi macTep-
thaiina cuctemu chapmakoHarnsgy) 3MiHa KOHTaKTHUX
[aHnX YNoBHOBaXXEHOT 0CO6Y 3as1BHNIKA,
BiANOBIAabHOI 3a thapmakoHarnsag,. 3miHa
MicLe3HaxX0[pKEHHS MacTep-chaiina cuctemm
thapmakoHarnagy. 3MiHa Micus 34iliCHEHHS1 OCHOBHOT
AiSNbHOCTI 3 hapmakoHarnsgy.

3a
peyenmom

UA/7293/01/01

457.

PEKCETUH®

TabneTku, BKpUTI
nNiBKOBOIO
060/10HKOI0, MO 20
Mr; no 10 Tabnetok
y 6nictepi; no 3
6nictepu B
KapTOHHIA ynakoBL,i

BAT
"TefeoH
Pixtep"

YropumHa

BAT "TeneoH
PixTep"

YropumHa

BHECEHHS 3MiH A0 peecTpaLiiiHux matepiasis: 3MiHu |
My - 3MiHK Woao 6e3nekn/edekTUBHOCTI Ta
thapmakoHarniagy. BeegeHHs abo 3miHn go
y3arasibHeHUX JaHnx Npo cucTemy dpapmakoHarnsgy
(BBEAEHHS y3araslbHEHMX AaHUX NPo cucTemy
thapmakoHarnsgy, 3mMiHa ynoBHOBaXXEHOI 0cobw,
BiANOBIAa/IbHOI 3a 34iiCHEHHSA hapMmakoHarnsay;
KOHTaKTHOI 0co6U 3 thapMakoHarnsay 3asBHUKa ans
3fjiicHeHHs hapMakoHarnsgy B YkpaiHi, KO0 BOHA
BiAMiHHA Bif YNOBHOBaXeHOI 0cO6U, BiANOBIAA/IbHOI
3a 3fjiicHeHHs1 hapMakoHarnaay (Bkiyarum
KOHTaKTHI AaHi) Ta/abo 3MiHN Y pO3MilLeHHi macTep-
thaiina cuctemu chapmakoHarnsgy) 3MiHa KOHTaKTHUX
[aHnX YNoBHOBaXXEHOT 0CO6Y 3asiBHNIKA,
BiANOBiAaIbHOI 3a thapmakoHarnsg. 3miHa

3a
peyenmom

UA/3911/01/02
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Ne Hassa Popma surnycky 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbKo20o | (nikapcbka hopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby YNaKkoBsKa) nocsioYeHHs1
MicLe3HaxX0MKeHHs MacTep-chaiina cuctemm
thapmakoHarnagy. 3MiHa Micus 34iiiCHEHHS OCHOBHOT
AiSNIbHOCTI 3 chapmakoHarnagy.
458. | PEMEHC® Tabnetkv no 12 TOB YkpaiHa Pixappg BitTHep Al ABcTpis BHECEHHS 3MiH 0 peecTpaLiinHux matepiasnis: 3MiHu | 6e3 UA/10052/01/01
Tabnetok y 6nictepi; «MNEPPIC TMny - 3MiHK WoAo 6e3nekn/edpeKTNBHOCTI Ta peyenma
nol, 2 3a6o4 (0] thapmakoHarnagy. BeegeHHs abo 3amiHn fo
6nictepun y YKPATHA» y3ara/lbHeHVX faHuxX Npo cucTemy hapmakoHarnsay
KapTOHHIA Kopoo6Li (BBEAEHHSA y3araslbHEHUX AaHWX NMPO cUcCTemy
thapmakoHarnagy, 3mMiHa ynoBHOBaXXeHOI 0ocobu,
Bi4NOBiga/IbHOI 3a 34iICHEHHST chapMakoHarnsay;
KOHTaKTHOI 0cO6U 3 thapMakoHarnsay 3asBHUKa gns
3piicHEHHs chapMakoHarnsay B YkpaiHi, K0 BOHA
BiAMiHHA Bif YNOBHOBaXeHOI 0CO6M, BiANOBIAA/TbHOI
3a 3AjiicHeHHs hapMakoHaraay (Bkiyatoum
KOHTaKTHi fiaHi) Ta/abo 3MiHM y PO3MiLLLeHHI MacTep-
tharina cuctemmn chapmakoHarnsgy) 3miHa
MicLe3HaxX0[KEHHS MacTep-chaiina cuctemm
thapmakoHarnagy. 3MiHa Micus 34iliCHEHHS1 OCHOBHOT
AiSNbHOCTI 3 hapmakoHarnsgy.
459. | PEMEHC® Kpansi opasibHi no TOB YkpaiHa Pixapg bittHep Al ABCTpIA BHECEHHS 3MiH A0 peecTpaLiiiHux matepiasis: 3MiHu | 6e3 UA/2164/02/01
20 mn a6o 50 mn, «[MEPPIT My - 3MiHK Woao 6e3nekn/edekTUBHOCTI Ta peyenma
a6o 100 mny O thapmakoHarnsgy. BeegeHHs abo 3miHu Ao
donakoHax- YKPAIHA» y3araslbHeHNX AaHux npo cuctemy dpapmakoHarnsgy
KpanenbHuusAx; no 1 (BBEAEHHS y3araslbHEHMX AaHUX NPo cucTemy
donakoHy y thapmakoHarnsgy, 3mMiHa ynoBHOBaXXEHOI 0cobw,
KapTOHHIA ynakoBL,i BiANOBIAa/IbHOI 3a 34iiCHEHHSA hapMmakoHarnsay;
KOHTaKTHOI 0co6U 3 thapMakoHarnsay 3asBHUka ans
3fjiicHeHHs hapMakoHarnsgy B YkpaiHi, KO BOHA
BiAMiHHA Bif YNOBHOBaXeHOI 0cO6U, BiANOBIAA/IbHOI
3a 3fjiicHeHHs1 hapMakoHarnaay (BkiYarum
KOHTaKTHI AaHi) Ta/abo 3MiHN Y pO3MilLeHHi macTep-
thaiina cuctemu hapmakoHarnsgy) 3miHa
MicLie3HaxXoMKeHHs MacTep-ghaiina cuctemm
hapmakoHarnsgy. 3miHa Micusi 34iliCHEHHS1 OCHOBHOT
OisiNbHOCTI 3 dhapmakoHarnsgy.
460. | PEMEHCYPO | kancynu TBepgi no TOB YkpaiHa Owmera dapma HimeuunHa BHECEHHS 3MiH 10 peecTpaLiiiHnx maTepianis: 3MiHu | 6e3 UA/16305/01/01
10 kancyny «MEPPIT MeHblodhekyepiHr TMny - 3MiHKM Woa0 6e3nekn/edekTUBHOCTI Ta peuyenma
6nicTepi; no 3 abo 6, o M6X i Ko. KI' thapmakoHarnsgy. BeegeHHs abo 3miHu o
abo 12 6nicTepiB y YKPAIHA» y3araslbHeHUX faHux Npo cuctemy chapmakoHarnsgy

KapTOHHI KOpoo6L;
no 20 kancyny
6nictepi 3 niHieto
nepdhopauii; no 3
abo 6 6nicTepiB y
KapTOHHi KOpO6L

(BBEAEHHSA y3araslbHEHNX [AaHUX NPo cucTemy
chapmakoHarnsgy, 3miHa ynoBHOBaXXeHOI ocobu,
BiNOBifa/IbHOT 3a 34iICHEHHS hapMakoHarnsgy;

KOHTaKTHOI 0cO6U 3 thapMakoHarnsay 3asBHUKa Ans
3piicHeHHs hapMakoHarnsay B YKpaiHi, K0 BOHA
BiAMiHHA Bif, YNOBHOBaXeHOI 0CO6M, BiANOBIAa/IbHOI
3a 34iicHeHHs hapmakoHarnsgy (Bkavarum
KOHTaKTHI AaHi) Ta/abo 3MiHN Yy pO3MilLeHHi MacTep-
thaiina cuctemun chapmakoHarnsgy) - 3miHa
MicLie3Hax0MKEHHS1 MacTep-galiia cuctemm
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Ne Hassa Popma surnycky 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbKo20o | (nikapcbka hopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby YNaKkoBsKa) nocsioYeHHs1
hapmakoHarnagy.
3MiHa Micus 34iliCHEHHS1 OCHOBHOI Aisi/IbHOCTI 3
dhapmakoHarnsgy.
461. | PECMUKC N® | TabneTtku, no 10 OPIrAHO OAE EBepTopxeH IHais BHECEHHS 3MiH [0 peecTpaviiHnx maTtepiasis: 3MiHu | 6e3 nionseae UA/15503/01/01
Tabnetok y 6nictepi, CUVH Naiig CaeHcns TMny - 3MiHK WoAo 6e3nekn/edpeKTNBHOCTI Ta peyenma
no 1 a6o 2 6nictepu NANDCA NimiTeq thapmakoHarnsgy (iHwi 3miHn) - 3MiHW BHECEHO A0
y nauuj EHCU3 IHCTPYKLiT A/19 Me4MYHOr0 3aCTOCYBaHHS JliKapCbKoro
(E® 3ET 1) 3acoby Ao po3ainy "MobiyHi peakwii" cTOCOBHO
Heo6XifHOCTI MOBIAOMAATY NPO YCi BUNaakn
nifgo3proBaHnX NOGIYHMX peakLili Ta BigCyTHOCTI
eheKT1BHOCTI slikapcbkoro 3acoby. BBeieHHS 3MiH
NPOTAroM 6-TW MicAUiB Nic/A 3aTBEPAKEHHS
462. | PECToYN PO34NH A5 iH'EKLIN, BPOC pevys BPOC NTA pevis BHECEHHS 3MiH 0 peecTpaLiiiHux matepiasnis: 3MiHu | 3a UA/7735/01/01
100 mr/2 mn; no 2 nTa TMny - 3MiHK Woao 6e3nekn/edpeKTNBHOCTI Ta peyenmom
MJ/1 B amnyni; no 6 thapmakoHarnagy. BeegeHHs abo 3amiHn fo
amnyn y 6nictepi; no y3arasibHeHVX AaHux Npo cuctemy papmakoHarnsgy
1 a6o no 5 6nicTtepis (BBEAEHHSA y3araslbHEHNX AaHUX NPo cucTemy
Y KapTOHHili kopobLi hapmakoHarnagy, 3mMiHa ynoBHOBaXXeHO! ocobw,
BiAMNOBiga/IbHOI 3a 34iICHEHHST chapMakoHarnsay;
KOHTaKTHOI 0co6M 3 thapMakoHarnsgy 3asBHuKa gns
3[jiicCHEHHS hapMakoHarnsay B YkpaiHi, KO0 BOHA
BiAMiHHA Bif YNOBHOBaXeHOI 0CO6M, BiANOBIAa/IbHOI
3a 3AjiicHeHHs hapMakoHaraay (Bkiyarun
KOHTaKTHi flaHi) Ta/abo 3MiHM y PO3MiLLLeHHI macTep-
thaiina cuctemu hapmakoHarnsigy). 3MiHa KOHTaKTHOT
0cob6u 3asBHKKa, BiANOBIAA/LHOI 3a hapmakoHarnsg B
YKpaiHi.
[itoua pepakuin: bagbs OneHa AHaTtoniiBHa.
MponoHoBaHa pegakuisn: TkavyeHko TeTaHa MNeTpiBHa
463. | PE®/IIOMAH niogpinizat gna My6niyHe YkpaiHa My6niuHe YkpaiHa BHECEHHS 3MiH 10 peECTpaLiiiHnx maTepianis: 3miHu | 3a He UA/18818/01/01
T PO34MHY o181 iH'EKUIA | akuioHepH akuioHepHe TMny - 3MiHKM Woao0 6e3nekn/edekTUBHOCTI Ta peyenmom | niossieae
no 40 mr, no 1 e TOBapUCTBO dhapmakoHarnsgy. 3miHa y KOpoTKili xapakTepuctui
h1akoHy B navi TOBapucTB "HaykoBo- NiKapcbKoro 3acoby, TEKCTI MapKyBaHHSA Ta iHCTPYKLT
o] BMPOGHNYMI 0151 MeANYHOTO 3aCTOCYBaHHSA Ha MiAcTaBi perynsipHo
"HaykoBo- LeHTp OHOB/IHOBAHOTO 3BITY 3 6e3nekn NikapCcbKoro 3acoby,
BMPOBHUY "BopLyariBcbkuii a60 pocnifxeHb 3 6e3nekn 3aCTOCyBaHHS NikapCbKoro
WA LeHTp XiMiKo- 3acoby B nicnsipeecTpauiiiHnii nepiog, abo sk
"BopLuaris thapmaueBTUYHWI pe3ynbTaT OLiHKV 3BITY 3 AOCNIIKEHb, NPOBEAEHNX
CbKWiA 3asopn" BiANOBIAHO [0 NnaHy negiatpuuHux gocnimxkeHs (PIP)
XiMmiKO- (3MiHy Y3ro)xeHo 3 KOMNETEHTHMM YNOBHOBaXKEHNM
hapmaues opraHom). 3MiHW BHecCeHi o IHCTpykuii ana
TUYHUIA MeAUYHOro 3acToCyBaHHA NiKapcbKoro 3acoby Ao
3aBog" po3ainis “B3aemogist 3 iHLWIMMK fikapCbKMMK 3acobamm

Ta iHWi Buamn B3aemogiii", "OcobnnBocTi
3actocyBaHHs", "Mob6iyHI peakuii” LWoao 6e3nekun
3aCTOCyBaHHSA /ikapcbKkoro 3acoby. TepMiH BBeAeHHs
3MiH - NPOTArom 6 MicsAUIB NicNsA 3aTBEPKEHHA. 3MiHU
| Tuny - 3miHK Wwoao 6e3nekn/edeKkTBHOCTI Ta
dhapmakoHarisgy. 3MiH1 y KOPOTKili xapakTepuctumui
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n/n

Ha3ssa
JliKapcbK0O20
3acoby

Popma surnycky
(nikapcbka ¢hopma,
YNaKkoBsKa)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs

Homep
peecmpayiliHo2o
nocsio4yeHHs

NiKapcbKoro 3acoby, TEKCTI MapKyBaHHSA Ta iHCTPYKLT
4N MeAnYHOro 3acTOCyBaHHSA
reHepuyHNX/riopuaHNX/6ionodibHNX NiKapCbKUX
3ac06iB NicNsi BHECEHHS TiEl caMoi 3MiHW Ha
pedepeHTHWIT MpenapaT (3MiHa He NoTpebye HadaHHsA
XXOAHWX HOBUX [0AATKOBUX AaHWX)3MiHU BHECEHI A0
IHCTPYKUiT A4NA MEANYHOrO 3aCTOCYBaHHA NiKapCbKoro
3acoby Ao po3ginis "MokasaHHSA" (pefakLiiiHi npasku),
"HecyMicHicTb" BiANOBIgHO A0 iHhopmaLi
pedyepeHTHoro sikapcbkoro 3acoby (KOHTPOJ/IOK®,
MOPOLLIOK A4J151 PO3YMHY An1S iH'EKLi). TepMiH BBEAEHHS
3MiH - NPOTAroM 6 MicsLIB NiCNsA 3aTBEPAYKEHHS.

464.

PUreBIAOH

TabneTkn, BKPUTI
060n0HkKot0 no 21
Tabnetuiy énictepi;
no 1 a6o 3 6nictepu
pa3oM i3 KapTOHHUM
dyTnsapom ans
36epiraHHA 6nictepa
y nauui

BAT
"leneoH
PixTep"

YropLmHa

BAT "lepeoH
Pixtep"

YropLmHa

BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTtepiasis: 3MiHu |
TMny - 3MiHK WoAo 6e3nekn/edpeKTNBHOCTI Ta
thapmakoHarnagy. BeegeHHs abo 3miHn fo
y3arasibHeHVX AaHnx Npo cuctemy hapmakoHarnsgy
(BBEAEHHSA y3araslbHEHNX AaHUX NPo cucTemy
thapmakoHarnagy, 3mMiHa ynoBHOBaXXeHO! 0ocobw,
BiANOBiga/IbHOI 3a 34iICHEHHST chapMakoHarnsay;
KOHTaKTHOI 0co6U 3 thapMakoHarnsay 3asBHUKa gns
3pjiicHEHHs chapMakoHarnsay B YkpaiHi, K0 BOHA
BiAMiHHA Bif YNOBHOBaXeHOI 0CO6M, BiANOBIAA/IbHOI
3a 3AjiicHeHHs hapMakoHaraay (Bkiyatoum
KOHTaKTHi flaHi) Ta/abo 3MiHM y PO3MILLLeHHI macTep-
dhaiina cuctemmn thapmakoHarnsagy). 3miHa KOHTaKTHUX
[aHnX YNoBHOBaXXEHOT 0CO6W 3asBHNIKA,
BiANOBIAA/ILHOT 32 hapmakoHarnsag. 3MiHa
MicLe3HaxXoKeHHS MacTep-haina cuctemm
thapmakoHarnagy. 3MiHa Micus 34iliCHEHHST OCHOBHOT
AiSIbHOCTI 3 chapMakoHarniagy.

3a
peyernmom

UA/2778/01/01

465.

PUHITAN

Tabnetku;

no 20 Tabnetok y
6nictepi; no 3 abo 5
6nictepiB y
KapTOHHIA KopoobLi

AnbneH
Papma
m6X

HimeuunHa

[Op. N'yctas KnsinH
v6X & Ko. KI

HimeyunHa

BHECEHHS 3MiH [0 peecTpavljiiiHuX maTepiasis: 3MiHu |
TUny - AGMIHICTPaTVBHI 3MiHW. BunyyeHHs BUpo6GHMUYOT
OinbHULI (BKNHOYaOUM AinbHULI Ans AL, nPpOMKHOIo
NPOAYKTY abo roTOBOro NiKapcbKoro 3acoby, AislbHULL
AN NPOBefieHHs NakyBaHHS, BUPOOHUKA,
BiANOBiAabLHOIO 3a BMNYCK Cepiii, MicLie NPOBEAEHHS
KOHTPO/IO cepii) abo nocTayanbHyKa BUXIgHOTO
maTepiany, peareHTy abo AONOMIKHOT pe4yoBUHY
(AKLL0 3a3HaYeHOo Y A0CbE). BunyyeHHss BUPOGHMYOT
AOiNbHULL TOTOBOrO Nikapcbkoro 3acoby-oiive
Xomeonari-YHioH AXY-ApuHaiimittens Mv6X & Ko. K,
HiMeuunHa. 3amwaeTbesa 3aTBePLXKEHNI BUPOOHNK-
[Op. T'yctaB Knait F'm6X & Ko. KI, HimeyurHa. 3miHn
BHECEHO Y po34in "BupobHuK" Ta
"MicLe3Haxo4KeHHs1 BUPOGHMKa Ta 1 oro agpeca micus
NPOBaKEHHS AiSiSIbHOCTI" B iIHCTPYKLUitO ANns
MeAMYHOr0o 3aCTOCYBaHHSA Yy 3B'A3KY 3 BUYYEHHSM
O/1HOTO 3 BUPOGHMKIB STiKapCbKOro 3acoby Ta siK
HacnifokK - BUYyYEHHS TEKCTY MapKyBaHHS yNakoBKW

6e3
peyenma

nionsieae

UA/6841/01/01
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Ne Hassa Popma surnycky 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbKo20o | (nikapcbka hopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby YNaKkoBsKa) nocsioYeHHs1
nikapcbKoro 3acoby AN BiANOBILHOIO BUPOGHMKA.
3miHu | Trny - 3MiHK Woao 6e3nekn/ed)ekTMBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHn). 3MiHWM BHECEHO Y TeKCT
MapKyBaHHS nepBuHHOI (M. 3, 4) Ta BTOPUHHOI (N. 8,
12, 13, 17) ynakoBKM fikapCbKOro 3acooy.
466. | PIANTPIC cnpeii HasaslbHUiA, neHmapk LLiBeiiapis neHmapk IHais BHECEHHS 3MiH 0 peecTpaLiiiHux matepianis: 3MiHu | 3a UA/19108/01/01
MOHO [030BaHuii, CnewianTi PapmacboTrKan3 MRy - 3MiHK 3 AKOCTI. FOTOBWIA NliKapCbKUiA 3aci6. peyenmom
cycneHsis, 50 C.A. nra. CuncTeMa KoHTelHep/3aKynopioBasibHUIA 3aci6. 3miHa
MKr/no3y no 60 a6o napameTpiB cneuudgikauii Ta/abo AoNyCTUMUX MEX
120 go3y NepBMHHOT YNakoBKM FOTOBOIO JliKapCbKOro 3acoby
nonieTueHoBoOMy (iHLWi 3MiHM) 3MEHbLUEHHSA AOBXUHMW 3aHYPOBa/IbHOT
donakoHi, no 1 Tpy6kn ans N3 PianTtpic MoHo, cnpeii HazanbHWiA,
donakoHy 3 CycneHsisi, 6e3 3MiHM KiNbKiCHOro Ta SIKiCHOro cknaay
[103YH0UMM HaCcCOCOM- marepiany, 3 METOK NOKPALLEHHS LWBWUAKOCTI,
posnuatoBayem, NPOAYKTMBHOCTI Ta SIKOCTi MpOoLiecy MallMHHOIo
3aKpUTUM 06TuUCKY,
KOBMaYKoM y 3arBepAxeHo:
KapTOHHIlA KOpooLi Packaging Material Specification of Pump for 15 ml
Bottle
Dip tube length from below of Gasket (FBOG)
(Curved)
51.0 £1.0 mm
i.e. 50.0 -52.0 mm
Packaging Material Specification of Pump for 20 ml
Bottle
Dip tube length from below of Gasket (FBOG)
(Curved)
52.50 1.0 mm
i.e. 51.50 — 53.50 mm
3anponoHoBaHo:
Packaging Material Specification of Pump for 15 ml
Bottle
Dip tube length from below of Gasket (FBOG)
(Straight)
50.0 £1.0 mm
i.e. 49.0 - 51.0 mm
Packaging Material Specification of Pump for 20 ml
Bottle
Dip tube length from below of Gasket (FBOG)
(Straight)
46.0 1.0 mm
i.e. 45.50 — 47.0 mm
467. | PIEKO TabneTkun, BKpUTI BAT YropwmHa BVPOGHMLTBO Kanaga/ BHECEHHS 3MiH 40 peecTpaLiiiHux matepiasnis: 3MiHu | 3a UA/20261/01/01
NNiBKOBOO "l'epeoH Hepo3dhacoBaHOro YropwmHa TMny - 3MiHK Woao 6e3nekn/edpeKTNBHOCTI Ta peyenmom
060/10HKO10, 40 Mmr/1 PixTep" NPOAYKTY, thapmakoHarnagy. BeegeHHs abo 3amiHn fo
mr/0,5 mr, no 28 KOHTPONb AKOCTI: y3arasibHeHVX AaHux Npo cuctemy papmakoHarnsgy
TabneTok y donakoHi MareoH IHk., (BBEAEHHSA y3araslbHEHMX AaHUX NPo cucTemy
3 nonieTunexy KaHaga. nepBrHHe thapmakoHarnsgy, 3miHa ynoBHOBaXXeHOI 0cobu,
BMCOKOI LLi/TbHOCTI 3 nakyBaHHs, BiANOBIAa/IbHOI 3a 34iiCHEHH:A hapmakoHarnsay;
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Ne Hassa Popma surnycky 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbKo20o | (nikapcbka hopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby YNaKkoBsKa) nocsioYeHHs1
BOJIOTONOININHAYEM, BTOPWHHE KOHTaKTHOI 0CO6YM 3 thapmakoHarnsagy 3asBHuka ans
3aKpuToMy nakyBaHHs, 34ilicHeHHA hapmMakoHarnsgy B YKpaiHi, SKLL0 BOHa
iHOYKUiAHO KOHTPO/b SIKOCTI, BiMiHHa Bif, yNOBHOBaXXEHOT 0CO6M, BifNoBiganbHOI
repMeTUyHOI BUMNYCK cepii: BAT 3a 34ilicHeHHs thapmakoHarnsay (Bkivaoum
KPULLKOIO 3 "lepeoH PixTep", KOHTaKTHI AaHi) Ta/abo 3MiHN y pO3MiLLeHHi MacTep-
noninponinexy i3 YropwmHa thaiina cuctemu chapmakoHarnsgy) - 3miHa
3axXMCTOM Bif KOHTaKTHUX AaHWX YNOBHOB&XXEHOI 0CO6U 3asBHNKa,
BIAKPUTTA AiTbMU; BiANOBIA&bHOI 3a thapmakoHarnsg,. 3miHa
no 1 a6o 3 chnakoHn MicLLe3HaX0PKEHHS MacTep-chaiina cnuctemm
Y KapTOHHii Kopobuj chapmakoHarnsgy. 3miHa Micus 34iiCHEHHSA OCHOBHOT
LisNIbHOCTI 3 hapmakoHarnsay
468. | POBAME/[ ® TabneTku, BKPUTI Mepokemi Kinp BUPOGHMLTBO Kinp BHECEHHS 3MiH 10 peecTpaLiiiHix MmaTepianis: 3MiHu | 3a UA/15599/01/01
nNiBKOBOIO nTa Hepo3dhacoBaHOro TMny - 3MiHKM Woao 6e3nekn/edekTUBHOCTI Ta peyenmom
060/10HKOI0, N0 5 Mr NpoAyKTY, A03BIN thapmakoHarnsgy. BeegeHHs abo 3miHv Ao
no 10 TabneTok y Ha BMMNYCK cepil: y3arasibHeHUX JaHnx Npo cucTemy dhapmakoHarnsgy
6nicTepi; no 3 abo 6, Mepokemi 1T (BBEAEHHSA Y3araslbHEHUX AaHWX NPO cucTemy
abo 9 6nicTepis B (UeHTpanbHuii hapmakoHarnsgy, 3MiHa ynoBHOBaXeHOi 0cobu,
KapTOHHIlA KOpooLi 3aBog), Kinp; BiANOBIAA/IbHOI 3a 34iiCHEHH:A hapMmakoHarnsay;
BUPOGHMLTBO KOHTaKTHOI 0CO6Yu 3 hapmakoHarnsgy 3asBHuKa g5
Hepo3acoBaHOro 3piicHeHHs hapMakoHarnsgy B YkpaiHi, KO0 BOHA
NPOAYKTY, BiAMiHHa Bif, yNOBHOBaXXEHOT 0CO6M, BifNoBiganbHOI
KOHTPO/b SKOCTI, 3a 34iicHeHHs hapmakoHarnsgy (Bkaoyarum
nepBuHHEe Ta KOHTaKTHI AaHi) Ta/abo 3MiHN Yy pO3MilLeHHi MacTep-
BTOPVHHE (haiina cuctemu cpapmakoHarnsay). 3MiHa KOHTaKTHOT
nakyBaHHs, [,03BifN 0cob6u 3asBHKKA, BiANOBIAA/LHOI 3a thapmakoHarnsag, B
Ha BUMYyCK cepii: YkpaiHi.
Megokemi [Litoua pepakuin: Menex liogmuna OnekcaHapiBHa.
Nimitea, Kinp MponoHoBaHa pepgakuis: MapaueHko Hartanis
BonogvmupiBHa. 3MiHa KOHTaKTHUX AaHUX KOHTaKTHOT
ocobu 3asBHMKa, BIANOBIAa/IbHOI 3a (hapmakoHarnsj, B
YKpaiHi.
469. | POBAME/[ ® TabneTku, BKpUTI Megokemi Kinp BVMPOGHMLTBO Kinp BHECEHHS 3MiH IO peecTpaLjiiiHuX MmaTepianis: 3MiHu | 3a UA/15599/01/02
nNiBKOBOIO nTa Hepo3dghacoBaHOro My - 3MiHK Woao 6e3nekn/edekTUBHOCTI Ta peyenmom

o6onoHkoto, no 10
Mr; no 10 Tabnetok
y 6nictepi; no 3 abo
6, abo 9 6nicTepis B
KapTOHHIlA KopoobLi

NpoAyKTY, A03BiN
Ha BUMYyCK cepii:
Mepgokemi NTA
(LeHTpanbHuii
3asog), Kinp;
BUPOGHMLTBO
Hepo3cacoBaHOro
NPOAYKTY,
KOHTPO/b SIKOCTI,
nepBuHHE Ta
BTOPUHHE
nakyBaHHs, [403BiN
Ha BUMYCK cepii:
Mepokemi
Nimites, Kinp

thapmakoHarnagy. BeegeHHs abo 3amiHn go
y3araslbHeHVX faHux npo cuctemy papmakoHarnsgy
(BBEAEHHSA Y3arasibHEHUX AaHWX NPO cucTemy
thapmakoHarnsgy, 3mMiHa ynoBHOBaXXEHOI 0cobw,
BiANOBIAa/IbHOI 3a 34iiCHEHHSA hapMmakoHarnsay;
KOHTaKTHOI 0cO6Y 3 thapmakoHarnsagy 3asBHuka an1s
3fjiicHeHHs hapMakoHarnsgy B YkpaiHi, KO0 BOHA
BiAMiHHA Bif YNOBHOBaXeHOI 0cO6U, BiANOBIAA/IbHOI
3a 3fjiicHeHHs1 hapMakoHarnaay (Bkiyarum
KOHTaKTHI AaHi) Ta/abo 3MiHN Yy pO3MilLeHHi MacTep-
thaiina cuctemu hapmakoHarnsay). 3MiHa KOHTaKTHOT
ocobu 3asBHMKa, BIANOBIAa/IbHOT 3a (hapmakoHarnsg, B
YKpaiHi.
Litova pepakuin: MNenex liogmuna OnekcaHapiBHaA.
MponoHoBaHa pepakuisn: MapaleHko Hatanis
BonogmmupieHa. 3MiHa KOHTAKTHUX AaHWX KOHTaKTHOI
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Ne Hassa Popma surnycky 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbKo20o | (nikapcbka hopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby YNaKkoBsKa) nocsioYeHHs1
0cob6u 3asBHKKa, BiANOBIAA/LHOI 3a thapmakoHarnsag, s
YKpaiHi.
470. | POBAME/[ ® TabneTtku, BKPUTI Mepokemi Kinp BUPOGHMLTBO Kinp BHECEHHS 3MiH 10 peecTpaLiiiHix MmaTepianis: 3MiHu | 3a UA/15599/01/04
nNiBKOBOIO nTa Hepo3dhacoBaHOro TMny - 3MiHKM Woao 6e3nekn/edekTUBHOCTI Ta peyenmom
obonoHkoto, no 40 NpoAyKTY, 403BIN thapmakoHarnsgy. BeegeHHs abo 3miHv o
mr; no 10 TabneTok Ha BMMNYCK cepil: y3arasibHeHUX JaHnx Npo cucTemy dhapmakoHarnsgy
y 6nicTepi; no 3 abo Mepokemi 1T (BBEAEHHSA Y3araslbHEHUX AaHWX NMPO cucTemy
6, a6o 9 6nicTepis B (UeHTpanbHuii hapmakoHarnsgy, 3MiHa ynoBHOBaXeHOi 0cobu,
KapTOHHIlA KOpooLi 3aBog), Kinp; BiANOBIAA/IbHOI 3a 34iiCHEHH:A hapMmakoHarnsay;
BUPOGHMLTBO KOHTaKTHOI 0CO6Yu 3 hapmakoHarnsgy 3asiBHuKa 45
Hepo3acoBaHOro 3piicHeHHs hapMakoHarnsgy B YkpaiHi, K0 BOHA
NPOAYKTY, BiAMiHHa Bif, yNOBHOBaXXEHOT 0CO6M, BifnoBigansbHOI
KOHTPO/b SKOCTI, 3a 34iicHeHHs hapmakoHarnsgy (Bkaoyarum
nepBuHHE Ta KOHTaKTHi AaHi) Ta/abo 3MiHN Yy pO3MilLeHHi MacTep-
BTOPVHHE (haiina cuctemu chapmakoHarnsay). 3MiHa KOHTaKTHOT
nakyBaHHs, [,03BifN 0co6u 3asBHMKa, BiANOBIAALHOI 3a thapmakoHarnsag, B
Ha BUMYyCK cepii: YkpaiHi.
Megokemi [Litoua pepakuia: MNenex liogmuna OnekcaHapiBHa.
Nimitea, Kinp MponoHoBaHa pepgakuis: MapateHko Hartanis
BonogvmupiBHa. 3MiHa KOHTaKTHUX AaHUX KOHTaKTHOT
ocobu 3asBHMKa, BIANOBIAa/IbHOI 3a (hapmakoHarnsj, B
YKpaiHi.
471. | POBAME[ ® TabneTku, BKpUTI Megokemi Kinp BVMPOGHMLTBO Kinp BHECEHHS 3MiH IO peecTpaLjiiiHuX MmaTepianis: 3MiHu | 3a UA/15599/01/03
nNiBKOBOIO nTa Hepo3dghacoBaHOro My - 3MiHK Woao 6e3nekn/edekTUBHOCTI Ta peyenmom
060n0Hkot0, no 20 NpoAyKTY, A03BiN thapmakoHarnsgy. BeegeHHs abo 3miHu Ao
mr; no 10 TabneTok Ha BUMYCK cepil: y3arasibHeHUX JaHnx Npo cucTemy dpapmakoHarnsgy
y 6nictepi; no 3 abo Mepgokemi NTA (BBEAEHHSA y3ara/lbHEHNX AaHUX NPO cucTemy
6, abo 9 6nicTepis B (LeHTpanbHuii hapmakoHarnsgy, 3MmiHa ynoBHOBaXeHOi 0cobu,
KapTOHHIlA KopoobLi 3asog), Kinp; BiANOBIAa/IbHOI 3a 34iiCHEHHSA hapMmakoHarnsay;
BMPOBHNLTBO KOHTaKTHOI 0co6U 3 thapMakoHarnsay 3asBHUKa ans
Hepo3dhacoBaHOro 3[ilicCHEHHST (hapMakoHarnsay B YKpaiHi, SKLL0 BOHA
NPOAYKTY, BiAMiHHA Bif YNOBHOBaXeHOI 0cO6U, BiANOBIAA/IbHOI
KOHTPO/b SIKOCTI, 3a 3[jiicHeHHs1 hapMakoHarnaay (Bkiyarum
nepBuHHE Ta KOHTaKTHi fjaHi) Ta/abo 3MiHM y PO3MILLLEHHI MacTep-
BTOPVHHE thaiina cuctemu hapmakoHarnsay). 3MiHa KOHTaKTHOT
nakyBaHHs1, 403BiN ocobu 3asBHMKa, BIANOBIAa/IbHOT 3a (hapmakoHarnsg, B
Ha BUMYCK cepii: YkpaiHi.
Mepokemi Litova pepakuin: MNenex liogmuna OnekcaHapiBHa.
Nimites, Kinp MponoHoBaHa pepakuisn: MapalleHko Hatanis
BonogmmupieHa. 3MiHa KOHTaKTHUX AaHWX KOHTaKTHOI
0co6u 3asBHKKa, BiANOBIAANLHOI 3a hapmakoHarnsg B
YKpaiHi.
472. | PO3APT TabneTkn, BKPUTI TOB YkpaiHa AkTaBic 1T/, ManbTa BHECEHHS 3MiH 40 peecTpaviiHnx maTtepiasis: 3MiHu | 3a UA/11647/01/02
NNiBKOBOO «TeBa TMny - 3MiHK 3 AkocTi. CepTudikat BignosigHocTi/lE- peyernmom
060/10HKO0, N0 10 YkpaiHa» cepTudikaT BigNoBIgHOCTI EBPONENChKit
Mmr no 10 TabneTok y hapmakonei/moHorpadii. NMogaHHs HoBoro abo
6nicTepi; no 3 abo 9 OHOBJ/IEHOrO cepTudikaTa BignosigHOCTi abo
6nicTepis y KOpoobLi BU/yYeHHs cepTudikaTa BignoBigHOCTI EBponeichbkii

hapmakonei: gns APl; Ansi BUXigHOTo
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n/n

Ha3ssa
JliKapcbK0O20
3acoby

Popma surnycky
(nikapcbka ¢hopma,
YNaKkoBsKa)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs

Homep
peecmpayiliHo2o
nocsio4yeHHs

marepiany/peareHTy/npomMiKHOro NPoAyKTY, Lo
BUKOPWCTOBYIOTBLCS Y BUPOOHNLTBI ADI; ans
[LOMOMDKHOT peyoBMHM (cepTudikaT BiANOBIAHOCTI
€sponelicbkili hapmakonei) - OHOBNEHW cepTudpikaT
Bif} y)ke 3aTBEPAKEHOro BUPOBGHMKA - NOAaHHSA
OHOBJ/IEHOrO cepTudpikaTy BignoBiAHOCTI EBpoNeiichKiii
thapmakonei R1-CEP 2015-188-Rev 02 Big
3aTBepxeHoro BupobHnka MSN Laboratories Private
Limited gjto4oi pe4yoBMHN PO3yBacTaTUH KasibLiito B
3B'A3KY 3 BUAAIEHHAM AiNIbHULI 4715 NPOMDKHUX
npoaykTis (3aTBepgkeHo: R1-CEP 2015-188-Rev 01;
3anpornoHoBaHo: R1-CEP 2015-188-Rev 02).

473.

PO3APT

TabneTkn, BKPUTI
N1iBKOBOO
060/10HKO10, M0 20
mr no 10 TabneTok y
6nicTepi; no 3 abo 9
6nictepiB y Kopobui

TOB
«TeBa
YkpaiHa»

YkpaiHa

Axtasic NT[,

ManbTa

BHECEHHS 3MiH 0 peecTpaLiinHux matepiasnis: 3MiHu |
Tuny - 3MiHn 3 akocTi. CepTuddikaTt BignosigHocTI/lE-
cepTudikaT BignoBigHOCTI EBponeichkiii
hapmakonei/moHorpadii. NMogaHHsa HoBoro abo
OHOBJ/IEHOrO cepTudikaTa BignosigHOCTi abo
BU/TyYEHHS cepTudpikaTa BignoBiAHOCTI EBponeiichkii
thapmakonei: gna Ad®l; gns suxigHoro
mMarepiany/peareHTy/npomMiKHOro NPOAYKTY, L0
BMKOPUCTOBYHOTbCS Y BUPO6HMLTBI API; Ans
[0NOMDKHOT peyoBrHY (cepTudikaT BignoBigHOCTI
€Bponelicbkiin hapmakonei) - OHoBeHWA cepTuduikat
Bif} y)ke 3aTBEPAXEHOr0 BUPOGHMKA - NOAaHHA
OHOBJ/IEHOrO cepTudikaTy BigNOBIAHOCTI EBpPONENCHKIN
thapmakonei R1-CEP 2015-188-Rev 02 Big
3aTBepxeHoro Bupo6bHrka MSN Laboratories Private
Limited gjto4oi pe4yoBrHN po3yBacTaTUH KasibLiito B
3B'AA3KY 3 BUAATEHHAM AifIbHULI 4715 NPOMDKHUX
npoaykTis (3aTBepaxeHo: R1-CEP 2015-188-Rev 01;
3anponoHoBaHo: R1-CEP 2015-188-Rev 02).

3a
peyernmom

UA/11647/01/03

474,

PO3APT

TabneTku, BKpUTI
N1iBKOBOIO
060/10HKOI0, MO 40
mr no 10 TabneTtok y
6nictepi; no 3 abo 9
6nicTepis y Kopobui

TOB
«TeBa
Ykpaina»

YkpaiHa

AkTasic T4

MasibTa

BHECEHHS 3MiH A0 peecTpaLiiiHux matepiasis: 3MiHu |
TMny - 3MiHK 3 AkocTi. CepTudikat BignosigHocTI/IE-
cepTugikaT BiANOBIAHOCTI EBpONenchbKil
thapmakonei/moHorpadii. NogaHHs HoBOro abo
OHOB/IEHOTO cepTudikaTa BifgnoBigHOCTI a6o
BW/yYEHHS cepTudpikaTa BignoBiAHOCTI EBponelichkii
thapmakonei: gna A®l; ans BuxigHOro
mMaTtepiany/peareHTy/NpoMbKHOro NPOAYKTY, WO
BMKOPWCTOBYIOTbCS Y BUPOOHUUTBI ADI; ans
[OMOMDKHOT peYoBMHM (CepTudikaT BiANOBIAHOCTI
€Bponeiicbkiin hapmakoner) - OHOBEHWIA cepTudikat
Bif y)Xe 3aTBEep)KEHOro BUPOOHYKa - NOAAHHSA
OHOBJ/IEHOrO cepTudikaTy BigNoBiAHOCTI EBpONENCHKIN
thapmakonei R1-CEP 2015-188-Rev 02 Big
3aTBEpPAKEHOro BUpo6Hka MSN Laboratories Private
Limited fjto40i pe4yoBMHN PO3yBacTaTUH KasibLiito B
3B'A3KY 3 BUAIEHHAM AiNbHUL 415 NPOMDKHUX
npoaykTiB (3aTBepmakeHo: R1-CEP 2015-188-Rev 01,

3a
peyenmom

UA/11647/01/04




289

n/n

Ha3ssa
JliKapcbK0O20
3acoby

Popma surnycky
(nikapcbka ¢hopma,
YNaKkoBsKa)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs

Homep
peecmpayiliHo2o
nocsio4yeHHs

3anponoHosaHo: R1-CEP 2015-188-Rev 02).

475.

PO3APT

TabneTku, BKpUTI
N/1iBKOBOIO
060/10HKOI0, MO 5 Mr
no 10 Tabnetok y
6nictepi; no 3 a6o 9
6nicTepis y KOpoobLi

TOB
«TeBa
YkpaiHa»

Ykpaina

AkTaBic 1T/,

MasibTa

BHECEHHS 3MiH A0 peecTpaLiiiHux matepiasis: 3MiHu |
TMny - 3MiHK 3 AkocTi. CepTudikat BignosigHocTI/IE-
cepTugikaT BiANOBIAHOCTI EBpPONENChbKil
thapmakonei/moHorpadii. NogaHHs HoBOro abo
OHOB/IEHOTO cepTudikaTa BifnoBigHOCTI a60
BW/TyYEHHS cepTudikaTa BignoBiAHOCTI EBpoONeNiChKii
thapmakonei: ana Ad®l; ons BuxigHoro
mMaTtepiany/peareHTy/MpoMbKHOIo NPOAYKTY, Lo
BMKOPVCTOBYIOTbCA Y BUPOOHULTBI ADl; ans
[L0MNOMIXHOT peyoBrHY (cepTuddikaT BignoBigHOCTI
€Bponeiicbkiin hapmakonei) - OHOBEHWIA cepTudikat
Bif y)Xe 3aTBEpP)KEHOro BUPOOHYKa - NOAAHHSA
OHOBJ/IEHOrO cepTudikaTy BigNOBIAHOCTI EBpONENCHKIN
thapmakonei R1-CEP 2015-188-Rev 02 Bif
3aTBEpPAKEHOro BUpo6Hka MSN Laboratories Private
Limited gjto4oi pe4yoBUHM po3yBacTaTVH KasibLiilo B
3B’A3KY 3 BUAAIEHHAM AiNbHULI A5 MPOMDKHUX
npoaykTis (3aTBepaxeHo: R1-CEP 2015-188-Rev 01,
3anponoHoBaHo: R1-CEP 2015-188-Rev 02).

3a
peyenmom

UA/11647/01/01

476.

PO3YNIN®

TabneTtku, BKPUTI
nNiBKOBOO
o6onoHkoto, no 20
Mr; Nno 7 TabneTok y
6nictepi; no 2, abo
no 4, abo no 8
6nictepiB y
KapTOHHI KopoobLi

3AT
Papmaves
TUYHUIA
3aBof,
EriC

YropLmHa

3AT
dapmaueBTUYHNI
3aBog ElC

YropumHa

BHECEHHS 3MiH [10 peecTpaviliHix maTepianis:
YTOUYHEHHSA peecTpauiiiHOI npoueaypu B Hakaasi
MOS3 YkpaiHu Ne 1350 Big 31.07.2024 B npoueci

BHECEHHSA 3MiH - 3MiHU | Tuny - 3MiHM 3 SKOCTI.

[oTOBWIA Nikapcbkuii 3aci6. KOHTPOb rOTOBOrO

nikapcbkoro 3acoby. 3miHa napameTpiB cneuudikauiii
Ta/abo foNyCTMMUX MEX rOTOBOrO NiKapCbKoro 3acoby
(iHwWi 3miHK) - 3MiHa y po3gini "Onuc" Tabnetok y MKA
n3.
[Jitoua pepakuis:
Po3ynin®, TabneTtkn, BKPUTI NAIBKOBOH 060/IOHKOH),
no 20 mr
CMNEUN®IKALLIA
Onwuc
Kpyrni 3nerka gsoonykni TabneTkn, BKPUTI M/1iIBKOBOKO
060/10HKOI0, 6e3 i3nyHUX aedekTiB, 6e3 NNAM i
CTOPOHHIX AOMILLIOK HA NOBEPXHi TabNeTOoK; i3
cTunizoBaHo 6ykBoto E 3 ogHoro 60ky Ta kogom 593
3 iHLWIOrO GOKY.
MponoHoBaHa pepakuis:
Po3ynin®, TabneTkun, BKpUTI N/1IBKOBOK 060/I0HKOHD,
no 20 mr
CMNELNDIKALIA
Onuc
Binoro abo maiike 6i110ro KONbOPY OKPYTi, TPOXM
ABOONYKi TabneTku, BKPpUTI NAIBKOBOIO 0600HKOIO, 3
rpaBipyBaHHAM CTW/1i30BaHOI /litepy E Ta Homepom
593 3 ofiHOro 60Ky, 6e3 abo maiixe 6e3 3anaxy

3a
peyenmom

UA/11831/01/03

477.

PO3YCTAT

TabNeTkn, BKPUTI

Makneozc

IHais

Makneozc

IHais

BHECEHHS 3MiH 40 peecTpauiiHnx maTtepiasis: 3MiHu |

3a

UA/16734/01/01
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Ne Hassa Popma surnycky 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbKo20o | (nikapcbka hopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby YNaKkoBsKa) nocsioYeHHs1
nAiBKOBOIO Papmacb PapmacbioTrKanc TUMYy - 3MiHM 3 AKOCTi. FOTOBWIA NiKapcbkuii 3aci6. peyenmom
060/10HKOI0, N0 5 Mr, roTMKanc Nimiteq 3MiHu y BUPOGHMUTBI. 3MiHa po3mipy cepil
no 10 TabneTtok y Nimiten (BKNKOYAOUM Ajiana3oH po3Mipy cepil) roToBoro
6nicTepi, no 3 abo 9 nikapcbKoro 3acoby (36inbweHHs go 10 pasis
6nictepiB y MOPIBHSHO i3 3aTBEPAXEHUM PO3MiPOM) BBEAEHHS
KapTOHHilA KopooLi [04aTKOBOro po3Mipy cepii Nnikapcbkoro 3acoby Ans
[o3ysaHHa 10 mr — 1250 000 TabneTok
[itoua pepakuis
Po3gin 3.2.P.3.2.
Cknag Ha cepito
[na po3ysaHHA 10 Mr:
125 000 Tabnetok
MponoHoBaHa pefakuis
Pozgin 3.2.P.3.2.
Cknag Ha cepito
Ana nosysaHHA 10 mr:
125 000 T6neToK, 1 250 000 T61ETOK
478. | PO3YCTAT TabneTtku, BKPUTI Makneopc IHais Makneopc IHais BHECEHHS 3MiH 0 peecTpaLiiiHux matepiasis: 3MiHu | 3a UA/16734/01/02
nNiBKOBOIO Papmacb PapmacboTrKanc MRy - 3MiHK 3 AKOCTI. FOTOBWIA NliKapCbKUiA 3aci6. peyenmom
obonoHkoto, no 10 toTMKanc Nimiteq 3MiHu y BUPOGHMUTBI. 3MiHa po3mipy cepil
Mmr, no 10 TabneTok Nimiteq (BK/KOHAOUM Ajiana3oH po3Mipy cepil) roToBOro
y 6nicTepi, no 3 abo nikapcbKoro 3acoby (36inbweHHs go 10 pasis
9 6nicTepiB y MOPIBHSHO i3 3aTBEPAXEHUM PO3MipOM) BBEAEHHS
KapTOHHIlA KOpooLi [0aTKOBOro po3Mmipy cepii nikapcbkoro 3acoby A
[o3yBaHHa 10 mr — 1250 000 TabneTok
[itoua pepakuis
Po3pin 3.2.P.3.2.
Cknag Ha cepito
Ans po3ysaHHA 10 Mmr:
125 000 Tabnetok
MponoHoBaHa pepfakuis
Posgin 3.2.P.3.2.
Cknap Ha cepito
Ana posysaHHA 10 mr:
125 000 T6neTok, 1 250 000 T61eTOK
479. | PO3YCTAT TabneTtku, BKPUTI Makneopc IHais Makneopc IHais BHECEHHS 3MiH 0 peecTpaLiiiHux matepiasis: 3MiHu | 3a UA/16734/01/03
NAiBKOBOIO dapmacb PapmacbioTrKanc MRy - 3MiHK 3 AKOCTI. FOTOBWIA NiKaPCbKUIA 3aci6. peyenmom
o6onoHkoto, no 20 loTUKasnc Nimiteq 3MiHU Yy BUPOGHMUTBI. 3MiHa po3mipy cepil
Mmr, no 10 TabneTok Nimiteq (BKKOYAOUM Ajana3oH po3Mipy cepil) roToBOro

y 6nictepi, no 3 abo
9 6nicTepiB y
KapTOHHIlA KopooLi

NiKapcbKoro 3acoby (36isbieHHs go 10 pasis
NMOPIBHAHO i3 3aTBEPAXKEHUM PO3MIPOM) BBEAEHHSA
[0aTKOBOro po3Mmipy cepii nikapcbkoro 3acoby Ans
[o3yBaHHa 10 mr — 1250 000 TabneTok
[Oitova pepakuis
Po3pin 3.2.P.3.2.

Cknag Ha cepito
[ns po3ysBaHHA 10 Mmr:

125 000 Tabnetok
lMponoHoBaHa pefakuis
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Ne Hassa Popma surnycky 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbKo20o | (nikapcbka hopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby YNaKkoBsKa) nocsioYeHHs1
Pospin 3.2.P.3.2.
Cknag, Ha cepito
Ana no3ysaHHA 10 mr:
125 000 T651eT0K, 1 250 000 T6/1eTOK
480. | PO3YCTAT TabneTku, BKpUTI Makneoac IHais Makneoac IHais BHECEHHS 3MiH A0 peecTpaLiiiHux matepiasis: 3MiHu | 3a UA/16734/01/04
nNiBKOBOIO dapmach dapmacbloTukanc TUMy - 3MiHK 3 AKOCTi. FOTOBWIA Nikapcbkuii 3aci6. peyenmom
060n0HkKot0, No 40 loTuKasnc Nimiteq 3MiHn y BUPO6HMLTBI. 3MiHa po3mipy cepil
mr, no 10 TabneTok Niviten (BK/THOYAtOUM diana3oH po3Mipy cepii) roToBOro
y 6nictepi, no 3 abo nikapcbKoro 3acoby (36inbLueHHs 1o 10 pasis
9 6nicTepiB y MOPIBHAHO i3 3aTBEPAXXEHUM PO3MIPOM) BBEAEHHSA
KapTOHHIA Kopoo6Li [04aTKOBOro po3Mipy cepii Nikapcbkoro 3acoby Ans
no3yBaHHs 10 mr — 1250 000 TabneTok
[itoua pepakuis
Posgin 3.2.P.3.2.
Cknap Ha cepito
Ana posysaHHA 10 mr:
125 000 TabneTtok
MponoHoBaHa pefakuis
Pozgin 3.2.P.3.2.
Cknag, Ha cepito
Ana nosysaHHA 10 mr:
125 000 T6n1eToK, 1 250 000 T6/1eTOK
481. | POKYPOHIO PO34UH A5 iH'EKLLN, AT NatBis BMPOGHUK, SKWiA Narsis/ BHECEHHS 3MiH IO peecTpaLjiiiHuX MmaTepianis: 3MiHu | 3a UA/18558/01/01
BPOMI[, 10 mr/Mnno5mny "Kanuekc" BignoBsigae 3a IcnaHis My - 3MiHK Woao 6e3nekn/edekTUBHOCTI Ta peyenmom
KAJNLUEKC thnakoHax; no 5 BUWMYCK Cepii: hapmakoHarnsgy (iHwi 3MiHn).
hnakoHiB y AT "Kanuekc", 3MiHV BHECEHi Yy TeKCT MapKyBaHHSA NepPBUHHOT M. 6.
YapyHKOBIli ynakoBLj Natsis IHWE Ta BTOpUHHOI N.17. IHLLE ynakoBKu NikapCbKOro
(nigaoHi); no 2 3aco0y, a TakoxX BU/TyYeHO iHhopMaLito, 3a3HaueHy
YapyHKOBI YNaKoBKU BCi cTagii pocilicbkolo MOBO. TePMiH BBEAEHHS 3MiH - NPOTATOM
(nigaoHn) B nauui 3 BUPOBHMYOro 6 micAuiB nicnsa 3aTBEPAXKEHHS.
KapToHy npotecy, kpim
BUMYCKY cepii:
damap Xend
Kelip Cepsices
Magpug, C.AY.,
Icnanis
BMPOGHUK, SKWiA
Bignosigae 3a
KOHTpO/b
cepii/sunpobysaH
HA: AT "T'piHaekc",
Natsis
482. | CABIC TabneTkn no 2 mr BAT YropwumHa BAT "legeoH YropwmHa BHECEHHS 3MiH 4,0 peecTpauiiHux maTtepiasiB: 3miHu | 3a He UA/18485/01/01
no 14 tabnetok y "l'epeoH PixTep" TMny - 3MiHK LWoao 6e3nekn/edheKTNBHOCTI Ta peuyenmom | nidsisieae
6nicTepi; no 2 abo 6 Pixtep" thapmakoHarnsgy. 3MiHW y KOpoTKili XapakTepucTuLi

6nictepiB B
KapTOHHIlA KopooLi

NiKapCcbKoro 3acoby, TeKCTi MapKyBaHHS Ta iHCTPYKLiT
[ANs MeAnyHOro 3acTocyBaHHS
reHepuyHUX/ribpuaHMX/6ionoaibHMX NiKapCbKUX
3ac06iB Nicnsi BHECEHHS Ti€l caMoi 3MiHM Ha
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n/n

Ha3ssa
JliKapcbK0O20
3acoby

Popma surnycky
(nikapcbka ¢hopma,
YNaKkoBsKa)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs

Homep
peecmpayiliHo2o
nocsio4yeHHs

pedepeHTHMIA Npenapar (3MiHa He NoTPebye HaAaHHS
XOLHNX HOBMX [0AATKOBUX AaHWX). SMiHN BHECEHO [0
IHCTPYKUIi ANA MEAUYHOrO 3aCTOCYBaHHS NikapcbKoro
3acoby y po3ainu "®apmMakosoriyHi BAacTueBocTi”,
"B3aemogis 3 iHWVMU NikapcbkMMK 3acob6amu Ta iHLWi
BMAM B3aemogijin”, "Ocob/MBOCTi 3aCTOCyBaHHS",
"Cnoci6 3acTocyBaHHsa Ta go3un", "Oitn", "MNobiyHi
peakuii" 3rigHo 3 iHhopMaLi€lo Woa0 MeaUyHOro
3acTocyBaHHA pethepeHTHOro NikapcbKoro 3acoby
(Bi3aH, TabneTkv no 2 mr). BBeAeHHSA 3MiH NPOTAromM
6-TV MicALIB Mic/1A 3aTBepMKEHHSA. 3MiHu | Tuny -
3MiHu 3 siKoCTi. FOTOBWMIA Nikapcbkuii 3aci6.
CrabinbHicTb. 3MiHa y TepMiHax npugaTHocTi abo
ymoBax 36epiraHHsi rOTOBOrO Jlikapcbkoro 3acoby
(36iNbLUEHHS TEPMiHY NPUAATHOCTI FOTOBOIO
NiKapcbKoro 3acoby) - [11s Toprosoi ynakoBKu
(nigTBEPAXKYETLCA AaHMMK peasibHOro Yacy)
36i/1bLUIEHHS TEPMiHY NPUAATHOCTI FOTOBOro
nikapcbKoro 3acoby 3 3 pokiB A0 5 pokis. 3MiHK
BHECEHO [0 iHCTPYKLT 415 MeMYHOro 3aCTOCyBaHHSA
nikapcbkoro 3acoby y po3ain "TepmiH npugaTHoCTI".
BBefeHHs 3MiH NpoTArom 6-T1 MicALiB nicns
3aTBEPKEHHS
3MiHn | TUNY - 3MiHK Woao 6e3nekn/edyeKTUBHOCTI Ta
hapmakoHarnagy (iHwi 3MiHn). OHOBIEHHSA TEKCTY
MapKyBaHHSA NepBMHHOT YNakoBKM /liKapCbKOro 3acoby,
a came [04aTKOBO HaHECEeHO AHi TUXKHA Ha bicTep.
BBefieHHs 3MiH NpoTArom 6-T1 MicALiB nicns
3aTBEPKEHHSA

483.

CABIC

Tabnetkn no 2 mr;
no 14 TabneTtok y
6nicTepi; no 2 abo 6
6nictepis B
KapTOHHI Kopobui

BAT
"TepeoH
Pixtep"

YropLmHa

BAT "TefeoH
Pixtep"

YropuimHa

BHECEHHS 3MiH 0 peecTpaLiiiHux matepianis: 3MiHu |
TMny - 3MiHK WoAo 6e3nekn/edpeKkTNBHOCTI Ta
thapmakoHarnsgy. BeegeHHs abo 3miHv o
y3arasibHeHUX JaHnx Npo cucTemy dhapmakoHarnsgy
(BBEAEHHS y3araslbHEHMX AaHUX NPo cucTemy
hapmakoHarnsgy, 3MiHa ynoBHOBaXeHOi 0cobu,
BiANOBIAA/IbHOI 3a 34iiCHEHH:A hapmakoHarnsay;
KOHTaKTHOI 0Co6YM 3 thapmakoHarnsagy 3asiBHuka anas
3piicHeHHs hapMakoHarnsgy B YkpaiHi, K0 BOHA
BiAMiHHa Bif, yNOBHOBaXXEHOT 0CO6M, BifNoBiganbHOI
3a 3AjiicHeHHs hapmakoHarnagy (Bkyaoun
KOHTaKTHI AaHi) Ta/abo 3MiHN Yy pO3MilLeHHi MacTep-
thaiina cuctemu chapmakoHarnsay) 3MiHa KOHTaKTHUX
LaHNX YNOBHOBaXEHOT 0CO6M 3asBHUKA,
BiANOBIAaNbHOI 3a thapmakoHarnsg,. 3miHa
MicLie3Haxo4KeHHs MacTep-chaiina cuctemm
hapmakoHarnagy. 3miHa mMicus 34iCHEHHST OCHOBHOT
AOiSNbHOCTI 3 hapmakoHarasgy.

3a
peyenmom

UA/18485/01/01

484.

CANODANBK

cynosuTopii
pekTanbHi no 500

Op. danbk

Papma

HimeyunHa

BignosiganbHuii
3a BMNycCK cepiit

HimeuunnHa/
Llseiuapis

BHECEHHS 3MiH [JO peecTpaLiiiHix maTepianis: 3MiHu |
TMny - 3MiHK WoAo 6e3nekn/edeKkTnBHOCTI Ta

3a
peyenmom

He
nionsieae

UA/3745/03/02
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Ne Hassa Popma surnycky 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbKo20o | (nikapcbka hopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby YNaKkoBsKa) nocsioYeHHs1
Mr; Mo 5 6X KiHL,EBOrO dhapmakoHarnsgy. 3miHa y KOpoTKili xapakTepuctuui
CynosunTopiiB y npoaykty: Ap. NiKapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta iHCTPYKLiT
CTpuNi; NO 2 CTpYnm danbk Papma AN MeAMYHOro 3acToCyBaHHA Ha NiACTasi perynsipHo
B KOPOO6Lii 3 KApTOHY vM6X, HimeuuunHa; OHOB/IHOBAHOrO 3BITY 3 6e3neku NikapCbLKoro 3acoby,
Bupo6Huk abo gocnigpxeHb 3 6e3Mekn 3acTocyBaHHS iKapCbKoro
[030BaHoi hopmu, 3acoby B nmicnspeecTpaviliHnii nepios, abo sk
nepBuHHE Ta pe3ynbTaT OLiHKV 3BITY 3 AOC/ILKEHb, MPOBEAEHNX
BTOPWHHE BiANOBIAHO [0 NMnaHy negiatpuuHnx gocnimxeHs (PIP)
nakyBaHHs Ta (3MiHY Y3rof)XeHO 3 KOMNETEHTHUM YNOBHOBaXKEHVM
KOHTPONb AKOCTI: opraHom).
KopgeHn dapma 3MiHM BHECEHO [0 IHCTPYKLIT 415 MeANYHOro
®pibypr AT, 3acTocyBaHHA NikapcbKoro 3acoby [0 po3ainis
LiBaitHigepnaccyH "Oco61BOCTi 3acTocyBaHHS", "Mo6IuHI peakwi”
r ETTiHreH, BiANOBIAHO [0 pekomeHaauin PRAC. BBegeHHs 3MiH
LLiBeiiuapisi; SlozaH NPOTArom 6-Tv MicAILiB Micns 3aTBepKeHHs. 3MiHu |
dapma N'v6X, MRy - 3MiHM LWoAo 6e3nekn/edeKkTNBHOCTI Ta
HimeuunHa; thapmakoHarnagy (iHwi 3MiHn). 3MiHU BHECEHO [0
Brpo6HuKK, IHCTPYKLUIiT AN19 MeMYHOro 3aCTOCYBaHHS /iKapCbKoro
BiANOBiAa/bHI 3a 3acoby Ao po3ginis "OcobMBOCTI 3aCTOCYBaHHS",
KOHTPO/b AKOCTI: "3acTocyBaHHs y nepios BariTHOCTi abo rofyBaHHs
NosaH dapma rpygaro”, "34aTtHicTb BNAMBATY Ha LUBUAKICTb peaku;ii
vM6X, HimeuuunHa; npun KepyBaHHi aBTOTPaAHCNOPTOM ab0 iHLLNMKN
KopaeHn dapma MexaHizmamu", "Mo6iyHi peakwji” BignoBigHO A0
®pibypr CA, OHOBJIEHOI iHGhopMaLLil 3 6e3nekn 3aCTOCyBaHHS
Lseliuapis; nikapcbkoro 3acoby. BBefeHHA 3MiH NPOTAroM 6-Tn
Bioekzam Al MicAUIB MicnsA 3aTBepKeHHs. 3MiHu | TUny - 3MiHK
Lseiiuapis; woao 6e3sneku/edpekTMBHOCTI Ta hapmakoHarnsgy
HaykoBo- (IHLWi 3MiHW). 3MiHWM BHECEHO A0 IHCTPYKLIT ANns
pocnigHuii MeJMYHOro 3aCTOCyBaHHSA NikapCbKoro 3acoby Ao
IHCTUTYT po3ainy "Mo6iyHi peakuii” (BHeceHo iHhopmaLio Npo
Xennenep Mv6X, HeOoOXiAHICTb NOBIAOMAATM NPO YCi BUNAAKN
HimeuunHa nigo3proBaHnX NOGIYHMX peakLili Ta BigCYTHOCTI
epeKTMBHOCTI NiKapcbkoro 3acoby) BignoBigHo [0
OHOB/EHOI iHhopMaLlii 3 6e3Mekn 3aCTOCyBaHHS
nikapcbkoro 3acoby. BBegeHHs 3MiH NPOTAroM 6-T1
MicaLiB nicna 3aTBepaKeHHs. 3MiHu | Tuny - 3MiHK
Loao 6e3snekn/edeKkTBHOCTI Ta thapmakoHarnsagy
(iHWWIi 3MiHW). 3MiHVM BHECEHO A0 IHCTPYKLiT ANns
MeAMYHOro 3acTOoCyBaHHSA MikapCbKoro 3acoby Ao
po3giny "Ocob6nnBOCTi 3aCTOCYBaHHA" (BHECEHHS
iHchopmaLii Npo BMICT fOMOMDKHUX PEYOBVH)
BiANOBIAHO 4,0 OHOBNEHOT iHChopMaLii 3 6e3neku
3acToCyBaHHA Nikapcbkoro 3acoby. BeeAeHHS 3MiH
NpoTSArom 6-Tv MicsLiB Micnsi 3aTBEPAKEHHS.

485. | CAJTIO®A/BK | cynosutopii Op. ®anbk HimeyunHa BignosigansHuii HimeuunHa/ BHECEHHS 3MiH 10 peecTpaLiiiHix MmaTepianis: 3MiHu | 3a He UA/3745/03/01
pekTanbHi no 250 Papma 3a BUNyCK cepiit LLseiuapis TMny - 3MiHK WoAo 6e3nekn/edpeKkTNBHOCTI Ta peyenmom | nionsi2ae
mr; no 5 6X KiHL,EBOrO thapmakoHarnsgy. 3MiHa y KOpOTKiil xapakTepucTuui
cynosuTopiiB y npoaykty: Ap. NiKapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta iIHCTPYKLT
CTpuni; No 2 cTpunm danbk Papma ONA MeAMYHOro 3aCTOCyBaHHSA Ha MigcTasi perynspHo
B KOPOOLIi 3 KAPTOHY 'M6X, HimevyumnHa; OHOB/1IOBAHOrO 3BiTY 3 6e3NeKn NiKapcbKoro 3acoby,
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Ne Hassa Popma surnycky 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbKo20o | (nikapcbka hopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby YNaKkoBsKa) nocsioYeHHs1
Bupo6HMK ab0 pocnigxeHb 3 6e3nekn 3aCTOCyBaHHS /ikapCbKoro
[030BaHoi chopmu, 3acoby B nmicnspeecTpaviiiHvii nepiod, abo sk
nepBuHHE Ta pe3ynbTaT OLiHKM 3BiTY 3 AOCNIMKEHb, NPOBEAEHNX
BTOPVHHE BiZANOBIAHO [0 NnaHy negiatpuuHux gocnimxkeHs (PIP)
nakyBaHHs Ta (3MiHY Y3rofXX€HO 3 KOMNETEHTHUM YNOBHOBaXKEHVM
KOHTPO/b SKOCTi: opraHom).
KopaeH ®apma 3MiHN BHECEHO [0 IHCTPYKUIT AN MeANYHOro
®pibypr AT, 3aCTOCyBaHHS NikapcbKoro 3acoby A0 po3ainis
LiBaitHinepnaccyH "Oco6nmBOCTi 3acTocyBaHHs", "Mo6iuHI peakwyii™
r ETTiHreH , BiANOBIAHO A0 pekoMeHAaaLin PRAC. BBeieHHs 3MiH
LLiBefuapis; /lozaH NpoTArom 6-Tu MicALIB NiCAA 3aTBEPMKEHHS. 3MiHW |
$apma NvbX, TMny - 3MiHK Woao 6esnekn/edekTMBHOCTI Ta
HimeuunHa,; thapmakoHarnagy (iHwi 3MiHn). 3MiHN BHECEHO [0
Brpo6HuMKK, IHCTPYKLUIi 4155 MEAUYHOrO 3aCTOCYBaHHS /likapcbKoro
BignNoBifa/bHI 3a 3acoby Ao po3ginis "Ocob/MBOCTI 3aCTOCYBaHHS",
KOHTPONb AKOCTI: "3acTocyBaHHA y nepiof BariTHOCTI abo rofyBaHHs
No3an ®apma rpyaar”, "34atHicTb BN/IMBATU Ha LUBUAKICTb peakwji
'M6X, HimeuuunHa; npw KepyBaHHi aBTOTPaHCNopPTOM abo iHWKMK
KopaeH ®apma mMexaHismamu', "Mo6iuHi peakwii" BigNoBigHO A0
®pibypr CA, OHOBJIEHOI iHhopMaLil 3 6e3nekn 3acTOCyBaHHS
Lseliuapis nikapcbkoro 3acoby. BBefeHHS 3MiH NpoTArom 6-tu
Bioeksam Al MicALiB NicnsA 3aTBepKEHHSA. 3MiHU | TUMY - 3MiHK
LlBeiuapis; Loao 6e3nekn/edpeKTMBHOCTI Ta chapmakoHarnsagy
HaykoBo- (iHWi 3MiHM). 3MiHWM BHECEHO [0 IHCTPYKLUIT An1A
nocnigHuia MeAUYHOro 3aCToCyBaHHA NiKapcbKoro 3acoby Ao
IHCTUTYT po3giny "MobiuHi peaxuii" (BHeceHo iHhopmaL,ito npo
Xennenep MvbX, HEeOobXiAHICTb NOBIAOMMATY NPO YCi BUNAAKN
HimeuunHa nifo3proBaHmX NoGiYHMX peakLiii Ta BigCyTHOCTI
ehekTMBHOCTI Nlikapcbkoro 3acoby) BiAnoBigHO A0
OHOBJIEHOI iHGhopMaLLil 3 6e3nekn 3aCTOCyBaHHS
nikapcbkoro 3acoby. BeeeHHA 3MiH NPOTAroM 6-Tn
MicsILiB Micns 3aTBepAKEHHS!
486. | CAHOOCTAT | nopowlok ans HosapTic LLiBeiiapis BTOpuHHe LLiBeiiuapisi/ BHECEHHS 3MiH 0 peecTpaLiiiHux matepianis: 3MiHu | 3a UA/1537/02/02
NH® NAP cycneHsii gnsa Papma Al nakyBaHHs, HigepnaHgmn TMny - 3MiHKM Woao 6e3nekn/edeKTUBHOCTI Ta peyenmom
iH'ekuin no 20 mr; 1 BMNyCK cepil / thapmakoHarnsgy. BeegeHHs abo 3miHv Ao
dh1akoH 3 NOPOLLKOM roToBOro AscTpis/ y3arasibHeHUX JaHnx Npo cucTemy dhapmakoHarnsgy
y BUrNsAj NPOAYKTY: Icnanis (BBEAEHHSA Y3araslbHEHUX AaHWX NPO cucTemy
mikpocdoep y HoBapTic ®apma hapmakoHarnsgy, 3MiHa ynoBHOBaXeHOi 0cobu,
KOMMNeKTi 3 LTeitH AT, BiANOBIAA/IbHOI 3a 34iiCHEHHSA hapMmakoHarnsay;
PO3YMHHMKOM LLseiuapis; KOHTaKTHOI 0co6YM 3 thapmakoHarnsagy 3asiBHuka anas
(Hatpito Brpo6HMUTBO, 3piicHeHHs hapMakoHarnsgy B YkpaiHi, K0 BOHA
Kapmenosy/Hatpito KOHTPO/b SIKOCTI, BiAMiHHa Bif, yNOBHOBaXXEHOT 0CO6M, BifNoBiganbHOI
KapbokcumeTunuen nepBuHHE 3a 34iicHeHHs hapmakoHarnsgy (Bkaoyarum
0103y, MaHiT (E nakyBaHHs KOHTaKTHI AaHi) Ta/abo 3MiHN y pO3MilLeHHi MacTep-
421), Bogy ons pO34MHHKKA Ta thaiina cuctemu chapmakoHarnsgy) - 3miHa
iH ek, aNlbTEPHATMBHUNA YNOBHOB&XXEHOI 0CO6U 3asBHMKA, BifNoBigasibHOI 3a
nonokcamep 188) no BVPOGHWK 415 hapmakoHarnsg,.
2 MmNy nonepeaHbLO BTOPUHHOIO [Oitova pepakuis: David J Lewis, B. Sc (Hons), Ph.D.
3arnoBHeHOMY nakyBaHHs MponoHosaHa pepgakuis: Dr. Justin Daniels, Ph.D.
LUMPWLI T OHO0 roTOBOro 3MiHa KOHTaKTHMX AaHWX YNOBHOBaXKEHOT 0CO6U
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Ne Hassa Popma surnycky 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbKo20o | (nikapcbka hopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby YNaKkoBsKa) nocsioYeHHs1
rO/IKOK0 Ta OHUM npoaykTy: A66oTT 3asBHVIKa, BignosiganbHOT 3a hapmakoHarnsag,. 3miHa
afjlanTepom B Bionogxukanc MicLe3HaxoMKeHHs macTep-ghaiina cuctemu
KapTOHHI KOpo6L b.B., Higepnanau; dhapmakoHarnsgy. 3miHa Micus 34jiiCHEHHA OCHOBHOT
Bnpo6HMLTBO AisnbHOCTI 3 hapmakoHarnsagy.
Hepo3dacosaHoro
NPOAYKTY,
KOHTPO/b SKOCTI,
nepBuHHE
nakyBaHHs
MOPOLLIKY:
HoBaprtic
dapmMacboTUKan
MaHyhakTypiHr
M6X, ABCTpis;
KOHTPO/b AKOCTI
MOPOLLKY 3a BCiMa
napaveTpamu 3a
BUK/IOYEHHAM
MOIEKYNAPHOT
macu nonimepy:
CaHpo3 F'm6X,
ABCTPist; BUMYCK
cepii: HoBapTic
PapmacboTuka,
C.A., IcnaHis
487. | CAHOOCTAT | nmopoLlok Ans HoBaprTic LLiBefiuapis BTopuHHE LLiBefiuapis/ | BHeCeHHS 3MiH J0 peecTpavyiiiHuX maTepianis: 3miHu | 3a UA/1537/02/03
NH® NAP cycneHsii ansa dapma Al nakyBaHHs, HigepnaHan TMny - 3MiHK Woao 6e3nekn/edekTUBHOCTI Ta peyenmom
iH'exuin no 30 mr; 1 BUMYCK cepii / thapmakoHarnagy. BeegeHHs abo 3amiHn o
dhnakoH 3 NOPOLLKOM roToBOro AscTpis/ y3arasibHeHUX JaHnx Npo cucTemy dpapmakoHarnsgy
y BUrNSAAj NPOAYKTY: IcnaHis (BBEAEHHS y3aralbHEHNX AaHUX NPo cucTemy
mikpocdoep y HosaprTic ®apma hapmakoHarnsgy, 3MmiHa ynoBHOBaXeHOi 0cobu,
KOMNJIEKTi 3 LLTeiH AT, BiANOBIAa/TbHOI 3a 34iiCHEHHSA hapmakoHarnsay;
PO34YNHHMKOM Lseliuapis; KOHTaKTHOI 0co6U 3 thapmakoHarnsay 3asBHuka ans
(HaTpito Brpo6HMLTBO, 3[jificHEHHs hapmakoHarnsgy B YkpaiHi, KO BOHA
Kapmesno3sy/HaTpito KOHTPO/b SKOCTI, BiAMiHHA Bif YNOBHOBaXeHOI 0cO6MU, BiANOBIAa/IbHOI
kap6okcumeTunuen nepBuHHe 3a 34ilicHeHHs thapmakoHarnsgy (Bkiovaoum
10103y, MaHiT (E nakyBaHHs KOHTaKTHI AaHi) Ta/abo 3MiHN y pO3MilLeHHi macTep-
421), Bogy Ans pO34YMHHMKaA Ta thaiina cuctemu chapmakoHarnsgy) - 3miHa
iH'EKLLNA, a/lbTepHaTUBHWI YNOBHOB&XXEHOT 0CO6U 3asBHMKA, BignoBigabHOI 3a
nonokcamep 188) no BVPOGHWK A5 hapmakoHarnsg,.
2 MmNy nonepegHb0 BTOPUHHOTO [itoua pepakuis: David J Lewis, B. Sc (Hons), Ph.D.
3arnoBHEHOMY nakyBaHHs MponoHoBaHa pepakuisn: Dr. Justin Daniels, Ph.D.
LUNpUL Ta OAHO0 roToBOro 3MiHa KOHTaKTHUX AaHunX YNOBHOBAXEHOI 0CO6U

rO/IKOI0 Ta OAHUM
afantepom B
KapTOHHI Kopoobui

npoaykty: A66oTT
Bionomkukanc
B.B., Higepnanaw;
B1po6HMLTBO
Hepo3ghacoBaHOro
NPOAYKTY,
KOHTPO/1b SIKOCTI,

3asBHUKA, BiANOBIAALHOI 3a hapmakoHarnsg,. 3miHa
MicLLe3HaX0[PKEHHSI MacTep-chaiina cuctemm
hapmakoHarnsgy. 3miHa Micusi 34iliCHEHHS1 OCHOBHOT
AiSnbHOCTI 3 hapMakoHarnsgy.
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Ne Hassa Popma surnycky 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbKo20o | (nikapcbka hopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby YNaKkoBsKa) nocsioYeHHs1
nepBuHHE
nakyBaHHS
MOPOLLIKY:
Hosaprtic
PapmacboTuKas
MaHyakTypiHr
'M6X, ABCTpIst;
KOHTPO/Ib AKOCTI
NOpOoLLKY 3a BCiMa
napameTpamu 3a
BUK/OYEHHAM
MOJIEKYIAPHOT
macu nonimepy:
CaHpo3 'mM6X,
ABCTpISi; BUNYCK
cepii: HosapTic
dapmacbloTHKa,
C.A., IcnaHis
488. | CAHAOCTAT | nopoLllok ans HosaprTic LLiseiuapis BTopuHHe LLsenuapis/ BHECEHHS 3MiH 0 peecTpaLiinHux matepiasnis: 3MiHu | 3a UA/1537/02/01
NH® NAP cycneHsii gns dapma Al nakyBaHHs, HinepnaHvgn TMny - 3MiHK Woao 6e3nekn/edpeKTNBHOCTI Ta peyenmom
iH'ekuiin no 10 mr; 1 BUMYCK cepii / thapmakoHarnagy. BeegeHHs abo 3miHn fo
h/1aKOH 3 MOPOLLKOM roToBOro AscTpisi/ y3arasibHeHVX AaHux Npo cuctemy papmakoHarnsgy
y BUrNALj NPOAYKTY: IcnaHis (BBEAEHHSA y3araslbHEHNX AaHUX NPo cucTemy
Mikpocahep y HosapTic ®apma thapmakoHarnagy, 3mMiHa ynoBHOBaXXeHO! ocobu,
KOMMNEKTi 3 LTeiH AT, BiANOBIAaUIbHOI 3a 34iiCHEHHA hapmakoHarnsay;
PO3YNHHNKOM Lseliuapis; KOHTaKTHOI 0co6U 3 thapMakoHarnsay 3asBHUKa gns
(HaTpito Bupo6bHuuTBO, 3fjiicHEHHs chapMakoHarnsay B YKpaiHi, K0 BOHA
Kapmesnosy/HaTpito KOHTPOb AKOCTI, BiAMiHHA Bif YNOBHOBaXeEHOI 0CO6M, BiANOBIAA/IbHOI
KapbokcumeTuauen nepBuHHE 3a 3AjiicHeHHs hapMakoHaraay (BkIvatum
t0no3y, MaHit (E nakyBaHHs KOHTaKTHi fiaHi) Ta/abo 3MiHW y PO3MiLLLeHHI MacTep-
421), sBogy ans pO34MHHMKA Ta thaiina cuctemu thapmakorarnsgy) - 3miHa
iH e, anbTepHaTUBHWI YMOBHOBaXEHOI 0C06Y 3asBHWKa, BiANOBigaIbHOT 3a
nosokcamep 188) no BUPOGHUK ANs hapmakoHarnag,.
2 MNn y nonepeaHsLo BTOPVHHOIO [itoua pepaxuis: David J Lewis, B. Sc (Hons), Ph.D.
3arnoBHeHOMY nakyBaHHs MponoHoBaHa pepakuis: Dr. Justin Daniels, Ph.D.
LUMPKL T O4HOIO roToBOro 3MiHa KOHTaKTHMX AaHWX YNIOBHOBaXKEHOT 0CO6U

rOIKOI0 Ta OAHUM
afanTepom B
KapTOHHIA KOpo6LjioK
Ans cycneHsii gns
iH'eKU

npoaykTy: A66oTT
Bionomkunkanc
B.B., HigepnaHaw;
Brpo6HMuTBO
Hepo3dhacoBaHoro
NPOAYKTY,
KOHTPO/b SKOCTI,
nepBuHHe
nakyBaHHs
MOPOLLIKY:
HoBaprTic
dapmMacboTuKan
MaHyhakTypiHr
'm6X, ABCTpisi;

3asBHVIKa, BignosiganbHOI 3a hapmakoHarnsag,. 3miHa
MicLe3HaxX0o[pKEHHS MacTep-chaiina cuctemm
hapmakoHarnsgy. 3miHa micus 3iiCHeHHs1 OCHOBHOT
AisnbHOCTI 3 hapmakoHarnsgy.
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Ne Hassa Popma surnycky 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbKo20o | (nikapcbka hopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby YNaKkoBsKa) nocsioYeHHs1
KOHTPOb AKOCTI
MOPOLLKY 3a BCiMa
napameTpamu 3a
BUK/TIOYEHHAM
MOJIEKYIAPHOT
mMacu nonimepy:
CaHpo3 'm6X,
ABCTpist; BUNYCK
cepii: HoapTic
PapmacboTrKa,
C.A,, Icnanis
489. | CEQAPUCTO | kancynu no 10 Ecnapma HimeyunHa BUPOGHMLTBO HimeuunHa BHECEHHS 3MiH 0 peecTpaLiiiHux matepiasnis: 3MiHu | 6e3 UA/13150/01/01
H® KANCYNWU | kancyny 6nictepi; 6X Hepo3cacosaHOro UMy - 3MiHM 3 AKOCTi. [OTOBWIA Nikapcbkuin 3aci6. peyenma
no 3 a6o 6, abo 10 npoayKTy, KoHTposb rOTOBOro Nikapcbkoro 3acoby. 3MiHa
6nictepiB y nepBuHHE napameTpiB cneuudgikalii Ta/abo AoNyCTUMUX MEX
KapTOHHI Kopobui nakyBaHHs, roTOBOrO /1iKapCbKOro 3acoby (40NOBHEHHS abo
BTOpWHHE 3amiHa nokasHuvika cneuudikadii 3a pesynbtaramu
nakyBaHHs, pocnimpkeHb 3 6e3neky abo AKOCTi (3a BUHATKOM
KOHTPO/b SKOCTI, nNiKapcbkunx 3acobiB 6i0N10r4YHOro/iMyHOI0MN4YHOr0
BUWMYCK Cepii: NMOXOKEHHS)) AOMOBHEHHS crevlmdikaLii Ha BUMycK
ApnBaHc Papma ['N13 HOBMM NoKa3HVKOM «[1iponi3nanHoBI ankanoign»
'mM6X, HimeuumnHa; 3 Mexeto "< 910 MKr/kr' 3 BignoBigHMM MeToLoM
KOHTPO/b SKOCTI: BMNpobyBaHHA (MeToz pignHHa xpomatorpadis 3
dapmva TaHAEMHOI Mac-CrekTpoMeTpiern). 3MiHa BBOAUTLCS
BepHirepoge 015 A0AATKOBOT NepeBipkn 6e3neyHoCTi roToBOro
'vm6X, HimeuuunHa; NpoayKTY.
BTOPUHHE
nakyBaHHs:
ecnapma ®apma
Cepsices 'M6X,
HimeuunHa
490. | CEQA®DITOH Kancynu; no 6 MPAT YkpaiHa BiANOBIga/IbHUI YkpaiHa BHECEHHS 3MiH IO peecTpaLjiiiHuX MmaTepianis: 3MiHu | 6e3 UA/4826/02/01
® ®OPTE Kancyn y 6nictepi; "PITOPA 3a BMPOGHULITBO, TUMy - 3MiHM 3 AKOCTi. FOTOBWIA Nikapcbkuii 3aci6. peuyenma
no 2 a6o 4, a6o 8 PM" nepBYHHE/BTOPVH 3MiHU Yy BUPOGHMLTBI. 3MiHU Y NpoLeci BUPo6HULTBA

6nicTepiB y nauuj;
no 30 kancyny
KOHTelHepi 3
KPWILLIKOIO 3
KOHTpONEM nepLUoro
BigKpnTTA, No 1
KOHTelHepy B nauui

He nakyBaHHS,
KOHTPO/b AKOCTI
Ta BUMycK cepii:

MPAT
"OITOPAPM"
YKpaina;
BignoBiganbHMi
3a BMPOGHULTBO,
nepByHHE/BTOPVH
He nakyBaHHs Ta
KOHTPO/b SIKOCTI:
AT "Nly6Hndbapm",
YkpaiHa,;

BiANOBIgaIbHUIA
3a BMNycK cepil,

roTOBOrO /1iKapCbKOro 3acoby, BKIOYAUN NPOMDKHUI
NPOAYKT, LLIO0 3aCTOCOBYETLCSA NPV BUPOGHULITBI
roTOBOrO NiKapcbKoro 3acoby (iHLi 3MiHW) BUAaEHHS
NMOMWJIKOBOTIO 3a3HauyeHHs1 BUKOPUCTaHHA Yonepa, K
[04,aTKOBOrO KOMMOHEHTA 3MillyBasIbHOTO
061aaHaHHSA i3 TEXHOMNOTNYHOro NpoLiecy Ha
NOTYXHOCTAX AT «Jly6HMUDapm», OCKiNbKN AaHWii Tin
nepemillyBaHHs He BUKOPUCTOBYETLCA Ans J13. 3MiHK
| Tuny - AAMiHICTpaTWBHI 3MiHU. BunyyeHHs
BMPOBHUYOI AinbHUL (BKNOYAKUN AinbHUL Ans AdI,
NPOMIXXHOr0o NPOAYKTY abo roToBOro MikapcbKoro
3aco6by, AiNbHULI 415 NPOBEAEHHS NaKyBaHHS,
BMPOGHMKA, BiAMOBIAAIbHOIO 3a BUMYCK Cepiii, MicLe
NpPoBeAEHHS KOHTPO/IO cepil) abo nocTavasibHUKa
BMXifHOTO Marepiany, peareHty abo A0NoMiXHOT
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Ne Hassa Popma surnycky 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbKo20o | (nikapcbka hopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby YNaKkoBsKa) nocsioYeHHs1
He BK/IloYaoun PEYOBUHM (SIKLLO 3a3HAYEHO Y [JO0CLE) BUTYYEHHS
KOHTPO/b/BMNPOGY BMPOGHMYOI ginbHuui MAT "Bitaminn", YkpaiHa,
BaHHA cepii: BiANOBIAA/IbHOI 32 BUPOOHULITBO, NEPBUHHE/BTOPUHHE
MPAT nakyBaHHs, KOHTPO/1b AKOCTI.
"OITOPAPM",
YKpaiHa
491. | CEHTOP® TabneTkun, BKpUTI BAT YroplmHa BAT "lepfeoH YropwwmHa/ BHECEHHS 3MiH 0 peecTpaLiinHux matepiasnis: 3MiHu | 3a UA/7042/01/02
NNiBKOBOIO "l'epeoH PixTep", MonbLa TMny - 3MiHK WoAo 6e3nekn/edpeKTMBHOCTI Ta peyenmom
060/10HKO10, N0 100 PixTep" YropwuHa; TOB thapmakoHarnagy. BeegeHHs abo 3amiHn fo
mr no 10 TabneTok y "lepeoH Pixtep y3arasibHeHVX AaHnx Npo cuctemy hapmakoHarnsgy
6nicTepi; 1 abo 3 Monbwa", (BBEAEHHS y3araslbHEHUX AaHWX NMPO cUcCTemy
6nictepu y Monbwa thapmMakoHarnagy, 3mMiHa ynoBHOBaXXeHO! 0ocobw,
KapTOHHI/ ynakosL,i (KOHTpONb AKOCTI, BiANOBIAaUIbHOI 3a 34iiCHEHHA hapmakoHarnsay;
[103BiNT HA BUMYCK KOHTaKTHOI 0cO6U 3 thapMakoHarnsay 3asBHUKa gns
cepir; 3pjiicHEHHs hapMakoHarnsay B YkpaiHi, K0 BOHA
BVMPOGHMLTBO BiAMiHHA Bif YNOBHOBaXeHOI 0CO6M, BiANOBIAA/TbHOI
Hepo3acoBaHOro 3a 3AjiicHeHHs hapMakoHaraay (Bkivatum
NPOAYKTY, KOHTaKTHi fiaHi) Ta/abo 3MiHW y PO3MiLLLeHHI macTep-
nepBuHHA thaiina cuctemun thapmakoHarnsgy) 3MiHa KOHTaKTHUX
ynakoBka, [aHnX YNoBHOBaXXEHOT 0CO6W 3asBHYIKA,
BTOPVHHA BiANOBIAA/ILHOT 32 hapmakoHarnsag. 3MiHa
yrnakoBKa) MicLe3Hax0MKeHHs1 MacTep-ghaiina cuctemmn
thapmakoHarnagy. 3MiHa Micus 34ilACHEHHST OCHOBHOT
AiSNIbHOCTI 3 chapmakoHarniagy.
492. | CEHTOP® TabneTkun, BKpUTI BAT YropwmHa BAT "l'epfeoH YropumHa/ BHECEHHS 3MiH 40 peecTpaLiiHux matepiasnis: 3MiHu | 3a UA/7042/01/01
NNiBKOBOK "TepeoH PixTep", Monbwa TMny - 3MiHK Woao 6e3nekn/edpeKTNBHOCTI Ta peyenmom
060/10HKO10, M0 50 PixTep" YropwuHa; TOB thapmakoHarnagy. BeegeHHs abo 3amiHn fo
mr no 10 TabneTok y "lepeoH Pixtep y3arasibHeHVX AaHux Npo cuctemy papmakoHarnsgy
6nicTepi; 1 abo 3 Monbwa”, (BBEAEHHSA y3ara/lbHEHNX AaHuX npo cuctemy
6nictepn y Monbwa hapmakoHarnagy, 3mMiHa ynoBHOBaXXeHOI ocobw,
KapTOHHI ynakosL,i (KOHTpONb AKOCTI, BiANOBIAaUIbHOI 3a 34iiCHEHH:A hapmakoHarnsay;
[103BiN Ha BUMYCK KOHTaKTHOI 0co6M 3 thapMakoHarnsay 3asBHuKa gns
cepir; 3[jiicCHEHHS hapMakoHarnsay B YkpaiHi, K0 BOHA
BVPOGHMLTBO BiAMiHHA Bif YNOBHOBaXeHOI 0CO6M, BiANOBIAA/IbHOI
Hepo3dhacoBaHOro 3a 3AjiicHeHHs hapMakoHaraay (Bkiyarun
NPOAYKTY, KOHTaKTHi fiaHi) Ta/abo 3MiHM y PO3MiLLLeHHI macTep-
nepBuHHA thaiina cuctemm thapmakoHarnsgy) 3mMiHa KOHTaKTHUX
ynakoBka, [aHnX YNoBHOBaXXEHOT 0CO6Y 3as1BHNIKA,
BTOPVHHA BiANOBIAA/ILHOT 32 hapmakoHarnsag. 3MmiHa
yrnakoBKa) MicLe3HaxX0MKeHHs1 MacTep-ghaiina cuctemm
thapmakoHarnagy. 3MiHa MicLs 34ilACHEHHSI OCHOBHOT
AiSIbHOCTI 3 hapmakoHarniagy.
493. | CUNYET® TabneTkn, BKPUTI BAT YropwumHa BAT "legeoH YropwmHa BHECEHHS 3MiH 40 peecTpaviiHnx maTtepiasis: 3MiHu | 3a UA/12532/01/01
NNiBKOBOO "l'epeoH PixTep" TMny - 3MiHK LWoao 6e3nekn/edheKTNBHOCTI Ta peyenmom
060/10HKO0; MO 21 Pixtep" thapmakoHarnsgy. BeegeHHs abo 3miHu Ao

Tabnetui B 6aicTepi;
no 1 a6o no 3
6nictepu pasom i3
KapTOHHVM

y3arasibHeHUX JaHux Npo cucTemy dhapmakoHarnsgy
(BBEAEHHS Y3arasIbHEHMX AaHUX NPO cUCTEMY
thapmakoHarnagy, 3mMiHa ynoBHOBaXXeHO! ocobu,
Bif4NoBiga/IbHOI 3a 34jICHEHHST dhapMakoHarnsay;
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Ne Hassa Popma surnycky 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbKo20o | (nikapcbka hopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby YNaKkoBsKa) nocsioYeHHs1
dyTnspom ans KOHTaKTHOI 0CO6YM 3 thapmakoHarnsagy 3asBHuka ans
36epiraHHs 6rictepa 3piicHeHHs hapMakoHarnisgy B YkpaiHi, KO0 BOHA
B nauLii BiMiHHa Bif, yNOBHOBaXXEHOT 0CO6M, BifNoBiganbHOI
3a 34ilicHeHHs thapmakoHarnsay (Bkivaoum
KOHTaKTHI AaHi) Ta/abo 3MiHN y pO3MiLLeHHi MacTep-
thaiina cuctemu chapmakoHarnsay) 3mMiHa KOHTaKTHUX
LaHNX YNOBHOBaXEHOT 0CO6M 3aABHUKA,
BiANOBIA&bHOI 3a thapmakoHarnsg,. 3miHa
MicLie3HaxoMKeHHs MacTep-ghaiina cuctemu
hapmakoHarnsigy. 3miHa micus 34iiicCHeHHs1 OCHOBHOT
AOiSIbHOCTI 3 chapmakoHarisgy.
494. | CUHIIOH® TabneTkn XyBasibHi, BAT YropwumHa BAT "leneoH YropwumHa/ BHECEHHS 3MiH 0 peecTpaLiiiHux matepiasnis: 3MiHu | 3a UA/10511/02/01
no 4 wmr, no 7 "TepeoH PixTep", MonbLwa TMny - 3MiHKM Woao 6e3nekn/edekTUBHOCTI Ta peyenmom
Tabnetok y 6nictepi; Pixtep" YropuwmHa (BUnycK thapmakoHarnsgy. BeegeHHs abo 3miHv Ao
no 2, a6o no 4, abo cepii); TOB y3araslbHeHUX faHux Npo cuctemy chapmakoHarnsgy
no 8 6nictepis y "lepeoH Pixtep (BBEAEHHSA Y3araslbHEHUX AaHWX NPO cucTemy
KapTOHHIA ynakoBL,i Monbwa", hapmakoHarnsgy, 3MiHa ynoBHOBaXeHOi 0cobu,
Monbwa BiANOBIAA/IbHOI 3a 34iiCHEHH:A hapMmakoHarnsay;
(KOHTpONb AKOCTI, KOHTaKTHOI 0co6YM 3 thapmakoHarnsagy 3asiBHuka anas
[03BiN Ha BUMYCK 3piicHeHHs hapMakoHarnsgy B YkpaiHi, KO0 BOHA
cepir; BiAMiHHa Bif, yNOBHOBaXXEHOT 0CO6M, BifNoBiganbHOI
BUPOGHMLTBO 3a 34iicHeHHs hapmakoHarnsgy (Bkaoyarum
Hepo3acoBaHOro KOHTaKTHI AaHi) Ta/abo 3MiHN Yy pO3MilLeHHi MacTep-
NPOAYKTY, thaiina cuctemu chapmakoHarnsay) 3mMiHa KOHTaKTHUX
nepBuUHHa [aHnX YNOBHOB&XEHOI 0CO6M 3asBHNKa,
ynakoBka, BiANOBIAaNbHOI 3a thapmakoHarnsg,. 3miHa
BTOPWHHA MicLie3HaxoMKeHHs MacTep-chaiina cuctemu
ynakoBka) thapmakoHarnagy. 3MiHa Micus 3[iliCHEHHST OCHOBHOT
AOiSNbHOCTI 3 hapmakoHarasgy.
495. | CUHIIOH® TabneTtku, BKPUTI BAT YropwumHa BUNyck cepii: BAT YropwumHa/ BHECEHHS 3MiH 0 peecTpaLiiiHux matepiasis: 3MiHu | 3a UA/10511/01/01
NAiBKOBOIO "TepeoH "l'epeoH PixTep”, Monbwa TMny - 3MiHKM Woao0 6e3nekn/edekTUBHOCTI Ta peyenmom
o6onoHkoto, no 10 PixTep" YroplmHa; thapmakoHarnsgy. BeegeHHs abo 3miHv o
Mr; Mo 7 TabneTok y KOHTPO/b SIKOCTI, y3arasibHeHUX JaHnx Npo cucTemy dhapmakoHarnsgy
6nicTepi; no 2, 4 abo [03BiN Ha BUNYyCK (BBEAEHHSA Y3araslbHEHUX AaHWX MPO cucTemy
8 6nicTepiB y cepit; hapmakoHarnsgy, 3MmiHa ynoBHOBaXeHOoi 0cobu,
KapTOHHIA ynakoBL,i BUPOGHMLTBO BiANOBIAa/IbHOI 3a 34iiCHEHHSA hapMmakoHarnsay;
Hepo3cacoBaHOro KOHTaKTHOI 0C06YM 3 thapmakoHarnsagy 3asBHuka ans
NPOAYKTY, 34ilicHeHHA hapMakoHarnsgy B YKpaiHi, SKLL0 BoHa
nepBuHHA BiAMiHHa Bif, yNOBHOBaXKEHOT 0CO6M, BigNoBigansLHOI
ynakoBKa, 3a 34iicHeHHs hapmakoHarnsgy (Bkayarum
BTOPVHHA KOHTaKTHI AaHi) Ta/abo 3MiH1 y pO3MiLLeHHi MacTep-
ynakoBka: TOB thaiina cuctemu chapmakoHarnsgy) 3mMiHa KOHTaKTHUX
"lepeoH Pixtep [aHnX YNOBHOB&XEHOI 0CO6M 3asBHIKa,
Monbwa", BiANOBiAa/IbHOT 32 hapmakoHarnsag. 3MmiHa
Monblya MicLie3HaxoMKeHHs MacTep-ghaiina cuctemm
hapmakoHarnsgy. 3miHa Micusi 34iliCHEHHS OCHOBHOT
[iSNbLHOCTI 3 hapmakoHarnsgy
496. | CUHIIOH® TabneTku XyBasbHi, BAT YropLumHa BAT "lepneoH YropwmHa/ BHECEHHS 3MiH 10 peecTpaLiiiHnx maTepianis: 3MiHu | 3a UA/10511/02/02
no5wmr;no7 "egeoH PixTep", MonbLia TMny - 3MiHKM Woao 6e3nekn/edpeKTUBHOCTI Ta peyenmom
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Ne Hassa Popma surnycky 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbKo20o | (nikapcbka hopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby YNaKkoBsKa) nocsioYeHHs1
Tabnetok y 6nictepi; Pixtep" YropuwmHa (BUnycK thapmakoHarnsgy. BeegeHHs abo 3miHu Ao
no 2, abo no 4, abo cepii); TOB y3arasibHeHVX faHux Npo cucTemMy papMakoHarisay
no 8 6nictepiB y "l'epeoH PixTep (BBEAEHHSA y3ara/lbHEHNX AaHUX MPo cuctTemy
KapTOHHIiA ynakoBL,i Monba", hapmakoHarnsgy, 3MmiHa ynoBHOBaXeHoi 0cobu,
Monbwa BiANOBIAAUTbHOI 3a 34iiCHEHHS hapmakoHarnsaay;
(KoHTpONb AKOCTI, KOHTaKTHOI 0co6u 3 thapmakoHarnsay 3asBHuka ans
[03BiN Ha BUMYCK 3ailicHeHHA hapMakoHarnsgy B YKpaiHi, SKLL0 BoHa
cepii; BiAMiHHA Bif YNOBHOBaXEHOI 0CO6M, BiANOBIAA/IbHOI
BUPOBHWLTBO 3a 34ilicHeHHs thapmakoHarnsgy (Bkovaoum
Hepo3dhacoBaHOro KOHTaKTHi fjaHi) Ta/abo 3MiHM y PO3MILLLEHHI macTep-
npoayKTY, thaiina cuctemu chapmakoHarnsgy) 3MiHa KOHTaKTHUX
nepBuHHa JaHNX yNOBHOBaXeHOI 0Co6M 3asaBHMKA,
ynaKoBKa, BiANOBIAaIbHOI 3a thapmakoHarnsag,. 3miHa
BTOPUHHA MicLe3HaxoMKeHHs macTep-ghaiina cuctemu
yrnaxkoBka) thapmakoHarnagy. 3MiHa MicLs 34iliCHEHHS OCHOBHOT
AiSNbHOCTI 3 dhapmakoHarnagy
497. | CUHIIOH® TabneTkn XxyBasbHi, BAT YropwuHa BAT "lepeoH YropwwmHa/ BHECEHHS 3MiH A0 peecTpaLiiiHux matepiasis: 3MiHu | 3a He UA/10511/02/02
no5wmr; no7 "l'epeoH PixTep", MonbLa TMny - 3MiHK Woao 6e3nekn/edekTMBHOCTI Ta peuyenmom | nidssieae
Tabnetok y 6nictepi; Pixtep" YropuwmHa (BUnycK hapmakoHarnsgy. 3MiHM y KOpPOTKili XapakTepucTuuj
no 2, abo no 4, abo cepii); TOB NiKapcbKoro 3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKLiT
no 8 6nictepis y "l'epeoH PixTep 0151 MeANYHOIO 3aCTOCYBaHHSA
KapTOHHI/ ynakosL,i Monbwa”, reHepuyHUX/ribpuaHMX/6ionoaibHMX NiKapCbKUX
Monbuwa 3aco6iB Nic/1s BHECEHHSA TiET camoi 3MiHN Ha
(KOHTPO/Ib SIKOCTI, pedhepeHTHMIH Npenapar (3MiHa He NoTpPebye HaAaHHSA
[03BiN Ha BUMYCK XOAHWX HOBUX JOAATKOBUX faHMX) 3MiHU BHECEHO A0
cepii; IHCTPYKLU|i 415 MEAUYHOTO 3aCTOCYBaHHS JlikapCbKoro
BUPOGHMLTBO 3acoby Ao po3ainy "OcobnmBocCTi 3acToCyBaHHA"
Hepo3dhacoBaHOro BIAMNOBIAHO A0 iHGhopMaLii pedhepeHTHOro nikapcbkoro
NPOAYKTY, 3ac00y CuHrynsp, Tabnetkn xyBasibHi No 4mr Ta 5 mr.
nepBuHHA BBefeHHA 3MiH NPOTAroM 6-Tu MicALiB nicas
ynaKoBKa, 3aTBepMKEHHS. 3MiHK | Tuny - 3MiHn Woao
BTOpPMHHA 6e3nekn/edheKTMBHOCTI Ta thapmakoHarnsgy (iHuwi
yrnakoBka) 3MiHM) - 3MiHWN BHECEHO A0 IHCTPYKLUIT 415 MeANYHOro
3aCcTOCyBaHHS MikapCbKOro 3acoby A0 po3ainy
"Mo6iyHi peakuii" LWOA0 BaXIMBOCTI 3BiTYBaHHSA Npo
no6iyHi peakuii. BBegeHHS 3MiH NPOTAroM 6-Tu MicsauiB
nicns 3aTBePKEHHS.
498. | CUHINIOH® TabneTku XxyBasbHi, BAT YropwumHa BAT "leneoH YropwmHa/ BHECEHHS 3MiH A0 peecTpaLiiiHux matepiasis: 3MiHu | 3a He UA/10511/02/01
no 4 wmr; no 7 "l'epeoH PixTep", MonbLia My - 3MiHK Woao 6e3nekn/edekTUBHOCTI Ta peyenmom | nidssieae
Tabnetok y 6nictepi; Pixtep" YropumHa (BUnycK hapmakoHarnsgy. 3MiHU y KOpPOTKili XapakTepucTuuj
no 2, abo no 4, abo cepii); TOB NikapcbKoro 3acoby, TEKCTIi MapKyBaHHS Ta iHCTPYKLiT
no 8 6nictepis y "lepeoH PixTep 0151 MeANYHOIO 3aCTOCYBaHHSA
KapTOHHI ynakosL,i Monba”, reHepuyYHUX/ribpuaHMX/6ionoaibHMX NiKapCbKUX
Monbwa 3aco6iB Nic/1s BHECEHHSA TiET camoi 3MiHN Ha

(KOHTPO/Ib SIKOCTI,
[03BiN Ha BUNYyCK
cepit;
BUPOGHMLTBO
Hepo3cacoBaHoro

pedhepeHTHMIA Npenapar (3MiHa He NoTPebye HaAaHHS
XOAHWX HOBUX JOAATKOBUX faHWX) 3MiHU BHECEHO A0
[HCTPYKUIi 418 MEAUYHOTO 3aCTOCYBaHHS NiKapCbKoro
3acoby Ao po3ainy "OcobnmBocTi 3acToCyBaHHA"
BiANOBIAHO A0 iHdhopMaLii peddepeHTHOro NikapcbKoro
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Ne Hassa Popma surnycky 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbKo20o | (nikapcbka hopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby YNaKkoBsKa) nocsioYeHHs1
NPOAYKTY, 3aco6y CuHrynsap, TabneTku xyBasbHi No 4mr Ta 5 mr.
nepBuHHA BBefeHHs 3MiH NpoTArom 6-T1 MicALiB micns
ynakoBka, 3aTBEPAKEHHS
BTOPVHHA 3minu | Trny - 3MiHK Wwoao 6e3nekn/edekTMBHOCTI Ta
ynakoBKa) thapmakoHarnagy (iHwi 3MiH1) 3MiHU BHECEHO 0
IHCTPYKLUIiT 415 MEAMYHOrO 3aCTOCYyBaHHS NikapcbKoro
3acoby [0 po3giny "MobiyHi peakuii” Wwoao
BaXX/IMBOCTI 3BiTyBaHHS Npo NobiyHi peakuii. BBegeHHs
3MiH NPOTAroM 6-TW MICALIB NiC/1A 3aTBEPAXEHHS.
499. | CUHINIOH® TabneTkun, BKpUTI BAT YroplmHa BUMNYCK cepii: BAT YropwwmHa/ BHECEHHS 3MiH 0 peecTpaLiinHux matepiasnis: 3MiHu | 3a He UA/10511/01/01
NNiBKOBOIO "l'epeoH "lepeoH PixTep", MonbLa TMny - 3MiHK Woao 6e3nekn/edpeKTNBHOCTI Ta peyenmom | nionsizae
060/10HKO10, M0 10 PixTep" YropLmHa; hapmakoHarnsgy. 3MiHu y KOpoTKili XxapakTepucTui
Mr, No 7 TabneTok y KOHTPOb AKOCTI, NikapcbKoro 3acoby, TEKCTI MapKyBaHHSA Ta iHCTPYKLT
6nicTepi; no 2, 4, [03BiN Ha BUMYCK [ONA MeAnyHOro 3acTocyBaHHS
ab6o 8 6nictepiB y cepir; reHepuYHUX/ribpuaHNX/6ionoAi6HMX NiKapCbKUX
KapTOHHI/ ynakoBsL,. BVMPOGHMLTBO 3ac06iB nicNs BHECEHHS TiET caMoi 3MiHW Ha
Hepo3acoBaHOro pedepeHTHWIT MpenapaT (3MiHa He NoTpebye HaAaHHA
NPOAYKTY, XXOLHMX HOBMX [0AAaTKOBUX AAHWX) - S3MiHU BHECEHO
nepBuUHHa [0 [HCTPYKUiT AN MeAMYHOro 3aCTOCYBaHHS
ynakoBka, nikapcbkoro 3acoby Ao posginy "OcobnnBocTi
BTOPVHHA 3acTocyBaHHA" BigNoBigHO A0 iHhopmaLi
ynakoBka: TOB pedhepeHTHOrO /likapcbKoro 3acoby CuHrynsp,
"lepeoH Pixtep Tabnetku xyBasbHi no 10 mr. BBeeHHS 3MiH
Monbwa", NPOTArom 6-Tv MiCAILiB Micns 3aTBepAKEHHS. 3MiHK |
Monbwa TMny - 3MiHKM Woao0 6e3nekn/edekTUBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHu) - 3MiHU BHECEHO 0
IHCTPYKLUIiT 415 MEAMYHOrO 3aCTOCYyBaHHS NikapcbKoro
3acoby A0 po3giny "MobivHi peakuii” Wwoao
BaXX/IMBOCTi 3BiTyBaHHS Npo MobiyHi peakuii. BBegeHHs
3MiH NPOTAroM 6-TW MICALIB Nic/1A 3aTBEPAXKEHHS.
500. | CUHAPEKC® | koHueHTpar ans AT YkpaiHa AT "®dapmak” YkpaiHa BHECEHHS 3MiH [0 peecTpavljiiiHuX maTepiasis: 3MiHu | 3a UA/20157/01/01
pO34uHy aons "papmak” TUMy - 3MiHM 3 AKOCTi. [OTOBWIA Nikapcbkuii 3aci6. peyenmom

iHpy3iii no 5 mn B
amnyni;

no 3 amnysnn Ne 1
(TiamiHy
rigpoxnopug, +
pvubochnasiH +
NipuAOKCUHY
rigpoxnopug) y
6nicTepi; no 3
amnynu Ne 2
(ackopbiHoBa
kucnota +
HiKOTUHaMmIfg +
rNtoko3a) y bnictepi;
no 2 6nictepu
amnyn Ne 1 ta no 2
6nictepy amnyn Ne

CuncTeMa KoHTelHep/3akynoptoBasibHUIA 3aci6. 3miHa
PO3Mipy ynakoBK/ roTOBOrO flikapCbKoro 3acoby (3miHa
KiNbKOCTi 0AVHMLG (Hanpukiag TabneTok, amnyn
TOLLO) B yNakoBLi:) - 3MiHa y Aiana3oHi 3aTBepAKEHNX
po3mipiB ynakoBkn. BBegeHHs A04aTKOBMX YMakoBOK,
6e3 3MiHN NepBMHHOTO NakyBasIbHOTO MaTepiasty, a
came: no 5 mn B amnyni; no 6 amnyn Ne 1 (TiamiHy
rigpoxnopuvg, + pubodnasiH + NipuAOKCUHY
rigpoxnopug) y 6nictepi Ta no 6 amnyn Ne 2
(ackopbiHoBa kucnoTa + HIKOTUHaMIg, + r1Ko3a) y
6nictepi; no 1 6nictepy amnyn Ne 1 Ta no 1 6nictepy
amnyn Ne 2 y nayui; no 5 mn B amnyni; no 6 amnyn Ne
1 (tiaminy rigpoxnopug + pnéodnasiH + NipuAoKCUHyY
rigpoxnopug) Ta no 6 amnyn Ne 2 (ackopb6iHoBa
KMcnoTa + HIKOTMHaMIA + rNoKo3a) y nauui i3
rogopoBaHUMM BKIagKaMun. 3MiHX BHECEHO B pPO34iN
"YnakoBka" B iHCTPYKLitO /189 MeANYHOro
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Ne Hassa Popma surnycky 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbKo20o | (nikapcbka hopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby YNaKkoBsKa) nocsioYeHHs1
2y nauui; 3aCcTOCyBaHHSA NikapCbKoro 3acoby y 3B'A3KY 3i 3MiHO
no 6 amnyn Ne 1 pO3Mipy ynakoBKu (3MiHa KifIbKOCTi OAVMHWLE B
(TiamiHy ynakoBLi) B Aiana3oHi 3aTBepAKeHNX PO3MIpIB.
rigpoxnopug + BBegeHHs 3MiH NpoTsArom 6-tm MicsLis nicns
pvubochnasiH + 3aTBEPKEHHS.
NipuAOKCUHY
rigpoxnopug) y
6nicTepi; no 6
amnyn Ne 2
(ackop6iHoBa
kucnota +
HiKOTUHamifg +
rntoko3a) y bnicrepi;
no 1 6nictepy
amnyn Ne 1 tano 1
6nictepy amnyn Ne 2
y nauui;
no 6 amnyn Ne 1
(Tiaminy
rigpoxnopug, +
pubodnasiH +
NipUAOKCUHY
rigpoxnopug) Ta no
6 amnyn Ne 2
(ackop6iHoBa
kucnota +
HiKOTUHamifg +
r1I0K03a) Y nauui i3
rogppoBaHnMmn
BKIagKamu
501. | CUH®DJIOPUK | cycneHsisa gns nakcoCmi Benuka nakcoCmiTKnsiiH Benbris BHECEHHS 3MiH 40 peecTpaviiHnx maTtepiasis: 3MiHn | 3a UA/15363/01/01
cm™ iH’ekwjit; no 1 gosi TKnsiiH BpuTaHis Bionogxikans C.A. TUny - 3MiHK 3 AkocTi. ADl. BupobHMLTBO. 3MiHK peyenmom
BAKUVHA (0,5 mn) cycneHaii Ekcnopt BMNPO6YBaHb ab0 AONYCTUMUX MEX Y NPOLeCi
Ana ONA iH'eKUii y Nimiten BMPO6HMLTBa API, L0 BCTAHOB/EHI y cneuudikavisx
MPO®INAKT nonepeaHL0 (BopaBaHHsA HOBOro BUNPOOYBaHHSA Ta AOMYCTUMMX
KN HarnoBHeHOMY Mex) - logaBaHHs BUNPOBYBaHHS Ha
MHEBMOKOK | cknsHomy wnpuui y BioHaBaHTaXeHHs (Ha TPUNTUHOBOMY COEBOMY arapi
OBOI KOMM/IEKTI 3 OJHIED (TSA) Ta Ha gekcTpo3Homy arapi Cabypo (SDA)) sk
IHOEKLLIT rosikoto abo 3 gsoma anbTepHaTMBHOIO TECTY Npy MixonepaviiHomy
(MONICAXAP | ronkamu Ta 6e3 KOHTPONI Nig Yac BUPOOHULITBA NPV NOAA/bLIOMY
NOHWNA ronok; 1 OYMLLEHHI NpaBLEeBOro aHaTokcuHy (TT) i npu
AHTUIEH) nonepegHL0 AepuBaTusauii 404aTKOBO OUYULLEHOIO NPaBLLEBOro
TA HamnoBHeHWIA LWnpwL, aHaTokcuHy (Further Purified Tetanus Toxoid-TTfp).
HETWUMOBAH | 3 rosnkoto abo gBoma 3MiHn | TUny - 3MiHn 3 akocTi. A®l. BUpobHMUTBO.
ol ronkamu, abo 6e3 3MiHM BMNPO6yBaHb abo A0NYCTUMUX MEX Y NPOLECi
FEMO®I/IbH rofioK y BMPO6HMLTBa API, L0 BCTAHOB/EHI y cneuudikavisx
Ol IHOEKLI, | iHavBigyanbHoMy (noaaBaHHA HOBOTO BUNPOGYBAHHA Ta A0MYyCTUMUX
KOH’'FOTOBA repmMeTmnyHo Mex) - [logaBaHHs HOBOrO TECTY MiXonepaLiiiHoro
HA, 3anakoBaHomy KOHTPO/TH0, L0 3aCTOCOBYETLCA Micns etany
AACOPBOBA | nnacTtMkoBoMmy 06'egHaHHA SEC (size exclusion chromatography), a
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n/n

Ha3ssa
JliKapcbK0O20
3acoby

Popma surnycky
(nikapcbka ¢hopma,
YNaKkoBsKa)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs

Homep
peecmpayiliHo2o
nocsio4yeHHs

HA

KOHTeliHepi; no 1
nnacTyKoBoMy
KOHTEliHepy y
KapTOHHIlA KOpo6L;
no 1 gosi (0,5 mn)
cycneHsii ansa
iH'eKLin y
nonepegHL0
HarnoBHEHOMY
CKNSAHOMY LUNPULY;
no 10 wnpwuyis 3 10
ronkamu abo 6e3
rof10K y
iHOVBIAYaNbHNX
repMeTnyHo
3anakoBaHux
NNacTUKOBUX
KOHTEliHepax y
KapTOHHIlA KOpo6L;
no 1 gosi (0,5 mn)
cycneHsii ansa
iH'eKLin y
MOHOZ,030BOMY
CKNAHOMY (p1aKOHi;
no 1, 10 a6o 100
h1aKkoHIB y
KapTOHHI Kopo6Lyj;
no 2 gosn (1 mn)
cycneHsii gns
iH'EKUi y
MYNbT,030BOMY
chnakoHi; no 100
hnakoHiB y
KapTOHHI KOpo6Li

came — 104aBaHHs BUNPOOYBaHHS Ha BU3HAYEHHS
BMicTy eHAOTOKCUHIB XPOMOT€HHUM KIHETUYHUM
MeToZ0M

502.

CIMBPUH3A
®

Kpanni o4Hi no 5 mn
y thnakoHax-
KpanesbHuusax; no 1
abo 3 chnakoHn y
KapTOHHIlA KOpooLi

HoBaprTic
dapma Al

LLiBefiuapis

AnKoH KyBpbop

Benbris

BHECEHHS 3MiH A0 peecTpaLiiiHux matepiasis: 3MiHu |
TMny - 3MiHK Woao 6e3nekn/edekTMBHOCTI Ta
thapmakoHarnsgy. 3miHa 4actoTu Ta/abo TepMiHiB
nofaHHs perynsipHo OHOB/IIOBAHMX 3BITIB 3 6e3neku
nikapcbknx 3acobiB. 3MiHM y 4acToTi Ta AaTax
nofaHHs perynsipHO OHOBJ/IKOBAHOTO 3BIiTY 3 6e3neku
[itova pepakuisi: NogaHHSA perynsipHo OHOB/TIOBAHOTO
3BiTy 3 6e3nekun 3 NepioAMYHICTIO BiANOBIAHO A0
Mopsaaky 3aiicHeHHsA dhapmakoHarnagy,
3aTBEPAKEHOro Haka3oM MiHicTepcTBa OXOPOHM
3[10poB’A YKpaiuu Big 27 rpyaHsa 2006 poky Ne 898 (y
pefakuii Hakaly MiHicTepcTBa OXOPOHU 340POB's
Ykpainu Big 26 BepecHs 2016 poky Ne 996).
MponoHoBaHa pefakuis: YactoTa nogaHHsA perynspHo
OHOB/OBAHOrO 3BiTY 3 6e3neku 5 pokis. KiHueBa gata
019 BKOYEeHHA aaHux Ao PO3B6 - 30.06.2027 p. data

3a
peyenmom

UA/15669/01/01
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Ne Hassa Popma surnycky 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbKo20o | (nikapcbka hopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby YNaKkoBsKa) nocsioYeHHs1
nogaHHs - 28.09.2027 p.
PekomeHA0BaHO A0 3aTBEPA)KEHHS BiAMOBIAHO A0
nepioANYHOCTI NOAaHHA PerynsapHO OHOBIOBAHUX
3BITIB 3 6e3nekn Nikapcbkmx 3acobiB y E€C.
503. | CIHO)XAPAI® | Tabnetku, BKpUTI BepiHrep HimeuunHa BMPOGHMLTBO, HimeuunHa/ BHECEHHS 3MiH A0 peecTpaLiiiHux matepiasis: 3MiHu | 3a UA/15724/01/01
nNiBKOBOIO IHrenbxai nepBuHHE Ta Ipeuis/ TUMy - 3MiHK 3 AKOCTi. FOTOBWIA Nikapcbkuii 3aci6. peyenmom
060/10HKOI0, 5 M BTOPVHHE PpaHuin/ 3MiHU Yy BUPOGHMLTBI. 3MiHU Y NpoLeci BUPO6HULTBA
mr/1000 mr; no 10 IHTepHeLw nakyBaHHs, CnonyJeHi rOTOBOrO J1ikapCbKOro 3acoby, BK/IOYakUM NPOMIKHWIA
TabneTtok B 6nicTepi; HN TM6X KOHTPO/b SIKOCTI, LWratn NPOAYKT, L0 3aCTOCOBYETLCA NPU BUPOOHULITBI
no 6 6nictepis y BUWMYCK Cepii: AmMepuKn rOTOBOrO /liKapCbKoro 3acoby (iHwWi 3miHun) - Ans
KapTOHHIA Kopoo6Li Bepinrep [o3yBaHHsA 12,5 mr/1000 mr: BBegeHHsA
IHrenbxainm anbTepHaTNBHOIO NakyBasIbHOTO MaTepiana ans

dapma M'vbX i Ko.
Kr, Himeuunna;
BMPOBHULTBO,
KOHTPO/b SAKOCTI
(3a BUHATKOM
TecTty
«MikpobionoriuHa
yncToTa),
nepBuHHE Ta
BTOPWHHE
nakyBaHHs,
BUNYCK cepil:
Bepinrep
IHrenbxanm
Xennac CuHrn
Mem6ep C.A.,
peuis; neperHHe
Ta BTOPUHHE
nakyBaHHs,
KOHTPO/b SIKOCTI,
BUNYCK cepil:
MATEOH
dPAHUIA,
PpaHuis;
BVMPOGHMLTBO
Tabnetok "in bulk”
Ta KOHTPO/Ib
akocTi: MaTeoH
MyepTto Puko. IHK.,
Cnonyueni WTatn
Amepuiku;
KOHTPO/b AKOCTI
(3a BUHATKOM
Tecty
"MikpobionoriyHa
yuctoTa"): A eHp,
Em WWTABTECT

Jlabop dyp

npoaykTty bulk, a came KoHTeliHepK 3 nonieTuneHy
BMCOKOI WinbHocTi (HDPE), Wwo BucteneHi
nosieTUIEHOBUM NakeToM, 3 HaZlaHHAM BiANOBIAHUX
AaHvx no ctabinbHocTi npoaykTy bulk ana 18 micauis.
AnbTepHaTVBHUIA NaKyBaslbHUIA MaTtepian He
KOHTaKTye 3 npoaykToM bulk. 3miHn | Trny - 3MiHK 3
AKOCTi. [OTOBWIA Nikapcbknit 3aci6. 3MiHN Y
BMPOBHULTBI. 3MiHM Y Npoueci BUPOOHULTBA FOTOBOMO
nikapcbKoro 3acoby, BKIOUaKUM NPOMiIXKHUIA MPOAYKT,
LLIO 3aCTOCOBYETLCS MNPV BUPOGHMLITBI FOTOBOrO
nikapcbKoro 3acoby (iHwi 3MiHN) - Ana 4o3yBaHHA 5
Mr/1000 mr: BBeieHHS1 albTepHaTUBHOIO
nakyBaslbHOrO MaTepiana ans npoaykty bulk, a came
KOHTeWHepu 3 NoslieTUeHy BUCOKOI LifIbHOCTI
(HDPE), o BUCTeNeHi nonieTUNeHOBMM NakeTomMm, 3
HafaHHAM BifgNoBIAHUX faHMX No cTabinbHOCTI
npoaykty bulk onsa 18 micAuiB. AnbTepHaTUBHNI
nakyBaslbHWI1 MaTepian He KOHTaKTye 3 MPOAYKTOM
bulk.
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n/n

Ha3ssa
JliKapcbK0O20
3acoby

Popma surnycky
(nikapcbka ¢hopma,
YNaKkoBsKa)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs

Homep
peecmpayiliHo2o
nocsio4yeHHs

AHaNITUK YH],
Crabinitatcnpydy
Hr TM6X ,
HimeuunHa,;
KOHTPO/Ib AKOCTI
npv JOCNIgKEHHI
CTabinbHOCTI (3a
BUHATKOM TecTy
"Mikpob6ionoriyHa
yucToTa'"):
EBpodpinc PACT
M6X, HimeuunHa.
anbTepHaTUBHa
nab6oparopia gns
KOHTPO/IO TecTy
"Mikpob6ionoriyHa
yucrora™ CIrc
IHCTUTYT
PpeseHiyc Mm6X,
Himeuuunna, Nabop
NC CE eHg Ko.
KI, HimeyunHa,
K oEWCIEc ENE,
peuis

504.

CIHAXAPAI®

TabneTkn, BKPUTI
N1iBKOBOIO
060/10HKOM, 12,5
Mr/1000 wmr; no 10
Tabnetok B 6nicTepi;
no 6 6nictepis y
KapTOHHI Kopobui

BepiHrep
IHrenbxai
M
IHTepHeLw
HN TM6X

HimeuunHa

BMPOGHMLTBO,
nepBuHHEe Ta
BTOPUHHE
nakyBaHHs,
KOHTPO/b SIKOCTI,
BUNYCK cepil:
Bepinrep
IHrenbxanm
dapma M'vb6X i Ko.
KI, HimeyunHa;
BMPOGHMLTBO,
KOHTPO/b AKOCTI
(3a BUHAATKOM
TecTty
«Mikpob6ionoriyHa
ynucToTar),
nepBuHHEe Ta
BTOPUHHE
nakyBaHHs,
BUWMYCK Cepii:
BepiHrep
IHrenbxanm
Xennac CuHrn
Mewm6ep C.A.,
pevis; nepBuHHe
Ta BTOPUHHE

HimeuunHa/
Ipeuis/
®paHuia/
CnonyJeHi
LWratn
AmepurKn

BHECEHHS 3MiH 0 peecTpaLiinHux matepiasnis: 3MiHu |
TUMy - 3MiHM 3 AKOCTi. [OTOBWIA Nikapcbkunii 3aci6.
3MiHM Y BUPOOHULTBI. 3MiHU Y MpoLeci BUpo6HMLTBA
roTOBOrO NiKapCbKOro 3acoby, BKAYAKYM MPOMDKHUN
MPOAYKT, L0 3aCTOCOBYETHCA NPU BUPOOHNLTBI
roTOBOro NikapcbKoro 3acoby (iHWwi 3MiHK) - Ans
[o3yBaHHsa 12,5 mr/1000 mr: BBeaeHHs
anbTepHaTUBHOIO NakyBasIbHOTO MaTepiana Ans
npoaykty bulk, a came KoHTeliHepy 3 NoNieTUIeHy
BWCOKOI LWinbHocTi (HDPE), wo Buctenexi
noslieTUIEHOBMM NakeToM, 3 HaJaHHAM BiAnNoBiAHUX
AaHux no ctabinbHocTi npoaykTy bulk gna 18 micauis.
AnbTepHaTVBHUIA NakyBasibHUIA MaTepian He
KOHTakTye 3 npogyktom bulk. 3miHu | TMnYy - 3MiHK 3
siKocTi. FoTOBMIA Nikapcbkuii 3aci6. 3MiHU y
BMPOOHULTBI. 3MiHW Y Npoueci BUPOOHNLTBA FOTOBOMO
nNikapcbKoro 3acoby, BKIOUaUy NPOMKHUIA MPOAYKT,
LL|0 3aCTOCOBYETLCA NPU BUPOGHULTBI FOTOBOrO
nikapcbkoro 3acoby (iHwi 3MiHN) - [1na 4o3yBaHHA 5
Mmr/1000 mr: BBefeHHs anbTepHaTVBHOMO
nakyBaslbHOro MaTepiana ans npoaykty bulk, a came
KOHTEWHepK 3 NosieTUeHy BUCOKOI LiSIbHOCTI
(HDPE), wwo BucTeneHi NonieT/ieHOBUM NakeToM, 3
HaJaHHAM BiANOBIAHWX AaHMX NO CTabiNbHOCTI
npoaykty bulk gnsa 18 micAuis. AnbTepHaTUBHMIA
nakyBa/IbHW MaTepias He KOHTaKTy€e 3 MPOAYKTOM

3a
peyermom

UA/15722/01/01
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n/n

Ha3ssa
JliKapcbK0O20
3acoby

Popma surnycky
(nikapcbka ¢hopma,
YNaKkoBsKa)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs

Homep
peecmpayiliHo2o
nocsio4yeHHs

nakyBaHHs,
KOHTPO/b SIKOCTI,
BUNYCK cepil:
MATEOH
dPAHLIA,
PpaHuis;
BVMPOGHULTBO
Tabnetok "in bulk"
Ta KOHTPO/b
akocTi: MaTeoH
MyepTto Puko. IHK.,
Cnonyueni Wratn
Amepuku;
KOHTPO/b AKOCTI
(3a BUHATKOM
Tecty
"MikpobionoriyHa
yuctoTa"): A eHpg,
Em WUTABTECT
Nabop dyp
AHaNITUK YHA,
Crabinitatcnpydy
Hr TM6X ,
HimeuunHa,
KOHTPOb AKOCTI
npuv AOCNISKEHHI
cTabinbHocTi (3a
BUHATKOM TecTy
"MikpobionoriyHa
yuctoTta"):
EBpodpinc PACT
M6X, HimeuyunHa.
anbTepHaTuBHa
nab6oparopia ana
KOHTPO/O TecTy
"Mikpob6ionoriyHa
yucrota™ Crc
IHCTUTYT
®peseHiyc MM6X,
HimeuunHa, Nlabop
NC CE eHg Ko.
KI, HimeuuunHa,
K oEiACIEc ENE,
peuist

bulk.

505.

CIHMETOH

TabneTtku, BKPUTI
06010HKO0, N0 750
mr; no 10 TabneTok
y 6nictepi; no 1 abo
no 3, a6o no 10
6nicTepiB y nayui 3

OPrAHO
CUH
NAN®GCA
€HCU3
(E® 3ET )

OAE

EBepTopaxeH
Naiidp CaeHcms
NimiTeq

IHais

BHECEHHS 3MiH 0 peecTpaLiiiHux matepiasis: 3MiHu |
TMny - 3MiHK WoAo 6e3nekn/edpeKkTNBHOCTI Ta
hapmakoHarnsgy. 3MiHU y KOpOTKili XapakTepucTuyj
NiKapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta iIHCTPYKLT
[ONs MeANYHOro 3acTocyBaHHS
reHepuyHMX/riopruaHnx/6ionodibHMX NiKkapCbKnX

3a
peyenmom

He
nionseae

UA/10667/01/02
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n/n

Ha3ssa
JliKapcbK0O20
3acoby

Popma surnycky
(nikapcbka ¢hopma,
YNaKkoBsKa)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs

Homep
peecmpayiliHo2o
nocsio4yeHHs

KapToHy

3ac06iB NicNs BHECEHHS TiEl caMoi 3MiHW Ha
pedepeHTHWIT MpenapaT (3MiHa He NoTpebye HadaHHsA
XOAHUX HOBUX J0AATKOBUX AaHWX) 3MiHU BHECEHi [0
IHCTPYKUiT N8 MEANYHOrO 3aCTOCYBaHHA NiKapCbKoro
3aco6y [0 po3ainis "B3aemMogis 3 iHWMMU NiKapCbKMM
3acobamu Ta iHWi BUAn B3aemogiii", "Oco61mMBOCTi
3acTocyBaHHA" , "3acTocyBaHHS y nepiog BariTHOCTI
abo rogysaHHs rpyaao”, "MepeposyBaHHs", "Mo6iYHI
peakuii" BignosigHO A0 iHdopMaLii pedepeHTHOro
nikapcbkoro 3acoby (Nabumetone Tablets 500mg).
BBefeHHs 3MiH NpoTArom 6-T1 MicALiB micns
3aTBepXEHHS. 3MiHY | Tuny - 3MiHK Woa0
6e3nekn/edekTnBHOCTI Ta thapmakoHarnsagy (iHLwi
3MiHM) 3MiHU BHECEeHI A0 IHCTPYKUiT 4519 MeaNYHOro
3aCTOCYyBaHHSA Nikapcbkoro 3acoby A0 po3ainy
"Mo6iuHi peakwji" BiANOBIgHO A0 MaTepianis
peecTpauiiHoro J0CbeE.
BBefeHHA 3MiH NPOTAroM 6-Tu MicALiB nicns
3aTBEPKEHHS

506.

CIHMETOH

TabneTku, BKpUTI
060/10HKO10, N0 500
mr; no 10 TabneTok
y 6nicTepi; no 1 abo
no 3, a6o no 10
6nicTepis y nauui 3
KapTOHY

OPrAHO
CUH
NAV®CA
€HCK3
(E® 3ET 1)

OAE

EBepToaxeH
Naiigp CaeHcus
Nimiten

IHais

BHECEHHS 3MiH A0 peecTpaLiiiHux matepiasis: 3MiHu |
TMny - 3MiHK Woao 6e3nekn/edekTMBHOCTI Ta
hapmakoHarnsgy. 3MiHM y KOpPOTKili XapakTepucTuuj
NiKapcbKoro 3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKLiT
AN MeAnYHOro 3acTocyBaHHA
reHepuyYHUX/ribpuaHMX/6ionoaibHMX NiKapCbKUX
3ac06iB Nic/1A BHECEHHSA TiEl camoi 3MiHN Ha
pedhepeHTHMIH Npenapar (3MiHa He NoTPebye HaAaHHSA
XXOAHUX HOBUX A0AaTKOBUX AaHUX) 3MiHW BHECEHI [0
IHCTPYKLiT 415 MEAMYHOrO 3aCTOCYyBaHHS NiKapCbKoro
3acoby A0 po3zinis "B3aemMogisa 3 iHLWIMMU NikapCbKMu
3acobamu Ta iHWi BUAn B3aemogiii", "Oco6amBocCTi
3acTocyBaHHsa" , "3acTocyBaHHS y nepiog, BariTHOCTI
a6o rogysaHHa rpyaar”, "MepenosysaHHa", "TOGIYHI
peakui" BiANOBIAHO A0 iHopMaLii pechepeHTHOro
nikapcbkoro 3acoby (Nabumetone Tablets 500mg).
BBefeHHA 3MiH NPOTAroM 6-Tu MicALiB nicns
3aTBepMKEHHS. 3MiHK | Tuny - 3MiHn Woao
6e3nekn/edeKTMBHOCTI Ta chapmakoHarnsgy (iHuwi
3MiHK) 3MiHW BHECEHI 10 IHCTPYKLUIT ANa MeanyHOoro
3acTOCyBaHHS MikapCbKOro 3acoby A0 po3ainy
"Mo6iyHi peakwyji" BigNOBigHO A0 MaTepianis
peecTpauiiHoro Aocbe.

BBefeHHs 3MiH NpoTArom 6-T1 MicAuiB nicns
3aTBEPAKEHHS

3a
peyenmom

He
nionsieae

UA/10667/01/01

507.

COJNAHTPA®

Kpem, 10 mr/r no 30
ry Ty6i; no 1 Ty6i B
KapTOHHIA KopoobLi

Fangepma
CA

LLiBeiiuapis

Bupo6bHnuTBO,
nakyBaHHs,
MapKyBaHHS,
BUNPOGYBaHHSA
KOHTPO/HO SIKOCTI,

PpaHuin

BHECEHHS 3MiH [JO peecTpaLiiiHix maTepianis: 3MiHu |
UMy - 3MiHY 3 AKOCTi. [OTOBWIA Nikapcbknin 3aci6.
KOHTpO/b rOTOBOr0 MikapcbKoro 3acoby (iHLWi 3MiHNM).
OHOB/EHHA BXe 3aTBEPMKEHNX METO/AIB KOHTPO/IO
SIKOCTi JIiKapCbKOro 3acoby, a came: BUKNaAEeHHS

3a
peyenmom

UA/16320/01/01
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Ne Hassa Popma surnycky 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbKo20o | (nikapcbka hopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby YNaKkoBsKa) nocsioYeHHs1
BUNPOBYBaHHSA TEKCTY [ilep>XaBHO MOBOHO 3riJHO Cy4acCHUX BUMOT.
cTabinbHOCTI Ta
BUWMYCK Cepiii:
NABOPATOPII
FTANOEPMA,
PpaHuis;
BunpobyBaHHs
CTabifIbHOCTi:
ANbBE[
MPOBAHC,
PpaHuis
508. | CTONAIAP Kancynu Teepai no BAT YropwumHa TOB «l'efeoH MonbLia BHECEHHS 3MiH 0 peecTpaLiiiHux matepiasnis: 3MiHu | 3a UA/14478/01/01
200 wmr; no 12 "l'epeoH PixTep Monblua», TMny - 3MiHK WoAo 6e3nekn/edpeKkTNBHOCTI Ta peyenmom
kancyn y 6nictepi; Pixtep" Monbwa thapmakoHarnsgy. BeegeHHs abo 3miHv Ao
no 1 6nictepy y (KOHTPO/Ib SIKOCTI, y3araslbHeHUX faHux Npo cuctemy chapmakoHarnsgy
KapTOHHIi ynakosLi [03BiN Ha BMMNYCK (BBEAEHHSA y3ara/IbHEHNX AaHUX MPO cucTemy
cepii; hapmakoHarnsgy, 3MiHa ynoBHOBaXeHOi 0cobu,
BUPOGHMLTBO BiANOBIAA/IbHOI 3a 34iiCHEHH:A hapMmakoHarnsay;
Hepo3cacoBaHOro KOHTaKTHOI 0co6YM 3 thapmakoHarnsagy 3asiBHuka anas
npoayKTy, 3piicHeHHs hapMakoHarnsgy B YkpaiHi, KO0 BOHA
nepBuHHA BiAMiHHa Bif, yNOBHOBaXXEHOT 0CO6M, BifNoBiganbHOI
yNakoBKa, 3a 34iicHeHHs hapmakoHarnsgy (Bkaoyarum
BTOpPMHHA KOHTaKTHI AaHi) Ta/abo 3MiHN Yy pO3MilLeHHi MacTep-
yrnakoBka) thaiina cuctemu chapmakoHarnsay) 3mMiHa KOHTaKTHUX
LaHNX YNOBHOBaXEHOT 0CO6M 3asBHUKA,
BiANOBIAaNbHOI 3a thapmakoHarnsg,. 3miHa
MicLie3HaxoMKeHHs MacTep-chaiina cuctemu
hapmakoHarnsgy. 3miHa Micusi 34iliCHEHHS1 OCHOBHOT
AOiSNbHOCTI 3 hapmakoHarasgy.
509. | CYMINAP Kancynu TBepai no 5 CaHpo3 CnoBeHis Bunyck cepiit: Nek CnoseHis/ BHECEHHS 3MiH 0 peecTpaLiiiHux matepiasis: 3MiHu | 3a UA/15319/01/01
Mr/5 Mr, o 7 kancyn dapmacb PapmaueBTMYHa Monbwa TMny - 3MiHK 3 AkocTi. CepTudikart BignosigHocTI/IE- peyenmom
TBEpAMX y bnicTepi; oTiKa3 KoMnaHisa 4.4., cepTudikaT BignoBigHOCTI EBponeichbkiii
no 4 6nictepu y o.4. CnoseHis; hapmakonei/moHorpadii. NMogaHHsa HoBoro abo

KapTOHHI KopoobLi

Brpo6HMUTBO in
bulk, TecTyBaHHs,
nepBuHHe Ta
BTOPVHHE
nakyBaHHs:
Apavepg ®apma
C.A., MonbLua,;
TecTyBaHHsA:
Apavepg ®apma
C.A,, Monbwa

OHOBJ/IEHOrO cepTudikaTta BifnoBsigHOCTIi abo
BW/TyYEHHS cepTudpikaTa BignoBiAHOCTI EBpoNeiChKii
thapmakonei: gna A®l; ans BUxigHOro
marepiany/peareHTy/npomMiKHOro NPoAYyKTY, Lo
BMKOPWCTOBYIOTbCS Y BUPO6HUUTBI ADI; ans
[onomMikHOT pevosuHu (ME-cepTucpikat BignosigHOCTI
€Bponeiicbkiii hapmakonei gns A®l/BuxigHoro
matepiany/peareHTy/npomMiKHOro NpoaykTy abo
[0MOMIXHOT peyoBUHK) - HoBui cepTudikaT ans
BUXIAHOTO MaTepiany/peareHTy/MpoOMIKHOr0 NPOAYKTY
ab0 [ONOMDKHOI PeHOBUHM Bifi HOBOrO abo Bxe
3aTBEepAKEHOro BMpoGHYKa - MogaHHs Hosoro ME-
cepTudikaTa BignoBigHOCTI €EBpoNechbkiii
hapmakonei Ne R1-CEP 2000-045 - Rev 04 ans
XenatuHy Big Bupo6Hrka TESSENDERLO GROUP
N.V. BBeeHHs 3MiH NpoTArom 6-Tu Micsiis nicns
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Ne Hassa Popma surnycky 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbKo20o | (nikapcbka hopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby YNaKkoBsKa) nocsioYeHHs1
3aTBEPAKEHHS. 3MiHM | TUNY - 3MiHM 3 SKOCTI.

CepTtudpikaT BignosigHocTi/l E-cepTudikart
BiANOBIAHOCTI EBponeiickbkili hapmakonei/MoHorpadii.
MopaHHA HOBOro abo OHOBNEHOTO cepTudikaTa
BIANOBIAHOCTI ab0 BUyYeHHs cepTudikata
BiANoBigHOCTI EBponeiickkili hapmakonei: ans Adl;
A5 BUXIAHOrO MaTepiasy/peareHTy/npoMiXXHOro
NPOAYKTY, O BUKOPUCTOBYHOTLCS Y BUPOOHNLTBI AdI;
ONs LONOMIXHOI peyoBuHu (CE-cepTudikat
BiNOBIgHOCTI €Bponelickkili hapmakonei ans
A®l/BuxigHoro matepiasy/peareHTy/npoMiKHOro
npoAykTy abo [ONOMiXHOI pevyoBuHK) - HoBuiA
cepTtudikaT 415 BUXigHOro
marepiany/peareHTy/npoMikHOro NpoaykTy abo
[0MOMDKHOT peYOBMHM Bif, HOBOTO a60 BXe
3aTBEPAKEHOr0 BUPOOHUKA - MogaHHa Hosoro ME-
cepTudpikaTa BignNoBiAHOCTI EBPONEChKIl
thapmakonei Ne R1-CEP 2010-043 - Rev 00 gns
xenatuHy Big BUpo6Hrka ROUSSELOT. BeefeHHs
3MiH NPOTAroM 6-TW MiCALB NicNs 3aTBEPKEHHS.
3MiHu | TUNY - 3MiHKM 3 akocTi. CepTudikaT
BignosigHocTi/lE-cepTudikar BignosigHoOCTI
€Bponelicbkin hapmakonei/moHorpadii. NMogaHHA
HOBOro abo OHOB/IEHOro cepTudpikata BiANoOBIAHOCTI
abo BuNy4YeHHs cepTudpikarta BignoBigHOCTI
€Bponeiicbkinn hapmakonei: ana A®l; ans BuxigHoro
mMaTtepiany/peareHTy/nMpoMbKHOIo NPOAYKTY, WO
BMKOPUCTOBYIOTbCA Y BUPOOHULTBI ADI; ans
[onomixHoi peyoBuHuM (FE-cepTudikar BignosigHOCTI
€Bponeiickkili hapmakonei gns A®l/BuxigHoro
marepiany/peareHTy/npomMikHOro nNpoaykTy abo
[OO0MOMDKXHOT peyoBuHY) - HoBwi cepTudikaT ans
BUXIAHOrO MaTepiany/peareHTy/npoMiKHOro NpoayKTy
a60 [40NOMDKHOT pevyoBMHM Bif, HOBOro abo Bxe
3aTBEpAKEHOr0 BUpObHUKa - MNogaHHs Hosoro ME-
cepTudikaTa BifgnoBiaHOCTIi EBpONEiiChKilt
thapmakonei Ne R1-CEP 2001-424 - Rev 03 gns
XenaTvHy Big Bupo6Huka GELITA Group. BeegeHHs
3MiH NPOTArom 6-Tu MiCALIB MiCNa 3aTBEPIXEHHS -
3Minn | TUnYy - 3MiHn 3 axkocTi. CepTudikar
BignosigHocTi/l E-cepTudikar BignosigHOCTI
€Bponelicbkiin hapmakonei/moHorpadii. NMogaHHSA
HOBOro abo OHOB/IEHOTO cepTudikarta BifnoBigHOCTI
abo Buny4yeHHs cepTudikarta BignoBigHOCTI
€Bponeiicbkili hapmakonei: ana A®l; ans BuxigHoro
marepiany/peareHTy/npomMiKHOro NPoAyKTY, Lo
BUKOPWCTOBYIOTBLCS y BUPOOHNLTBI ADI; ans
[onoMikHoT pevosuHK (ME-cepTtudpikat BignosigHoCTI
€Bponeiicbkiii hapmakonei ana Ad|/BuxigHoro

mMaTtepiany/peareHTy/npoMiKHOIo NPOAYKTY abo
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Ne Hassa Popma surnycky 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbKo20o | (nikapcbka hopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby YNaKkoBsKa) nocsioYeHHs1

[OMOMiXHOI peqoBWHM) - HoBWiA cepTudikar ans
BMXifHOro martepiany/peareHTy/npoMiKHOTO NMPOAYKTY
ab0 [0NOMDKHOT pevyoBUHM Bif, HOBOro abo Bxe
3aTBEPAKEHOr0 BUPOOHUKA - MNMogaHHa Hosoro IME-
cepTudpikaTa BignNoBiAHOCTI EBPONEChKIl
thapmakonei Ne R1-CEP 2000-029 - Rev 05 ans
xenatuHy Big Bupo6Hrka ROUSSELOT. BeefeHHs
3MiH NPOTAroM 6-TW MIiCALB NicNs 3aTBEpPKEHHS.
3MiHM | TUNYy - 3MiHKM 3 akocTi. CepTudikaT
BignosigHocTi/lE-cepTudikar BignosigHoOCTI
€Bponelicbkin hapmakonei/moHorpadii. NMogaHHA
HOBOro abo OHOB/IEHOro cepTudpikata BiANoOBIAHOCTI
abo BuNy4YeHHs cepTudikarta BignoBigHOCTI
€Bponeiicbkin hapmakonei: ana A®l; ans BuxigHoro
mMaTtepiany/peareHTy/nMpoMbKHOro NPOAYKTY, WO
BMKOPUCTOBYIOTbCA Y BUPOOHULTBI ADl; ans
[onomixHoi peyoBuHuM (FE-cepTudikar BignosigHOCTI
€Bponeiickkili hapmakonei gns A®l/BuxigHoro
marepiany/peareHTy/npomMikHOro nNpoaykTy abo
[O0MNOMDKHOT peyoBrHM) - OHOBNEHWI cepTuddikaT Big,
BXe 3aTBepAKeHOro BUpobHyKa - MNogaHHs
oHoBrieHoro ME-cepTudikata BifnNoBIAHOCTI
€poneiicbkili hapmakonei Ne R1-CEP 2005-217 -
Rev 02 (3aTBepmkeHo: R1-CEP 2005-217) ans
XenatuHy Bif BupobHuka Nitta Gelatin Inc. BBegeHHs
3MiH NPOTArom 6-Tu MICALIB NiCNA 3aTBEPAKEHHS -
3MiHM | TUNYy - 3MiHKM 3 akocTi. CepTudikaT
BignosigHocTi/lE-cepTudikar BignosigHoOCTI
€Bponelicbkin hapmakonei/moHorpadii. NMogaHHA
HOBOro abo OHOB/IEHOro cepTudpikata BiaNoOBIAHOCTI
abo BuNy4YeHHs cepTudikarta BignoBigHOCTI
€Bponeiicbkin hapmakonei: ana A®l; ans BuxigHoro
mMaTtepiany/peareHTy/nMpoMbKHOIo NPOAYKTY, WO
BMKOPUCTOBYIOTbCA Y BUPOOHULTBI ADl; ans
[onomikHoi peyoBuHuM (FE-cepTudikar BignosigHOCTI
€Bponeiickkili hapmakonei gns A®l/BuxigHoro
marepiany/peareHTy/npomMikHOro nNpoaykTy abo
[OMNOMDKXHOT peqoBuHM) - OHOBNEHWI cepTuddikaT Big,
BXe 3aTBepAKeHOro BUpobHyKa - MNogaHHs
oHoBrieHoro ME-cepTudikata BifnoBiAHOCTI
€poneiicbkili hapmakonei Ne R1-CEP 2001-211 -
Rev 01 ansa xenaTvHy Big BUpo6Huka STERLING
BIOTECH LIMITED. BBeeHHS 3MiH NpOTArom 6-Tu
MiCALIB MiCNA 3aTBEPPKEHHS - 3MiHM | TUny - 3MiHKW 3
aKocTi. CepTudpikat BignosigHocTi/lE-cepTudikat

BiANOBIAHOCTI €Bponelickkili hapmakonei/MoHorpadii.

MoaaHHA HOBOro abo OHOBMEHOroO cepTudikata
BiANOBIAHOCTI ab0 BUTYyYEHHS cepTudikata
BifnoBigHocCTI €Bponelickkili hapmakonei: ana Adl;
0151 BUXIAHOTO MaTepiasy/peareHTy/npoMixXHOro
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n/n

Ha3ssa
JliKapcbK0O20
3acoby

Popma surnycky
(nikapcbka ¢hopma,
YNaKkoBsKa)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs

Homep
peecmpayiliHo2o
nocsio4yeHHs

NPOAYKTY, L0 BUKOPUCTOBYIOTLCA Y BUPOGHULTBI AdI;
Ans gonomikHoi peyosuHu (CE-cepTudikar
BiANOBIAHOCTI EBponeiickkili hapmakonei ans
Adl/BuxigHoro matepiasy/peareHTy/npoMiXXHOro
npoaykTy abo AONOMIXHOT peyoBUHM) - OHOBAEHWIA
cepTuguikart Bif BXe 3aTBEP)KEHOro BUPOOHMKA -
MopaHHA oHoBreHoro ME-cepTudikata BignoBigHOCTI
€poneiicbkili hapmakonei Ne R1-CEP 2000-344 -
Rev 03 (3aTBepmxeHo: R1-CEP 2000-344) ans

xenatuHy Big Bupo6Huka NITTA GELATIN INDIA LTD.

BBefeHHs 3MiH NpoTArom 6-T1 MicALiB micns
3aTBEPXKEHHS - 3MiHU | TUNY - 3MiHK 3 AKOCTI.
CeprtudpikaT BignosigHocTi/l E-cepTudikar
BiANOBIAHOCTI EBponeiickbkii hapmakonei/MmoHorpadii.
MogaHHA HoBOro abo OHOB/IEHOTO cepTudikaTa
BIANOBIAHOCTI ab0 BUNYyYEHHS cepTudikara
BiANOBIAHOCTI €Bponeiickkili hapmakonei: gna Adl;
[ONs BUXIQHOTO MaTepiany/peareHTy/npoMixXHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTLCA Y BUPOGHULTBI AdI;
Ansa gonomikHoi peyosuHy (FE-cepTudikar
BiANOBIAHOCTI EBponeiickkili hapmakonei ans
Adl/BuxigHoro matepiasy/peareHTy/npoMiXXHOro
npoaykTy abo AONOMIXHOT pevOBUHN) - BunyueHHs
cepTudikaTiB (Y BUNaAKy HasBHOCTI My/IbTUNIETHOrO
ceptucbikata Ha matepian) - Bunyuenns 'e-
cepTudikaTis Bi4NOBIAHOCTI EBpPONENCHKIN
thapmakonei ans xenatuHy Ne R1-CEP 2000-027 Big,
Rousselot SAS, Ne R1-CEP 2002-110 Big PB Gelatins,
Ne R1-CEP 2004-022 Big PB Leiner, Ne R1-CEP 2003-
172 Big, GELITA Group, Ne R1-CEP 2004-247 Ta R1-
CEP 2004-320 Big Nitta Gelatin.

510.

CYMINAP

Kancynu TBepgi no
10 mr/10 mr, no 7
Kancyn TBepaux y
6nicTepi; no 4
6nictepu y
KapTOHHI Kopoobui

CaHpo3
dapmacb
oTikan3
Aa.4.

CnoBeHisi

Bunyck cepiii: Nlek
PapmaueBTMYHa
KOMnaHis 4.4.,
CnoBeHis;
Bupo6bHMuTBO in
bulk, TecTyBaHHs,
nepBuHHe Ta
BTOPWHHE
nakyBaHHs:
Apavep ®apma
C.A., MonbLua;
TecTyBaHHS:
Apavep ®apma
C.A,, MonbLwa

CnogeHisi/
MonbLa

BHECEHHS 3MiH A0 peecTpaLiiiHux matepiasis: 3MiHu |
TMny - 3MiHK 3 AkocTi. CepTudikat BignosigHocTI/IE-
cepTugikaT BiANOBIAHOCTI EBpONEnchbKil
thapmakonei/moHorpadii. NogaHHs HoBOro abo
OHOB/IEHOTO cepTudikaTa BifnoBigHOCTI a60
BW/TyYEHHS cepTuddikaTa BignoBiAHOCTI EBpONeNChKii
thapmakonei: ana Ad®l; ons BuxigHoro
mMaTtepiany/peareHTy/NpoMbKHOIo NPOAYKTY, Lo
BMKOPWCTOBYIOTbCA Y BUPOOHULTBI ADl; ans
[onomixHoi peyoBuHM (FE-cepTudikar BignosigHoCTI
€Bponeiicbkili hapmakonei gns A®l/BuxigHoro
marepiany/peareHTy/npomMikHOro nNpoaykTy abo
[O0MOMIXHOT peyoBrHK) - HoBwui cepTudikaT ans
BUXIAHOIO MaTepiany/peareHTy/NpoMiKHOro NpoayKTy
a60 [4ONOMDKHOT PeYOBMHM Bif, HOBOro abo Bxe
3aTBEpAKEHOro BUpobHuKa - MNogaHHa Hosoro ME-
cepTudpikaTa BignoBiaHOCTI EBpONEiiChKilt
thapmakonei Ne R1-CEP 2000-045 - Rev 04 gns
XenatuHy Big Bupo6Huka TESSENDERLO GROUP

3a
peyenmom

UA/15319/01/02
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Ne Hassa Popma surnycky 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbKo20o | (nikapcbka hopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby YNaKkoBsKa) nocsioYeHHs1
N.V. BBefieHHs 3MiH NpoTArom 6-Tu micsuis nicns

3aTBEpKEHHSA. 3MiHM | TNy - 3MiHU 3 AKOCTI.
CepTudpikat BignosigHocTi/lE-cepTudpikart
BiANOBIgHOCTI €Bponelickkili hapmakonei/MoHorpadii.
MoaaHHA HOBOro abo OHOBMEHOro cepTudikaTa
BiANOBIAHOCTI ab0 BUTyYEHHS cepTudikata
BifnoBigHocTi €Bponelickkili hapmakonei: ana Adl;
015 BUXIQHOTO MaTepiasty/peareHTy/mpoMiXKHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTLCA Y BUPOGHULTBI A,
Ana gonomikHoi peyosuHu (FE-cepTudikar
BiANOBIAHOCTI EBponeiickkili hapmakonei ans
Adl/BuxigHoro matepiany/peareHTy/npomMixXHOro
npoaykTy abo foNOMIKHOI peyoBuHK) - HoBuii
cepTtudikaT A5 BUXiZHOTo
matepiany/peareHTy/npoMKHOIo NPoAyKTy abo
[0MNOMDKHOT peYOBMHY Bif HOBOTO abo BXe
3aTBEpAKEHOro BUpobHUKa - MNogaHHs Hosoro ME-
cepTudikaTa BifgnoBiaHOCTIi EBpONEiiChKilt
thapmakonei Ne R1-CEP 2010-043 - Rev 00 gns
XenatuHy Big BupobHuka ROUSSELOT. BeegeHHs
3MiH NPOTAroM 6-Tu MICALIB NiC/A 3aTBEPAXEHHS.
3Minn | TUnYy - 3MiHn 3 axkocTi. CepTudpikar
BignosigHocTi/l E-cepTudikar BignosigHOCTI
€Bponelicbkiin hapmakonei/moHorpadii. NMogaHHSA
HOBOro abo OHOB/IEHOTO cepTudikarta BifnoBigHOCTI
abo Buny4yeHHs cepTudikarta BignoBigHOCTI
€Bponeiicbkili hapmakonei: ana A®l; ans BuxigHoro
marepiany/peareHTy/npomMiKHOro NPoAyKTY, Lo
BUKOPWCTOBYIOTBLCS y BUPOOHNLTBI ADI; ans
[onoMikHoT pevosuHK (ME-cepTtucpikat BignosigHOCTI
€Bponeiicbkiii hapmakonei ana Ad|/BuxigHoro
marepiany/peareHTy/npomMikHOro NpoaykTy abo
[0MOMIXHOT peyoBUHK) - HoBwuii cepTudikaT ans
BUXIAHOTO MaTepiany/peareHTy/MpoOMIKHOro NpoayKTy
ab0 [ONOMIXHOT peYOBMHM Bif HOBOTO abo Bxe
3aTBepAKeHOro BMpo6HuKa - MogaHHsA Hosoro ME-
cepTudpikaTa BignoBigHOCTI EBpoNeiichkiit
thapmakonei Ne R1-CEP 2001-424 - Rev 03 gns
XenatuHy Bif Bupo6Huka GELITA Group. BeegeHHs
3MiH NPOTAroM 6-Tu MiCALB NiCNA 3aTBEPMKEHHS -
3miHu | TUny - 3MiHn 3 akocTi. CepTudikar
BignosigHOCTI/IE-cepTudcpikar BignosigHOCTI
€sponeiicbkiii hapmakonei/moHorpadii. MoaaHHs
HOBOro abo OHOB/IEHOTO cepTudlikaTa BifnoBigHOCTI
ab60 BUy4YeHHs cepTudpikarta BigNoBiAHOCTI
€Bponeiicbkiii hapmakonei: ans A®I; ana BuXigHOro
mMarepiany/peareHTy/npomMiKHOro NMPOAYKTY, L0
BVKOPUCTOBYHOTbCA Y BUPOOHULTBI APIl; Ans
[onomikHoi peyosuHu (FE-cepTudikar BignosigHoOCTI

€Bponeiickkiin dhapmakonei ans APl/BuxigHoro
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Ne Hassa Popma surnycky 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbKo20o | (nikapcbka hopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby YNaKkoBsKa) nocsioYeHHs1

marepiany/peareHTy/npomMikHOro nNpoaykTy abo
[O0MOMIXHOT peyoBuHM) - HoBwui cepTudikaT ans
BUXIAHOIO MaTepiany/peareHTy/npoMiKHOro NpoayKTy
a60 [4ONOMDKHOT pevyoBMHM Bif, HOBOro abo Bxe
3aTBEpAKEHOr0 BUpObHUKa - MNogaHHs Hosoro ME-
cepTudikaTa BifgnoBiaHOCTIi EBpONEiChKilt
thapmakonei Ne R1-CEP 2000-029 - Rev 05 gns
Xenatuny Bif BupobHuka ROUSSELOT. BeegeHHs
3MiH NPOTAroM 6-TW MICALIB NiC/A 3aTBEPAXEHHS.
3Minn | TUNYy - 3MiHn 3 akocTi. CepTudikar
BignosigHocTi/l E-cepTudikar BignosigHOCTI
€Bponelicbkiin hapmakonei/MoHorpadii. NMogaHHA
HOBOro abo OHOB/EHOTO cepTudlikarta BifnoBigHOCTI
abo Buny4yeHHs cepTudikarta BignoBigHOCTI
€Bponeiicbkit hapmakonei: ana A®l; ans BuxigHoro
marepiany/peareHTy/npomMiKHOro NPoAyKTY, Lo
BUKOPWCTOBYIOTBLCS Y BUPOOHNLTBI ADI; ans
[onoMikHOT pevosuHK (ME-cepTtucpikat BignosigHoCTI
€Bponeiicbkiii hapmakonei ana AdI/BuxigHoro
marepiany/peareHTy/npomMikHOro NpoaykTy abo
[0MNOMIXHOT peyoBUHK) - OHOBNEHWI cepTudikaT Bif,
BXE 3aTBepKeHOro BUpobHuKa - MNogaHHA
oHoBrieHoro ME-cepTudpikaTa BignoBigHOCTI
€Bponeiickkili hapmakonei Ne R1-CEP 2005-217 -
Rev 02 (3atBepmxeHo: R1-CEP 2005-217) gns
enaTuHy Big, Bupo6Huka Nitta Gelatin Inc. BBegeHHs
3MiH NPOTArom 6-Tu MiCALIB MiCNa 3aTBEPOXEHHS -
3Minn | TUNYy - 3MiHn 3 akocTi. CepTudikar
BignosigHocTi/l E-cepTudikar BignosigHOCTI
€Bponelicbkiin hapmakonei/MmoHorpadii. NMogaHHSA
HOBOro abo OHOB/EHOTO cepTudlikarta BifnoBigHOCTI
abo BunyyeHHs cepTudikarta BignoBigHOCTI
€Bponeiicbkilt hapmakonei: ana A®l; ans BuxigHoro
marepiany/peareHTy/npomMiKHOro NPoAyKTY, Lo
BUKOPWCTOBYIOTLCS y BUPOOHNLTBI ADI; ans
[onoMikHOT pevosuHK (ME-cepTtucpikat BignosigHoCTI
€Bponeiicbkiii hapmakonei ana Ad1/BuxigHoro
marepiany/peareHTy/npomMikHOro NpoaykTy abo
[0MNOMIXHOT peyoBUHK) - OHOBNEHWI cepTudikaT Big,
BXE 3aTBepKeHOro BUpobHuMKa - MNogaHHA
oHoBrieHoro ME-cepTudpikaTa BignoBigHOCTI
€Bponeiickkili hapmakonei Ne R1-CEP 2001-211 -
Rev 01 ans xenatuHy Big BupobHnka STERLING
BIOTECH LIMITED. BBeaeHHS 3MiH NpOTArom 6-Tu
MicALiB Micnsa 3aTBEPMKEHHS - 3MiHW | TUny - 3MiHK 3
akocTi. CepTtudpikat BignosigHocTi/l E-cepTudikar

BiANOBIAHOCTI EBponeiickbki hapmakonei/MmoHorpadii.

MoaaHHA HoBOro abo OHOBMIEHOTO cepTudikaTa
BIANOBIAHOCTI ab0 BUNYyYeHHS cepTudikara
BigNoBigHOCTI €Bponelicbkivi chapmakonei: s Adl;
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n/n

Ha3ssa
JliKapcbK0O20
3acoby

Popma surnycky
(nikapcbka ¢hopma,
YNaKkoBsKa)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs

Homep
peecmpayiliHo2o
nocsio4yeHHs

A5 BUXIAHOrO MaTepiasy/peareHTy/npoMiXXHOro
NPOAYKTY, WO BUKOPUCTOBYHOTLCS Y BUPOOHNLTBI AdI;
ONs LONOMIXHOI peyoBuHu (CE-cepTudikat
BiANOBIgHOCTI €Bponelickkili hapmakonei ans
A®l/BuxigHoro matepiasy/peareHTy/npoMiXKHOro
npoaykTy abo AONOMIXHOT peyoBUHN) - OHOBIEHNA
cepTudikaT Bif, BXe 3aTBEPAKEHOro BUPOGHMKA -
MopaHHA oHoBrieHoro ME-cepTudpikata BignoBigHOCTI
€Bponeiickkili hapmakonei Ne R1-CEP 2000-344 -
Rev 03 (3aTBepmxeHo: R1-CEP 2000-344) ans

xenatuHy Big, Bupo6bHuka NITTA GELATIN INDIA LTD.

BBefeHHA 3MiH NPOTAroM 6-Tu MicALiB nicns
3aTBEPAKEHHS - 3MiHU | TUNY - 3MiHK 3 AKOCTI.
CeptudpikaT BignosigHocTi/l E-cepTudikart
BiANOBIAHOCTI EBponeiickbkili hapmakonei/MoHorpadii.
MopaHHA HOBOro abo OHOBNEHOTO cepTudikaTa
BiANOBIAHOCTI ab0 BUyYeHHs cepTudikata
BiANoBigHOCTI EBponeiickkili hapmakonei: ans Adl;
A5 BUXIAHOrO MaTepiasy/peareHTy/npoMiXXHOro
NPOAYKTY, WO BUKOPUCTOBYHOTLCS Y BUPOOHNLTBI AdI;
ONs LONOMIXHOI peyoBuHu (CE-cepTudikat
BiANOBIgHOCTI €Bponelickkili hapmakonei ans
A®l/BuxigHoro matepiasy/peareHTy/npoMiXKHOro
npoAaykTy abo A0NOMDKHOT peqyoBUHN) - BunyyeHHs
ceptudikaTis (y BUNagky HasBHOCTI MyNbTUNETHOrO
cepTtudikata Ha matepian) - BunyueHns INe-
cepTudikaTis BigNoBiAHOCTI EBpoNeichKiii
thapmakonei ans xenatnHy Ne R1-CEP 2000-027 Big,
Rousselot SAS, Ne R1-CEP 2002-110 Big PB Gelatins,
Ne R1-CEP 2004-022 Big PB Leiner, Ne R1-CEP 2003-
172 Big, GELITA Group, Ne R1-CEP 2004-247 T1a R1-
CEP 2004-320 Big, Nitta Gelatin.

511.

TAMICTEP

kancynu TBepai; no
30 a6o no 90 kancyn
y donakoHi; no 1
donakoHy B
KapTOHHI Kopoobui

MicTpan
Kenitan
MeHexm
eHT
Nimiten

AHrnis

Brvpo6HMuTBO
MPOMiXHOro
NPOAYKTY,
roToBOro
niKapcbKoro
3acoby,
nakyBaHHs1,
KOHTPO/b SKOCTI,
BUWMYCK Cepii:
NABOPATOPIOC
NNEOH ®APMA
C.A., IcnaHis;
Brvpo6HMuTBO
MPOMiXHOro
NPOAYKTY:
3eHTiBa C.A.,
PymyHis;
AnbTepHaTnBHe

IcnaHis

BHECEHHS 3MiH 10 peecTpaLiiiHix MmaTepianis: 3MiHu |
UMy - 3MiHY 3 AKOCTi. FOTOBWIA Nikapcbkuii 3aci6.
3MiHM y BUpO6GHMLTBI. 3amiHa abo BBeAEHHS
[04aTKOBOT AiNIbHULI BUPOBHULITBA [/151 YaCTUHU abo
BCbOr0 BMPOGHWYOTO MPOLECY rOTOBOrO NiKaPCbKOro
3aco6y (AinbHMLSA, Ha ki NPoBOAATLCA By Ab-SKi
BMPOGHUUI CTagji, 3a BUHATKOM BUMYCKY Cepii,
KOHTPO/I0 AKOCTi, NEPBUHHOIO Ta BTOPUHHOIO
nakyBaHHs, /19 HECTEPUTbHUX NiKapCbKMX 3acobiB).
[ofaBaHHA AiNbHULI BUPOBHULITBA NPOMIXHOM0O
NpoAyKTY TaMCy/I031HY Tigpoxnopuay nenetu
Na6opatopioc NikoHca, C.A, IcnaHis.;
3MiHu | TUnNy - 3MiHK 3 AkocTi. CepTudpikat
BignosigHocTi/lE-cepTudikar BignosigHOCTI
€Bponelicbkin hapmakonei/moHorpadii. NMogaHHSA
HOBOro abo OHOB/IEHOro cepTudpikata BiANOBIAHOCTI
abo BunyyeHHs cepTudpikarta BignoBigHOCTI
€Bponeiicbkii hapmakonei: ans A®l; Ans BMXigHoro

3a
peyenmom

UA/18497/01/01
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Ne Hassa Popma surnycky 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbKo20o | (nikapcbka hopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby YNaKkoBsKa) nocsioYeHHs1
BTOPUHHE mMaTtepiany/peareHTy/NpoMbKHOIo NPOAYKTY, WO
nakyBaHHS: BUKOPWCTOBYIOTBLCS Y BUPOOHNLTBI ADI; ans
ATAIC ®APMA, [0NOMDKHOT peqyoBuHK (cepTudpikat BignoBigHOCTI
C.N1., IcnaHis; €Bponeiicbkili hapmakonei) - HoBwii cepTudikar Big,
AnbTepHaTvBHE HOBOrO BMPO6HMKa (3amiHa abo JONOBHEHHS);
BTOPVHHE MopaHHA HOBOrO cepTudikaTy BignosigHocTi EP RO-
nakyBaHHS: CEP 2019-004-Rev 03 Bupo6Huka Quimica Sintetica
MAHAHTIAN S.A. pns A®| Tamcyno3viHy rigpoxsiopuay.
IHTEIPA C.J1.10., 3MiHU | TUny - 3MiHK 3 AKOCTi. [OTOBWIA NikapcbKuii
Icnanis; 3aci6. 3MiHV Yy BUPOOHULITBI. 3MiHW Y NpoLeci
AnbTepHaTMBHE BMPOGHMLITBA FOTOBOrO /1iKapPCbKOro 3acoby,
nepBuHHE Ta BK/THOHAI0UM NPOMIXHWIA NPOAYKT, L0 3aCTOCOBYETLCA
BTOPVHHE npv BUPOBHULITBI FOTOBOTO J1iKApCLKOro 3acoby
nakyBaHHs: (He3HauHa 3miHa y mpoueci BUpobHuyTBa); HesHauHa
NABOPATOPIOC 3MiHa y npoLeci BUpo6bHULTBA, a came: npoLec
NIKOHCA C.A,, BMPOGHULITBA rpaHyn Tamcy103viHY BUPOOHNKOM
Icnanis; Na6opaTtopioc flikoHca C.A., IcnaHis BkIovae
Brpo6HMuTBO afanTauito cuT, ki BUKOPUCTOBYIOTLCA Nif, yac
NPOMIXXHOro NPOCilOBaHHA (415 BUAASIEHHS arioMeparis Ta
NpoAyKTY: OpPiBHMX YaCTMHOK) MicnsA eTany 3malllyBaHHs. Takox,
NNTABOPATOPIOC TeXHiYHe BunpaB/ieHHs B p.3.2.P.3.4 (BunpasieHHs
NIKOHCA C.A,, ApyKapcbkoi NoMuUkv B cneuyudikauii BisyasbHOro
Icnanis KoHTposito IPC). 3MiHu | Tuny - 3MiHM 3 AKOCTI.

CepTudpikat BignosigHocTi/lE-cepTudpikart
BiNOBIAHOCTI €Bponelickkili hapmakonei/MoHorpadii.
MoaaHHA HOBOro abo OHOBMEHOroO cepTudikaTa
BiANOBIAHOCTI ab0 BUyYEHHS cepTudikata
BifnoBigHocCTI €Bponelickkili hapmakonei: ana Adl;
015 BUXIQHOTO MaTepiasy/peareHTy/mpoMiXKHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTLCA Y BUPOGHULTBI A,
A5 AONOMDKHOT peyoByHY (cepTudikaT BifgnoBigHOCTI
€Bponelicbkin dhapmakonei) - OHoOBeHUA cepTudikat
Bif} y)Xe 3aTBEPMAKEHOr0 BUPOGHMKa; MoaaHHA
OHOBJ/IEHOrO cepTudpikaty signosigHocTi EP CEP R1-
CEP 2010-144-Rev 03 (nonepegHs Bepcis CEP R1-
CEP 2010-144-Rev 02) ans A®| TamcynosuHy
rigpoxnopuay Bif BXe 3aTBEPAXEHOr0 BUPOOHUKA
Zydus Lifesciences Limited, y 3B’3Ky 3i 3MiHOIO Ha3BM
Ta agpecu BnacHvuka CEP 3aTtBepmkeHo Cadila
Healthcare Limited Plot Number: 26 to 29 and 31,
Dabhasa Umaraya Road, Vill: Dabhasa — 391440,
Tal.: Padra, Dist.: Vadodara, State: Gujarat, India
3anponoHoBaHo Zydus Lifesciences Limited Zydus
API Park (ZAP), Survey No. 233, 234/2, 236/1, 237/1,
Tandalja, B/H. Bright Day CBSE School, Vasha
Bhayali Canal Road, Vadodara, Gujarat, 390012, India
3miHu | TUny - 3MiHn 3 akocTi. CepTudikar
BignosigHOCTI/IE-cepTudcpikat BignosigHOCTI
€sponeiicbkiii hapmakonei/moHorpadii. MoaaHHs

HOBOro abo OHOB/IEHOro cepTudpikata BiANOBIAHOCTI
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n/n

Ha3ssa
JliKapcbK0O20
3acoby

Popma surnycky
(nikapcbka ¢hopma,
YNaKkoBsKa)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs

Homep
peecmpayiliHo2o
nocsio4yeHHs

abo BuNy4YeHHs cepTudikarta BignoBigHOCTI
€Bponeiicbkin hapmakonei: ana A®l; ans BuxigHoro
mMaTtepiany/peareHTy/MpoMbKHOIo NPOAYKTY, WO
BMKOPUCTOBYIOTbCA Y BUPOOHULTBI ADI; ans
[L0MNOMDXHOT peyoBrHY (cepTuddikaT BignoBigHOCTI
€Bponeiicbkiin hapmakonei) - OHOBEHWIA cepTudikat
Bifl y)Xe 3aTBepKeHOro BUpobHyvKa. MogaHHA
OHOBJIEHOrO cepTudikaty BignosigHocTi EP CEP R1-
CEP 2010-144-Rev 04 (nonepepaHs Bepcia CEP R1-
CEP 2010-144-Rev 03) gns A®Il TamcynosuHy
rigpoxnopuay Bif BXe 3aTBEpAXEHOro BUPOOHUKa
Zydus Lifesciences Limited.

512.

TEBAHTUH®

kancynu no 300 mr
no 10 kancyny
6nictepi; no 5 abo
10 6nictepiB y
KapTOHHIA ynakoBL,i

BAT
"leneoH
PixTep"

YropLmHa

BAT "lepeoH
Pixtep"

YropLmHa

BHECEHHS 3MiH 0 peecTpaLiinHux matepiasnis: 3MiHu |
TMny - 3MiHK WoAo 6e3nekn/edpeKTNBHOCTI Ta
thapmakoHarnagy. BeegeHHs abo 3miHn fo
y3arasibHeHVX AaHnx Npo cuctemy hapmakoHarnsgy
(BBEAEHHSA y3araslbHEHNX AaHUX NPo cucTemy
thapmakoHarnagy, 3mMiHa ynoBHOBaXXeHO! 0ocobw,
BiANOBiga/IbHOI 3a 34iICHEHHST chapMakoHarnsay;
KOHTaKTHOI 0co6U 3 thapMakoHarnsay 3asBHUKa gns
3pjiicHEHHs chapMakoHarnsay B YkpaiHi, K0 BOHA
BiAMiHHA Bif YNOBHOBaXeHOI 0CO6M, BiANOBIAA/IbHOI
3a 3AjiicHeHHs hapMakoHaraay (Bkiyatoum
KOHTaKTHi flaHi) Ta/abo 3MiHM y PO3MILLLeHHI macTep-
thaiina cuctemun thapmakoHarnsgy) 3mMiHa KOHTaKTHUX
[aHnX YNoBHOBaXXEHOT 0CO6W 3asBHNIKA,
BiANOBIAA/ILHOT 32 hapmakoHarnsag. 3MiHa
MicLe3HaxXoKeHHS MacTep-haina cuctemm
thapmakoHarnagy. 3MiHa Micus 34iliCHEHHST OCHOBHOT
AiSIbHOCTI 3 chapMakoHarniagy.

3a
peyernmom

UA/3421/01/02

513.

TEMOAAN®

NOPOLLIOK A/1A
pO3uuHy Ansi
iHcpysiii no 100 mr, 1
h/1aKOH 3 MOPOLLUKOM
Y KapTOHHiIli kopobui

Mepk
Wapn i
Joym
I0EA
m6X

LLiBeiuapis

Bnpo6HMLUTBO
Hepo3dacoBaHO|
nNpoAyKLUiT,
nepBuHHE
nakyBaHHs Ta
KOHTPOb AKOCTI:
Bakctep
OHkonomxi Mm6X,
HimeuunHa,
BTOPWHHE
nakyBaHHs Ta
[l03BiN Ha BUMYCK
cepii: OpraHoH
XelicT 6B,
Benbrisi; o3Bin Ha
BUWMYCK Cepii:
Mepk Wapn i
Joym B.B.,
Higepnangu

Himeuunxa/
HigepnaHnan

BHECEHHS 3MiH 0 peecTpaLiiiHux matepiasnis: 3MiHu |
TMny - 3MiHK Woao 6e3nekn/edpeKTNBHOCTI Ta
thapmakoHarnagy. BeegeHHs abo 3amiHn fo
y3arasibHeHVX AaHux Npo cuctemy papmakoHarnsgy
(BBEEHHSA y3arasibHEHUX AaHMX MPo cucTemy
hapmakoHarnagy, 3mMiHa ynoBHOBaXXeHO! ocobw,
BiANOBiga/IbHOI 3a 34iICHEHHST chapMakoHarnsay;
KOHTaKTHOI 0co6u 3 thapmakoHarnsgy 3asBHUKa gns
3[jiicCHEHHS hapMakoHarnsay B YkpaiHi, KO0 BOHA
BiAMiHHA Bif YNOBHOBaXeHOI 0CO6M, BiANOBIAA/TbHOI
3a 3AjiicHeHHs hapMakoHaraay (Bkiyarun
KOHTaKTHi fiaHi) Ta/abo 3MiHM y PO3MiLLLeHHI macTep-
tpaiina cuctemu chapmakoHarnsgy) - 3miHa
YMOBHOBaXEHOI 0C06Y 3asBHWKA, BiANOBigaIbHOT 3a
thapmakoHarnag. ditoya pegakuis: Dr. Guy Demol.
MponoHoBaHa pegakuis: Dr Peter De Veene. 3miHa
KOHTaKTHUX JaHWNX YNOBHOBaXXEHOT 0CO6M 3asBHMKA,
Bi4NoBigaIbHOI 3a hapMakoHarnsg.

3a
peyerimom

UA/4893/02/01
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Ne Hassa Popma surnycky 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbKo20o | (nikapcbka hopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby YNaKkoBsKa) nocsioYeHHs1
514. | TEPBI3UN Kpem 1% no 15ry BAT YropuuHa BAT "lepeoH YropuvHa BHECEHHS 3MiH [0 peecTpaLiiiHnx maTepianis: 3MiHu | 6e3 UA/4558/01/01
Ty6i; mo 1 Ty6i B "lepeoH Pixtep" TUMy - 3MiHM 3 AKOCTi. [OTOBWIA Nikapcbkunii 3aci6. peyenma
KapTOHHIA ynakoBLi PixTep" 3MiHV Yy BUPOOHMLTBI. 3MiHW Y NpoLeci BUPOGHULITBA
rOTOBOrO J1iKapCbKOro 3acoby, BK/OYaoUM NPOMIXHWIA
MPOAYKT, L0 3aCTOCOBYETHLCA NPU BUPOOHNLTBI
roTOBOrO JIiKapCbKOro 3acoby (He3HayHa 3miHa y
npoveci BupobHULTBa). HesHauHa 3miHa y npoueci
BMPOOHWLTBA, & CamMe YCYHEeHHS MpoLiecy HarpisaHHs
bulk kpemy nig Yac HanoOBHEHHS.
515. | TEPBI3UN kpem 1% no 15ry BAT YropuwuHa BAT "lepeoH YropuwuHa BHECEHHS 3MiH 0 peecTpaLiinHux matepiasnis: 3MiHu | 6e3 UA/4558/01/01
Ty6i; mo 1 Ty6i B "lepeoH Pixtep" TMny - 3MiHK Woao 6e3nekn/edpeKTNBHOCTI Ta peyenma
KapTOHHIiA ynakoBLi PixTep" thapmakoHarnagy. BeegeHHs abo 3amiHn fo
y3arasibHeHVX AaHnx Npo cuctemy hapmakoHarnsgy
(BBEAEHHSA y3arasIbHEHNX AaHUX NPo cucTemy
thapmakoHarnagy, 3mMiHa ynoBHOBaXXeHO! 0ocobw,
BiANOBigas/IbHOI 3a 34iICHEHHST chapMakoHarnsay;
KOHTaKTHOI 0cO6U 3 thapMakoHarnsay 3asBHUKa gns
3pjiicHEHHs chapMakoHarnsay B YkpaiHi, K0 BOHA
BiAMiHHA Bif YNOBHOBaXeHOI 0CO6M, BiANOBIAA/IbHOI
3a 3AjiicHeHHs hapMakoHaraay (Bkivatum
KOHTaKTHi fiaHi) Ta/abo 3MiHW y PO3MiLLLeHHI MacTep-
tpaiina cuctemu chapmakoHarnsgy) - 3miHa
KOHTaKTHUX JaHWX YNOBHOBaXEHOT 0COOM 3asBHMKA,
BiANOBIAA/ILHOT 32 hapmakoHarnsag. 3MiHa
MicLe3HaxoKeHHS MacTep-aina cuctemm
thapmakoHarnagy. 3MiHa Micus 34ilACHEHHST OCHOBHOT
LisNIbHOCTI 3 hapmakoHarnsay
516. | TUMANIH niodpinisat gna TOB "®3 YkpaiHa TOB "3 YkpaiHa BHECEHHS 3MiH [0 peecTpaviiHnx maTtepiasis: 3MiHu | 3a UA/2989/01/01
po3unHy Ons iH'ekuii | "BIODAP "BIO®APMA" TUMy - 3MiHM 3 AKOCTi. [OTOBWIA Nikapcbkuii 3acib. peyenmom
no 10 mr; 5 MA" CuncTeMa KoHTelHep/3akynoptoBasibHUlA 3aci6 (iHLWi
h/1aKoHIB 3 3MiHW) - BBeAEHHA anbTepHaTUBHOI NPO6GKMN HOBOT
niodpinizatom y KOHdpirypauii, a came: npo6ku Tuny 13-D1. MaTepian
6nictepi; no 2 npo6ok 13-D2, wo Ha faHuii MOMEHT
6nicTepn y nauuj 3 BMKOPUCTOBYHOTbCS, Ta 3arnponoHOBaHNX A1s
KapToOHY BVIKOPWCTaHHA Npo6ok Tuny 13-D1 ogHakoBwii -
Bpom6yTnn (BROMOBUTYL).
517. | TIKOBAK cycneHsis gns MNeAN3EP CWA KOHTPO/b SKOCTI: IcnaHisi/ BHECEHHS 3MiH 40 peecTpaviiHnx maTtepiasis: 3MiHu | 3a UA/16695/01/01
BAKUVHA iH'ekuin no 2,4 EVY.CLMI EYPOO®IHC Benbris TUny - AAMIHICTPaTMBHI 3MiHW. 3MiHa HaliMEeHyBaHHS peyenmom
Aanda Mkr/0,5 mn, no 0,5 . BIO®APMA Ta/abo afpecu Micus NPoBaPKEHHN AiSNbHOCTI
MPO®ITAKT MJ1 CyCneHsii y KOPMOP MPOJAKT BMPOGHMKa (BK/THOUAKOUM, 38 HEOOXIAHOCTI, Micue
KN nonepeaHL0 EVILLH TECTIHI CMENH, NpPOBEIEHHSI KOHTPOJIHO SKOCTI), a60 B/lacHMKa MacTep-
KNILLOBOIO | 3anoBHeHOMY C.J1Y, IcnaHis; thaiina Ha A®l, abo noctavansHuka APIl/BuxigHoro
EHUE®DANITY | ogHopasoBoMy KOHTPO/b SKOCTI: MaTepiany/peareHTy/MpoMiKHOIo NPOAYKTY, WO
KYNbTYPAN wnpumyi; no 1 Mdpaiizep 3aCTOCOBYHOTLCS Y BUPOOHULTBI AD| (AKLLO 3a3HAaYEHO
bHA LNpuLly MeHtohekuypuHr y [OCbE Ha NikapCbkuii 3aci6) 3a BiACYTHOCTI
IHAKTUBOBA | BK1ageHoMy Y ABCTpIsi TM6X, cepTudikaTa BignoBigHOCTI €EBpoNeiichbkiii
HA 6nictep; no 1 ABCTpIS; thapmakonei y 3aTBepAXeHOMY [10CbE, ab0 BUPOGHMKA
OYUMLLEHA 6nictepy Ta BVMPOGHULTBO HOBOT [OMOMDKHOT PEYOBUHY (SIKLLIO 3a3HAYEHO Y
COPBOBAHA | 0OKpeMmoto rosikor y NpoAyKTy y doopmi [0Cbe) 3MiHA Ha3BW NocTavya/ibHUKa aslbOyMiHy
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Ne Hassa Popma surnycky 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbKo20o | (nikapcbka hopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby YNaKkoBsKa) nocsioYeHHs1
TIKOBAK KapTOHHIlA KOpo6Lii 3 in bulk; cuposaTtku ioanHn 3 Baxter AG Ha Takeda
MKYHIOP MapKyBaHHSIM HarnoBHEHHS Manufacturing Austria AG. 3MiHn | Tuny - 3miHu 3
BAKLUVHA YKpaiHCbKOK MOBOIO Lnpuyis, AKocTi. FoToBWIA Nikapcbkuii 3aci6. (iHLWi 3MiHK)
Anda Ta 3 MapKyBaHHAM nakyBaHHs, Kopekuist TemnepaTypu 36epiraHHa akTuBHOT
MPO®DINAKT iHO3EMHOI0 MOBOIO 3i MapKyBaHHs1, cybcTaHuii.
KN CTUKEepOM KOHTPO/b SIKOCTI,
KniwoBoro YKpaiHCbKOH MOBOK BUNYCK cepil:
EHUE®ANITY Mdpaiizep
KYNbTYPAN MeHtodekuypuHr
bHA Benbris HB,
IHAKTUBOBA Benebrisi; KOHTPONb
HA akocti: CI'C lab
OUNLLEHA CimoH CA,
COPBEOBAHA Benbris
518. | TIKOBAK cycneHsisa gns MOAN3EP CWA KOHTPO/b SIKOCTi: IcnaHisi/ BHECEHHS 3MiH 0 peecTpaLiiiHux matepianis: 3MiHu | 3a UA/16694/01/01
BAKUMHA iH'ekuin no 1,2 EAY.CLMI EYPOO®IHC AscTpisi/ TMny - AAMIHICTPaTMBHI 3MiHW. 3MiHa HaliMeHyBaHHS peyenmom
ANnd Mkr/0,25 mn, no 0,25 . BIO®APMA Benbris Ta/abo agpecu Micus NPOBaPKEHHS AiSNbHOCTI
MPO®INTAKT MJ1 cycneHsii y KOPMNOP MPOJAKT BMPOGHMKa (BK/THOYaKOUK, 3a HEOOXIAHOCTI, Micue
KN nonepegHL0 EVLWH TECTIHI CMNENH, npoBefeHHs1 KOHTPOSIIO AKOCTI), a60 BAaCHUKa MacTep-
KNIWOBOIrO | 3anoBHeHOMY C.J1Y, IcnaHis; thaiina Ha A®l, abo noctavanbHuka API/BnxigHoOro
EHLUE®ANITY | ogHopa3oBoMy KOHTPO/b SIKOCTi: mMaTtepiany/peareHTy/NpoMbKHOIo NPOAYKTY, Lo
KYNbTYPAN wnpuyi; no 1 Mdpaiizep 3aCTOCOBYIOTLCS Y BUPOOHMLTBI ADI (SKLLO 3a3Ha4YeHO
bHA Lwnpuuy MeHtohekuypuHr y [OCbE Ha nikapcbkuii 3acib) 3a BiACYTHOCTI
IHAKTUBOBA | BkiageHomy y ABCTpisi TM6X, cepTudikaTa BignoBiaHOCTI EBpONeiiChkili
HA 6nictep; no 1 ABCTPIS; hapmakonei y 3aTBepAxeHOMyY [OCbE, ab0 BUPOGHMKA
OYNLWEHA 6nictepy Ta BVPOGHMLTBO HOBOT JOMOMDKHOI PEYOBMHY (AIKLLIO 3a3HAYEHO Y
COPBOBAHA | 0OKpemoto rosikot y nNpoAykTy y dhopmi [ocbe) 3MiHa Ha3BW NocTavyaslbHUKa albbyMiHy
TIKOBAK KapTOHHI Kopo6Li 3 in bulk; cmposaTtku mioanHn 3 Baxter AG Ha Takeda
MKYHIOP MapKyBaHHSM HarnoBHEHHS Manufacturing Austria AG. 3MiHn | Tuny - 3miHu 3
BAKUVHA YKpaiHCbKOK MOBOI Lwnpuuyis, sKocTi. FoTOBWMIA Nikapcbkuii 3aci6. (iHLWi 3MiHK)
Anda Ta 3 MapKyBaHHAM nakyBaHHs, Kopekuist TemnepaTypu 36epiraHHs akTuBHOT
MPO®DINAKT iHO3EMHOI0 MOBOIO 3i MapKyBaHHs1, cybcTaHuii.
KN CTUKEPOM KOHTPO/b SIKOCTI,
KniwoBoro YKpaiHCbKOH MOBOKO BMNYCK cepil:
EHUE®ANITY Mdpaiizep
KYNbTYPAN MeHtodekuypuHr
bHA Benbrist HB,
IHAKTUBOBA Benebrist; KOHTPONb
HA akocti: CI'C lab
OUMLLEEHA CimoH CA,
COPBEOBAHA Benbris
519. | TIKOBAK cycneHsis gns MOAN3EP CWA KOHTPO/b SKOCTI: IcnaHisi/ BHECEHHS 3MiH 0 peecTpaLiiiHux matepiasis: 3MiHu | 3a UA/16695/01/01
BAKUUHA iH'exuUin no 2,4 EMY. CI. EYPOO®IHC ABcTpisi/ TMny - 3MiHK 3 AKOCTi. A®Il. KoHTponb AdI. 3miHa y peyenmom
ansa Mkr/0,5 mn, no 0,5 ri. BIO®PAPMA Benbris mMeToAax BunpobyBaHHs A®I| abo BUxigHOro
MPO®ITAKT MJ1 cycneHsii y KOPMNOP MPOJAKT mMaTtepiany/npomiKHOro NpoayKTy/peareHTy, LWo
KN nonepeaHLo EVLWH TECTIHI CMNENH, BUKOPUCTOBYETLCA Y MpoLieci BUpo6HuLTBa AdI
KNILWOBOIO | 3anoBHeHOMY C.J1Y, IcnaHis; (He3HauHi 3MiHW y 3aTBEpP)KEHNX MeTogax
EHUE®ANITY | ogHopa3oBoMy KOHTPO/b SKOCTi: BMNPO6YBaHHS)
KYNbTYPAN wnpuui; no 1 Mdpaiizep lMepeHeceHHs aHaniTUYHMX MeTogiB Free
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Ne Hassa Popma surnycky 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Peknam Homep

n/n JliKapcbKo20o | (nikapcbka hopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o

3acoby YNaKkoBsKa) nocsioYeHHs1
bHA Lwnpuy MeHodek ypuHr Formaldehyde Content Ta Sucrose Content Ha HoBWIA
IHAKTUBOBA | BKnageHomy y AscTpis FM6X, cnektpodgoTomeTp Shimadzu UV-1900.
HA 6nictep; no 1 ABCTpIS; 3MiHu | TUNY - 3MiHK 3 AKocTi. A®Il. KoHTponb AdI.
OYUNLLEHA 6nicTepy Ta BVMPOGHULTBO 3MiHa y meTofdax BunpobysaHHs APl abo BuxigHoro
COPBOBAHA | OKpeMmoto rosikow y npoaykTy y dhopmi mMarepiany/npoMiXKHOrO NPoAyKTy/peareHTy, Lo
TIKOBAK KapTOHHIA Kopobui 3 in bulk; BVKOPVCTOBYETbLCS Y NPOLIECi BUPOGHMLTBA ADI
OXKYHIOP MapKyBaHHAM HanoBHEHHSA (He3HauHi 3MiHN y 3aTBEPAKEHNX MeTohax
BAKUMHA YKPaiHCbKOK MOBOIO LInpuLiB, BMNPOGYBaHHS)
ana Ta 3 MapKyBaHHAM naxkyBaHHs, MepeHeceHHA aHaniTUYHUX MeToAiB Free
MPO®ITAKT iHO3eMHO0 MOBOIO 3i MapKyBaHHS, Formaldehyde Content Ta Sucrose Content Ha HoBWiA
KN CTUKEPOM KOHTPO/b SKOCTI, cnektpodgoTomeTp Shimadzu UV-1900.
KNILWOBOIO | ykpaiHCbKOI MOBOHO BUNYCK cepil: 3MiHu | TUNY - 3MiHK 3 SiKOCTi. FOTOBWMIA Nikapcbkuii
EHUE®DANITY Mdpaiizep 3aci6. KOHTpOsib rOTOBOro Nikapcbkoro 3acoby. 3miHa
KYNbTYPAN MeHtohekuypuHr y MeToAax BUnpobyBaHHSA roTOBOrO /ikapCbKoro
bHA Benbrist HB, 3acoby (iHLWi 3MiHK y MeToax BUNpobyBaHb
IHAKTUBOBA Benbrisi; KOHTpoNb (BKKOYAOUM 3aMiHy 260 AONOBHEHHS)) 3MiHa Y
HA akocti: CI'C /lab aHaniTMYHOMy MeToZi BUNPOOyBaHHS 3a NMOKa3HNKOM
OYUNLLEHA CimoH CA, Sucrose Content Ha eTani Plain Pool, a came
COPBOBAHA Benbris BMPOBa/PKEHHS HOBOrO TECTOBOrO HA6bopy. 3MiHu |
TUMy - 3MiHM 3 AKOCTi. [OTOBWIA Nikapcbkuii 3aci6.
KOHTpO/1b roTOBOro Nikapcbkoro 3acoby. 3miHa y
MeTofax BUNPO6YyBaHHS rOTOBOTO JliKapCbKOro 3acoby
(iHwWi 3miHM y MmeTogax BUNpobyBaHb (BKIOYaoun
3amiHy abo [onoBHEHHS)) 3MiHa y aHaNiTUYHOMY
MeToZi BUNPOoOyBaHHA 3a NOKa3HWKOM Sucrose
Content Ha eTani Plain Pool, a came BnpoBagxeHHs
HOBOrO TECTOBOrO Habopy.

520. | TIKOBAK cycneHsis ans NMeAN3EP CWA KOHTPO/b AKOCTI: Icnanis/ BHECEHHS 3MiH 0 peecTpaLiinHux matepiasnis: 3MiHu | 3a UA/16694/01/01
BAKUMHA iH'ekuin no 1,2 EWU. CI. EYPO®IHC AscTpisi/ Tmny - 3MiHK 3 sKocTi. A®Il. KoHTponb A®I. 3miHa y peyenmom
Anda Mkr/0,25 mn, no 0,25 nl. BIO®APMA Benbris mMeTogax BunpobysaHHa APl abo BuxigHoro
MPO®INTAKT M cycnensii y KOPMOP MPOJAKT marepiany/npoMiKHOro NPoayKTy/peareHTy, Wwo
NKIN nonepeaHL0 EWVLLH TECTIHI CMEWH, BVIKOPVCTOBYETbLCS Y NpoLieci BUPo6HMLTBa ADI
KNILWOBOIO | 3anoBHEHOMY C.J1Y, IcnaHis; (He3HauHi 3MiHW y 3aTBEPKEHUX MeTofax
EHUE®DANITY | ogHopa3oBomy KOHTPONb AKOCTI: BMNPOGYBaHHS)

KYNbTYPAN wnpuui; no 1 Mdpaiizep MepeHeceHHs aHaTiTUYHKX MeTogiB Free

bHA Lwnpuwy MeHtodekuypuHr Formaldehyde Content Ta Sucrose Content Ha HOBWIA
IHAKTUBOBA | BkiageHomy y AscTpisa F'M6X, cnektpodgoTomeTp Shimadzu UV-1900.

HA 6nictep; no 1 ABCTpiIS; 3MiHu | TMRY - 3MiHu 3 sKocTi. A®l. KoHTponb AdI.
OYUYUNLLEHA 6nictepy Ta BUPOGHMLTBO 3MiHa y MeTofax BunNpobysaHHa APl abo BUXigHOro
COPBOBAHA | 0Kpemoto rosikot y NpoAyKTY y doopmi MaTepiany/npomMiKHOro NpoAayKTy/peareHTy, Wwo
TIKOBAK KapTOHHI Kopobui 3 in bulk; BVIKOPVCTOBYETbLCS Y NpoOLieCi BUPOGHMLTBA ADI
OXXYHIOP MapKyBaHHAM HanoBHEHHA (He3HauHi 3MiHW y 3aTBEPKEHNX MeTofax
BAKUMHA YKpaiHCLKOK MOBOIO LnpuLiB, BMNPOGYBaHHS)

ansa Ta 3 MapKyBaHHAM naxkyBaHHs, MepeHeceHHs aHaTiTUYHKX MeTogiB Free
MPO®INTAKT iHO3eMHOI0 MOBOIO 3i MapKyBaHHS, Formaldehyde Content Ta Sucrose Content Ha HOBWIA
KN CTMKEPOM KOHTPO/b SKOCTI, cnekTpodotomeTp Shimadzu UV-1900.
KNIWOBOIrO | ykpaiHCbKO MOBOI BUWMYCK Cepii: 3MiHn | TURY - 3MiHM 3 SKOCTi. FOTOBWIA NikapCbKWiA
EHUE®DANITY Mdpaiizep 3aci6. KoHTposib roToBOro Nikapcbkoro 3acoby. 3miHa
KYNbTYPAN MeHtohekuypuHr y MeTogax BunpobyBaHHSA roTOBOro /ikapCbKoro
bHA Benbrist HB, 3aco6y (iHLWi 3MiHK Y MeToAax BUNpo6yBaHb
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Ne Hassa Popma surnycky 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbKo20o | (nikapcbka hopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby YNaKkoBsKa) nocsioYeHHs1
IHAKTUBOBA Benbrisi; KOHTpONb (BKKOYAOUM 3aMiHy 260 AONOBHEHHS)) 3MiHa Y
HA akocTi: CI'C /lab aHaniTMYHOMy MeToZi BUNPOOyBaHHS 3a NMOKa3HNKOM
OYUNLLEHA CimoH CA, Sucrose Content Ha eTani Plain Pool, a came
COPBOBAHA Benbris BMPOBa/PKEHHS HOBOrO TECTOBOrO HAbopy. 3MiHu |
TUMy - 3MiHM 3 AKOCTi. [OTOBWIA Nikapcbkunii 3aci6.
KOHTpOs1b roTOBOro NikapcbKkoro 3acoby. 3miHa y
MeTofax BUNPOGYBaHHS rOTOBOTO JliKapCbKOro 3acoby
(iHwWi 3miHM y MmeTogax BUNpobyBaHb (BKIOYaoun
3amiHy abo [onoBHEHHS)) 3MiHa y aHaniTUYHOMY
MeToZi BUNPOOyBaHHA 3a MNOKa3HWKOM Sucrose
Content Ha eTani Plain Pool, a came BnpoBagxeHHs
HOBOrO TECTOBOrO Habopy.
521. | TOHINHAN® Kpanni opasibHi, No TOB YkpaiHa Pixappg BitTHep Al ABcTpis BHECEHHS 3MiH 0 peecTpaLiinHux matepiasnis: 3MiHu | 6e3 UA/5009/01/01
20 mn a6o 50 mn, «MNEPPIC TMny - 3MiHK WoAo 6e3nekn/edpeKTNBHOCTI Ta peyenma
a60 100 mny (0] thapmakoHarnagy. BeegeHHs abo 3miHn fo
chnakoHi 3 YKPAIHA» y3arasibHeHUX AaHuX npo cucTemy dpapmakoHarnsay
KpanesnbH1M (BBEAEHHSA y3araslbHEHNX AaHUX NPo cucTemy
fosaropom; no 1 chapmakoHarnsgy, 3miHa ynoBHOBaXXeHoI 0cobu,
hnakoHy y BiANOBIAaUIbHOI 3a 34iiCHEHHA hapmakoHarnsay;
KapTOHHIA ynakoBsL,i KOHTaKTHOI 0co6M 3 chapmakoHarnsaay 3asiBHuka anis
3pjiicHEHHs chapMakoHarnsay B YkpaiHi, K0 BOHA
BiAMiHHA Bif YNOBHOBaXeHOI 0CO6M, BiANOBIAA/IbHOI
3a 3AjiicHeHHs hapMakoHaraay (Bkiyatoum
KOHTaKTHi flaHi) Ta/abo 3MiHM y PO3MILLLeHHI macTep-
thaiina cuctemu hapmakoHarnsgy).3miHa
MicLe3HaxX0[pKEHHS MacTep-chaiina cuctemm
thapmakoHarnagy. 3MiHa Micus 34iliCHEHHS1 OCHOBHOT
AiSNbHOCTI 3 hapmakoHarnsgy.
522. | TOPALETAM | po3uvH Ans iH'eKUil, TOB YkpaiHa TOB YkpaiHa BHECEHHS 3MiH A0 peecTpaLiiiHux matepiasis: 3MiHu | 3a UA/20267/01/01
200 mr/mn; no 5 mn "PAPMAC "®APMACEN" TUMy - 3MiHM 3 AKOCTi. FOTOBWIA Nikapcbkunii 3aci6. peyenmom
B amnyni EN" KOHTPO/1b rOTOBOrO MikKapcbKoro 3acoby. 3miHa y
nonieTUeHoBINi; No MeToAax BUNpo6yBaHHSA rOTOBOTO /liKapCbKOro 3acoby
10 amnyn y nauui 3 (He3HayHa 3MiHa y 3aTBEPIKEHNX METOAAX
KapTOHYy; BMNPOGYBaHHA) 3MiHM 3a NOKa3HWKOM «CynpoBiaHi
no 10 mn B amnyni [OMILKV», & caMe NpuBeAEeHHS BUMOT LLOJ0
nonieTUIEeHOBI; No npuaaTHoCTi XxpoMaTorpadiyHoi cuctemm 4o BUMor
10 amnyn y nayu,j 3 A®Y 2.4 n. 2.2.46 Ta HE3HAYHI YTOUHEHHA Y
KapToHy BUKNaAeHHi meToauku. 3MiHu | Tuny - 3MiHW 3 AKOCTI.
[oTOBWIA Nnikapcbkuii 3aci6. KOHTPOb rOTOBOrO
nikapcbkoro 3acoby. 3miHa y MeToax BUNpobyBaHHS
roTOBOrO JiKapCbKOro 3acoby (He3HauyHa 3miHa y
3aTBEPAXEHNX MeToAax BUNPO6YBaHHS) 3MiHN 3a
nokasHukom «KinbkicHe BU3HauYeHHsI», a came
YTOYHEHHS LLOAO0 Yacy XxpomaTorpadyBaHHs pO34MHIB
Ta HE3HAYHI YTOYHEHHS Y BUKIaJEHHI METOAMKN.
523. | TPAKTOUMN KOHLEHTpaT ans deppiHr HimeuunHa BignosigansHuii HimeuunHa/ BHECEHHS 3MiH 4,0 peecTpauiiHux maTtepiasiB: 3miHu | 3a UA/8850/01/01
pO34nHy Ans m6X 3a BUPOOHMLTBO, Yecbka T™Mny - AAMIHICTPaTMBHI 3MiHU. 3MiHa HaliMeHyBaHHS peyenmom
iHdpy3iiA, 7,5 mr/imn; nepsuHHe Pecny6nika Ta/abo afpecu Micus NPoBaPKEHHN AiSNbHOCTI
no 5 mn y doakoHi; nakyBaHHs, BMpPO6HMKa/iMNopTepa roToBOro JIiKapCbKoro 3acoby,
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Ne Hassa Popma surnycky 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbKo20o | (nikapcbka hopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby YNaKkoBsKa) nocsioYeHHs1
no 1 chnakoHy B KOHTPOb AKOCTI BK/IIOYAKOUM AiIbHULi BUNYCKY cepii abo micue
KapTOHHI/ KopoobLi Ta BuUnyck cepii NPOBELEHHS KOHTPOJIO SKOCTI. (ZiANbHICTb, 3a Ky
roToBOro BiANOBIAAa€e BUPOGHMK/IMNOPTEP, He BK/IOYaUM
NPOAYKTY: BUMYyCK cepili). 3MiHa agpecy BUPOGHUKA
®eppiHr MTM6X, BiAMOBIAA/IbHOrO 3a BTOPMHHE NaKyBaHHSA y 3B'A3KY i3
HimeyunHa npvBeAEeHHAM peecTpaLiiHiX AOKYMEHTIB Y
BignosiganbHwii BiAnNoBiAHICTL A0 ceptuddikaty GMP.
3a BTOPWHHE
nakyBaHHs:
®eppiHr-/leunsa,
a.c., Yecbka
Pecny6nika
524. | TPAHKBI/IAP | Ttabnetkuno 0,3rno | ToBapucT YkpaiHa ToBapucTBO 3 YkpaiHa BHECEHHS 3MiH 10 peecTpavjiiiHiX maTepianis: 3a He UA/8851/01/01
®IC 10 TabneTok y BO 3 [04aTKOBOKO YTOUHEHHS1 peecTpauiiiHol npoueaypy B Hakasi peyenmom nionsieae
6nictepi; no 2 [04aTKOBO BIAMNOBIAA/IbHICTIO MOS3 YkpaiHu Ne 1543 Big, 05.09.2024 - 3miHu | TNy -
6nicTepy B nav, 3 10 "IHTEPXIM" AAMiHICTpaTuBHI 3MiHW. 3MiHa Ha3Bu Ad| abo
KapToHy Bignosiga [,0MOMDKHOT PeYOBMHU - 3MIHW BHECEHO A0 IHCTPYKLT
NBHICTIO L1 MeQUYHOro 3aCToCyBaHHSA NikapcbKoro 3acoby Ao
"IHTEPXI po3giny "Cknag" (3aTBepmxeHo: Mebikap;
M 3anponoHOBaHO: TeMriKosypus) Ta sik HacNigokK, 3MiHN

BHECEHO [0 po3ainy "®apmakoTepaneBTuyHa rpyna.
Kop ATX" Ta A0 TEKCTY MapKyBaHHSA yrnakoBKK
nikapcbKoro 3acoby. BeeeHHs 3MiH NpoTaroM 3-x
MicALIB MicnsA 3aTBepKEHHS. 3MiHu | TUMY - 3MiHK
Loao 6e3nekn/edyeKTMBHOCTI Ta papmakoHarnsgy.
3MiHU Y KOPOTKili XapakTepucTuL,i NikapCbKoro 3acoby,
TEKCTi MapKyBaHHS Ta iHCTPYKLii 415 MegnyHoro
3acToCcyBaHHS reHepuyYHUX/ribpuaHMX/6ionoai6HMX
nikapcbkrx 3acobiB Nicns BHECEHHS TiET caMol 3MiHW
Ha pechepeHTHMI NpenapaT (3MiHa He noTpebye
HalaHHS XOAHVX HOBWX AOAATKOBUX JaHWX) - 3MiHN
BHECEeHO 0 IHCTPyKLUii 418 MEAUYHOTO 3aCTOCYBaHHS
NiKapcbKoro 3acoby A0 po3ainis "®apmMakoniorivHi
BractmeocTi" , "lNoka3aHHS" (pegaroBaHo TEKCT 6e3
hakTUYHOT 3MiHW 3aTBEpPIKEHMX NOKa3aHb),
"MpoTnnoka3aHHsa" , "Oco6/MBOCTi 3aCTOCYBaHHA" ,
"3acTocyBaHHs y nepiof BariTHOCTi abo roflyBaHHs
rpyaa” (yTouHeHHs iHdopmadii), "3aaTHicTb
BMMBATW Ha LUBWAKICTb PeakLii Npy KepyBaHHI
aBTOTPaHCNOPTOM abo iHLWUMY MexaHismammn™ ,
"Cnoci6 3acTocyBaHHs Ta f03U" (YTOYHEHHS
iHchopmawii), "Mepeno3syBaHHs", "Mo6iuHI peakwi”
BiANOBIAHO A0 iH(hopMaLii pedhepeHTHOro NikapcbKoro
3acoby Aganton, Tabnetku. BBefeHHsA 3MiH NPOTAroM
3-x MicsuiB nicns 3aTBepmKeHHs. CynyTHA 3MiHa -
3MmiHu Wwoao 6e3nekn/edhekTUBHOCTI Ta
thapmakoHarnsgy. BHeceHHsi abo 3MiHa(K) fo
3060B's13aHb Ta YMOB BMAaYi peecTpauiiiHoro

NOCBifUYEeHHs, BK/oYatoum MaH ynpas/iHHA pU3nkamu
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n/n

Ha3ssa
JliKapcbK0O20
3acoby

Popma surnycky
(nikapcbka ¢hopma,
YNaKkoBsKa)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs

Homep
peecmpayiliHo2o
nocsio4yeHHs

(3acTOCyBaHHS TEKCTY, SKWIA NOrOKEHNA 3
KOMMNETEHTHUM OpraHoMm) - 3asBHUKOM HafaHo
OHOB/IEHUIA NNaH ynpasniHHA pu3nkamu Bepcisa 2.1.
3MiHN BHECEHO [0 YacTuH: | «3arasibHa iHhopmalis»
Il «Cneundpikauis 3 6e3nekn» (mogynb CV
«MicnapeecTpauiituii gocsig») Il «Mnau
3dpapmakoHarnagy» , V «3axoam 3 MiHimisaw,i
pu3ukiB», VI «Pe3toMe nnaHy ynpasnaiHHS pu3nkamu»
Ta VIl «JoaaTkm» y 3B'A3KY 3 OHOB/IEHHAM iHhopmavii
3 6e3neku aitoyoi pevoBuHU. Pestome nnaHy
ynpaB/iHHA pu3nkamu Bepcis 2.1 gogaetbes. 3MiHn |
TMny - 3MiHK Woao 6esnekn/edekTMBHOCTI Ta
hapmakoHarnsgy. 3miHa y npaBoBOMy CTaTyCi
nikapcbkoro 3acoby (a1
reHepuYHUX/riopuaHNX/6ionodibHNX NiKapCbKUX
3ac06iB Nic/1a 3MiHW 3aTBEPAXKEHOr0 NPaBOBOro
cTatycy pethepeHTHOro npenapary) - 3MiHU BHECEHO
00 IHCTPYKUiT 4N MeguyHOro 3acTocyBaHHs
nikapcbKoro 3acoby o posainy "Kateropis Bignycky"”
(3aTBepmxeHo: bes peuenTa.; 3anponoHoBaHo: 3a
peuenTom) BiANOBIAHO A0 MaTepianiB peecTpauiiHoro
[0CbE Ta AK HacNifokK, A0 TEKCTY MapKyBaHHSA
yMakoBKM MikapcbKoro 3acoby. BBegeHHs 3MiH
npoTAarom 3-x MicsiLiB Nicns 3aTBEPAKEHHS.

525.

TPAYME/b C

ma3b no 50 r abo no
100 ry Ty6i; mo 1
Ty6i B KOPO6Li 3
KapToHyY

Bionoriwe

Xannbmitt

enb Xeenb
mM6X

HimeuunHa

Bionoriwe
XainnbMmitTenb
Xeenb MM6X

HimeyunHa

BHECEHHS 3MiH [0 peecTpaLiiiHuX maTepiasis: 3MiHu |
TUMy - 3MiHM 3 AKOCTi. [OTOBWIA Nikapcbkunii 3aci6.
CuncTeMa KoHTelHep/3akynoptoBasibHUIA 3aci6. 3miHa
PO3Mipy ynakoBK/ roTOBOrO MiKapCbKOoro 3acoby (3miHa
macwn/o6'eMy BMICTy KOHTellHepa 6araTto030BOro
NikapcbKoro 3acoby Ansi HenapeHTepaibHOro
3acTocyBaHHS (a0 04HOL030BOr0, YaCTKOBOro
BVIKOPVCTaHHS))

BBEJEHHS 4,04AaTKOBOI NEPBMHHOI YNakoBku — Ty6u
06’emom 100 r Ans puHKy YKpaiHu, 3 BiANOBIigHUMMN
3MiHamMu B po3Ain «YnakoBka» MKHA N3.
3arBepmkeHo: Po3gin «Ynakoka» MKA 13 Mo 50 ry
Ty6ax MeTasliyHUX, 3aKynopeHnX KpuLKamm
noniNPoNiSIEHOBUMMU, LLIO HArBUHYYIOTLCS, 3 KOHTPOIEM
NepLUOoro po3KpUTTA. KoXHy TyOy pa3om 3 iHCTpYKLIieo
0151 MEANYHOTO 3aCTOCYBaHHSA NOMILLAIOTb Y KOPOOGKY 3
KapTOHY, fKa MICTUTb 3aXUCHI eNeMeHTu (rofiorpama i
KOoZl0BE MapkyBaHHs). 3anponoHoBaHo: Po3gin
«Ynakoska» MK#A /13 Mo 50 r y Ty6ax meTaniyHux,
3aKynopeHux Kpukamy NoAinponisieHoBUMU, LLO
HarBMHYYyTLCA, 3 KOHTPOIEM NEPLLOro Po3kpuTTA. Mo
100 r y Ty6ax meTanivyHux, 3aKynopeHnx Kpuwkamm
noniNPoNiNIEHOBUMMU, LLIO HArBUHYYIOTLCS, 3 KOHTPOSIEM
NepLUOro po3KpUTTA. KoXHy TyOy pa3om 3 iHCTpYKLieo
0151 MEANYHOTO 3aCTOCYBaHHSA NOMILLAIOTb Y KOPOOGKY 3
KapTOHY, sIka MICTUTb 3aXUCHI efleMeHTU (rofiorpamMa).

6e3
peyenma

UA/5934/01/01
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n/n

Ha3ssa
JliKapcbK0O20
3acoby

Popma surnycky
(nikapcbka ¢hopma,
YNaKkoBsKa)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs

Homep
peecmpayiliHo2o
nocsio4yeHHs

3MiHU BHECeHI B po34in "Ynakoska" B iHCTPYKLiO Ans
MeAMYHOro 3acTOCYBaHHS MikapCbKoro 3acoby y
3B'A3Ky BBEAEHHAM [0AaTKOBOI YNakoBKy, IK HACcifoK
- 3aTBePKEHHA TEKCTY MapKyBaHHS [04AaTKOBOI
YyNakoBKM Nikapcbkoro 3acoby. 3miHu | Tuny - 3MiHu 3
AKocTi. FO0TOBWIA Nikapcbkuii 3aci6. KOHTPOb roTOBOro
nikapcbkoro 3acoby. 3miHa y MeToax BUnNpobyBaHHS
rOTOBOrO JlikapCbkoro 3acoby (iHLWi 3MiHW y MeTogax
BMNPO6YBaHb (BKOYa4M 3aMiHy a0 [ONOBHEHHS))
3MiHM B cneumdikauito M3 (Ha BUNycK Ta TepMiH
36epiraHHs) go TectoBoro napametpa "Konip" MKA
N3, Ta, AK HacnigoK, y metoau koHTpono MN3.
Bn3HaueHHs konbopy 6yfe NpoBOAUTUCS, SK | paHille
- Bi3ya/lbHO. $IK HacnifoK, BHECEHHS peaKLiiHOT
3MiHW 4151 TECTOBOrO napameTpa «BmicT eTaHony», a
came HymepalLliss BAHOCOK 3MiHeHa Bifg ** fo *.

526.

TPUAKYTAH
®

kpem no 15 r y Ty6i;
no 1 1y6i B nayui

MAT
"Kuismegn
penapart"

Ykpaina

MNAT
"KuiBmegnpenapa
T

YkpaiHa

BHECEHHS 3MiH [0 peecTpavjiiiHuX MmaTepianis: 3MiHu |
TMny - 3MiHK 3 AkocTi. CepTudikat BignosigHocTI/IE-
cepTugikaT BiANOBIAHOCTI EBpONENChbKil
thapmakonei/moHorpadii. NogaHHs HoBOro abo
OHOB/IEHOTO cepTudikaTa BifnoBigHOCTI a0
BW/TyYEHHS cepTudikaTa BignoBiAHOCTI EBpoONeNiChKii
thapmakonei: ana Ad®l; ons BuxigHoro
mMaTtepiany/peareHTy/NpoMbKHOIo NPOAYKTY, L0
BMKOPWCTOBYIOTbCA Y BUPOOHULTBI AdDl; ans
[L0MNOMIXHOT peyoBrHY (cepTuddikaT BignoBigHOCTI
€Bponelicbkill hapmakonei) - HoBuii cepTudikar Big,
HOBOro BUPO6HMKA (3amiHa abo JONOBHEHHS).
MopaHHsa HoBoro CEP Ne R1-CEP 2011-005-Rev 01
AnA gitoyoi peyoBnHM beTameTasoHy gunponioHaTy
Big HOBOro BUpo6HMKa Symbiotica Speciality
Ingredients SDN. BHD., Manaiisis

3a
peyenmom

UA/4454/01/01

527.

TPUN-PEron

TabneTtku, BKPUTI
060/10HKOI0, KOMOi-
ynakoBka Ne 21x1,
Ne 21x3: no 21
Tabnetui B 6nicTepi
(6 Tabnetok
POXEeBOro Kosbopy,
5 Tabnetok 6inoro
Konbopy, 10
Tab1eToK TEMHO-
YKOBTOrO KO/1bOpY),
no 1 a6o 3 6nictepu
pa3oM 3 KapTOHHUM
dyTnspom ans
36epiraHHs
6nicTepis B nauuj

BAT
"TepeoH
PixTep"

YropLmHa

BAT "TeneoH
Pixtep"

YropLmHa

BHECEHHS 3MiH 0 peecTpaLiiiHux matepiasis: 3MiHu |
TMny - 3MiHK WoAo 6e3nekn/edpeKkTNBHOCTI Ta
chapmakoHarnsgy. BeegeHHsa abo 3miHn o
y3arasibHeHNX AaHnx Npo cuctemy papmakoHarnsgy
(BBEAEHHSA Y3araslbHEHUX AaHWX MPO cucTemy
chapmakoHarnsgy, 3miHa ynoBHOBaXXeHoi ocobu,
BiANOBIAa/IbHOI 3a 34iiCHEHHSA hapMmakoHarnsay;
KOHTaKTHOI 0C06YM 3 chapmakoHarnsagy 3asBHuka anas
3piicHeHHs hapMakoHarnsay B YkpaiHi, K0 BOHA
BiAMiHHa Bif, yNOBHOBaXKEHOT 0CO6M, BifgnoBigansLHOI
3a 3fjicHeHHs hapmakoHarnaay (Bkyatoun
KOHTaKTHI AaHi) Ta/abo 3MiHN y pO3MiLLeHHi MacTep-
thaiina cuctemun chapmakoHarnsgy) - 3miHa
KOHTaKTHUX AaHMX YNOBHOBaXXEHOI 0COOM 3asiBHUKA,
BiANOBiAa/IbHOT 32 hapmakoHarnsag. 3miHa
MicLie3HaxoMKeHHs MacTep-chaiina cuctemm
dhapmakoHarnsgy. 3miHa Micusi 34iCHeHHA OCHOBHOI

3a
peyenmom

UA/2939/01/01
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Ne Hassa Popma surnycky 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbKo20o | (nikapcbka hopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby YNaKkoBsKa) nocsioYeHHs1
AISNbHOCTI 3 hapmakoHarnsgy.
528. | TPIA®IH- MOPOLLIOK A8t XAOMA IHgjis CeHc JlabopaTtopic IHAjsA BHECEHHS 3MiH 0 peecTpaLjiiiHuX maTepianis: 3MiHu | - UA/20102/01/01
1000 PO34UHY ON15 iH'EKUIA XENC MeT. N14. TMNy - AAMIHICTPaTMBHI 3MiHW. 3MiHa HaliMEeHyBaHHSI
no 1000 wr; in bulk: KEAP Ta/abo agpecu 3asBHUKA (BNacHUKa peecTpauiiHoro
no 50 chnakoHiB 3 MPAVBET nocBigueHHs). 3MiHa HaliMeHyBaHHS 3asBHMKa
NOPOLLKOM Y NIMITEL, (BNacHviKa peecTpauiiHoro NocBigYEHHS), Y 3B'A3KY 3
KapTOHHI/ ynakosL,i NpUBELEHHAM Y BifNOBIAHICTb A0 YCTaHOBYMX
[OKyMeHTIB. Afpeca 3anmwaeTbecs 6e3 3MiH. TepMiH
BBEJEHHS 3MiH NPOTAroM 6 micsAuiB nicns
3aTBEPKEHHS.
3miHu | TMRY - 3MiHK Woao 6e3nekn/edekTMBHOCTI Ta
hapmakoHarnagy (iHwi 3miHn). 3MiHM BHECEHO A0
TEKCTY MapKyBaHHS NEPBUHHOT YNakoBKMN iKapCbKOro
3acoby B M. 5, 6 (pegaryBaHHs 3aTBEPLKEHOI0 TEKCTY)
Ta [0 TEKCTY MapKyBaHHS BTOPMHHOT YNakoBKM
nikapcbkoro 3acoby B n. 11, 12, 17 (pegaryBaHHs
3aTBEPAKEHOIO TEKCTY).
3MiHa 10 TEKCTY MapkyBaHHS ynakosku in bulk,
nepeayMoBOK0 BHECEHHS 3MiH € OHOBJ/IEHHS
iHchopMmawii B TEKCTI MapKyBaHHS.
TepMiH BBeEHHA 3MiH NPOTArom 6 micsAuiB nicns
3aTBEPKEHHS.
529. | TPIA®IH- NopoLIoK AN XAOMA IHais CeHc JlabopaTtopic IHais BHECEHHS 3MiH IO peecTpaLjiiiHuX MmaTepianis: 3MiHu | 3a He UA/20103/01/01
1000 PO34UHY ON151 iH'EKLLIA XENC MeT. N14. TMNy - AAMIHICTPaTMBHI 3MiHW. 3MiHa HaliMeHyBaHHsI peyenmom | nidssieae
no 1000 mr; no 1 KEAP Ta/abo agpecu 3asBHUKA (BNacHUKa peecTpauiiHoro
dhnakoHy 3 MPANBET noceigyeHHs). 3MiHa HaliMeHyBaHHS 3asBHMKa
NOPOLLKOM Y NIMITEL, (BnacHvika peecTpauiiiHoro NocBigYEHHS), Y 3B'A3KY 3

KapTOHHI ynakosL,i

npUBELEHHAM Y BifNOBIAHICTb A0 YCTaHOBYMX
[OKyMeHTIB. Apeca 3anwaeTbes 6e3 3MiH. TepMiH
BBEJEHHS 3MiH NPOTAromM 6 micsAuiB nicns
3aTBepMKEHHS. 3MiHK | Tuny - 3MiHK Woao
6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsagy. 3miHa y
KOPOTKIilA XapakTepucTuLi NikapCcbKoro 3acoby, TEKCTi
MapKyBaHHS Ta IHCTPYKUiT 419 MeaNYHOro
3aCTOCyBaHHSA Ha MigcTaBi perynsapHO OHOB/HOBAHOrO
3BiTY 3 6e3nekun nikapcbKoro 3acoby, abo AocnimpKeHb
3 6e3nekn 3acTocyBaHHS MikapcbKoro 3acoby B
nicnspeecTpauiiinii nepiog, abo sk pe3ysibTaT OLiHKN
3BITY 3 AOCNIfKEHb, NPOBEAEHNX BiANOBIAHO A0 NAaHy
negiatpuyHux gocnimkeHs (PIP) (3MiHy y3rokeHo 3
KOMMNETEHTHNM YNOBHOBa&XXEHUM OpraHom). 3MiHu
BHECEeHO 0 IHCTPyKLUii ANA MEeAUYHOTO 3aCTOCYBaHHS
NiKapcbKoro 3acoby Ao po3sainis "OcobnnBocTi
3acTocyBaHHs" Ta "Mo6iuHi peakuii” BignosigHo 4o
OHOBNEHOT iHhopMaLlii LWoAo 6e3nekn 3acToCyBaHHSA
Ljit0Y0T PEYOBUHN.
TepMiH BBEEHHSA 3MiH NPOTArom 6 micsAuiB nicns
3aTBEPAKEHHS. 3MiHM | TUny - 3MiHK WoA0
6e3nekn/edeKkTMBHOCTI Ta hapmakoHarnsgy (iHwi
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n/n

Ha3ssa
JliKapcbK0O20
3acoby

Popma surnycky
(nikapcbka ¢hopma,
YNaKkoBsKa)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs

Homep
peecmpayiliHo2o
nocsio4yeHHs

3MiHM). 3MiHN BHECEHO A0 TEKCTY MapKyBaHHS
NepBUHHOI yNakoBKK Nikapcbkoro 3acoby B . 5, 6
(peparyBaHHs 3aTBEPXEHOr0 TEKCTY) Ta [0 TEKCTY
MapKyBaHHA BTOPUHHOI YNaKoBKW /liKapCbkoro 3acoby
B Nn. 11, 12, 17 (peparyBaHHs 3aTBEPOKEHOIO TEKCTY).
3MiHa [0 TeKCTY MapkyBaHHs ynakosku in bulk,
nepeayMoBOK0 BHECEHHS 3MiH € OHOBJ/IEHHS
iHchopmawii B TEKCTI MapKyBaHHS.
TepMiH BBEEHHSA 3MiH NPOTArom 6 micsAuiB nicns
3aTBEPKEHHS.

530.

YBICTE3VH

PO34UH A5 iH'EKLLN;
nol,7mvmny
KapTpuaxi; no 50
KapTpuaXiB y
MeTanesili 6aHLUi

Mieppen
C.n.A.

ITanis

CornseHTym
[xkepmaHi TM6X

HimeuunHa

BHECEHHS 3MiH A0 peecTpaLiiiHux matepiasis: 3MiHu |
TMNy - AAMIHICTPaTMBHI 3MiHW. 3MiHa HaliMEeHyBaHHS!
Ta/abo agpecu micus NPoBamKeHHs AisIbHOCTI
BMPOGHMKa/iMnopTepa roToBoro /ikapcbkoro 3acoby,
BK/IIOYAOUY [iNbHULi BUNYCKY cepii abo Mmicue
NPOBEAEHHS KOHTPOJIO AKOCTI. (fiANIbHICTb, 3a Ky
BiANOBIAa€e BUPOGHYMK/IMNOpTep, BKIOYAUM BUMYCK
cepiii) - 3MiHa HaliMeHyBaHHsS1 BUPOGHUKA rOTOBOrO
nikapcbKoro 3acooby.
3MiHU BHECEHO B iHCTPYKL,il0 415 MeANYHOro
3aCcTOCYBaHHSA Nikapcbkoro 3acoby y po3gain
«Brpo6HWK» 3 BIANOBIAHMMM 3MiHAMW Y TEKCTI
MapKyBaHHS YNakoBKW Nikapcbkoro 3acoby.

3a
peyenmom

He
nionsieae

UA/10196/01/01

531.

YBICTE3NH
®OPTE

PO34UH OIS iH'EKLLINA;
nol7wmvmny
KapTpuaxi; no 50
KapTpuoxis y
mMeTanesili 6aHLui

Mieppen
C.n.A.

ITanisa

ConsBeHTyM
[xepmani MTM6X

Himeyunna

BHECEHHS 3MiH 0 peecTpaLiiiHux matepiasis: 3MiHu |
TMny - AAMIHICTPaTMBHI 3MiHW. 3MiHa HaliMeHyBaHHS
Ta/abo afpecu MicLs NPOBaMKEHHS AiSNbHOCTI
BMpO6HMKa/iMnopTepa roToBOro JlikapcbKoro 3acoby,
BK/IKOUA0UM AiNbHULI BUNYCKy cepii abo micue
NpoBeAEeHHSA KOHTPOJIH0 AKOCTI. (4iSNbHICTb, 3a AKY
BignoBigae BMPOGHMK/iIMNOpTep, BKAKOYAOUM BUMNYCK
cepiii)- 3miHa HaliMeHyBaHHS! BUPOGHYVKa roTOBOro
nikapcbKoro 3aco6y. 3MiHM BHECEHO B IHCTPYKLit0 AN
MeAMYHOro 3aCTOCYBaHHS NMikapCcbKoro 3acoby y
po3ain «Brpo6HMK» 3 BiAMOBIAHMMN 3MiHAMW Y TEKCTi
MapKyBaHHS YNakoBKW Nikapcbkoro 3acoby.

3a
peyenmom

He
nionseae

UA/10196/01/02

532.

YHINAT

Kpanni O4Hi, po3ynH
50 mkr/mn no 2,5 mn
y thnakoHi-
KpanenbHuyj; no 1
onakoHy-
KpanesbHULi B
KapTOHHi KOpO6L

TOB
"YHimep,
dapma”

Cnosaubka
Pecny6nika

TOB "YHimep,
dapma”

Cnosaubka
Pecny6nika

BHECEHHS 3MiH 10 peecTpaLiiiHnx maTepianis: 3MiHu |
MMy - 3MiHK 3 AKOCTi. FOTOBWIA NliKaPCbKUiA 3aci6.
3MiHM Yy BUPOGHMUTBI. 3MiHU Y NpoLeci BUPO6HULTBA
rOTOBOrO J1iKapCbKOro 3acoby, BK/UYaUM NPOMIXHWIA
MPOAYKT, L0 3aCTOCOBYETHLCA NPU BUPOOHWULTBI
roTOBOrO JlikapCbKoro 3acoby (iHLWi 3MiHK) -
OHOB/IEHHS BUPOGHNYOTr0 061afHaHHSA, BNPOBaKEHI
KOHTPO/IbHI NPUCTPOI, K HE BN/IMBAIOTL Ha NpoLec
BMPOGHMLTBA. OHOBNEHHS po3ainy 3.2.P.3.3 onuc
npotecy BUPOOHULITBA Ta KOHTPO/Ib NPOLiecCy.
BBegeHHS 3MiH NPOTArom 6-Tu MicALiB nic/s
3aTBEPMKEHHS. 3MiHM | TUny - 3MiHK 3 AKoCTi. [0TOoBWMIA
Nikapcbkuit 3aci6. 3MiHW Y BUPOOHWLTBI. 3MiHN Y
npoLeci BUPOGHULITBA FOTOBOTIO /iKapCbKoro 3acoby,

3a
peyenmom

UA/14038/01/01
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n/n

Ha3ssa
JliKapcbK0O20
3acoby

Popma surnycky
(nikapcbka ¢hopma,
YNaKkoBsKa)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs

Homep
peecmpayiliHo2o
nocsio4yeHHs

BK/THOHAI0UM NPOMiXHWIA NPOAYKT, L0 3aCTOCOBYETLCA
npy BUPOBGHMLTBI FOTOBOTO NiKAPCLKOro 3acoby (iHLui
3MiHW) - BHECEHHS 6iNlbLL AeTaNbHOro onucy npoLiecy
BUPOBHULTBA, OCKINbKM [0 BUPOGHNYOrO npoLiecy
[04,aH0 NepeBipKy LiNICHOCTI NEPBUHHOI yNakoBk/ Ta
LinicHOCTI cTepunisiyiiiHoro dinbTpa, B NpoLeci
BUrOTOB/IEHHS BTOPUHHOI YNaKOBKY AOAAETHCA
iHchopmaLia Wwoa0 MapkyBaHHS BTOPUHHOT YNakoBKM
(cepiiiHoCTi). BBEAEGHHS 3MiH NPOTAroM 6-TU MicALB
nicns 3areepgkKeHHs. 3MiHu | Tuny - 3MiHK 3 SKOCTI.
[oTOBWIA NMikapcbkuii 3aci6. 3MiHWM Y BUPOOHULTBI.
3MiHM BUNpo6yBaHb abo AOMYCTUMUX MEX,
BCTAHOB/IEHVX Y cneumdikauisx, nig vyac BMpobHuLTBa
roTOBOrO JIiKapCbKOro 3acoby (40NOBHEHHS abo
3amiHa BUNpOGYBaHHS B NpoLeci BUPO6HULITBA 3a
pesynbTatamu focnimxeHb 3 6e3nekn abo AKocTi) -
OHoBeHHs po3ginis 3.2.P.3.3. onvuc BUpobHUYOro
npovecy Ta KoOHTposIo npotecy; 3.2.P.3.4 KOHTpo/b
KPUTUYHMX CTagilh | NPOMIXHOI NPOAYKLii , a came
YTOYHEHHS NapaMeTpiB cTepunisytoyoi ginbTpauii Ta
[ofaBaHHA TeCTy LiNiCHICTb NepBUHHOT yNakoBKU.
BBefeHHs 3MiH NpoTArom 6-T1 MicALiB nicns
3aTBEepXEHHS. 3MiHM | TNy - 3MiHU 3 AKOCTI.
CepTudpikat BignosigHocTi/lE-cepTudpikart
BiNOBIAHOCTI €Bponelickkili hapmakonei/MoHorpadii.
3MiHK, NOB'A3aHi 3 HEOOXiAHICTIO NPUBEAEHHS Y
BiANOBIAHICTL A0 MoHOrpadii 4dY abo Esponeiicbkoi
thapmakonei, abo iHLWOoI HauioHa/IbHOI dhapmakonel
aepxasun €C (3miHa y cneuudikauisix, nos'as3aHa 3i
3miHamu B 1Y, abo €Bponeilickkili hapmakonei, abo
iHWil HauioHanbHIl hapmakoneil gepxasu €C)
MpviBeaeHHs crneumdikalii Ha JONOMDKHY Pe4YOBUHN
00 BUMOr MoHorpadpii EP, BHECEHHSI pefakLiiiHi
npasku (sodium chloride, sodium dihydrogen
phosphate monohydrate, disodium phosphate,
benzalkonium chloride,solution, hydrochloric acid,
sodium hydroxide, water for injection).

533.

YPO-
BAKCOM

kancynm no 6 mr no
10 kancyny
6nictepi; no 3
6nictepu y
KapTOHHIlA KOpooLi

oM
dapma CA

LLiBefuapis

OM dapma CA

LLBeiuapis

BHECEHHS 3MiH A0 peecTpaLiiiHux matepiasis: 3MiHu |
TMny - 3MiHK 3 AkocTi. CepTudikat BignosigHocTI/IE-
cepTugikaT BiANOBIAHOCTI EBpONEnchbKil
thapmakonei/moHorpadii. NogaHHs HoBOro abo
OHOB/IEHOrO cepTudikaTa BifnoBigHOCTI a60
BW/TyYEHHS cepTudikaTa BignoBiAHOCTI EBpoONeNiChKii
thapmakonei: ana Ad®l; ons BuxigHoro
mMaTtepiany/peareHTy/NpoMbKHOIo NPOAYKTY, Lo
BMKOPWCTOBYIOTbCA Y BUPOOHUUTBI AdDl; ans
[onomixHoi peyoBuHM (FE-cepTudikar BignosigHoOCTI
€Bponeiickkili hapmakonei gns A®l/BuxigHoro
marepiany/peareHTy/npomMikHOro nNpoaykTy abo
[0MOMIDKHOI peyoBuHM) - HoBuiA cepTuduikaT ans

3a
peyenmom

UA/12599/01/01
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Ne Hassa Popma surnycky 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbKo20o | (nikapcbka hopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby YNaKkoBsKa) nocsioYeHHs1

BUXIAHOIO MaTepiany/peareHTy/MpoMiKHOro NPoayKTy
ab0 [ONOMIXHOT peYOBMHM Bifg HOBOTO abo Bxe
3aTBEPAKEHOrO BUPOOHMKA - NogaHHsA Hosoro E-
CepTudpikaTty BignoBigHOCTI €Bponeichbkiit
chapmakonei Ne R1-CEP 2010-043-Rev 00 gns
[0NoMKHOT pevoBuHM Gelatin Bif, BXe 3aTBepAXeHoro
BMpo6HMKa ROUSSELOT. 3MmiHu | Tuny - 3miHun 3
akocTi. CepTtudpikat BignosigHocTi/l E-cepTudikar
BiANOBIAHOCTI EBponeiickbkili hapmakonei/MoHorpadii.
MopaHHA HOBOro abo OHOBNEHOTO cepTudikaTa
BIANOBIAHOCTI ab0 BUyYeHHs cepTudikata
BiANoBigHOCTI EBponeiickkili hapmakonei: ans Adl;
A5 BUXIAHOrO mMaTepiasy/peareHTy/npoMiXXHOro
NPOAYKTY, WO BUKOPUCTOBYHOTLCH Y BUPOOHNLTBI AdI;
015 LONOMIXHOI peyoBuHu (CE-cepTudikaT
BiANOBIgHOCTI €Bponelickkili hapmakonei ans
A®l/BuxigHoro matepiasy/peareHTy/npoMiXKHOro
npoaykTy abo AONOMIXHOT pe4oBUHN) - OHOBIEHN
cepTudikaT Bif, BXe 3aTBEPAKEHOro BUPOGHMKA -
noAaHHs oHoBreHoro ME-cepTudiikaty BifgnoBigHOCTI
€sponelicbkiin hapmakonei R1-CEP 2000-344-Rev 03
(3atBepmxeHo: R1-CEP 2000-344 Rev 02) ans
[onomikHOT peyoBmHM Gelatin Bupo6HuuTBa NITTA
GELATIN INDIA LTD. 3MiHu | TUny - 3MiHX 3 AKOCTI.
CeprtudpikaT BignosigHocTi/l E-cepTudikar
BiANOBIAHOCTI EBponeiickbkii hapmakonei/MmoHorpadii.
MogaHHA HoBOro abo OHOB/IEHOTO cepTudikaTa
BIANOBIAHOCTI ab0 BUNYyYeHHS cepTudikara
BiANOBIAHOCTI €Bponeiickkili hapmakonei: gna Adl;
[ONs BUXIOHOTO MaTepiany/peareHTy/npoMixxHOro
NPoOAYKTY, L0 BUKOPUCTOBYIOTLCA Y BUPOGHMLTBI AdI;
Ansa gonomikHoi pevosuHu (FE-cepTudikar
BiANOBIAHOCTI EBponeiickkili hapmakonei ans
Adl/BuxigHoro matepiasy/peareHTy/npoMiXHOro
npoaykTy abo AONOMIXHOT peYOBUHN) - BunyueHHs
cepTuaikaTiB (Y BUNaaKy HasBHOCTI My/IbTUNIETHOrO
cepTudpikata Ha matepian) - BunyyeHHs Ne-
cepTudikaTy BiAMOBIgHOCTI E€Bponeiickbkili hapmakonei
0151 lONOMiXHOI pevoBuHM Gelatin Ne R1-CEP 2001-
332-Rev 02 BupobHuka Rousselot. 3minn | Tuny -
3miHu 3 sKocTi. CepTudikar BignosigHocTi/lE-
cepTudikaT BiANOBIAHOCTI
€sponeiicbkiii hapmakonei/moHorpadii. MoaaHHs
HOBOro abo OHOB/IEHOTO cepTudlikaTa BifnoBigHOCTI
ab60 BUy4YeHHs cepTudpikarta BigNoBiAHOCTI
€Bponeiicbkiii hapmakonei: ans A®I; ana BuXigHOro
mMarepiany/peareHTy/npomMiKHOro NMPOAYKTY, L0
BVKOPUCTOBYHOTbCA Y BUPOOHULTBI APIl; Ans
[onomikHoi peyosuHu (FE-cepTudikar BignosigHoOCTI
€Bponeiickkiin dhapmakonei ans APl/BuxigHoro
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Ne Hassa Popma surnycky 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbKo20o | (nikapcbka hopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby YNaKkoBsKa) nocsioYeHHs1
marepiany/peareHTy/npomMikHOro nNpoaykTy abo
[O0MOMDKHOT peyoBrHN) - BunyyeHHs ceptudikaTis (y
BUNaAKy HassBHOCTI MyNbTUMIETHOrO cepTudikaTa Ha
marepian) - BunyyeHHs E-cepTudikaty BiAnoBigHOCTI
€Bponelicbkiin hapmakonei 415 AONOMDKHOI peYOBUHN
Gelatin Ne R1-CEP 2003-172-Rev 01 BupobHuka
GELITA Group.
534. | YPCO®PA/NDbK | Tabnetku, BKpuUTI [Op. danbk HimeuunHa BignosigansHuii HimeuyunHa BHECEHHS 3MiH [0 peecTpaLjiiiHuX MmaTepianis: 3MiHu | 3a UA/3746/03/01
nNiBKOBOIO Papma 3a BUNyCK cepiit TUMy - 3MiHK 3 AKOCTi. FOTOBWIA Nikapcbkuii 3aci6. peyenmom
060n0HKot0, No 500 6X KIHL,EBOTrO CucTemMa KoHTelHep/3akynopioBasibHUIA 3aci6. 3miHa
mr; no 25 TabneTtok NPOAYKTY: noctavyasibHUKa nakyBasibHUX MaTepiasiis abo

y 6nictepi; no 1, 2,
abo no 4 6nictepu B
KapTOHHIA Kopoo6Li

[p. danck apma
'm6X, HimeuunHa;
Bupo6Huk
[030BaHoi hopmu,
nepBUHHE,
BTOPUHHE
nakyBaHHs Ta
KOHTPONb AKOCTI:
NosaH dapma
'M6X, HimeuuunHa,;
Bunpo6HuK,
BignoBiganbHMi
3a NepBuUHHE,
BTOPWHHE
nakyBaHHs Ta
KOHTPO/b SIKOCTI:
NoszaH ®apma
M6X, HimeuunHa;
Bunpo6HuK,
BiANOBIAaIbHNI
3a KOHTPO/1b
SAKOCTi: HaykoBo-
pocnigHui
IHCTUTYT
Xennenep MvbX,
HimeuunHa

KOMMNEKTYUMX (SKLWO 3a3Ha4YeHO B JOCHE)
(Bny4eHHs noctavanbHuka). OHOBNEHHS p. 3.2.P.7.
CuncTema KoHTelHep/ 3aKynoploBa/ibHWiA 3aci6, a came
BUAAIEHHA NOCUIaHHA Ha NocTavYaslbHUKIB NEPBUHHOT
ynakoBku. 3miHu | Tvny - 3miHu 3 AKocTi. FoToBUIA
nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3akKynopoBasibHWiA 3aci6. 3MiHa
napameTpiB cneundikauii Ta/abo AONYCTUMUX MEX
NepBUHHOT YNakoBKWN rOTOBOrO /1iKapCbKOro 3acoby
(BMNYYEHHSI HE3HAYHOTO NOKa3HKKa (Hanpuknag,
3acTapisioro NokasHuka).

OHOB/IeHHS p. 3.2.P.7. Cuctema koHTelHep/
3aKynopoBasTbHWI 3aci6, a came BUTyYEHHS
nokasHuka «BignoBigHiCTb po3MipiB (3a BUHATKOM
ToBLLUMHM)» (Dimensional conformance (e.g. roll width)
3i cneumdikauii 6e3nocepeHbLOrO nakyBaHHsS
(antomiHieBa ponbra) rotoBoro NPoAyKTy. 3MiHu | TMNy
- 3MiHu 3 AKocTi. FoTOBUIA Nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3akKynopoBasibHWiA 3aci6. 3MiHa
napameTpiB cneundikayiii Ta/abo AONYCTUMUX MEX
NepBUHHOT YNakoBKWN rOTOBOrO /1iKapCbKOro 3acoby
(BMNYYEHHSI HE3HAYHOTO NOKa3HKKa (Hanpuknag,
3acTapinoro nokasHvka). OHoBneHHs p. 3.2.P.7.
CuncTema KoHTelHep/ 3aKynoploBa/bHWiA 3aci6, a came
BUYyYEHHS NokasHuka «edektn» (Defects) 3i
cneuudikauin 6esnocepeHbOr0 NakyBaHHS
(antomiHieBa honbra) rotoBOi NPOAYKLii. 3MiHW | TUny -
3MiHu 3 sikocTi. FoToBwMIA Nnikapcbkuii 3aci6. Cuctema
KOHTeliHep/3aKynoptoBasibHWIA 3acib. 3miHa
napameTpiB cneundikauii Ta/abo JONYyCTUMUX MEX
NepBUHHOT YNaKkoBKW rOTOBOrO /1iKapCbKOro 3acoby
(BUNYyYEHHS HE3HAYHOTO NoKasHuka (Hanpuknag
3acTapinoro nokasHuka). OHoBneHHs p. 3.2.P.7.
CuncTema KoHTelHep/ 3aKynopioBa/ibHUiA 3aci6, a came
BWIYYEHHS NOKasHuKa «bpya, nun, ririeHa» (Dirt, Dust,
Hygiene) 3i cneyudikauin 6e3nocepeHbOr0
nakyBaHHs (antomiHieBa hosibra) rotoBOro NpPoaykTy.
3MiHn | TURY - 3MiHK 3 AKOCTi. FOTOBWIA NikapCbKWii
3aci6. Cuctema KoHTeliHep/3akynopoBasibHUIA 3aci6.
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Ne Hassa Popma surnycky 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbKo20o | (nikapcbka hopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby YNaKkoBsKa) nocsioYeHHs1

3MiHa napameTpiB cneumdikauii Ta/abo gonycTUMnx
MeX NepBVHHOT YNakoBKM rOTOBOTO NikapCbKOro
3aco0y (BM/Ty4YEeHHS HE3HAYHOTO NOKa3HUKa
(Hanpuknag, 3actapinoro nokasHuka). OHOBAEHHS p.
3.2.P.7. Cuctema KoHTeliHep/ 3aKynoproBasibHUIA
3acib, a came BWIy4eHHs nokasHuka «edextuns»
(Defects) 3i cneyudikauii 6esnocepeHLOr0
nakyBaHHs (nniska MNBX/MNBAX) roToBoro npoaykTy.
3MiHu | TUNY - 3MiHK 3 SIKOCTi. FOTOBWMIA Nikapcbkuii
3aci6. Cucrtema KoHTeliHep/3akynoptoBasibHUiA 3aci6.
3miHa napameTpiB cneuudikayin Ta/abo gonycTummx
MeX NepBVHHOT yNakoBKW rOTOBOTO NiKapCbKOro
3aco6y (BWTyYEHHSI HE3HAYHOMO NOKa3HUKa
(Hanpwvknag 3acTapinoro nokasHvika). OHOBMEHHS p.
3.2.P.7. Cuctema KoHTeliHep/ 3aKynoproBasibHUIA
3acib, a came BU/TyYeHHs NokasHuka «bpya, nun,
ririeHa» (Dirt, Dust, Hygiene) 3i cneuudikauii
6e3nocepeHbOro nakysaHHs (nniska MBX/MBAX)
roTOBOro NPOAYKTY. 3MiHW | TURY - 3MiHW 3 SKOCTI.
[oTOBWIA Nikapcbknii 3aci6. Cuctema
KOHTeliHep/3akynopoBasibHWiA 3aci6. 3MiHa
napameTpiB cneyugikauiii Ta/abo AoNYyCTUMUX MEX
NepBUHHOT YNakoBKWN rOTOBOrO /1iKapCbKOro 3acoby
(BMNYYEHHSI HE3HAYHOTO NOKa3HKKa (Hanpuknag,
3acTapinioro nokasHvka). OHoBneHHs p. 3.2.P.7.
CuncTema KoHTelHep/ 3aKynoploBa/ibHWiA 3aci6, a came
BUJTyYEHHS NOKa3HWMKa «BignoBigHICTb po3MmipiB (3a
BUHATKOM TOBLLMHK)» (Dimensional conformance (e.g.
roll width) 3i cneundikauii 6esnocepeaHbOro
nakyBaHHs (dponbra MBX/MBAX) rotoBOro NpoaykKTy.
3MiHu | TUNY - 3MiHK 3 AKOCTi. FOTOBWIA NiKapCbKuWii
3acib. Cuctema KoHTeliHep/3aKynoptoBasibHuiA 3aci6.
3miHa napameTpiB cneyudikayin Ta/abo gonycTummx
MeX NepPBMHHOI YNakoBK1 rOTOBOrO NiKapCbKOro
3ac06y (fONOBHEHHS crneuyvdikaii HOBMM MOKa3HMKOM
3 BiANOBIAHNM METOAOM BUMPOGYBaHHS). OHOBJIEHHS
p. 3.2.P.7. Cuctema KoHTeliHep/ 3aKynoproBasibHWUI
3acib, a came JOMOBHEHHS cneuudikawii
6e3nocepeHbOr0 NakyBaHHs (a/1roMiHieBa honbra)
roToBOI NPOAYKLiT HOBUM NOKa3HWKOM «Bara npu
chisnuHoMy koHTponi» (Grammage) 3 BiAMNOoBigHVM
MeToA0M BUNpo6yBaHHA. OBMeXeHHs1 BCTaHOB/IEHO
Ha piBHi 55,8 -68,2 r/M2. 3MiHK | TUNY - 3MiHK 3 AKOCTI.
[oTOBWIA Nikapcbkumii 3aci6. Cuctema
KOHTeliHep/3akKynopoBasibHWiA 3aci6. 3MiHa
napameTpiB cneyudgikauiii Ta/abo AoNYyCTUMUX MEX
NepBUHHOT YNakoBKWN rOTOBOrO /1iKapCbKOro 3acoby
(oonoBHeHHs cneumdikaLii HOBYM NOKa3HUKOM 3
BiANOBIAHUM MeTOA0M BUNPOGYBaHHSA). OHOBMEHHS P.
3.2.P.7. Cuctema KoHTeiHep/ 3aKynoproBasibHUIA




330

Ne Hassa Popma surnycky 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbKo20o | (nikapcbka hopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby YNaKkoBsKa) nocsioYeHHs1
3aci6, a came [ONOBHEHHSA cneumdikawii
6e3nocepeHbOro NakyBaHHs (asltomiHieBa donbra)
roToBOI NPOAYKLiT HOBUM NOKa3HUKOM «laeHTudikauis
BHYTPILLUHBOI CTOPOHM 3a AonomMoroto Y-
cnekTpockonii» (Identity, inner side (IR spectroscopy))
3 BigNOBIAHMM METOA0M BUNPOOYBaHHA. Mexa
BCTAHOBJIOETLCSA BiAMNOBIAHO A0 €TASIOHHOMO CMEKTPY.
3MiHn | TURY - 3MiHM 3 SKOCTi. FOTOBWI NikapCbKWii
3aci6. Cuctema KoHTeliHep/3aKkynoptoBasibHuiA 3aci6.
3MiHa napameTpiB cneumdikauii Ta/abo gonycTUMmx
MeX NEepBVHHOT YNakoBKM rOTOBOTO NiKapCbKOro
3aco0y (BMTy4YEeHHS HE3HAYHOTO NOKa3HUKa
(Hanpuknag, 3actapinoro nokasHuka). OHOBAEHHS p.
3.2.P.7. Cuctema KoHTeliHep/ 3aKynoproBasibHUIA
3acib, a came BWIyYeHHs NokasHUKa «laeHTudikauis
/TIOMIHII0 332 [OMOMOro MOKPOro XiMiYHOTO TECTy»
(Identification of aluminium (chemical test)) 3i
cneuudikaLin 6esnocepe4HbOr0 NakyBaHHS
(as1tomiHieBa posibra) roTOBOro NPOAYKTY.

535. | YTPOXECTA | kancynu no 200 wr; BeseH Benebris BVPOGHMLTBO dpaHuis/ BHECEHHS 3MiH A0 peecTpaLiiiHux matepiasis: 3MiHu | 3a UA/2651/01/01
H® no 7 kancyny Xenckea Hepo3dacoBaHOl IcnaHis TMny - 3MiHK Woao 6e3nekn/edekTMBHOCTI Ta peyenmom
6nicTepi; no 2 CA NPOAYKLi: thapmakoHarnagy (iHwi 3MiHN) - 3MiHW BHECEHO Y

6nictepu y Hekctdapma TEeKCT MapKyBaHHS1 BTOpUHHOI (n. 8, 12, 13, 17)
KapTOHHIlA KOpooLi Mnoepmens, yrnakoBKU NiKapCbKOro 3acoby; BUNYYEHHS TEKCTY
PpaHuis; MapKyBaHHsS NePBMHHOT Ta BTOPUHHOI YNakoBOK
BVPOGHMLTBO nikapcbKoro 3acoby Ae BiACYTHI MiXXHapOAHi
Hepo3dacoBaHOl No3Ha4YeHHS OAUHMLb BUMIPIOBAHHSA Y cuctemi Sl.
NpoAyKLUii, TepmiH BBEAEHHSA 3MiH MPOTAroM 6 MicAuiB nicns
nepBuHHA Ta 3aTBEPAKEHHS.
BTOPWHHA
ynakoBka,
KOHTPO/b SIKOCTI,
[103BiN Ha BUMNYCK
cepii:
Cingea ®apma,
CA, IcnaHist
536. | YTPOXECTA | kancynv no 100 wmr; BeseH Benbris BVPOGHMLTBO PpaHuis/ BHECEHHS 3MiH [0 peecTpaljiiiHuX maTepiasis: 3MiHu | 3a UA/2651/01/02
H® no 15 kancyny Xenckea Hepo3dacoBaHO| IcnaHis TMny - 3MiHK Woao 6e3nekn/edpeKTNBHOCTI Ta peyenmom
6nictepi, no 2 CA NPOAYKLT: hapmakoHarnsaay (iHwi 3MiHn). 3MiHWM BHECEHO Y TEKCT
6nictepu B Hekctdapma MapKyBaHHs BTOPUHHOI (M. 8, 12, 13, 17) ynakoBku
KapTOHHI KOpO6L Mnoepmens, NiKapCbKoro 3acoby; BUTyYEHHS TEKCTY MapKyBaHHS
PpaHuis; NepBMHHOT Ta BTOPMHHOI YNaKOBOK JliKapCbKOro 3acoby
BVPOGHMLTBO e BiACYTHI MDKHapOoAHi MO3HaYeHHs OAMHULb
Hepo3dacoBaHO| BMMIpIOBaHHA y cucteMi Sl. TepMiH BBEAEHHSA 3MiH
nNpoAyKLUiT, NPOTAroM 6 MicsLiB NicNs 3aTBEPIKEHHS.
nepBuHHa Ta
BTOPUHHA
ynakoBka,

KOHTPO/b SKOCTI,
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Ne Hassa Popma surnycky 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbKo20o | (nikapcbka hopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby YNaKkoBsKa) nocsioYeHHs1
[03BiN Ha BUMYCK
cepii: Cingea
®apma, CJ1,
Icnanis
537. | ®PAPMAUUTP | nopollok Ans dapmacaii KaHapa BVPOGHMLTBO KaHaga BHECEHHS 3MiH [0 peecTpaLjiiiHuX MmaTepianis: 3MiHu | Ges UA/6249/01/02
OH OPa/ILHOIO PO3UNHY HC IHK. Hepo3dhacoBaHOro TMny - 3MiHK 3 AkocTi. CepTudikat BignosigHocTI/IE- peuyenma
no 23 T NMOpPOLLKY Y NPOAYKTY, cepTtudikaT BignoBigHOCTI €EBponeicbkiii
naketax; no 23 r nepBuHHEe Ta thapmakonei/moHorpadii. NMogaHHs HoBOro abo
NOPOLLKY Y NakeTi; BTOPVHHE OHOB/IEHOTO cepTudikaTa BifnoBigHOCTI a60
no 10 nakeTiB y nakyBaHHs, BW/TyYEHHS cepTuddikaTa BignoBiAHOCTI EBpONeNChKii
KapTOHHIA Kopoo6Li KOHTPO/b AKOCTI, thapmakonei: ana Ad®l; ons BuxigHoro
BUNYCK cepil: mMaTtepiany/peareHTy/MpoMbKHOIo NPOAYKTY, Lo
dapmacaiiHc IHK., BMKOPWCTOBYIOTbCA Y BUPOOHULTBI ADl; ans
Kanaga; [L0MNOMIXHOT peyoBrHY (cepTuddikaT BignoBigHOCTI
BUPOGHMLTBO €Bponelicbkiil hapmakonei) - HoBuii cepTudikar Big,
Hepo3cacoBaHOro HOBOro BUPO6HMKA (3amiHa abo JONOBHEHHS).
npoayKTy, MoaaHHA HoBOro cepTudiikaTa BiANOBIAHOCTI
nepBuHHe Ta €Bponeiickkili hapmakonei Ne R1-CEP 2015-075 -
BTOPVHHE Rev 00 ans gitouoi peyosmHu Phenylephrine
nakyBaHHs: hydrochloride Big HoBoro Bupo6Huka Zhejiang Hisoar
KoHthab Pharmaceutical Co., Ltd., Kutaii (BnacHuk CEP
Na6opartopic IHk., TRANSO-PHARM HANDELS GMBH) (3amiHa). 3MiHn
Kanaga | TUNYy - AAMiHICTpPaTVBHI 3MiHU. BunyyeHHs
BMPOBGHUYOT AiNbHULI (BKNOYaUY AinbHUL Ana AdI,
NPOMIXXHOrO MPOAYKTY abo roToBOro Mikapcbkoro
3ac00y, AiNbHULI AN NPOBEAEHHS NaKyBaHHS,
BMPOGHMKA, BiAMOBIAaLHOMO 3a BUMYCK Cepiil, MicLie
NpOBeEeHHs KOHTPOIO cepii) abo noctavanbHuKa
BMXifHOrO Marepiany, peareHTty abo AONOMiXHOT
PEYOBMHM (SKLLLO 3a3HAYEHO Y [OCHE).
BunyueHHst BUpO6HMKa Ait040i pevoBUHN
Phenylephrine hydrochloride BOEHRINGER
INGELHEIM PHARMA GmbH&Co0.KG, Germany.
538. | PEMOCTOH TabneTkun, BKpUTI ABGOTT HigepnaHgn AGGOTT Higepnangn BHECEHHS 3MiH 40 peecTpaLiiiHux matepiasnis: 3MiHu | 3a UA/4836/01/02
® NNiBKOBOK Xenckea Bionopxikans b.B. TMny - 3MiHK Woao 6e3nekn/edpeKTNBHOCTI Ta peyenmom
060/10HKOI0, MO 2 Mr MpoaakTc thapmakoHarnsgy (iHwi 3miHun) - 3MiHW BHECEHO B
+ TAabneTkun, BKPUTI B.B. TEKCT MapKyBaHHS BTOPUHHOT YMakoBKMN MiKapCbKoro

nniBKOBOK
060/10HKO10, MO 2
Mr/10 mr; KOMGi-
ynakoBka Ne 28
(28x1); Ne 56 (28x2);
Ne 84 (28x3): 14
TabneTok, BKpUTKX
nNiBKOBOK
0060/10HKOHO,

Ler/1I IHO-4epBOHOT0
KOMbOpY MO 2 Mr +
14 TabneTok,

3acoby y n.16. «IHOOPMAUIA, AKA HAHOCUTbLCHA
LIPVOTOM BEPAI/ISA», a TaKoX YyTOUHEHO
iHchopmawito LWoA0 NoroTuny 3asBHMKA HA NEPBUHHIN
(n. 6. «IHWE») Ta BTOpUHHIN (M. 17. «IHLWE»)
ynakoBKax.
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Ne Hassa Popma surnycky 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbKo20o | (nikapcbka hopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby YNaKkoBsKa) nocsioYeHHs1
BKPUTUX M/1IBKOBOKO
060/10HKOIO,
)XOBTOrO KOMbOpy No
2 Mr/10 mry
6nicTepi; no 1 abo 2,
abo 3 6nictepu B
KopoobUi
539. | PEMOCTOH TabneTku, BKpUTI ABGOTT HigepnaHvgu AGGOTT HigepnaHgn | BHeCEHHS 3MiH A0 peecTpauiiiHux maTepiasis: 3MiHu | 3a UA/4836/01/01
® nNiBKOBOIO Xenckea Bionopxikan3s b.B. TMny - 3MiHK Woao 6e3nekn/edekTUBHOCTI Ta peyenmom
060/10HKOI0, N0 1 Mr MpopakTc hapmakoHarnsagy (iHwi 3miHn) - 3MiHM BHECEHO B
+ TabneTkn, BKPUTI B.B. TEKCT MapKyBaHHS1 BTOPUHHOT YNakoBKW NiKapCbKOro
nNiBKOBOIO 3acoby y n.16. «IHPOPMALLIA, AKA HAHOCUTbLCHA
060710HKOI0, MO 1 LUPUOTOM BEPAI/ISA», a TaKoX YyTOUHEHO
Mr/10 Mr; KOMbi- iHchopmawito LWoA0 NoroTuny 3asBHMKA Ha NEPBUHHIN
ynakoBka Ne 28 (n. 6. «IHLWE») Ta BTOpUHHIli (N. 17. «IHLLE»)
(28x1); Ne 56 (28x2); yrnaxKoBKax.
Ne 84 (28x3): 14
TabneToK, BKPUTMX
NiBKOBOO
060/10HKO0, 6i/10r0
KoNbopy no 1 mr +
14 TabneTok,
BKPUTUX NNiBKOBOIO
060/10HKOI0, Ciporo
Konbopy no 1 mr/10
Mry 6nictepi; no 1
abo 2, abo 3
6nicTepy B KOpPOOGL
540. | ®EPPYM JIEK | po3uvH Ans iH'eKuil, CaHpo3 CnoseHis Nek CnoseHis BHECEHHS 3MiH A0 peecTpaLiiiHux matepiasis: 3MiHu | 3a UA/9347/01/01
100 mr/2 M no 2 mn dapmacb dPapmaueBTMYHa My - 3MiHK 3 AKOCTi. A®l. KoHTponb AdI. 3miHa y peyenmom
B amnyni; no 5 1oTiKa13 KoMnaHis g.4a. MeTogax BMnpobyBaHHs A®l abo BuxigHoro
amnyn y 6nictepi; no n.4. mMartepiany/npomiKHOro NpPoayKTy/peareHTy, Wwo
1 6nictepy y BWKOPUCTOBYETbLCA Y NpoLeci BUpobHuLTea Ad®I
KapTOHHI KOpoobLi; (He3HauHi 3MiHN y 3aTBEPAKEHNX MeTohax
no 2 M B amny’ii; BMNPOGYBaHHS)
no 10 amnyny He3HauHi 3MiHM 3a noka3HukoM "KinbKicHuii BMICT
6nicTepi; no 5 AeKkcTpaHy", a came BMAaIeHHs iHhopmau,i Wwoao
6nicTepiB y recovery factor gnsa Dexfer 20 nig yac po3paxyHky
KapTOHHIlA KopooLi BMICTY. 3MiHM | TUny - 3MiHK 3 AKOCTi. A®Il. KOHTposb
A®|. 3miHa y meTogax BunpobysaHHs APl abo
BUXIAHOIO MaTepiany/NpoMiKHOro NpoAyKTy/peareHTy,
LLIO BUKOPUCTOBYETLCA Y npoLieci BUpo6bHuLTBa Ad|
(He3HayHi 3MiHN y 3aTBEPKEHUX MEeToAax
BMNPOGYBaHHS) HesHauHi 3MiHM 3a NOKa3HUKOM
"loeHTudbikauis gekcTpany”, a came 3MiHa
CniBBIAHOLLEHHSA pyxomoi chasu B meTogi TLWX y
Bi4nNoBigHOCTI A0 MOHorpadii "Glucose" Eur. Ph.
541. | ®IBPUTA MOPOLLIOK Ta OkTadhap AscTpist B1po6HuK, Lsevis/ BHECEHHS 3MiH 10 peecTpaLiiiHnx maTepianis: 3MiHu | 3a He UA/18890/01/01
PO3YMHHMK Ans Ma BignoBiganbHW ABcTpisi/ TMNY - 3MiHK 3 AKOCTI. FOTOBWIA liKAPCbKWIA 3acib. peyenmom | nionsieae
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n/n

Ha3ssa
JliKapcbK0O20
3acoby

Popma surnycky
(nikapcbka ¢hopma,
YNaKkoBsKa)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs

Homep
peecmpayiliHo2o
nocsio4yeHHs

po3unHy ans
iH'ekuji/iHdoy3ii no 1
r; Mo 1 r NOpoLLKY Y
CKNSAHOMY (DNaKoHi;
no 50 mn
po34nHHMKa (BoAa
AN iH'eKuin) y
CKNSIHOMY D1aKOHi;
no 1 cpnakoHy 3
nopoLukom, no 1
chnakoHy 3
PO34MHHMKOM, 1Mo 1
npucTpoto Octajet
Ans nepeHocy, no 1
hiNbTPY B KAPTOHHIl
KopoobLi

dPapmaves
TMKa

MpoaykTio
Hcrec.
M.6.X.

3a NEPBUHHY
yNaKkoBKy,
KOHTPO/b SIKOCTI,
BUMYCK Cepii:
Oxtadapma AB,
LLseuis;
Bunpo6HuK,
BignoBiganbHM
3a BUPOGHMLTBO in
bulk, nepsuHHy Ta
BTOPVIHHY
yNaKkoBKy,
MapKyBaHHS,
BisyasibHy
iHcnekuijto,
KOHTPO/b SIKOCTI,
BUWMYCK Cepii:
Okradhapma
PapmaveBTVKa
MpopykTioHcrec.
M.6.X., ABCTpisi;
Bunpo6HMK,
BignoBiganbHM
3a Bi3yasibHWi
KOHTpPOSb,
MapKyBaHHS,
BTOPVIHHY
yNaKoBKy:
OkTachapma
[eccay N'mM6X,
HimeuuunHa;
Brpo6HuK,
BiANOBIgaIbHUIA
3a BUPOGHMLTBO
po3unHHMKa (Boga
ONs iH eKUiin):
B. bpayH
MencyHreH Al',
HimeuunHa,
Bunpo6HuK,
BignoBiganbHM
3a BUPOGHMLITBO
pO34nHHMKa (BOAa
ONA iH eKUii):
Contodpapm
dapmavoiiTiwe
EpuolirHicce
m6X, HimeyunHa

HimeyunHa

KOHTpO/Ib rOTOBOrO /liKapCbKoro 3acoby. 3MiHa
napameTpiB cneundikauii Ta/abo JONyCTUMUX MEX
rOTOBOrO /iKapCbKOro 3acoby (3BYXXEHHS [0NyCTUMUX
MeX) 3BYXXEHHS KpUTEPIto NPUIAHATHOCTI ANs
nokasHuka Po3umHHICTb 3 30 xBUAK Ha 20 XBUAVH Y
crneuudikaLii rotoBoro NpoAykTy. 3MiHV CTOCYHOTbCA
MK$. BHeceHHs pefakuiliHi npaBok Ao po3giny
3.2.P.5.1 y noka3Huky Onuc. 3MiH1 BHECEHO A0
IHCTpPYKLUIiT 415 MEAMYHOrO 3aCTOCYyBaHHS NikapcbKoro
3acoby a0 po3ginis "/ikapcbka chopma. OCHOBHI
dhizmko-ximiyuHi BnactmsocTi.", "Oco6nmnBocTi
3acTocyBaHHA". TepMiH BBeLEeHHS 3MiH - MPOTAroM 6
MiCALIB NiCNsA 3aTBEPAKEHHS

542,

®ISIOTEHC®

TabneTkn, BKPUTI
NNiBKOBOIO

AGGOTT
Jlabopato

HimeuunHa

BMPOGHMLITBO 3a
NMOBHUM LK/IOM:

®paHuisa

BHECEHHS 3MiH 0 peecTpaLiinHux matepiasnis: 3MiHu |
TMny - 3MiHK Woao 6e3nekn/edpeKTUBHOCTI Ta

3a
peyenmom

UA/0315/01/02




334

Ne Hassa Popma surnycky 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbKo20o | (nikapcbka hopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby YNaKkoBsKa) nocsioYeHHs1
o060n0oHkoto, no 0,4 pi3 M'M6X MavinaH hapmakoHarnagy (iHwi 3miHun)
Mr, no 14 tabnetok Na6opaTtopiz CAC 3MiHN BHECEHO B TEKCT MapKyBaHHS BTOPVHHOT
y 6nictepi, no 1, abo ynakoBKkM nikapcbkoro 3acoby y n.16. «IHPOPMALIA,
no 2, abo no 7 AKA HAHOCUTbLCS LPUDTOM BPANNSA», a Takox
6nictepiB y YTOYHEHO iHhopMaL,ito LWOoA0 NIOroTUNY 3asiBHUKA HA
KapTOHHI Kopo6Lyj; nepBuHHiIiA (N. 6. «IHLWE») Ta BTOpWHHIl (n. 17.
no 28 TabneTok y «IHLLE») ynakoBkax.
6nicTepi, no 1
6nictepy y
KapTOHHI KOpo6Li
543. | PIBIOTEHC® | Tabnetku, BKpUTI ABGOTT HimeuunHa BMPOGHMLITBO 3a ®paHuisa BHECEHHS 3MiH A0 peecTpaLiiiHux matepiasis: 3MiHu | 3a UA/0315/01/03
nNiBKOBOIO Na6opato NOBHUM LMK/IOM: TMny - 3MiHK Woao 6e3nekn/edekTUBHOCTI Ta peyenmom
o6onoHkoto, no 0,3 pi3 M'M6X MaiinaH hapmakoHarnagy (iHwi 3MiHu)
Mr, no 14 tabnetok Na6opaTtopiz CAC 3MiHU BHECEHO B TEKCT MapKyBaHHS BTOPUHHOI
y 6nictepi, no 2, abo ynakoBKM Nikapcbkoro 3acoby y n.16. «IHPOPMALIA,
no 7 6nictepis y AKA HAHOCUTBLCS LPUDTOM BPANNSA», a Takox
KapTOHHI kopo6Lyj; YTOYHEHO iHhopMaL,ito LWOoA0 NIOroTUNY 3asiBHUKA HA
no 28 TabneTok y nepBuHHiIiA (N. 6. «IHLWE») Ta BTOpUHHIl (n. 17.
6nicTepi, no 1 «IHLLIE») ynakoBkax.
6nictepy B
KapTOHHI KOopooLi
544. | ®IBIOTEHC® | Tabnetku, BKpUTI ABGOTT Himeuunna BMPOGHMLITBO 3a ®paHuisa BHECEHHS 3MiH 40 peecTpaLiiiHux matepiasnis: 3MiHu | 3a UA/0315/01/01
NNiBKOBOIO Na6opaTto NOBHUM LMK/TOM: TMny - 3MiHK Woao 6e3nekn/edpeKTNBHOCTI Ta peyenmom
060/10HKO10, Mo 0,2 pi3 TM6X MaiinaH thapmakoHarnsgy (iHwi 3miHn)
Mmr, no 14 TabneTok NabopaTtopiz CAC 3MiHV BHECEHO B TEKCT MapKyBaHHS BTOPUHHOT
y 6nicTepi, no 1, abo yMakoBKM NikapcbKoro 3acoby y n.16. «IHGOPMALLIA,
no 2, abo no 7 AKA HAHOCUTBCA LWPUOTOM BPANSIA», a Takox
6nicTepiB y YTOYHEHO iHhopMaL,ito LWOoA0 NOroTUNy 3asiBHUKA Ha
KapTOHHI Kopo6Lyj; nepBuHHiIiA (N. 6. «IHLWE») Ta BTOpWHHINA (n. 17.
no 28 TabneTtok y «IHLUE») ynakoBkax.
6nictepi, mo 1
6nictepy y
KapTOHHI KopooLi
545. | ®NEKAIHIA Tabnetkun no 50 mr; CaHpos CnoBeHisi BMPOGHMLTBO "in HimeuunHa BHECEHHS 3MiH 40 peecTpaviiHnx maTtepiasis: 3MiHu | 3a UA/15559/01/01
CAHAO3® no 10 Tabnetok y dapmach bulk", nakyBaHHs, TMny - 3MiHK 3 AkocTi. CepTudikat BignosigHocTi/lE- peyenmom
6nicTepi; no 3 abo 6, toTikan3 KOHTPOb Ta cepTudikaT BigNoBIgHOCTI EBPONENChKit
abo 12 6nicTepiB y b.4. BUNYCK Cepiit: hapmakonei/moHorpadii. NMogaHHs HoBoro abo

KapTOHHilA KopooLi

Cantotac dapma
M6X

OHOBJ/IEHOrO cepTudikaTa BignosigHOCTi abo
BW/yYeHHs cepTudikaTa BignoBiAHOCTI EBponenchbkii
thapmakonei: gns A®l; ans BUXigHOro
mMartepiany/peareHTy/npoMibKHOIo NPOAYKTY, WO
BMKOPUCTOBYIOTbCA Y BUPOOHULTBI ADI; ans
[LOMOMDKHOT peyoBuHM (cepTudikaT BigNOBILHOCTI
€Bponeiicbkiin hapmakonei) - OHOBMeHWIA cepTudikat
Bifl y)Xe 3aTBepKeHOro BUpoOHMKa - MNogaHHsA
OHOBJIEHOTO cepTudikaTa BifNoBIgHOCTI €BpONeChbKii
thapmakonei R1-CEP 2013-145-Rev 01
(3atBepmxeHo: R1-CEP 2013-145-Rev 00) gns [jtoyoi
peyoBuHM Pnekainigy auetarty Bif 3aTBEPAXEHOI0
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Ne Hassa Popma surnycky 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbKo20o | (nikapcbka hopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby YNaKkoBsKa) nocsioYeHHs1
Bupo6Huka MAPRIMED S.A., Argentina
546. | ®NEKAIHIA Tabnetku no 100 wmr; CaHpos CnoBeHisi BMPOGHMLTBO “in HimeuunHa BHECEHHS 3MiH A0 peecTpaLiiiHux matepiasis: 3MiHu | 3a UA/15559/01/02
CAHAO3® no 10 TabneTtok y dapmach bulk", nakyBaHHs, TMny - 3MiHK 3 AkocTi. CepTudikat BignosigHocTI/IE- peyenmom
6nicTepi; no 3 abo 6, oTikan3 KOHTPONb Ta cepTudikaT BignoBigHOCTI €EBponeichkiii
abo 12 6nictepiB y o.a. BUWMYCK Cepiii: thapmakonei/moHorpadii. NogaHHs HoBOro abo
KapTOHHIlA KOpooLi Cantotac ®apma OHOB/IEHOTO cepTudikaTa BifnoBigHOCTI a60
M6X BW/TyYEHHS cepTudikaTa BignoBiAHOCTI EBpoONeNiChKii
thapmakonei: ana Ad®l; ons BuxigHoro
mMaTtepiany/peareHTy/MpoMbKHOIo NPOAYKTY, Lo
BMKOPVCTOBYIOTbCA Y BUPOOHULTBI ADl; ans
[L0MNOMIXHOT peyoBrHY (cepTuddikaT BignoBigHOCTI
€Bponeiicbkiin hapmakonei) - OHOBEHWIA cepTudikat
Bif y)Xe 3aTBepXeHOro BUpobHuKa - MNogaHHsA
OHOBJIEHOrO cepTudikaTa BifnoBigHOCTI €Bponechbkili
thapmakonei R1-CEP 2013-145-Rev 01
(3atBepmxeHo: R1-CEP 2013-145-Rev 00) gna Ajtoyoi
pevoBuHM dnekaiHigy auertaTty Bif 3aTBEpAXEHOro
Bupo6HuKka MAPRIMED S.A., Argentina
547. | ®NEKCENIT PO34NH A8 iH'EKLN, BEPOC pevys BPOC NTA4 Ipevis BHECEHHS 3MiH 40 peecTpaLiiiHux matepiasnis: 3MiHu | 3a UA/0436/01/01
250 mr/mn; no 1 mn nTa TMny - 3MiHK Woao 6e3nekn/edpeKTNBHOCTI Ta peyenmom
(250 mr), abo no 2 thapmakoHarnagy. BeegeHHs abo 3amiHn fo
mn (500 mr), abo no y3arasibHeHVX faHux Npo cuctemy papmakoHarnsgy
4 mn (1000 mr) B (BBEAEHHSA y3ara/lbHEHNX AaHUX npo cuctemy
amnyniy hapmakoHarnagy, 3mMiHa ynoBHOBaXXeHOI ocobw,
naacTMKoOBOMY BiANOBIAaUIbHOI 3a 34iiCHEHH:A hapmakoHarnsay;
6nictepi; no 1 KOHTaKTHOI 0co6U 3 thapmakoHarnsgy 3asBHuKa gns
6nictepy B 3[iicCHEHHS hapMakoHarnsay B YkpaiHi, K0 BOHA
KapTOHHI KopoobLi BiAMiHHa Bif YNOBHOBaXeHOI 0CO6M, BiANOBIAA/IbHOI
3a 3AjiicHeHHs hapMakoHaraay (Bkiyarun
KOHTaKTHi fiaHi) Ta/abo 3MiHM y PO3MiLLLeHHI macTep-
haiina cuctemu papmakoHarnisgy) - 3miHa KOHTaKTHOI
0co6u 3asBHKKa, BiANOBIAANLHOI 3a hapmakoHarnsg B
YkpaiHi. [itova pegakuis: bagba OneHa AHaToniiBHa.
[MponoHoBaHa pefakuis: TkayeHko TeTsiHa [NeTpiBHa.
548. | ®TYBPIKC® NboAsAHUKM 1o 8,75 AT YkpaiHa KoHTponb cepiii: IcnaHis BHECEHHS 3MiH 0 peecTpaLiiiHux matepianis: 3MiHu | 6e3 niosnsieae UA/17885/01/01
Mr no 8 a6o 12 "papmak” IHOAPMEAA, TNy - 3MiHK 3 SIKOCTi. FOTOBWUIA Nnikapcbkuii 3aci6. peyenma
NbOASHUKIB Y C.J1., IcnaHisi; KOHTpPO/Ib FOTOBOIO /liKapCbKOro 3acoby. 3MiHa

6nicTepi; no 2
6nictepy y nauui 3
KapTOHY

KoHTponb cepiii:
NNABOPATOPIO

napameTpiB cneuudikauii Ta/abo AoNyCTUMUX MEX
roTOBOrO /liKapcbkoro 3acoby (iHLi 3MiHW) - BHECeHHs
3MiH go Cneuudpikauii /13 3a nokasHNkom «Onnc».

EUIBAPHE, C.A,, 3MiHV BHeceHo B po3zin "Jlikapcbka oopma” (OCHOBHI
Icnanis; hi3nKO-XiMIYHI BNACTMBOCTI) B IHCTPYKLitO AN1A
MeAMYHOro 3acTOCYBaHHs NikapCbKoro 3acoby y
Bnpo6HMLUTBO 3B'A3KY 3i 3MiHO0 onucy TabneTok. BeegeHHs 3MiH
roTOBOI NPOAYKLUT, NpoTArom 6-Tn MicALIB NiCAA 3aTBEPMKEHHS. 3MiHK |
BMNYCK cepil, MMy - 3MiHK 3 AKOCTi. FOTOBWIA NliKaPCbKUiA 3aci6.
nepBuHHE Ta 3MiHM Yy BUPOGHMUTBI. 3MiHU Y NpoLeci BUPO6HULTBA
BTOPWHHE roTOBOrO /iKapCbKoro 3acoby, BKIOYaUN NPOMKHUI
nakyBaHHS: MPOAYKT, L0 3aCTOCOBYETHLCA NPU BUPOOHULTBI
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Ymosu

Peknam

Howmep

n/n

Ha3ssa
JliKapcbK0O20
3acoby

Popma surnycky
(nikapcbka ¢hopma,
YNaKkoBsKa)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitliHa npoyedypa

Bionycky

yBaHHs

peecmpayiliHo2o

nocsioYeHHs1

Nosi'c

C.J1., IcnaHig

PapmacboThKan3

roTOBOrO JIiKapCbKOro 3acoby (He3HayHa 3miHa y
npoueci BUpobHULTBa) - OHOB/IEHO BUPOBOHNYWIA
npovec B 38’A3Ky 3 HOBUM cknagom /13,
ONTUMI30BaHO YMOBM BUpoOHMLTBA (Temperature) ans
OTpUMaHHS GinbLl CTabiNbHKX cepili npenapary 4ns
MOX/IMBOCTI 36i/IbLLEHHS TEPMiHY npuaaTHocTi 13 B
MalibyTHbOMY. BBEeA€HHS 3MiH NPOTAroM 6-TW MicALiB
nicns 3aTBepgKeHHs. 3MiHn | Tuny - 3MiHN 3 SKOCTI.
[oTOBWIA Nikapcbkuii 3aci6. 3MiHM Y BUPOOHULITBI.
3MiHM Y NpoLieci BUPOGHULITBA rOTOBOTO NiKapCbKOro
3aco6y, BK/OUAUY NPOMDKHUIA MPOAYKT, WO
3aCTOCOBYETHCS MPW BUPOOHULTBI FOTOBOrO
niKkapcbKoro 3acoby (He3HayHa 3MiHa y npoveci
BMPO6HMLTBA) - OHOB/IEHO BUPOGHNYMIA MpoLec
(PREMIX INCORPORATION) B 3B’A13Ky 3 HOBUM
cknagom N3, onTumizoBaHO yMOBW BUPOOHULTBA AN1A
OTpUMaHHS GinbLl CTabiNbHKX cepili npenapary 4ns
MOX/IMBOCTI 36i/IbLLIEHHS TEPMiHY npuAaaTHocTi /13 B
MainbyTHbOMY. 3aTBEpPAKEHO
PREMIX INCORPORATION -Add the components:
Flurbiprofen Peppermint oil Macrogol 300
Levomenthol. 3anponoHosaHo PREMIX
INCORPORATION -Add the components:
Levomenthol+ Flurbiprofen+KOH in purified
water+Macrogol 300. -Mix 2 minutes
-Add: Peppermint oil continuously through the orifice
with the mixer in motion. BBefeHHA 3MiH NPOTArom 6-
TH MicauiB nicna 3aTBepmpkeHHs. 3MiHu Il Tuny - 3miHn
3 AKocTi. FoToBUIA Nnikapcbkuid 3aci6. Onuc Ta cknag,
3MiHa y cknagi (4ONOMDKHUX pevyoBUHaXxX) roToBoro
nikapcbKoro 3acoby (iHWi AONOMKHI pe4YoBUHM) -
AKICHI ab0 KiNbKICHI 3MiHM 040 oAHIET ab0 AEKiNbKOX
[OMNOMDKHUX PEYOBWH, SKi MOXYTb 3HAYHO BM/IMHYTK
Ha 6e3neky, sKicTb ab60 eheKTUBHICTb FOTOBOro
nikapcbkoro 3acoby - BHeceHHs 3MmiH go cknagy M3, a
came- 04aHO AOMOMDKHY PeqOBUHY Kaulito rigpokeug,
3MiHM BHeceHOo B po3gin "Cknag" (40noMiKHI
PEYOBWHM) B IHCTPYKLiO 415 MEANYHOIO 3aCTOCYBaHHS
niKkapcbKoro 3acoby Ta sk HacNigokK - y TeKCT
MapKyBaHHS! yNakoBKW NikapcbKoro 3acoby. BeeaeHHs
3MiH NPOTSArom 6-TW MiCALIB NiC/1s 3aTBEPAKEHHS.

3a

UA/9065/01/01

549.

®JTYKOHA3O0
n

Kancynu no 50 mr;
no 7 a6o 10 kancyn
y 6nicTepi, no 1
6nictepy B KopobL,i 3
KapToHy

TOB
"AcTpacha
pm*

YKpaiHa

TOB
"Actpachapm”

YKpaiHa

BHECEHHS 3MiH 10 peecTpaLiiiHix MmaTepianis: 3MiHu |
UMy - 3MiHY 3 AKOCTi. FOTOBWIA Nikapcbkuin 3acib.
3MiHU y BUPOGHMUTBI. 3MiHa po3mipy cepil
(BK/KOHAOUM Ajiana3oH po3Mipy cepil) roToBOro
nikapcbkoro 3acoby (3mMmeHweHHsA go 10 pasis)
BBBE/leHHs1 J0AATKOBOr0 PO3Mipy Cepii roToBOro
niKkapcbKoro 3acoby (3MeHLLIeHHs po3mipy cepii [/13).
3arBepmkeHo: TeopeTnyHuin po3mip cepii: 882 000

O/AN3. OuikyBaHWiA po3mip cepii: 840 000 OA4N13, 120

peyenmom




337

Ne Hassa Popma surnycky 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbKo20o | (nikapcbka hopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby YNaKkoBsKa) nocsioYeHHs1
000 Ne7 (7x1), 84 000 Ne10 (10x1). 3anponoHoBaHoO:
TeopeTuyHuin po3mip cepii: 882 000 O4/13.
OuikyBaHuiA po3mip cepii:
840 000 OA1/13, 120 000 Ne7 (7x1), 84 000 Nel0
(10x1). TeopeTuyHuii po3mip cepii: 105 000 O4N13.
OuikyBaHuiA po3mip cepii:
100 000 OAN13, 14 285 Ne7 (7x1), 10 000 Ne10 (10x1)
550. | ®TYMA3EHI pO34nH ANA iH ekuiin, | ®apmacen ABcTpist BMPOGHUK, SKWiA AscTpisi/ BHECEHHS 3MiH [0 peecTpaLjiiiHuX MmaTepianis: 3MiHu | 3a UA/18091/01/01
n 0,1 mr/mn; no 5 Mn B exT Bignosigae 3a PpaHuin TMny - AGMIHICTPaTUBHI 3MiHW. BunyyeHHs BUPOGHWYOT peyenmom
®APMACENE | amnyni, no 5 a6o 10 IHTepHeLw BMNYCK cepil: LinbHUUI (BKAKOYatouM AinbHULI Ans AL, TPOMKHOIO
KT amnyn y KapTOHHIl HN dapmacenexTt npoAykTy abo roToBOro /ikapcbKoro 3acoby, AinbHULi
KOpoo6Li BeteniraH IHTepHeLUHN NS NpoBefeHHsA NakyBaHHS, BUPOOHUKA,
r3 M'm6X Beteniranrs rméxX, BiANOBIA&1bLHOrO 3a BMNYCK Cepiii, MiCLie NPOBEAEHHS
ABCTpiIS; KOHTPO/0 cepii) abo nocTavanbHyKa BUXIgHOTO
martepiany, peareHTy abo AONOMDKHOT peYOBUHU
BUMYCK NPOAYKLi (AKLLLO 3a3HaYeHO Y A0CbE). BunyyeHHs BUpoOHUYOI
in bulk, nepBuHHe [iNbHULI FOTOBOrO NikapcbKoro 3acoby,
Ta BTOPUHHE BiANoBigasIbHOI 3a BTOPVHHE NakyBaHHs ®apma Mak
nakyBaHHs, XaHrepi lNouepriapto Kopnatont ®enenocery
KOHTPO/b AKOCTI: Tapwawar (®apma MNak XaHrepi Kdt.)/ dapma MNak
LIEHEKCI, XaHrepi /lTa.,YropwuHa. 3anuwarTbes
®paHuis; anbTepHaTUBHI BUPoOHMKK KBizga
dapmaguctpubblowH M6X, ABCTpis; LieHekci,
BTOPUHHE ®paHuin
nakyBaHHs:
KBizga
dapmagncTpmbbo
WH MM6X, ABCTpis
551. | ®NIYTIKA3OH | kpem, 0,5 mr/r no 15 | TOBAPUC YkpaiHa BCi cTagii YkpaiHa BHECEHHS 3MiH 0 peecTpaLiiiHux matepiasis: 3MiHu | 3a He UA/15997/01/01
ry 1y6i; no 1 Ty6i B TBO 3 BMPO6OHMLTBA, TMny - 3MiHKM Woao0 6e3nekn/edekTUBHOCTI Ta peyenmom nionseae
KOpOO6Lii 3 KApTOHY OBMEXE KOHTPO/b AIKOCTI, thapmakoHarnsgy
HOKO BUNYCK cepil: OHOB/IEHHA TEKCTY MapKyBaHHA NepBUHHOI Ta
BIANOBIA ToBapucTBo 3 BTOPUHHOI YNaKkoBKW NikapCbKoro
ANBbHICT 06MexeHot 3ac06y( KOHKPETM30BaHO SIOrOTUN KOMNAHIT ,
10] BiANOBIAAILHICTIO YTOYHEHHS iHhopMaLlii Ha BTOPUHHIN ynakoBLi Ta
"KOPIOP "®apmMaueBTNyHa BUAA/IEHHS MapKyBaHHS POCIICbKOK MOBOIO).
ALIA KOMNaHis BBefeHHA 3MiH NPOTAroM 6-Tu MicALiB nicns
"300POB "3po0poB'a” 3aTBEPAKEHHS. 3MiHU | TUNY - AQMIHICTPATUBHI 3MiHN.
A YKpaiHa; 3MiHa Ha3BwW Nikapcbkoro 3acoby - 3MiHa Ha3Bu
NiKapcbKoro 3acoby.
BCi cTagii 3arsepaxeHo: ®/IYJEPM - 3anponoHoBaHo:
BMPOGHMLITBA, ®/IYTIKA3OH - BBegeHHS 3MiH NpoTArom 6-t1 Micauis
BUMyCK cepii: nicnsa 3aTBepayKeHHs
ToBapucTso 3
06MEXEHOI0
Bif4NoBiAaIbHICTIO
"®apmaueBTnyHa

KOMNaHis
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Ne Hassa Popma surnycky 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbKo20o | (nikapcbka hopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby YNaKkoBsKa) nocsioYeHHs1
"3popos'a”
YkpaiHa;
KOHTPONb AKOCTI:
ToBapucTso 3
06MexeHot
BIANOBIAAILHICTIO
"®APMEKC
reyn"
YKpaiHa
552. | ®OK/IEPOC® | Tabnetku, BKpUTI ANKANOT Pecny6nika KOHTPO/Tb ManbTa/ BHECEHHS 3MiH A0 peecTpaLiiiHux matepiasis: 3MiHu | 3a He UA/20016/01/02
nNiBKOBOIO o AL MiBHiYHaA SAKOCTI/TecTyBaHHs Pecny6nika TMny - AOMIHICTPaTUBHI 3MiHW. 3MiHa Ha3BuM peyenmom | nidssieae
06010HKOt0, N0 150 Ckon'e MakenoHis : MiBHIuHA NikapcbKoro 3acoby - 3MiHM BHECEHO LLOA0 HA3BM
Mr, no 6 TabneTok y dapmagokc MakegoHis/ nikapcbkoro 3acoby. 3aTBepaeHo: EpnoTuHi6
6nictepi, no 5 Xenckea N14., IcnaHis/ Ankanoig. 3anponoHoBaHo: POK/TIEPOC®. 3MmiHu |
6nicTepis y ManbTa; Bonrapisi/ UMy - 3MiHY 3 AKOCTi. FOTOBWIA Nikapcbkuii 3aci6.
KapTOHHIA Kopoo6Li Yuni CucTeMa KoHTelHep/3aKynopioBasibHUIA 3aci6. 3miHa

BUWMYCK Cepiii:
ANKANOIL AL
Ckor’e,
Pecny6nika
MiBHiuHa
MakefoHist;

nepBuHHE Ta
BTOPVHHE
nakyBaHHs1,
KOHTPO/b

SKOCTi/TecTyBaHHS

CiHTOH XicnaHis
C.J., IcnaHisi;

nepBUHHE Ta
BTOPUHHE
nakyBaHHs:
=
dapmacbloTikasnc
Nta., Bonrapis;

PO3Mipy ynakoBKv roTOBOro MikapCbKoro 3acoby (3miHa
KiNIbKOCTi 0AVHWLUG (Hanpukiag Tabnetok, amnyn
TOLL0) B yMakoBLi) - 3MiHa y Aiana3oHi 3aTBepAKeHNX
pO3MipiB yNakoBKU - NPUBEAEHHS Y BiANOBIAHICTb
KiNbKICTb 6/1iCTEpIB B yNakoBLji A0 3aTBEPAKEHUX Y
KpaiHi BUpO6HMKa MaTepiasiiB peecTpavyiiiHoro AoChe
Ta HaflaHoro Aocbe B YKpaiHi, yepes gonyLieHy
noMWsIKy Mig, yac peectpadii, a came 3amicTb «10
TabneTok y 6nictepi, no 3 6nictepa y KapTOHHI
KopobLi», Mae 6yTn «6 TabneTok y 6nictepi, no 5
6nicTepiB y KApTOHHIl KOpo6Li» ANt 060X A03yBaHb
(no 100 mr Ta no 150 mr). MNepBUHHMIA NaKyBabHWiA
mMartepian He 3miHMBCSA. 3aTBepaxeHo: YMAKOBKA: Mo
10 TabneTok y 6nicTtepi, no 3 6ricTepn y KapTOHHIN
Kopo6ui. 3anponoHoBaHo: YMNAKOBKA: No 6 TabneTok
y 6nicTepi, no 5 6nicTepiB y KAPTOHHIN KOpO6Li. 3MiHK
BHECEHO [0 IHCTPYKLii 418 MeANYHOro 3acToCcyBaHHS
nikapcbKoro 3acoby y po3ain "Ynakoska". 3miHu | Tuny
- 3MiHM Wwoao 6e3nekn/edeKTUBHOCTI Ta
thapmakoHarnagy. 3MiHa y KOpOTKiil xapakTepucTuLi
NiKapcbKoro 3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKLiT
[ONs MeAMYHOro 3acToCyBaHHA Ha NiACTaBi perynsipHo
OHOBJ/OBAHOrO 3BiTY 3 6e3NeKn Nikapcbkoro 3acooby,

BVPOGHMLTBO abo gocnigpxeHb 3 6e3Mekn 3acTocyBaHHS NikapCbKoro
roToBOro 3acoby B nicnspeecTpauiliHuii nepios, abo sk
NPOAYKTY, pe3ynbTaT OLiHKV 3BITY 3 AOC/ILKEHb, MPOBEAEHNX
nepBuHHEe Ta BiANOBIAHO f0 MnaHy negiatpuuHnx gocnimxeHs (PIP)
BTOPUHHE (3MiHy y3rofkeHo 3 KOMMETEHTHVUM YNOBHOBaXXEHUM
nakyBaHHs, opraHom) - 3MiHV BHECEHO A0 iHCTPYKLii Ans
KOHTPO/b MeAMYHOro 3acTOCYBaHHS MikapCbKoro 3acoby y
SAKOCTI/TecTyBaHHs po3ainu "OcobnBOCTi 3acTocyBaHHS", "MOGIYHI
: peakuii" BignoBigHO A0 OHOBNEHOI iHthopMaL,i 3
CiHTOH Yuni 6e3nekun Ajkyoi pe4oBUHN.
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Ne Hassa Popma surnycky 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbKo20o | (nikapcbka hopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby YNaKkoBsKa) nocsioYeHHs1
Ntpa., Yuni
553. | ®OK/IEPOC® | Tabnetku, BKpUTI ANKANOI Pecny6nika KOHTPO/1b ManbTta/ BHECEHHS 3MiH 0 peecTpaLiiiHux matepianis: 3MiHu | 3a He UA/20016/01/01
NiBKOBOO O AL MiBHiuHa AKOCTi/TECTyBaHHSA Pecny6nika TMny - AGMIHICTPaTVBHI 3MiHW. 3MiHa Ha3BMK peyenmom | nionsi2ae
060/10HKOI0, Mo 100 Ckon'e MakefoHis : MiBHiuHa nikapcbKoro 3acoby - 3MiHM BHECEHO LLOA0 HA3BM
Mr, o 6 TabneTok y dapmagokc MakefoHis/ nikapcbkoro 3acoby. 3aTBepxeHo: EpnoTuHio
6nictepi, no 5 Xenckea N4, Icnanis/ Ankanoig. 3anponoHosaHo: POK/TIEPOC®. 3miHu |
6nicTepiB y ManbTa; Bonrapis/ TUMy - 3MiHM 3 AKOCTi. [OTOBWIA Nikapcbkunii 3aci6.
KapTOHHIlA KOpooLi Yuni CuncTeMa KoHTelHep/3akynoptoBasibHUIA 3aci6. 3miHa
BWMYCK Cepii: PO3Mipy YnakoBKv roTOBOrO /likapcbKoro 3acoby (3MiHa
AJTKANOIQ AL KiNbKOCTi 0AVHMLUG (Hanpukiag TabneTok, amnyn
Ckon’e, TOLLO) B ynakosLi) - 3MiHa y Ajiana3oHi 3aTBepKEeHNX
Pecny6nika pO3MipiB yNakoBKW - MPUBEAEHHS Y BiAMNOBIAHICTb
MiBHiuHa KiNbKiCTb 6/1icTepiB B ynakoBLji 40 3aTBEPAKEHUX Y
MakefioHist; KpaiHi BUpOGHMKa MaTepiasiiB peecTpaviiiHoro focbe
Ta HafaHoro JoCbe B YKpaiHi, yepes gonyLeHy
nepBuHHe Ta MOMUIIKY Nif, Yac peecTpauii, a came 3amicTb «10
BTOPVHHE TabneTok y 6nictepi, no 3 6nicTepa y KapTOHHIl
nakyBaHHs, Kopobui», Mae 6yTn «6 TabneTok y 6nictepi, no 5
KOHTPO/Tb 6nicTepiB y KapTOHHIlA KOpobLi» AN 060X A03yBaHb
SAKOCTI/TecTyBaHHs (no 100 mr Ta no 150 mr). MepBUHHMIA NaKyBabHWiA
: marepian He 3MiHMBCS. 3aTBepaxeHo: YITAKOBKA: Mo
CiHTOH XicnaHis 10 TabneTok y 6nicTepi, no 3 61icTepU y KApPTOHHIi
C.J1., IcnaHis; Kopobui. 3anponoHoBaHo: YIMAKOBKA: Mo 6 Tabnetok
y 6nictepi, no 5 6nicTepiB y kapTOHHI kopobu,i. 3MiHK
nepBuHHEe Ta BHECEHO [0 iHCTPYKLiT 415 MeNYHOro 3aCTOCyBaHHS
BTOPVHHE niKapcbKoro 3acoby y po3ain "Ynakoska". 3MiHu | Tuny
nakyBaHHs: - 3MiHM Wwoao 6e3nekn/edhekTUBHOCTI Ta
re thapmakoHarnagy. 3MiHa y KOpOTKill xapakTepucTuui
$apmacbloTikasc NiKapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta iIHCTPYKLT
Ntp., Bonrapis; ONA MeAMYHOro 3aCTOCyBaHHSA Ha MigcTasi perynspHo
OHOB/IHOBAHOrO 3BITY 3 6e3neKn NikapcbKoro 3acoby,
BUPOGHMLTBO a60 focnifxeHb 3 6e3nekn 3aCTOCyBaHHS /iKapCbKoro
roToBOro 3aco6y B nicnapeecTpaviliHvii nepiod, abo sk
NPOAYKTY, pe3ynbTaT OLiHKM 3BiTY 3 AOCNIMKEHb, NPOBEAEHNX
nepBuHHE Ta BIAMNOBIAHO A0 NNaHy negiatpuyuHux gocnigxeHs (PIP)
BTOPWHHE (3MiHY Y3rofpkeHO 3 KOMNETEHTHUM YNOBHOBaXKEHUM
nakyBaHHs, opraHom) - 3MiHV BHECEHO A0 iHCTPYKLii Ans
KOHTpO/b MeAMYHOro 3acTOCYBaHHSA NMikapCcbKoro 3acoby y
AKOCTI/TECTYBaHHSA po3ainu "OcobnBOCTI 3acTocyBaHHS", "IM0OGIYHI
: peakuii" BignoBigHO 4O OHOBMEHOI iHChopMaL,i 3
CiHTOH Yuni 6e3neku Ajtoyoi pevoBUHN.
Ntpa., Yuni
554. | ®OPIHEKC cnpeii HazaslbHUiA, AT YkpaiHa AT “dapmak” YkpaiHa BHECEHHS 3MiH 0 peecTpaLiiiHux matepiasis: 3MiHu | 3a He UA/14953/01/01
cycnensis, 50 "papmak” (nakyBaHHs i3 UMy - 3MiHY 3 AKOCTi. [OTOBWIA Nikapcbknin 3aci6. peyenmom | nionsi2ae
MKr/go3y; no 140 dhopmu in bulk Onuc Ta ckiag,. 3miHa 'y cknagi (40NoMiXHUX
003y hnakoHi 3 ipMun-BnpobHUKa peyoBUHaX) roToBOro Nikapcbkoro 3acoby (iHLi 3MiHW)
HacoCcoM-[03aTopoM Anotekc [HK., 3MiHa AONOMiXHOT pevoBuHK y cknagi M3, a came
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Ne Hassa Popma surnycky 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbKo20o | (nikapcbka hopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby YNaKkoBsKa) nocsioYeHHs1
3 po3nu/oBayem Kanaga) «BOAY OUULLLEHY» 3MIHEHO Ha «BOAY ANS iH'EKLi».
Ha3a/IbHOro 3MiHN BHECEHO B iIHCTPYKUiO 41151 MeANYHOro
NpU3HaYeHHs; no 1 3acTocyBaHHSA Nikapcbkoro 3acoby y posgin "Ckiag"
hnakoHy y nauui (AONOMDKHI peyoBMHW) 3 BIANOBIAHVMM 3MiHAMU B
TEKCTi MapKyBaHHS1 YNakoBOK /1iKkapCbKOro 3acoby.
BBefeHHA 3MiH NPOTAroM 6-Tu MicALiB nicns
3aTBEPMAKEHHS. 3MiHM | TUMY - 3MiHK 3 SIKOCTi. FOTOBWIA
nikapcbkuii 3aci6. KOHTPOb AOMNOMIXHMX PEYOBUH.
3miHa napameTpiB cneuudikayin Ta/abo gonycTummx
MeX A/151 AONOMDKHOT peYOBUHM (iHLLI 3MiHK) 3MiHa B
cneumdikauii Ha OMOMKHY peyoBuHy «Boga ans
iH'eKUili» 3a NoKa3HUKOM «Mikpo6iosioriyuHa umcrtoTa»
3aTBepakeHo:
Total Aerobic Microbial Count: NMT 40 cfu/ml;
Objectionable Microorganisms: Absent
3anponoHoBaHo:
Total Aerobic Microbial Count: NMT 8 cfu/100 ml
Objectionable Microorganisms: Absent
Ta BBEIEHHS NOKa3HWKa «bakTepiasibHi eHA0TOKCUHU»
(kpuTepiii npuiinaTHocTi: NMT 0,25 USP endotoxin
units/ml).
BBefeHHs 3MiH NpoTArom 6-T1 MicALiB nicns
3aTBEpPKEHHSA
555. | ®OPTE3A pO34MH 4151 pOTOBOT [enbTa LLiBeiiapis ABJl IBPAXIM TypeyunHa BHECEHHS 3MiH 0 peecTpaLiiiHux MmaTepiasis: 3miHu 11 6e3 UA/13797/01/01
NOpPOXHUHN 0,15 %, Megiken Inay CaHai Be TMny - 3MiHM 3 AKOCTi. A®I. (iHWi 3MiHWM) OHOBNEHHS peyernma
no 60 mn a6o 120 MpomoyL TipxapeT A.LL. DMF Ha gitovy peqyoBuHy 6eH3naaMiHy rigpoxiopug,
MJ1 PO3YUHY Y H3 Al Bif 3aTBEpAxeHoro Bupo6Huka Uquifa Mexico S.A. de
CKNSAHOMY (hN1aKoHi; C.V., Mexico (3aTBepgxeHo: CTD-O-BP 1051/04.14
no 1 donakoHy dated April 2014); 3anponoHoBaHo: CTD-O-BP
pasom 3 MipHUM 1051/04.14 dated June 2022).
KOBNA4koMm y
KapPTOHHIi KOpooLii
556. | ®POPTE3A cnpeii a4ns poToBoi [enbTa LLiBeiiuapis ABJl IBPAXIM TypeyunHa BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3miHu 11 6e3 UA/13797/02/01
NOPOXHUHN 0,15 %; Megiken Inay CaHai Be TMny - 3MiHK 3 AKOCTi. A®I. (iHLWi 3MiHWM) OHOBNEHHS peyernma
no 15 mn a6o no 30 Mpomoyu TimpxkapeT A.LL. DMF Ha gitovy peqyoBuHy 6eH3naaMiHy rigpoxiopug,
MJ1 PO3YUHY Y H3 Al Bif 3aTBEpAxeHoro Bupo6Huka Uquifa Mexico S.A. de
hakoHi 3 C.V., Mexico (3aTBepgxeHo: CTD-O-BP 1051/04.14
posnusoBayeM; no dated April 2014); 3anponoHosaHo: CTD-O-BP
1 chnakoHy B 1051/04.14 dated June 2022).
KapTOHHI/ Kopobui
557. | ®OCTEP aepo3o/b ANns K'esi ABCTpis BMPOGHMLITBO, ITania/ BHECEHHS 3MiH 1O peecTpaLjiiiHiX maTepianis: 3MiHu | 3a UA/16438/01/01
iHransiin, Papmac'to KOHTpONb, 36ip ABCTpist TMny - 3MiHK Woao 6e3nekn/edekTUBHOCTI Ta peyenmom
[030BaHuii, 100+6 Tikens HaMoOBHEHMX thapmakoHarnisgy. BeegeHHs abo 3miHn go
MKr/go3y; no 120 v6X KOHTelHepiB Ta y3araslbHeHNX AaHux npo cuctemy dpapmakoHarnsgy

[103 y KOHTelHepi;
no 1 a6o 2
KOHTEliHepy 3
[103y104MM
K/1anaHom i

nakyeaHHs: K'e3i
dapmaueyTumyi
C.n.A., Itanis; 36ip
HanoBHEHUX
KOHTEHepIB Ta

(BBEAEHHS y3araslbHEHMX [aHUX NPo cucTemy
hapmakoHarnsgy, 3MiHa ynoBHOBaXXeHOI 0cobw,
BiANOBIAa/IbHOI 3a 34iiCHEHHS hapMmakoHarnsay;

KOHTaKTHOI 0cO6Y 3 thapmakoHarnsagy 3asiBHuka ans
3[iiCHEHHS1 dpapMakoHarisay B YKpaiHi, KLU0 BOHA
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Ne Hassa Popma surnycky 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbKo20o | (nikapcbka hopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby YNaKkoBsKa) nocsioYeHHs1
pO3NW/IOHY0I0 nakyBaHHs: BiAMiHHA Bif, YNOBHOBaXeHOI 0CO6M, BiANOBIAA/IbHOI
Hacagkow Ta 7. dapma M'mbX, 3a 3pjicHeHHs hapMakoHaragy (BKIvarum
3aXUCHUM ABCTpISi; BUNYCK KOHTaKTHi flaHi) Ta/abo 3MiHW y PO3MILLLeHHI macTep-
KOBMNa4ykoMm y cepii: K'esi thaiina cuctemm chapmakoHarnsgy). 3miHa
KapTOHHI kopo6Lyj; dapmac'toTikens YMOBHOB&XEHOI 0C06Y 3asBHWKa, BiANOBifa/IbHOT 3a
no 180 go3y 'M6X, ABCTpist; thapmakoHarnag,.
KOHTeliHepi; no 1 KOHTPO/b cepii: [itoua pepakuis: A-p OxkaH Hikono KacTinbiioHe /
KOHTEliHepy 3 YIMAH C.P.11., GianNicolaCastiglione. MponoHoBaHa pegakuis:
003yo4nm ITanis [abpienb-KopHenia ®dokc / Gabriele-Cornelia Fox.
KnanaHom i 3MiHa KOHTaKTHUX AaHWX YNOBHOBaXXEHOT 0CO6M
PO3MUJIOHYO0 3asBHVKa, BigNoBiganbHOI 3a hapmakoHarnsag,. 3miHa
HacafKol Ta KOHTaKTHOI 0CO6U 3asBHWKa, BifnoBigasibHOI 3a
3axX1CHUM hapmakoHarnag B Ykpaini. [itoua pefaxuis:
KOBNA4KoM Yy BapaHiBcbkuii Mukona OnekciiioBuy. MponoHoBaHa
KapTOHHIlA KOopooLi pefakuis: Kapayesuesa Hatanisa BonogumupisHa.
3MiHa KOHTaKTHUX AaHWUX KOHTaKTHOI 0CO6U 3asiBHYMKA,
BiNOBiAA/IbHOI 32 hapmakoHarisag, B YkpaiHi
558. | ®POCDOLIVH rpaHynun ans dapmaves peuis NabiaHa IcnaHis BHECEHHS 3MiH 0 peecTpaLiiiHux matepiasis: 3MiHu | 3a UA/15015/01/01
OPa/ILHOIO PO3UNHY TVYHa dapmachbloTikasc, TMny - 3MiHM WoAo 6e3nekn/edpeKkTNBHOCTI Ta peyenmom
no 3r; 2 cawe 3 KOMMaHis C.JY. thapmakoHarnsgy. BeegeHHs abo 3miHv o
rpaHynamm y "Bokate y3arasibHeHUX JaHnx Npo cucTemy dhapmakoHarnsgy
KOpOO6Li 3 KApTOHY CA" (BBEAEHHSA Y3araslbHEHUX AaHWX NMPO cucTemy
hapmakoHarnsgy, 3MiHa ynoBHOBaXeHOi 0cobu,
BiANOBIAA/IbHOI 3a 34iliCHEHHSA hapMmakoHarnsay;
KOHTaKTHOI 0Co6YM 3 thapmakoHarnsagy 3asiBHuka anas
3piicHeHHs hapMakoHarnsgy B YkpaiHi, KO0 BOHA
BigMiHHa Bif, yNOBHOBaXXEHOT 0CO6M, BifnoBiganbHOI
3a 34jiicHeHHs hapmakoHarnagy (Bkyaoun
KOHTaKTHI AaHi) Ta/abo 3MiHN Yy pO3MilLeHHi MacTep-
(paiina cuctemu hapmMakoHarnsay) - 3miHa KOHTakKTHOI
0co6u 3asBHMKA, BiANOBIAAILHOI 3a thapmakoHarnsag, B
YkpaiHi. [itova pegakuis: bBagba OneHa AHaToniiBHa.
lMponoHoBaHa pefakuin: TkayeHko TeTsHa NeTpiBHa.
559. | ®TOPOKOPT | ma3sb, 1 mr/r;no 15t BAT YropwmHa BAT "l'efeoH YropumHa BHECEHHS 3MiH [0 peecTpavljiiiHuX maTepiasis: 3MiHu | 3a UA/7093/01/01
® masi B Ty6i; no 1 Ty6i "l'epeoH PixTep" TMny - 3MiHK Woao 6e3nekn/edpeKTNBHOCTI Ta peyenmom
B KapTOHHIi Kopo6Lyi PixTep" thapmakoHarnagy. BeegeHHs abo 3amiHn fo

y3arasibHeHVX AaHux Npo cuctemy papmakoHarnsgy
(BBEAEHHSA y3araslbHEHMX AaHUX NPo cucTemy
hapmakoHarnagy, 3mMiHa ynoBHOBaXXeHOI ocobw,
BiANOBiga/IbHOI 3a 34jICHEHHST chapMakoHarnsay;
KOHTaKTHOI 0co6M 3 thapMakoHarnsay 3asBHuKa gns
3[jiicHEHHs hapMakoHarnsay B YkpaiHi, K0 BOHA
BiAMiHHa Bif YNOBHOBaXeHOI 0CO6M, BiANOBIAA/IbHOI
3a 3AjiicHeHHs hapMakoHaraay (Bkiyarun
KOHTaKTHi fiaHi) Ta/abo 3MiHM y PO3MiLLLeHHI macTep-
dhaiina cuctemmn chapmakoHarnsagy). 3miHa KOHTaKTHUX
[aHnX YNoBHOBaXXEHOT 0CO6W 3as1BHYIKA,
BiANOBIAA/ILHOT 32 hapmakoHarnsag. 3MmiHa
MicLie3HaXO[)KEHHS MacTep-ghaiina cuctemm
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Ne Hassa Popma surnycky 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbKo20o | (nikapcbka hopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby YNaKkoBsKa) nocsioYeHHs1
hapmakoHarnsigy. 3miHa micus 34iiiCHeHHs1 OCHOBHOT
AOiSIbHOCTI 3 hapmakoHarsgy.
560. | PY3IAEPM® renb 2%, no15rs. Papma VopaaHis dapma VoppaHis BHECEHHS 3MiH 10 peecTpaLiiiHix MmaTepianis: 3MiHu | 3a UA/3093/03/01
IOMIHIEBIN Ty6i; No IHTepHeLw IHTepHeLeHan TMny - 3MiHKM Woao 6e3nekn/edekTUBHOCTI Ta peyenmom
1 Ty6i B KAPTOHHIl eHan KomnaHi thapmakoHarnagy (iHwi 3MiHN). 3MiHN BHECEHO Y TEKCT
Kopobui Komnawi MapKyBaHHs NepBuHHOI (N. 6) Ta BTOPMHHOT (N. 8, 17)
ynakoBKM fikapcbKoro 3acoby. BeeAeHHs 3MiH
NpOTSArom 6-Tv MicsLiB Nicnsi 3aTBEPAKEHHS.
561. | XE/MMNEKC® NopoLUoK ANs TOB "MoBi YkpaiHa BMPOBHULTBO 3a LLiBeiiuapisi/ BHECEHHS 3MiH 0 peecTpaLiiiHux matepiasis: 3MiHu | 6e3 nionsieae UA/15355/01/01
AHTUKONA, OpasIbHOro PO34NHY Xenc" NOBHUM LMK/IOM: ITanis TMny - 3MiHK Woao0 6e3nekn/edekTUBHOCTI Ta peyernma
HEO 3 M&/IMHOBUM Annekc ®apma thapmakoHarnsagy (iHwi 3miHn) 3MiHW BHECEHO A0
CMakoM; no 4 r CA, Weeiilapis; NYHKTY 17 TEKCTY MapKyBaHHSA NEPBUHHOI YNaKOBKN Ta
NOpPOLLKY B calle; no nepBuHHE Ta 00 NyHKTIB 8, 11, 12, 17 TeKCTy MapKyBaHHS BTOPUHHOI
10 cawe B BTOPUHHE yNakoBKW NikapCbKoro 3acoby. TepmiH BBEAEHHS 3MiH
KapTOHHIlA KopooLi nakysaHHs: Jlamn - MPOTAroM 6 MicAUiB Nicna 3aTBEPAKEHHSA. 3MiHN |
CaH Mpocnepo TMny - 3MiHK Woao0 6e3nekn/edekTUBHOCTI Ta
CIA, Itanisa thapmakoHarnsagy (iHwi 3miHn) 3MiHW BHECEHO A0
IHCTPYKUIT ANA MEAUYHOrO 3aCTOCYBaHHS Nikapcbkoro
3acoby A0 po3giny "MobiyHi peakyii" cTOCOBHO
HeoOXiZAHOCTI NOBIAOMASATY NPO YCi BUNaaKn
nifgo3proBaHMX NoGIYHMX peakLili Ta BifCYTHOCTI
epeKTNBHOCTI flikapcbkoro 3acoby. TepMiH BBEAEHHS
3MiH - NPOTArom 6 MicAUiB NicNsA 3aTBEPAKEHHS.
562. | XE/NNNEKC® MOPOLLIOK AN TOB "Mosi YkpaiHa BMPOGHULITBO 3a LBeliLapia/ | BHeCeHHs 3MiH [0 peecTpauiiHux maTepianis: 3MiHu | 6e3 nionsizae UA/15354/01/01
AHTUKONA OPa/IbHOTO PO3UNHY Xenc" NOBHUM LMK/TOM: ITanis TMny - 3MiHKM Woao0 6e3nekn/edekTUBHOCTI Ta peuyenma
HEO 3 JIMMOHHUM Annekc ®apma thapmakoHarnsagy (iHwi 3miHn) 3MiHW BHECEHO A0
CMakoM; no 4 r CA, Wseiiyapis; NyHKTY 17 TeKCTYy MapKyBaHHSA NePBUHHOI YNakoBK/ Ta
NOPOLLKY B calle; no nepBuHHe Ta 00 nNyHKTiB 8, 11, 12, 17 TeKCTy MapKyBaHHS BTOPUHHOT
10 cawe B BTOPUHHE yNakoBKM MiKapCbKoro 3acoby. TepmiH BBEAEHHS 3MiH
KapTOHHiA KOpOGL nakysaHHs: Jlamn - NPOTAroM 6 MICALIB MiCNA 3aTBEPAKEHHS. 3MiHK |
CaH lMpocnepo TMny - 3MiHKM Woao0 6e3nekn/edekTUBHOCTI Ta
CIA, Itanisa thapmakoHarnsagy (iHwi 3miHn) 3MiHW BHECEHO A0
IHCTPYKLUIT 4151 MEeAUYHOro 3aCTOCYBaHHS /iKapCbKoro
3acoby Ao po3giny "MobiyHi peakyii" cTOCOBHO
HeoOXiAHOCTI NOBIAOMASATY NPO YCi BUNaaKn
nifo3proBaHmX NoGiYHKX peakLiii Ta BigCyTHOCTI
edheKTMBHOCTI NikapCbKoro 3acoby. TepmiH BBeAEHHS
3MiH - NPOTArom 6 MicAUIB NicNs 3aTBEPAKEHHS.
563. | XE/NNNEKC® MOPOLLIOK AN TOB YkpaiHa NOBHWUIA LKA LlBeliuapia/ | BHeCeHHs 3MiH [0 peecTpauiiHux maTepianis: 3MiHu | 6e3 nionszae UA/16015/01/01
AHTUKONA, OpasibHOro PO34YUHY «Mosi BMPOGHMTLBA: ITanisa TMny - 3MiHK WoAo 6e3nekn/edpeKTNBHOCTI Ta peyenma
HEO MAKC 3 M&/IMHOBUM Xenc» Annekc ®apma hapmakoHarnagy (iHwi 3MiH1) 3MiHW BHeCeHo [0

CMakoMm, no 4r
MOPOLLKY B calle; no
10 cawey
KapTOHHIA navui

CA, WBeiiyapis;
nepBuHHE Ta
BTOPWHHE
nakysaHHs: Slamn
CaH lMpocnepo
CINA, Itanis

NYHKTY 17 TEKCTY MapKyBaHHSA NePBUHHOI YNakoBK/ Ta
[0 NyHkTiB 8, 11, 12, 17 TEeKCTy MapKyBaHHS BTOPUHHOT
ynakoBKU NiKapcbKoro 3acoby. BeeAeHHs 3MiH
NpoTArom 6-Tn MicALIB NiCNA 3aTBEPMKEHHS. 3MiHK |
TMny - 3MiHK WoAo 6e3nekn/edpeKTNBHOCTI Ta
thapmakoHarnsagy (iHwi 3miHn) 3MiHW BHECEHO A0
IHCTPYKLUIT 415 MEAUYHOr0 3aCTOCYBaHHS /iKapCbKoro
3aco6y A0 po3ainy "MobiyHi peakuji" cTOCOBHO
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Ne Hassa Popma surnycky 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbKo20o | (nikapcbka hopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby YNaKkoBsKa) nocsioYeHHs1
HeoOXifAHOCTI NOBIAOMAATY NPO YCi BUNAAKN
nigo3proBaHnX NOGIYHMX peakLili Ta BigCyTHOCTI
eheKT1BHOCTI JlikapcbKoro 3acoby. BBeieHHS 3MiH
NpoTArom 6-Tn MiCALIB NiCNA 3aTBEPMAKEHHS.
564. | XENMNEKC® MOPOLLIOK ANt TOB YkpaiHa MOBHUIA LMK LLiBefiuapis/ | BHeCeHHS 3MiH [0 peecTpavyiiiHuX maTepiani: 3miHu | 6e3 nionsizae UA/16014/01/01
AHTUKONA OPa/ILHOIO PO3UNHY «MoBi BMpOGHUTLBA: ITanis TMny - 3MiHK Woao 6e3nekn/edekTUBHOCTI Ta peyenma
HEO MAKC 3 JIMMOHHUM Xernc» Annekc ®apma thapmakoHarnsgy (iHwi 3miHn) 3MiHM BHECEHO A0
CMakoMm, no 4 r CA, Weeiiuapis; NYHKTY 17 TEKCTY MapKyBaHHs NEpPBUHHOI YNakoBKW Ta
NOpPOLLKY B caLle; no nepBuHHe Ta 00 NyHKTIB 8, 11, 12, 17 TEeKCTY MapKyBaHHS BTOPUHHOT
10 cawey BTOPVHHE ynakoBKM fikapcbKoro 3acoby. BBeAeHHs 3MiH
KapTOHHI navu,i nakyBaHHs: Jlamn NpoTArom 6-Tu MicALIB Nicns 3aTBEpMKEHHS. 3MiHu |
CaH lMpocnepo TMny - 3MiHK Woao 6e3nekn/edekTUBHOCTI Ta
CNA, Itanis dhapmakoHarnagy (iHwi 3MiH1) 3MiHU BHECEHO [0
IHCTPYKUIi 418 MEAUYHOrO 3aCTOCYBaHHS NiKapcbKoro
3acoby a0 po3ziny "MobiyHi peakyii" cTOCOBHO
HeoOXiAHOCTI NOBIAOMAATY NPO YCi BUNaAKN
nigo3proBaHnX NOGIYHMX peakLili Ta BifgCYTHOCTI
ed)eKTMBHOCTI NliKapcbKoro 3acoby. BBegeHHs 3MiH
NpoTArom 6-T1 MiCALIB MiCNA 3aTBEPMAKEHHS.
565. | XIMOTPUMNC niodpinisar ana TOB "®3 YkpaiHa TOB "$3 YkpaiHa BHECEHHS 3MiH IO peecTpaLjiiiH1X MmaTepianis: 3MiHu | 3a UA/2347/01/01
NH pO3unHy ans iH'ekuii | "BIODAP "BIO®APMA" My - 3MiHK 3 AKOCTi. A®l. KoHTponb AdI. 3miHa y peyenmom
KPUCTANMIYH | no0,01r1;5 MA" napameTpax cneuudikauii Ta/abo JOMyCTUMUX MEX,
nin oNakoHiB 3 BM3HA4YeHNX y cneundikauisx Ha A®l, abo
niocpinizatom y BUXigHWIA/NPOMIDKHWIA NpOAYKT/peareHT, Lo
6nicTepi; no 2 BMKOPVCTOBYIOTbCA Y npoueci BupobHuytea A®| (iHwwi
6nicTepn y nauui 3 3MiHN).
KapToHy [ofaBaHHsa cnevumdikayii BXIAHOTO KOHTPOLO 3
BiANOBIAHUMY METOAAMW KOHTPOJIHO, BUNTYYEHHS M.
3anvLWoK Npu cnasttoBaHHi, foAaBaHHA NOKa3HUKIB:
Po3uunHHicTb, laeHTuiKaLis, Npo30picTb PO3UUHY,
MuTomwnii NokasHWK NornnHaHHs, pH, KinbkicHe
BM3HAYEHHS BignoBigHoO A0 MoHorpadii EP. 3miHu |
My - 3MiHK 3 AKOCTi. A®l. KoHTponb AdI. 3miHa y
napameTpax crneundikauii Ta/abo 4ONyCTUMUX MEX,
BM3HA4YeHNX y cneuudikauisx Ha A®l, abo
BUXigHWIA/NPOMIDKHWIA NpoAyKT/peareHT, Wwo
BMKOPWCTOBYIOTbCS Y npoueci BupobHuytea A®| (iHwwi
3MiHuW). JogasaHHA [0 cneuundikauii Ha gitouy
peyoBUHY NoKasHWUKIB BakTepianbHi eHAO0TOKCUHMU,
Mikpob6ionoriuHa ynucToTa BignoBigHO J0 MaTepianis
BMpo6HMKa ADI.
566. | XIMOTPUIC niogpinizat gns TOB "®3 YkpaiHa TOB "3 YkpaiHa BHECEHHS 3MiH [0 peecTpaLiiiHnx maTepianis: 3MiHu | 3a UA/2347/01/01
NH po3unHy gns iH'ekuin | "BIOPAP "BIO®APMA" MMy - 3MiHK 3 AKOCTi. FOTOBWIA NliKaPCbKUiA 3aci6. peyenmom
KPUCTAMIYH | no 0,01 r1;5 MA" CucTeMa KoHTelHep/3aKynoptoBasibHUA 3aci6 (iHLWi
ni h/1aKoHiIB 3 3MiHM) BBefieHHs anbTepHaTUBHOI NPO6KN HOBOI

niocpinisatom y
6nicTepi; no 2
6nictepy y nauui 3
KapTOHY

KOHdpirypauii, a came: npo6ku Tuny 13-D1. Matepian
npo6ok 13-D2, wo Ha faHuii MOMEHT
BMKOPVCTOBYHOTHCS, Ta 3aNpoONoHOBaHNX A/1s
BMKOPUCTaHHS Npo6ok Tuny 13-D1 ogHakoBwi -
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Ne Hassa Popma surnycky 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbKo20o | (nikapcbka hopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby YNaKkoBsKa) nocsioYeHHs1
BpombyTn (BROMOBUTYL).
567. | XITAKCA TabneTtku, Wo AT Monba BMPOGHMLITBO 3a Ipeuis/ BHECEHHS 3MiH 0 peecTpaLjiiiHuX maTepianis: 3MiHu | 6e3 UA/15529/02/02
AncnepryoTbes B "Apnameq, MOBHUM LMIK/IOM: MonbLya TUny - 3MiHW WoAo 6e3nekn/eddekTMBHOCTI Ta peyenma
POTOBI NOPOXHWHI, Papma” [hxenadhapm hapmakoHarnagy (iHwi 3MiHn). OHOBIEHHSA TEKCTY
no 5 mr; no 10 C.A., lpeuis; MapKyBaHHS yMakoBKM flikapcbKoro 3acoby, a came y
Tabnetok y 6nictepi, BMPOBHUK n. 17 "IHLWWE" Ha BTOPWHHIli ynakoBLi AofaHo
no 1 6nictepy y BiANOBIAaIbHNI iHthopmawito WoA0 HASABHOCTI TEXHIYHUX KOAIB,
KapTOHHIA Kopoo6Li 3a BUNycK cepii, hapmKogiB Ta BUy4YeHo gybntotody iHdhopMaLio
He BK/oYatoun OO0 LITPUXKOAY Ta NoroTmny. B TeKCTi MapkyBaHHS Yy
KOHTPO/b: n. 6. "IHWE" Ha nepBWHHIli ynakoBLi BuganeHo
AT «Apgavep, ny6ntotody iHhopmauito woao norotuny. TepmiH
dapma», Monblua; BBEJEHHS 3MiH NPOTAroM 6 micsAuiB nicns
Brpo6HMUTBO in 3aTBepKEHHS.
bulk, nepunHHe Ta
BTOPUHHE
nakyBaHHs,
KOHTpO/b cepii:
dapmanac C.A,,
peuis
568. | XJIOPIEKCU po34uH Ans TOB "AKn YkpaiHa TOB "AKnN YkpaiHa BHECEHHS 3MiH IO peecTpaLjiiiH1X MmaTepianis: 3MiHu | 6e3 niosnsieae UA/18239/01/01
ANH 30BHILUHLOrO "®bapmaue "®apmaueBTUYHA My - 3MiHK Woao 6e3nekn/edekTUBHOCTI Ta peuyenma
3acrocyBsaHHsA 0,05 BTUYHA thabpuka" thapmakoHarnagy. 3MiHa y KOpOTKiil xapakTepucTuLi
%; no 100 mny thabpuka" NikapcbKoro 3acoby, TEKCTIi MapKyBaHHS Ta iHCTPYKLiT
chnakoHax 3 NS MeAMYHOro 3acToCyBaHHA Ha NiACTaBi perynsipHo
KPULLIKOHO- OHOBJOBAHOrO 3BiTY 3 6Ge3NeKN NiKapcbKoro 3acooby,
KpanenbHULEHO i abo focnigkeHb 3 6e3nekn 3acToCcyBaHHSA NikapCbKoro
KpuLLKoto; no 200 mn 3acoby B nicnapeecTpauiliHnii nepios, abo sk
y donakoHax 3 pe3ynbTaT OLiHKV 3BITY 3 AOC/ILKEHb, MPOBEAEHUX
KPULLIKOIO BiAMNOBIAHO A0 NnaHy negiatpuyuHux gocnigxeHs (PIP)
(3MiHY y3rofkeHo 3 KOMMETEHTHVUM YNOBHOBaXXEHUM
opraHom).
3MiHV BHECEHO [0 iHCTPYKLiT 4151 MegnyHoro
3acToCyBaHHA NikapcbKoro 3acoby [0 po3ainis
"Ocob6nuBocTi 3acTocyBaHHA" Ta "Mo6iuHi peakuii”
BiANoBiAHO A0 pekomeHaauili PRAC
569. | XONICAN renb Ans poTosol TOB YKpaiHa Papm3aBos MonbLwa BHECEHHS 3MiH [JO peecTpaLiliHix maTepianis: 3MiHu | 6e3 UA/7298/01/01
NMOPOXHUHK, No 10 1 «BAYLU €nbha A.T. MMy - 3MiHK 3 AKOCTi. FOTOBWIA NliKaPCbKUiA 3aci6. peuyenma
rento y Ty6i; no 1 XENC» KOHTposb roTOBOro Nikapcbkoro 3acoby. 3MiHa
Ty6i B KQPTOHHIi napameTpiB crneuudikaliii Ta/abo AonyCTUMUX Mex
Kopobu,i roTOBOrO NiKapCbKOro 3acoby (BUTyYeHHst HE3HAUYHOTO
nokasHuka (Hanpyknag 3actapisioro NokasHuka, Takoro
AK 3anax Ta cmak, abo igeHTudikauis 6apBHUKIB YK
CMakoBux A06aBOK). BuiyueHHs 3i cneyudpikauii Ta
MeTOAiB KOHTPOsI0 /13 He3HAYHOro nokKasHuka
"Po3mip yacTok". Takox 6y/10 BHECEHO pefaKLiiiiHi
3MiHM [0 cneumdikauii Ta MeTogiB KoHTpoato MKHA.
570. | XOPIOMOH NMOpPOLLOK Ta IBCA LLiBeiiuapis KOHTPO/b SKOCTi: LLBeiiuapisi/ BHECEHHS 3MiH 10 peecTpaLiiiHix maTepianis: 3MiHu | 3a UA/19396/01/01
PO3YMHHMK ANA IHCTUTYT IBCA IHCTUTYT ITanisa T™Mny - AAMIHICTPATMBHI 3MiHU. 3MiHa HaliMeHyBaHHS peyenmom
PO34MHy Ans BioxiMik Bioximik CA, Ta/abo agpecu 3asBHUKA (BNACHUKA peecTpauiiHoro
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Ne Hassa Popma surnycky 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbKo20o | (nikapcbka hopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby YNaKkoBsKa) nocsioYeHHs1
iH'ekuili, 5000 CA Lseliuapis; noceifgyYeHHs). 3MiHa MiCLLe3HaX0MKEHHS 3asBHMKA
MO/mn no 1
CKNSAHOMY (priakoHy BMPOBHULTBO,
3 MOPOLLUKOM Y nepBuHHE Ta
KOMMN/IEKTi 3 BTOPUHHE
PO3YNHHMKOM nakyBaHHs:
(HaTpito xnopug 0,9 IBCA IHCTUTYT
%) no 1 mn B amny i Bioximik CA,
Y KapTOHHili kopobLi LLiBeiiuapis;
BTOPUHHE
nakyBaHHs Ta
BUWMYCK Cepii:
IBCA IHcTUTYT
Bioximik CA,
Lseliuapis;
BMPOGHMLTBO
PO3UYNHHKIKA:
IBCA
bapmaueyTuui
ITania cpn, ITanis;
BMPOGHMLTBO
PO3UYNHHKIKA:
3am6oH C.M.A,,
ITanisa
571. | UENEBPEKC kancysv no 200 mr; BiaTpic CLIA B1po6HMLTBO CLUA/ BHECEHHS 3MiH A0 peecTpaLiiiHux matepiasis: 3MiHu | 3a He UA/4463/01/02
® no 10 kancyny CnewwenTi npenapary in bulk, HimeuunHa TMNy - AAMIHICTPaTMBHI 3MiHW. 3MiHa HaliMEeHyBaHHSsI peyenmom | nidssieae
6nicTepi; no 1, abo nnc KOHTPO/b/BMNPOGY Ta/abo agpecu micus NPOBaKEHHS AISNbHOCTI
no 2, abo no 3 BaHHS cepii: BMPOGHMKa/iMnopTepa roToBoro fikapcbkoro 3acoby,
6nictepu y Mdpaiizep BK/IIOYAOUM [iNbHULi BUNYCKY cepii abo Mmicue
KapTOHHI Kopobui dapmactoTikan3 NPOBEAEHHS KOHTPOJIO AKOCTI. (fiANIbHICTb, 3a Ky
NNC, CWA; BiANOBIAAa€E BUPOGHYMK/IMNOpTep, BKIOYaUM BUMYCK
cepiii). AoMiHiCTpaTVMBHA 3MiHa Y 3B’S13KY 3i 3MiHOH
MakyBaHHS, agpecu BUpobHMKa, a came B agpeci 6yn10 3MiHEHO
KOHTPO/b/BMNPOGY iHaekc. Micue BUpoOOHULTBA, MicLie po3TallyBaHHS Ta
BaHHA cepii, BMPOGHMUMIA NPOLLEC HE 3MIHIOKTLCS. 3MiHU BHECEHO B
BWMYCK Cepii, IHCTPYKLi0 4719 MEAMNYHOIO 3aCTOCYBaHHS NiKapCbKoro
MapKyBaHHs: 3acoby y po3ain "Micue3HaxomMKeHHs BUPOOHUKa Ta
Mdpaiizep agpeca MicLs NpoBaXeHHs Moro AisnbHocTi" 3
MeHtohekuypuHr BiANOBIAHUMY 3MiHAMV B TEKCTi MapKyBaHHS yMakoBOK.
[Joituneng M'vbX, TepMiH BBeZleHHS 3MiH NpoTArom 12 micAuiB nicns
HimeyunHa 3aTBEPAKEHHS.
572. | UETUPU3WNH- | Tabnetku, BKpUTI TOB YkpaiHa Mepkne M'm6X HimeuyunHa BHECEHHS 3MiH IO peecTpaLjiiiHuX maTepianis: 3MiHu | 6e3 niosnsieae UA/7158/01/01
TEBA nAiBKOBOIO «TeBa (BrpobHuuTBO TMny - 3MiHK Woao 6e3nekn/edekTUBHOCTI Ta peyenma
06010HKot0, Mo 10 YkpaiHa» Hepo3cacoBaHoro hapmakoHarnsgy. 3MiHu y KOpOTKili XapakTepucTuui
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Ne Hassa Popma surnycky 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbKo20o | (nikapcbka hopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby YNaKkoBsKa) nocsioYeHHs1
Mr no 7 TabneTtok y NpoAyKTY, A03BiN NiKapcbKoro 3acoby, TEKCTI MapKyBaHHSA Ta iHCTPYKLT
6nicTepi; no 1 Ha BUMYyCK cepii; [ONs MeAnYHOro 3acTocyBaHHS
6nictepy y kopobuj; nepBuHHa Ta reHepuyHNX/riopuaHNX/6ionodibHNX NiKapCbKUX
no 10 TabneTtok y BTOPUHHA 3aco6iB nic/1A BHECEHHSA TiET camoi 3MiHN Ha
6nicTepi; no 1 abo ynakoBka, pedepeHTHWIT MpenapaT (3MiHa He NoTpebye HadaHHsA
no 2, abo no 3, abo KOHTPO/b AKOCTI) XOOHWX HOBUX A0AATKOBUX AaHWX). 3MiHX BHECEHO [0
no 5 6nictepis y IHCTPYKLUIiT AN19 MeAMYHOr0 3aCTOCYBaHHS JiKapCbKoro
Kopobui 3acoby y po3ginu "®apmakonorivyHi B1acTuBocTi”,
"Moka3saHHA" (YTOUYHEHHS), "TpoTunokasaHHsa",
"Oco61BOCTI 3acTOCyBaHHS", "3acTocyBaHHs y
nepiog, BaritTHocTi abo rogyBaHHs rpyaar”, "3aaTHicTb
BM/IMBATW Ha LWBWAKICTb peakLii npy KepyBaHHI
aBTOTPaAHCNOPTOM ab0 iHLWMMK MexaHi3amamu',
"Cnoci6 3acTocyBaHHA Ta fosun”, "MNepenosyBaHHs",
"Mo6iyHi peakuii™ BigNOBIAHO A0 iHhopmaLii Wwoao
MEeAMYHOro 3aCTOCyBaHHA pethepeHTHOro NikapCbKoro
3acoby (Zirtek 10 mg film-coated tablets). BeegeHHs
3MiH NPOTArom 6-TW MICALIB Nic/1A 3aTBEPAXEHHS.
573. | LETPOTIA® MOPOLLIOK Ta Apec LLiseiuapis BMPOOHUK Himeuunna/ BHECEHHS 3MiH 0 peecTpaLiinHux matepiasnis: 3MiHu | 3a UA/4898/01/01
0,25 Ml PO34YMHHVK ANS TpengiHr Hepo3dacoBaHol ®paHuisa TUMy - 3MiHM 3 AKOCTi. [OTOBWIA Nikapcbkunii 3aci6. peyenmom
PO34UHY ON15 iH'EKUIA C.A. npoAayKLUiT, KOHTpPO/Ib rOTOBOrO /1iKapCbKOro 3acoby. 3MiHa
no 0,25 mr, 1 nepBuHHE napameTpiB cneuudikauii Ta/abo JoNyCTUMUX MEX
h/1aKOH 3 MOPOLLUKOM nakyBaHHs Ta roTOBOrO Jlikapcbkoro 3acoby (iHLWi 3miHM) - 3MiHa
y komnnekTi 3 1 KOHTPO/b SIKOCTi: cneyudikaLii po3unHHMKa (BoAa A1s1 iH'EKLA), KA
nonepeaHL0 Bakcrep noctayaeTbCs y ckiiafi KOM6iHOBaHOT ynakoBkM 3
3aMnoBHEHUM OHKonomxi M6X, npenapatom. 3mMiHa NPONOHYETLCA Y 3B'A3KY 3
LnpuUom 3 HimeyuunHa; OHOB/EHHSAM MOHorpadii €EP "CTepunbHa Boga Ans
PO34YMHHMKOM (BOAA GAPEBATIAY 1, iH'ekyiin”, i3 cneyudikaLii poO3YMHHUKA BUTY4aOTLCA
Ans iH ekuin) no 1 ®paHuis; nokasHuku: "KncnoTHicTb/yxHicTb", "Xnopugn",
M/, 1 rofnkoto ans BMPOBHUK "HitpaTn", "Cynbatun”, "AMoHIli" i "KanbLiit Ta
pO3YMHEHHs Ta 1 Hepo3cacoBaHol MarHin".
TO/IKOO A/15 iH EKLA NpoAyKLUii,
Y KOHTYpHili nepBuHHE
YapyHKOBIl nakyBaHHs Ta
ynakosLi; no 7 KOHTPO/Ib SKOCTI
KOHTYPHUX (BizyanbHwuii
YapyHKOBUX KOHTPO/b):
ynakoBOK B PAPEBA MAY 2,
KapTOHHIlA KOpooLi PpaHuis;
BTOPWHHE
nakyBaHHs:
ABGOTT
Bionogxikans b.B.
, Hinepnanaw;
BiANOBIga/IbHUIA
3a BMNyCK cepii:
Mepk Xenckea
KraA, HimeyunHa
574. | LE®OTAKCU | nopoluok ans MAT YKpaiHa MAT YKpaiHa BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis: 3MiHu | 3a He UA/14375/01/01
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Ne Hassa Popma surnycky 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbKo20o | (nikapcbka hopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby YNaKkoBsKa) nocsioYeHHs1
M pO34nHy ONA iH'ekuii | "KniBmegn "KuiBmegnpenapa TMny - 3MiHK LWoAo 6e3nekn/edeKkTnBHOCTI Ta peyenmom | nions2ae
no1,0r; 10 penapart" T thapmakoHarnagy. 3MiHa y KOpOTKiil xapakTepucTuui
hNakoHiB 3 nNiKapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta iIHCTPYKLT
MOPOLLKOM Y ANA MeiVYHOro 3aCTOCYyBaHHSA Ha MigcTasi perynspHo
KOHTYPHIi OHOB/IHOBAHOrO 3BITY 3 6e3nekn NikapcbKoro 3acoby,
YapyHKOBIl a60o pocnigxeHb 3 6e3nekn 3aCTOCYBaHHS NiKapCbKoro
ynakosui; no 1 3acoby B nicnapeecTpauiliHnii nepioa, abo sk
KOHTYPHIi pe3ynbTaT OUiHKM 3BITY 3 AOC/iDKEHb, MPOBEAEHUX
YapyHKOBIli ynakoBLyj BIAMNOBIAHO A0 NnaHy negiatpuyuHux gocnigxeHs (PIP)
B nauuj (3MiHY Y3rofpkeHO 3 KOMNETEHTHUM YNOBHOBaXKEHUM
opraHom)
3MiHV BHECEHO [0 iHCTPYKLIT 4151 MeguyHoro
3aCTOCyBaHHA NikapcbKoro 3acoby A0 po3ainis
"Oco6nvBocCTi 3acTocyBaHHs", "Mo6iuHI peakwyii"
BiANOBIAHO 4,0 OHOBNEHOT iHChopMaLii 3 6e3neku
Aito4oi peyoBrHM (LechoTakcumy) 3rigHo 3
pekomeHgauiamu PRAC. TepmiH BBEAEHHS 3MiH
NpoTArom 6 MicsiLiB nicns 3aTBepmKeHHs. 3MiHu | Tuny
- 3MiHM Wopao 6e3nekn/edhekTUBHOCTI Ta
thapmakoHarnagy (iHwi 3MiH1) 3MiHU BHECEHO 40
IHCTPYKUIi ANA MEAUYHOrO 3aCTOCYBaHHS NikapcbKoro
3aco6y Ao posainy "MobiyHi peakuii” (Lwoao
MOBiZOMJIEHHS NPO MiJ03ploBaHi MOGIYHI peakuii), a
TaKoX BUIYYEHO IHCTPYKLO 415 MELUYHOIO
3aCTOCYBaHHS NiKapCbKoro 3acoby pociiiCbKol MOBOIO.
TepmiH BBEAEHHSA 3MiH MPOTAroM 6 MicAuiB nicns
3aTBEPAKEHHS.
575. | LE®TPIAKCO | nopoLuok ans My6niyHe YkpaiHa My6niuHe YkpaiHa BHECEHHS 3MiH 0 peecTpaLiinHux matepiasnis: 3MiHu | 3a UA/4174/01/02
H-BX®$3 pO34MHYy ON15 iH'EKUiA | akuioHepH akujioHepHe TUMy - 3MiHM 3 AKOCTi. [OTOBWIA Nikapcbkunii 3acib. peyenmom
no 1000 wr, e TOBapuCTBO KOHTpO/1b roTOBOro NikapcbKoro 3acoby. 3miHa y
donakoHu 3 TOBapuCcTB "HaykoBo- MeTofax BUNpobyBaHHS rOTOBOTO JliKapCbKOro 3acoby
nopoLukom; 1 o] BMPOBHUYNIA (He3HayHa 3miHa y 3aTBEpXEHUX MeTogax
hnakoH 3 nopoLukom | "HaykoBo- LeHTp BMNPO6YBaHHA) HesHauHi 3MiHM 3@ NOKa3HNKOM
B nauuj; 1 dpnakoH 3 BMPOGHUY "BopuuarisCcbkuii "CTepubHICTb", a came BUTyYEHHS MOCUIAHHS Ha
MOPOLLKOM y WA UEeHTP Ximiko- hinbTpaviliiHy yctaHoBky "CTtepiTect” Ta
KOMNeKTi 3 "bopLuaris thapmavLeBTUYHWI 3anpornoHOBaHO BUKOPUCTaHHA NeHiueniHasun
PO34YMHHMKOM (BOAA CbKUi 3asopg" aNbTepHaTUBHNX BUPOOHUKIB 3 BiANOBIAHUMY
Ans iH'exuiii) no 5 Ximiko- mMeTodamu BunNpobyBaHHsA (MeTog 1 Ta meTog 2).
M1 a6o no 10 mn B hapmaues
amnyni B navwj 3 TUYHWI
KapTOHHOO 3asofg”

neperopojkoto; 1
h/1aKOH 3 MOPOLLKOM
Yy KOMMN/IeKTi 3
PO3UYMHHUKOM
(nipokainy
rigpoxnopuvga,
PO3YUH OIS iH'EKLLNA,
10 mr/mn) no 3,5 mn
B amnyni B nayi 3
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Ne Hassa Popma surnycky 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbKo20o | (nikapcbka hopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby YNaKkoBsKa) nocsioYeHHs1
KapTOHHOI
neperopokoo
576. | LE®TPIAKCO | nopoluok ans My6niuHe YkpaiHa My6niyHe YkpaiHa BHECEHHS 3MiH 0 peecTpaLiiiHux matepianis: 3MiHu | 3a UA/4174/01/01
H-BX®3 PO3unHy A5 iH'EKUiA | akuioHepH akujioHepHe TUny - 3MiHM 3 AKOCTi. FOTOBWIA Nikapcbknii 3aci6. peyenmom
no 500 mr; dpnakoHu e TOBapUCTBO KOHTpOsb roToBOro nikapcbkoro 3acoby. 3miHa y
3 nopoLukom; 1 TOBapuCTB "HaykoBo- MeToAax BUNPo6yBaHHSA rOTOBOTO /liKapCbKoro 3acoby
h/1aKOH 3 MOPOLLKOM o] BMPOOHUUNI (He3HayHa 3miHa y 3aTBEPMAXEHUX MeTogax
B nauyj; 1 dpakoH 3 "HaykoBo- LeHTp BMNPOGYBaHHSA) HesHauHi 3MiHM 3a NOKa3HUKOM
NOPOLUKOM Y BMPOGHNY "BopLuariBcbkuii "CTepW/bHICTL", a caMe BU/TyYEeHHS NMOCU/IaHHSA Ha
KOMMNEKTi 3 WA LeHTp XimiKo- inbTpaviiny yctaHoBky "CTepitect” Ta
PO34YMHHMKOM (BOAA "Bopuyaris thapmaueBTUYHWI 3anponoHOBaHO BUKOPUCTaHHS NeHileniHasn
Ans iH'exuiid) no 5 CbKUiA 3asog" albTepHaTUBHUX BUPOOHUKIB 3 BigNOBIigHUMU
M B amnyni B nayi XiMiko- meTodamu BunpobyBaHHs (MeTog 1 Ta meTog 2).
3 KAPTOHHOIO dhapmaves
neperopojKoto TUYHWIA
3asof"
577. | UNBOP PO34UH A5 iH'EKLA MPO®AP ManbTa Brpo6HMyTBO "in IcnaHis BHECEHHS 3MiH O peecTpaLjiiiHuX maTepianis: 3MiHu | 3a UA/12257/01/01
no 25000 MO MA bulk", nepsrHHe TMny - 3MiHK 3 AkocTi. CepTudikat BignosigHocTI/IE- peyenmom
aHTudakTopa-Xa/mn IHTepHeLwu Ta BTOPUHHE cepTudikaT BigNoBigHOCTI EBponeichkiii
no 0,2 mn (5000 MO HN nakyBaHHs, thapmakonei/MoHorpadii. 3mMiHK, NoB'A3aHi 3
aHTUakTopa-Xa) TpeliguHr KOHTPO/b Ta HEOO6XiAHICTIO NPUBEAEHHS Y BiANOBIAHICTL A0
a6o 0,3 mn (7500 Nimiteq BUNYCK Cepiit: MoHorpadii dY abo €sponelicbkol hapmakonei, abo
MO aHTudakTopa- POBI ®PAPMA iHLWOT HaujoHanbHoI thapmakonei gepxasu E€C (3MiHa
Xa), a6o 0,4 (10000 IHOACTPIAN y cneyudikauii HedpapmakoneiHoro A®| ans
MO aHTudrakTopa- CEPBICES3, C.A,, npuBeLeHHs y BiANOBIAHICTb Ao BMMOr dY abo
Xa) mny IcnaHis; €Bponeiicbkoi hapmakonei, abo iHWOoT HauioHabHOT
nonepeaHL0 BTopuHHe hapmakonei gepxasu €C) - AP, MNprBeaeHHA
3aMoBHEHMX nakysaHHs: POBI MEeTOAVKM eKCNt3iinHoI xpomarorpadii Ans
wnpuuax; no 2 DAPMA BM3HAYEHHS NOKa3HWKiB "CepeHs BiAHOCHA
wnpuua y énictepi; IHOACTPIAN MONekynspHa maca" Ta "MacoBa yacTka" Ans Aitouoi
no 1 a6o no 5, a6o CEPBICE3, C.A,, peyoBuHM BeminapuH HaTpito y BiANOBIAHICTb A0
no 50 6nictepiB y IcnaHis onucaHnx MeToavk B MoHorpadii Eur.Ph. 0828,
KapTOHHI KopooLi "Heparins, Low-Molecular-Mass".
578. | LMBOP 2500 PO34MH ONs iH'EKUIN, MPO®AP ManbTa BrnpobHMuTBO Icnanis BHECEHHS 3MiH 40 peecTpauiiHux maTtepiasiB: 3miHu | 3a UA/6624/01/01
12500 MO MA niKkapcbKoro TMny - 3MiHK 3 AkocTi. CepTudikat BignosigHocTi/lE- peyenmom
aHTudakTopa-Xa/Mn IHTepHeLw 3acoby "in bulk", cepTudikaT BigNoBIgHOCTI EBPONENChKit
no 0,2 mn (2500 MO HN KiHLleBe thapmakonei/MoHorpadii. 3mMiHK, NoB'A3aHi 3
aHTUakTopa-Xa) y TpeliguHr nakyBaHHs, HeoOXiAHICTIO NpuBeAEHHS Y BIANOBIAHICTL A0
nonepeAHL0 Nimiten KOHTPOb Ta MoHorpadii IPY abo €sponelicbkoi hapmakonei, abo
3arnoBHEHOMY BUNYCK Cepiit: iHLWOT HaujioHanbHOT thapmakonei gepxasn E€C (3miHa
Lwnpuuj; no 2 POBI ®APMA y cneuudikauii HedpapmakoneiHoro A®I ans
nonepeaHL0 IHOACTPIAN npuBefeHHs y BiANOBIAHICTL Ao BUMOr AdY abo
3aMoBHEHI WNpULY B CEPBICE3, C.A. €BponeiceKoi hapmakonei, abo iHLWOI HauioHaIbHOT

6nicTepi; no 1, abo
no 5, a6o no 50
6nictepiB y
KapTOHHIlA KopooLi

Icnanisa; BTOpUHHE
nakysaHHs: POBI
SAPMA
IHOACTPIAN
CEPBICES3, C.A,,
IcnaHis

thapmakonei gepxasu €C). MpuBefeHHS METOANKM
eKcnto3iliHoi xpomaTtorpaddii 415 BU3HAYEHHS
nokasHukie "CepefHs BigHOCHa MOMeKyisipHa maca"
Ta "MacoBa yacTka" 411 [ito4oi pevyoBuHu beminapuH
HaTpIlo Y BIANOBIAHICTb [0 ONUCAHUX METOAUK B
MoHorpadpii Eur.Ph. 0828, "Heparins, Low-Molecular-
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Ne Hassa Popma surnycky 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbKo20o | (nikapcbka hopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby YNaKkoBsKa) nocsioYeHHs1
Mass".
579. | LMBOP 3500 PO34MH A5 iH'EKLN, MPO®AP ManbTta Brpo6HMLTBO Icnanis BHECEHHS 3MiH 0 peecTpaLjiiiHuX maTepianis: 3MiHu | 3a UA/6625/01/01
17500 MO MA nikapcbKoro TMny - 3MiHK 3 AkocTi. CepTudikat BignosigHocTI/IE- peyenmom
aHTudakTopa-Xa/mn IHTepHeLw 3acoby "in bulk", cepTudikaT BignoBigHOCTI €EBponeichkiii
no 0,2 mn (3500 MO HN KiHLEBE hapmakonei/MmoHorpadii. 3MiHW, NoB'A3aHi 3
aHTUakTopa-Xa) y TpeliguHr nakyBaHHs, HeOoO6XiAHICTIO NPUBEAEHHS Y BiANOBIAHICTL A0
nonepeAHbL0 Nimiten KOHTPONb Ta MoHorpadii ®Y abo €sponeiicbkoi chapmakonei, abo
3arnoBHeHOMY BUWMYCK Cepii: iHLIOT HauioHasTbHOI thapmakonei aepxasu E€C (3miHa
Lwnpu1uj; no 2 POBI ®APMA y cneuudikauii HedpapmakoneiHoro A®| ans
nonepegHL0 IHOACTPIAN npuBeLEeHHs y BiANOBIAHICTb A0 BUMOT dY abo
3anoBHeHi Wnpuuy B CEPBICE3, C.A,, €Bponeiicbkoi dhapmakonei, abo iHWOoT HauioHabHOT
6nictepi; no 1, abo IcnaHis; BropuHHe hapmakonei gepxasu €C) - AP, MNprBeaeHHA
no 5, a6o no 50 nakysaHHs: POBI MEeTOAMKM eKCN3iiHOI Xxpomarorpadii 4ns
6nicTtepiB y DAPMA BM3HAYEHHS MOKa3HWKiB "CepeaHs BigHOCHA
KapTOHHIlA KOpooLi IHOACTPIAN MONeKy/isipHa maca" Ta "MacoBa yacTka" Ans Aitoyoi
CEPBICES3, C.A,, peyoBuHM BeminapuH HaTpito y BiANOBIAHICTL A0
Icnanis onucaHnx MetToavk B MoHorpadii Eur.Ph. 0828,
"Heparins, Low-Molecular-Mass"
580. | LMKNOKC® TabneTkun, BKpUTI TOB YkpaiHa KYCYM IHAjisa BHECEHHS 3MiH 40 peecTpaLiiiHux matepiasnis: 3MiHu | 3a UA/19243/01/02
NNiBKOBOIO «NEA®A XENTXKEP MNBT TUMy - 3MiHY 3 AKOCTi. [OTOBWIA Nikapcbkunii 3aci6. peyernmom
060/10HKO10, M0 20 PM NTAO» nTa KOHTpO/1b roTOBOro NikapcbKkoro 3acoby. 3miHa y
Mmr; no 14 TabneTok MeTofax BUNpPobyBaHHS rOTOBOTO JliKapCbKOro 3acoby
y 6nicTepi, no 2 abo (iHwWi 3miHM y MmeTogax BUNpobyBaHb (BKOYaoun
no 4 6nictepay 3aMiHy ab0 f0MNOBHEHHS)) 3MiHa 3a NOKa3HUKOM
KapTOHHI ynakosL,i "laeHTudikauis" metogom Y&. MNponoHyeTbes
JAeTanisyBaTtu onuc MeToAy KOHTPOJII0 Ta BHECTM
YTOYHEHHS A0 Npo60niAroTOBKM.
581. | LUMKNOKC® TabneTkn, BKPUTI TOB YkpaiHa KYCYM IHais BHECEHHS 3MiH 40 peecTpaviiHnx maTtepiasis: 3MiHu | 3a UA/19243/01/01
nNiBKOBOO «NEQ®PA XENTXKEP MNBT TUMy - 3MiHY 3 AKOCTi. [OTOBWIA Nikapcbkuii 3acib. peyernmom
060/10HKO10, M0 10 PM NTO» nTa KOHTpO/1b roTOBOro Nikapcbkoro 3acoby. 3miHa y
mr; no 14 tabneTtok MeToAax BUNPobYyBaHHSA rOTOBOTO JliKapCbKOro 3acoby
y 6nicTepi, no 2 abo (iHwWi 3miHM y MeTogax BUNpobyBaHb (BKIOYaoun
no 4 6nictepa y 3amiHy abo A0NOBHEHHSA)) 3MiHa 3a NOKa3HUKOM
KapTOHHI ynakoBui "lgeHTundpikauis” metogom Y®. MNponoHyeTbCs
JAeTanisyBaTtu onuc MeToAy KOHTPOJIIO Ta BHECTM
YTOYHEHHS 10 NPO60NiAroTOBKM.
582. | UMKNOMEL kpanniouHi 1% no5 | CEHTICC IHais CEHTICC ©®APMA IHais BHECEHHS 3MiH A0 peecTpaviiiHux matepiasis: 3MiHu | 3a UA/2911/01/01
MY chrakoHi- PAPMA NBT. NTA. TUMy - 3MiHM 3 AKOCTi. FOTOBWIA NikapcbKunii 3aci6. peyenmom
KpanesibHuuj; no 1 MNBT. NTA. KOHTpO/1b rOTOBOrO Nikapcbkoro 3acoby. 3miHa y
chnakoHy- MeToAax BUMPOGYBaHHS rOTOBOTO JlikapCbKoro 3acoby

KpanesnbHULi B nayi

(He3HayHa 3MiHa y 3aTBEPKEHNX MeTOAaX
BMNPOOYBaHHSA) - HE3HAUHI 3MIHW Y METO/i BU3HAYEHHS
KifIbKICHOTO BMICTY LMK/IONeHTonaty rigpoxnopuay
(BEPX) , a came gofaBaHHsi NOCNIAOBHOCTI
XpomartorpadyBaHHs PO34nHIB, foAaBaHHSA hopMyn
po3paxyHky BmicTy A®I y BigcoTkax Bif 3asBeHoi
KiNIbKOCTi, peaakuiiHi npasku. | TUny - 3MiHU 3 SIKOCTI.
[oTOBWI1 NikapCbkuWii 3aci6. KOHTPOb rOTOBOrO
NiKapcbKoro 3acoby. 3MiHa y MeToAax BUNpobyBaHHs
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n/n

Ha3ssa
JliKapcbK0O20
3acoby

Popma surnycky
(nikapcbka ¢hopma,
YNaKkoBsKa)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs

Homep
peecmpayiliHo2o
nocsio4yeHHs

roTOBOrO JIiKapCbKOro 3acoby (He3HayHa 3miHa y
3aTBEPMKEHUX MeToAax BUNpobyBaHHs) - HE3HAYHI
3MiHW Y METO/j BU3HAUYEHHS BMICTY BeH3a/1KOHito
xnopugy (BEPX), a came 3MiHV B NpUroTyBaHHI
CTaHAapTHOro PO34MHY Ta BUNPO6GOBYBAHOrO PO3UNHY
6€3 3MiHN KOHLIeHTpaLji, J04aHO NOCNiA0BHICTb
XpomaTtorpadyBaHHs, KOPUryBaHHS PO3paxyHKOBOI
dopmynu (Mr/mn), fogaBaHHSA hOPMyY/IN PO3PaxyHKY
BMICTY Y BiICOTKax Bif, 3asBNEHOI Ki/IbKOCTI,
peakuiiiHi npaBkm.

583.

UMHAPU3NH

MOPOLLIOK
(cy6eTaHuin) y
nakeTax noABiNHUX
nonieTnIeHoBUxX
AN BUPOGHMLTBA
HeCcTepUIbHNX
nNikapcbknx hopm

AT
"Papmak”

YkpaiHa

Xikan Nimiteq

IHais

BHECEHHS 3MiH [0 peecTpavjiiiHiX MmaTepianis: 3MiHu |
TMny - 3MiHK 3 AkocTi. CepTudikat BignosigHocTI/IE-
cepTugikaT BiANOBIAHOCTI EBpONENCchbKil
thapmakonei/moHorpadii. NogaHHs HoBOro abo
OHOB/IEHOrO cepTudikaTa BifnoBigHOCTI a60
BW/TyYEHHS cepTudikaTa BignoBiAHOCTI EBpONENCHKIi
thapmakonei: ana Ad®l; ons BuxigHoro
mMaTtepiany/peareHTy/NpoMbKHOIo NPOAYKTY, Lo
BMKOPWCTOBYIOTbCA Y BUPOOHUUTBI AdDl; ans
[L0MNOMIXHOT peyoBrHY (cepTuddikaT BignoBigHOCTI
€Bponeiicbkiin hapmakonei) - OHOBEHWIA cepTudikat
Bif y)e 3aTBEep)KEHOro BUpobHyvKa. MogaHHA
OHOBJIEHOrO cepTudikaTa BifnoBigHOCTI €Bponechbkili
thapmakonei Ne R1-CEP 2004-271-Rev 02
(3aTBepmxkeHo: R1-CEP 2004-271-Rev 01). 3MiHn |
Tuny - 3MiHn 3 akocTi. CepTuddikaTt BignosigHocTI/lIE-
cepTudikaT BignoBigHOCTI EBponeichkiii
hapmakonei/moHorpadii. NMogaHHsa HoBoOro abo
OHOBJ/IEHOrO cepTudikaTa BignoBsigHOCTi abo
BWU/TyYEHHS cepTudpikaTa BignoBiAHOCTI EBponeiichkii
thapmakonei: gna Ad®l; gns suxigHoro
marepiany/peareHTy/npomMiKHOro NMPOAYKTY, Lo
BMKOPUCTOBYHOTbCS Y BUPO6HMLTBI API; Ans
[0NOMDKHOT peyoBrHY (cepTudikaT BignoBigHOCTI
€Bponelicbkiin hapmakonei) - OHoBeHWA cepTuduikat
Bif} y)Xe 3aTBEPMAXEHOr0 BUPOGHMKA. MoaaHHsA
OHOBJ/IEHOrO cepTudikaTa BifgnoBigHOCTI €BpONenchbkili
thapmakonei Ne R1-CEP 2004-271-Rev 03. fk
Hacnigok 3aMiHa TepMiHy NpUAATHOCTI Ha nepiog
peTecTyBaHHs. 3MiHM B iHChopMmaw,ii LLoA0 YyNakoBKn
A®I. MonepeaHsa pepakuis Arial. TEPMIH
MPUOATHOCTI 5 pokis. HoBa pepaxuis YIAKOBKA B
naketax noABilHWUX NOMIETUAEHOBUX, 3 YOPHUM
30BHILLUHIM LLIApPOM, BKNaAEHI B NONIETUIEHOBI
6apabanu. MEPIOA PETECTYBAHHSA 5 pokiB. 3MiHu |
Tuny - 3MiHn 3 akocTi. CepTuddikaTt BignosigHocCTI/lE-
cepTudikaT BignoBigHOCTI EBpoNeinchkiii
thapmakonei/moHorpadii. NMogaHHsa HoBoro abo
OHOBJ/IEHOrO cepTudikara BignoBsigHOCTIi a6o
BUIYYEHHS cepTudiikaTa BifgnoBigHOCTi EBponenchkiit

UA/12861/01/01
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n/n

Ha3ssa
JliKapcbK0O20
3acoby

Popma surnycky
(nikapcbka ¢hopma,
YNaKkoBsKa)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs

Homep
peecmpayiliHo2o
nocsio4yeHHs

thapmakonei: gna A®l; ans BuxigHoro
marepiany/peareHTy/npomMiKHOro NPOAYKTY, Lo
BMKOPUCTOBYHOTbCA Y BUPOOHULTBI APIl; Ans
[0NOMDKHOT peyoBrHY (cepTudikaT BignoBigHOCTI
€Bponelicbkin dhapmakonei) - OHoOBeHUA cepTudikat
Bif} y)Xe 3aTBEPMAKEHOr0 BUPOGHMKa. MogaHHsA
OHOB/IEHOTO cepTudikaTa BiANoBigHOCTI EBpoNneiichKil
thapmakonei Ne R1-CEP 2004-271-Rev 04. Ak
Hacnigok 3MiHW y po3ginax «Cneuudikauis» Ta
«MeTtoan KoHTpono» MKA. 3miHu B iHchopmad,i woao
agpecy BUPOOHMYOT AiNlbHULLL

584.

UMHHAPU3N
H CODAPMA

Tabnetku no 25 mr
no 50 TabneTtok y
6nicTepi; no 1
6nictepy B
KapTOHHIW nayu,i

AT
"Cothapma

Bonrapis

Brvpo6HMuTBO
Hepo3dghacoBaHo|
NpOoAyKLUii,
nepBuHHA
ynakoBska abo
BMPOGHMLITBO 3a
MOBHUM LIK/IOM:
AT "Codpapma”,
Bonrapis;

BTopuHHa
ynakoBka, A03BiN
Ha BUMycK cepii:
AT "BITAMIHW",
YkpaiHa

Bonrapisi/
YkpaiHa

BHECEHHS 3MiH 10 peecTpaLiiiHix MmaTepianis: 3MiHu |
UMy - 3MiHM 3 AKOCTi. [OTOBWIA Nikapcbkuin 3aci6.
CrabinbHicTb. 3MiHa y TepMiHax npugaTHocTi abo
ymoBax 36epiraHHs roTOBOro J/likapCbKoro 3acoby

(36inblLUEHHS TEPMiHY NPUAATHOCTI FOTOBOrO
nikapcbKoro 3acoby) - 415 ToproBoi ynakoBku
(niaTBEPMKYETHCA AAHUMW PEAsILHOIO Yacy) 3MiHa
TEPMiHy NpUAATHOCTI FOTOBOrO MiKapcbKoro 3acoby 3 3
pokiB Ha 5 pokiB. 3MiHVM BHECEHO B po34in "TepMmiH
NpUAATHOCTI" B IHCTPYKLiO ANs MEAUYHOTO
3acToCcyBaHHSA NikapcbKoro 3acooby.
BBefeHHs1 3MiH NpoTsArom 3-0x MicauiB nicns
3aTBEPMAKEHHS. 3MiHM | TUny - 3MiHK 3 AKOCTi. [0TOBWIA
nikapcbkuii 3aci6. CtabinbHICTb. 3MiHa Yy TepMiHax
npuaaTHocTi abo ymoBax 36epiraHHs roToBOro
nikapcbKoro 3acoby (3MiHa B ymoBax 36epiraHHs
roToBOro fikapcbkoro 3acoby abo nicns
PO3YMHEHHS/BIAHOBMEHHS) 3MiHA B yMOBax 36epiraHHs
roTOBOrO /liKapCbKOro 3acoby. 3aTBepaxeHo:
36epirati y HefoCTynHOMY Ans Aiteli micui. 36epiratn
B OpuriHasbHili ynakoBLji Npy TeMnepaTypi He BuLLe
25°C. 3anponoHoBaHo: 36epirati y HeoCTyNMHOMY
ansa giteii micyi. Ana nikapcbkoro 3acoby He noTpi6Hi
cneujanbHi yMoBU 36epiraHHsa”. 3MiHWM BHECEHO B
po3ain "YMoBu 36epiraHHA" B IHCTPYKLit0 ANns
MEeANYHOro 3acToCyBaHHSA NiKapCbKoro 3acoby, siK
HacnifokK - BiANOBIAHI 3MiHN y TEKCTIi MapKyBaHHS
ynakoBKU NiKapcbKoro 3acoby. BeeAeHHs 3MiH
npotsArom 3-0X MicsLiB nicns 3aTBepakeHHs. 3MiHu |
TUMy - 3MiHM 3 AKOCTi. [OTOBWIA Nikapcbkuii 3acib.
KOHTPO/1b FOTOBOrO NiKapcbkoro 3acoby (iHLi 3MiHM)
OHOBJ/IEHHS BXE 3aTBEPKEHUX METOAiB KOHTPO/IO
AKOCTI NNiKapCbKOro 3acoby, a came: BUKNaAEeHHS
TEKCTY epXaBHOI MOBOIO 3riHO CYy4aCHNX BUMOT.
BBefeHHs 3miH npoTArom 3-0x Micauis nicns
3aTBEPAKEHHS.

6e3
peuyenma

nionsieae

UA/10290/01/01

585.

UMHHAPU3N
H CODPAPMA

Tabnetkun no 25 mr,
in bulk Ne 4000

AT
"Codhapma

Bonrapis

AT "Codpapma”

Bonrapis

BHECEHHS 3MiH [JO peecTpaLiiiHix maTepianis: 3MiHu |
MRy - 3MiHW 3 AKOCTi. [0TOBWIA NNikapCbkuWii 3aci6.

UA/12593/01/01
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Ne Hassa Popma surnycky 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbKo20o | (nikapcbka hopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby YNaKkoBsKa) nocsioYeHHs1
(50x80): no 50 " CT1abinbHiCTb. 3MiHa y TepMiHax NpuaaTHoOCTi abo
Tabnetok y 6nictepi; ymoBax 36epiraHHsi rOTOBOrO JliKapcbkoro 3acoby
no 80 6nicTepis B (36iNbLUEHHS TEPMiHY NPUAATHOCTI FOTOBOrO
noninponineHosil nikapcbKoro 3acoby) - 415 TOprosoi ynakoBku
kopo6ui; in bulk Ne (nigTBEPAKYETLCA AaHMMKN peasibHOro Yacy) 3MiHa
4500 (50x90): no 50 TEepMiHy NpUAATHOCTI FOTOBOrO NiKapcbKoro 3acoby 3 3
Tabnetok y 6nictepi; pokiB Ha 5 pokiB. BBefeHHst 3MiH npoTsArom 3-ox
no 90 6nicTepis B MicsALiB MicnsA 3aTBepKeHHs. 3MiHu | Tuny - 3MiHu 3
noninponisieHoB.i sKocTi. FoToBMIA Nikapcbkuii 3aci6. CTabifbHICTb.
KopoobLi 3MiHa y TepmiHax npugatHocTi abo ymosax
36epiraHHsA roToBOro /ikapcbKoro 3acoby (3MiHa B
ymMoBax 36epiraHHs roTOBOro Nikapcbkoro 3acoby abo
nicns po3yYvMHEHHA/BIAHOBEHHS) 3MiHa B yMOBaXx
36epiraHHsA roToBOro /ikapcbKoro 3acoby.
3aTBepmkeHo: 36epiratv y HeAOCTyMHOMY A/151 AiTei
micui. 36epiraTv B opuriHasbHiiA ynakoBLji npy
Temneparypi He Bue 25°C. 3anponoHOBaHO:
36epirati y HefloCTynHOMY Ans Aiteid micyi. Ans
nikapcbKoro 3acoby He NOTPiGHI cneuiasibHi ymoBK
36epiraHHA". BignoBigHi 3MiHW y TEKCTi MapKyBaHHS
ynakoBKU NiKapcbKoro 3acoby. BeeAeHHs 3MiH
npoTArom 3-x MicAUIB MiCNA 3aTBEPKEHHSA. 3MiHM |
TUMy - 3MiHM 3 AKOCTi. [OTOBWIA Nikapcbkunii 3aci6.
KOHTPO/1b rOTOBOr0 NiKapcbkoro 3acoby (iHLi 3MiHu)
OHOBJ/IEHHS BXE 3aTBEPKEHUX METOAiB KOHTPO/IIO
AKOCTI NikapCbKOro 3acoby, a came: BUKNaAEeHHS
TEKCTY epXaBHOI MOBOIO 3riHO CYy4aCHNX BUMOT.
BBefieHHs 3MiH NpoTArom 3-x MicAuiB nicns
3aTBEPMKEHHS.
586. | LUTPAMOH Tabnetku no 10 MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH 10 peecTpaLiiiHix MmaTepianis: 3MiHu | 6e3 UA/3984/01/01
EKCTPA Tabnetoky "dapmaue "®apmMaueBTNYHa UMy - 3MiHM 3 AKOCTi. [OTOBWIA Nikapcbkuin 3aci6. peyenma
KOHTYPHIi BTUYHA thipma "AapHuus” KoHTposb roTOBOro Nikapcbkoro 3acoby. 3MiHa
YapyHKOBIl hipma napameTpiB cneuudgikalii Ta/abo AoNyCTUMUX MEX
ynakosLi; no 1 "fapHuua" roTOBOrO NiKapCbKOro 3acoby (BUTyYEHHS1 HE3HAUYHOTO
KOHTYPHIi nokasHuka (Harnpvknag, 3actapifioro nokasHuka, Takoro
YapyHKOBIli ynakoBLj AK 3anax Ta cMak, abo igeHTudikauis 6apBHUKIB un
B nauuj cMakoBux f06aBok)). 3mMiHa napameTpis cneumdikawii
N3, a came BUlyYEHHS HE3HAYHOrO NOKa3HMKa
«Po3nagaHHs» 3 BigNOBIgHNM METOL0M
BMNPOBYBaHHS.

587. | IOMEPIO TabneTku, BKpUTI Hosapric LLiBeiuapis BMPOGHMLITBO, ITania/ BHECEHHS 3MiH A0 peecTpaLiiiHux matepiasis: 3MiHu | 3a He UA/16691/01/01
nAiBKOBOIO $apma KOHTPO/b SIKOCTI, CiHranyp/ TUMy - 3MiHM 3 AKOCTi. FOTOBWIA Nikapcbkuii 3aci6. peyenmom | nidssieae
o060n0oHkoto, no 50 Cepsices nepBuHHE Ta LLBeiuapis KOHTpOsb rOTOBOrO NikapcbKoro 3acoby. 3MiHa
Mr, no 14 tabnetok Al BTOPVHHE napameTpiB cneundikauii Ta/abo JONYCTUMUX MEX
y 6nicTepi; no 2 abo nakyBaHHs, roTOBOro NikapcbKoro 3acoby (iHLWWi 3miHK) - 3MiHa Y
4 6nictepu B BUWMYCK Cepii: cneumdikauii M3 KOnepio, TabneTkn, BKpUTI
KapTOHHIA KopoobLi HosapTic ®apma N/1iBKOBOK 060/I0HKOK A4/19 A03yBaHHA no 50 Mr 3a

C.n.A., ltanisi; nokasHukom "Konip" 3 MeTolo BIpHOro TAlyMayeHHs
(PaKTUYHOTO KO/Ibopy Tab/1eTKM Ta KOPEKTHOTO
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Ne Hassa Popma surnycky 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbKo20o | (nikapcbka hopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby YNaKkoBsKa) nocsioYeHHs1
BMPOGHMLTBO, nepeknagy iHdopmadii Ha yKpaiHCbKy MOBY.
KOHTPO/b AKOCTI: OpuriHasibHa cneuudikauisi BAPO6HMKA 3MiH He
Hosapric 3a3Hae.
Cinranyp 3arBepmkeHo: Konip: cionetoBo-6inuii.
dapmacbloTVKas 3anponoHoBaHo: Konip: Big maiike 6inoro go 6inoro 3
MaHyeKTypiHr hioNeToBMM BIATIHKOM.
Mre. NTa., 3MiHN BHECEHO B IHCTPYKLiIO 415 MeANYHOro
CiHranyp; 3aCTOCyBaHHA NikapcbKoro 3acoby y po3gin
«Jlikapcbka thopma» (LL0A0 OCHOBHUX (PI3UKO-XiMIYHMX
BMPOBHMLTBO, BNacTMBoCTel ans Tabnetok no 50 mr). BeeaeHHs
KOHTPO/b AKOCTI: 3MiH NPOTAroM 6-TW MIiCALB NicNs 3aTBEPKEHHS.
HosapTic ®apma
LWTenH Al ,
LLIBeliLapis
588. | IOMEPIO TabneTtku, BKPUTI HosapTic LLiBeiiuapis BMPOBHULTBO, ITania/ BHECEHHS 3MiH 0 peecTpaLiiiHux matepianis: 3MiHu | 3a He UA/16691/01/03
NiBKOBOO Papma KOHTPOb AKOCTI, Cinranyp/ UMy - 3MiHY 3 AKOCTi. FOTOBWIA Nikapcbkuii 3aci6. peyenmom | nionsi2ae
o60n0oHkoto, no 200 Cepgices nepBuHHE Ta LLBeiuapis KoHTposb rOTOBOro Nikapcbkoro 3acoby. 3MiHa
Mr, no 14 TabneTok Al BTOPVHHE napameTpiB cneuudgikalii Ta/abo AoNyCTUMUX MEX
y 6nicTepi; no 2 abo nakyBaHHs, roTOBOrO MikapCbKoro 3acoby (iHLWWi 3MiHK) - 3MiHa y
4 6nictepu B BUWMYCK Cepii: cneumdikauii M3 KOnepio, TabneTkn, BKpUTI
KapTOHHIlA KOpooLi HosapTic ®apma NAiBKOBOK 060/I0HKOK AN [03YBaHHA no 50 Mr 3a
C.n.A., lTanisi; nokasHnkom "Kosip" 3 MeTor BipHOroO TAlyMayeHHs
haKTUUHOrO KONbOopy TabneTkn Ta KOPEKTHOro
BMPOBHULTBO, nepeknagy iHhopmal,ii Ha ykpaiHCbKy MOBY.
KOHTPO/b AKOCTI: OpuriHanibHa cneuudikauist BAPO6HMKA 3MiH He
HoBaprTic 3a3Hae.
CiHranyp 3arBepmkeHo: Konip: dionetoso-6inui.
dapmacboTuKas 3anponoHoBaHo: Konip: Big maiixe 6inoro go 6inoro 3
MaHyheKTypiHr io/1IeTOBUM BIiATIHKOM.
Mre. NTg., 3MiHV BHECEHO B iIHCTPYKLiIO AN MeAU4HOro
CiHranyp; 3aCcTOCyBaHHS NikapCbKoro 3acoby y po3gain
«Jlikapcbka hopmMa» (00 OCHOBHMX CPI3NKO-XiMIYHUX
BUPOGHMLITBO, BnacTueocTeli Ana Tabnetok no 50 mr). BBeaeHHs
KOHTPONb AKOCTI: 3MiH NPOTAroM 6-TU MICALIB MiCNA 3aTBEPMKEHHS.
HoBapTic ®apma
LTeiH AT,
LLiseiuapis
589. | IOMEPIO TabneTku, BKpUTI Hosapric LLiBeiuapis BMPOGHMLITBO, ITania/ BHECEHHS 3MiH A0 peecTpaLiiiHux matepiasis: 3MiHu | 3a He UA/16691/01/02
nNiBKOBOIO $apma KOHTPO/b SKOCTI, CiHranyp/ TUMy - 3MiHM 3 AKOCTi. FOTOBWIA Nikapcbkunii 3aci6. peyenmom | nidssieae
060n0Hkoto no 100 Cepsices nepBuHHE Ta LLBeiuapis KOHTpOsb rOTOBOrO NikapcbKoro 3acoby. 3MiHa
Mr, no 14 tabnetok Al BTOPVHHE napameTpiB cneundikauii Ta/abo JONYCTUMUX MEX
y 6nictepi; no 2 abo nakyBaHHs, roTOBOrO NikapcbKoro 3acoby (iHLWWi 3miHK) - 3MiHa Y
4 6nictepu B BWMYCK Cepii: cneumdikauii M3 KOnepio, TabneTkn, BKpUTI

KapTOHHIA KopoobLi

HosapTic ®apma
C.n.A,, ltanis;

BMPOGHMLITBO,
KOHTPO/b SIKOCTI:
HoBapric

NNiBKOBOK 06010HKOK0 A15 A03YBaHHA No 50 Mr 3a
nokasHnkom "Konip" 3 MeTolo BIpHOro TAlyMayeHHs
(PaKTUUYHOTO KO/Ibopy TabneTkn Ta KOPEKTHOTO
nepeknagy iHpopmalii Ha ykpaiHCbKy MOBY.
OpuriHasibHa cneuudikauis BUpo6HMKa 3MiH He
3a3Hae.
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Ne Hassa Popma surnycky 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbKo20o | (nikapcbka hopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby YNaKkoBsKa) nocsioYeHHs1
Cinranyp 3arsepmkeHo: Konip: cionetoBo-6inwii.
dapmacbloTVKas 3anponoHoBaHo: Konip: Big maike 6inoro go 6inoro 3
MaHyeKTypiHr hioNeToBMM BIATIHKOM.
Mre. NTa., 3MiHN BHECEHO B IHCTPYKLiIO 415 MeANYHOro
CiHranyp; 3aCTOCyBaHHA NikapcbKoro 3acoby y po3gin
«Jlikapcbka thopma» (LL0A0 OCHOBHUX (PI3UKO-XiMIYHMX
BMPOBHMLTBO, BNacTMBocTel ans Tabnetok no 50 mr). BeeaeHHs
KOHTPO/b AKOCTI: 3MiH NPOTAroM 6-TW MIiCALB NicNs 3aTBEpPKEHHS.
HosapTic ®apma
LWTenH Al ,
LLIBeliLapis

*y pa3i BHeCeHHs1 3MiH 00 iIHCMPYKYii Ipo MmeduyHe 3acmocyBaHHs

B.o. HauanLHUKA
dapManeBTUYHOT0 yIIPaB/IiHHA

JIrogvuia APKO
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IIEPEJIIK

Aopatok 4

A0 Hakasy MiHicTepcTBa OXOPOHU
3gopoB’a  YkpaiHu «[po  pgepxaBHY
peecTpauito (nepepeecTpadito)
NiKapCbKNUX 3aco6iB (MeanUYHNX
iMyHOGionoriYHnXx npenaparis) Ta
BHECEHHA 3MiH [0  peecTpauiliHux

Martepianis»
Big 08 mucronaja 2024 poky Ne 1877

JIIKAPCBKIX 3ACORIB, AKVM BIJIMOBJIEHO B JIEP)KABHIN PEECTPAIIIL, IIEPEPEECTPAIIIL TA
BHECEHHI 3MIH /IO PEECTPAIIMHNX MATEPIAJIIB

abo 2
6nictepu B
KapTOHHIi
Kopoo6Li

Ne Hassa ®Popma 3asBHUK KpaiHa Bupo6Huk Kpaina riocmasa lpoyedypa
n/n JliKapcbKo20 BUIYCKY
3acoby
1. FNILEPUHOBI cynosutopii no | ®APMIHA | Monblia dapmiHa 3acifgaHHs i i ) ) ) o . )
CYMO3NTOPI 0.75rm05 nTa A Monblya HTP Ne 39 BigmMoBUTY y 3aTBEPMKEHHI - 3MiHW | TUMY - 3MiHN 3 AKOCTI. _F9TOBV|V| nikapcbkuii 3aci6. KoHTposb
"DAPMIHA" cynosuTopiis y Big roToBOro NikapckKoro 3acoGy. 3miHa napameTpis creludikaliit Ta/abo AONYCTUMMUX MeX roTOBOro
6nictepi; no 1 24.10.2024 NiKapcbkoro 3acoby (BWIY4YeHHS HEe3Ha4yHOro nokasHuka (Hanpuknag 3acTapinioro nokasHuka,
260 2 Takoro K 3anax Ta cMak, abo igeHTudikalis 6apBHUKIB Y cmakoBux Ao6asok)) (B.11.r.1. (r) 1A),
6nicTepn B OCKiNbKV 3as1BNEHO KOPeKTHY npoueaypy B.1L.r. (x),IA;
KapTOHHIN BigMoOBUTU Y 3aTBEPAKEHHI - 3MiHW | TUNY - 3MiHU 3 AIKOCTI. TOTOBWIA NiKapCLKUiA 3aci6. KOHTPOsb
Kopo6ui rOTOBOTO MiKAapCbKOro 3acoby. 3MiHa y MeTofax BUnpo6yBaHHs rOTOBOrO NiKapchKOro 3acoby (ans
npvBeAeHHs Yy BiANOBigHICTL 3 APY abo EBponeiicbkolo hapMakoneeo Ta BUMYYEHHS MOCUIaHHA
Ha 3acTapinuii BHYTPIWHIA MeTog BunpobyBaHHA | oro Homep) (B.11.r.2. (g) IA), ockinbku
3a8B/1EHO KOpPeKTHY npoueaypy B.11.r.1. (x),Ib
2. rNILEPUHOBI cynosutopii no | ®APMIHA | Monbwa dapwmiHa 3acifaHHs i i ) ) ) .. . )
CYMNO3UTOPII 15rn05 nTa nTa Monblya HTP Ne 39 BigmMoBUTY y 3aTBEpKEHHI - 3MiHW | TUMY - 3MiHN 3 AIKOCTI. rPTOBMM nikapcbkuii 3aci6. KoHTponb
"DAPMIHA" CynosuTopiie y Bia roTOBOTO /iKAPCLKOTo 3acoby. 3miHa napameTpis creuudikavin Ta/abo AOMYCTUMNX MEX FrOTOBOTO
GnicTepi; no 1 24.10.2024 nikapcbkoro 3acoby (BW/lyYeHHS HEe3HayHOro MokasHuka (Hanpukiag 3acTapifioro MokKasHuka,

Takoro sk 3anax Ta cmak, abo igeHTudikalia 6apBHMKIB UM cmakoBux fo6aBok)) (B.11.r.1. (r) IA),
OCKi/TbKW 3asB/1EHO KOpekTHY npouenypy B.11.r. (X), IA;

BigmMOBUTY y 3aTBEPAKEHHI - 3MiHW | TUMY - 3MiHK 3 SKOCTI. FOTOBWIA NikapCcbKuii 3aci6. KoHTponb
roTOBOro NiKapcbkoro 3acoby. 3miHa y meTtogax BUNpobyBaHHS rOTOBOrO JlikapCbKoro 3acoby (ans
npuBefeHHs y BiANOBIAHICTL 3 1PY abo €Bponeiicbkolo hapmakoneeo Ta BUyYEHHS NOCUIaHHSA
Ha 3acTapinuii BHYTpIWHIA MeToh BunpobyBaHHSA i oro Homep) (B.11.r.2. (m) lA), ockinbku
3asB/1eHO KOpeKTHY npoueaypy b.11.r.1. (x), Ib

B.o. Haua/bLHUKAa
dapmareBTUYHOr0 YNpaB/IiHHSA

JIrogvuia APKO
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