MIHICTEPCTBO OXOPOHMU 3/I0POB’SI YKPAIHA
HAKA3

Kuis

25 muacronazga 2024 poky Ne 1967

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.
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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. ®apmanieBTuHoMy yripaBaiHHIO (Osekcanzapy I'pitjeHKy) 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.

Ilepmmu 3acTynHuK MiHicTpa Cepriu 1YBPOB



Aopatok 1

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

Bif 25 nuctonaaa 2024 poky Ne 1967

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

Hassa dopma sunycky 3assHuUK Kpaina Bupo6HUK KpaiHa Peecmpayitina npoyedypa Ymosu Peknamys Howmep
JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPO6GHUKa BionyckKy aHHs1 peecmpayiliHo2o
3acoby yrnakoska) nocsio4YeHHs1

BYMPEHOP®IHY | kpucTaniyHuii 3irdopig Al LLsenuapis 3irdpig PapmaKemikasieH HimeuunHa peecTpauif Ha 5 pokis - He UA/20684/01/01
rigPOXI0oPUA, MOPOLLIOK MiHgeH TM6X niosnsieae
(cybeTaHuis) y
noABINHNX
nonieTMIeHoBUX
Millkax ans
hapMaLeBTUYHOTO
3acTOCyBaHHSA

OETOKCAHT® pO34uH ANs iHgy3iit TOB YkpaiHa MAT "Tanuuchapm" YkpaiHa peecTpauis Ha 5 pokis 3a He UA/20670/01/01
no 200 mn Tano 400 | "APTEPIYM Pestome nnaHy ynpasniHHS peyenmom nidnsieae
My NAALWLI CKASHIRA nTa" pusmkamm Bepcisa 0.1 gogaeTbes.
(donakoHi) MepioAnyHICTb NOAAHHSA
perynspHoO OHOBJ/THOBAHOrO 3BITY 3
6e3neku, BignoBigHo Ao Mopsagky
3[iiCHEHHsI chapmakoHarnagy,
3aTBEPAKEHOT0 Haka3om
MiHicTepcTBa OXOPOHU 3[40POB’A
Ykpainu Big 27 rpyaHsa 2006 poky
Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLil Ykpainm 29
ciuHg 2007 poky 3a Ne 73/13340 (y
pefakuii Hakasy MiHicTepcTBa
OXOPOHY 3[,0pPO0B'A YKpaiHu Big, 26
BepecHsi 2016 poky Ne 996),
CTaHOBUTb: 3rigHO 3i CTPOKamMm,
3a3HavyeHMu y NepiognyHoCTI
NnoJaHHA perynspHunx 3BiTiB 3

6e3neku.
OONYTErPABIP TabneTku, BKpUTI CaH IHais CaH ®apmacbloTvkan IHais peecTpauis Ha 5 pokiB 3a He UA/20671/01/01
NNiBKOBOO dapmacboT IHoacTpi3 NimiTeq, Pestome nnaHy ynpasniHHS peyenmom nionsieae
060/10HKOH, Mo 50 nkan pusmkamm Bepcis 0.3 gogaeTbes.

mr; no 30 a6o no 90 IHOACTpI3 [MepioagnyHICTb NOAAHHS




4 ITponoB>xeHHs mofaTka 1
Ne Hassa Popma surnycky 3assHuk Kpaina Bupo6HuUKk KpaiHa Peecmpayitina npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionyckKy aHHs1 peecmpayiliHo2o
3acoby ynakosKa) NnocBi04Y€eHHs1
Tabnetok y onakoHi Nimiteq perynsipHoO OHOBJ/IOBAHOTO 3BITY 3
3 nonieTuIeHy 6e3neku, BignoBsigHo Ao Mopsaky
BMCOKOT LLiNIbHOCTI 3[iiCHEeHHs1 chapmakoHarnaay,
a6o no 30 abo no 90 3aTBEPAKEHOTO Haka3om
Tabnetok y oriakoHi MiHicTepcTBa 0OXOpPOHY 340POB’'S
3 nonieTuneny Ykpainu Big 27 rpyaHsa 2006 poky
BMCOKOI LLiNIbHOCTI; Ne 898, 3apeecTpoBaHoro B
no 1 donakoHy y MiHicTepcTBi tocTuLi Ykpainn 29
KapTOHHIA ynakoBLi ciuHg 2007 poky 3a Ne 73/13340 (y
pegfakuii Hakasy MiHicTepcTBa
OXOPOHW 300POB'A YKpaiHu Big 26
BepecHst 2016 poky Ne 996),
CTaHOBUTb: 3rigHO 3i CTPOKamMm,
3a3Ha4YeHMN Y NepiognNYHOCTI
noJaHHsA perynspHux 3siTiB 3
6e3neku.

4. | EMONANT® Tabnetku no 250 wmr; TOB YkpaiHa TOB "ACTPAGAPM" YkpaiHa peecTpauist Ha 5 pokis 3a He UA/20672/01/01
no 10 TabneTtok y "ACTPA®A Pestome MYP Bepcia 0.2 peuenmom niosnsieae
6nictepi, no 2 PM" nopaetbes. MNepiognuHicTb
6nictepu B kOopobLi NoAaHHs perynsipHo
3 KapTOHY OHOBJ/IKOBAHOTO 3BITY 3 6e3neku,

BiAgnosigHo fo Mopsaaky
3[jiCHEeHHSs chapmakoHarnagy,
3aTBEPAKEHOTO HaKka3oM
MiHicTepcTBa 0OXOPOHY 340POB’S
Ykpainu Big 27 rpyaHa 2006 poky
Ne 898, 3apeecTpoBaHoro B
MinicTepcTBi tocTuLi Ykpainu 29
ciuHsa 2007 poky 3a Ne 73/13340 (y
pepakuii Hakasy MiHicTepcTBa
OXOPOHW 340POB'A YKpaiHu Bif 26
BepecHsi 2016 poky Ne 996),
CTaHOBUTb: 3rigHO 3i CTPOKamu,
3a3Ha4YeHMMN y NepiognUyUHOCTI
NoAaHHsA perynspHrX 3BiTiB 3
6e3neku.

5. | IBYKNIH® CyCneHsis opasibHa, TOB "[Op. YkpaiHa BMPOGHMLTBO rOTOBOrO Icnanis peecTpaujisf Ha 5 pokis 6e3 He UA/20673/01/01
100 mr/5 mn, no 100 Pepai'c NPOAYKTY, NEPBUHHE Ta Pestome MYP Bepcia 1.0 peyenma niossieae
M1 cycneHsii y Na6opaTtopi3 BTOPWHHE NaKyBaHHS, nofaetbes. MepiognyHicTb
thnakoHi; no 1 " KOHTPO/b SKOCTi, BUMYCK noJiaHHA peryssapHo
chnakoHy y cepii roTOBOro NpoAyKTy: OHOBJ/IIOBAHOTO 3BITY 3 6e3neku,

KOMNAEKTI 3i EAEDAPM, C. /1., IcnaHis; BignosiaHo o Mopaaky
LLINPULLOM- KOHTPO/b AKOCTI (3a 3fjiicHeHHs chapmakoHarnsgy,
[03aTopoM y BUHATKOM MiKpO6ionoriyHoro 3aTBEPAKEHOTO HaKka3oM
KapTOHHIA KOpooLi KOHTPO/0) Ta BUNYyCK cepil MiHicTepcTBa OXOpPOHU 340POB’A
rOTOBOrO MPOAYKTY: Ykpainm Big 27 rpyaHs 2006 poky
dapmanigep, C. A., IcnaHis; Ne 898, 3apeecTpoBaHoOro B
MiKpOGioNoriYHUIA KOHTPOb MiHicTepcTBi tocTuuil Ykpainm 29
(cybnigpaaHuK Komnawii ciyHsa 2007 poky 3a Ne 73/13340 (y




5 ITponoB>xeHHs mofaTka 1
Ne Hassa Popma surnycky 3assHuk Kpaina Bupo6HuUKk KpaiHa Peecmpayitina npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionyckKy aHHs1 peecmpayiliHo2o
3acoby ynakosKa) NnocBi04Y€eHHs1
dapmanigep, C.A.): pefakuii Hakasy MiHicTepcTBa
Biona6, C.J/1., Icnanis OXOPOHW 300POB'A YKpaiHu Big 26
BepecHst 2016 poky Ne 996),
CTaHOBUTb: 3rigHO 3i CTPOKamMm,
3a3Ha4YeHMN y NepiognNYHOCTI
noJaHHsA perynspHux 3BiTiB 3
6e3neku.
6. | IBYKNIH® CyCneHsisi opasibHa TOB "[Op. YkpaiHa BMPOGHMLTBO rOTOBOrO Icnanis peecTpauist Ha 5 pokis 6e3 He UA/20673/01/02
200 mr/5 mn, no 100 Pepai'c NPOAYKTY, NEPBUHHE Ta Pestome MYP Bepcia 1.0 peyenma niosnsieae
M cycneHsii y Na6opaTopi3 BTOPWHHE NaKyBaHHS, nopaetbes. MNepiognuHicTb
dhnakoHi, no 1 " KOHTPO/b SIKOCTi, BUNYCK nofAaHHA perynspHo
donakoHy y cepii roToBOro NPOAYKTY: OHOB/IOBAHOrO 3BIiTY 3 6e3neKu,
KOMMeKTi 3i EOE®APM, C. /., IcnaHis; BignosigHo fo Mopsaky
LINPULLOM- KOHTPO/b AKOCTI (3a 3[jiCHEeHHSs chapmakoHarnagy,
[03aTOpOM y BUHATKOM Mikpo6ionoriyHoro 3aTBEPAKEHOTO HaKka3oM
KapTOHHI/ KopoobLi KOHTPO/I0) Ta BMUNyCK cepii MiHicTepcTBa OXOPOHY 340POB’'S
rOTOBOrO NPOAYKTY: Ykpainu Big 27 rpyaHa 2006 poky
dapmanigep, C. A., IcnaHis; Ne 898, 3apeecTpoBaHoro B
MiKPOGIONOriYHMI KOHTPOSb MiHicTepcTBi tocTuuil Ykpainm 29
(cy6nigpagHuK KomnaHii ciuHsa 2007 poky 3a Ne 73/13340 (y
dapmanigep, C.A.): pepakuii Hakasy MiHicTepcTBa
Biona6, C./1., IcnaHis OXOPOHY 3[4,0p0B'A YKPaiHu Big, 26
BepecHsi 2016 poky Ne 996),
CTaHOBUTb: 3rigHO 3i CTPOKamu,
3a3Ha4YeHMMN y NepiognUyuHOCTI
NoAaHHsA perynspHrX 3BiTiB 3
6e3neku.
7. | KCUNOPI® cnpeii HasasbHUiA, ToBapucTBO YkpaiHa My6niyHe akuioHepHe YkpaiHa peecTpaujisf Ha 5 pokis 6e3 nionsizae UA/20675/01/01
[o3oBaHuit 0,1 %, 3 TOBapucTBO “XiMmdhapmsaBos Pestome nnaHy ynpasniHHA peyenma
no 10 mny 06MmexXeHo "YepBoHa 3ipka” pusmkamm Bepcisa 0.1 gogaeTbes.
chnakoHax CKNsHUX 3 | BignoBigasb MepioanyHiCTb NOAAHHSA
posnunoBavem HiCTIO perynsipHo OHOBJ/IHOBAHOTO 3BITY 3
HasanbHUM abo "IHHOLUEBT 6e3neku, BiAnoBigHO Ao Mopsaky
chnakoHax MKA" 3[jicHeHHs chapmakoHarnsgy,
noniMepHuxX 3 3aTBEPAKEHOTO HaKka3oM
posnunoBavem MiHicTepcTBa OXOPOHM 340POB’A
HazasibHUM, no 1 Ykpainm Big 27 rpyaHs 2006 poky
donakoHy y nauyuj 3 Ne 898, 3apeecTpoBaHoOro B
KapToHy MiHicTepcTBi tocTuLil YkpaiHm 29
ciuHsa 2007 poky 3a Ne 73/13340 (y
pepakuii Hakasy MiHicTepcTBa
OXOPOHY 34,0PO0B'A YKpaiHu Big, 26
BepecHsi 2016 poky Ne 996),
CTaHOBUTbL: 3riHO 3i CTpoKamu,
3a3HavYeHMU y NepiognYHOCTI
NoAaHHA perynspHuX 3BiTiB 3
6e3neku.
8. | NINIPACTOP TabneTku, BKPUTI leTepo IHAis leTepo /1a63 Nimiteq, IHAis peecTpaujis Ha 5 pokis 3a He UA/20676/01/01
NNiBKOBOO N1a63 Pestome niiaHy ynpaB/iHHS peyenmom nidnsieae




6 ITponoB>xeHHs mofaTka 1
Ne Hassa Popma surnycky 3assHuk Kpaina Bupo6HuUKk KpaiHa Peecmpayitina npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionyckKy aHHs1 peecmpayiliHo2o
3acoby ynakosKa) NnocBi04Y€eHHs1
060/10HKOI0, N0 5 Mr Nimiteq pu3svkamm Bepcia 0.2 fodaeTbes.
no 10 Tabnetok y MepiognyHiCTb NoAAHHSA
6nictepi, no 3 a6o 9 perynsipHoO OHOBJIOBAHOT O 3BITY 3
6nictepis y 6e3neku, BignoBsigHO A0 Mopsagky
KapTOHHI/ Kopoo6Li 3[jiCHeHHs chapmakoHarnagy,
3aTBEPAKEHOTO Haka3oM
MiHicTepcTBa OXOPOHY 340POB’S
Ykpainu Big 27 rpyaHa 2006 poky
Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLi YKpaiHu 29
ciuHsa 2007 poky 3a Ne 73/13340 (y
pepakuii Hakasy MiHicTepcTBa
OXOPOHY 34,0p0B's YKpaiHu Big, 26
BepecHsi 2016 poky Ne 996),
CTaHOBUTb: 3rigHO 3i CTPOKamu,
3a3Ha4YeHMN y NepioguyuHoCTI
NoAAaHHSA perynspHyX 3BiTiB 3
6e3neku.
9. | MNINIPACTOP TabneTkn, BKPUTI leTepo IHgis l'eTepo /1a63 Jimiteq IHais peecTpavuist Ha 5 pokiB 3a He UA/20676/01/02
N1iBKOBOIO Na63 Pe3stome nnaHy ynpas/iiHHA peyenmom nionsizae
060/10HKO10, Mo 10 Nimiteq pusmkamm Bepcisa 0.2 gofaeTbes.
mr, no 10 TabneTok MepiognyHiCTb NoAAHHSA
y 6nicTepi, no 3 abo perynspHO OHOBJ/THOBAHOrO 3BITY 3
9 6nicTepiB y 6e3neku, BiANoBiAHO Ao Mopsaky
KapTOHHI/ KopoobLi 3[jificHeHHs hapmakoHarnsgy,
3aTBEPAKEHOTO Haka3oM
MiHicTepcTBa OXOpPOHU 340POB’A
Ykpainu Big 27 rpyaHa 2006 poky
Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuuil YkpaiHu 29
ciuHsa 2007 poky 3a Ne 73/13340 (y
pefakuii Hakasy MiHicTepcTBa
OXOPOHY 3[,0PO0B'A YKpaiHu Big, 26
BepecHsi 2016 poky Ne 996),
CTaHOBUTb: 3riHO 3i CTPOKamu,
3a3HavyeHMu y NepiognYHOCTI
NOAAHHA PerynspHuX 3BiTiB 3
6e3neku.
10. | NINIPACTOP TabneTtku, BKPUTI leTepo IHais eTepo N1a63 Nimites IHAis peecTpauis Ha 5 pokis 3a He UA/20676/01/03
NNiBKOBOO Na63 Pestome nnaHy ynpasniHHS peuyenmom nidnsieae
060/10HKOH0, Mo 20 Nimiteq pusmkamm Bepcisa 0.2 gogaeTbes.

Mr, no 10 Tabnetok
y 6nicTepi, no 3 abo
9 6nictepiB y
KapTOHHIA KOpooLi

MepioAnyHICTb NOAAHHSA
perynspHoO OHOB/IHOBAHOrO 3BITY 3
6e3neku, BignoBigHo Ao Mopsaaky

3[jliCHEeHHs1 chapmakoHarnagy,
3aTBEPAKEHOT0 Hakasom
MiHicTepcTBa OXOPOHU 3[0POB’A
Ykpainu Big 27 rpyaHsa 2006 poky
Ne 898, 3apeecTpoBaHoro B
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ITponoB>xeHHs mofaTka 1

Ne Hassa Popma surnycky 3assHuk Kpaina Bupo6HuUKk KpaiHa Peecmpayitina npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionyckKy aHHs1 peecmpayiliHo2o
3acoby ynakosKa) NnocBi04Y€eHHs1
MiHicTepcTBi tocTuLi YKpaiHu 29
ciuHsa 2007 poky 3a Ne 73/13340 (y
pefakuii Hakasy MiHicTepcTBa
OXOPOHY 34,0p0B'A YKpaiHu Big, 26
BepecHsi 2016 poky Ne 996),
CTaHOBUTb: 3rigHO 3i CTPOKamu,
3a3HavYeHMMN y NepioguyuHoCTI
NoAaHHSA perynsipHrX 3BiTiB 3
6e3neku.
11. | NINIPACTOP TabneTkn, BKPUTI leTepo IHgis l'eTepo /1a63 Jimiteq IHais peecTpauist Ha 5 pokiB 3a He UA/20676/01/04
NiBKOBOIO Na63 Pe3stome nnaHy ynpas/iiHHA peyenmom nionsizae
060/10HKO10, M0 40 Nimiteq pusmkamm Bepcisa 0.2 gofaeTbes.
mr, no 10 TabneTok MepiognyHiCTb NoAaHHA
y 6nicTepi, no 3 abo perynspHO OHOBJ/THOBAHOIO 3BITY 3
9 6nicTepiB y 6e3neku, BiANoBiAHO Ao Mopsaky
KapTOHHI/ KopoobLi 3fjiicHeHHs chapmakoHarnsgy,
3aTBEPAKEHOTO HaKka3oM
MiHicTepcTBa OXOpPOHU 340POB’A
Ykpainu Big 27 rpyaHa 2006 poky
Ne 898, 3apeecTpoBaHoOro B
MiHicTepcTBi tocTuuil YkpaiHu 29
ciuHa 2007 poky 3a Ne 73/13340 (y
pefakuii Hakasy MiHicTepcTBa
OXOPOHY 3[,0PO0B'A YKpaiHu Big, 26
BepecHsi 2016 poky Ne 996),
CTaHOBUTb: 3riHO 3i CTPOKamu,
3a3HavyeHMu y NepiognYHOCTI
NOAAHHA PerynspHuX 3BiTiB 3
6e3neku.
12. | METAMI3ON NOpPOLLOK MpAT YkpaiHa LWaHaoHr KciHxya Kutaii peecTpauis Ha 5 pokis - He UA/20677/01/01
HATPIO (cy6eTaHuis) y "®apmauesT dapmac'totikan Ko., Nitg, nionsizae
MOHOrIAPAT noABiHMX nyHa dpipma
nosieTuIeHoBMX "fNapHuus"
naketax gns
chapmaLeBTU4YHOro
3acTocyBaHHs
13. | HASBO®EPOH® Kpansi HasasibHi 100 AT YKpaina AT "dapmak” YkpaiHa peecTpauist Ha 5 pokiB 6e3 nidnsieae UA/20678/01/01
000 MO/mn; no 5 mn "®apmak” Pestome nnaHy ynpasniHHA peyenma

y thnakoHax i3
CBIT/103aXV1CHOTO
ckna, no 1 dpnakoHy
y nayui

pu3snkamu Bepcia 8.0 foaaeTbes.
MepioAnyHICTb NOAAHHS
perynsipHo OHOB/IHOBAHOTO 3BITY 3
6e3neku, BignoBsigHo Ao Mopsagky
34iicHeHHs chapmakoHarniagy,
3aTBEPAKEHOTO Haka3oM
MiHicTepcTBa OXOPOHY 340POB’S
Ykpainu Big 27 rpyaHs 2006 poky
Ne 898, 3apeecTpoBaHoro B
MiHicTepcTsi tocTuLi YKpaiHu 29
ciuHg 2007 poky 3a Ne 73/13340 (y




8 ITponoB>xeHHs mofaTka 1
Ne Hassa Popma surnycky 3assHuk Kpaina Bupo6HuUKk KpaiHa Peecmpayitina npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionyckKy aHHs1 peecmpayiliHo2o
3acoby ynakosKa) NnocBi04Y€eHHs1
pefakuii Hakasy MiHicTepcTBa
OXOPOHW 300POB'A YKpaiHu Big 26
BepecHst 2016 poky Ne 996),
CTaHOBUTb: 3rigHO 3i CTPOKamMm,
3a3Ha4YeHMN y NepiognNYHOCTI
noJaHHsA perynspHux 3BiTiB 3
6e3neku.
14. | HEKCBIAAUM MOPOLLIOK ANs CaHodpi 6.B. | Higepnangu Brpo6HMLTBO KiHL,EBOIO IpnaHgjs peecTpauist Ha 5 pokis 3a He UA/20679/01/01
NPUroTyBaHHSA npogykty (fill/finish), MepioAnyHICTb NOAAHHSA peuenmom niosnsieae
KOHLeHTpaTy ans nepBrHHA Ta BTOPVHHA perynspHO OHOB/IHOBAHOrO 3BITY 3
pO34nHy Ans ynakoBKa, MapKyBaHHS, 6e3neku, BignosiaHO Ao MNopagaky
iHcpys3iiA, no 100 mr; KOHTPO/b Ta BUMYCK cepii: 3[iiCHEHHs1 chapmakoHarnaay,
Nel: no 100 mr [bxeHszalim Ipnang fiviteq 3aTBEpPXEHOro HakasoMm
NOPOLLIKY A1 MiHicTepcTBa OXOPOHM 340POB’A
npuroTysBaHHsA Ykpainu Big 27 rpyaHsa 2006 poky
KOHUEeHTpaTy Ans Ne 898, 3apeecTpoBaHoro B
po3uunHy ons MiHicTepcTBi tocTuLi Ykpainu 29
iHcpy3iii y hnakoHi; ciuHg 2007 poky 3a Ne 73/13340 (y
no 1 chnakoHy B peaakuii Hakaly MiHicTepcTBa
KapTOHHIA KopooLi OXOPOHW 300pPOB'A YKpaiHu Big 26
BepecHst 2016 poky Ne 996),
CTaHOBUTb: 3rigHO 3i CTPOKamMm,
3a3Ha4YeHMU Y NepiognyYHOCTI
nofaHHsA perynsipHux 3BiTiB 3
6e3neku.
15. | OHTPY3AHT NopoLLIOK AN CamcyHr Pecny6nika Brpo6HMLTBO, NepBrHHE ITania/ peecTpaduis Ha 5 pokiB. 3a He UA/20623/01/01
KOHUEeHTpaTy ans Bioenic Ko., Kopes nakyBaHHs1, BUNpobyBaHHS dpaHuin/ MepioAnyHICTb NOAAHHSA peuenmom nionsieae
PO3UunHY A8 nra. KOHTPOJIH0 SKOCTI Ipnangis/ perysisipHoO OHOBJTOBAHOTO 3BITY 3
iHcpysiiA, no 150 mry (cTepwnbHICTB): Benbrisi/ 6e3neku, BignoBigHo Ao Mopsagky
dhnakoHi, no 1 MateoH Itania C.n.A., HigepnaHnamn 3[iiCHEHHsI chapmakoHarnagy,

donakoHy y
KapTOHHIA Kopoo6Li

ITanis;

Brpo6HMLTBO, NepBrHHe
nakyBaHHs:
dapesa lNay, PpaHuis;

BrnpobyBaHHs KOHTPOSO
AKocTi (bakTepianbHi
€H/I0TOKCUHMN Ta
CTEpPUNbHICTb):
dapesa lNay, PpaHuis;

BrnpobyBaHHsA KOHTPOSO
AKOCTI (BCi TECTU OKpIM
HakTepiasibHMX
€HAO0TOKCUHIB Ta
CTepW/IbLHOCTI),
BMNPOB6YBaHHsA CcTabiNbHOCTI
(BCi TECTV OKpIM

3aTBEPAKEHOT0 Haka3om
MiHicTepcTBa OXOPOHU 3[40POB’A
Ykpainu Big 27 rpyaHsa 2006 poky
Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi ocTuLil Ykpainm 29
ciuHg 2007 poky 3a Ne 73/13340 (y
pefakuii Hakasy MiHicTepcTBa
OXOPOHY 3[,0P0B'A YKpaiHu Big, 26
BepecHsi 2016 poky Ne 996),
CTaHOBUTb: 3rigHO 3i CTPOKamMm,
3a3HavyeHMu y nNepiognyHoCTI
nofaHHA perynsipHuxX 3BiTiB 3
6e3neku.
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ITponoB>xeHHs mofaTka 1

n/n

Ha3ssa
JliKapcbKo20
3acoby

Popma surnycky
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuUKk

Kpaina
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu Peknamys
BionyckKy aHHs1

Homep
peecmpayiliHo2o
nocsio4eHHs

H6akTepianbHUX
€HAO0TOKCUHIB Ta
CTepW/IbHOCTI):

Mnna fesenonveHt
Alieneng Nimiten, lpnaxgis;

BunpobyBaHHsA KOHTPOSO
AKocTi (bakTepiasbHi
€HO0TOKCUHN),
BMNPOGYBaHHA CTabiNIbHOCTI
(6axTepianibHi €HOO0TOKCUHM
Ta
CTEPUbHICTL):
Yapnb3 PiBep /labopatopi3
Alienenp Nimiten, lpnaHgis;

BTopvHHe nakyBaHHS:
PapmaueyTidi PopMeHTI
C.n.A., ITanis;

BTopvHHe nakyBaHHS:
EnecTia Bengxiym HB,
Benbris;

Bunyck cepii:
CamcyHr bioenic HN B.B.,
Higepnanau

16.

OHTPY3AHT

NOPOLLIOK 4715
KOHLieHTpaty Ans
pO34nHy Ans
iHcpysiiA, no 420 mry
chnakoHi, no 1

donakoHy y
KapTOHHI/ KopoobLi

CamcyHr
Bioenic Ko.,
nra.

Pecny6nika
Kopes

Brpo6HMLTBO, NepBrHHE
naKkyBaHHs:
dapesa Nay, PpaHuis;

BunpobyBaHHA KOHTPOIO
AKOCTI (bakTepiasibHi
€HJO0TOKCUHMN Ta
CTEepPUIIbHICTb):
dapesa Nay, PpaHuis;

BunpobyBaHHA KOHTPOSIO
AKOCTI (BCI TECTU OKpIM
H6akTepiasibHNX
€HAO0TOKCUHIB Ta
CTepW/IbLHOCTI),
BMNPOGYBaHHS CTabiNIbHOCTI
(BCi TECTV OKpIM
HakTepiasibHMX
€HAO0TOKCUHIB Ta
CTEepUIbLHOCTI):
nnAa AesenonMeHT
Alieneng Nimiten, lpnangis;

®paHuin/
IpnaHgis/
ITania/
Benbrisi/
HigepnaHgm

peecTpauist Ha 5 pokiB.
MepioanyHiCTb NoAaHHA
perynsipHo OHOB/IHOBAHOTO 3BITY 3
6e3neku, BignoBsigHo Ao Mopsagky
3[jiCHeHHSs chapmakoHarnagy,
3aTBEPAKEHOTO HaKka3oM
MiHicTepcTBa OXOPOHY 340POB’'S
Ykpainu Big 27 rpyaHa 2006 poky
Ne 898, 3apeecTpoBaHoro B
MinicTepcTBi tocTuLi Ykpainu 29
ciuHsa 2007 poky 3a Ne 73/13340 (y
pepakuii Hakasy MiHicTepcTBa
OXOPOHW 340POB'A YKpaiHu Bif 26
BepecHsi 2016 poky Ne 996),
CTaHOBUTb: 3rigHO 3i CTPOKamu,
3a3Ha4YeHMMN y NepiognUyuHOCTI
NoAaHHsA perynspHrX 3BiTiB 3
6esneku.

3a He
peyenmom nionsizae

UA/20623/01/02
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ITponoB>xeHHs mofaTka 1

Ne Hassa Popma surnycky 3assHuk Kpaina Bupo6HuUKk KpaiHa Peecmpayitina npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionyckKy aHHs1 peecmpayiliHo2o
3acoby ynakosKa) NnocBi04Y€eHHs1
BrnpobyBaHHsA KOHTPOSO
AKocTi (bakTepiasbHi
€HO0TOKCUHN),
BMNPOGYBaHHA CTabiNIbHOCTI
(6axTepianbHi €HOO0TOKCUHM
Ta
CTEPUIbHICTL):
Yapnb3 PiBep /labopatopi3
AlieneHnpg Nimiten, lpnaHgis;
BTopvHHe nakyBaHHS:
PapmaueyTidi PopMeHTI
C.n.A., ITanis;
BTopvHHe nakyBaHHS:
Enectia Bengxiym HB,
Benbris;
Bunyck cepii:
CamcyHr bioenic HN B.B.,
Higepnanau
17. | NPOKCIYM NMPO MOPOLLIOK ANs MPO®APM ManbTa Na6opaTopioc HopmoH C.A. Icnanis peecTpauif Ha 5 pokis 3a He UA/20680/01/01
PO34UHY A5 iH'EKLN A Pestome MYP Bepcisa 1.0 peyenmom nionsizae
no 40 mr, no 1 IHTepHeLLHN nofaetbes. MepiognyHicTb
chnakoHy y TperguHr NnoJiaHHA peryssapHo
KapTOHHI navi Nimiteq OHOBJ/IHOBAHOTO 3BITY 3 6e3neku,
BignosiaHo Ao Mopaaky
3[jificHeHHs hapmakoHarnsgy,
3aTBEPAKEHOTO Haka3oM
MiHicTepcTBa OXOpPOHU 340POB’A
Ykpainu Big 27 rpyaHa 2006 poky
Ne 898, 3apeecTpoBaHoOro B
MiHicTepcTBi ocTuuil YkpaiHu 29
ciuHa 2007 poky 3a Ne 73/13340 (y
pefakuii Hakasy MiHicTepcTBa
OXOPOHY 3[,0PO0B'A YKpaiHu Big, 26
BepecHsi 2016 poky Ne 996),
CTaHOBUTb: 3riHO 3i CTPOKamu,
3a3HavyeHMu y NepiognYHOCTI
NOAAaHHA PerynspHuX 3BiTiB 3
6e3neku.
18. | PEMHIKC PO3YUH OJ151 iH'EKLLNA, My6niyHe YkpaiHa My6niuHe akuioHepHe YkpaiHa peecTpauis Ha 5 pokis 3a He UA/20681/01/01
1000 mr/4 mn, no 4 akuioHepHe TOBapucTBO "HaykoBo- Pestome MYP Bepcia 0.1 peuyenmom nidnsieae
M1 PO3YMHY B TOBapUCTBO BUPOGHNUNI LEEHTP fopaeTbea. MepioguyHicTb
amnyni; no 5 amnyn "HaykoBo- "BopLuariBCcbkuii XiMiko- noJaHHsa perynsipHo
y kaceTi, no 2 BUPOOHMUNI hapMaLEeBTUYHWIA 3aBOA" OHOB/IIOBAHOrO 3BIiTY 3 6e3neKu,
KaceTu B nauui LEeHTp BignoBigHo Ao MNopaaky
"BopLuariscb 3[jiCHEeHHs1 chapmakoHarnagy,
KW XiMiko- 3aTBEPKEHOIO HakasoMm
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ITponoB>xeHHs mofaTka 1

n/n

Ha3ssa
JliKapcbKo20
3acoby

Popma surnycky
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuUKk

Kpaina
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu Peknamys
BionyckKy aHHs1

Homep
peecmpayiliHo2o
nocsio4eHHs

hapmauesT
NYHWI
3asofa”

MiHicTepcTBa OXOPOHY 340POB’S
Ykpainu Big 27 rpyaHa 2006 poky
Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLi YKpainu 29
ciuHsa 2007 poky 3a Ne 73/13340 (y
pefakuii Hakasy MiHicTepcTBa
OXOPOHY 34,0p0B'A YKpaiHu Big, 26
BepecHsi 2016 poky Ne 996),
CTaHOBUTb: 3rigHO 3i CTPOKamu,
3a3Ha4YeHMMN y NepioguuHoCTI
NoAAaHHSA perynspHrX 3BiTiB 3
6e3neku.

19.

TE3MNAUP

PO3YMH A8 iH'EKUIN
210 mr/1,91 mn (110
Mr/mn), PO34nH Ansa
iH'eKLin y
nonepeaHL0
HanoBHEHOMY
Lwnpuuj
0/IHOPa30BOro
BUKOPWCTaHHS i3
HE3HIMHOIO rO/IKOK0
i3 3aXUCHNM
KOBMaykoMm Ta
obmexysayem xoay
nopwHa. Mo 1
nonepegHL0
HanoBHEHOMY
wnpnuy
0/1HOPa30BOro
BUKOPUCTaHHSA y
TepmMoopMOBaHOM
y 6nicTepi; no 1
6nictepy B
KapTOHHI kopo6uyj;
PO34UH ON151 iH'EKLLIA
y nonepesHbL0
HamnoBHEHiIN wnpwu-
pyuLi 04HOpPa3oBOro
BUKOPWCTaHHS 414
aBTOMAaTUYHOro
BBEJEHHS i3
HE3HIMHOIO Tro/IKOI0
i3 3aXUCHNM
KOBMaykom Ta
obmexysayem xoay
nopwHa. Mo 1
nonepegHLo
HamnoBHEHiIN wnpwL-
pyyLi 04HOpPa3oBoro

ACTPA3EH
EKA AB

Lseuis

[MonepeAHbO HANOBHEHWIA
LUNPWLL:
Brvpo6HMUTBO Nikapcbkoro
3acoby, nepBuHHe
nakyBaHHSs, BUNPOOYyBaHHS
KOHTPO/IO AKOCTi:
AmreHn MaHydekuypiHr
Nimiteq (AML), Cnony4eHi
LWratn (CLLA);

BunpobyBaHHA KOHTPOIO
SAKOCTI:
AwmreH IHk. (AMreH TayseHa
Oykc abo ATO), CnonydeHi
LWratm (CLLA);

BTopvHHE nakyBaHHSA
(KomnnexkTyBaHHSA
nonepeAHbLO HarNoBHEHOrO
Lwnpurua, MapkyBaHHsA Ta
nakyBaHHs):
MekkepxiHr KooppaiHeiTopc,
NNC (PCI), CnonyueHi
LWratn (CLLA);

Bunyck cepiii:
AcTtpa3eHeka Ab, LLseLis;

MonepefHbO HanoBHEHA
LUMpUL-pyYKa:
Brpo6HMLTBO Nikapcbkoro
3aco0y, nepBrHHe
nakyBaHHs, BUNPOOyBaHHSA
KOHTPOJIO SKOCTI:
AmreH MaHydekuypiHr
Nimiten (AML), Cnony4eHi
LWratn (CWA);

CnonyJeHi
Wtatn
(CWA)/lBe
uis

peecTpavuist Ha 5 pokiB
Pestome nnaHy ynpasniHHA
pusmkamm Bepcisa 2.0 gofaeTbes.
MepioAnyHICTb NOAAHHSA
perynsipHo OHOBJ/IIOBAHOTO 3BITY 3
6e3neku, BiANoBiAHO Ao Mopsaky
3[jicHeHHs chapmakoHarnsgy,
3aTBEPAKEHOTO Haka3oM
MiHicTepcTBa OXOpPOHU 340POB’A
Ykpainu Big 27 rpyaHa 2006 poky
Ne 898, 3apeecTpoBaHoOro B
MiHicTepcTBi tocTuuil YkpaiHu 29
ciuHsa 2007 poky 3a Ne 73/13340 (y
pefakuii Hakasy MiHicTepcTBa
OXOPOHY 3[,0PO0B'A YKpaiHu Big, 26
BepecHsi 2016 poky Ne 996),
CTaHOBUTb: 3riHO 3i CTPOKamu,
3a3HavyeHMu y NepiognYHOCTI
NOAAaHHA PerynspHuX 3BiTiB 3
6e3neku.

3a He
peyenmom nionsizae

UA/20682/01/01




12 ITponoB>xeHHs mofaTka 1
Ne Hassa Popma surnycky 3assHuk Kpaina Bupo6HuUKk KpaiHa Peecmpayitina npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionyckKy aHHs1 peecmpayiliHo2o
3acoby ynakosKa) NnocBi04Y€eHHs1
BUKOPUCTaHHA AN Bunpo6yBaHHS1 KOHTPONIO
aBTOMaTWYHOro AKOCTI:
BBE/leHHA B AwmreH IHK. (AMreH Tay3eHf

KapTOHHilA KOpo6Li

Oykc abo ATO), Cnony4eHi
LWratn (CWA);

BTOpuHHe nakyBaHHs
(KomnnekTyBaHHA
nonepeAHbL0 HaMoOBHEHOT
LUNPULL-PYYKN, MapKyBaHHS
Ta nakyBaHHS):
MekkepxiHr KooppaiHeiTopc,
NNC (PCI), CnonyueHi
LWratn (CWA);

Bunyck cepiii:
AcTpa3eHeka A, LLiBeuis

B.o. Haua/bLHUKAa

dapManeBTUYHOr0 yNpaB/liHHA

Onekcanpap I'PIIIEHKO




IIEPEJIIK

Aopatok 2
[0 Hakaly MiHicTepcTBa OXOPOHU
300pOB’A YKpaiHu «Mpo aepxaBHy
peecTpauito (nepepeecTpalito)
NiKapCbKMX 3ac06iB (MegUUHNX
iMyHOGionoriuHMx npenapariB) Ta
BHECEHHSA 3MiH [0 peecTpayiiiHnx
MaTepianis»
Big 25 mucronaga 2025 poky Ne 1967

INEPEPEECTPOBAHUX JITKAPCBKHX 3ACOBIB (MEJUUHUX IMYHOBIOJIOT'TYHUX ITPEITAPATIB), AKI
BHOCSATHCS 10 IEPXKABHOI'O PEECTPY JIIKAPCHKHNX 3ACOBIB YKPAIHU

Ne
n/n

Hassa
JliKapcbKo20
3acoby

dopma BUMYCKY
(nikapcbka ¢hopma,
yrnakoska)

3asaBsHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKA

PeecmpayjitiHa npoyedypa

Ymosu
BionycKy

Peknamys
aHHsA

Homep
peecmpayitiHo2o
nocsi0YeHHs1

A3EOHAM

NOPOLLIOK A/1A
PO34UHY A5 iH KLt
abo iHdysiino 1r, 1
dhakoH 3 NOPOLLKOM
y KOpoo6uj

AHaHTa
Mepikeap
nra.

Benuka
BputaHis

"BeHyc Pemegic
Nimiten"

IHAjA

nepepeecTpalis Ha HEOOMEXEHWIA TEPMIH.

OHoB/eHO iHdhopMaLito B IHCTpyKLii Ans
MeAMYHOro 3acTOCyBaHHA /ikapCbKoro 3acoby y
po3gainax "MokasaHHs" (YTOYHEHHS iHopMaLiT),

"MpoTunokasaHHs", "B3aeMogis 3 iHLLIMMU

nikapcbkMKn 3acobamu Ta iHLWi BUan
B3aemogiit”, "OcobMBOCTi 3acTOCyBaHHS",
"34aTHICTb BNAMBATY Ha LWBWAKICTb peakLii npu

KepyBaHHI aBTOTPaHCNOPTOM abo iHWMMK

MexaHizmamu”, "Cnocib 3actocyBaHHA Ta f03un"
(yTouHeHHs iHdpopmauii), "MobiuHi peakwii
BiANoBiAHO A0 iHdhopMaLii pedepeHTHOoro
nikapcbkoro 3acoby Azactam, powder for
solution for injection or infusion, a Takox
BHeCeHO iHdhopMmaLio y po3gin "MobiuHi peakwii”
LLIOA0 3BITYBaHHSA NPO NOBIYHI peakLii.

Pestome nnaHy ynpasniHHA pu3nkamu Bepcis 1.0
[opaeTtbes.

MepioAnYHICTb NOAAHHSA PerynsipHo
OHOBJIHOBAHOrO 3BITY 3 6e3Mneku, BignoBigHO A0
Mopsaaky 34iicHeHHs hapMakoHarnaay,
3aTBEPMAKEHOro Haka3oMm MiHicTepcTBa OXOPOHMW
30,0p0B’A YKpainu Big 27 rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHOro B MiHicTepcTBi toCcTuLji
Ykpainm 29 ciuHs 2007 poky 3a Ne 73/13340 (y
pepakuii Hakasy MiHicTepcTBa OXOPOHU
3710poB's YkpaiHu Bif 26 BepecHst 2016 poky Ne
996), CTaHOBUTb: 3ri4HO 3i CTPOKaMMU,
3a3Ha4yeHUMN Y NepiognMYHOCTI NoJaHHs
perynsipHux 3BiTiB 3 6e3neKku.

3a
peyenmom

He
nionsieae

UA/18134/01/01

AKBA CIPEN

cnperi HasaNbHUIA,

My6niyHe

YKpaiHa

My6niyHe

YKpaiHa

nepepeecTpavisi Ha HeOOMEXEHUIA TEPMIH

6e3

nidnsieae

UA/17924/01/01
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ITponoB>KeHHs1 fojaTKa 2

n/n

Ha3ssa
JliKapcbKo20
3acoby

Popma surnycky
(nikapcbka ¢hopma,
YNaKkoBsKa)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6HUK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayiliHo2o
nocBi0YeHHs

OKCI

[030BaHuit 0,05%,
no 10 mn y dpnakoHi
noniMepHomy 3
posnusoBayem
HasasibHVUM; no 1
hnakoHy B nauuj

akujioHepHe
TOBapuCTBO
"Ximchapmsa
BOA,
"YepsoHa
3ipka”

akKuioHepHe

TOBapuCTBO
"Ximthapm3zasoz,
"YepsoHa 3ipka"

OHoB/eHo iHdhopMaLito B IHCTpyKLii ans
MeAMYHOro 3aCTOCyBaHHA NikapCbKoro 3acoby y
po3ginax "®apmakonoriyHi BiactusocTi”
(yTouYHeHHs iHchopmalii), "3acTocyBaHHs y
nepiog, BaritTHocTi abo rogyBaHHs rpyaar”
(yTouHeHHs indpopmauii), "Cnoci6 3acTocyBaHHSA
Ta fo3n" (yTouHeHHs iHdhopMalLii) BignoBigHoO Ao
iHchopMauii pedhepeHTHOro nikapcbKoro 3acoby
HasuBiH, po3urH HasasbHMii 0,05%, a Takox
BHeECEeHO iHdhopmauito y po3gin "MobiuHi peakwii”
LLi0A0 3BiTyBaHHS NP0 NOGIYHI peakLii.

Pestome nnaHy ynpasniHHA pusnkamu sepcisa 0.1
fojaetbes.

MepioAnYHICTb NOAAHHSA PerynsipHo
OHOB/IHOBAHOrO 3BITY 3 6e3Mneku, BignoBigHO 40
Mopsaaky 34ilicHeHHs hapMakoHarnagy,
3aTBEPKEHOro Haka3oM MiHicTepcTBa OXOPOHMW
340pOoB’A YkpaiHu Big 27 rpygHsa 2006 poky Ne
898, 3apeecTpoBaHOro B MiHicTepcTBi toCTULi
Ykpainm 29 ciuHs 2007 poky 3a Ne 73/13340 (y
pepakuii Hakaly MiHicTepcTBa OXOpPOHHM
3[10pOB's YkpaiHu Bif 26 BepecHsi 2016 poky Ne
996), CTaHOBUTb: 3rigHO 3i CTPOKaMMU,
3a3HayYeHUMM y NepioANYHOCTI NOAaHHSA
perynsipHux 3BiTiB 3 6e3neku.

peyenma

AKIHETOH

PO34NH ANS iH'EKLINA
5wmr/Mnno1mns
amnyni, no 5 amnyn
B KapTOHHIi nayu,i

Jecma
LKMOEY

HimeyuuH
a

CipToH
dapmachbloTikanc
C.IM.A.

ITanis

nepepeecTpavisi Ha HeOOMEXEHUIA TEPMIH

OHOB/IEHO iHGhopMaLLito B IHCTPYKLUIT Ansa
MEeAMYHOro 3aCTOCYBaHHS NMiKapCbKOro 3acoby y
po3sginax "®apmakosnoriyHi BnactTneocTi"
(BHeCeHi yToYHeHHs1), "Cnocib 3acTocyBaHHs Ta
[03n" (BHeCeHi yTOUHeHHs), "Mob6iuHi peakuii”
BiANOBIAHO A0 iHOpMaL,ii CTOCOBHO 6e3neku,
Aka 3a3HayeHa B MaTepiasiax peecTpaLiiiHoro
[0CbE.

Pestome nnaHy ynpasniHHA pusnkamu Bepcis
003 gopaetbes.

MepioAnyHICTb NOAAHHSA PerynsipHo
OHOBJIHOBAHOrO 3BITY 3 6e3Mneku, BignoBigHO A0
Mopsaaky 34iicHeHHs hapMakoHarnaay,
3aTBEPIKEHOr0 Haka3oM MiHicTepcTBa OXOPOHMW
340pOoB’A YkpaiHu Big 27 rpygHsa 2006 poky Ne
898, 3apeecTpoBaHOro B MiHicTepcTBi toCTULi
Ykpainm 29 ciuHs 2007 poky 3a Ne 73/13340 (y
pepakuii Hakasy MiHicTepcTBa 0XOpPOHHM
3710poB'sa YkpaiHu Bif 26 BepecHsi 2016 poky Ne
996), CTaHOBUTb: 3ri4HO 3i CTPOKaMMu,
3a3HayYeHUMM y NepioANYHOCTI NOAaHHS

3a
peyernmom

He
nionsieae

UA/13362/01/01
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0/I0B)KEeHHSI 1ofiaTKa 2

Ha3ssa
JliKapcbKo20
3acoby

Popma surnycky
(nikapcbka ¢hopma,
YNaKkoBsKa)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6HUK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs

Homep

peecmpayiliHo2o

nocsioyeHHs

perynsipHux 3BiTiB 3 6e3neKu.

BONbTAPEH
®

Tabnetku
racTpopesnCTeHTHi
no 25 wmr; no 10
Tabnetok y 6nictepi;
no 3 6nictepu B
KOpo6L,i 3 KapTOHY

HoBaprTic
®Papma Al

LLiBefiuapi
A

HoBaprtic Carnik,
lpa Be Tapim
YpyHnepi CaH. Be
Tik. A.C.

TypeuunHa

nepepeecTpauist Ha He0OMeXeHWn TepMiH

OHOB/EHO iHGOpMAaLito B IHCTPYKUIT Ans
MeAMYHOro 3acTOCYBaHHS MikapCbKoro 3acoby B
po3ginax "®apmakoTepanesTuyHa rpyna. Kog
ATX" (pegaroBaHo TEKCT po3giny 6e3 hakTuyHoT
3miHM kogy ATX), "®apmakonoriyHi BnactTueocTi"
(peparyBaHHsl TEKCTY Ta YTOUHEHHS iHhopmalii),
"B3aemogis 3 iHWVMKU fikapcbkuMu 3acobamu Ta
iHWIi BMAM B3aemogiii”, "OcobnnBocCTi
3acTocyBaHHSA", "3acTocyBaHHS Y nepiog,
BariTHOCTi abo rogyBaHHs rpyaat”
(pefaryBaHHs TEKCTy Ta YTOYHEHHS iHchopmalii),
"Cnocib 3acTocyBaHHA Ta A031" (pefaryBaHHs
TEKCTY Ta YTOUYHEHHs iHchopmalii), "MobiuHi
peakuii” BignoBigHO 40 MaTepianis
peecTpaLiiHoro Aocbe.

MepiognyHICTbL NOAAHHS PerynspHo
OHOB/OBAHOrO 3BITY 3 6e3neku, BigNoBIAHO f0
Mopsaky 3aiicHeHHs hapmakoHariagy,
3aTBEPAKEHOro Haka3oM MiHicTepcTBa OXOPOHM
30,0p0B’sA YKpainu Big 27 rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHoro B MiHicTepcTBi toCcTuL,i
Ykpainu 29 ciuyHs 2007 poky 3a Ne 73/13340 (y
pepakuii Hakasy MiHicTepcTBa OXOPOHU
370pO0B's YKpaiHu Bif 26 BepecHst 2016 poky Ne
996), CTaHOBUTb: 3riAHO 3i CTPOKaMMu,
3a3Ha4yeHUMN y NepiognMYHOCTi NoJaHHs
perynsipHux 3BiTiB 3 6e3neKu.

3a
peyenmom

He
nionsieae

UA/9383/02/01

BONbTAPEH
®

Tabnetku
racTpopesnCTeHTHi
no 50 mr; no 10
Tabnetok y 6nictepi;
no 2 6nictepu B
KOpoOL,i 3 KapTOHY

Hosapric
®Papma Al

LLiBeiiuapi
A

Hosaprtic Carnik,
lpa Be Tapim
YpyHnepi CaH. Be
Tik. A.C.

TypeuunHa

nepepeecTpalis Ha HEOOMEXEHNIA TEPMIH

OHOB/EHO iHGhopMaLito B IHCTPYKUIT Ans
MeAMYHOro 3acTOCYBaHHS MikapCbKoro 3acoby B
po3ginax "®apmakoTepanesTuyHa rpyna. Kog
ATX" (pegaroBaHo TEKCT po3ainy 6e3 hakTUyHOT
3MiHK kogy ATX), "®apmakosnoriyHi BnactmBocTi"
(peparyBaHHsi TEKCTY Ta YTOUHEHHS iHhopmadii),
"B3aemogis 3 iHWVMKU fikapcbkuMu 3acobamu Ta
iHWIi BMAM B3aemogiii”, "OcobnBoCTi
3acTocyBaHHSA", "3acTocyBaHHS Y nepiog,
BariTHOCTi abo rogyBaHHs rpyaat”
(peparyBaHHsl TEKCTY Ta YTOUHEHHS iHhopmalii),
"Cnoci6 3acTocyBaHHA Ta A031" (pefaryBaHHs
TEKCTY Ta YTOUYHEHHS iHchopmalii), "MobiuHi
peaxuii” BignosigHoO Ao martepiasis
peecTpaLiiHoro AocheE.

3a
peyenmom

He
nionsieae

UA/9383/02/02
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n/n

Ha3ssa
JliKapcbKo20
3acoby

Popma surnycky
(nikapcbka ¢hopma,
YNaKkoBsKa)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6HUK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayiliHo2o
nocBi0YeHHs

MepioAnYHICTb NOAAHHSA perynsipHo
OHOB/IHOBAHOrO 3BITY 3 6e3neku, BignoBigHO 40
Mopsaaky 34ilicHeHHs hapMakoHarnagy,
3aTBEPKEHOro Haka3oM MiHicTepcTBa OXOPOHW
340pOoB’A Ykpainu Big 27 rpygHsa 2006 poky Ne
898, 3apeecTpoBaHOro B MiHicTepcTBi toCTuLi
Ykpainun 29 ciuHs 2007 poky 3a Ne 73/13340 (y
pepakuii Hakasy MiHicTepcTBa 0XOpPOHU
3[10pOB's YkpaiHu Bif 26 BepecHsi 2016 poky Ne
996), CTaHOBUTb: 3riHO 3i CTPOKaMMU,
3a3HayYeHUMM y NepioANYHOCTI NOAaHHSA
perynsipHux 3BiTiB 3 6e3neKku.

FNAYMAKC ®

Kpanni O4Hi, po3yvH
0,005 %, no 2,5 mn
y thnakoHi-
KpanesnbHi; no 1 abo
no 3 dpnakoHm-
KpanesibHULi B nayi

AT
"KeBenbt"

EcToHia

AT "KeBenbt"

EcToHis

nepepeecTpavisi Ha HeOOMEXEHUIA TEPMIH

OHOB/IEHO iHGhopmaLito B IHCTpYKLiT ans
MEeAMYHOro 3aCTOCYBaHHS NMiKapCbKOro 3acoby y
po3ginax “lNokasaHHa" (pegaryBaHHs
iHdbopmawii), "Cnoci6 3acTocyBaHHsA Ta fo3n"
(peparyBaHHs iHdhopmadii) Ta "MobiyHi peakuii”
BiANOBIAHO A0 iHopMaL,ii pechepeHTHOro
nikapcbKoro 3acoby KcanataH, kpansii O4Hi,
PO3UUH.

Pestome nnaHy ynpasBniHHA pu3nkamu Bepcis 2.0
fofaeTbes.

MepiognyHICTbL NOAAHHS PerynspHo
OHOB/OBAHOrO 3BITY 3 6e3neku, BigNoBIAHO f0
Mopsaky 3aiicHeHHs hapmakoHariagy,
3aTBEPAKEHOro Haka3oM MiHicTepcTBa OXOPOHM
30,0p0B’sA YKpainu Big 27 rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHoro B MiHicTepcTBi toCTuL,i
Ykpainu 29 ciuHs 2007 poky 3a Ne 73/13340 (y
pepakuii Hakasy MiHicTepcTBa OXOPOHU
370pOoB'a YKpaiHu Bif 26 BepecHst 2016 poky Ne
996), CTaHOBUTb: 3riAHO 3i CTPOKamMMu,
3a3Ha4yeHUMN y NepiognMYHOCTI NoJaHHsA
perynsipHux 3BiTiB 3 6e3neKu.

3a
peyernmom

He
nionsieae

UA/13505/01/01

EKC®OPX

TabneTku, BKpUTI
nNiBKOBOIO
060/10HKOI0, 5 Mr/80
Mr; no 14 tabnetok
y 6nictepi, no 1 abo
no 2 6nictepu B
Kopoobui

Hosapric
®Papma Al

LLiBeiiuapi
A

Bupo6HnyTBO 3a
NOBHUM LK/IOM:
HoBapTic ®apma
C.n.A., ltanis;
Brpo6HuLTBO,
KOHTPO/Ib SIKOCTI,
nepBuHHe
nakyBaHHS,
BTOPUHHE
nakyBaHHS:
3irgopig Bapbepa,
C.J1., IcnaHis

ITania/
IcnaHis

nepepeecTpavjis Ha HEOBMeXeHN TepMiH
OHOB/IEHO iHGhopMaLito B IHCTPYKLUIT Ans
MeANYHOro 3acToCyBaHHSA NikapcbKoro 3acoby B
po3ginax "®apmakonoriyHi BnactmsocTi”
(peparyBaHHsi TEKCTY Ta YTOUHEHHS iHhopmalii),
"B3aemogis 3 iHWVMK fikapcbkuMu 3acobamu Ta
iHWIi BMAy B3aemogiin”, "Mepeno3yBaHHA",
"Mo6ivHi peakui™ BigNoOBIAHO A0 MaTepianis
peecTpauinHoro ocLE.
MepiognyHICTb NOAAHHS PerynspHo
OHOB/IOBAHOrO 3BITY 3 6e3neku, BigNoOBIAHO f0
Mopsaky 34jiicHeHHs hapMakoHarisay,

3a
peyenmom

He
nionsieae

UA/8102/01/01
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Ne Hassa Popma surnycky 3asiBHUK Kpaina Bupo6HUK Kpaina PeecmpayjiliHa npoyedypa Ymosu Peknamys Homep
n/n JlikapcbKo20 | (nikapcbka hopma, 3asiIBHUKa BUPOGHUKa Bionycky aHHs1 peecmpayiliHo2o
3acoby YNaKkoBsKa) nocsioyeHHs
3aTBEPKEHOro Haka3oM MiHicTepcTBa OXOPOHMW
340pOoB’A YkpaiHu Big 27 rpygHsa 2006 poky Ne
898, 3apeecTpoBaHOro B MiHicTepcTBi toCTULi
Ykpainu 29 ciuHs 2007 poky 3a Ne 73/13340 (y
pepakuii Hakaly MiHicTepcTBa OXOpPOHHM
3[10pOB's YkpaiHu Bif 26 BepecHsi 2016 poky Ne
996), CTaHOBUTbL: 3rigHO 3i CTPOKaMMU,
3a3HayYeHUMM y NepioANYHOCTI NOAaHHSA
perynsipHux 3BiTiB 3 6e3neku.
8. | EKCPOPX TabneTkun, BKpUTI Hosaprtic LLsenuapi Bupo6HuyTBO 3a ITanis/ nepepeecTpauis Ha He0OBMEeXeHW TePMIH 3a He UA/8102/01/02
N1iBKOBOIO dapma Al A MOBHUM LMK/IOM: Icnanis OHOB/EHO iHdhopMaLito B IHCTPYKUIT Ans peyenmom nionsizae
06010HKO0, 5 HoBapTic ®apma MeAMYHOro 3acTOCYBaHHSA NMikapCbKoro 3acoby B
mr/160 wr; no 14 C.n.A., ltanis; po3ginax "®apmakonoriyHi BiactusocTi”
Tabnetok y 6nictepi, Brpo6HMLTBO, (pefaryBaHHs TEKCTy Ta YTOYHEHHS iHchopmalii),
no 1 a6o no 2 KOHTPO/1b SIKOCTI, "B3aemogis 3 iHWMMK NikapcbkumMmn 3acobamm Ta
6nicTepy B KOPOOL nepBrHHe iHWi BMAW B3aemogiin”, "MepenosysaHHsA",
nakyBaHHs, "Mo6iuHi peakuii" BiANOBIAHO A0 MaTepianis
BTOPWHHE peecTpauiiHoro Aocbe.
nakyBaHHs: MepioAnYHICTb NOAAHHS PErysipHO
3irdopig Bapb6epa, OHOBJIHOBAHOrO 3BITY 3 6e3Mneku, BignoBigHO 40
C.J1.,, IcnaHis Mopsaky 34iiCHeHHS hapMakoHarisay,
3aTBEPKEHOr0 Haka3oMm MiHicTepcTBa OXOPOHMW
340pOoB’A YkpaiHu Big 27 rpygHsa 2006 poky Ne
898, 3apeecTpoBaHOro B MiHicTepcTBi toCTuLji
Ykpainm 29 ciuHs 2007 poky 3a Ne 73/13340 (y
pepakuii Hakasy MiHicTepcTBa 0XOpPOHHM
3710poB'a YkpaiHu Bif 26 BepecHsi 2016 poky Ne
996), CTaHOBUTb: 3rigHO 3i CTPOKaMMu,
3a3HayYeHUMM y NepioANYHOCTI NoAaHHSA
perynsipHux 3BiTiB 3 6e3neKku.
9. | EKCPOPX TabneTkun, BKpUTI HosaprTic LLsefiuapi Bupo6HuyTBO 3a ITanis/ nepepeecTpaLis Ha He0BMeXeHWn TepMiH 3a He UA/8102/01/03
NNiBKOBOIO dapma Al A NOBHWM LK/IOM: IcnaHis OHOB/IEHO iHGhopMaLito B IHCTPYKUIT Ans peyenmom niosnsieae

060/10HKO10, 10
Mmr/160 wmr; no 14
Tabnetok y 6nictepi,
no 1 aéo no 2
6nicTepy B KOPOOL

HosapTic ®apma
C.n.A., ltanis;
Brpo6HMLTBO,

KOHTPO/b AKOCTI,

NnepBrHHe
nakyBaHHs,
BTOPVHHE
nakyBaHHS:
3irdopig Bapb6epa,
C./1., IcnaHis

MeZIMYHOro 3aCTOCYBaHHA NikapcbKoro 3acoby B
po3ginax "®apmakonoriyHi BiactueocTi”
(peparyBaHHsl TEKCTY Ta YTOUHEHHS iHhopmalii),
"B3aemogis 3 iHWMMK Nikapcbkumn 3acobamm Ta
iHWi BMAaW B3aemogiin”, "MepenosysaHHNA",
"Mo6iuHi peakuii” BiANOBIAHO A0 MaTepianis
peecTpauiiHoro Aocbe.
MepioAnyHICTb NOAAHHSA perynsipHo
OHOB/IHOBAHOrO 3BITY 3 6e3Mneku, BignoBigHO 40
Mopsaaky 34jiicHeHHs hapMakoHarnaay,
3aTBEPAKEHOro Haka3om MiHicTepcTBa OXOPOHMW
30,0p0B’A YKpainu Big 27 rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHOro B MiHicTepcTBi toCcTuLji
Ykpainm 29 ciuHs 2007 poky 3a Ne 73/13340 (y
pepakuii Hakasy MiHicTepcTBa OXOPOHU
3710poB's YkpaiHu Bif 26 BepecHst 2016 poky Ne
996), CTaHOBUTb: 3rigHO 3i CTPOKaMMU,
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Ne Hassa Popma surnycky 3asiBHUK Kpaina Bupo6HUK Kpaina PeecmpayjiliHa npoyedypa Ymosu Peknamys Homep
n/n JlikapcbKo20 | (nikapcbka hopma, 3asiIBHUKa BUPOGHUKa Bionycky aHHs1 peecmpayiliHo2o
3acoby YNaKkoBsKa) nocsioyeHHs
3a3Ha4YeHUMN y NepiognMYHOCTI NoJaHHSA
PEerynsipHux 3BiTiB 3 6e3MeKu.
10. | KOH®PYHAYC | Tabnetku no 25 TOB Ykpaina KYCYM IHais nepepeecTpaLisi Ha HE0OMEXEHWI TePMiH 3a He UA/18054/01/01
® mr/250 wr; no 10 «TNEJPAP XENTXKEP NBT Pestome nnaHy ynpassiHHA pusnkamu Bepcis 2.0 peyenmom nionsizae
Tabnetok y 6nictepi, M NTO» nTa [0a€ETbCS.
no 10 6nictepiB y MepioAnYHICTb NOAAHHS pPerynsapHO
KapTOHHIi ynakosLi OHOB/IOBAHOrO 3BITY 3 6e3neku, BigNoBIgHO 40
Mopsaky 34iicHeHHs hapMakoHariaay,
3aTBEPAKEHOr0 Haka3oM MiHicTepcTBa OXOPOHM
340poB’A Ykpainu Big, 27 rpygHsa 2006 poky Ne
898, 3apeecTpoBaHoro B MiHicTepcTBi loCTuLi
Ykpainu 29 ciuHs 2007 poky 3a Ne 73/13340 (y
pegakuii Hakaly MiHicTepcTBa OXOPOHU
340pOB's YKpaiHu Bif 26 BepecHsi 2016 poky Ne
996), CTaHOBUTb: 3riHO 3i CTPOKaMMU,
3a3Ha4YeHUMN y NepiogMyYHOCTI NoJaHHSA
perynsipHux 3BiTiB 3 6e3neKu.
11. | KOH®PYHAYC | Tabnetku no 25 TOB Ykpaina KYCYM IHais nepepeecTpaLisi Ha HeE0OMEXEHWI TePMIH - He UA/18055/01/01
® Mr/250 wr, in bulk: «TNEQ®AP XENTXKEP MBT Pestome nnaHy ynpasriHHA pusmkamu Bepcis 2.0 nionsizae
no 10 Tabnetok y M NTO» nTa [ojaeTbes.
6nictepi, no 90 MepioAnYHICTb NOAAHHS PerynsapHO
6nicTepiB y OHOB/IHOBAHOrO 3BITY 3 6e3neku, BignoBigHO 40
KapTOHHI KopoobLi Mopsaky 34iicHeHHs hapMakoHariaay,
3aTBEPAKEHOrO Haka3oM MiHicTepcTBa OXOPOHM
340pOoB’A YKpainu Big, 27 rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHOro B MiHicTepcTBi loCTULi
Ykpainun 29 ciuHs 2007 poky 3a Ne 73/13340 (y
pefakuii Hakaly MiHicTepcTBa OXOPOHU
3[10pOB's YKpaiHu Bif 26 BepecHs 2016 poky Ne
996), CTaHOBUTb: 3riHO 3i CTPOKaMMU,
3a3Ha4YeHUMN y NepiogMyHOCTI NoJaHHSA
perynsipHux 3BiTiB 3 6e3neKu.
12. | HE®GAM PO3YMH ANA iH'EKLN, AT YkpaiHa AT "®apmak” YkpaiHa nepepeecTpavjis Ha He0bMeXeHN TepMiH 3a He UA/18031/01/01
10 mr/mn; no 2 mn B "®bapmak” peyenmom nionsieae

amnyni, no 5 a6o 10
amnyn y naJj; no 2
M/1 B amnyni, no 5
amnyn y 6nictepi, no
1 a6o 2 6nictepu y
nauui

OHOB/IEHO iHGhopMaLito B IHCTPYKUIT Ans
MEeAMYHOrO 3aCTOCYBaHHSA NMikapCbKOro 3acoby y
po3aini "Mo6iyHi peakyii" WoA0 BaXK/IMBOCTI
3BiTyBaHHS NPo NOGiYHI peakw;i.

Pestome nnaHy ynpasriHHA pusmkamuy Bepcis 8
[opaeTtbes.

MepioanyHICTb NOAAHHS PerynsipHo
OHOB/OBAHOIO 3BITY 3 6e3NeKu, BigNoBIgHO 40
Mopsaky 34iicHeHHs hapMakoHaraaay,
3aTBEPKEHOro Haka3oM MiHicTepcTBa OXOPOHU
34,0p0B’sA YKpaiHu Big 27 rpygHsa 2006 poky Ne
898, 3apeecTpoBaHOro B MiHicTepcTBi loCTULi
Ykpainum 29 ciuHs 2007 poky 3a Ne 73/13340 (y
pefakuii Hakaly MiHicTepcTBa OXOPOHU
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Ne Hassa Popma surnycky 3asiBHUK Kpaina Bupo6HUK Kpaina PeecmpayjiliHa npoyedypa Ymosu Peknamys Homep
n/n JlikapcbKo20 | (nikapcbka hopma, 3asiIBHUKa BUPOGHUKa Bionycky aHHs1 peecmpayiliHo2o
3acoby YNaKkoBsKa) nocsioyeHHs
370pOB's YKpaiHu Bif, 26 BepecHst 2016 poky Ne
996), CTaHOBUTb: 3riAHO 3i CTPOKaMMu,
3a3HayYeHUMK y NepioANYHOCTI NoAaHHS
perynsipHux 3BiTiB 3 6e3neKu.
13. | CONEUNCT TabneTku, BKpUTI 3eHTiBa, K.C. Yecbka BMPOGHMLTBO "in Icnanis nepepeecTpauis Ha He0OMeXeHW TepMiH 3a He UA/18015/01/01
nNiBKOBOIO Pecny6nik bulk", nepsuHHe OHOB/IEHO iHGhopMaLLito B IHCTPYKLUIT Ansa peyenmom niosnsieae
060/10HKOI0, M0 5 Mr, a Ta BTOPUHHE MEeAMYHOro 3aCTOCYBaHHS MiKapCbKOro 3acoby y
no 15 tabnetok B nakyBaHHs, po3sainax: "®apmakonoriyHi BnacTmBocTi”,
6nictepi, no 2 KOHTPO/1b SIKOCTI, "Mo6iyHI peakuii" Bi4NOBIAHO A0 iHhopmaLii
6nictepu B Bignosigae 3a 00 MEANYHOTO 3aCTOCYBaHHS peepeHTHOr0
KapTOHHI navu,i BWMNYCK Cepil: nikapcbkoro 3acoby (BE3UKAP, TabneTku,
Helipadapm BKPWTI NNiBKOBOI 060/10HKO0, 5 Mr,10 mr) a
PapmacboTukan3 Takox y posgaini "Mo6iuHi peakyji” wono
C.J1., IcnaHis; BaXK/IMBOCTI 3BITYyBaHHS NPO MoGiYHi peakuji.
MiKpo6ionoriyHe
TecTyBaHHA Pestome nnaHy ynpasriHHa pusmkamu Bepcis 1.0
(anbTepHaTUBHO): [opaeTtbes.
MIKPO-BIOC, C/, MepioAnYHICTb NOAAHHS pPerynsipHO
IcnaHis OHOB/IOBAHOrO 3BITY 3 6e3nekun, BigNoBIgHO J0
Mopsaky 34iicHeHHs hapMakoHariaay,
3aTBEPAKEHOr0 Haka3oM MiHicTepcTBa OXOPOHM
340pOoB’A Ykpainu Big 27 rpygHsa 2006 poky Ne
898, 3apeecTpoBaHoro B MiHicTepcTBi loCTuL,i
Ykpainu 29 ciuHsa 2007 poky 3a Ne 73/13340 (y
pefakuii Hakaly MiHicTepcTBa OXOPOHU
340pO0B's YKpaiHu Bif 26 BepecHsi 2016 poky Ne
996), CTaHOBUTb: 3riHO 3i CTPOKaMMu,
3a3Ha4YeHUMN y NepiognMyYHOCTI NoJaHHSA
perynsipHux 3BiTiB 3 6e3neKu.
14. | CONEUUCT TabneTtkn, BKPUTI 3eHTiBa, K.C. Yecbka BUPOGHMLTBO "in IcnaHis nepepeecTpaLisi Ha HeE0BMEXEHWI TePMIH 3a He UA/18015/01/02
nNiBKOBOO Pecny6nik bulk", nepsnHHe OHOB/IEHO iHGhopMaLito B iHCTPYKUIT Ans peyernmom nionsieae
060/10HKO0, Mo 10 a Ta BTOPUHHE MeAMYHOro 3aCTOCYBaHHA /likapCbKoro 3acoby y

Mmr, no 15 TabneTok
B 6icTepi, no 2
6nictepu B
KapTOHHI nayw,i

nakyBaHHs1,

KOHTPO/Ib SIKOCTI,
Bignosigae 3a
BUNYCK cepi:
Helpadhapm

dapmMacbloTKan3
C.J1., IcnaHisi;

MiKpo6ionoriyHe
TecTyBaHHs
(anbTEpHATMBHO):
MIKPO-BIOC, C/,
Icnanis

po3ainax: "®apmakonoriyHi BNacTuBocTi",
"Mo6iuHi peakwyji" BigNoBigHO Ao iHhopmaLii
00 MEAMYHOrO 3aCTOCyBaHHS pethepeHTHOro
nikapcbkoro 3acoby (BE3VIKAP, Tabnetku,
BKPUTI NNiBKOBOK 060/10HKO0, 5 Mr,10 mr) a
TakoX y po3gini "Mo6iyHi peakyii” woao
BaX/IMBOCTI 3BiTYBaHHS NPo NO6iYHI peakuil.

Pestome nnaHy ynpasniHHA pu3nkamu Bepcis 1.0
[ofaeTbes.

MepioAnyHICTb NOAAHHSA perynsipHo
OHOBJIHOBAHOrO 3BITY 3 6e3Mneku, BignoBigHO 40
Mopsaaky 34iicHeHHs hapMakoHarnaay,
3aTBEPMAKEHOro Haka3oMm MiHicTepcTBa OXOPOHMW
30,0p0B’A YKpainu Big 27 rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHOro B MiHicTepcTBi toCTuLji
Ykpainm 29 ciyHs 2007 poky 3a Ne 73/13340 (y
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Ne Hassa Popma surnycky 3asiBHUK Kpaina Bupo6HUK Kpaina PeecmpayjiliHa npoyedypa Ymosu Peknamys Homep
n/n JlikapcbKo20 | (nikapcbka hopma, 3asiIBHUKa BUPOGHUKa Bionycky aHHs1 peecmpayiliHo2o
3acoby YNaKkoBsKa) nocsioyeHHs
pefakuii Hakasy MiHicTepcTBa OXOPOHU
340pO0B's YKpaiHu Bifg 26 BepecHsi 2016 poky Ne
996), CTaHOBUTb: 3riHO 3i CTPOKaMMU,
3a3Ha4YeHUMN y NepiognMYHOCTI NoJaHHSA
PErynsipHuxX 3BiTiB 3 6e3MeKu.
15. | TAUBEPB TabneTku, BKPUTI Hosapric LLiBeiiuapi BupobHMLTBO Benuvka nepepeecTpaLisi Ha HE0OMEXEHW TePMiH 3a He UA/8847/01/01
nNiBKOBOIO Papma Al A Hepo3acoBaHol Bputanis/ OHOB/IEHO iHGhopMaLito B IHCTPYKUIT Ans peyernmom nionsieae
o060n0Hkoto, no 250 npoaykKuii, Icnanis/ MeZMYHOro 3aCTOCYBaHHS MikapCbKoro 3acoby B
mr; no 10 a6o no 12 KOHTPO/b SKOCTi: PymyHis/ po3ginax "OcobanBoCTi 3aCTOCyBaHHA",
Tabnetok y 6nictepi; nakco Yecbka "3acTocyBaHHs y nepio BariTHOCTi abo
no 7 6nictepiB y OnepeiiwHc HOK Pecny6nika roflyBaHHs rpyaar” (pefaryBaHHs TekCTy Ta
KapTOHHI Kopo6Lyj; Nimites, wo YTOYHEHHS iHhopMmavii), "MobiuHi peakuii”
no 70 a6o no 84 3[iliCHI0E BigMNOBIAHO A0 MaTepiasliB peecTpauiiHoro
TabneTkn y priakoHi; KOMepLiiHy [OCbE.
no 1 cpnakoHy B LOISNTbHICTb 5K
KapTOHHI Kopobui "nakco Bennkom Peslome nnaHy ynpasniHHA pusmkamu Bepcis
OnepeiwHc, 37.0 popaeTbCA.
Benvka BputaHis; MepiognyHICTb NOAAHHS PerynsipHo
OHOB/IHOBAHOrO 3BITY 3 6e3neku, BignoBigHO 40
MepBuHHa Ta Mopsaky 34iicHeHHs hapMakoHariaay,
BTOPWHHA 3aTBEPAKEHOr0 Haka3oM MiHicTepcTBa OXOPOHM
ynaxkoBKa: 34,0p0B’sA YKpaiHu Big 27 rpyaHsa 2006 poky Ne
nakco Bennkom 898, 3apeecTpoBaHoro B MiHicTepcTBi loCTuL,i
C.A,, IcnaHisi; Ykpainu 29 ciuHsa 2007 poky 3a Ne 73/13340 (y
pefakuii Hakaly MiHicTepcTBa OXOPOHU
BMPOGHMLTBO 340pO0B's YKpaiHu Bif 26 BepecHsi 2016 poky Ne
Hepo3acoBaHol 996), CTaHOBUTb: 3riHO 3i CTPOKaMMu,
npoaykKuii, 3a3Ha4YeHUMN y NepiognMyYHOCTI NoJaHHSA
nepBrHHA Ta perynspHux 3BiTiB 3 6e3neku.
BTOPWHHA
ynakoBka,
4acTKoBWit
KOHTPO/b AKOCTI,
[03BiNT Ha BUMYCK
cepii:
CaHpgos3 C.P.J1.,
PyMmyHis;
4acTKoBWiA
KOHTPO/Ib SIKOCTI:
NyHapia cron. ¢
p.o., Yecbka
Pecny6nika
16. | LE®TA3NAN | nopoLlok Ans My6niyHe YkpaiHa My6niyHe YkpaiHa nepepeecTpauis Ha 5 pokis 3a He UA/17972/01/01
M pO34MHYy ON5 iH'EKU | aKLioHepHe akuioHepHe OHOB/IEHO iHGhopMaLito B IHCTPYKUIT Ans peyenmom niosnsieae
no 1 r; oakoHm 3 TOBapMCTBO TOBapuCTBO MeAMYHOro 3aCTOCyBaHHSA /likapCbKoro 3acoby y
nopotukom; 1 "HayKoBo- "HayKoBo- po3sginax "®apmakonoriyHi B1actTuBocTi",
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ITponoB>KeHHs1 fojaTKa 2

n/n

Ha3ssa
JliKapcbKo20
3acoby

Popma surnycky
(nikapcbka ¢hopma,
YNaKkoBsKa)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6HUK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayiliHo2o
nocBi0YeHHs

h/1aKOH 3 NOPOLLUKOM
B nauui

BUPOGHNUNIA
LeHTp
"bopLuariscb
KWiA Ximiko-
thapmauesT
NYHWI
3asof”

BUPOGHNUNIA
LeHTp
"BopLyariBcbkuii
XimiKo-
hapmaueBTUYHNMIA
3asof”

"MokaszaHHA" (pegaryBaHHs TEKCTY), "B3aemopin
3 iHWVMU fliKkapCbkMMK 3acob6amu Ta iHLWi BUAN
B3aemogiit”, "OcobMBOCTi 3acToCyBaHHS",
"Cnoci6b 3acTocyBaHHA Ta fo3un", "MoGiuHI
peakujii" BiANoBigHO A0 iHhopMmaL,i Wwoao
MeAMYHOro 3acToCyBaHHS pethepeHTHOro
nikapcbkoro 3acoby (PopTymM®, NOPOLLIOK ANns
PO34uMHY A5 iH'eKLiA no 1), a TakoX y po3aini
"Mo6iuHi peakwyi" 040 BAXNNBOCTI 3BiTyBaHHS
npo No6iyHi peakuii.

Peslome nnaHy ynpasriHHA pusmkamu Bepcis 1.1
fojaeTbes.

MepioAnyHICTb NOAAHHSA PerynsipHo
OHOB/IHOBAHOrO 3BITY 3 6e3neku, BignoBigHO f0
Mopsaaky 34ilicHeHHs hapMakoHarnagy,
3aTBEPKEHOro Haka3oM MiHicTepcTBa OXOPOHW
340pOoB’A Ykpainu Big 27 rpygHsa 2006 poky Ne
898, 3apeecTpoBaHOro B MiHicTepcTBi toCTULji
Ykpainm 29 ciuHs 2007 poky 3a Ne 73/13340 (y
pepakuii Hakasy MiHicTepcTBa OXOpPOHU
3[10pOB's YkpaiHu Bif 26 BepecHsi 2016 poky Ne
996), CTaHOBUTbL: 3riHO 3i CTPOKaMMU,
3a3HayYeHUMM y NepioANYHOCTI NOAaHHS
perynsipHux 3BiTiB 3 6e3neku.

17.

LUTPIK® 500

Tabnetku no 500
mr/65 mr; no 10
Tabnetok y 6nictepi;
no 1, a6o no 2, abo
no 3 6nictepu B
nauyky; no 12
TabneTtok y 6nictepi;
no 1, abo no 2
6nictepu B nauuj

AT
"®apmak”

Ykpaina

CaHeka
dapmacbloTikan3
AT

Cnosaubka
Pecny6nika

nepepeecTpavisi Ha HeOOMEXEHUIA TEPMIH

OHOB/IEHO iHGhopMaLito B IHCTPYKLUIT Ans
MEeAMYHOro 3acToCyBaHHSA NikapcbKoro 3acoby B
po3sginax "dapmakosoriyHi BNacTuBocTi",
"MokasaHHA" (pegaryBaHHs), "TpoTunokasaHHsA",
"B3aemogis 3 iHWVMKU fikapcbkuMu 3acobamu Ta
iHWIi BUAM B3aemogiii”, "OcobnnBocCTi
3acTocyBaHHA", "3acTocyBaHHS Y nepiop,
BariTHOCTi ab0 rogyBaHHs rpyaato” (YTOUHEHHS
iHchbopmawii), "3aaTHiCTb BNAMBATY Ha LUBUAKICTb
peaxuii Npyn kepyBaHHi aBTOTpaHcnopTom abo
iHWMMK MexaHizmamun', "Cnoci6 3acTocyBaHHS
Ta fo3n" (yTouHeHHs iHhopmauii),
"Mepeno3ysaHHA", "Mo6GIYHI peakuii™ "
BiANOBIAHO A0 iHopMaLii pechepeHTHOro
nikapcbkoro 3acoby MNaHagon Exctpa, Tabnetku,
BKPUTI NMNiBKOBOIO 0BO/IOHKOID, @ TakoX AoAaHO
po3ginu "3anBHuK" Ta "Micue3HaxomKeHHs
3asABHMKA".

Pestome nnaHy ynpasniHHA pusmkamuy Bepcis 4
fojaeTbes.
MepiognyHICTb NOAAHHS PerynsipHo
OHOB/IHOBAHOrO 3BITY 3 6e3neku, BignoBigHO 40
Mopsiaky 34iicHeHHs hapMakoHarasagy,

bes
peyenma

nionsieae

UA/16604/01/01
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ITponoB>KeHHs1 fojaTKa 2

Ne Hassa Popma surnycky 3asiBHUK Kpaina Bupo6HUK Kpaina PeecmpayjiliHa npoyedypa Ymosu Peknamys Homep
n/n JlikapcbKo20 | (nikapcbka hopma, 3asiIBHUKa BUPOGHUKa BionycKy aHHs1 peecmpayiliHo2o
3acoby YNaKkoBsKa) nocsioyeHHs

3aTBEPKEHOro Haka3oM MiHicTepcTBa OXOPOHMW
340pOoB’A YkpaiHu Big 27 rpygHsa 2006 poky Ne
898, 3apeecTpoBaHOro B MiHicTepcTBi toCTULi
Ykpainu 29 ciuHs 2007 poky 3a Ne 73/13340 (y
pepakuii Hakaly MiHicTepcTBa OXOpPOHHM
3[10pOB's YkpaiHu Bif 26 BepecHsi 2016 poky Ne
996), CTaHOBUTbL: 3rigHO 3i CTPOKaMMU,
3a3HayYeHUMM y NepioANYHOCTI NOAaHHSA
perynsipHux 3BiTiB 3 6e3neku.

B.o. HauanLHUKA
dapMaineBTUYHOIr0 yIIPaB/IiHHA

Onekcanpap I'PIHEHKO




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

peecTpauito (nepepeecTpalito)

NiKapCbKMX 3ac06iB (MegUUHNX

iMyHOGionoriuHMXx npenaparis) Ta
BHECEHHSA 3MiH [0 peecTpayiiiHnx
MaTepianie»
Big 25 micronaga 2024 poky Ne 1967

TIEPEJIIK
JIIKAPCBKMX 3ACOFBIB (MEJMYHUX IMYHORBIOJ/IOTTYHMUX ITPEITAPATIB), IIIOJ1I0 AKX BYJ/I1 BHECEHI
3MIHU 10 PEECTPAIIIMHNX MATEPIAJIIB, IKI BHOCSTBHCSA 1O JEPJKABHOI'O PEECTPY JIIKAPCBKMX
3ACOBIB YKPAIHU

Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Peknam Homep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUK Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakoska) a nocsi0O4YeHHs1
1. | AUPA- Tabnetkn no 16 mr CaHoBesnb TypeuunHa CaHoBenb Insy TypeyunH BHECEHHS 3MiH 40 PEECTpaLiiHNX MaTepiasiiB: 3MiHu | 3a He UA/8667/01/02
CAHOBE/b no 14 tTabneTok y lnsy Canai CaHai Be a Tuny - 3MiHK Woao 6e3nekn/etpekTNBHOCTI Ta peyenmom nionsea
6nictepi; no 2 Be Tumxapet A.LL. dhapmakoHarnsgy. 3MiHW y KOpOTKili xapakTepucTui €
6nictepn B Tugxapet NiKkapcbKoro 3acoby, TeKCTi MapKyBaHHS Ta iIHCTPYKLUT
KapTOHHIA Kopoo6Li A.LL. 0151 MeMYHOro 3acToCyBaHHS
reHepuyHuX/ribpuaHMX/6ionofibHNX nikapcbknx 3acobis
nicnsi BHECEHHS TiET caMoi 3MiHM Ha pedhepeHTHMI
npenapar (3mMiHa He NoTpebye HafaHHA XOLHWNX HOBMX
[0[AaTKOBUX AaHWX). 3MiHVM BHECEHO A0 iHCTPYKLUIT AN
MeAMYHOro 3acTOCYBaHHs NiKkapCbKoro 3acoby y po3ginu
"apmakonoriyHi BnactmsocTi”, "Moka3aHHs",
"MpoTunokasaHHaA", "B3aeMogis 3 iHLLMMU NiKapCbKUMU
3acobamu Ta iHWi B1uAn B3aemogiin”, "OcobmBoCTi
3acTocyBaHHs", "3acTocyBaHHS y nepiog BaritTHocTi abo
roflyBaHHs rpyaato”, "Cnocib 3actocyBaHHs Ta 4o3un",
"Aitn", “Mo6iyHi peakuii" 3rigHo 3 iHYopMaLEto LWoa0
MeAMYHOro 3acToCyBaHHA pecthepeHTHOro Nikapcbkoro
3acoby (Atacand, 4 mg, 8 mg, 16 mg and 32 mg,
Tablets). 3miHn | TMRY - 3MiHW WoA40
6e3nekn/edeKTUBHOCTI Ta papmakoHarnsagy (iHLwi
3MiHW). 3MiHX BHECEHO A0 IHCTPYKUIi 418 MeguyHoro
3acTOoCyBaHHS Nikapcbkoro 3acoby y po3ain “rMo6iyHi
peakuii" 1LoA0 BaX/IMBOCTI 3BiTyBaHHSA NPo MoGiyHi
peakLii.
2. | AUPA- TabneTkn no 8 mr no CaHoBenb TypeuunHa CaHoBenb Inay TypeuuunH BHECEHHS 3MiH 40 peecTpavliiiHMx MmaTepiasiis: 3MiHu | 3a He UA/8667/01/01
CAHOBE/b 14 TabneTok y lnsy Canai CaHai Be a Tuny - 3MiHK Woao 6e3nekn/etpekTUBHOCTI Ta peyenmom nionsea
6nictepi; no 2 Be Tumxapet A.LL. dhapmakoHarnsgy. 3MiHW y KOpOTKili xapakTepucTui €
6nictepu B Tumkapet NiKapcbKOro 3acoby, TeKCTi MapKyBaHHS Ta iHCTPYKLUIl
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ITpomoBxeHHs fojaTKa 3

n/n

Ha3ssa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOOHUK
a

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs

Homep
peecmpayiliHo2o
nocsio4eHHs

KapTOHHiiA Kopo6Li

A.LL.

ONA MeANYHOro 3acToCyBaHHSA
reHepnyYHUX/ribpuaHNXx/6ionogibHNX nikapcbknx 3acobis
nicns BHECEHHSA Tiel camoi 3MiHWN Ha pedhepeHTHW
npenapar (3MiHa He NOTpebye HafaHHA XXOAHUX HOBUX
[0[AaTKOBUX AaHWX). 3MiHVM BHECEHO A0 iHCTPYKLii ANs
MeAMYHOro 3acTOCYBaHHS NikapCbKoro 3acoby y po3ginu
"dapmakonoriyHi BnactusocTi”, "MokasaHHs",
"MpoTunoka3aHHs", "B3aeMogis 3 iHLUMMY NiKapCbKUMKn
3aco6amMu Ta iHWi B1uam B3aemogiid", "OcobnmnBocCTi
3acTocyBaHHs", "3acTocyBaHHA y nepiog BaritTHocTi abo
rogyBaHHs rpyaa”, "Cnocibé 3actocyBaHHs Ta fo3un”,
"AOitn", "Mo6ivHi peakuii" 3rigHo 3 iHhopMaLi€to Woa0
MEeANYHOro 3acToCyBaHHA pethepeHTHOro Nikapcbkoro
3acoby (Atacand, 4 mg, 8 mg, 16 mg and 32 mg,
Tablets). 3miHn | TMNy - 3MiHK WoA0
6e3nekn/edekTMBHOCTI Ta hapmakoHarnsagy (iHLwi
3MiHM). 3MiHVM BHECEHO A0 iHCTPYKLii 415 MeanyHOro
3acTocyBaHHA NikapcbKoro 3acoby y po3ain “MobivHi
peakuii” LWoA0 BaX/IMBOCTI 3BiTYBaHHSA NP0 NOGiYHi
peakuil.

ANNEPTEK®
HA30

cnpeii HazasbHUiA,
[,030BaHui,
cycnexsis, 50
MKr/f03y

no 60 a6o 120, a6o
140 po3 cycneHsii B
MET-chnakoHi 3
[03y104/IM HAaCcCOCOM-
[03aTOPOM-
posnunoBayem; no
1 donakoHy y
KapTOHHIA KOopooLi

®PapmaueBT

NYHWIA 3aBOf,

«MOJIbPAP
MA» C.A.

MonbLa

"Papmea”

dpaHuin

BHECEHHS 3MiH [0 peecTpaLiiiHMx MmaTepiasis: 3MiHu |
TUny - 3miHK Wwoao 6e3nekn/ethekTNBHOCTI Ta
thapmakoHarnsgy. 3MiHU y KOPOTKili XxapakTepucTuLi
nikapcbKoro 3acoby, TeKCTi MapKyBaHHS Ta IHCTPYKLUT
ONs MeANYHOro 3acToCcyBaHHSA
reHepnyYHUX/ribpuaHNx/6ionogibHNX nikapcbknx 3acobis
nicns BHECEHHSA Tiel camoi 3MiHU Ha pedhepeHTHW
npenapar (3miHa He noTpebye HafaHHA XOL4HNX HOBMX
[0[AaTKOBUX AaHWX). 3MiHVM BHECEHO A0 iHCTPYKLii Ans
MeAMYHOro 3acTOCYBaHHS NikapcbKoro 3acoby y po3gainu
"dapmakonoriyHi BnactuaocTi”, "MokasaHHs",
"MpoTunokasaHHs", "B3aeMogis 3 iHLLUMMY NiKapCbKUMKn
3aco6amu Ta iHLWi BUAY B3aemogiii”, "OcobimBocTi
3acTocyBaHHs", "3acTocyBaHHA y nepiog BaritTHoOCTi abo
rogyBaHHs rpyaao”, "Cnocib 3actocyBaHHA Ta fo3mn”,
"Oitn", "Mepeno3sysaHHs", "Mo6iuHi peakuii" BignosigHO
00 iHdhopmauii Wwoa0 MeguyHoro 3acTocyBaHHs
pedhepeHTHOro nikapcbkoro 3acoby (HA3OHEKC, cnpei
Hasa/lbHWiA, f030BaHuii). BBeAEHHA 3MiH NpOTArom 6-Tu
MicsuiB nicnsA 3aTBepA)KeHHs. 3MiHu | Tuny - 3MiHK Wwoao
6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsagy (iHLwi
3MiHK). 3MiHX BHECEHO [0 IHCTPYKUIT A1 MeguyHoro
3aCTOCyBaHHA NikapcbKoro 3acoby y po3ain "MobivHi
peakuii" LoA0 BaX/IMBOCTI 3BITyBaHHSA Npo MoGiyHi
peaxuii. BBeieHHA 3MiH NPOTArom 6-Tn MicsLIiB nicns
3aTBEPKEHHS

3a
peyenmom

He
nionsea
€

UA/14933/01/01

AMIHOCTEP
N H-TEMNA

PO34uH ANs iHQy3ilk;
no 500 mny
donakoHi; no 10

PdpeseHiyc
Kabi
[Jonunang

HimeuunHa

®peseHiyc Kabi
ABCTpis TM6X

ABCTpiIs

BHECEHHS 3MiH [J0 peecTpaviitHux maTepiasis: 3MiHu |
TMny - 3MiHKM 3 AKocTi. CepTudikaTt BignosigHocTI/IE-
cepTuduikar BignoBiAHOCTI €BpoNeiichbKil

3a
peyenmom

UA/0948/01/01
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Ne Hassa dopma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Peknam Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asiBHUKa BUPOOHUK Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakosKa) a NnocBi04Y€eHHs1
hnakoHiB y 6X hapmakonei/MoHorpadii. MogaHHs HoBOro abo
OHOBJ/IEHOTO cepTudikaTa BifnoBigHOCTI a60 BUTyYEHHS

KapTOHHI KOopoo6Li

cepTudpikaTa BifnoBiAHOCTI EBponeiichbkiin hapmakonei:
ana A®l; ans BuxigHoro
marepiany/peareHTy/npoMikKHOro NPOAYyKTY, Lo
BMKOPVCTOBYHOTLCS Y BUPOOHULTBI ADI; 415 AONOMKHOT
peyoBuHM (cepTudpikaTt BiANOBIAHOCTI EBpONEiChKili
hapmakonei) - OHoBreHWIA cepTudikar Bif yxe
3aTBEPKEHOr0 BUPOGHUKA - ofaHHA OHOBIEHOrO
cepTudikaTa BignoBigHOCTIi E€Bponeiickkiii hapmakonel
Ne R1-CEP 2013-157 - Rev 01 (3atBepaxeHo: R1-CEP
2013-157 - Rev 00) ans gitovoi pevosuHN Alanine Big,
BXE 3aTBEPXEHOro BUpobHMka Amino GmbH,
HimeuumHa. 3minu | TMny - 3MiHn 3 sKocTi. CepTudikar
BignosigHocTI/TE-cepTudpikat BignosigHocCTi
€Bponeiicbkiii hapmakonei/moHorpadii. MoaaHHs
HOBOro abo OHOBJIEHOTO cepTudikaTa BignoBigHOCTI abo
BUYYEHHS cepTudikaTa BignoBigHOCTI EBponeiichkiii
thapmakonei: ana A®l; gns BuxigHoro
marepiany/peareHTy/npoMiKHOro NPOAYyKTY, Lo
BMKOPVCTOBYHOTLCS Y BUPOOHULTBI ADI; 415 LONOMIKHOT
peyoBuHM (cepTudpikaT BiANOBIAHOCTI EBpONEiChKilt
hapmakonei) - OHoBMeHUiA cepTudikat Bif yxe
3aTBEPMKEHOr0 BUPOGHUKA - MofaHHA OHOBIEHOrO
cepTudikaTa BignoBigHOCTIi EBponeiickkiii hapmakonel
Ne R1-CEP 2012-052-Rev 01 (3atBepgxeHo: R1-CEP
2012-052-Rev 00) ans gitoyoi pevoBuHu Leucine Big
BXe 3aTBepkeHoro BupobHunka Shanghai Ajinomoto
Amino Acid Co., Ltd., China. 3miHu | Tuny - 3miHun 3
aKkocTi. CepTudpikaT BignosigHocTI/IE-cepTudikaT
BifnoBigHocTi €Bponelicbkili hapmakonei/MoHorpadii.
MoaaHHA HOBOro abo OHOBNEHOrO cepTudiikata
BiANOBIAHOCTI @60 BUNYYEHHs cepTudikata
BiZiNOBIAHOCTI E€BponeNichKit hapmakonei: ana Adl; ons
BMXiQHOr0 Marepiany/peareHTy/npoMiKHOro NpPoAyKTy,
LLI0 BUKOPUCTOBYHTLCA Y BUPOGHULTBI A®I; ans
[OMNOMDKHOT peyoBMHY (CepTuddikaTt BiANoBIgHOCTI
€Bponelicbkin hapmakonei) - OHoBMeHWiA cepTuddikat
Bif] y)Xe 3aTBepMXeHOro BUpo6Huka - MogaHHs
OHOB/IEHOrO cepTudikaTa BignoBigHOCTI EBpoNeichkil
hapmakonei Ne R1-CEP 2014-063-Rev 02
(3aTBepmxkeHo: R1-CEP 2014-063-Rev 01) ans gitoyoi
peyoBuHM Lysine (L-nisuHy moHoaueTart (L-ni3vH) Big
BXe 3aTBepxeHoro BupobHnka AJINOMOTO HEALTH
AND NUTRITION NORTH AMERICA, INC., USA. 3MiHu
| TMny - 3miHK 3 AkocTi. CepTudikat BignosigHocTI/IE-
cepTudikaT BigNoBigHOCTI EBpONENCHKIi
hapmakonei/moHorpadii. MogaHHsA HoBOro abo
OHOBJ/IEHOTO cepTudikaTta BifnoBigHOCTI abo BUTyYEHHS

cepTudiikaTa BignoBigHOCTi €Bponeiichbkii papmakonei:
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n/n

Ha3ssa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOOHUK
a

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs

Homep
peecmpayiliHo2o
nocsio4eHHs

ana A®l; ans BuxigHoro
marepiany/peareHTy/npoMiKHOro NPOAYyKTY, Lo
BMKOPVCTOBYHOTLCS Y BUPOOHULTBI ADI; 415 LONOMKHOT
peyoBuHM (cepTudpikaT BiANOBIAHOCTI EBpONEiChKilt
hapmakonei) - OHoBMeHUiA cepTudikat Bif yxe
3aTBEPMKEHOr0 BUPOGHUKA - MofaHHA OHOBIEHOrO
cepTudikaTa BignoBigHOCTI EBponeiickkiii hapmakonel
Ne R1-CEP 1998-137-Rev 05 (3atBepgxeHo: R1-CEP
1998-137-Rev 04) ans pitoyoi peyosuHu Tryptophan Big,
BXe 3arBepkeHoro supobHnka AJINOMOTO HEALTH
AND NUTRITION NORTH AMERICA., INC., USA (CEP
Holder AJINOMOTO CO., INC., Japan). 3miuu | Tuny -
3miHu 3 aKocTi. CepTudikar BignosigHocTi/IE-
cepTudikaT BigNoBiAHOCTI EBpONENCHKIN
hapmakonei/moHorpadii. MogaHHsA HoBOro abo
OHOBJ/IEHOTO cepTudikaTta BifnoBigHOCTI abo BUTyYEHHS
cepTudpikaTa BignoBiAHOCTI EBpoNeNiChKii hapmakonei:
ansa A®l; ana BuxigHoro
marepiany/peareHTy/npoMiKHOro NPoAyKTy, Lo
BVIKOPVCTOBYIOTbCS Y BUPOOHULTBI ADI; 415 AONOMDKHOT
peyoBUHM (cepTudpikaT BiANOBIAHOCTI EBPONEChKIlt
thapmakonei) - OHOBNEHWI cepTudikarT Big, yxe
3aTBEPKEHOro BUPOGHUKA - [oJaHHA OHOB/IEHOrO
cepTudpikaTa BiANoBigHOCTI E€Bponeiickbkii hapmakonei
Ne R1-CEP 2004-277-Rev 03 (3atBepgxeHo: R1-CEP
2004-277-Rev 02) ans gitovoi pevosrHy Threonine Big,
BXe 3aTBeppKeHoro BupobHuka Amino GmbH,
HimeyumHa.

AHTUKATAP
AN

MOPOLLOK ANs
Opa/IbHOTO PO3UUHY;
no 10 nakeTukiB 3
MOPOLLKOM Yy mavui 3
KapTOHY

CMNEPKO
IHTEPHELL
HN NIMITEL

Kinp

NNABOPATOPIOC
AJTKAJIA DAPMA,
C..

IcnaHis

BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasiB: 3miHa
3asBHUKa J13 (MIBMM) (BnacHWka peecTpaviiiHoro
nocBigyeHHst) (3rigHo Hakaly MO3 Big 23.07.2015 Ne
460). TepMiH BBEAEHHSA 3MiH MPOTAroM 6 MicALiB nicns
3aTBEePMKEHHS. 3MiHM | TUNy - 3MiHK Woa0
6e3nekn/edeKkTnBHOCTI Ta chapmakoHarnsgy. BeegeHHs
ab0 3MiHU [0 y3araslbHEHVX AaHnX Npo cuctemy
thapmakoHarnsgy (BBeeHHS y3arasibHEHUX AaHnX Npo
cuctemy thapmakoHarnisgy, 3mMiHa ynoBHOBaXXEHOT
oco6u, BiAMoBifabHOI 3a 34iiCHEHHS hapMakoHarnsaay;
KOHTaKTHOI 0cobu 3 hapMakoHarnagy 3asBHuKa ons
3[jiCHEeHHs hapmakoHarisay B YKpaiHi, AKLWO BOHA
BiAMIHHA BiJ YNOBHOBaXeHOI 0CO6U, BiAMNOBIAa/IbHOI 3a
3pjiicHeHHs1 hapMakoHarnsay (BK/IHYaKUM KOHTaKTHI
AaHi) Ta/abo 3MiHV y po3MmileHHI macTep-thaiina
cuctemn chapmakoHarnsgy). 3miHa ynoBHOBaXKeHoT
0cobu 3asBHMKA, BiANOBIAALHOT 38 hapmakoHarnsg.
[itoua pepakuis: Ckpunka Aptyp CepriioBuy.

MponoHoBaHa pefakuis: XapiamoBa €BreHis AHApIiBHA.

3MiHa KOHTaKTHUX AaHuX YNOBHOBaXXEHOT 0CO6U
3asBHMKa, BiANOBIAaNbHOI 3a thapmakoHarnsag,. 3miHa
MicLie3HaxoMKEHHs1 MacTep-dhaiiia cuctemm

6e3
peyenma

nidnsiea
€

UA/7810/01/01
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Ne Hassa dopma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Peknam Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asiBHUKa BUPOOHUK Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakosKa) a NnocBi04Y€eHHs1
hapmakoHarnsigy Ta iioro Homepa. 3MiHa mMicus
3[iiCHEHHSI OCHOBHOT AiSNbHOCTI 3 hapMakoHarisay.
3MiHu | TUNy - 3MiHK Woao 6e3nekn/edeKTUBHOCTI Ta
hapmakoHarnagy (iHwi 3MiHn).. 3MiHX BHECEHO Y M.
IHLLE TekcTy MapKyBaHHS NikapCbKoro 3acoby
BTOPVHHOI Ta NEePBUHHOI YNaKoBOK, a came: HaBeeHY
iHchopmaito WoA0 NokasaHb NPUBEAEHO Y BifNOBIAHICTb
[0 IHCTPYKLIT 415 MeANYHOro 3aCTOCyBaHHS /iKapCbKoro
3acoby; BUTy4YeHO iHhopMaLii, 3a3Ha4eHy pocilicbkoo
MOBOIO 3 TEKCTY MapKyBaHHA BTOPUHHOT YNaKOBKN.
TepmiH BBeAleHHS 3MiH MPOTAroM 6 MicauiB nicns
3aTBEPAKEHHS.
6. | AYTMEHTVH NOPOLLOK A5 nakcoCwmit Benvka CwmiTKNsliH Bivem Benvka BHECEHHS 3MiH 40 peecTpauiiHux martepianis: 3MiHu | 3a UA/0987/05/01
opanibHOT cycneHsii KnsaiiH BputaHis dapmacbloTvkanc, | bpuTania/ Tuny - 3MiHK Woao 6e3nekn/edpekTVBHOCTI Ta peyenmom
(200 mr/28,5 mr B 5 Ekcnopt Benvka bputaHis; dpaHuin hapmakoHarnsgy. 3MiHa y KOpoTKili XxapakTepucTuLi
MA); 1 priakoH 3 Nimiteq [nakco Bennkom NiKapcbKoro 3acoby, TeKCTi MapKyBaHHS Ta iIHCTPYKLUT
MOPOLLKOM AN1S MpoAakLLH, AN MeAUYHOro 3acToCyBaHHSA Ha NiACTasi perynspHo
npurotyeaHHs 70 mMn dpaHuin OHOBJOBAHOrO 3BiTY 3 6e3nekun nikapcbKoro 3acoby, abo
cycneHsii 3 MipHUM pocnigpkeHb 3 6e3neky 3acTocyBaHHS NikapCbKOro
KoBnaykom, abo 3acoby B nic/sApeecTpaviiiHmii nepiod, abo sk pesynbTar
[03Y04nM OLLiHKM 3BITY 3 AOCNiMKEeHb, NpoBeAEeHUX BIANOBIAHO A0
wnpuuem, abo 3 nnaHy negiatpuyHnx gocnigxens (PIP) (3MiHy
MiPHOIO JTOXEYKOIO, Y3rO[PKEHO 3 KOMMNETEHTHUM YNOBHOBEKEHNM OPraHoMm)
B KapTOHHI kopobLyi 3MiHV BHECEHO B IHCTPYKLiIO A1 Me4UYHOro
ab0 3 KpULLIKOO i3 3aCTOCYBaHHS NikapcbKoro 3acoby A0 po3ainis
3axVCTOM Bif "Oco6nmBoCTi 3acTocyBaHHA" Ta “Mo6ivHi peakuii”
BiAKPUTTA AiTbMU BiNOBIAHO 4,0 OHOBMEHOT iH(hopMaL,i LWoao 6e3neku
pasom 3 4o3yuum 3aCcTOCYBaHHS Ail040i PEYOBUHM 3rigHO 3
Lwnpuuom abo pekomeHgaujieto PRAC. BBeeHHS 3MiH NpoTArom 6-Tu
MipPHOHO JTOXKOIO, B MicsILiB MicNs 3aTBEPIKEHHS
KapTOHHI Kopoo6Lli
7. | AUETUNUWNC | po3uunH ANs iH'eKUi, ToBapucTeo YkpaiHa ToBapucTBO 3 YkpaiHa BHECEHHS 3MiH [0 peecTpauiitHux maTepiasis: 3MiHu | 3a UA/20388/01/01
TEIH- 100 mr/mn no 3 mn B 3 06MEeXeEHO TMny - 3MiHK 3 AkocTi. AP KoHTponb APL. 3miHa y peyenmom
340POB'A amnynino 5 amnyny | obmexeHot BiANOBIAANbHICTIO napameTpax cneuudikaui Ta/abo AONyCTUMUX MEX,
6nictepi; no 2 Bignosigans "®apmMaueBTNYHa BM3HAYEHUX Y cneundikauisix Ha Adl, abo
6nictepun y Kopobui 3 HiCTIO KOMnNaHis BUXiZHWIA/NPOMIXXHUWIA NpoAYyKT/pearexT, Wo
KapToHy "®GapmaveBT "3p0pos'a” BMKOPVCTOBYIOTbCS Yy Mpoueci BUpobHuutea Ad|
nyHa (MonoBHEHHS cneumdikaLii HOBMM NOKa3HWKOM SIKOCTi Ta
KOMnNaHis BiANOBIAHMM METOA0M BUNPOOYBaHHS) - lONOBHEHHS
"3p0pos'a” cneuudikauii APl aueTnaumMcTeiH HOBUM NOKa3HUKOM
AKOCTI "pH" 3i BCTaHOBNEHUMMU Mexamu 2,0-2,8 Ta
Bi4NOBIAHMM METOA0M BMNPOOGyBaHHS. lMNpouec
BMPOGHMLITBA Ta CXEMa CUHTE3Y 3a/INLLAa0ThCA
HE3MIHHUMMW.
8. | BEH3WNMEHI | nopowok ans MAT YKpaiHa MAT YkpaiHa BHECEHHS 3MiH [J0 peecTpaLiitHux maTepianis: 3miHu | 3a UA/3791/01/01
UnniH pO3uMHy aNns iH'ekuin | “"KuiBmegnp "KuiBmegnpenapa TMny - 3MiHK 3 AKOCTI. FOTOBWMIA NliKapPCbKMiA 3aci6. peyenmom
no 500 000 O,y enapar” T Cuctema KoHTeliHep/3aKynoptoBasibHUi 3aci6. 3miHa y

dhnakoHax 3
nopowkom; 10

NepBUHHIl yNakoBLji roTOBOr0 NikapcbKoro 3acoby (iHLwi
3MiHW) - Y 3B'AI3KY i3 BUTYYEHHSM BYPOOHUKOM i3
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n/n

Ha3ssa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOOHUK
a

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs

Homep
peecmpayiliHo2o
nocsio4eHHs

dnakoHIB 3
MOPOLLKOM Y
KOHTYPHili
YapyHKOBIli
ynakosLi; no 1
KOHTYPHili
YapyHKOBI ynakoBLi
B nauuj

matepianis peectpauiiiHoro gocbe Ha /13 iHcbopmavii
LLI0A0 NPOBOK r'yMOBUX, Siki NOTPebyoTh crneLianbHOT
nigrotoBky (MUTTS Ta CUIIKOHYBaHHA nepeq,
cTepwnisauietn), BHOCATLCA 3MiHU B po3ain 3.2.P.7., B
nogasibLoMy BUPOOHVK Byfie BUKOPUCTOBYBATU NPOGKM
rymoBi rotoBi o cTepunizauii. OHoBneHHsA Cneuudikauii
Ha Npo6KM rymoBi roToBi Ao cTepunisauii. 3miHu | Tuny -
3MmiHu 3 AKocTi. FoToBMIA Nnikapcbkuii 3aci6. Cnuctema
KOHTeliHep/3aKynoptoBasibHWiA 3aci6 (iHWi 3MiHKN) — y
3B'A3KY i3 BUNYYEHHAM BUPOOHMKOM i3 MaTepianis
peecTpaduiiHoro gocke Ha I'/13 iHchopmauii woao
aNIOMIHIEBMX KOBMNAYKiB, siki NOTpebyoTb crneuiasibHOT
niAroToBKM (MUTTS Nepef cTepunisaliero), BHOCATbCA
3miHM B po3ain 3.2.P.7. Cuctema
KOHTeliHep/3aKynoptoBa/ibHWiA 3aci6, B nofasibLLoMy
BMPOGHWK By/ie BUKOPUCTOBYBATW KOBMAYKN a/ltOMIHIEBI
roTosi 4o crepunisaujii. OHoBneHHA Creumdikayii Ha
KOBMaYku1 asIlOMIHIEBI, FOTOBI A0 cTepunizavii. 3MiHu |
™My - 3MiHW 3 SIKOCTi. TOTOBWIA Nikapcbknid 3aci6. 3mMiHu
Yy BUPOGHMLTBI. 3MiHM y NpOLeCi BUPOGHMLTBA rOTOBOrO
NiKapcbKoro 3aco6y, BKIOUAKUM NPOMKHUIA NPOAYKT,
LLI0 3aCTOCOBYETLCS NPV BUPOOHULITBI FOTOBOTO
nNikapcbKoro 3acoby (iHWi 3MiHM) - y 3B'A3KY i3
BW/TyYEHHSIM BUPOBHUKOM i3 MaTepiasiB peecTpaviiHoro
nocke Ha 13 iHdopMali WoA0 a/toMiHIEBUX KOBNAYKIB,
AKi NOTpebyoTh crewianbHOT MiAroToBKM (MUTTS nepes
cTepwnisaLieto) Ta LoA0 rYMOBUX NPOOOK, SiKi
noTpebyoTb cnewiasibHOT NiArOTOBKM (MUTTS Ta
CUNIKOHYBaHHS), BHOCATBLCS 3MiHW Y TEXHOMOTIYHNI
npotiec, B NoAasbLUoMy BUPOBHMK Byae
BMKOPMCTOBYBATW KOBMAYKN a/ItOMIHIEBI Ta NPOOKK
rymoBi roToBi o cTepwisadii. OHoBneHHs p. 3.2.P.3.
Mpouec BUpo6HMLTBA NiKapcbKoro 3acoby. 3MiHu | Tuny
- 3MiHK 3 siKOCTi. FoTOBUIA Nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3akynopoBasibHWiA 3acib. 3miHa napameTpis
cneundikauii Ta/abo AONYCTUMMX MEX NEPBUHHOT
yMakoBKM rOTOBOTO NiKapCbKoro 3acoby (iHLi 3MiHu) -
BHECEHHS 3MiHM B po3ain 3.2.P.7. Cnuctema
KOHTeliHep/3akKyrnopoBasibHUi 3acib, a caMme OHOBJIEHHS
CreuvdikaLii Ha NPo6KM r'yMOoBi rOTOBI A0 cTepwiisaui.

BEH3VNMEHI
LM

MOPOLLOK AN1A
PO3UUHY AN151 iH'EKLLIA
no 1 000 000 Oy
dhnakoHax 3
nopotukom no 10
nakoHIB 3
MOPOLLKOM Y
KOHTYPHili
YapyHKOBIl
ynakoBLi; no 1

NAT
"KuiBmegnp
enapar”

YkpaiHa

MAT

"KuiBmegnpenapa

T

YkpaiHa

BHECEHHS 3MiH [0 peecTpauiitHux maTepiasis: 3MiHu |
TMny - 3MiHK 3 AIKOCTi. FOTOBWIA Nikapcbkunii 3aci6.
Cuctema KoHTelHep/3aKkynoptoBasibHWI 3aci6. 3miHa 'y
NepBUHHI yNakoBLji rOTOBOrO JlikapcbKoro 3acoby (iHLwi
3MiHW) - Y 3B'A3KY i3 BUTYYEHHAM BUPOOHUKOM i3
MaTepianis peectpauiiHoro gocee Ha /13 iHchopmau,i
LLL0A0 NPO6OK r'yMOBUX, SiKi NOTpebyloTh creLianbHOT
nigrotoBky (MUTTS Ta CUIIKOHYBaHHSA nepeq,
cTepwnisauieto), BHOCATLCA 3MiHU B po3gin 3.2.P.7., B
nogasbLomMy BUPOOHVK 6yfie BUKOPUCTOBYBATW NMPOGKM

3a
peyenmom

UA/3791/01/02
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n/n

Ha3ssa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOOHUK
a

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs

Homep
peecmpayiliHo2o
nocsio4eHHs

KOHTYpHIlA
YapyHKOBIli ynakoBLyi
B nauuj

rymoBi roToBi fio cTepunisauii. OHoBneHHA Cneumndikadii
Ha Npo6KM rymoBi roToBi Ao cTepunisauii. 3miHu | Tuny -
3MmiHK 3 sKocTi. FoToBMIA Nikapcbkuii 3aci6. Cuctema
KOHTelHep/3aKynopoBasibHKiA 3aci6 (iHLWi 3MiHW) — Y
3B'A3KY i3 BUSIyYEHHAM BUPOOHMKOM i3 MaTepiasis
peecTpadiiiHoro gocke Ha /13 iHchopmauii Wwoao
a/IIOMIHIEBMX KOBMAUKiB, SKi NOTPebyoTb crnewiabHOol
niAroToBKM (MUTTS Nepej, cTepunizali€ero), BHOCATbCSA
3MiHu B po3gin 3.2.P.7. Cuctema
KOHTelHep/3aKkynoptoBasibHU 3aci6, B nogasibliomy
BMPOGHWK Byie BUKOPUCTOBYBATW KOBMAYKN a/IlOMIHIEBI
roToBi Ao cTepunisauii. OHoBeHHA Cneuudikauii Ha
KOBMaYKu1 altoMiHIEBI, rOTOBI 0 cTepunisauii. 3miHu |
TUny - 3MiHM 3 AKOCTI. [OTOBWIA Nikapcbkuii 3aci6. 3MiHN
Yy BUPOGHULTBI. 3MiHW Y npoueci BUPOOHULITBA FOTOBOrO
NiKapCbKOro 3acoby, BK/IHOYAUM NPOMiIXKHWIA NPOAYKT,
LL|0 3aCTOCOBYETLCSA NPU BUPOOHULTBI FOTOBOTO
niKkapcbKoro 3acoby (iHLWi 3MiHW) - Y 3B'A3KY i3
BW/TyYEHHSIM BUPOBHMKOM i3 MaTepiasniB peecTpavyjiiiHoro
[ocbe Ha 13 iHhopma,i WoAo asTtoMiHIEBUX KOBMAYKIB,
AKi NOTPebytoTb crevjianbHoI NigroToBkN (MUTTA nepeq,
cTepuisali€eto) Ta Wwoao ryMoBux npobok, sk
noTpebyoTh crewiasbHOT MiAroToBkM (MATTS Ta
CUNIKOHYBaHHS), BHOCATBLCS 3MiHW Y TEXHOMOTIYHNI
npouec, B nofjasibLLoMy BUPOGHUK Byae
BMKOPMCTOBYBATU KOBMAYKN a/IlOMIHIEBI Ta NPO6GKK
rymoBi rotoBi o cTepunizadii. OHoBneHHsA p. 3.2.P.3.
Mpouec BUpO6HMLTBA NiKapCbKoro 3acoby. 3MiHu | Tuny
- 3MiHu 3 AKoCTi. FoTOBMIA Nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3akKynopoBasibHWiA 3aci6. 3MiHa napameTpiB
cneumdikauili Ta/abo fONYCTUMUX MEX NEPBUHHOI
yMakoBKM FOTOBOTO MiKapCbKOro 3acoby (iHLWi 3MiHu) -
BHECEHHS 3MiHU B po3ain 3.2.P.7. Cuctema
KOHTeliHep/3akKyrnopoBasibHUiA 3aci6, a caMe OHOBJ/IEHHSI
Creumdikauii Ha NPo6KM r'yMOBi FOTOBI 40 CTepw/iisaui.

10.

BEHTEPO

niocpinisat ans
PO3UUNHY ANS iH'EKLA
no 25 mr no 1 abo
10 donakoHiB 3
niocpinizatom B
KapTOHHIA KOopooLi

letepo
Na63
Nimiteq

IHais

leTepo /1a63
Nimiten

IHais

BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis:
BunpasneHHs TEXHIYHWMX MOMWOK, 3rigHo n.2.4. n.n. 4
po3giny VI Hakazy MO3 YkpaiHu Big 26.08.2005p. Ne

426 (y pepakuii Hakazy MO3 Ykpainu Big 23.07.2015 p
Ne 460) y meTogax koHTponto MKA /13, a came 6yno
NpONyLLEeHO 3a3HayveHHs nepeknagy Ha3su
«BIJHOBNEHNI PO3UMH» 3@ NOKa3HUKaMU «pH pO34nHY»,
«Yac BigHOBNEHHS», «KO/IbOPOBICTb PO3UNHY»,
«CBITNONPOHMKHICTb». [151 METOZiIB KOHTPO/IHO SKOCTI
ONA A03yBaHHA no 25 Mr: 3a3HavyeHe BUMpaB/ieHHA
BiANOBIAae Marepianam peecTpauiiHoro fJocbe, Sk
npeacTasneHi B apxisi, a came nigposginy 3.2.P.5.2.
AHaNITUYHI METOAUKN.

3a
peyenmom

UA/15774/01/01

11.

BEHTEPO

niogpinizat gns

leTepo

IHais

eTepo /1a63

IHgis

BHECEHHS 3MiH [10 peecTpaLiinHux maTepiasis:

3a

UA/15774/01/02
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Ne Hassa dopma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Peknam Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asiBHUKa BUPOOHUK Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakosKa) a NnocBi04Y€eHHs1
PO3UMHY ANA iH'EKLil Na63 Niviten BunpaBneHHs TEXHIYHWMX MOMWOK, 3rigHo n.2.4. n.n. 4 peyenmom
no 100 mr o 1 a6o Nimiteq po3giny VI Hakazy MO3 Ykpainu Big 26.08.2005p. Ne
10 donakoHiB 3 426 (y pepakuii Hakazy MO3 Ykpainu Big 23.07.2015 p
niocpinizatom B Ne 460) y meTogax koHTponto MKA /13, a came 6yno
KapTOHHI KopooLi NpONyLLEHO 3a3HaYeHHs Nepeknagy Hassu
«BIJHOBNEHNI PO3UMH» 38 NOKA3HUKaMUN «pH pO34nHY»,
«Yac BigHOBNEHHS», «KO/IbOPOBICTb PO3UNHY»,
«CBIT/IONPOHUKHICTb». [N MeTOAIB KOHTPOJIHO AKOCTI
Ana no3ysaHHA no 100 mr: 3a3HayeHe BUMpaB/ieHHA
BifiNOBIfAE MaTepianam peecTpauiiiHoro Jocbe, sKi
npeacTasneHi B apxisi, a came nigposainy 3.2.P.5.2.
AHaNITUYHI METOAVWKN.
12. | BABICMO PO34nH ANs iH'eKLi, TOB "Pow YkpaiHa Brpo6HMuTBO LLseiuapi BHECEHHS 3MiH 0 peecTpauiinHmx maTepiasnis: 3miHu || 3a He UA/20151/01/01
120 mr/mn; no 0,24 Ykpaina" nikapcbkoro A Tuny - 3MiHK Woao 6e3nekn/edpekTVBHOCTI Ta peyenmom nionsza
M (28,8 Mr) y 3acoby thapmakoHarnsagy. 3miHu y TepaneBTUUYHUX NoKasaHHAX €
dhnakoHi; pasosa (BKkOvaroum (AofaBaHHA HOBOro TepaneBTUYHOrO MNOKa3aHHS abo
[o3a 0,05 mn (6 mr), HarnoBHeHHs/neps 3MiHa y 3aTBEpAKEHOMY MOKa3aHHi)
no 1 pnakoHy y MNHHE NakyBaHHs), 3MiHM BHeceHO A0 IHCTPpyKUii Ans MeguyHoro
KOMMNEKTi 3 FONIKOH BMNPOGYBaHHSA 3acToCyBaHHS NikapcbKoro 3acoby Ao po3giny
3 chinbTpOM, KOHTPO/IO B "MokasaHHA" (40AaBaHHA HOBOrO TepaneBTUYHOIO
ynakoBaHo0 B npoweci nokasaHHs: "JlikyBaHHA MaKy1apHOro Habpsky,
6nicTep y KapTOHHIN BMPO6GHMLTBA, CMNPUYNHEHOTO OK/IIO3IEI BEHW CITKIBKM (OK/THO3iS TisIKn
Kopoo6Li BMNPOOYBaHHSA BeHu ciTkiBkn (OFBC) Ta ok/t03is LeHTPasIbHOI BEHN

KOHTPO/IIO AKOCTI
npy BUMyCKy Ta
CTabiNIbHOCTI, Kpim
MIKPOCKOMiYHOro
meToay
BU3HAYEHHSA
4acToK,
36epiraHHs
nikapcbkoro
3acoby, BTOpUNHHE
nakyBaHHs1, BUNYCK
roToBOro
niKkapcbKoro
3acoby:
®.XochbpmaHH-/15
Pow lta,
LLseiuapis;

Bunpo6yBaHHs
KOHTPOJTO SIKOCTI
npu BUMYCKY Ta
CTabinbHOCTI
TiNbkn gns
MiKpOCKOMi4YHOTo
mMeToay
BU3HAYEHHS
4acToK:

ciTkiBku (OLIBC))", Ta sk Hacnifok oHoBNeHa
iHbopMaList B po3ginax "®apmakosnorivyHi BnactmeocTi',
"MokaszaHHs" "OcobnmnBoCTI 3acTocyBaHHA", "Cnoci6
3acTocyBaHHA Ta o3un”, "MobivHi peakuii”. BBegeHHs
3MiH NPOTAroM 6-TW MiCALB NicNs 3aTBepAkeHHs. B
MeXax 3MiHW HaJaHO OHOB/IEHUI NNaH yNpasiHHA
pusmkamu, Bepcis 5.1. Pe3toMe nnaHy ynpas/iiHHA
pv3vkaMun JOAAETHCS.
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n/n

Ha3ssa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOOHUK
a

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs

Homep
peecmpayiliHo2o
nocsio4eHHs

Consiac Arl,
LLIBeliLapis

13.

BA3E/NIH

Ma3b, o 30 ry
Tyb6ax

MPAT
"®ITO®PAPM

YKpaiHa

BiAnoBiganbHMi 3a
BMPOGHMLITBO,
nepBuHHe
nakyBaHHs1,
KOHTPO/b SAKOCTi
Ta BUMyCK cepii:
MPAT
"OITOPAPM",
YKpaiHa,
BiAnoBiganbHMiA 3a
BMPOGHMLITBO,
nepBuHHe
nakyBaHHs Ta
KOHTPONb AKOCTI:
AT "ly6Hndhapm",
YKpaiHa,;
BignoBiganbHNI 3a
BMNYCK cepil, He
BK/TIOHA0UM
KOHTPO/b/BUNPOGY
BaHHs cepii: MPAT
"®ITOPAPM",
Ykpaina

YkpaiHa

BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3MiHu |
TUMy - 3MiHM 3 AKOCTI. [OTOBWI NikapcbKuii 3aci6. 3MiHN
Yy BUPOGHMLTBI. 3MiHM y NpoLeci BUPOGHMLTBA rOTOBOrO

NiKapcbKoro 3aco6y, BKIOUAKUN NPOMIKHUIA NPOAYKT,

LLIO 3aCTOCOBYETLCS NPV BUPOOHULITBI FOTOBOTO
nikapcbKoro 3acoby (He3HayHa 3MiHa y npoLeci
BMPOOHULTBA) - HE3HAYHI 3MiHM B NpoLeci BUpOOHULTBA
AT "Jly6Hucpapm", a came: 3MiHEHO Ha3BW CTagji
TEXHOJIOrIYHOro npotiecy Ta 36i/bLUEeHO Ki/TbKICTb TOHOK
KOHTPOJIIO0 Ha CTafifax chacyBaHHs Ta NakyBaHHS; 3aMiHa
3Mill0BMKa Ha NackoBWiA Harpisay Npu po3snnias/ieHHi
napadiHy 6in10ro M’sikoro.

Ees
peyenma

UA/0845/01/01

14.

BASENIH

Masb, Mo 301y
Tyb6ax

MPAT
"®ITOPAPM

YkpaiHa

BiANOBiAa/IbHWIA 32
BMPOBHULTBO,
nepBuHHE
nakyBaHHS,
KOHTPO/b AKOCTI
Ta BUMycK cepii:
MPAT
"®ITOPAPM",
YKpaiHa,;
BiANOBiAa/IbHWIA 32
BMPOBHULTBO,
nepBuHHE
nakyBaHHs Ta
KOHTPO/b SIKOCTI:
AT "Nly6Hndbapm",
YKpaiHa,;
BiAnoBiganbHMi 3a
BMNYCK cepil, He
BK/TIOHA0UM
KOHTPONb/BUNPOBY
BaHHsA cepii: MPAT
"OITOPAPM",
YKpaiHa

YkpaiHa

BHECEHHS 3MiH [J0 peecTpaviitHux maTepiasis: 3MiHu |
TMny - 3MiHK WoA0 6e3nekn/edekTBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHK) - 3MiHW BHECEHO B
IHCTPYKLUIi0 AN MeANYHOro 3acTOCyBaHHSA MiKapCbKoro
3acoby Ao po3ainy "MobiyHi peakuil™ Wwoao 3BiTyBaHHSA
npo No6iyHi peakuii Ta po3ainy "Micue3HaxomkKeHHs
3aABHUKA" LLOA0 BHECEHHS KOHTaKTHUX AaHWX 3asBHUKA.
BBefeHHs1 3MiH NpoTAroM 6-Tu micAuiB nicns
3aTBEPAKEHHS

be3s
peuenma

UA/0845/01/01

15.

BAJIMICAP H

TabneTkn, BKpUTI

Makneozc

IHais

Makneozc

IHgis

BHECEHHS 3MiH 40 peecTpauiiHux martepianis: 3MiHu |

3a

UA/17127/01/01
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Ne Hassa dopma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Peknam Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asiBHUKa BUPOOHUK Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakosKa) a NnocBi04Y€eHHs1
nNiBKOBOKO dPapmacboT PapmacbioTrKanc TMNYy - 3MiHK 3 IKOCTi. FOTOBWIA Nikapcbkuii 3aci6. peyenmom
060/10HKOI0, NO vkanc Nimiten KOHTposb roToBOro AikapcbKoro 3acoby (iHLwi 3MiHu) -
80/12,5 wr, no 10 NimiTeq OHOBJIEHHS BXe 3aTBepKEHNX METO/IB KOHTPO/IO
Tabnetok y énictepi, SIKOCTi NlikapCbKOro 3acoby, a came: BUKNALEHHS TEKCTY
no 3 abo 9 6nicTepis [epXaBHOI MOBOHO 3riJHO Cy4YacHMX BUMOT
Y KapTOHHiIli KopobLi
16. | BAJIMICAP H | Tabnetku, BKpUTI Makneogc IHAiA Makneopc IHAjs BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHu | 3a UA/17127/01/02
NAiBKOBOO dapmacbioT dapmacbroTrKanc TMny - 3MiHK 3 AKOCTI. [0TOBWIA NikapcbKnii 3acib. peyenmom
060/10HKOH0, MO nKasic Nimiten KOHTPO/Ib FOTOBOrO NiKapcbKoro 3acoby (iHLi 3MiHu) -
160/12,5 mr, no 10 Nimiteq OHOBJIEHHS BXE 3aTBEPAKEHNX METO/AIB KOHTPO/IHO
TabneTok y 6nictepi, AKOCTI NikapcbKoro 3acoby, a came: BUKTaJeHHS TEKCTY
no 3 abo 9 6nictepis [epXXaBHOK MOBOHO 3rijHO Cy4aCHUX BUMOT
Y KapPTOHHIli Kopobui
17. | BAZIMICAP H | TabneTku, BKpUTI Makneopc IHAja Makneogc IHAis BHECEHHS 3MiH [0 peecTpaviitHux maTepiasis: 3MiHu | 3a UA/17127/01/03
nNiBKOBOK dapmacbioT $apmacboTukanc TMNy - 3MiHK 3 IKOCTi. FOTOBWIA Nikapcbkunii 3acib. peyenmom
060/10HKOI0, NO nkanc Nimiten KOHTposb roToBOro fikapcbKoro 3acoby (iHLwi 3MiHu) -
160/25 wir, no 10 Nimiteq OHOBJIEHHS BXe 3aTBepKEHNX METO/AIB KOHTPO/IO
Tabnetok y 6nictepi, SAKOCTIi NlikapCcbKOro 3acoby, a came: BUKNALEHHS TEKCTY
no 3 abo 9 6nictepis [epXxaBHOI MOBOHO 3riHO Cy4YacHWX BUMOT
Y KapTOHHI KOpOObLLi
18. | BAZIMICAP H | Tabnetku, BKpUTI Makneogc IHAis Makneoac IHAis 3MiHun | TMNY - 3MiHK 3 AKOCTi. FOTOBUIA NikapCbkuii 3aci6. 3a UA/17127/01/04
NNiBKOBOKO dapmacbioT dapmacbloTukanc KOHTPO/1b FOTOBOrO NiKapCbKoro 3acoby (iHwWi 3MiHu) - peyenmom
060/10HKOI0, MO nkasc Nimiten OHOBJ/IEHHS BX€ 3aTBEPMKEHNX METOAIB KOHTPO/IO
320/12,5 mr, no 10 Nimiten SKOCTi NlikapCbKOro 3acoby, a came: BUKNALEHHS TEKCTY
Tabnetok y 6nicrepi, [epXXaBHOK MOBOHO 3rigHO Cy4acHUX BUMOT
no 3 abo 9 6nictepis
Y KapTOHHii kopobui
19. | BAZIMICAP H | TabneTku, BKpUTI Makneoac IHais Makneoac IHgis BHECEHHS 3MiH [0 peecTpauiiiHux maTepiasis: 3MiHu | 3a UA/17127/01/05
nniBKOBOKO dapmacbioT dapmacbloTukanc TMny - 3MiHK 3 AKOCTi. [OTOBWIA Nikapcbkunii 3aci6. peyenmom
060/10HKOI0, NO nkanc Niviten KOHTpO/b roToBOro NikapcbKoro 3acoby (iHLi 3MiHu) -
320/25 wr, no 10 Nimiteq OHOBJIEHHS BXE 3aTBEPKEHNX METO/AIB KOHTPO/HO
Tabnetok y 6nictepi, SAKOCTI /liKapCbKoro 3acoby, a came: BUKNALeHHsA TEKCTY
no 3 a6o 9 6nictepis [epXxaBHOI MOBOO 3riJHO Cy4YacHWUX BUMOT
Y KapTOHHI KOpOoOLLi
20. | BAPI/TIPUKC niocpinisat ans nakcoCmit Benvka nakcoCmiTKnsiiH Benbris BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3miHu | 3a UA/15966/01/01
™] PO34UNHY A5 iH'EKLLA Knsain BputaHis Bionopxikans C.A. TMny - 3MiHK 3 akocTi. AL, (iHwi 3miHn) PeecTpauis peyenmom
VARILRIX™ no 1 posi; 1 donakoH Ekcnopt HOBOrO KOHTeliHepa A5 KPiOKOHCEPBAaHTY, L0
BAKUVHA 3 niodpinizatom Ta 1 NimiTeq nocravaeTbeca komnaHieto Aseptic Technologies SA ans
Aana amnyna 3 36epiraHHs iHOKY/1IOMY BITPSIHOI BiCMK, SKa € NPOMiXXHOIO
MPO®INTAKT PO34YMHHKKOM (BOAA KynbTYPOHO BipycCy, sika BUKOPUCTOBYETLCS A5
KU ONs iH'ekuUili) B BMPOBHMLTBA BaKLUH, L0 MICTATb BITPSIHY Bicny. 3MiHu |
BITPAHOI MNaCTUKOBOMY TNy - 3MiHK 3 AKocTi. APl KoHTponb A®L. 3miHay
BICMWN XXUBA | KoHTeliHepi B MeToAax BunpobysaHHA A®l abo BuxigHOro
ATEHYMNOBA | KapTOHHili kOpo6Lyj; mMarepiany/npoMbKHOro NPoAyKTy/peareHTy, Lo
HA 1 donakoH 3 BMKOPUCTOBYETLCA Y npoveci BupobHuutea AP (iHwwi
niogpinizatom Ta 1 3MiHM Yy MeTogax BUNPo6yBaHHS (BK/OUa0UM 3aMiHy
nonepegHL0 a60 fonoBHeHHs) APl abo BUXiZHOro/MPOMIDKHOIO

HanoBHEHWIA LNpuLy
3 PO3YMHHUKOM

npoaykTy) 3MiHa MeTOAy TECTYBaHHS Ha CTEPUSIBbHICTD,
LL|0 BUKOPUCTOBYETLCS MPU MPOBEAEHHI KOHTPOJIHO AKOCTI
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Ne Hassa dopma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Peknam Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asiBHUKa BUPOOHUK Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakosKa) a NnocBi04Y€eHHs1
(Bopa ons iH'ekuiil) y Ha eTani KoHUeHTpauii iHoKytoMy, 3 MeTogy inbTpavi
KOMN/IekTi 3 ABOMa Ha MeTof, NPSMOro BUCIBaHHS B TECTOBE CepefloBULLE.
roskamu B
nnacTuKoBOMy
KOHTeliHepi B
KapTOHHI kopobuyj;
100 donakoHis 3
niodgpinizatom Ta 100
amnyn 3
PO3YMHHMKOM (BOAA
Ans iH'ekuin) (8
YapyHKOBIli
yNaKkoBLii) B OKPeMmnx
KapTOHHWX KOpOGKax
21. | BEP3EHIO TabneTkn, BKpUTI Eni Ninni HigepnaHan nepBrHHa Ta IcnaHis/ BHECEHHS 3MiH 0 peecTpaLiitHux maTepianis: 3miHu || 3a He UA/20387/01/03
nNiBKOBOKO HepnepneHg BTOPUHHA CLA MRy - 3MiHK WoA0 6e3nekn/edpeKTUBHOCTI Ta peyenmom nionsea
o6osoHkoto no 150 B.B. ynakoBka, thapmakoHarnsgy. 3MiHU y KOPOTKili XxapakTepucTumLi €
Mr no 14 TabneTok y KOHTPO/b SIKOCTI, nikapcbKoro 3acoby, TeKCTi MapKyBaHHS Ta IHCTPYKLUIT
6nictepi; no 2 BUMYCK Cepii: [ONs MeANYHOro 3acTOCyBaHHS Y 3B'A3KY i3 HOBUMMN
6nictepu y Ninni C.A., OaHUMM 3 SKOCTi, AOKNIHIYHUMM, KNIHIYHUMY faHUMKU Ta
KapTOHHII nayui IcnaHis; OaHumn 3 hapmakoHarnsgy - 3MiHuM BHECEeHO [0
BVMPOGHMLTBO IHCTPYKLi 415 MeAUYHOro 3acTOCYBaHHS JliKapCbKOro
rOTOBOI NiKapCbKOI 3acoby Ao posginy "OcobnvBoCTi 3acTocyBaHHS" WoOA0
dhopMU, KOHTPO/b BK/IIOYEHHS IHGhopMaLLil Npo BUNaaKM apTepiasibHOT
AKOCTI: Tpom60oembonii. 3miHn |l TMRY - 3MiHK LWoAo
Ninni genb Kapi6e 6e3nekn/ecdheKTUBHOCTI Ta hapmakoHarnsgy. 3miHm y
IHK., CLLA KOPOTKili XapakTepucTuLi NikapcbKoro 3acoby, TeKCTi
MapKyBaHHS Ta iHCTPYKUIT 4719 MEANYHOIO 3aCTOCYBaHHS
Y 3B’A3KY i3 HOBMMM AaHVMMU 3 SKOCTi, AOK/IHIYHUMMU,
KNIHIYHYMW faHuMK Ta aHuMu 3 dhapmakoHarnsay -
3MiHWN BHECEHO A0 IHCTPYKLii 415 MeAUYHOro
3aCTOCYBaHHS NiKapCbKoro 3acoby A0 po3ainy
"PapMakonoriyHi B1acTMBOCTI" LOA0 BKIOYEHHS
3araslbHUX AaHyX Npo BWKMBAHICTb HA OCHOBI
0CTaTOYHUX pe3ynbTaTiB gocnimkeHHss MONARCH 2
22. | BEP3EHIO TabneTkn, BKpUTI Eni Ninni HigepnaHnamn nepBrHHa Ta Icnanis/ BHECEHHS 3MiH 0 peecTpauiitHux maTepianis: 3miHu || 3a He UA/20387/01/02
NNiBKOBOKO HepnepneHg BTOPUHHA CLIA MRy - 3MiHK WoA0 6e3nekn/edpeKTUBHOCTI Ta peyenmom nionsea
o60soHkoto no 100 B.B. ynakoBka, thapmakoHarnsgy. 3MiH1 y KOPOTKili XapakTepucTumLi €
mr, no 14 TabneTok KOHTPO/b SKOCTI, nikapcbKoro 3acoby, TeKCTi MapKyBaHHS Ta IHCTPYKUT
y 6nicTepi; no 2 BUMYCK Cepii: [ONs MeANYHOro 3acTOCyBaHHS Y 3B'A3KY i3 HOBUMMN
6nictepu y Ninni C.A., LaHVMW 3 AKOCTI, AOKAIHIYHUMM, KNIHIYHUMY AaHUMK Ta
KapTOHHIN nayui IcnaHis; OaHumn 3 hapmakoHarnsgy - 3MiHuM BHECEHO [0
BVPOGHMLTBO IHCTPYKLi 415 MeAUYHOr0o 3acTOCYBaHHS /liKapCbKOro

roTOBOI NiKAPCbKOT
dhopMU, KOHTPO/b
AKOCTI:
Ninni genb Kapi6e
IHk., CLLA

3acoby Ao posginy "OcobnvBOCTi 3acToCyBaHHS" WoA0
BK/IIOYEHHS IHGhopMaLLil Npo BUNaAKM apTepiasibHOT
Tpom6oembonii. 3MiHn Il TURY - 3MiHK LWoA0
6e3nekn/ecdhekTUBHOCTI Ta hapMakoHarnsgy. 3miHm y
KOPOTKIili XapakTepucTuLi NikapcbKoro 3acoby, TeKCTi
MapKyBaHHS Ta iHCTPYKUIT A/ MEANYHOIO 3aCTOCYyBaHHS
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Ne Hassa dopma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Peknam Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asiBHUKa BUPOOHUK Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakosKa) a NnocBi04Y€eHHs1
Yy 3B’A13KY i3 HOBMMW JaHUMW 3 AKOCTI, AOKNIHIYHUMY,
KTIHIYHUMW JaHVMU Ta faHumuy 3 chapmakoHarnagy
3MiHV BHECEHO [0 IHCTPYKUIT ANs MeAUYHOro
3acToCyBaHHSA NikapcbKoro 3acoby Ao po3gainy
"apmakonorivyHi BMacTMBOCTI" WOA0 BK/THOYEHHS
3arasibHUX JaHUX NPoO BUXUBAHICTb HA OCHOBI
ocTaTovHMX pesynbTaTiB gocnimpkeHHs MONARCH 2.
23. | BEP3EHIO TabneTkun, BKPUTI Eni Ninni HigepnaHvgu nepBuHHA Ta Icnanis/ BHECEHHS 3MiH 40 peecTpauiiiHux maTepiasis: 3miHu || 3a He UA/20387/01/01
nNiBKOBOK HepepneHg, BTOPVHHA CLWA TMny - 3MiHK WoA0 6e3nekn/edekTUBHOCTI Ta peyenmom nionsea
060/10HKO0 NO 50 B.B. yMnaKoBKa, thapmakoHarnagy. 3MiH1 y KOPOTKill XxapakTepucTumui €
Mr; no 14 TabneTok KOHTPO/b AKOCTI, nikapcbKoro 3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKLT
y 6nicTepi, no 2 BMNYCK cepil: 0151 MeAMYHOro 3aCTOCYBaHHSA Y 3B’A3KY i3 HOBUMMU
6nictepu y Ninni C.A., OaHVIMU 3 SKOCTi, AOKMIHIYHUMU, KAIHIYHUMY faHnMKn Ta
KapTOHHIM navui Icnanis; AaHvMu 3 chapmakoHarnsgy - 3MiHM BHECEHO A0
BMPOBHNLTBO IHCTPYKLUT ANA MeANYHOro 3aCTOCYBaHHS NikapCbKoro
roTOBOI /liKapCbKOT 3acoby Ao po3giny "OcobamnBoCTi 3aCTOCyBaHHA" LWOA0
chopmMK, KOHTPOSIb BK/IIOUEHHS iHchopMaLii Npo BUNagku apTepiasibHOI
AKOCTI: Tpomboem6onii. 3miHu Il TUny - 3MiHK Woa0
Ninni genb Kapi6e 6e3nekn/ethekTUBHOCTI Ta hapmakoHarnsagy. 3miHm y
IHk., CLLA KOPOTKili XapakTepucTuLi NikapcbKoro 3acoby, TeKCTi
MapKyBaHHS Ta iHCTPYKLT AN MeAUYHOro 3acToCyBaHHA
Y 3B’A3KY i3 HOBMMU AaHUMU 3 SKOCTi, AOK/IHIYHUMMU,
KNIHIYHUMW AaHVMK Ta JaHumn 3 papmakoHarnsgy
3MiHM BHECEHO [0 IHCTPYKLUIT ANs MeAUYHOro
3acToCyBaHHS NikapcbKoro 3acoby Ao po3giny
"®apmakonorivyHi BMacTMBOCTI" WOA0 BK/THOYEHHS
3arasibHUX JaHUX NPoO BUXUBAHICTb HA OCHOBI
ocTaTovHMX pesynbTaTiB gocnimkeHHs MONARCH 2.
24. | BEPCABO KOHUEHTpaT ans [O-p Peppi'c IHAja O-p Peppi'c IHAis BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis: 3a UA/19826/01/01
pPO3UnHYy AN Nab6opaTtopi Na6opaTopic it BUMNPABEHHS TEXHIYHNX NOMWUAOK 3rigHO N.2.4. po3giny peyenmom
iHdpy3in, 25 mr/mn, citg VI Hakazy MO3 Ykpainu Big 26.08.2005p. Ne 426 (y
no 4 mn (100 mr) y pepakuii Hakasy MO3 Ykpainu Big 23.07.2015 p Ne 460),
dhnakoHi; no 1 JonyLieHnx npy nposeAeHHi npoueaypu peectpadii (P
hnakoHy y KopobLii; NeUA/19826/01/01; NeUA/19827/01/01; Hakaz MO3
no 16 mn (400 mr) y Ykpainu Big 29.12.2022 p. Ne2378) B MKA /13 B
dhnakoHi; no 1 MeTOAUL BUNPOOYBaHHA 3a NOKa3HNKOM
hnakoHy y Kopobui 10.l4eHTUYHICTb 3a NenTUAHOK KapToH0., Npu Nepeknagi
Ta po3wwundpyBaHHi abpeBiaTypu peareHTy IAA, sky 6yno
HeBipHO nepeknageHo sk IHgoninoutosa kucnota (I0K).
MpasubHUM Nepeknaaom € MogoaueTtamia (IAA —
lodoAcetAmide). [laHi BUNpaB/ieHHA BiANOBIAAI0Tb
mMaTepianam BUPOB6HYKA, SKi 3HaX0AATLCS B apXiBi.
25. | BEPCABO KOHUEHTpaT ans O-p Pepgij'c IHais O-p Pepai'c IHgis BHECEHHS 3MiH 4,0 peecTpaviiHnx martepiais: - UA/19827/01/01
PO34nHY An1A Na6oparopi Na6opartopic N1 BUMPaB/IEHHS TEXHIYHMX MOMUIIOK 3rigHO N.2.4. po3giny
iHcpysiin, 25 mr/mn; in citg VI Haka3zy MO3 Ykpainu Big 26.08.2005p. Ne 426 (y

bulk: no 4 mn (100
Mr) y don1akoHi; no
500 chnakoHis y

Kopo6ui; Mo 16 mn

pegakuii Hakasy MO3 Ykpainu Big 23.07.2015 p Ne 460),
JonyLieHnx npy nposefieHHi npoueaypu peectpadii (P
NeUA/19826/01/01; NeUA/19827/01/01; Hakaz MO3
Ykpainm Big 29.12.2022 p. Ne2378) B MKA /13 B
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Ne Hassa dopma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Peknam Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asiBHUKa BUPOOHUK Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakosKa) a NnocBi04Y€eHHs1
(400 wmr) y donakoHi; MeToAML| BUNPOBYBaHHSA 3a NOKa3HUKOM
no 500 dhnakoHiB y 10.l4eHTUYHICTb 3a NenTUAHOK KapTo., Npu Nepeknagi
Kopoobui Ta po3wwundpyBaHHi abpeBiaTypu peareHTy IAA, siky 6yno
HeBipHO nepeknageHo sk IHgoninoutosa kucnoTa (I0K).
MpaBunbHUM Nepeknagom € l7|o,u,oaL|,eTaMi,q (IAA -
lodoAcetAmide). [laHi BUNpaB/ieHHA BiANOBIAaI0Tb
mMarepianam BUPO6HUKA, SIKi 3HAXOAATLCA B apXiBi.
26. | BIOOPA TabneTkun, BKPUTI 3eHTiBa, K.C. Yecbka Na6opaTtopioc Icnanis BHECEHHS 3MiH 0 peecTpauiitHux maTepiasis: 3MiHu | 3a He UA/13405/01/01
MIKPO nNiBKOBOK Pecny6nika | JleoH dapma, C.A. TMNy - AOMiHICTPaTMBHI 3MiHW. 3MiHa HaliMEHYBaHHS peyenmom nionsea
o6osoHkoto, 3,0 Ta/abo agpecu MicLs NPOBaKEHHS AiS/IbHOCTI €
mr/0,02 mr no 28 BMPO6HUKa/iMnopTepa roToBoro Jlikapcbkoro 3acoby,
Tabnetok B 6nictepi BK/IIOYaA0UM AiNbHWLI BUNYCKy cepii abo Micue
(21 Tabnetka NPOBELEHHS KOHTPO/TO AKOCTI. (AIANbHICTb, 3a AKy
POXEBOrO KOJ/IbOpY BiANOBiAae BMPOGHMK/IMNOpTEpP, BK/OYAOUM BUMYCK
Ta 7 TabneTok cepiii) AgmiHiCTpaTUBHA 3MiHa, BHECEHHS! YTOUHEHHS 0
6in10ro KoNbopy); No azpecy Micusi NPOBaKEHHS AisiSIbHOCTI Y 3B'A3KY 3
1 a6o 3 6nictepn B npuBeLEHHSAM A0 AiHoH0i NileHsil Ha BUPO6HMLTBO Ta
KapTOHHIA Kopoo6Li ceptudpikaty GMP. Micue3HaxoxeHHs1 BUPOBGHMKa,
BMPOGHMYA AiNbHULA Ta yCi BUpOoOHMYI onepawii
3aMLWATLCA HE3MIHHUMK.
3MiHV BHECEHO B IHCTPYKLiIO A1 Me4UYHOro
3aCTOCYBaHHS NikapcbKoro 3acoby y po3ain
"MicLe3HaxomkeHHs BUPOOHMKa Ta agpeca Micus
NPOBaKEHHS NOro AisNbHOCTI" 3 BiANOBIAHUMY 3MiHAMK
B TEKCTI MapKyBaHHs ynakoBoK. BBefeHHs 3MiH
NpPOTAroM 6-Tu MicALB Nic/1A 3aTBEPAKEHHS.
27. | BIKC NOPOLLOK A/1A MpokTep LLiBeiiuapis PadgyToH Benvka BHECEHHS 3MiH [J0 peecTpauiitHux maTepianis: 3miHu | 6e3 UA/10925/01/01
AHTUTPUN Opa/IbHOIO PO3UYUHY eHg l'em6n Na6opaTopi3 BpuTtaHis TMNy - 3MiHK 3 AKOCTI. [0TOBWIA NikapcbKnii 3aci6. peyenma
MAKC 3i CMakoM JIMMOHa,; IHTepHeLwHN Nimiten Cuctema KoHTeliHep/3aKynoptoBasibHW 3aci6. 3MiHa y
no 5 a6o 10 cawe y OnepeiiwH3 NepBUHHI yNakoBLji rOTOBOTO JlikapCbKOro 3acoby
Kopoo6Li CA (AKicHWiA Ta KinbKicHWI cknag) - Teepai nikapcbki hopmun
- BHECEHHSA 3MiH A0 p. 3.2.P.7. Cuctema KoHTeiHep/
3aKynoproBasIbHWIA 3aci6, a came BUNPaB/EHHS
[OPYyKapCbKoi NOMUIKN B XapakaTepucTukax nepBuUHHOT
yNakoBKM (f1lamiHart calle), a came: po3mip 30BHILLHbOIT
yacTuHu Bleached paper 6yno BunpasneHo 3 40 g/m? Ha
45 g/m? - 3aTBepaeHo: The container closure system
comprises a laminate sachet constructed of the following
material: - Bleached MG paper outer 40 g/m? (minimum),
LD polyethylene 12 g/m?, nominal, aluminium foil 15
microns nominal ethylene/methacrylic copolymer
(Syrlyn) 25 g/m? nominal.
3anponoHoBaHo: The container closure system
comprises a laminate sachet constructed of the following
material: - Bleached paper outer 45 g/m?, LD
polyethylene 12 g/m?, nominal, aluminium foil 15 microns
nominal ethylene/methacrylic copolymer (Syrlyn) 25 g/m?
nominal.
28. | BIKTO3A® PO34MH NS iH'EKLN, A/T HoBo [JaHis Bypo6HMK, [JaHis BHECEHHS 3MiH 40 peecTpauiiHux martepianis: 3MiHu | 3a He UA/12124/01/01
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Ne Hassa dopma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Peknam Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asiBHUKa BUPOOHUK Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakosKa) a NnocBi04Y€eHHs1
6 mr/mn, no 3 mMny Hopgaick Hepo3dhacoBaHOro TMny - 3MiHK WoA0 6e3nekn/edpeKTUBHOCTI Ta peyenmom nionsea
KapTpuaKax, NPOAYKTY, chapmakoHarnsgy - 3MiH1 BHECEHO A0 IHCTPYKLIT Ans €
BK/TafeHUX y HanoBHEHHS, MeAUYHOr0 3aCTOCYBaHHS NikapCbKoro 3aco6y CTOCOBHO
nonepegHL0 nepBuHHa peparyBaHHs TEKCTY po3ginis "®apMakonoriyHi
3arMoBHEHY ynakoBka, BacTMBOCTI" nigpo3ain "®apmakogmHavika”,
6araTo030BY KOHTPO/b AKOCTI "Oco611BOCTi 3acTOCyBaHHA". TepMiH BBeeHHSA 3MiH
0/flHOpa30BYy LUMNPULL- Ta BiANOBIgaNbHWIA npoTArom 6 micsyis nicns saTeepkeHHs. 3miHu Il Tuny -
pyuky; no 1 a6o no 2 3a BUNyCK cepiit 3MmiHun Wwoao 6e3nekn/edekTMBHOCTI Ta
nonepegHL0 KiHLLeBOro thapmakoHarnsgy. 3MiHU y KOPOTKili XxapakTepucTuLi
3anoBHeHI Wnpwu- npoaykty: A/IT NiKapcbKoro 3acoby, TEKCTI MapKyBaHHA Ta iIHCTPYKLT
PYYKV B KAPTOHHIV Hoeo Hopgaick, AN MeANYHOro 3acTOCyBaHHS y 3B’A3KY i3 HOBUMM
Kopoobui [aHis; BupobHuk OaHUMK 3 AKOCTI, AOKNIHIYHUMU, KNIHIYHUMU faHUMU Ta
ANs MapKyBaHHS AaHvMu 3 chapmakoHarnsgy - 3MiHM BHECEHO 0
Ta ynakoBKv, IHCTPYKLUT 4719 MEANYHOro 3acTOCYBaHHSA NikapCbKOro
BTOPUHHOIO 3acoby A0 po3ainy "MobiuHi peakuii”. TepMiH BBeAEHHS
nakyBaHHs: A/T 3MiH - NPOTAroM 6 MICALIB MIiCNA 3aTBEPLKEHHSA
Hoso Hopagaick,
[aHis; BUpobHuk
AN 36UpaHHs,
MapKyBaHHS Ta
yNaKkoBKMm,
BTOPUHHOTO
nakyBaHHs: A/T
Hoso Hopgick,
[JaHis
29. | BOBEH3UM TabneTku MYKOC HimeuunHa MYKOC HimeuuunH BHECEHHS 3MiH 0 peecTpauiitHux maTepiasis: 3MiHu | 6e3 UA/2842/01/01
KMLLKOBOPO3UUHHI, dapma EmynbcioHcresenn a TMny - 3MiHK WoA0 6e3nekn/edekTUBHOCTI Ta peuyenma
no 20 TabneTok y m6X i Ko. biagpT M6X hapmakoHarnsay (iHwi 3MiHn) - 3MiHW BHECEHO Y TEKCT
6nicTepi; no 2 abo Kl MapKyBaHHs BTOpPMHHOI N.17. IHLWE Ta nepBrHHOI N.6.
10 6nictepiB y IHLLE ynakoBOK likapCbkoro 3acoby, a came: yTOYHEHO
KapTOHHI kOpoo6Lyj; iHChOopMaLito LWoA0 /IOrOTUNY 3asiBHUKA
no 800 TabneTok y
6aHkax
30. | BOPUKA3 TabneTkun, BKPUTI rneHmapk IHAiA neHmapk IHAjs BHECEHHS 3MiH [0 peecTpauiiiHux maTepiasis: 3miHu | 3a He UA/15815/01/01
NnNiBKOBOKO dapmacbioT dapmacbloThKan3 Tuny - 3MiHK Woao 6e3nekn/etpekTNBHOCTI Ta peyenmom nionsea
060/10HKOH0 1Mo 50 vkans fTa. Nimiten hapmakoHarnsgy. 3miHa y KOpoTkili xapakTepucTuui €

mr; no 10 TabneTtok
y 6nicTepi; mo 1
6nictepy B
KapTOHHI KOopoo6Li

NikapcbKoro 3acoby, TEKCTi MapKyBaHHS Ta iIHCTPYKLT
AN MeAMYHOro 3acToCyBaHHS Ha NiACTasi perynspHo
OHOB/OBAHOrO 3BIiTY 3 6e3nekun nikapcbkoro 3acoby, abo
pocnipkeHb 3 6e3neky 3acToCyBaHHS NMikapCbKOro
3acoby B nic/isipeecTpaviiiHmii nepiod, abo sk pesynbrar
OLLiHKM 3BITY 3 AOCAiMKEHb, NPOBEAEHUX BIANOBIAHO A0
nnaHy negiatpuyHnx gocnigpkens (PIP) (3MiHy
Y3rO[PKEHO 3 KOMMNETEHTHUM YNOBHOBEKEHNM OPraHoM)
3MiHV BHECEHO A0 IHCTPYKLUIT ANs MeAUYHOro
3acTOCyBaHHS NikapcbKoro 3acoby Ao po3giny
"B3aemogis 3 iHWMMM NlikapCbKMMK 3acobamm Ta iHLUi
BMAM B3aeMOZjit" BiANoBigHO A0 pekomeHaauin PRAC.
TepMmiH BBefleHHs 3MiH MPOTSAroM 6 Micauis nicas
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n/n

JliKapcbKo20
3acoby

(nikapcbka ¢hopma,
ynakosKa)

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOOHUK
a

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs

Howmep
peecmpayiliHo2o

31.

BOPUKA3

TabneTkn, BKpUTI

3aTBEPMKEHHS. 3MiHM | TUny - 3MiHW Woao
6e3nekn/echekTUBHOCTI Ta hapmakoHarnsgy. 3miHm y
KOPOTKIili XapakTepucTuLi NikapcbKoro 3acoby, TeKCTi
MapKyBaHHS Ta iHCTPYKLT AN MeAUYHOro 3acToCyBaHHS
reHepnyYHUX/ribpuaHNXx/6ionogibHNX nikapcbkmx 3aco6is
nicns BHECEHHSA Tiel camoi 3MiHN Ha pedhepeHTHW
npenapar (3MiHa He NOTpebye HafaHHA XOAHUX HOBUX
[0[aTKOBUX AaHnX) 3MiHM BHECEHO [0 IHCTPYKUIiT Ans
MeAMYHOro 3acTOCyBaHHA ikapCbKoro 3acoby Ao
po3giny "MobiuHi peakwii” BignoBigHO A0 iHdopmaLii
pedheHTHOro nikapcbkoro 3acoby VFEND film-coated
tablets, Pfizer Limited (United Kingdom). TepmiH
BBE/IEHHS 3MiH NpOTAroM 6 micauis nicns
3aTBEPAKEHHS.

NnocBi04Y€eHHs1

32.

rAnonpun

NNiBKOBOO
060/10HKOI No 200
Mr; no 10 TabneTok
y 6nicTepi; no 1
6nictepy B
KapTOHHIA KOopoo6Li

PO3YUH AN1s1 iH'EKLNA,

I neHmapk
dPapmacboT
vkans Jita.

TOBAPUCT

IHais

YKpaiHa

neHmapk
dapmacboThKan3
Nimiten

BCi cTagii

IHais

BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3miHu |
TUny - 3MiHK Wwoao 6e3nekn/ethekTNBHOCTI Ta
hapmakoHarnsgy. 3MiHa y KOpoTKili XxapakTepucTumui
nikapcbKoro 3acoby, TeKCTi MapKyBaHHS Ta IHCTPYKLUIT
0151 MeQUYHOro 3aCTOCyBaHHA Ha MiAcTaBi perynsipHo
OHOBJIKOBAHOTO 3BIiTY 3 6e3neku nikapcbkoro 3acoby, abo
pocnimpkeHb 3 6e3neky 3acTocyBaHHS NMikapCbKoro
3acoby B micnsipeecTpay,inHnii nepioa, abo sk pesynbTar
OLiHKM 3BiTY 3 AOC/iMKEHb, MPOBEAEHUX BiANOBIAHO A0
nnaxy negiatpuyHux gocnimpkeHb (PIP) (3miHy
Y3rOKEHO 3 KOMMNETEHTHUM YNOBHOBaXKEHNM OpraHom)
3MiHN BHECEHO [0 IHCTPYKLii A1 MeAUYHOro
3acToCyBaHHSA NikapCcbKoro 3acoby A0 po3gainy
"B3aemogis 3 iHWMMK flikapCbKMmy 3acobamm Ta iHLLi
BMAW B3aEMOZiin" BIiANOBIAHO A0 pekomeHaauin PRAC.
TepMiH BBEAEHHS 3MiH NPOTAroM 6 micsAuiB nicns
3aTBEPMKEHHS. 3MiHKM | Tuny - 3MiHW Woao
6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsgy. 3miHm y
KOPOTKili XapakTepucTuLi NikapcbKoro 3acoby, TeKCTi
MapKyBaHHS Ta iHCTPYKLT AN MeAUYHOro 3acTOCYBaHHS
reHepnyYHUX/ribpuaHNx/6ionogibHNX nikapcbknx 3acobis
nicns BHECEHHSA Tiel camoi 3MiHM Ha pedhepeHTHW
npenapar (3miHa He noTpebye HagaHHA XOL4HNX HOBMX
[0[aTKOBUX AaHnX) 3MiHU BHECEHO [0 IHCTPYKUIiT Ans
MeAMYHOro 3acTOoCyBaHHA ikapCbKoro 3acoby A0
po3giny "MobiuHi peakwii" BignoBigHO A0 iHdopmauii
pedheHTHOro nikapcbkoro 3acoby VFEND film-coated
tablets, Pfizer Limited (United Kingdom). TepmiH
BBE/EHHS 3MiH NPOTAroM 6 micauis nicns
3aTBEPAKEHHS.

3a
peyenmom

He
nionsea
€

UA/15815/01/02

5wmr/mn, no 1 mne
amnyni; no 10
amnyn y kopo6u,i 3

KapToHy; no 1 mn B

BO 3
OBMEXEH
(0],0)

BIAMOBIOA

BMPOGHMLITBA,
KOHTPO/b SIKOCTI,
BMNYCK cepil:

ToBapuCTBO 3

YkpaiHa

BHECEHHS 3MiH [J0 peecTpauiiiHux maTepianis: 3MiHu |

TUMy - 3MiHM 3 AKOCTI. [OTOBWIA NikapcbKuii 3aci6. 3MiHN
y BUPOGHMLTBI. 3MiHa iMnopTepa/3miHu, Lo CTOCYTbCS
BUMYCKY Cepii Ta KOHTPO/IK0 AKOCTi FOTOBOTO NiKapCbKOro

3a
peyenmom

3acoby (3amiHa abo goAaBaHHsl BUPOOHMKA, L0

He
nionsea
€

UA/6576/01/01




38

ITpomoBxeHHs fojaTKa 3

Ne Hassa dopma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Peknam Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asiBHUKa BUPOOHUK Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakosKa) a NnocBi04Y€eHHs1
amnyni; no 5 amnyn NBbHICTHO 06MeXeHo BignoBigae 3a BBe3eHHS Ta/abo Bmnyck cepii) - He
y 6nicTepi; no 2 «KOPIMOPA BiANOBIAANBHICTIO BK/IO4A0UM KOHTPO/b/BMNPOGYBaHHSA cepii - jogaBaHHSA
6nictepu y kopobui 3 LA "XapkiBcbke doyHKLT BUNYCK Cepil BXe 3aTBepXeHOMY BUPOGHUKY:
KapToHy; no 1 mn B «300POB'A thapmaueBTuyHe ToBapucTBO 3 0OMEXEHOI0 BiAMNOBIAA/IBHICTIO
amnyrni; no 10 » niagnpMeEMCTBO "®apmaueBTMyHa komnanis "3gopos'a” (Ykpaina, 61013,
amnyn y 6nictepi; no "3p0poB's XapkiBcbka 0611., MicTo Xapkis, Bynuus LLieByeHka,
1 6nictepy y Hapoay", OyAVHOK 22), AKWiA BifNoBifae 3a BCi cTagji
KOpPOO6Li 3 KapTOHY YkpaiHa; BVMPOGHMLTBA, KOHTPO/Ib SIKOCTi. 3MiHU BHECEHO B
BCi cTagii IHCTPYKUiO 411 MeAMUYHOro 3acToCyBaHHA y po3ainu
BMPOGHMLITBA, "Bmpo6bHuK" Ta "Micue3HaxomKeHHs BUpoOHMKa Ta
KOHTPO/b SKOCTI, agpeca MicLs NPoBaKEHHS NOro AisifibHOCTI" y 3B'A3KY 3
BUNYCK cepii: BBE/IeHHAM [04aTKOBOro BUPOOHMKA Ta K HACNIA0K -
ToBapucTBo 3 BIANOBIAHI 3MiHW Yy TEKCTi MapKyBaHHs yNakoBKu/
06MexeHot nikapcbkoro 3aco6y. BeegeHHs 3MiH MpOTAroM 6-1u
BiANOBif&/bHICTIO MicALiB nicnsa 3aTBepMKeHHs. 3MiHK | Tuny - 3MiHW Woao
"®apmMaueBTNYHa 6e3nekn/edekTMBHOCTI Ta hapmakoHarnsagy (iHwi 3mMiHun)
KOMMaHis - OHOB/IEHO TEKCT MapKyBaHHSA NMepBUHHOT Ta BTOPUHHOT
"3popos'a”, ynakoBKM NiKapcbKoro 3acoby, a came BU/TyYEHO
Ykpaina iHchopMmalito, 3a3HaueHy pocCiliCbKO MOBOH,
KOHKPETV30BaHO /IOrOTUMN KOMMaHii Ta BHECEHO He3HauHi
peakLiiiHi npaBku. BBeAEHHSA 3MiH NPOTAroM 6-Tu
MiCALIB MiCNA 3aTBEPKEHHSA. 3MiHM | TUny - 3MiHKn 3
AKocTi. [oToBwWIA Nikapcbkuii 3aci6. CTabinbHiCTb. 3MiHa
y TepMiHax npuaaTHocTi abo ymoBax 36epiraHHsi
rOTOBOrO /iKapCbKOro 3acoby (36iNbLUEHHS TEPMIHY
nNpuAaTHOCTI FOTOBOrO MiKapCbKoro 3acoby) - Ans
TOProBOi yNakoBky (NiATBEPMAKYETLCA AaHUMU
peanbHOro Yacy) - 36i/bLUEHHS] TEPMIHY NPUAATHOCTI
N3y 3B'A3Ky i3 OTPUMAaHHAM MO3UTUBHUX AaHWX LWO40
nocnimpkeHHs ctabinbHOCTI y peasibHOMY yaci. [itoya
pepakuis: TepmiH npugartHocTi: 3 poku - MNponoHoBaHa
pefakuis: TepMiH NpUAaTHOCTi: 5 pokiB 3MiHWM BHECEHO B
po3ain "TepMiH NpUAaTHOCTI" B IHCTPYKL,i0 ANs
Me[MYHOro 3aCTOCYBaHHA NMiKapCbKoro 3acoby.
BBefeHHs1 3MiH NpoTArom 6-T MicAUiB micns
3aTBEPAKEHHS.
33. | FEMUUTABIH | nopouiok ans Koneriym Cnosaubka BMPOGHMLITBO, HimeuumnH BHECEHHS 3MiH [0 peecTpaLiitHux maTepiasis: 3MiHu | 3a UA/19260/01/02
®PAPEC pO3uuHy Ans c.p.o. Pecny6nika nepBuHHE Ta a Tuny - 3miHK Woao 6e3nekn/edekTNBHOCTI Ta peyenmom
iHchysiii no 1000 mr, BTOPVHHE thapmakoHarnsgy. BeeneHHs abo 3miHu fo
1 donakoH 3 nakyBaHHs, y3arasibHeHnX AaHnx npo cuctemy thapmakoHarnsgy
MOPOLLKOM Y KOpO6Lyi KOHTpO/b Ta (BBEAEHHSA y3araslbHEHVX AaHUX NPO cucTemy
BMNYCK cepil: thapMakoHarnsgy, amMiHa ynoBHoOBaXeHOoT ocobu,
TumoopraH BIANOBIAA/IbHOI 3a 34iiCHEHHA hapmakoHarnagy;
dapmavjie MM6X, KOHTaKTHOI 0co6M 3 chapmakoHarnsay 3asiBHVKa Ans
HimeuuunHa; 3[jicCHeHHs1 hapMakoHarsay B YkpaiHi, KO0 BoHa
BTOPVHHE BiAMIHHA BiJ YNOBHOBaXeHOI 0CO6M, BiAMNOBIAa/IbHOI 3a
naxyBaHHs: 3pificHeHHs hapmakoHarnsay (BK/IHYAKUM KOHTaKTHI
[Openyco [AaHi) Ta/abo 3MiHM y po3MilLeHHI MacTep-chaiina

dapmacbioTika [p.
EnteH aHg CoH

cuctemn chapmakoHarnsgy) - 3MiHa yrnoBHOBaXEHOI
0Cco6WM 3as1BHVKA, BiANoBiAa/IbHOI 32 hapMakoHarnsg.
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Ne Hassa dopma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Peknam Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asiBHUKa BUPOOHUK Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakosKa) a NnocBi04Y€eHHs1
M6X, HimeuunHa [itoua pepakuis: MysnueHko OnekcaHap. MNponoHosaHa
pepakuis: AneiiHuk CeiTnaHa JleoHigiBHa. 3miHa
KOHTaKTHUX AaHVX YNOBHOBaXKEHOI 0COOU 3asBHUKA,
BiANOBIAaIbHOI 3a thapmakoHarnsag,. 3miHa
MicL,e3HaxX0MKEHHS MacTep-haiina cuctemm
thapmakoHarnsgy. 3MiHa Micus 34iliCHEHHSI OCHOBHOT
AiSNbHOCTI 3 hapmakoHarnagy
34. | TEMUAUTABIH | nopoluok ans Koneriym CnoBaubka BMPOGHMLTBO, HimeuuunH BHECEHHS 3MiH 0 peecTpauiitHux maTepiasis: 3MiHu | 3a UA/19260/01/01
DAPEC pPO34MHY ANs c.p.o. Pecny6nika nepBrHHe Ta a TMny - 3MiHK WoA0 6e3nekn/edekTUBHOCTI Ta peyenmom
iHdpysili no 200 wmr, 1 BTOPUHHE thapmakoHarnsigy. BeegeHHs abo 3miHun go
h/1aKOH 3 NOPOLLKOM nakyBaHHS, y3araslbHeHUX JaHux nNpo cuctemy hapmakoHarnsgy
y KopoobLj KOHTpONb Ta (BBEAEHHSA Yy3araslbHEHMX AaHUX NPO cucTeMy
BUMYCK Cepii: thapmakoHarnagy, 3miHa ynoBHOBaXeHOi ocobw,
TumoopraH BiANOBIAA/IbHOI 32 34iliCHEHHA dhapmakoHarnagy;
dapmaljie Mv6X, KOHTaKTHOT 0Co6M 3 hapmakoHarnsay 3asBHuKa 415
HimeyuunHa; 3[jiCHEeHHs hapmakoHarisay B YKpaiHi, AKLWO BoHA
BTOpWHHE BiAMIHHA BiJ YNOBHOBaXeHOI 0CO6U, BiAMNOBIAa/IbHOI 3a
nakyBaHHs: 3pjiicHeHHs1 hapMakoHarnsay (BK/IHYaKUM KOHTaKTHI
[Openyco OaHi) Ta/abo 3MiHM y po3MilLeHHI MacTep-tharina
dapmacbtoTtika Jp. cuctemMu chapmakoHarnsgy) - 3MiHa yrnoBHOBaXEHOI
EnteH aHp, CoH 0cobu 3asBHMKA, BiANOBIAA/LHOT 38 hapmakoHarnsg.
'm6X, HimeuyunHa [Litova pepakuin: Mysunuernko OnekcaHgp. MNponoHoBaHa
pepakuis: AneiiHuk CeiTnaHa JleoHigiBHa. 3miHa
KOHTaKTHUX AaHMX YNOBHOBaXKEHOI 0CO6U 3asBHUKA,
BiANOBIAa/IbHOI 3a thapmakoHarnsag. 3miHa
MicL,e3HaxX0MKEHHS MacTep-haiina cuctemm
thapmakoHarnsgy. 3miHa Micus 34iliCHEHHS] OCHOBHOT
AisIbHOCTI 3 thapmakoHarnsgy
35. | TEHTAMIUWH | po3unH Ans iH'ekuiid, MAT YkpaiHa NAT "Tanuudapm” YkpaiHa BHECEHHS 3MiH [J0 peecTpauiitHux maTepiasis: 3MiHu | 3a UA/7197/01/01
Y CYNb®AT 40 mr/mMAn no 2 mn B "Tanuucapm TMny - 3MiHK WoA0 6e3nekn/edpekTUBHOCTI Ta peyenmom

amnyni; no 10
amnyn y KOHTYPHii
YapyHKOBIli
ynakosLj; no 1
KOHTYPHIl
YapyHKOBIli ynakoBLii
B nauu,; no 2 mn B
amnyni; no 10
amnyn y KOHTYPHii
YapyHKOBIl
ynakoBLi, 3anasHii
nanepom

"

thapmakoHarnsgy. BHeceHHs abo 3miHa(v) fo
30608B'A3aHb Ta YMOB BuAadi peectpauiiiHoro
nocBigYEeHHS, BKIOYaoun MnaH ynpaeniHHA pU3mkamm
(3acTocyBaHHS TEKCTY, SKWIA NOTOKEHNI 3
KOMNEeTeHTHUM OpraHoMm) - 3MiHW He PeKOMeHAYTbCA
[0 3aTBEPKEHHS Y 3B'A3KY i3 HEBIANOBIAHICTIO
3a5B/IEHOTO TUMY 3MiH BUMOram gogatky 17 Ta goaatky
25 po MNopagky NpoBeAeHHs eKcnepTu3n peecTpaviiHnx
mMartepianis Ha nikapcbki 3aco6u, Lo NoAalTbCs Ha
OepXxaBHy peecTpauito (nepepeecTpauito), a Takox
eKcrnepTn3n MaTepianis Npo BHECEHHSA 3MiH 40
peecTpavuiiHux MaTepiasniB NPOTArom fAii peecTpauiitHoro
nocBiAYEHHS, 3aTBEpAKeHoro Hakasom MO3 Bif
26.08.2005 Ne 426 (3i 3MiHamW) LLOA0 3aCTOCYBaHHSA
TEKCTY, KU NOTOKEeHN A KOMNETEHTHUM OpraHoM.
3MiHn | TURY - 3MiHK Woao 6e3nekn/edeKTUBHOCTI Ta
thapmakoHarnsgy. BHeceHHsi abo 3miHa(v) Lo
3060B'A13aHb Ta YMOB Buaui peecTpauiiiHoro
noceig4YeHHs, BkNoYarouy MaaH ynpasniHHSA py3nkamu
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n/n

Ha3ssa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOOHUK
a

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs

Homep
peecmpayiliHo2o
nocsio4eHHs

(3acTocyBaHHA TEKCTY, SKWIA NOrOMXEHWI 3
KOMMETEHTHUM opraHom) - 3asiBHUkom MAT
"lranuucpapm”, YkpaiHa HafaHo OHOB/eHWiA MNnaH
ynpasiHHA pu3nkamu Bepcis 2.1. 3MiHM BHeCeHo [0
yacTuH: | «3aranbHa iHchopmauis» V «3axoam 3
MiHiMi3aLii pusukie» VI «Pestome nnaHy ynpasBniHHA
pusnkammn» VIl «ogatku» (4oAaTOK 2) y 3B'A3KY 3
OHOBJIEHHAIM iH(hopMaL,i 3 6e3mnekun Ajtoyoi pevoBUNHN
reHTamiuuHy cynbat BiANOBIAHO A0 aKTyasbHOI
pedhepeHTHOT iHdhopmaLlii, Wo € PyTUHHUMMN 3aX04amMu 3
MiHimi3auii pu3ukie. Pe3tome MNnaHy ynpasiHHA
pu3nkamu Bepcis 2.1 nogaeTbes

36.

rAPOXNOPO
TIA3W,

MOPOLLIOK
(cybcTaHuis) y
noAgiliHMx
nonieTuIeHoBmxX
MiLLKax (30BHiLLHiIi
YOpHWUIA), BKNAAEHUX
y hibpo 6apabaHu
AN BUPOOHMLTBA
HecTepuIbHNX
nikapcbknx hopm

AT
«Papmak»

YkpaiHa

YaHnkoy
dapmac'toTikan
PekTOpI

KuTain

BHECEHHS 3MiH 40 peecTpalinHmx maTepiasis: 3MiHu |
TMny - AQMiHICTPaTVBHI 3MiHW. 3MiHa HaliMeHyBaHHS
Ta/abo agpecy 3asiBHMKa (B/laCHUKa pPeEECTpaLiiHOro
nocBifYeHHs) 3MiHa HaliMeHyBaHHS Ta afpecu 3asiBHUKa
(BnacHvka peecTpauiiHoro nNocBig4eHHs). 3miHu | Tuny -
3MiHu 3 aKocTi. CepTudikaT BignosigHoCTI/IE-
cepTudikat BigNOBIAHOCTI €BpONENChKil
hapmakonei/moHorpadii. NMogaHHA HOBOro abo
OHOB/IEHOTO cepTudiKaTa BignoBigHOCTI ab0 BUyYEHHS
cepTudiikaTa BignNoBIAHOCTI EBpONeENChKin hapmakonei:
ans A®l; ona BuxigHoro
marepiany/peareHTy/npoMbKHOIO NPOAYKTY, L0
BMKOPVCTOBYIOTbCA Y BUPOOHULTBI ADI; 415 AONOMDKHOT
peyvoBuHM (cepTudikaTt BiANOBIAHOCTI EBPONEChKil
hapmakonei) - OHOBEHWIA cepTudikart Bif yxe
3aTBEepKEHOro BUpobHuKa. MNMogaHHA OHOBEHOrO
cepTudikaTa BiANOBIAHOCTI EBponeiickbkiit hapmakonei
Ne R1-CEP 2006-011 - Rev 03 (3atBepgxeHo: R1-CEP
2006-011 - Rev 02) gnsa A®I| rigpoxnopoTiasug Bif Bxe
3aTBepaxeHoro BupobHunka Changzhou Pharmaceutical
Factory, Kutaii. 3miHm | Trny - 3MiHM 3 AKOCTI.
CeprtuchikaT BignosigHocTi/lE-cepTudikart BifgnoBigHOCTI
€Bponeiicbkiit hapmakonei/moHorpadii. MogaHHA
HOBOro abo OHOB/EHOrO cepTudikata BigNoBIAHOCTI a60
BWNYyYEHHS cepTudikarta BignoBsigHOCTI €EBponeiicbkii
thapmakonei: ana A®l; gns BuxigHoro
marepiany/peareHTy/npoMKHOIO NPOAYKTY, L0
BMKOPVCTOBYIOTbCA Y BUPOOHULTBI ADI; 415 AONOMDKHOT
peyoBuHM (cepTudikaT BiANOBIAHOCTI EBPONEChKIl
hapmakonei) - OHOBEHWIA cepTudikart Bif yxe
3aTBepKEHOro BUpobHyKa. MNMogaHHA OHOBEHOrO
cepTudikaTa BigNOBIAHOCTI EBponeiickbkii hapmakonei
Ne R1-CEP 2006-011 - Rev 04 gna A®l
rigpoxnopoTiasung Bif BXe 3aTBePAKEHOr0 BUPOGHMKa
Changzhou Pharmaceutical Factory, Kutaii. Bigbynucs
3MiHM 3@ p. «YNakoBKa» (3aTBepKeHo: Y Millkax
NoABINHMX NOMIETUNEHOBMX, 3a6e3neveHnx eTukeTkamu,
BK/1aieHUX B KAPTOHHI 6apabaHu»; 3anponoHoBaHo: Y

UA/13206/01/01
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ITpomoBxeHHs fojaTKa 3

Ne Hassa dopma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Peknam Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asiBHUKa BUPOOHUK Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakosKa) a NnocBi04Y€eHHs1
NoABIiHMX NONIETUIEHOBMX MiLLKaX (30BHILLHI YOpHUIA),
BKNageHux y ibpo 6apabaHn.) Ta 3a p. «TepmiH
36epiraHHa» (3aTBepKeHo: «TepMiH npuaartHocTi 4
POKU»; 3anponoHoBaHo: «llepios peTecTyBaHHs 4
POKM»). 3MiHuM | TMRy - 3MiHK 3 AkocTi. CepTudikart
BignosigHocTI/TE-cepTudpikat BignosigHocCTi
€Bponeiicbkili hapmakonei/MoHorpadii. 3miHu,
noB's3aHi 3 HEOOXIAHICTIO MPVYBEAEHHS Y BiANOBIAHICTb
0o MoHorpadii dY abo EBponeiicbkoi hapmakoner,
abo iHwWoi HauioHanbHOI dhapmakonei gepxasn €C (iHLWi
3MiHV) NpuBeAeHHs cneuudikauii Ta METOAIB KOHTPOSIO
A®| 3a NOKa3HUKOM «KinbKicHe BU3HAYEHHS» Y
BIANOBIAHICTbL A0 Ajtouoi MoHorpadii Hydrochlorothiazide
EP
3aTBepmkeHo: KinbkicHe BU3HaueHHs Big 98,0% no
102,0% B nepepaxyBaHHi Ha CyXy peyvoBUHY.
3anponoHoBaHo:
KinbkicHe Bu3Ha4veHHs Big 97,5% pno 102,0% B
nepepaxyBaHHi Ha CyXy pevyoBuHY
37. | TPU3EO®YN | Tabnetkn no 125 mr, My6niuHe YkpaiHa My6niyHe YkpaiHa BHECEHHS 3MiH [0 peecTpauiitHux maTepiasis: 3MiHu | 3a UA/1280/01/01
bBIH no 20 TabneTtok y akuioHepHe akuioHepHe Tuny - 3MiHK 3 AKOCTi. FOTOBWIA Nikapcbkuii 3aci6. 3MiHK peyenmom
6nictepi; no 2 TOBapuncTBo TOBapuCTBO y BUPOGHMLTBI. 3MiHM y NpoOLeCi BUPO6GHMLTBA rOTOBOIO
6nictepun y nauui 3 «HaykoBo- «HaykoBo- NiKapCcbKoro 3acoby, BKIOUaKUM NPOMKHUIA MPOAYKT,
KapToHYy BUPOBHNYUI BUPOBHNUNIG LL|0 3aCTOCOBYETHCS NPU BUPOGHULTBI FOTOBOrO
LeHTp LeHTP nikapcbKkoro 3acoby (He3HayHa 3MiHa y mpoLeci
«Bbopuarisc «Bbopuiariscbkuii BMPOGHMLITBA) HE3HAYHA 3MiHA B NPOLIECi BUPOGHMLTBA,
bKWIA XiMiKO- XiMiKo- sika nonsrae B 06'efHaHHI ABOX onepawiin Ha cTagii AP
hapmauesT hapmaueBTUYHWI 2. MigroToBKa CUPOBUHN 711 3HWKEHHS HEraTUBHOIO
NYHWIA 3aBofA» BnmBYy A®| Ha NepcoHaUT Ta 3MEHLLEHHS 3ara/lbHOro
3aBO4» yacy BUKOHaHHA cTagii (3aTBepapxeHo: ctagia AP 2.1
«Po3TaptoBaHHs Ta NpocitoBaHHA CMPOBUHW» Ta [P 2.2
«3BaXyBaHHS CYPOBUHW»; 3anponoHoBaHo: cTagis [P
2.1 «3BaxyBaHHS Ta NPOCitOBaHHA CUPOBUHM».
38. | OAP®EH® CyCneHsis opasibHa, MpAT YkpaiHa BVPOGHMLTBO Icnanis BHECEHHS 3MiH [0 peecTpaLliiiHux maTepiasis: 6e3 UA/18783/01/01
EKCNPEC 200 mr/10 mn; "papmaueBT roToBOro BUMNPABNIEHO TEXHIYHY NOMUJIKY B IHCTPYKLT 415 peyenma
no 10 mn y calue; no | uyHa ipma NPOAYKTY, MeAMYHOro 3aCTOCYBaHHA /likapCbKoro 3acoby y
10 cawe B nayui "fapHnus” KOHTpO/b/TecTyBa po3sginax "BupobHuk", "MicLe3HaxoKeHHs1 BUPOOHMKa
HHSA, BUMYCK cepil Ta lioro agpeca Micusa NpoBaMKeHHs AisnbHOCTI", a
roToBOro came y3rofxeHo iHhopMaLilo 3aTBepKEHY Haka3oM
NPOAYKTY: MO3 Big 13.08.2024 p. Ne 1422
EQE®APM, C.J1.,
Icnamis;
KOHTpONb/
TecTyBaHHA Ta
BUNYCK cepii
roTOBOro
NPOAYKTY:

dapmanigep, C.A.,
IcnaHis;
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ITpomoBxeHHs fojaTKa 3

n/n

Ha3ssa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOOHUK
a

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs

Homep
peecmpayiliHo2o
nocsio4eHHs

MiKpOGIONOTiYHWIA
KOHTPO/b!
Biona6, C.J.,
Icnanis

39.

OAP®EH®
Kiac

CyCneHs3isi opasibHa,
100 mr/5 mn;

no 100 mny
dhnakoHi a6o no 200
MY pakoHi; no 1
dnakoHy y
KOMM/IEKTI 3i
LUNPULLOM-
[03aTopoM B nauu,i

MpAT
"®apmaueBT
nyHa chipma

"fapHuua”

YkpaiHa

BMPOGHMLTBO,
nepBuHHe Ta
BTOPUHHE
nakyBaHHS,
KOHTPO/b SIKOCTI,
BWMNYCK cepil
roToBOro
NPOAYKTY:
[endapm Bnagen
B.B., Higepnanay;
BMPOBHULTBO,
nepBuHHe Ta
BTOPUHHE
nakyBaHHS, BUNYCK
cepii roToBOro
NPOAYKTY:
Epedapm, C.J1.,
IcnaHis;
KOHTPO/b AKOCTI
(3a BUHATKOM
Mikpob6ionoriyHoro
KOHTPO/10),
BUNYyCK cepii
roToBOro
NPOAYKTY:
dapmanigep, C.A.,
IcnaHis;
MiKpO6ioorivHuiA
KOHTpO/b
(cy6nigpagHuk
KomnaHii
Farmalider, S.A.):
Biona6, C.J1.,
IcnaHis

HigepnaH
anl
Icnanis

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis:
BUMPABIEHO TEXHIYHY NOMUJIKY B IHCTPYKLIT 418
MEeAMYHOro 3aCTOCYBaHHS MiKapCbKOro 3acoby y

po3ainax "BupobHuk", "MicLe3HaxoKeHHs] BUPO6HMKa
Ta lioro agpeca Micusa NpoBaKeHHs fisnbHOCTI", a
came y3rof)KeHo iHhopmaLito 3aTBepKEHY Haka3oM
MO3 Big 13.08.2024 p. Ne 1422

6e3
peyenma

UA/18549/01/01

40.

AE3NPETT

TabneTkn, BKpUTI
NAiBKOBOO
o060n0HKoto no 0,075
Mr no 28 TabneTok y
6nictepi; no 1 a6o 3
6nictepy B
KapTOHHIA Kopoo6Li

3eHTiBa, K.C.

Yecbka
Pecny6nika

BUPOGHMLTBO
roTOBOro
NPOAYKTY,
nakyBaHHs1,
KOHTPO/b SIKOCTI,
BMNYCK Cepil:
Nab6opaTopioc
NeoH ®apma,
C.A., IcnaHis;
MiKpOGioIoriYHMiA
KOHTPO/b:

IcnaHis

BHECEHHS 3MiH [J0 peecTpauiitHux maTepianis: 3miHu |
TMny - AGMiHICTPaTVBHI 3MiHW. 3MiHa HaliMeHyBaHHS
Ta/abo agpecyu MicLs NPOBAKEHHS Ai/IbHOCTI
BMPOGHUKa/iMnopTepa roToBOro Jlikapcbkoro 3acooy,
BK/IO4A0UM AiNbHUL BUMYCKY cepii abo micue
NpoBeAeHHSA KOHTPOJIK0 AKOCTI. (LiANbHICTb, 3a AKY
BiAnoBiAae BUPOGHMK/iIMNOPTEP, BKIOUYAKOUM BUNYCK
cepiii) BHECEHHS YTOUHEHHS [0 agpecy Micus
NPOBaMKEHHSA AiSNIbHOCTI Y 3B'A3KY 3 NPUBEAEHHAM [0
Airoyoi niLeHsii Ha BUPo6HMLTBO Ta cepTudikaTty GMP.
MicLe3HaxomkeHHs1 BUPOGHMKa, BUPOBHMYA AiNbHULA Ta

3a
peyenmom

He
nionsea
€

UA/15002/01/01




43

ITpomoBxeHHs fojaTKa 3

n/n

Ha3ssa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,

ynakosKa)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOOHUK
a

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs

Howmep

peecmpayiliHo2o

NnocBi04Y€eHHs1

NNTABOPATOPIO

EYABAPHE, C.A,,

IcnaHis;
anibTepHaTUBHA
ninsiHka ans
BTOPUHHOTO
nakyBaHHs:
TOB "MaHaHTian
IHTerpa", IcnaHis

yCi BUpOOHMUI onepavii 3anLaoTbCst HE3MiHHUMM.
3MiHU BHECEHO B IHCTPYKLiO 415 MEAUYHOTO
3acTocyBaHHSA NikapcbKoro 3acoby y posgin
"Micue3HaxompKeHHs BUPOOHMKa Ta agpeca Micus
NPOBaKEHHS NOro Ais/IbHOCTI" 3 BIANOBIAHUMY 3MiHAMY
B TEKCTi MapKyBaHHs1 yNakoBOK. BBeeHHs 3MiH
NPOTAroM 6-TW MIiCALIB MiC/A 3aTBEPKEHHS.

41.

IEKCOJEB®

po34nH ans

iH'ekujn/iHdysii, 50
Mr/2 M, No 2 Mn B
amnyni, no 5 amnyn

y 6nictepi, no 1
6nictepy B

KQpPTOHHii KOpooLi

Abpun
dopmyneiL
H3 MBT. JITA.

IHais

Abpun
Na6opaTopi3
MpaiiBeT JlimiTeq,

IHgis

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis:
YTOUYHEHHA peecTpaLiiiHOl NpoLeAypu Ta yNnakoBKu B
Hakasi MO3 YkpaiHu Ne 1933 Big 18.11.2024 - 3MmiHu |
TMNy - 3MiHM 3 AKOCTI. [OTOBWIA NikapcbKnii 3acib.
CrabinbHicTb. 3MiHa y TepMiHax npugaTHocTi abo
ymoBax 36epiraHHsi TOTOBOrO MikapCbKoro 3acoby
(36iNbLUEHHA TEPMiIHY NMPUAATHOCTI FOTOBOTO JiKaPCbKOro
3acoby) - 15 ToproBoi ynakoBku (MigTBEPAXKYETLCS
OaHUMW peasibHOro Yacy) - 36i/bLUEHHS TEPMIHY
NpWAATHOCTI TOTOBOIO /iKapCbKOro 3acoby 3 2 pokis Ao 3
POKiB. 3MiHM BHECEHO B iHCTPYKLiitO A1 MEAUYHOTO
3acTocyBaHHA NikapcbKoro 3acoby y po3gin "TepMiH
npugatHocTi". Pegakuis B Hakasi - npoueaypa - 3MiHu |
TMny - 3MiHK 3 AKOCTI. [0TOBWIA Nikapcbknii 3acib.
CT1abifibHICTb. 3MiHa Yy TepMiHax npugartHocTi abo
ymoBax 36epiraHHs roToBOro /iKapCbKoro 3acoby
(3MEHLLEHHSI TEpPMiHY NPUAATHOCTI FOTOBOTO J1iKapCbKOro
3aco6y) - 119 TOproBoi yNakoBKW - 3MEHLUEHHSI TEPMiHY
npugatHocTi 13 i3 5 pokiB A0 3 pokiB. 3aTBepKeHO:
TepMmiH npuaaTHocTi. 5 pokiB. 3anponoHoBaHo: TepMiH
npuaaTHoCTI. 3 POKKU. 3MiHV BHECEHO B po3fin "TepMmiH
npuaaTHOCTI" B IHCTPYKLiIO 4715 MEeANYHOro
3acToCyBaHHSA NiKapcbkoro 3acoby; ynakoska - o 2 M B
amnyni, no 5 amnyn B 61icTepi Ta KAPTOHHI KOPOOL.
BIPHA PEOAKLISA - 3MiHu | TUny - 3MiHK 3 IKOCTi.
FoToBwMii NikapcbKuii 3aci6. CTabinbHicTb. 3mMiHa y
TepmiHax npugaTHOCTi a60 yMmoBax 36epiraHHsA
roToBOro NiKapCbKOro 3acooy (36i/IbLUeHHSI TEPMiHY
NpUAATHOCTI TOTOBOrO JliKapCbKOro 3acoby) - Ans
TOProBoOi ynakoBKu (NiATBEPAKYETLCA AaHUMMN
peasibHOro 4yacy) - 36iNbLUeHHA TeEPMiHY
NpUAATHOCTI FOTOBOIO J1iIKAPCHLKOTO 3acoby 3 2 poKiB
0o 3 pokiB. 3MiHM BHeCeHO B IHCTPYKLUilo Ans
MeAVYHOro 3aCTOCYBaHHS NliKapCbKOro 3acooty y
po3ain "TepMiH npuagaTHOCTI"; ynakoBKa - Mo 2 M1 B
amnyni, no 5 amnyn y 6nictepi, no 1 6nictepy B
KapTOHHili Kopoo6ui.

3a
peyenmom

UA/20522/01/01

42,

[EMO-
NPOBEPA®

cycneHsis gns

iH'ekuild, 150 mr/m;
no 1 mn cycneHsii y

Mdpaiizep
IHK.

CLIA

Mdpaiizep
MeHtodekuypuHr
Benbris HB

Benbriga

BHECEHHS 3MiH 40 peecTpauiitHux maTepiasnis: 3miHu ||
TMny - 3MiHK WoA0 6e3nekn/edekTBHOCTI Ta
hapmakoHarnagy. 3MiH1 y KOPOTKill XxapakTepucTumui

3a
peyenmom

He
nionsiea
€

UA/11244/01/01




44

ITpomoBxeHHs fojaTKa 3

Ne Hassa dopma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Peknam Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asiBHUKa BUPOOHUK Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakosKa) a NnocBi04Y€eHHs1
nakoHi abo nikapcbKoro 3acoby, TeKCTi MapKyBaHHS Ta IHCTPYKLUT
3anoBHeHOMY AN MeANYHOro 3acTOCYBaHHS y 3B’A3KY i3 HOBUMM
wnpuyi, no 1 OaHUMW 3 AKOCTI, AOKNIHIYHUMU, KNIHIYHUMU faHUMU Ta
chnakoHy abo 1 AaHvMu 3 chapmakoHarnsgy - 3MiH1 BHECEHO 0
LUNPULLY B KAPTOHHIM IHCTPYKLi 415 MeAUYHOTO 3aCTOCYBaHHS JliKapCbKOro
Kopoobui 3acoby o po3giny "OcobnmBocTi 3aCToCyBaHHA"
BiZNOBIAHO A0 MaTepianiB peecTpaLiiiHoro fJochbe, a
Takox Ao po3ainy "rMobivHi peakuii" iHCTpyKLii 6yna
BHeceHa iHfhopmauis Wwoao HeobxigHOCTI NOBIAOMNATY
npo yci BUNaaku Nifo3proBaHnx NoGiYHMX peakLiii Ta
BiACYTHOCTi eheKTUBHOCTI /likapcbKoro 3acoby.
BBeneHHs 3MiH NpoTAaroM 9-tu micAuis nicns
3aTBEPKEHHS
43. | AEPEBIO TpaBano 50ry MpAT YkpaiHa MpAT "NikTpasn” YkpaiHa BHECEHHS 3MiH [0 peecTpauiitHux maTepiasis: 3MiHu | 6e3 UA/5671/01/01
TPABA naykax 3 BHYTpILUHIM "NikTpasun" TMny - 3MiHK 3 AIKOCTi. FOTOBWIA Nikapcbkunii 3aci6. peuyenma
naketom; no 1,5ry CuncTemMa KoHTelHep/3aKynopioBasibHUIA 3aci6 (iHLui
inbTp-nakeTax Ne 3MiHW) - BHECEHHS 3MiH 1O HOPMYBaHHS NOKa3HUKIB
20 y nauuj abo y «lpgeHTudikalia (30BHiLLHI 03HaKKN)» (40AAaBaHHA onucy
nayuj 3 BHYTPILWHIM NAIBKM NakyBasibHOI ); « TOBLYMHA MANIBKW» (YTOYHEHHS
naxkeTom [0MNyCTUMMX HOPM MOKa3HUKa) crieumdikavii 3 KOHTPOso
NepBMHHOTO NMakKyBa/IbHOrO MaTepiasy A/19 yNakoBKu No
50 ry nayui 3 BHYTPILWHIM NakeTom (nniBka nakysasibHa
(nepBuHHA) nosniMepHa). MNepBUHHWI NakyBasbHWIA
mMarepian 3anwaeTbCst HE3MiHHUM
44. | AMHACTAT niogpinizat gna Mdpaiizep CLIA BTOPWHHE Benbria/ BHECEHHS 3MiH [0 peecTpaLliitHux maTepiasis: 3a UA/2525/01/01
PO3YUHY ANS iH'EKLLA IHK. nakyBaHHs, BUMYCK ClwA/ YTOUHEHHS1 BUPOGHUKIB B Hakasi MO3 YkpaiHu Ne peyenmom
no 40 mr; 5 cepii: Benebris 1933 Big 18.11.2024 B npoueci BHECEHHSA 3MiH - 3MiHU
hN1aKkoHiB 3 Mdpaiizep | TNy - AOMIHICTpaTMBHI 3MiHU. 3MiHa HallMeHyBaHHS
niocpinizatom y MeHtodek4ypuHr Ta/abo agpecyu MicLs NPOBaKEHHS AiS/IbHOCTI
KOMNANeKTi 3 5 Benbrist HB, BMPOOGHUKa/iMnopTepa roToBOro Jlikapcbkoro 3acooy,
amMnynamm Benbris; BK/IHOUAOUM AiNbHMLI BUMYCKY cepii abo Micue

PO3YMHHKKA MO 2 M
(HaTpito xnopug,
BOAA AN iH'EKUiN) Y
KapTOHHIA Kopoo6Li

BMPOBGHULTBO in
bulk, nepsuHHe
nakyBaHHs:
dPapmaljs i
AngxoH KomnaHi
NNC, CWA,;

BMPOGHWKM ANA
PO3YMHHYIKA:
NOBHUIA LMK

BMPOGHMLITBA Ta

BUMYCK:
Mcpaiizep
MeHtochekuypuHr
Benebria HB,
Benbris

NpoBeAEeHHSA KOHTPOSIK0 AKOCTI. (LiANbHICTb, 3a AKY
BiAnoBiAae BUPOGHMK/iIMNOPTEp, BKIOUYAKOUM BUNYCK
cepiii). AGMiHICTpaTVBHA 3MiHa Y 3B'A3KY 3i 3MiHOIO
afipecu Ta Ha3BM BUPO6HWMKa. Micle BUpobHMLTBA,
MicLie po3TallyBaHHs Ta BUPOBHMYMIA NpoLec He
3MiHIOI0TbCA. PefiakLis B Hakasi - BTOPMHHE NakyBaHHS,
Bunyck cepii: MNdpalizep MeHogekyypuHr Benbris HB,
Benbrisi; BMpo6HULTBO in bulk, nepBuHHE NakyBaHHSA:
dapmauis i AngxoH Komnari /INC, CLUA; BUPOGHMKM
AN PO3YMHHMKA: NOBHWIA LK BUPOGHULITBA Ta BUNYCK:
Mdpaiizep MeHodekuypuHr Benbris HB, Benbris;

C-A-AtFanis: BipHa pegakuis - BTOpUHHe
nakyBaHHSA, BUNyck cepii: Ndaiisep MeHtochekuypuHr
Benbrisa HB, Benbrisi; BUpo6HUUTBO in bulk,
nepBuHHe nNakyBaHHA: PapMauis i AngpxkoH KomnaHi
NNC, CLUA; BUPOBGHUKMN ANSi PO3UMHHMKA: NOBHUIA
UMKNn BUpoGHMUTBa Ta Bunyck: Mdaiizep
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ITpomoBxeHHs fojaTKa 3

Ne Hassa dopma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Peknam Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asiBHUKa BUPOOHUK Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakosKa) a NnocBi04Y€eHHs1
MeHodekuypuHr Benbria HB, Benbrist
45. | AMNPO®OnN emynbcia gns AT YkpaiHa AT "dapmak" YkpaiHa BHECEHHS 3MiH 0 peecTpauiiiHux maTepiasis: 3MiHu | 3a He UA/15942/01/01
® EATA iHcpy3ii, 10 mr/mn, "papmak” TMny - 3MiHK WoA0 6e3nekn/edekTUBHOCTI Ta peyenmom nionsea
no 20 mn B amnyi; hapmakoHarniagy. 3miHa y KOpoTKiii XxapakTepucTuLi €
no 5 amnyn y naui; nikapcbKoro 3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKLiT
no 20 mn y chnakoHi; AN MeAMYHOro 3acToCyBaHHS Ha NiAcTasi perynspHo
no 1 a6o 5, a6o no OHOBJIIOBAHOrO 3BiTY 3 6Ge3nekn Nikapcbkoro 3acoby, abo
10 dhnakoHiB y [ocnigpkeHb 3 6e3nekn 3acToCcyBaHHS NiKapCbKoro
nauui; no 50 mny 3aco6y B nic/isipeecTpaviiiHmii nepiod, abo sik pesynbTaT
hnakoHi; no 1 OL|iHKM 3BITY 3 AOCIMHKEHb, NPOBEAEHUX BiANOBIAHO A0
dhnakoHy y nauui nnaHy negiatpuyHmx gocnigpxes (PIP) (3MiHy
Y3rO[XXEHO 3 KOMNETEHTHUM YNOBHOBAXKEHVIM OpraHom)
3MiHWN BHECEHO A0 IHCTPYKLii 415 MeAUYHOro
3aCcTOCyBaHHS NikapcbKoro 3acoby y po3ain "MobiuHi
peaxuii” BignoBiAHO 4O OHOBNEHOT iHChopMaLii 3 6e3neku
Aito40T peyvoBVHN. BBEAEHHSA 3MiH NPOTArom 6-Tu MicALiB
nicns 3aTBepAKeHHs
46. | ANNPO®ON eMynbCia ans AT YkpaiHa AT "dapmak” YkpaiHa BHECEHHS 3MiH [J0 peecTpauiiiHux maTepianis: 3miHu | 3a He UA/15942/01/02
® EATA iHdpysin, 20 mr/mn, "Papmak” MRy - 3MiHK WoA0 6e3nekn/edpeKTUBHOCTI Ta peyenmom nionsea
no 20 mn B amnyni; hapmakoHarnsgy. 3MiHa y KOpoTKilii XxapakTepucTuui €
no 5 amnyn y nauui; nikapcbKoro 3acoby, TeKCTi MapKyBaHHS Ta IHCTPYKUT
no 20 mMn 'y go1akoHi; 0151 MeQUYHOro 3aCToCyBaHHA Ha MiAcTaBi perynsipHo
no 1 a6o 5, a6o no OHOBJ/IKOBAHOrO 3BIiTY 3 6e3neku nikapcbkoro 3acoby, abo
10 donakoHiB y pocnimpkeHb 3 6e3neky 3acTocyBaHHS NikapCbKoro
nadui; no 50 mny 3acoby B nmicnsipeecTpayiiHuii nepioa, abo sk pesynbTar
dhnakoHi; no 1 OLiHKM 3BITY 3 AOCNiMKEeHb, NpOBeAEHNX BIANOBIAHO A0
donakoHy y nauii nnaxy negiatpuyHmx gocnimpkeHb (PIP) (3miHy
Y3roXXE€HO 3 KOMMETEHTHUM YMOBHOBaXXEHVIM OpraHoM)
3MiHV BHECEHO [0 IHCTPYKUIT 415 MeAUYHOro
3acTOCyBaHHSA Nikapcbkoro 3acoby y po3ain "Mo6iyHi
peakuii" BiANOBIAHO A0 OHOBMEHOT iHGhopMaL,i 3 6e3neku
Liro4oi pevyoBuHW. BBeeHHA 3MiH NPOTArom 6-Tu MicALiB
nicns 3aTBepAKeHHs
47. | AMUNHOH PO34MH AN iH'EKLN, CaHpos CnoBeHisi Nek CnoBeHis BHECEHHS 3MiH 4,0 peecTpaviiHnx martepiais: 3a UA/8466/01/01
250 mr/2 mn, no 2 dapmachbHoTi dapmaueBTUYHa BunpaBneHHs TeXHIYHOT NOMW/IKK, 3rigHo N.2.4. n.n. 4 peyenmom
M B amnyni; no 50 Kans g.4. KoMmnaHia 4.4, po3giny VI Hakasy MO3 Ykpainu Big 26.08.2005p. Ne
amMnyn y KapTOHHIl 426 (y pepakuii Hakazy MO3 Ykpainu Big 23.07.2015 p
KopooLi Ne 460) y MKA 13 B po3gini Cneuudpikauis, a came
HEKOPEKTHO 3a3HayvyeHo A0nyCTUMI HopMUY 3a
NokasHUKOM «laeHTudikalis». 3asHaveHe BUNpaB/IeHHs
BiANOBIAae MaTepianaM peecTpauiiHoro Aocke, Sk
npefcTasneHi B apxisi, a came nigposginy 3.2.P.5.1.
Creundikauisi.
48. | OIABAKT Tabnetku no 50 mr; Nab6opaTopii PpaHuis loenTudpikauin LiBeuisi/ BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 3a He UA/20166/01/01
no 1 Tabnetui B Maiioni 13C: Icnanis/ YTOUYHEHHA cTaTycy peknamyBaHHSA B Hakasi MO3 peyenmom niosisiea
6nictepi; no 1 Cningnep €BpodiHC ®paHLis YkpaiHu Ne 1877 Big 08.11.2024 B npoueci BHECEHHSA €
6nictepy pasom 3 2 Bio®apma 3MiH (3MiHM | TUNY - 3MiHK 3 SiKOCTi. FOTOBWIA NikapCbKuii

CKNSTHMM
npobipkamu 3

MpopakT TecTiHr
CsefieH Ab,

3aci6. 3MiHM y BUpobHULTBI. 3amiHa abo BBeAEHHS
[04aTKOBOI Ai/bHULj BUPOBHULITBA 47151 YAcTUHU abo
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ITpomoBxeHHs fojaTKa 3

Ne Hassa dopma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Peknam Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asiBHUKa BUPOOHUK Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakosKa) a NnocBi04Y€eHHs1

KpuLLKamu LLIseuis; BCbOr0 BUPOBHNYOrO NPOLLECY FOTOBOIO /iKapCbKOro

61aKNTHOTO KObOpY Brpo6HMUTBO, 3aco6y (AinbHULA ANS BTOPUHHOIO NakKyBaHHS).

A8 00-XBUNNHHOTO nepBuHHE Ta BBefeHHA 104aTKOBOT AiNbHULI 4151 BTOPUHHOIO

3paska ans BTOPVHHE nakyBaHHS FOTOBOTO Jlikapcbkoro 3acoby Ctpagic 29 Pio

AVXaHHs, 2 nakyBaHHs1, NeoH dowe, Peiimc, 51100, dpaHuis/Stradis, 29 Rue

CKIAHUMU KOHTPO/b SIKOCTI, Leon Faucher, Reims, 51100, France. BBeeHHS 3MiH

npobipkamu 3 BK/ItOHA0UU NPOTArom 6-T1 MiCALIB MiCNA 3aTBEPKEHHSA. 3MiHK |

KpULKamm BMNPOOYBaHHSA TUny - 3MiHM 3 AKOCTI. [OTOBWIA Nikapcbkuii 3aci6. 3MiHN

4epBOHOr0 KONbOpY roToBOro Yy BUPOBGHULTBI. 3MiHa iMnopTepa/3miHn, Lo CTOCYHThCA

018 10-XBUNNHHOTO niKapcbKoro BMNYCKY Cepii Ta KOHTPOIO SIKOCTi FOTOBOrO NikapCbKoro

3paska ans 3acoby: 3acoby (3amiHa abo JofaBaHHsA BUPOOHNMKA, L0

anxaHns, 1 ApaeHa BiANOBiAae 3a BBE3EHHA Ta/abo BuNyck cepii) - He

0/}HOPa30BoI Mamnnona C.J1., BK/IOYAt0UM KOHTPONL/BUNPOGYBaHHSA cepii. JlogasaHHA

CO/TOMUHKOLO B Icnanis; BMpO6HUKa flabopaTtopii Maiioni CniHgnep, 6, ABeHio ge

nonieTuneHoBoMy
nakeTuky, 4
eTukeTkamm 3i
LUTPUXKOAOM NSt 4
npoo6ipok ons
3paskiB Ta
[opaTkosumn 2
eTuKeTkamm 3i
LUTPUXKOAOM B
KapTOHHIA Kopoo6Li
abo no 1 Tabnetui B
6nictepi; no 10
6nictepis B
KapTOHHiiA Kopo6Li

iHaNbHWIA BUMYCK
cepii roToBOro
nikapcbkoro
3acoby:
Na6opaTopii
Maiioni Cningnep,
PpaHuis;
BTOPUHHE
nakyBaHHS:
Kpeadapm
IHpacTpi, PpaHuis

n’'Espon 78400 LWarty, ®paHuis/Laboratoires Mayoly
Spindler, 6 Avenue de I'Europe 78400 Chatou, France
BiANOBIAA/ILHOIO 3a hiHaNIbHWIA BUMYCK Cepii rOTOBOr0
nikapcbKoro 3acoby. 3MiHW BHECEHI B iHCTPYKL,it0 41s
MeZMYHOro 3aCTOCyBaHHA MikapCcbKoro 3acoby y po3ginu
«BunpobHMK» Ta «MicLie3HaxomKeHHs BUPOGHMKa Ta
afpeca MicLs NPOBaKeHHS oro AisnbHOCTI», AK
Hacnifok — 3aTBEPAKEHHA TEKCTY MapKyBaHHS yNakoBKM
nikapcbKoro 3acoby Ans [0AaTKOBOro BUPOGHMKa
(aofaBaHHA BUPOOHUKA). BBeAEHHS 3MiH NPOTAroM 6-Tn
MicsLiB NicnsA 3aTBepAKEHHSA. 3MiHu | TNy -
AfMiHICTpaTUBHI 3MiHN. 3MiHa HaliMeHyBaHHs Ta/abo
agpecy Micusi NPoBaKEHHSA Aii/IbHOCTI
BMPOGHUKa/iMnopTepa roToBOro likapcbkoro 3acoby,
BK/IO4A0UM AiNbHUL BUMYCKY cepii abo micue
NpoBeAeHHS KOHTPOSIO AKOCTI. (LiANbHICTb, 3a AKY
BiANoBigae BUPOGHMK/IMNOPTEP, HE BK/OYA0UM BUMYCK
cepiid). 3miHa HaliMeHyBaHHSA BUPOOHUKa
BiANOBIA&/ILHOIO 3a BUPOGHULTBO, NEPBUHHE Ta
BTOPWHHE NMaKyBaHHS, KOHTPO/Ib SIKOCTI, BK/1OYaoun
BMMNPOGYBaHHSA roTOBOrO JTiKapCbKoro 3acoby, Ta
(iHaNbHWI BUNYCK Cepii rOTOBOro NikapCbKoro 3acoby 3
laicdhapma fecapponno ®apmaceyTiko, C.J1., Icnanis/
Idifarma Desarrollo Farmaceutico, S.L., Spain Ha
AppeHa MamnnoHa C.J1., IcnaHis/ Ardena Pamplona
S.L., Spain. BBefeHHs 3MiH NpoTsArom 6-Tv MicsAuiB nicns
3aTBEPMKEHHS. 3MiHW | TMNy - AOMIHICTPaTMBHI 3MiHN.
BunyyeHHst BUPOOHMYOI AinbHUL (BKIHOYAKOUN AibHAL
Ana A®l, npomikHOro NpoaykTy abo rotoBoro
NiKapcbKoro 3acoby, AiNbHULI 4718 NPOBEAEHHS
nakyBaHHs, BAPOOHMKa, BiANOBIAaIbHOrO 3a BUNYCK
cepiii, MicLie NPOBELEHHSI KOHTPOSO cepii) abo
nocTavasibHvKa BUXiQHOTO MaTepiasy, peareHTy abo
[0MNOMDKHOT PEYOBMHM (SIKLLO 3a3HAYEHO Y [,0ChE).
BunyyeHHs dyHKLi thiHasibHOro BUnycky cepii y
3aTBEpAKEeHOro BMpo6Huka laichapma [ecapponsio




47 ITpomoBxeHHs fojaTKa 3
Ne Hassa dopma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Peknam Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asiBHUKa BUPOOHUK Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakosKa) a NnocBi04Y€eHHs1
dapmaceyrTiko, C.J1., IcnaHisi. 3MiHW BHECEHI B

IHCTPYKLiI0 4151 MeANYHOTO 3aCTOCYBaHHS NiKapCbKOro
3acoby y po3ainn «BupobHuk» Ta «MicLe3HaxXomKeHHs
BMPOOHYMKa Ta afpeca MicLis NPOBaKEHHS 1oro
LISNTBHOCTI», SIK HACNIAOK — BUTyYEHHS TEKCTY
MapKyBaHHS YNakoBKW Nikapcbkoro 3acoby A1 NeBHOro
BMPOGHMKA (BUyYEHHS BUPOOHUKA, BIAMNOBIAA/IBHOIO 3a
thiHanbHWIA BUNYCK cepii «lgidhapma Jecapponno
dapmaceyTiko, C.J1.», IcnaHis). BBegeHHs 3MiH
NPOTArom 6-T1 MICALIB MiCNA 3aTBEPIKEHHSA. 3MiHK |
TMny - 3MiHK 3 AKOCTI. [0TOBWIA Nikapcbknii 3acib.
Cuctema KoHTeliHep/3aKynoptoBasibHUIA 3aci6. 3MiHa
6yAb-AKOi YaCTUHW MaTepiasly NePBUHHOI YNakoBKu, L0
He KOHTaKTY€E 3 FOTOBUM NikapCbK1M 3aC060M
(Hanpviknag Konip KpULLEYOK 3 KOHTPOMEM NEPLUOro
BIAKPUTTSA, KONIP KOJOBUX Kinelp Ha amnynax,
KOHTeliHepa A5 rookK (pi3Hi Buay niacTmacw) (3miHa,
sika BN/IMBaE Ha KOPOTKY XapakTepucTUKy NikapCcbKoro
3aco6y). BknoueHHs eTUKeTOoK 3i LUTPUX KO4OM Ta
IHCTPYKLIi€l0 WOoA0 TX NpaBUIbHOTO PO3MILLEHHS, 06
YHEMOX/IMBUTU NMOMWKNA NPY PO3MILLIEHHI €TUKETKN 3i
LUTPUX-KOAOM Ha npobGipkax Ana AiarHocTukv. 3MiHn
BHECEHO B iHCTPYKL,iIO 415 MEANYHOrO 3aCTOCYBaHHSA
NiKapcbKoro 3acoby Yy po3fin «Ynakoska» 3
BiANOBIAHUMY 3MiHamu B po3gini «Cnocié 3acTocyBaHHSA
Ta [03V» WoA0 iHdopMaLlil Npo eTUKETKM 3i
LUTPUXKOZAOM Ha npobipkax. BignosigHi 3MiHi BHeceHO B
TEKCT MapKyBaHHS yNakoBKM NiKapCbKoro 3acoby.
BBefeHHs1 3MiH NpoTArom 6-T MicAUiB micns
3aTBEPXKEHHSA. 3MiHV | TUNY - AGMIHICTPATUBHI 3MiHN.
3MiHa HalimeHyBaHHA Ta/abo agpecy Micus
NpPOBaPKEHHS AiSNbHOCTI BUPO6HUKa/imnopTepa
rOTOBOrO JlikapCbKOro 3acoby, BK/IYaoumn AiflbHUL
BUMYCKy cepii abo micLe NpoBefeHHsI KOHTPOJIIO AKOCTI.
(misnbHicTb, 3a Ky BiAMoBigae BUPOGHMK/IMNopTep, He
BK/IOUAOUM BUMYCK cepili). 3MiHa HaliMeHyBaHHs
BMPOOHMKA, BiAMOBIAaUILHOrO 32 BTOPVHHE MakKyBaHHS.
3arBeppxkeHo: Ctpagic, ®paHuis/Stradis, France.
3anponoHoBaHo: Kpeadhapm IHaacTpi,
®paHuis/Creapharm Industry, France. BBeeHHs 3MiH
NPOTArom 6-T1 MiCALIB MiC/1A 3aTBEPKEHHS. 3MiHM |
TMNy - 3MiHK 3 AKOCTi. [OTOBWIA Nikapcbkunii 3aci6.
KOHTPO/1b FOTOBOrO NiKapcbKoro 3acoby. 3miHa y
mMeToAax BUNPOGyBaHHSA roTOBOrO /iKapCbKoro 3acoby
(iHWi 3mMiHM y MeTogax BUNpobyBaHb (BK/IOYAKUMN 3aMiHy
ab0 foNOBHEHHS)). 3amiHa MeToAy BUNPOBYBaHHSA
roTOBOrO J1iKapCbKOro 3acoby 3a NOKa3HNKOM
“BrusHayeHHs1 NpoAyKTiB po3knagy”. BBeAeHHs 3MiH
NPOTArom 6-T1 MICALIB MiCNA 3aTBEPIKEHHSA. 3MiHK |

TMNy - 3MiHK 3 AKOCTI. FOTOBWMIA JIiKAPCLKMIA 3aci6.




48 ITpomoBxeHHs fojaTKa 3
Ne Hassa dopma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Peknam Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asiBHUKa BUPOOHUK Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakosKa) a NnocBi04Y€eHHs1
KOHTPO/1b FOTOBOrO NiKapcbKoro 3acoby. 3miHa y
mMeToAax BUNPoGyBaHHSA roTOBOrO /iKapCbKoro 3acoby
(iHWi 3mMiHM Yy MeTogax BUNpobyBaHb (BK/IOYAKUMN 3aMiHy
ab0 f0NOBHEHHS)). 3amiHa MeToay BUNPOBYyBaHHSA
roTOBOrO JlikapCcbKoro 3acoby 3a nokasHukamm “KinbkicHe
BM3HAYEHHSs, BMICTY Ce4oBMHU” Ta “OfHOPIAHICT
[030BaHVX O4MHULB". BBEAEHHS 3MiH NPOTAroM 6-Tn
MiCALIB MiC/1A 3aTBEPKEHHS. 3MiHM | Tuny - 3MiHKW 3
sKocCTi. FoTOBWMIA Nikapcbkuii 3aci6. KOHTpOb roToBOro
nikapcbKoro 3acoby (iHwi 3miHM). 3MiHa dhopmaty
cneumdikauii Ta He3HauHi pedakuiliHi 3MiHN B
cneuudikaLii Ta MeTogax KOHTPO rOTOBOro
NikapcbKoro 3acoby. 3MiH1 BHECEHO B iHCTPYKLiO AnA
MeAMYHOr0 3aCTOCYBaHHS NikapCbKOro 3acoby y po3gin
«Jlikapcbka chopma» (OCHOBHI Di3NKO-XiMiYHi
B/1AcTMBOCTI). BBEAEHHA 3MiH NPOTAroM 6-Tv MicsLiB
nicns 3aTBepmkeHHs. 3MiHu | Tuny - 3MiHN WoAao
6e3nekn/edekTBHOCTI Ta thapmakoHarnagy (iHwi
3MiHW). 3MiHV BHECEHO B TEKCT MapKyBaHHSA BTOPUHHOI
yMakoBKM NikapcbKoro 3acoby B n. 17. «IHLWE».
BBefeHHs 3MiH NpoTAroM 6-Tu micAuis nicns
3aTBEpPAKEHHS). Pefakuia B Hakasi - BifcyTHili. BipHa
pegakuis - He nignsrae.

49. | OIAKAPB Tabnetkun no 250 wmr; dapmaueBT Monbua Brvpo6HMuTBO Monbwa BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3miHu | 3a He UA/1252/01/01
no 10 TabneTok y NYHUIA roToBOro MRy - 3MiHK WoA0 6e3nekn/edpeKTUBHOCTI Ta peyenmom nionsea
6nictepi; no 3 3aBopg nikapcbkoro hapmakoHarnsgy. 3MiHa y KOpoTKilii XxapakTepucTumui €
6nictepn y "Monbgapm 3acoby, nepBuHHe, nikapcbKoro 3acoby, TeKCTi MapKyBaHHS Ta IHCTPYKLUIT
KapTOHHI KOopoo6Li a"C. A. BTOPVHHE ANA MeMYHOro 3acTOCyBaHHS Ha MiAcTasi perynspHo

nakyBaHHs1, OHOBJIKOBAHOTO 3BiTY 3 6e3neku nikapcbkoro 3acoby, abo
KOHTPO/b AKOCTI pocnimpkeHb 3 6e3neky 3acTocyBaHHS NMikapCbKoro
Ta BMNycK cepil: 3acoby B micnsipeecTpavy,inHuii nepioa, abo sk pesynbTar
dapmanleBTUUHNI OLiHKM 3BiTY 3 AOC/iMKEHb, MPOBEAEHUX BiANOBIAHO A0
3aBof nnaxy negiatpuyHux gocnimpkeHb (PIP) (3miHy
"Monbhapma” C. Y3roXXKEHO 3 KOMMETEHTHUM YMOBHOBaXXEHVIM OPraHoM)
A., Monbwa; 3MiHU BHeCeHi A0 IHCTPYKUIT 4519 MeANYHOro
MepBuHHe, 3aCcTOCyBaHHS NikapcbKoro 3acoby A0 po3ainis
BTOPVIHHE "Oco6nmBoCTi 3acTocyBaHHA", "MobivHI peakuii” LWog0
nakyBaHHs1, 6e3nekn 3acToCyBaHHS Ajl040i PeYOBUHM BigNOBIAHO A0
KOHTPO/b AKOCTI pekomeHpauili PRAC EMA.
Ta BUNyCK cepii:
dapmanleBTUUHNI
3aBOf,
"MONMb®APMA"
C.A. Bigain
MepaHa B
Cepaggsi, MonbLia
50. | AIYTOP® TabneTku no 5 wmr, TOB HB® YkpaiHa TOB HB® YkpaiHa BHECEHHS 3MiH 40 peecTpaLliiiHux MmaTepiasis: 3MiHu | 3a He UA/17871/02/01
no 10 TabneTtok y "MIKPOXIM" "MIKPOXIM" MRy - AOMIHICTPATUBHI 3MiHW. BunyyeHHs BUPOGHNYOI peyenmom nionsea
6nicTepi; no 3 (FOpuanyHa AinbHuui (BkAYatoumn ainbHudi 418 A®|, npoMixHoro €




49 ITpomoBxeHHs fojaTKa 3
Ne Hassa dopma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Peknam Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asiBHUKa BUPOOHUK Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakosKa) a NnocBi04Y€eHHs1
6nictepun y nauui 3 agpeca npoayKTy abo rotToBOro NikapCbKoro 3acoby, AifIbHUL
KapToHYy BMPOOHNIKa,; NS NpOBEfieHHA NaKyBaHHS, BUPOOHNKa,
BignosigansHuii BiANOBI4A/ILHOIO 3a BUNYCK CEPiii, MicLie NPOBEAEHHS
3a BUPOBGHNLTBO KOHTPO/IIO cepii) abo noctadasibHyKa BUXifHOro
Ta marepiany, peareHTy abo AONOMDKHOT pEYOBMHY (SIKLLO
KOHTPONb/BUNPOBY 3a3HayeHo y focbe). BunydyeHHs doyHKUiT
BaHHSA cepii, He "BigNoBigaNbHWIA 3a BUNYCK cepii” ana BupobHrka TOB
BK/IIOHA0UN HB® "MIKPOXIM" 3a agpecoto: YkpaiHa, 93400,
BMNYCK CepiT; NyraHcbka 0611., M. CeBepooHeLbK, By/1. MNpomucioBa,
BignosiganbHwii 6ya. 24-B. 3a/IMLAETHCS aNlbTEPHATUBHUIA BUPOBHMK
3a BUNycK cepil, TOB HB® "MIKPOXIM" 3a agpecoto YkpaiHa, 01013, m.
He BKNoYaruu Kuis, Byn. BygiHOycTpii, 5. Y 3B'A3Ky 3 BUyYEHHAM
KOHTPONb/BUNPOGY OfIHOTO 3 BMPOGHWKIB, BifNOBifa/IbHOrO 3a BUMYCK cepil,
BaHHS cepii) BWJ/TYYEHO IHCTPYKLiIO 415 MEAUYHOTO 3aCTOCyBaHHS Ta
TEKCT MapKyBaHHS YNakoBKv Nikapcbkoro 3acoby ans
LibOro BUPOBHWKa.
51. | OIYTOP® Tabnetku no 10 mr; TOB HB® YkpaiHa TOB HB® YkpaiHa BHECEHHS 3MiH 40 peecTpavliiiHux MmaTepiasiis: 3MiHu | 3a He UA/17871/02/02
no 10 TabneTtok y "MIKPOXIM" "MIKPOXIM" TMNy - AOMIHICTPATUBHI 3MiHW. BunyyeHHs BUPOGHNUYOI peyenmom nionsea
6nictepi; no 3 (FOpuanyna AinbHuUi (BKIOYatoumn AinbHui 4na A®l, npomMixxHoOro €
6nictepn abo no 9 agpeca npoaykTy abo rotToBOro NikapCcbKoro 3acoby, AifbHULI
6nicTepis y nayui 3 BUPOGHMKA; 0151 NPOBeieHHSA NakyBaHHS, BUPOOHMKa,
KapToHYy BignosiganbHuii BIANOBIAA/ILHOrO 3a BUNYCK Cepiil, MiCLie NPOBEAEHHS
3a BUPOGHNLTBO KOHTPO/IH0 cepil) abo nocTayasibHMKa BMXigHOro
Ta marepiany, peareHTy abo AONOMDKHOT PEYOBUHU (SIKLLO
KOHTPO/b/BMNPOGY 3a3HavyeHo y A0CbE). BunyyeHHs dyHKLi
BaHHS cepii, He "BiANoBigabHNI 3a BUMYyCK cepii” Ans BupobHrnka TOB
BK/THOHAKOUN HB® "MIKPOXIM" 3a agpecoto: YkpaiHa, 93400,
BMNYCK Cepil; JlyraHcbka 061., M. CeBEpOAOHELLK, ByN. [poMucnoBa,
BignoBigansHuii 6yA. 24-B. 3a/IMIAETLCA aNbTEPHATUBHUI BUPOOHUK
3a BUNYycCK cepii, TOB HB® "MIKPOXIM" 3a agpecoto YkpaiHa, 01013, m.
He BKoYaruu Kwis, Byn. BygingycTpii, 5. Y 3B'A3Ky 3 BUlyYEHHAM
KOHTPO/b/BMNPOGY 0[HOTO0 3 BMPOGHWKIB, BifMoBifaIbHOMO 3a BUMYCK cepii,
BaHHSA cepi) BWJTyYEHO IHCTPYKLitO A5 MEAUYHOrO 3aCTOCYBaHHSA Ta
TEKCT MapKyBaHHS ynakoBKW NiKapCbKoro 3acoby ans
LIbOro BUPOGHMKA.
52. | AldPOPC 80 TabneTkn, BKpUTI TOB YkpaiHa TOB "dapma YkpaiHa BHECEHHS 3MiH [J0 peecTpauiiiHux maTepianis: 3MiHu | 3a UA/12365/01/02
NAiBKOBOO "ACIHO Crapt” TMny - 3MiHK 3 aKocTi. CepTudikaT BignosigHoCTI/IE- peyenmom
060/10HKOI0, N0 5 YKPATHA" cepTudikaT BigNoBigHOCTI EBpoNeNichKiii

Mmr/80 mr, no 10
TabneTtok y 6nictepi;
no 1 a6o 3 6nictepn
B KapTOHHII nauui

hapmakonei/MmoHorpadii. NMogaHHs HoBOro abo
OHOBJ/IEHOTO cepTudikaTa BifgnoBigHOCTI abo BUTyYEHHS
cepTudpikaTa BignoBiAHOCTI EBponeiichbkiin hapmakonei:

onsa A®l; ansa BuxigHoro

marepiany/peareHTy/npoMiKHOro NPOAyKTy, Lo

BVKOPVCTOBYOTLCS Y BUPOOHULTBI ADI; 415 AONOMKHOT
peyoBUHM (cepTudpikaTt BiANOBIAHOCTI EBPONEChKIlt
hapmakonei) - OHoBMeHUA cepTudikaT Bif yxe
3aTBEPAKEHOr0 BUPOGHUKA NOAAHHA OHOB/IEHOTO

cepTudikaTa BignoBigHOCTI EBponeiickbkiit hapmakonel
Ne CEP 2002-072 - Rev 10 (3aTBepmkeHo: CEP 2002-
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ITpomoBxeHHs fojaTKa 3

n/n

Ha3ssa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOOHUK
a

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs

Howmep

peecmpayiliHo2o

NnocBi04Y€eHHs1

072 - Rev 09) ana A®l amnoguniy 6ecunarty Bif Bxe
3aTBepAxeHoro BupobHuka Glochem IndustrieS Private
Limited, IHAis. 3MiHu | TUNy - 3MiHK 3 SKocTi. API.
KoHTponb A®I. 3miHa y napameTpax cneuudikaLliii
Ta/abo foMyCTUMUX MeX, BUSHAYEHNX Y crieludikauisx
Ha A®I, abo BMXigHWU/NPOMIKXHWIA NpoAYyKT/peareHT, Wo
BMKOPUCTOBYIOTbCS Y npoueci BUpobHuuTea Ad|
(monoBHeHHS cnevudikaLii HOBUM NOKa3HUKOM SIKOCTi Ta
BiANOBIAHMM METOA0M BUNPOOYBaHHS) - AONOBHEHHS
cneuudikauii 4iro4oi peyoBMHM amioauniHy 6ecunary
BMpOo6HMUTBa Glochem Industries Private Limited
KOHTPONEM 3a/IMLLKOBOr0 PO34MHHUKA BeHsony — He
GinbLie 2 ppm.

53.

LI®OPC XL

TabneTkun, BKPUTI
NAiBKOBOO
060/10HKO0, M0 10
Mr/160 mr; no 10
Tabnetok y 6nictepi;
no 1 a6o 3 6nictepn
B KQpPTOHHI nauui

TOB
"ACIHO
YKPAIHA"

YkpaiHa

TOB "dapma
Crapt"”

YkpaiHa

BHECEHHS 3MiH [0 peecTpauiitHux maTepiasis: 3MiHu |
TMny - 3MiHKM 3 AKocTi. CepTudikaTt BignosigHoCTI/IE-
cepTudikat BigNOBIAHOCTI €BpONENCHKIl
thapmakonei/moHorpadii. NMogaHHA HOBOro abo
OHOB/IEHOTO cepTudiKaTa BifgnoBigHOCTI ab0 BUTyYEHHS
cepTudiikaTa BignNoOBIAHOCTI EBpONeENChKin hapmakonei:
ans A®l; ona BuxigHoro
marepiany/peareHTy/npoMKHOIO NPOAYKTY, L0
BMKOPVCTOBYIOTbCA Y BUPOOHULTBI ADI; 415 AONOMDKHOT
peyoBuHM (cepTudikaT BiANOBIAHOCTI EBPONEChKIl
hapmakonei) - OHOBEHWIA cepTudikar Bif yxe
3aTBEPKEHOr0 BUPOOHMKA NOAAHHS OHOB/IEHOTO
cepTudikaTa BigNOBIAHOCTI EBponeiickbkii hapmakonei
Ne CEP 2002-072 - Rev 10 (3aTBepaxeHo: CEP 2002-
072 - Rev 09) ana A®l amnoguniy 6ecunarty Bif Bxe
3aTBepaxeHoro BupobHuka Glochem IndustrieS Private
Limited, IHZis. 3MiHu | TUNY - 3MiHK 3 KoCTi. API.
KoHTponb A®I. 3miHa y napameTpax crneumdikav,ivi
Ta/abo [oMyCTUMUX MeX, BUSHAYEHNX Y crieLudikaisx
Ha A®I, abo BMXigHW/NPOMIKXHWIA NPOAYKT/peareHT, Wo
BMKOPVCTOBYIOTbCS Yy npoueci BUpobHuutea Ad|
(monoBHeHHSA cnevudikaLii HOBUM NOKa3HUKOM SIKOCTi Ta
BiANOBIAHMM METOA0M BUNPOOYBaHHS) - AONOBHEHHSA
cneundikauii 4ilo4oi peyoBMHM amioguniHy 6ecunary
BMpo6HMUTBa Glochem Industries Private Limited
KOHTPONEM 3a/IMLLKOBOrO PO34nHHUKA BeHsony — He
GinbLie 2 ppm.

3a
peyenmom

UA/12365/01/03

54.

LIOHA®

PO34UH ANS iH'EKLN;
no 2 mn B amnyni A
B KOMMeKTi 31 Mn
PO3UMHHKKA
(aietaHonamiH, Boga
ANA iH'eKUili) B
amnyni B; no 6
amnyn A ta 6 amnyn
By dytnspi; no 1

MEJA
Papma
'M6X eHg
Ko. KI

HimeuunHa

Bionorivi ITanis
Nab6opaTopi3
C.p.N.

ITanisa

BHECEHHS 3MiH [0 peecTpauiitHux maTepiasis: 3MiHu |
TMNy - 3MiHK 3 IKOCTi. FOTOBWIA Nikapcbkunii 3aci6.
KOHTPO/1b FOTOBOrO NiKapcbKoro 3acoby. 3miHa
napameTpiB cneuudikauiii Ta/abo JOMYCTUMUX MEX
roTOBOro NikapcbKoro 3acoby (iHWi 3MiHK) 3MiHa
O0NYCTUMUX MEX creumdikalii MpoMiXXHOro NpoaykTy
(bulk po3urH A) 3 MeTOHO 6iNbLI TOYHOTO ONKCY
30BHILLHbOrO BUTNAAY PO34MHY Nif Yac BUPOOGHNYOro
npouecy. 3miHu | TMny - 3MiHK 3 AKOCTI. [0TOBMIA

3a
peyenmom

UA/4178/01/01




51 ITpomoBxeHHs fojaTKa 3
Ne Hassa dopma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Peknam Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asiBHUKa BUPOOHUK Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakosKa) a NnocBi04Y€eHHs1

yTnApy B KOPOOL 3
KapTOHY

nikapcbkuii 3aci6. 3MiHM y BUPOBHULTBI. 3MiHK
BUNpobyBaHb abo AONYCTUMUX MEX, BCTAHOB/IEHUX Y
cneumdikauisix, nig yac BUPOGHNULTBA rOTOBOrO
nNiKapcbKoro 3acoby (BUyYEHHS HECYTTEBOTO
BMNPOGYyBaHHA B NPOLECi BUPOGHMLTBA) BunyyeHHs
TecTy «laeHTudikayis» 3 KOHTPOSIKO NPOMIXHOro
NPOAYKTY, BPAXOBYHOUMN, LLIO METOZ, Ki/IbKICHOTO
BM3HA4YEHHS (MOTEHL,iOMETPUYHE BU3HAYEHHS) €
[oCTaTHIM | OKpeMUM MeTOA0M AN5 Uiel MeTh. 3MiHu |
T™Mny - 3MiHW 3 SIKOCTi. TOTOBWIA Nikapcbkuid 3aci6. 3MiHn
Yy BUPOGHMLTBI. 3MiHM BUNpo6yBaHb abo AoNyCTUMKX
MeX, BCTaHOBJ/IEHUX Y cneumdikayisx, nig yac
BMPOGHULITBA rOTOBOTO fliKapCbKoro 3acoby (fogaBaHHs
HOBOro MeToZy BUNPO6YBaHHA Ta AOMYCTUMUX MEX)
[JlofaBaHHA TeCTy Bi3yaslbHOro Ornsay Ta TeCTy Ha BUTIK
po3uunHy 3a gonomoroto HVLD (high voltage leak
detection) ans nepeBipkX LiNiCHOCTI Ta repMETUYHOCTI
amnyn B npoueci BUpobHuLTBa (aMmnyna A, Wo MicTutb
Aitouy peyoBuHy). 3MiHn | TMNY - 3MiHK 3 AKOCTi. FoToBMIA
nikapcbkuii 3aci6. 3MiHM Y BUPOGHULTBI. 3MiHK
BUNpobyBaHb abo AONYCTUMUX MEX, BCTAHOBEHUX Y
cneumdikauisx, nig yac BUPOOHNLTBA rOTOBOrO
nikapcbkoro 3acoby (fofaBaHHS HOBOrO METOAyY
BUNPOOYBaHHA Ta AoNyCTUMMUX MeX) [lofaBaHHSA TecTy
Bi3yasIbHOTO OrNsiAY Ta TECTY Ha BUTIK PO3UMHY 3a
ponomoroto HVLD (high voltage leak detection) gns
nepeBipKy LiNICHOCTI Ta repMeTUYHOCTI aMny 1 B NpoLeci
BMPOGHULTBA (amnyna b, Lo MICTUTb PO3UYMHHUK). 3MiHK
| TNy - 3MiHK 3 AKOCTi. FOTOBWMIA Nikapcbkuii 3aci6. 3miHK
Y BUPOGHMLTBI. 3MiHM BUNPOoGyBaHb abo AONYCTUMUX
MeX, BCTaHOB/IeHUX y crieuudikalisx, nig vac
BMPOOGHULITBA FOTOBOTO NiKApCbKOro 3acoby (iHLi 3MiHN)
3amiHa TecTy «O6’eM, WO BUTATAETLCA» Ha TecT «Bara
HanoBHEHOTro 06’eMy» B NpoLEeCi BUPOOHULTBA,
BiZJNOBIAHO [0 NPaKTUKW, SKa JOTPUMYETLCS Ha
BMPOGHWUIlA NiHiT. 3MiHK | TUNY - 3MiHK 3 AKOCTi. FOTOBWIA
nikapcbkuii 3aci6. 3MiHW y BUPOBHWLTBI. 3MiHW Y NpoLLeci
BMPOBHMLITBA FOTOBOTO J1iKAPCbKOro 3acoby, BKI0Haoum
NPOMDKHUIA MPOAYKT, L0 3aCTOCOBYETLCA NpY
BMPOBHULTBI rOTOBOrO NikapCbKoro 3acoby (He3HayHa
3MiHa y mpoueci BUpo6bHuuTBa) JoAaBaHHA eTany
nonepeaHbOT iNbTpaLii B NpoLec BUPOGHMLTBA
amnynin A. OcKinbku Lie acenTUuHWiA npoLiec,
nonepeaHivi dinbTp BUKOPUCTOBYETLCSA Nepeg,
CTepPWIbHUM (PiNbTPOM A5 NiABULLEHHS 3arasibHOT
ecbekTmBHOCTI pinbTpavji. 3mMiHu | TNy - 3MiHW 3 AKOCTI.
[oTOBWIA Nikapcbkmii 3aci6. 3MiHN Y BUPOOHULITBI. 3MiHN
y npoLieci BUpO6HMLTBA rOTOBOIO J1iKapCbKOro 3acoby,
BK/THOHAI0UN NPOMiXHUIA NPOAYKT, L0 3aCTOCOBYETLCA
npu BUPOGHULITBI FOTOBOIO /1iKaPCbKOro 3acoby
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ITpomoBxeHHs fojaTKa 3

n/n

Ha3ssa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOOHUK
a

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs

Homep
peecmpayiliHo2o
nocsio4eHHs

(HesHayHa 3miHa y npoueci BUpobHMLUTBa) 3MiHa
maTepiany pesepsyapy, Skuii BUKOPUCTOBYETLCA 415
360py inbTparty nicnsa crtagii bulk niarotoBku 3i ckna Ha
HepXasitouy CTaulb. 3MiHM | TUNY - 3MiHKU 3 AKOCTI.
[oTOBWIA Nikapcbknii 3aci6. 3MiHN Y BUPOOHULITBI. 3MiHN
y npoLieci BUpO6HMLTBA rOTOBOIO JiKapCbKOro 3acoby,
BK/THOHAI0UN NPOMiXHWIA NPOAYKT, L0 3aCTOCOBYETLCA
npy BUPOGHMLTBI FOTOBOTO NiKapCbKOro 3acoby
(He3HayHa 3MiHa y npoueci BUpobHuLTBa) BBeaeHHs
yacy BUTPUMKM g5 amnynu A BignoBigHo Ao
KepiBHMLTBa 3 BUPOOHULITBA FOTOBOI /likapcbkoi hopmu
3anponoHoBaHo:

Start of preparation to start of filtration NMT 24 h
Start of filtration and end of filing NMT 14 h

55.

AopP30NnT
nnoc

Kpansi O4Hi, pO34uH;
no 5 mn y chnakoHi-
KpanenbHuui Ta
KapTOHHIN nayui

EnEnCi
Pomdapm
KomnaHi
xopaxuns

Ipysia

K. T. POM®APM
KOMMAHI C.P.J.

PymyHis

BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis:
YTOYHEHHS CTaTyCcy peknamyBaHHA B Hakasi MO3
YkpaiHu Ne 1877 Big 08.11.2024 B npoueci BHECEHHSA
3MiH (3MiHU | TUNY - AAMIHICTPaTUBHI 3MiHW. BunyyeHHs
BMPOGHWYOI AinbHNL (BKIHOYAOUN finbHuli ana Adl,
MPOMiXXHOro NPoAyKTy abo roToBOro Jlikapcbkoro 3acoby,
OiNbHULI ANS NpoBeAEeHHS NaKyBaHHS, BUPOOHUKA,
BIANOBIAA/ILHOrO 3a BUNYCK Cepiil, MiCLie NPOBEAEHHS
KOHTPO/IH0 cepil) abo nocTayasibHMKa BMXigHOro
marepiany, peareHTy abo AONOMDKHOT PEYOBUHU (SIKLLO
3a3HayYeHo y foCbE). BuyyeHHs BupobHuka Adl
fopsonawmigy rigpoxnopuay HbONTAHA,
NABOPATOPIEC NIMITEA, IHais/NEULAND
LABORATORIES LIMITED, India. 3miHun | Tuny - 3miHun 3
AKocTi. FoToBWIA Nikapcbkuii 3aci6. CTabinbHiCTb. 3MiHa
y TepMiHax npuaaTHOCTI abo ymMoBax 36epiraHHs
rOTOBOrO /1iKapCbKOro 3acoby (36iNbLUEHHS TEPMIHY
npuAaTHOCTI FOTOBOrO fikapcbKoro 3acoby) - Ans
TOProBOi yNakoBkW (NiATBEPMAXYETLCA AAaHUMU
peasibHOro yacy). 36isbLUeHHs TepMiHY NpuAaTHOCTI
roTOBOrO /liKapCbKoro 3acoby. 3aTBepayKeH0:2 poKu.
Micns BigkpMTTS hnakoHa 3acTOCOBYBaTW NpenapaTt He
6inbLie 4 TxHIB. 3anponoHoBaHo: 3 pokw. lMicns
BiAKPWTTA h/1akoHa 3acToCcoByBaTW npenapar He binbLie
4 TVXHIB. 3MiHW BHeceHi B po3ain "TepMiH npuaatHocTi"
B IHCTPYKL,i0 4715 MEeANYHOro 3aCTOCYBaHHS NiKapCbKOro
3acoby. BBegeHHs 3MiH MpoTArom 6-Tv micsALiB nicns
3aTBEPKEHHS. 3MiHU | TUNY - AGMIHICTPATUBHI 3MiHN.
3miHa HalimeHyBaHHs Ta/abo agpecu micus
NpoBapKEHHS AiSNbHOCTI BUpobHUKa/imnopTepa
rOTOBOrO JIiKAPCbKOro 3acoby, BKIKYaUN AifbHULL
BUMYCKy cepii abo micLe NpoBefeHHsI KOHTPO/IHO SKOCTI.
(misnbHiCTb, 3a AKy BignoBigae BUPO6HMK/iMnopTep,
BK/IO4AK0UM BUMYCK Cepiii) 3MiHa HalilMeHyBaHHs Ta
afpecy Micusi NPOBaKEHHS AisiNIbHOCTi BUPOGHMKA
roTOBOrO J/likapCbKOro 3acoby 6e3 3miHu Micusi

3a
peyenmom

He
nionsiea
[

UA/17872/01/01
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n/n

Ha3ssa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOOHUK
a

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs

Homep
peecmpayiliHo2o
nocsio4eHHs

NPOBaPKEHHSA AiS/IbHOCTI. 3MiHW BHECEHi Y po3ain
"Micue3HaxomkeHHs1 BUPOOHMKa Ta agpeca Micus
NPOBaXEHHS NOro AisNIbHOCTI" B iIHCTPYKL,ito Ans
MeJMNYHOro 3aCTOCYBaHHA Ta K HACMIJOK - Y TEKCT
MapKyBaHHS YNakoBK/ Nikapcbkoro 3acoby. BeefeHHA
3MiH NPOTArom 6-Tu MiCALIB Nicna 3aTBepPIKEHHS. 3MiHU
| TMny - 3miHK 3 AkocTi. CepTudikat BignosigHocTiI/IE-
cepTudikaT BigNoBigHOCTI EBpONENCHKIi
hapmakonei/moHorpadii. MogaHHsA HoBOro abo
OHOB/IEHOTO cepTudikaTta BifnoBigHOCTI abo BUTyYEHHS
cepTudikaTa BignoBiAHOCTI EBpONeENCHKI hapmakonei:
ansa A®l; ana suxigHoro
marepiany/peareHTy/npoMiKHOro NpPoAyKTy, Lo
BVIKOPVCTOBYIOTbCS Y BUPOOHULTBI ADI; 415 SONOMDKHOT
peyoBUHM (cepTudpikaT BiANOBIAHOCTI EBPONEChKIlt
thapmakonei) - OHOBNEeHWI cepTudikarT Big, yxe
3aTBepKEHOro BUpo6Huka. MNMogaHHA OHOB/IEHOrO
cepTtudikaTa BignoBigHOCTI EBponeiickbkiit hapmakonei
R1-CEP 2010-115-REV 03 (3atBepmxeHo: R1-CEP
2010-115-REV 00) ana A®l gop3onamigy rigpoxnopugy
Bif, y)Xe 3aTBepxeHoro Bupo6Huka KPICTAT PAPMA
C.A.10., IcnaHia/CRYSTAL PHARMA S.A.U., Spain,
Akuil 3MiHnB Hassy KYPIS CMENH C.A.10.,
IcnaHis/CURIA SPAIN S.A.U., Spain). Pefakuia B Hakasi
- BiAICYTHIin. BipHa pegakuis - He nignsrae.

56.

JNOLET

KOHLeHTpaT ans
pO34nHy AnA
iHdpys3in, 40 mr/mn,
no 0,5 mn
npenapary y
dnakoHi i mo 1,5 mn
PO34MHHYKKA (PO3YNH
eTaHony 13 %)y
dnakoHi,
ynakoBaHux y
KapTOHHY KOPOOKY;
no 2 mn npenapary
y donakoHi i no 6 mn
PO34MHHYMKA (PO34UH
eTaHony 13 %)y
chnakoHi,
ynakoBaHux y
KapTOHHY KOpPOOKy;
no 3 mn npenapary
y thnakoHi i no 9 mn
PO34YMHHYMKA (PO3UMH
eTaHony 13 %) y
doNakoHi,
ynakoBaHux y
KapTOHHY KOpPOGKY

Mini
Xerickepe
Nimiten

Benuka
BpuTaHis

BeHyc Pemegic
Nimiten

IHgis

BHECEHHS 3MiH 0 peecTpauiitHux maTepiasis: 3MiHu |
TMNy - 3MiHK 3 AIKOCTi. FOTOBWIA NikapcbKunii 3aci6.
KOHTPO/Ib FTOTOBOrO /iKapCbKOro 3acoby (iHLWi 3MiHM)
3MiHa NOCUMaHHA Ha MeTof BUMPoOyBaHHSA
«lpeHTudpikauis» (TLWX) 3 PCLUA <621> Ha PCLUA
<201>, y 3B’513Ky 3 TEXHIYHOI MOMWJIKOKO Y JOKYMEHTax

3a
peyenmom

UA/0670/01/01




54 ITpomoBxeHHs fojaTKa 3
Ne Hassa dopma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Peknam Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asiBHUKa BUPOOHUK Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakosKa) a NnocBi04Y€eHHs1
57. | AYNOKCEHT | kancynu KPKA, a.4., CnoBeHis BMPOGHMLTBO "in CnoseHis BHECEHHS 3MiH [0 peecTpavyjiiiHnux maTtepianis: 3MiHu | 3a UA/16095/01/02
A® KMLLKOBOPO3UNHHI Hoso mecTo bulk", nepsnHHa Tuny - 3miHK Woao 6e3nekn/etpekTNBHOCTI Ta peyenmom
TBEpAi, no 60 mr no ynakoBKa, hapmakoHarnsgy. 3miHa y KOpoTKilii XxapakTepucTuLi
10 kancyn y BTOPVHHA NiKapcbKoro 3acoby, TEKCTIi MapKyBaHHA Ta iIHCTPYKLT
6nictepi, no 3 abo 6 ynakoBka, AN151 Me4MYHOro 3acTOCyBaHHS Ha MiAcTasi perynsipHo
6nictepiB y KOHTpO/b cepii Ta OHOB/IOBAHOrO 3BiTY 3 6e3nekun nikapcbKoro 3acoby, abo
KapTOHHiiA Kopo6Lli BUMYCK Cepii: pocnigpkeHb 3 6e3nekn 3acTocyBaHHs NiKapCbKOro
KPKA, a.4., HoBo 3acoby B nic/isipeecTpaviiiHmii nepiod, abo sk pesynbTar
MecTo, CnoBeHis; OLiHKM 3BITY 3 AOCNiMKEeHb, NpoBeAEHUX BIANOBIAHO A0
KOHTpONb cepii: nnaHy negiatpnyHmx gocnigkeHs (PIP) (iHLwi 3miHW) -
KPKA, a.4., Hoso 3MiHN BHECEHO A0 IHCTPYKLii A1 MeAUYHOro
mMecTo, CrnoBeHis 3aCTOCYBaHHSA NikapcbKoro 3acoby y posainm
"Ocob6nmBocTi 3acTocyBaHHsA", "MobiuHI peakwii
BiAMOBIAHO [0 OHOBMEHOI iHChopMaL,i 3 6e3nekun gjtoyoi
peyoBUHW. BBeAEHHS 3MiH NPOTAroM 6-TW MicALiB nicns
3aTBEPKEHHS
58. | AYNOKCEHT Kancysm KPKA, a.4., CnoBeHisi BMPOGHMLTBO “in CnoBeHis BHECEHHS 3MiH 0 peecTpauiiiHux maTepiasis: 3MiHu | 3a UA/16095/01/01
A® KMLLKOBOPO3YMHHI HoBo mecTo bulk", nepsrHHa TMNy - 3MiHK WoA0 6e3nekn/edekTUBHOCTI Ta peyenmom
TBepai, no 30 Mr no ynaKoBKa, thapmakoHarnsgy. 3MiHa y KOpoTKili XxapakTepucTumLi
10 kancyny BTOpPMHHA nikapcbKoro 3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKLT
6nictepi, no 3 a6o 6 ynakoBKa, 0151 MeMYHOro 3acToCyBaHHA Ha nigcTasi perynsipHo
6nictepiB y KOHTpO/b cepii Ta OHOBJIIOBAHOrO 3BiTY 3 6Ge3neKkn nikapcbkoro 3acoby, abo
KapTOHHIA KOopooLi BWMYCK Cepii: [ocnigpkeHb 3 6e3nekn 3acToCcyBaHHS NiKapCbKoro
KPKA, a.4., Hoso 3aco6y B nic/isipeecTpaviiiHmii nepiod, abo sik pesynbTaT
mecTo, CroBeHis; OL|iHKM 3BITY 3 AOCIMHKEHb, NPOBEAEHUX BiANOBIAHO A0
KOHTpO/b cepii: nnaHy negiatpnyHmx gocnigxeHs (PIP) (iHwwi 3miHW) -
KPKA, a.4., Hoso 3MiHM BHECEHO A0 IHCTPYKLUIT ANs MeAUYHOro
mecTo, CnoBeHis 3aCTOCyBaHHS NikapCbKoro 3acoby y po3aim
"Ocob6nmBoCTi 3acTocyBaHHS", "MobiuHi peakw;i
BiANOBIAHO 4,0 OHOB/IEHOT iH(popMaLLii 3 6e3neku aitoyol
peyoBuHW. BBEAEHHSA 3MiH MPOTAroM 6-Tv MicsALiB nicns
3aTBEPAKEHHSA
59. | AYCTAPIH® Kkancynu m'ski no 0,5 AT YkpaiHa AN CA Ipeuis BHECEHHS 3MiH [J0 peecTpauiitHux maTepianis: 3miHu | - UA/18477/01/01
mr; in bulk: no 10 "KMIBCbKW TMny - 3MiHK 3 aKocTi. CepTudikaT BignosigHoCTI/IE-
Kancyn y énicrepi, " cepTudikaT BigNoBigHOCTI EBpoNeNichKiii
no 320 a6o no 1040, | BITAMIHHA thapmakonei/MmoHorpadii. NMogaHHs HoBOro abo
abo no 1120 " 3ABOA" OHOBJ/IEHOTO cepTudikaTa BifgnoBigHOCTI abo BUTyYEHHS

6nicTepiB y kopobui

cepTudpikaTa BignoBiAHOCTI EBponeiichbkiin hapmakonei:
onsa A®l; ansa BuxigHoro
marepiany/peareHTy/npoMiKHOro NPOAYyKTY, Lo
BMKOPVCTOBYOTLCS Y BUPOOHULTBI ADI; 415 AONOMKHOT
peyoBUHM (cepTudpikaTt BiANOBIAHOCTI EBPONEChKIlt
hapmakonei) - OHoBMeHUIA cepTudikat Bif yxe
3aTBEPAKEHOro BUpobHMKa MogaHHsA OHOBEHOTO
cepTudikaTa BignoBigHOCTI EBponeiickbkiit hapmakonel
Ne CEP 2014-306-Rev 01 (3aTBepgxeHo: R1-CEP 2014-
306 Rev 00) gnsa A®| gytactepuay Bif, 3aTBEpIXEHOro
BMpoGHMKa Aurobindo Pharma Limited, IHgjs, skuii
3MiHMB Ha3By Ha Apitoria Pharma Private Limited, IHgis.
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Ne Hassa dopma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Peknam Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asiBHUKa BUPOOHUK Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakosKa) a NnocBi04Y€eHHs1
60. | AYCTAPIH® Kancynm m'ski no 0,5 AT YkpaiHa AT "KUIBCbKWW Ykpaina BHECEHHS 3MiH [0 peecTpavyjiiiHnux maTtepianis: 3MiHu | 3a UA/18478/01/01
mr; no 10 kancyn y "KNIBCbKU BITAMIHHWIA Tmny - 3MiHK 3 skocTi. CepTudikaT BignosigHocTI/lE- peyenmom
6nictepi; no 3 " 3ABO4" cepTudikaT BignoBigHOCTI EBponeiickkiii
6nictepu y nauui BITAMIHHU (BMPOGHMLTBO 3 thapmakonei/moHorpadii. MogaHHA HoBoro a6o
1 3ABOA" npoaykuii in bulk OHOBJ/IEHOTO cepTudikaTa BifnoBigHOCTI a60 BUTyYEHHS
"FAMN CA", I'peuis) cepTudpikaTa BifnoBiAHOCTI E€Bponeiichbkiin hapmakonei:
ana A®l; ans BuxigHoro
marepiany/peareHTy/npoMiKHOro NPOAYyKTY, Lo
BMKOPVCTOBYHOTLCS Y BUPOOHULTBI ADI; 415 AONOMKHOT
peyoBuHM (cepTudpikaTt BiANOBIAHOCTI EBPONEChKilt
hapmakonei) - OHoBeHUIA cepTudikaT Bif yxe
3aTBEPAXEHOro BUpo6GHMKa MogaHHA OHOBEHOTO
cepTudikaTa BignoBigHOCTIi EBponeiickkiii hapmakonel
Ne CEP 2014-306-Rev 01 (3aTBepgxeHo: R1-CEP 2014-
306 Rev 00) gnsa A®I gytactepuay Bif 3aTBEpAXEHOro
BMpoGHMKa Aurobindo Pharma Limited, IHgjs, skuii
3MiHMB Ha3BYy Ha Apitoria Pharma Private Limited, IHgis.
61. | AYTA®OPC Kancynu Teepgi no MAPI®PAPM CnoseHis BMPOBHULTBO, IcnaHis BHECEHHS 3MiH 0 peecTpaLiiiHMx MaTepiasis: 3MiHu | 3a He UA/19124/01/01
0,5 mr/0,4 mr; no 6 4.0.0. nepBuHHE Ta TMny - AGMIHICTPaTVBHI 3MiHW. 3MiHa HaliMeHyBaHHS peyenmom nionsza
Kancysn TBepaux y BTOPWHHE Ta/abo agpecy MicLs NPOBaKEHHS AiS/IbHOCTI €
6nictepi, no 5 nakyBaHHs, BMPOOGHUKa/iMnopTepa roToBOro /likapcbkoro 3acooy,
6nicTepis y nauui; KOHTPO/b Ta BK/IO4A0UM AiNbHUL BUMYCKY cepii abo micue
no 9 kancyn BWMYCK Cepii: NpoBeLEeHHS KOHTPO/TO AKOCTI. (AIANbHICTb, 3a AKy
TBEPAMX Y 6nicTepi, CAr BiAnoBiAae BUPOGHUK/IMNOPTEP, BKIOUYAKOUM BUNYCK
no 10 6nictepiB y MAHY®AKTYPIHI cepiii). 3MiHa agpecu Micus NPOBaKEHHSA AiSNbHOCTI
nauu,i , CJ1Y., IcnaHis; BMPOGHMKA rOTOBOTO Nikapcbkoro 3acoby CAl
KOHTPO/Ib cepil MAHY®AKTYPIHI, C.J1.Y., IcnaHisi. 3MiHM BHECEHO B
(hi3vKO-XiMiuHWMiA): IHCTPYKL,il0 A5 MeANYHOro 3aCTOCYyBaHHS NiKapCbKoro
laneHikym Xenc, 3acoby y po3ginu "BrupobHuk", "MicLe3HaxomKeHHs
C.J1., Icnawis; BMPOOHYMKa Ta agpeca MicLs NPOBaKeHHs 1ioro
KOHTPO/b cepii [AiSNbHOCTI" 3 BiANOBIAHNUMMN 3MiHAMM B TEKCTI
(mikpobionoriuHwmin) MapKyBaHHS1 ynakoBOK. TepMiH BBEAEHHS 3MiH -
: NPOTArom 6 MicsLB MiCNs 3aTBEPKEHHS.
JTabopaTtopio
EueBapHe, C.A.,
Icnanis
62. | EKOKC 400 TabneTkun, BKPUTI Makneopc IHAiA Makneopc IHAjs BHECEHHS 3MiH [0 peecTpauiiiHux maTepiasis: 3MiHu | 3a UA/6906/01/01
060/10HKo0, Mo 400 dapmacbioT $apmacboTukanc TMny - 3MiHK 3 AKOCTI. [0TOBWIA Nikapcbkunii 3acib. peyenmom
Mr no 10 TabneTok y nKasc Nimiten KOHTPO/1b rOTOBOrO NiKapcbkoro 3acoby (iHLi 3MiHK);
6nictepi, no 10 Nimiteq OHOB/IEHHS BXE 3aTBEPAKEHNX METOAIB KOHTPOSIO
6nictepiB y AIKOCTI NikapcbKoro 3acoby, a came: BUKIaJeHHS TEKCTY
KapTOHHIi ynakoBLi [lepXaBHO MOBOIO 3riiHO CYy4aCHNX BUMOT.
63. | EKCOMOH PO34MH NS iHAY3iNA, MicTpan AHrnis HOHI-®APMA Ipeuis BHECEHHS 3MiH 40 peecTpauiiHux matepianis: 3MiHu | 3a He UA/20130/01/01
10 mr/mn no 100 mn Kenitan KNEOH LIETIC Tuny - 3MiHK Woao 6e3nekn/etpekTNBHOCTI Ta peyenmom nionsea
pO3UmnHYy y MeHepxmeH PAPMACBIOTIKA dhapmakoHarnsgy. 3MiHN y KOpOTKili xapakTepucTui €
KOHTeliHepi B T NimiTepq, n NikapcbKoro 3acoby, TeKCTi MapKyBaHHS Ta iIHCTPYKLUT
3aXMCHOMY nakeTi, NNABOPATOPIEC 018 MeNYHOro 3aCTOCYBaHHSA
no 12 KoHTelHepiB B CA reHepuyHuX/ribpuaHMx/6ionofibHNX nikapcbkmx 3acobis

3axX1CHOMY NakKeTi y

nicn1si BHECEHHS TiET caMoi 3MiHW Ha pehepeHTHMI
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n/n

JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOOHUK
a

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs

Howmep
peecmpayiliHo2o

64.

EKC®OPX H

KapTOHHiiA Kopo6Li

npenapar (3MiHa He NOTpebye HafaHHA XXOAHUX HOBUX
[0[AaTKOBUX AaHuX) - 3MiHU BHECEHI A0 iHCTPYKLii AN
MeAMYHOro 3acTOCYBaHHS NikapCbKoro 3acoby y po3ginu
"Oco61mBoCTi 3acTocyBaHHA", "Cnocib 3acTocyBaHHA Ta
[031" 3rigHO 3 iHhbopMaLielo WoA0 MeAUYHOT0o
3aCTOCyBaHHA ped)epeHTHOro Nikapcbkoro 3acoby
(Perfalgan 10 mg/ml solution for infusion). BBegeHHs
3MiH NPOTAroM 6-TW MiCALIB NiCNA 3aTBEPMAKEHHS.
CynyTHs 3MiHa - 3MiHM WoA0 6e3nekn/eddeKTUBHOCTI Ta
hapmakoHarnsgy. BHeceHHss abo 3miHa(u) fo
3000B'A3aHb Ta YMOB BuJauvi peecTtpauiiHoro
nocBig4YeHHs, BKoYaoun MnaH ynpaeniHHA pU3mkamm
(3acTocyBaHHA TEKCTY, AKWIA NOrOMXEHWI 3
KOMMNETEHTHUM OpraHoMm) - 3asiBHVKOM HagaHo
OHOBJ/IEHWIA MnaH ynpaBniHHS pu3nkamu Bepcisa 1.1.
3MiHM BHECEHO [0 YacTuH: | «3arasibHa iHthopmauin» V
«3axoay 3 MiHimizauii pusukie» VI «Pe3stome nnaHy
ynpaBAiHHA pU3vKamm»

VIl «Jogatkun» (f08aToK 2) y 3B’A3KY 3 OHOB/IEHHAM
iHchopmawii 3 6e3nekun Ajtoyoi peyoBUHM NapaueTamorn
BiANOBIAHO [0 aKTyasibHOI pedhepeHTHOI iHhopmalii, Lo
€ PYTUHHUM 3aX040M 3 MiHiMi3aLii pU3nKy MeanyHnx
MOMU/IOK NOB'A3aHUX 3 Nepefo3yBaHHAM.
Pestome MnaHy ynpaBniHHA pu3nkamu Bepcis 1.1

[0a€ETbCA.

NnocBi04Y€eHHs1

65.

EKC®OPX H

TabneTkun, BKPUTI
nNiBKOBOK
060/10HKOI0 N0 5
Mr/160 mr/25 mr; no
14 TabneTtok y
6nictepi; no 1 a6o 2
6nictepy B
KapTOHHIA KOopoo6Li

HoBaprTic
dapma Al

LLiseiiuapis

Brpo6HMLUTBO 3a
MOBHUM LIK/IOM:
HosapTic ®apma
C.n.A,, Itanis;
Bupo6bHuuTBO,
KOHTPO/b SKOCTI,
nepBuHHe
nakyBaHHs1,
BTOPWHHE
nakyBaHHS:
3irchpig Bapbepa,
C.N., IcnaHis;
KoOHTposb AKoCTi:
dapmaHanituka
CA, Wseliyapis

ITanis/
IcnaHis

BHECEHHS 3MiH 0 peecTpauiitHux maTepiasis: 3MiHu |
TMny - 3MiHK WoA0 6e3nekn/edekTUBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHu) - 3MiHM BHECEHO [0
IHCTPYKLUT 4719 MeANYHOro 3aCTOCYBaHHSA NikapCbKoro
3acoby A0 po3ainy "B3aemogis 3 iHWMMU NiKapCbKUMN
3acobamu Ta iHLWi BUAY B3aEMOZi" BIAMNOBIAHO A0
pekomeHpauili PRAC. BBeAeHHS 3MiH NPOTArom 6-Tu
MiCALiB Nicns 3aTBEPMKEHHS - 3MiHM | TUNY - 3MiHK
LoAo 6e3snekn/edpekTMBHOCTI Ta thapmakoHarnsgy (iHwi
3MiHM) - 3MiHU BHECEHO [0 IHCTPYKUiT AN MEANYHOrO
3aCcTOCyBaHHS NikapcbKoro 3acoby A0 po3ainis
"Oco6nmBocTi 3acTocyBaHHA" Ta "Mo6iyHi peakuii”
BiANOBIAHO A0 pekomeHAauin PRAC. BBefeHHs 3MiH
NPOTArom 6-Tv MIiCAILIB NiCNs 3aTBEPIKEHHS

3a
peyenmom

He
nionsiea
€

UA/12679/01/01

TabneTku, BKPUTI
NNiBKOBOKO
060/10HKO10, Mo 10
Mr/160 mr/25 mr no
14 Tabnetok y

Hosapric
Papma Al

LLiBeiiuapis

Brpo6HMUTBO 3a

MOBHUM LIK/IOM:

HosapTic ®apma
C.n.A., Itanis;

ITania/
Icnanis/
LLseiiuapi
A

BHECEHHS 3MiH [0 peecTpauiitHux maTepiasis: 3MiHu |
TMny - 3MiHK WoA0 6e3nekn/edekTBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHu) - 3MiHM BHECEHO [0
IHCTPYKLUT 4719 MEANYHOro 3acTOCYBaHHSA NikapCbKoro

Bupo6bHnuTBO, 3acoby A0 po3ainy "B3aemogis 3 iHWMMK NiKapCbKUMn
6nicTepi; no 1 a6o 2 KOHTPOb AKOCTI, 3acob6amu Ta iHLWi BUAY B3aEMOZi" BIiAMNOBIAHO A0
6nictepy B nepBuHHE pekomeHpauili PRAC. BBeeHHS 3MiH NPOTArom 6-Tu
KapTOHHIA Kopoo6Li nakyBaHHs1, MiCALiB Nicns 3aTBEPMKEHHS - 3MiHM | TUNY - 3MiHW

BTOPVHHE LoAo 6e3nekn/edpekTMBHOCTI Ta chapmakoHarnsgy (iHwi

3a
peyenmom

He
nionsiea
€

UA/12679/01/02
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Ne Hassa dopma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Peknam Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asiBHUKa BUPOOHUK Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakosKa) a NnocBi04Y€eHHs1
nakyBaHHs: 3MiHU) - 3MiHN BHECEHO [0 IHCTPYKUiT AN MEeANYHOTO
3irdopig Bapbepa, 3aCTOCYBaHHS NikapcbKoro 3acoby A0 po3ainis
C.J1., IcnaHisi; "Oco6nmBoCTi 3acTocyBaHHA" Ta "Mo6iYHI peakuii”
KoHTponb skocTi: BiNOBIAHO [0 pekomeHAaauin PRAC. BBeaeHHS 3MiH
dapmaHanitnka NpoTArom 6-Tu MiCALIB MiCNA 3aTBEPMAKEHHS
CA, UWeeiiyapis
66. | EKCOOPXX H | Tabnetku, BKpUTI HoBaprtic LLiseiiuapis Brpo6HMUTBO 3a ITania/ BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHu | 3a He UA/12679/01/03
NAiBKOBOO dapma Al NOBHUM LK/IOM: Icnanis/ Tuny - 3miHK Woao 6e3nekn/edpekTNBHOCTI Ta peyenmom nionsza
060/10HKOHD, M0 5 HosapTic ®apma LLiBeiiuapi hapmakoHarnagy (iHwi 3MiHun) - 3MiHW BHECEHO [0 €
Mr/160 mr/12,5 mr no C.n.A., ITanis; A IHCTPYKLi 418 MeAUYHOro 3aCTOCYyBaHHS NiKapcbKoro
14 TabneTtok y Brpo6HMUTBO, 3acoby A0 po3ainy "B3aemogis 3 iHWMMU fikapcbKuMu
6nictepi; no 1 a6o 2 KOHTPO/b SIKOCTI, 3aco6amMu Ta iHWi BUAM B3aeMogiiA" BignoBigHo Ao
6nictepu B nepsuHHE pekomeHgauii PRAC. BBeeHHS 3MiH NpOTArom 6-Tu
KapTOHHIA KOpoo6Li nakyBaHHs1, MicALIB MicNsA 3aTBEPKEHHS - 3MiHW | TUny - 3MiHK
BTOPVHHE oo 6e3snekun/edpekTMBHOCTI Ta hapmakoHarnsagy (iHLwi
nakyBaHHs: 3MiHM) - 3MiHN BHECEHO [0 IHCTPYKUiT AN MEANYHOTO
3irdopig Bapbepa, 3aCTOCYBaHHS Nikapcbkoro 3acoby A0 po3ainis
C.J1., IcnaHisi; "Oco6nmBoCTi 3acTocyBaHHA" Ta "Mo6iyHI peaku;ii"
KoHTpornb sikocTi: BiANOBIAHO A0 pekomeHAauin PRAC. BBefeHHs 3MiH
dapmaHaniTuka NpoTArom 6-Tu MiCALB MicNs 3aTBEPMKEHHS
CA, UWBeiiyapis
67. | EKCOOPXX H | Tabnetku, BKpUTI HoBaprtic LLiseiiuapis Brpo6HMUTBO 3a ITanis/ BHECEHHS 3MiH [0 peecTpauiiiHux maTepiasis: 3MiHu | 3a He UA/12679/01/04
NnNiBKOBOKO dapma Al NOBHUM LMK/TOM: IcnaHis/ Tuny - 3MiHK Woao 6e3nekn/edpekTNBHOCTI Ta peyenmom nionsea
060/10HKO10, Mo 10 HosapTic ®apma LLiBeiiuapi hapmakoHarnagy (iHwi 3miHn) - 3MiHW BHECEHO [0 €
Mr/160 mr/12,5 mr no C.n.A., ITanis; ] IHCTPYKLi 415 MeAUYHOro 3aCTOCYBaHHSA NiKapcbKoro
14 TabneTtoky Brpo6HMLTBO, 3acoby A0 po3ainy "B3aemogis 3 iHWMMU flikapcbKuMu
6nictepi; no 1 a6o 2 KOHTPO/b SIKOCTI, 3aco6amu Ta iHWi BUAM B3aeMogiid" BignoBsigHo Ao
6nictepu B nepBuHHE pekomeHgauiii PRAC. BBeeHHS 3MiH NpOTArom 6-Tu
KapTOHHI Kopoo6Li nakyBaHHs, MiCALiB Nicna 3aTBEPMKEHHS - 3MiHW | TUNY - 3MiHW
BTOPVHHE oo 6e3snekun/edpekTMBHOCTI Ta hapmakoHarnsagy (iHLwi
nakyBaHHs: 3MiHM) - 3MiHN BHECEHO [0 IHCTPYKUiT AN MeANYHOro
3irdpig Bapbepa, 3aCTOCYBaHHS NikapcbKoro 3acoby A0 po3ainis
C.J1., IcnaHisi; "Ocob6nmBocTi 3acTocyBaHHA" Ta "Mo6iyHI peaku;ii"
KoHTpornb sikocTi: BiANOBIAHO A0 pekomeHAauin PRAC. BBefeHHs 3MiH
PapmaHanitika NPOTArom 6-Tv MiCALiB MiCNs 3aTBEPIKEHHS
CA, UWBeiiyapis
68. | ETPIANL1T NMOPOLLOK A5 CeHc IHais CeHc abopatopic IHgis BHECEHHS 3MiH 40 peecTpauiiHux matepianis: 3MiHu | 3a UA/19264/01/01
pPO34nHY AN Na6opaTtopi MeT. N14,. Tuny - 3MiHK Woao 6e3nekn/edpekTNBHOCTI Ta peyenmom
iH eKuiiA, no 1000 wr, c Mer. NiTa. hapmakoHarnsaay (iHwi 3MiHn) - 3MiHW BHECEHO Y TEKCT
no 1 cpakoHy y MapKyBaHHsi NepBuHHOI (N. 3, 4, 6) Ta BTOPUHHOI (M. 8,
KapTOHHIA Kopoo6Li 12, 13, 17) ynakoBku nikapcbkoro 3acoby. BBeeHHs
3MiH NPOTAroM 6-TW MicsiLiB nicns 3aTBepAKeHHS
69. | 3ENOQOKC® Kancysnm Teepai no BiaTpic CLIA MakyBaHHS HimeuuunH BHECEHHS 3MiH [0 peecTpaviiiHux maTepiasis: 3miHu | 3a He UA/2595/01/01
40 wmr; no 14 kancyn CnewenTi (nepBuHHe Ta a/ My - AOMiHICTPaTVBHI 3MiHW. 3MiHa HaliMeHyBaHHS peyenmom nionsea
y 6nicTepi; no 2 nnc BTOPWHHE IpnaHgjs Ta/abo agpecu MicLs NPOBaKEHHSA AiS/IbHOCTI €
6nictepu B nakyBaHHs), BMPO6HUKa/iMnopTepa roToBoro Jlikapcbkoro 3acoby,
KapTOHHI kopobuyj; MapKyBaHHs, BK/IIOYa0UM AiNbHULI BUMYCKY cepii abo Micue
no 10 kancyny KOHTPOb AKOCTI, NpPOBeLEHHS KOHTPOJIO AKOCTI. (AIANbHICTb, 3a AKy
6nictepi; no 3 BMNYCK cepil: BinoBiAae BUPOGHMK/iMNopTep, BKAKOYAKUM BUNYCK
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Ne Hassa dopma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Peknam Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asiBHUKa BUPOOHUK Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakosKa) a NnocBi04Y€eHHs1
6nictepu B Mdpaiizep cepiit) - 3MiHa NOLITOBOrO iHAEKCa B aApeci BUPOOHMKa
KapTOHHI KOopoo6Li MeHtohekuypuHr BiANOBIAA/ILHOIO 3a NakyBaHHs (MepBMHHE Ta BTOPVHHE
[Loiuneng MvéX, nakyBaHHs1), MapKyBaHHs1, KOHTPO/1b AKOCTI, BUMYCK cepii:
HimeyuunHa; Mdpaiizep MeHtodpekuypuHr foiuneHg MmeX. 3miHu
Bnpo6HMUTBO Ta BHECEHO B iHCTPYKL,iIO 415 MEANYHOrO 3aCTOCYBaHHSA
KOHTPO/b SKOCTi: nikapcbkoro 3acoby y po3ain "Micue3HaxomKeHHs
Mdpaiizep Ipnanais BMPOOHKKa Ta afpeca MicLis NPOBaAKEHHS 1ioro
dapmacbloTikans, LisiNbHOCTI" 3 BigNOBIAHMMM 3MiHAMMW B TEKCTI
IpnaHgis MapKyBaHHS yNakoBOK. TepMiH BBEL,EHHS 3MiH MPOTAroM
6 micsiB nicns 3aTBepAKEHHS.
70. | 3ENOQOKC® Kancysnu Teepai no BiaTpic CLIA MakyBaHHS HimeuuunH BHECEHHS 3MiH [0 peecTpaviiiHux maTepiasis: 3miHu | 3a He UA/2595/01/03
80 mr; no 14 kancyn CnewenTi (nepBuHHe Ta a/ TMNy - AOMiHICTPaTMBHI 3MiHW. 3MiHa HaliMEHYBaHHS peyenmom nionsea
y 6nictepi; no 2 nnc BTOPWHHE IpnaHgis Ta/abo agpecu MicLus NPOBaKEHHS AiS/IbHOCTI €
6nictepy B nakyBaHHs), BMPO6HUKa/iMnopTepa roToBoro Jlikapcbkoro 3acoby,
KapTOHHI kopobLyj; MapKyBaHHS, BKJ/IIOYaA0UM AiNbHULI BUNYCKy cepii abo micue
no 10 kancyny KOHTPOb AKOCTI, NPOBELEHHS KOHTPO/IO AKOCTI. (AIANbHICTb, 3a AKy
6nictepi; no 3 BUMYCK Cepii: BiANOBiAae BMPOGHMK/IMNOpTEpP, BK/OYAOUM BUMYCK
6nictepu B Mcpaiizep cepiid) - 3miHa NOLITOBOrO iHAEKCA B afpeci BUPO6HUKa
KapTOHHI KOopoo6Li MeHtohekuypuHr BIANOBIAA/IbHOIO 3a NakyBaHHA (NMePBMHHE Ta BTOPUHHE
[Joiuneng MvéX, nakyBaHHs), MapKyBaHHS, KOHTPOb SKOCTI, BUMYCK cepil:
HimeuuunHa; Mdpaiizep MeHodekuypuHr JoiuneHs M6 X. 3MiHn
Brpo6HMuTBO Ta BHECEHO B IHCTPYKL,iI0 47151 MeANYHOro 3aCTOCyBaHHS
KOHTPO/b SKOCTI: nikapcbkoro 3acoby y po3gin "Micue3HaxomKeHHs
Mdpaiizep IpnaHgis BMPOGHMKA Ta afpeca MicLs NPoBafXeHHs oro
dapmacbloTikans, AiSNbHOCTI" 3 BigNOBIAHNMMYN 3MiHAMMN B TEKCTI
Ipnangis MapKyBaHHS YNakoBOK. TepMiH BBEL,EHHS 3MiH MPOTAroM
6 MicALiB Nic/a 3aTBEPAKEHHS.
71. | BEIAOKC® Kancynm Teepai no Biatpic CWA MaxkyBaHHsA HimeuuunH BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3miHu | 3a He UA/2595/01/04
20 wr, no 14 kancyn CnewenTi (nepBuHHe Ta a/ TMny - AQMiHICTPaTVBHI 3MiHW. 3MiHa HaliMeHyBaHHS peyenmom nionsea
y 6nicTepi; no 2 nnc BTOPVHHE IpnaHgis Ta/abo agpecu MicLa NPOBaMXEHHS AisNIbHOCTI €
6nictepn B nakyBaHHs1), BMPOGHUKa/iMnopTepa roToBOro /likapcbKoro 3acooy,
KapTOHHI kopobuyj; MapKyBaHHs, BK/IO4A0UM AiNbHULI BUMYyCKy cepii abo micue
no 10 kancyny KOHTPO/b SIKOCTI, NpoBeAEeHHS KOHTPOSIO AKOCTI. (AiANbHICTb, 3a AKY
6nictepi; no 3 BUMYCK Cepii: BiANOBiAae BMPOGHMK/IMNOPTEpP, BKOYAOUM BUMYCK
6nictepy B Mdpaiizep cepiid) - 3miHa NOLWITOBOro iHAEKCA B afpeci BUPO6HUKa
KapTOHHIA Kopoo6Li MeHtodekuypuHr BiANOBIAA/ILHOIO 3a NakyBaHHS (NepBUHHE Ta BTOPUHHE
[Joiuneng MvéX, nakyBaHHs), MapKyBaHHs, KOHTPOb SKOCTI, BUNYCK cepil:
HimeuyuunHa; Mdpaiizep MeHodekuypuHr JouneHg M6 X. 3MiHn
Bnpo6HMUTBO Ta BHECEHO B iHCTPYKL,i0 A1 MEANYHOrO 3aCTOCYBaHHSA
KOHTPONb AKOCTI: nikapcbKoro 3acoby y po3gin "Micue3HaxomKeHHs
Mdpaiizep Ipnanain BMPOOHYMKa Ta agpeca MicLis NPOBaKeHHS 1ioro
dapmacboTikans, AiSNbHOCTI" 3 BigNOBIAHMMMN 3MiHAMMW B TEKCTI
IpnaHgis MapKyBaHHS ynakoBoK. TepMiH BBEAEHHS 3MiH MPOTAroM
6 MicsUiB Nicnsa 3aTBepAKEHHS.
72. | BENNAOKC® Kancynu Teepgi no BiaTpic CWA MaxkyBaHHs HimeuuunH BHECEHHS 3MiH [0 peecTpaLiiiHnx maTepianis: 3miHu |1 3a He UA/2595/01/01
40 wmr; no 14 kancyn CnewenTi (nepBuHHE Ta a/ MRy - 3MiHK WoA0 6e3nekn/edpeKTNBHOCTI Ta peyenmom nionsea
y 6nicTepi; no 2 nnc BTOPVHHE IpnaHgis thapmakoHarnsgy. 3MiH1 y KOPOTKili XapakTepucTumLi €
6nictepu B nakyBaHHs), NiKapcbKoro 3acoby, TEKCTi MapKyBaHHA Ta iHCTPYKLT
KapTOHHI Kopoo6Lyj; MapKyBaHHS, 0151 MeAMYHOrO 3aCTOCYBaHHS Y 3B'SA3KY i3 HOBUMM
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Ne Hassa dopma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Peknam Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asiBHUKa BUPOOHUK Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakosKa) a NnocBi04Y€eHHs1
no 10 kancyny KOHTPOb AKOCTI, [aHVMU 3 SKOCTi, AOKMIHIYHUMU, KNIHIYHUMW faHnMun Ta
6nictepi; no 3 BUMYCK Cepii: JaHnmu 3 chapmakoHarnsagy - 3miHvW BHECEHO A0
6nictepu B Mcpaiizep IHCTPYKLT ANA MeQUYHOro 3aCToCyBaHHA NiKapcbKoro
KapTOHHi Kopoo6Lli MeHodek4ypUHr 3acoby Ao po3zinis "®apmakonoriyHi BnactnsocTi”,
[Loiuneng Mm6X, "B3aemogis 3 iHWMMM flikapCbKMMK 3acobamm Ta iHLLi
HimeuuunHa; BMAW B3aemogiin”, "Mo6ivHi peakuii” BignoBigHO [0
Brpo6HMuTBO Ta maTepianiB peecTpauiliHoro focbe. BBeAeHHS 3MiH
KOHTPO/b AKOCTI: npoTArom 6-Tu MicAUiB nicnsa 3aTBepmxeHHs. CynyTHA
Mdpaiizep IpnaHgis 3MiHa- 3MiHU W0 6e3nekn/eddekTMBHOCTI Ta
dapmachbloTikans, thapmakoHarnagy. BHeceHHs abo 3miHa(v) fo
IpnaHgis 3000B'A3aHb Ta YMOB BuJauvi peecTtpauiiHoro
nocBig4YeHHs, BKoYaoun MnaH ynpaeniHHA pU3mkamm
(3acTocyBaHHA TEKCTY, AKWIA NOrOMXEHWI 3
KOMMNETEHTHUM OpraHoMm) - 3asiBHVKOM HagaHo
OHOB/IEHUIA MNaH ynpas/iHHA pu3nkamu Bepcis 6.0.
3MiHM BHECEHO [0 YacTuH: | «3aranbHa iHhopmayis», |l
«Cneundikauis 3 6e3nekm», Il «MnaH 3
hapmakoHarnagy», V «3axoam 3 MiHimisauil pusmkie», VI
«Pestome nnaHy ynpasniHHA pusnkamun», VII «dogatkv»
Yy 3B'A3KYy 3 OHOBJ/IEHHSAM Pe3y/bTaTiB AOC/IAKEHHS
A1281198 Ta A1281201t. CtpykTypy MNYPa 6yno
OHOBJ/IEHO BIANOBIAHO [0 pekoMeHaauiin Guideline on
good pharmacovigilance practices (GVP) Module V —
Risk management systems (Rev 2). Pe3tome nnaHy
ynpas/iHHA pu3nkamu Bepcis 6.0 AogaeTbes.
73. | 3ENOQOKC® Kancysm Teepai no BiaTpic CLIA MakyBaHHS HimeuuunH BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepiasis: 3MiHu |1 3a He UA/2595/01/03
80 mr; no 14 kancyn CnewenTi (nepBuHHe Ta a/ TMny - 3MiHK WoA0 6e3nekn/edekTUBHOCTI Ta peyenmom nionsea
y 6nictepi; no 2 nnc BTOPWHHE IpnaHgis thapmakoHarnagy. 3MiH1 y KOPOTKill XxapakTepucTumLi €
6nictepy B nakyBaHHs), nikapcbKoro 3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKLT
KapTOHHiiA KopobL; MapKyBaHHS, AN MeAMYHOro 3acTOCyBaHHSA Yy 3B’A3KY i3 HOBUMM
no 10 kancyny KOHTPOb AKOCTI, OaHVIMU 3 SKOCTi, AOKMIHIYHUMU, KAIHIYHUMY faHnMKn Ta
6nictepi; no 3 BWMYCK Cepii: JaHnMu 3 chapmakoHarnsagy - 3miHvW BHECEHO A0
6nictepu B Mcpaiizep IHCTPYKLi AN18 MeQUYHOro 3aCToCyBaHHA NiKapcbkoro
KapTOHHI KOPOOL MeHtodek ypuHr 3acoby A0 po3ginis "®apmakonoriyHi BractneocTi”,
[Loiuneng Mm6X, "B3aemogis 3 iHWMMM flikapCbKMMK 3acobamm Ta iHLLi
HimeuuunHa; BMAW B3aemogiit”, "Mo6ivHi peakuii” BignosigHO [0

Brpo6HMuTBO Ta
KOHTPO/b SIKOCTI:
Mdpaiizep IpnaHgis
dapmacboTikans,
IpnaHgis

mMartepianis peecTpawiiHoro gocke. BBegeHHs 3MiH
npoTArom 6-Tu MicAUiB nicnsa 3aTBepmxeHHs. CynyTHs
3MiHa- 3MiHu LWoa0 6e3nekn/eteKTUBHOCTI Ta
thapmakoHarnsgy. BHeceHHs abo 3miHa(v) fo
3000B'A3aHb Ta YMOB BuJauvi peecTtpauiiHoro
nocBigYeHHS, BKOYaoun MnaH ynpaeniHHA pU3nkamm
(3acTocyBaHHS TEKCTY, SKWIA NOTOKEHNI 3
KOMMNETEHTHUM OpraHoMm) - 3asiBHVKOM HagaHo
OHOB/IEHUIA MNaH ynpas/iHHA pu3nkamu Bepcis 6.0.
3MiHM BHECEHO A0 YacTuH: | «3aranbHa iHhopmauis», |l
«Cneundikauis 3 6e3nekm», I «MnaH 3
hapmakoHarnagy», V «3axoam 3 MiHimisauii pusmkie», VI
«Pestome nnaHy ynpasniHHa pusmkamun», VIl «dogatkv»
Yy 3B'A3KYy 3 OHOBJ/IEHHSAM pe3y/bTaTiB AOCAiAKEHHS
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Ne Hassa dopma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Peknam Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asiBHUKa BUPOOHUK Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakosKa) a NnocBi04Y€eHHs1
A1281198 Ta A1281201t. CTpyKTYypy MNYPa 6yno
OHOBJ/IEHO BiAMNOBIAHO A0 pekoMeHaauili Guideline on
good pharmacovigilance practices (GVP) Module V —
Risk management systems (Rev 2). Pestome nniaHy
ynpaseniHHA pu3nkamu Bepcis 6.0 gogaeTtbes.
74. | 3EIQOKC® Kancynu Teepgi no Biatpic CWA MaxyBaHHS HimeuuunH BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepiasnis: 3MiHu |1 3a He UA/2595/01/04
20 wmr, no 14 kancyn CnewenTi (nepBuHHe Ta a/ MRy - 3MiHK WoA0 6e3nekn/edpeKTUBHOCTI Ta peyenmom nionsea
y 6nicTepi; no 2 nnc BTOPWHHE IpnaHgjs thapmakoHarnsgy. 3MiHU y KOPOTKili XxapakTepucTuLi €
6nictepu B nakyBaHHs), nikapcbKoro 3acoby, TeKCTi MapKyBaHHS Ta IHCTPYKLUIT
KapTOHHI kopobuyj; MapKyBaHHs, [ONs MeANYHOro 3acTOCyBaHHS Y 3B'A3KY i3 HOBUMMN
no 10 kancyn y KOHTPO/b AKOCTI, OaHVIMU 3 SIKOCTi, AOK/IHIYHUMU, KAIHIYHUMW faHnMKU Ta
6nictepi; no 3 BMNYCK cepil: LaHuMu 3 dhapmMakoHarnsgy - 3miHM BHECEHO [0
6nictepn B Mdparizep IHCTPYKLi 418 MEAUYHOro 3aCTOCYyBaHHS NiKapcbKoro
KapTOHHIA KOpoo6Li MeHtohekuypuHr 3acoby Ao posginis "®apmakonoriyHi BnactueocTi”,
[Loiuneng MvéX, "B3aemMopis 3 iHWMMU NiKapCbKnuMy 3acobamm Ta iHLLi
HimeyuunHa; BMAW B3aemogiin”, "MobivHi peakuii" BignosigHO [0
Brpo6HMLUTBO Ta marepianiB peecTpauiiiHoro Aocke. BBeeHHS 3MiH
KOHTPO/b SIKOCTI: NPOTAroM 6-Tv MiCALIB nicnsa 3aTBepMXeHHA. CynyTHS
Mdpaiizep Ipnaxgis 3MiHa- 3MiHK Woa0 6e3nekn/eheKTUBHOCTI Ta
dapmacbloTikans, thapmakoHarnsgy. BHeceHHsi abo 3miHa(v) fo
IpnaHgis 3060B'A13aHb Ta YMOB BuJaui peecTpauiiiHoro
noceigyYeHHs, BKNoYarouy MaaH ynpasniHHSA pusnkamm
(3acTocyBaHHS TEKCTY, KW NOTOKEHNT 3
KOMNETEHTHUM OpraHoMm) - 3asiBHMKOM HagaHo
OHOBJ/IEHWIA NNaH ynpasniHHA pusukamm sepcis 6.0.
3MiHU BHECEHO A0 YacTvH: | «3aranbHa iHchopmauis, |1
«Cneuudikauis 3 6e3nekn», Il «MnaH 3
thapmakoHarnagy», V «3axogu 3 MiHimisauii pusukis», VI
«Pe3lomMe nnaHy ynpasriHHA pusmkamn», VIl «doaatku»
Yy 3B'A3KYy 3 OHOB/IEHHSAM pe3y/bTaTiB AOCNIAKEHHS
A1281198 Ta A1281201t. CTpykTypy MNYPa 6yno
OHOBJ/IEHO BiAMNOBIAHO A0 pekoMeHaauili Guideline on
good pharmacovigilance practices (GVP) Module V —
Risk management systems (Rev 2). Pestome nniaHy
ynpaeiHHA pu3nkamu Bepcis 6.0 gogaeTtbes.
75. | 30MIKNOH Tabnetku no 7,5 mr AT YkpaiHa AT "Jly6Huchapm” YkpaiHa BHECEHHS 3MiH [J0 peecTpauiiiHux maTepianis: 3MiHu | 3a He UA/6301/01/01
no 10 TabneTtok y "Ny6Hndhap MRy - 3MiHK WoA0 6e3nekn/edpeKTUBHOCTI Ta peyenmom nionsea
6nictepi; no 1,2 abo M" thapmakoHarnagy (iHwi 3MiHn) - 3MiHY BHeceHi A0 €

3 6nicTepun y nayui

IHCTPYKUIT 415 MELUYHOrO 3aCTOCYBaHHS NiKapCbKOro
3aco6by Ao po3giny "Mo6iyHi peakuii woao
NoBiZOMIEHHS NPo Mo6iYHI peakuii. BBeAeHHS 3MiH
NPOTArom 6-TW MICALIB NiC/A 3aTBEPAXEHHS. 3MiHN |
Tuny - 3miHK Wwoao 6e3nekn/ethekTUBHOCTI Ta
hapmakoHarnsgy. 3MiHa y KOpoTKilii XxapakTepucTumui
nikapcbKoro 3acoby, TeKCTi MapKyBaHHS Ta IHCTPYKLUT
0151 MeQUYHOro 3aCTOCyBaHHA Ha MiAcTaBi perynsipHo
OHOBJ/IOBAHOrO 3BiTY 3 6e3neKn Nikapcbkoro 3acoby, abo
pocnipkeHb 3 6e3neky 3acTocyBaHHS NikapCbKoro
3acoby B micnsipeecTpauiiiHuii nepiod, abo sik pesynbTar
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n/n

Ha3ssa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOOHUK
a

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs

Homep
peecmpayiliHo2o
nocsio4eHHs

OL|iHKM 3BITY 3 AOCNIMKEHb, NPOBEAEHUX BiANOBIAHO A0
nnaHy negiatpnyHmx gocnigxkeHs (PIP) (iHwi 3miHW) -
3MiHV BHeCeHi A0 IHCTPYKUiT AN MeanyYHOro
3aCTOCYBaHHS NikapcbKoro 3acoby A0 po3ainis
"MokasaHHsa" (yTOuHeHHs), "MpoTnnokasaHHs",
"B3aemogis 3 iHWMMM NlikapCbKMMK 3acobamm Ta iHLLi
BMAN B3aeMogiit”, "OcobMBOCTI 3acTOCyBaHHS",
"3acTocyBaHHs y nepiog BariTHOCTi abo roflyBaHHs
rpyaar”, "3aaTHiCTb BNAMBATY Ha LWBUAKICTb peakuil
npu KepyBaHHi aBTOTPAHCNOPTOM ab0 iHLWMK
mexaHismamu", "Cnoci6 3acTocyBaHHs Ta gosun”, "Oitn"
(yTouHeHHs), "Mepepno3yBaHHA", "Mo6iYHI peakuii" Wwoao
6e3nekn 3acTocyBaHHs /likapcbkoro 3acoby. BeefeHHs
3MiH NPOTAroM 6-Tu MiCALIB NiCNA 3aTBEPMAKEHHS.
CynyTHs 3MiHa - 3MiHM Woa0 6e3nekn/eddeKTUBHOCTI Ta
thapmakoHarnsgy. BHeceHHss abo 3miHa(K) 8o
30060B'A3aHb Ta YMOB BuJaui peectpauiiHoro
nocBig4YeHHs, BKIoYaoun MnaH ynpaeniHHA pU3mkamm
(iHLWi 3MiHKW) - 3aABHNKOM HafaHO OHOB/EHWI MnaH
ynpaBniHHA pu3vkamu Bepcis 2.0 - 3MiHN BHECEHO A0
yacTtuH: Il "Cneuucpikauis 3 6esneku” , Il "MnaH 3
hapmakoHarnagy”, V" 3axogu 3 miHimisauii pusukis", VI
"Pestome nnaHy ynpasniHHsa pusukamu”, VI "dopatkm"
Ha OCHOBI OHOB/IEHOI iHopMaLii 3 6e3nekun Aityoil
PEeYOBUHM, a caMe [0AAHO HOBi BXK/IUBI MOTEHLilHI
pu3vkn "[enpecis Ta cyiumag” Ta "B3aemogis 3
onioigamn”. Pe3stome MnaHy ynpasniHHA puU3nkamu
Bepcis 2.0 foaaeTbes.

76.

KANbLJIO
®O/MIHAT
®APEC

PO3YUH ANS iH'EKLN,
10 mr/mn, no 5 mn,
10 mn, 20 mn, 35
M, 50 mn a6o 100
M1 PO3YMHY Y
CKIAHMX chiakoHax;
no 1 donakoHy y
Kopo6bui

Koneriym
c.p.o.

Cnosaubka
Pecny6nika

XaynT ®apma
BonbgparcxayseH
M6X

HimeuumH
a

BHECEHHS 3MiH 0 peecTpauiiiHux maTepiasis: 3MiHu |
TMny - 3MiHK WoA0 6e3nekn/edekTUBHOCTI Ta
thapmakoHarnsigy. BeegeHHs abo 3miHu go
y3araslbHeHUX JaHux Npo cuctemy hapmakoHarnsgy
(BBEAEHHSA Yy3araslbHEHMX AaHUX NPO cucTeMy
hapmakoHarnsay, 3amiHa ynoBHOBaXeHOT ocobu,
BiANOBIAA/IbHOI 32 34iliCHEHHA dhapmakoHarnagy;
KOHTaKTHOI 0c0obU 3 hapMakoHarnfgy 3asBHuKa ons
3[jiCHEeHHs hapmakoHarisay B YKpaiHi, AKLWO BoHA
BiAMIHHA BiJ YNOBHOBaXeHOI 0CcO6U, BiAMNOBIAa/IbHOI 3a
3pjiicHeHHs1 hapMakoHarnsay (BK/IHYAKUM KOHTaKTHI
AaHi) Ta/abo 3MiHV y po3MmileHHI macTep-thaiina
cmcTeMu hapmakoHarnsgy) 3miHa ynoBHOBaXeHOI
ocobu 3asBHUKa, BiANOBIAa/ILHOT 3a (hapmakoHarnsa,.
[Litoua pepakuin: Mysunuernko OnekcaHgp. MNponoHoBaHa
pepakuis: AneiiHuk CeiTnaHa JleoHigiBHa. 3miHa
KOHTaKTHUX AaHVX YNOBHOBaXKEHOI 0CO6M 3asBHUKA,
BiANOBIAa/IbHOI 3a thapmakoHarnsag. 3miHa
MicL,e3HaxX0MKEHHS MacTep-haiina cuctemm
thapmakoHarnsgy. 3MiHa Micus 34ilACHEHHS] OCHOBHOT
LisAbHOCTI 3 thapmakoHaraagy.

3a
peyenmom

UA/19080/01/01
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n/n

Ha3ssa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOOHUK
a

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs

Homep
peecmpayiliHo2o
nocsio4eHHs

717.

KANEUNTABI
H AMAKCA

TabneTkn, BKpUTI
NNiBKOBOKO
060/10HKOH0, Mo 500
mr, no 10 TabneTok
y 6nictepi, no 12
6nictepiB y
KapTOHHiiA Kopo6Lli

Amakca 1T/,

Benvka
BputaHis

Nab6opaTopioc
HopmoH C.A.

IcnaHis

BHECEHHS 3MiH [0 peecTpavyjiiiHnux maTtepianis: 3MiHu |
Tmny - 3MiHK 3 skocTi. CepTudikaT BignosigHocTI/lE-
cepTudikaT BignoBigHOCTI EBponeiickkiii
thapmakonei/moHorpadii. MogaHHA HoBoro a6o
OHOBJ/IEHOTO cepTudikaTa BifnoBigHOCTI a60 BUTyYEHHS
cepTudpikaTa BifnoBiAHOCTI E€Bponeiichbkiin hapmakonei:
ana A®l; ans BuxigHoro
marepiany/peareHTy/npoMiKHOro NPOAYyKTY, Lo
BMKOPVCTOBYHOTLCS Y BUPOOHULTBI ADI; 415 AONOMKHOT
peyoBuHM (cepTudpikaTt BiANOBIAHOCTI EBPONEChKilt
hapmakonei) - OHoBeHUIA cepTudikaT Bif yxe
3aTBEPAKEHOr0 BUPOGHUKA NOAAHHA OHOB/IEHOTO
cepTudikaTa BignoBigHOCTIi EBponeiickkiii hapmakonel
Ne R1-CEP 2014-189 - Rev 01 (3atBepmxeHo: RO-CEP
2014-189 - Rev 01) ans A®l kaneunTabiHy Bif Bxe
3aTBepaxeHoro Bupo6bHuka Qilu Tianhe Pharmaceutical
Co., LTD., China, sikuii 3miHmB Ha3By Ha Shandong
Anxin Pharmaceutical Co., Ltd., China. 3miHu | Tuny -
3miHu 3 sKocTi. CepTudikar BignosigHocTi/lE-
cepTudikaT BigNoBiAHOCTI EBpONENCHKIi
hapmakonei/moHorpadii. MogaHHsA HoBOro abo
OHOB/IEHOTO cepTudikarta BifnoBigHOCTI abo BUTYYEHHS
cepTudikaTa BignoBiAHOCTI EBpoONeENChKi hapmakonei:
ansa A®l; ansa BuxigHoro
marepiany/peareHTy/npoMiKHOro NpPoAyKTy, Lo
BVIKOPVCTOBYIOTbCS Y BUPOOHULTBI ADI; 415 AONOMDKHOT
peyoBUHM (cepTudpikaT BiANOBIAHOCTI EBPONEChKilt
thapmakonei) - OHOBNEHWI cepTudikarT Big, yxe
3aTBEPAKEHOro BUPOBHMKA OHOB/IEHOTO cepTudikara
BiANOBIAHOCTI EBponeiickkili hapmakonei Ne R1-CEP
2014-189 - Rev 02 ana A®l kaneuuTtabiHy Bif BXe
3aTBepMAKEHOro BMpobHuka Shandong Anxin
Pharmaceutical Co., Ltd., China.

3a
peyenmom

UA/15547/01/02

78.

KANEUNTABI
H AMAKCA

TabneTkn, BKpUTI
nNiBKOBOKO
060/10HKO10, No 150
mr, no 10 TabneTok
y 6nicTepi, no 6
6nictepiB y
KapTOHHI KOopoo6Li

Amakca 1T/,

Benvka
BputaHis

Nab6opaTtopioc
HopmoH C.A.

IcnaHis

BHECEHHS 3MiH [0 peecTpauiitHux maTepiasis: 3MiHu |
Tuny - 3MiHK 3 skocTi. CepTudikaT BignosigHoCTI/lE-
cepTudikaT BignoBigHOCTI EBponeiickkiii
hapmakonei/moHorpadii. MogaHHA HoBOro a6o
OHOBJ/IEHOTO cepTudikaTa BifnoBigHOCTI ab0 BUTyYEHHS
cepTudpikaTa BifNoBiAHOCTI EBpoNeiichkiin hapmakonei:
ana A®l; ans BuxigHoro
marepiany/peareHTy/npoMiKHOro NPOAYKTY, WO
BMKOPUCTOBYIOTLCS Y BUPOOHULTBI API; 4151 4ONOMDKHOT
peyoBuHM (cepTudikaT BiANOBIAHOCTI €EBPONENChKIi
hapmakonei) - OHoBMeHUIA cepTudikat Bif yxe
3aTBEPAKEHOrO BUPOGHUKA NOAAHHA OHOB/IEHOTO
cepTtudbikaTa BiANOBIAHOCTI EBpoONeiichbkin hapmakonei
Ne R1-CEP 2014-189 - Rev 01 (3atBepmxeHo: RO-CEP
2014-189 - Rev 01) ans A®l kaneunTabiHy Bif BxXe
3aTBepxeHoro BupobHuka Qilu Tianhe Pharmaceutical
Co., LTD., China, sikui1 3mMiHMB Ha3By Ha Shandong

3a
peyenmom

UA/15547/01/01
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n/n

Ha3ssa
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3acoby

dopma sunycky
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Bupo6Huk

KpaiHa
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a
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Ymosu
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Homep
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Anxin Pharmaceutical Co., Ltd., China. 3miHu | Tuny -
3miHu 3 sKocTi. CepTudikat BignosigHocTi/lE-
cepTudikaT BignoBigHOCTI EBponeiickkiii
thapmakonei/moHorpadii. MogaHHA HoBoro a6o
OHOBJ/IEHOTO cepTudikaTa BifnoBigHOCTI a60 BUTyYEHHS
cepTudpikaTa BifnoBiAHOCTI E€Bponeiichbkiin hapmakonei:
ana A®l; ans BuxigHoro
marepiany/peareHTy/npoMiKHOro NPOAYyKTY, Lo
BMKOPVCTOBYHOTLCS Y BUPOOHULTBI ADI; 415 AONOMKHOT
peyoBuHM (cepTudpikaTt BiANOBIAHOCTI EBPONEChKilt
hapmakonei) - OHoBeHUIA cepTudikaT Bif yxe
3aTBEPKEHOr0 BUPOGHMKA OHOB/IEHOrO cepTudikaTa
BifnoBigHOCTI €Bponelickkili hapmakonei Ne R1-CEP
2014-189 - Rev 02 ana A®l kaneuuTtabiHy Bif Bxe
3aTBEpAKEHOro BMpobHuka Shandong Anxin
Pharmaceutical Co., Ltd., China.

79.

KAPMETAAN
H

TabneTkun, BKPUTI
NAiBKOBOO
060/10HKOI0, 3
MoZAMhiKkOBaHNM
BUBINIbHEHHAM, N0
35 wmr; no 30
TabneTok y 6nictepi;
no 2 6nictepu B
KapTOHHI Kopoo6Li

TOB
"YOP/I]
MEANLIAH"

Ykpaina

YOPN[,
MEOVLVH INAY
CAH. BE TIZX.

ALLL

TypeuunH
a

BHECEHHS 3MiH 0 peecTpauiiiHux maTepiasis: 3MiHu |
TMNy - 3MiHK WoA0 6e3nekn/edekTUBHOCTI Ta
thapmakoHarnsgy. 3MiHa y KOpoTKili XxapakTepucTumLi
nikapcbKoro 3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKLT
AN MeAMYHOro 3acToCyBaHHS Ha NiAcTasi perynspHo
OHOBJIIOBAHOrO 3BiTY 3 6Ge3neKkn nikapcbkoro 3acoby, abo
JocnifpKeHb 3 6e3neky 3acToCyBaHHA NiKapCbKoro
3aco6y B nic/isipeecTpaviiiHmii nepiod, abo sik pesynbTaT
OL|iHKM 3BITY 3 AOCIMHKEHb, NPOBEAEHUX BiANOBIAHO A0
nnaHy negiatpuyHmx gocnigpxes (PIP) (3MiHy
Y3ro[KEHO 3 KOMNETEHTHUM YNOBHOBAXEHUM OpPraHom) -
3MiHU BHECeHi A0 IHCTPYKLUIT 418 MeANYHOro
3aCTOCYBaHHS Nikapcbkoro 3acoby A0 po3ainis
"Oco6nmBoCTi 3acTocyBaHHA", "MobiYHI peakuii” LWono
6e3nekn 3acTocyBaHHS [il040i pe4yoBMHM 3a
pekomeHpauieto PRAC EMA. BBefeHHs 3MiH MPOTAromM
6-TN MicALIB Nicns 3aTBEPKEHHS

3a
peyenmom

He
nionsiea
€

UA/14715/01/01

80.

KNAPUTPOMI
LVH-
ACTPA®APM

TabneTkn, BKpUTI
060/10HKO0, Mo 250
Mr; no 7 TabneTok y
6nictepi; no 1 abo
no 2 6nictepu B
KOpo6Li 3 KapTOHY

TOB
"ACTPA®A
PM"

YkpaiHa

TOB
"ACTPAGAPM"

Ykpaina

BHECEHHS 3MiH [0 peecTpauiiiHux maTepiasis: 3miHu |
Tuny - 3MiHK Woao 6e3nekn/etpekTNBHOCTI Ta
hapmakoHarnsgy. 3miHa y KOpoTkili xapakTepucTuui
NikapcbKoro 3acoby, TEKCTi MapKyBaHHS Ta iIHCTPYKLT
AN MeAMYHOro 3acToCyBaHHS Ha NiACTasi perynspHo
OHOB/OBAHOrO 3BIiTY 3 6e3nekun nikapcbkoro 3acoby, abo
pocnipkeHb 3 6e3neky 3acToCyBaHHS NMikapCbKOro
3acoby B nic/isipeecTpaviiiHmii nepiod, abo sk pesynbrar
OLLiHKM 3BITY 3 AOCAiMKEHb, NPOBEAEHUX BIANOBIAHO A0
nnaHy negiatpuyHnx gocnigpkens (PIP) (3MiHy
Y3rO[PKEHO 3 KOMMNETEHTHUM YNOBHOBEKEHNM OPraHoM)
3MiHV BHECEHO B IHCTPYKLiIO A1 Me4UYHOro
3aCTOCyBaHHS Nikapcbkoro 3acoby A0 po3ainis
"MpoTunokasaHHsA", "B3aemMogisa 3 iHLWIMMU NikapCbKMu
3aco6amu Ta iHWi BUAY B3aemogiii" Ta "OcobnnBoCTi
3acTocyBaHHs" BiANOBIAHO A0 OHOBAEHOI iHhopMmaLi

3a
peyerimom

He
nionsea
€

UA/14154/01/01




64 ITpomoBxeHHs fojaTKa 3
Ne Hassa dopma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Peknam Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asiBHUKa BUPOOHUK Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakosKa) a NnocBi04Y€eHHs1
{00 6e3nekn 3acTocyBaHHS Airo40i PeYOBUHM 3MigHO 3
pekomeHgauieto PRAC.
81. | KTAPUTPOMI | TabneTku, BKPUTI TOB YkpaiHa TOB YkpaiHa BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3MiHu | 3a He UA/14154/01/02
LINH- 060/10HKOH0, Mo 500 "ACTPA®A "ACTPAPAPM" MRy - 3MiHK WoA0 6e3nekn/edeKTUBHOCTI Ta peyenmom nionsea
ACTPA®APM | wmr; no 7 Tabnetok y pMm" hapmakoHarnsgy. 3MiHa y KOpoTKili XxapakTepucTumui €
6nictepi; no 1 a6o nikapcbKoro 3acoby, TeKCTi MapKyBaHHS Ta IHCTPYKLUT
no 2 6nictepu B 0151 MeQUYHOro 3acTOCyBaHHA Ha MiAcTaBi perynsipHo
KOpOO6Lii 3 KapTOHY OHOBJIKOBAHOTO 3BIiTY 3 6e3nekn nikapcbkoro 3acoby, abo
pocnimpkeHb 3 6e3neky 3acTocyBaHHS NMikapCbKoro
3acoby B nicnsipeecTpavy,inHnii nepioa, abo sk pesynbTar
OLiHKM 3BITY 3 AOC/iMKEHb, MPOBEAEHUX BigNOBIAHO A0
nnaxy negiatpuyHux gocnimpkeHb (PIP) (3miHy
Y3rOKEHO 3 KOMMNETEHTHUM YNOBHOBaXXEHNM OpraHom)
3MiHU BHECEHO B IHCTPYKL|i0 415 MeAUYHOTo
3aCcTOCyBaHHS NikapcbKoro 3acoby A0 po3fainis
"MpoTunoka3aHHs", "B3aeMogis 3 iHLLUMMY NiKapCbKUMun
3aco6amMm Ta iHWi BuAn B3aemMogiit” Ta "OcobnmnBocCTi
3acTocyBaHHA" Bif4NoBigHO 0 OHOB/IEHOT iHhopmaLLii
{00 6e3neKn 3acTocyBaHHS Air040i PeYOBUHM 3rigHO 3
pekomeHgauieto PRAC.
82. | KNIOTPUMA3 | Tabnetku BariHanibHi | OPFTAHOCHK OAE EBepTomxeH IHais BHECEHHS 3MiH [J0 peecTpauiitHux maTepianis: 3miHu | 6e3 UA/8794/02/01
on no 100 mr; no 6 H Naidg CaeHcns TMny - AGMiHICTPaTVBHI 3MiHW. 3MiHa HaliMeHyBaHHS peyenma
TabneTok y cTpuni; NAVOCAEH Nimiteq Ta/abo agpecyu MicLs NPOBAKEHHS Ai/IbHOCTI
no 1 ctpuny 3 Cn3 (E® BMPOGHMKaA (BKIKOYAKOUM, 3a HEOOXiAHOCTI, Micue
annikatopom y 3ET ) NpoBeAEeHHS KOHTPOI0 SKOCTI), ab0 BNacHMKa macrep-
KapTOHHI nayui abo thaiina Ha A®I, abo noctavanbHuka A®Il/BrxigHOro
no 6 TabneToky marepiany/peareHTy/npoMKHOI0 NPOAYKTY, L0
6nictepi; no 1 3aCTOCOBYIOTLCS Y BUPOOHULTBI AD| (SKLLO 3a3HAYEHO Y
6nictepy 3 [0CbE Ha nikapcbkuii 3acib) 3a BiACyTHOCTI cepTudikata
annikaTopom y BiANOBIgHOCTI EBponeiickkili hapmakonei y
KapTOHHIM nayui 3aTBEPXEHOMY [LOCbE, 260 BMPOGHMKA HOBOI
[,0MOMDKHOT PEYOBUHM (AKLWO 3a3HAYeHO Y [JOCbE) -
3MiHa HallMeHyBaHHs 3aTBEPAXEHOr0 BUPOGHMKa AdI
KnoTpumasosny 3 Amoli Organics Private Limited, India
Ha Amoli Organics (A Division of Umedica Laboratories
Pvt. Ltd.), India. BupobHuua ginbHUUA Ta yci BUPOGHMYI
onepawii 3a/MLWaTbCs HE3MiIHHUMMU.
83. | KOHKOP® TabneTku, BKPUTI Mepk HimeyunHa Mepk Xenckea HimeuuunH BHECEHHS 3MiH [J0 peecTpaLiitHux maTepiasnis: 3miHu | 3a UA/3322/01/02
nNiBKOBOKO Xernckea KraA a TMny - 3MiHKM 3 AKocTi. CepTudikaTt BignosigHocTI/IE- peyenmom
060/10HKOHD, MO 5 Mr, KraA cepTudikar BigNoBIAHOCTI €BpONeNChKil

no 30 TabneTok y
6nictepi; no 1
6nictepy y
KapTOHHI kopobuyj;
no 25 tabneTtok y
6nictepi; no 2
6nictepu y
KapTOHHiiA KOpo6Li

hapmakonei/moHorpadii. NMogaHHsA HoBOro abo
OHOBJ/IEHOrO cepTudikarta BifgnoBigHOCTI abo BUTYYEHHS
cepTudikaTa BignoBigHOCTI €Bponeiicbkii hapmakonei:
onsa A®l; ana BuxigHoro
marepiany/peareHTy/npoMiKHOro NpPoAyKTy, Lo
BMKOPUCTOBYHOTLCS Y BUPOOHULTBI API; 4151 4ONOMIKHOT
peyvoBUHM (cepTudpikaT BiANOBIAHOCTI EBPONEiChKili
thapmakonei) - OHOBNEHWI cepTudikar Big, yxe
3aTBEPAKEHOI0 BUPOGHUKA - [ofaHHA OHOBJ/IEHOrO




65 ITpomoBxeHHs fojaTKa 3
Ne Hassa dopma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Peknam Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asiBHUKa BUPOOHUK Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakosKa) a NnocBi04Y€eHHs1
cepTudikaTy BigNoBiAHOCTI E€Bponeichkiin hapmakonei
R1-CEP 2008-287-Rev 01 Big 3aTBEpAXeHOro
BMpo6HuKa Merck & Cie, LLBeliLapisa Aitouoi peyoBrHM
6iconponony dpymapar B 3B’A3Ky 3i 3MiHOK Ha3BU
BMpOGHMKa (3aTBepakeHo: R1-CEP 2008-287-Rev 00
Merck & Cie, LLBeiiuapisi; 3anponoHoBaHo: R1-CEP
2008-287-Rev 01 Merck & Cie KMG, Llseliuapis).
84. | KOHKOP® TabneTkun, BKPUTI Mepk HimeuunHa Mepk Xenckea HimeuuunH BHECEHHS 3MiH 0 peecTpauiitHux maTepiasis: 3MiHu | 3a UA/3322/01/03
nNiBKOBOK Xenckea KraA a TMny - 3MiHKM 3 AKocTi. CepTudikaTt BignosigHoCTI/IE- peyenmom
o60s10HKot0, Nno 10 KraA cepTudikaT BigNoBigHOCTI EBpONENCHKIi
mr, no 30 TabneTok hapmakonei/moHorpadii. NMogaHHA HoBOro abo
y 6nictepi; no 1 OHOB/IEHOTO cepTuQiKaTa BifgnoBigHOCTI a60 BUTyYEHHS
6nictepy y cepTudiikaTa BifnNoOBIAHOCTI EBpONeENCHKin hapmakonei:
KapTOHHI kopobuyj; ansa A®l; ona BuxigHoro
no 25 tabneTtok y mMarepiany/peareHTy/npoOMKHOIO NPOAYKTY, L0
6nictepi; no 2 BMKOPVCTOBYIOTbCA Y BUPOOHULTBI ADI; 415 AONOMDKHOT
6nictepu y peyoBuHM (cepTudikaT BiANOBIAHOCTI EBPONEChKil
KapTOHHIA Kopoo6Li hapmakonei) - OHOBEHWIA cepTudikart Bif yxe
3aTBEPAKEHOr0 BUPOOHWMKA - [10gaHHS OHOBIEHOTO
cepTudikaTy BignoBigHOCTi EBponelickkili hapmakonei
R1-CEP 2008-287-Rev 01 Big 3aTBEpIXEHOr0
BMpo6Huka Merck & Cie, LLseliapis Aito4oi peyoBrHM
6iconponony dymapaT B 3B’3Ky 3i 3MiHOI Ha3BM
BUpO6HMKa (3aTBEepmxeHo: R1-CEP 2008-287-Rev 00
Merck & Cie, LLBeiuapis; 3anponoHosaHo: R1-CEP
2008-287-Rev 01 Merck & Cie KMG, LlBeiiLapisi).
85. | KOPAEPIA Tabnetkn no 4 mr no AT YkpaiHa AT "dapmak” YkpaiHa BHECEHHS 3MiH [JO peecTpaLiiiHux maTepianis: 3miHa 3a He UA/20546/01/01
MOHO 10 Tabnetok y "Papmak” 3asBHuKa J13 (MIBMN) (BnacHuka peecTpauiintHoro peyenmom nionsea
6nictepi, no 3 noceigyeHHs) (3rigHo Hakady MOS3 Big 23.07.2015 Ne €

6nictepn y nauui 3
KapToHYy

460). TepMmiH BBeZ,eHHSA 3MiH NPOTAroM 6 MicsiLiB nicns
3aTBEPMKEHHS. 3MiHW | TUNy - AOMIHICTPaTMBHI 3MiHN.
BunyyeHHs1 BUPOOHMYOI AinbHUL (BKIOYAOUN AiNbHAL
ons A®l, npoMiXXHOro NPoAyKTy abo roToBoro
nikapcbkoro 3acoby, AiNbHULI 4719 NPOBEAEHHS
nakyBaHHs, BUPOOGHWKa, BifjNOBIAaIbHOMO 3a BUMYCK
cepiid, MicLie NPOBELEHHSI KOHTPOSKO cepii) abo
nocTavasnibHvKa BUXiAHOTO maTepiany, peareHTy abo
[,0MOMDKHOT PEYOBUHM (AKLWO 3a3HAYeHO Y [1OCbE) -
BunyuyeHHs Bupo6Huka M13: TOB HB® "MIKPOXIM",
YKpaiHa BiAnoBifaibHOro 3a BUPOO6HMLTBO 32 MOBHUM
LMKIOM. 3a/IMLLaETbCA albTePHATUBHUIA BUPOBHMK 3a
NoBHUM uukiom: AT "dapmak”, YkpaiHa. 3MiHU BHECEHO
00 IHCTPYKUiT AN19 MEeAMYHOrO 3aCTOCYBaHHS NikapCbKoro
3acoby A0 po3ainis "BupobHuk”, "MicLe3HaxomKeHHs
BMPOOHYMKa Ta afpeca MicLs NPOBaKEHHS 1ioro
OiSNIBHOCTI" Ta BUTYYEHO iHCTPYKLO 4719 MeANYHOro
3aCTOCyBaHHSA fikapcbkoro 3acoby Ansa sBupobHvka TOB
HB® "MIKPOXIM" 3 BignoBigAHUMMN 3MiHAMUN [0 TEKCTY
MapKyBaHHS1 YNakoBOK J1iKapCbKOro 3acoby y 3B'si3Ky 3
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ITpomoBxeHHs fojaTKa 3

Peknam

Howmep

n/n

Hassa
JliKapcbKo20

dopma sunycky
(nikapcbka ¢hopma,

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOOHUK
a

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

yBaHHs

peecmpayiliHo2o
nocsio4eHHs

3acoby

ynakosKa)

BUNYyYEHHAM BUPOo6HUKa TOB HB® "MIKPOXIM". TepmiH
BBE/EHHS 3MiH MPOTAroM 6 micauis nicns
3aTBEePMKEHHSA. 3MiHM | TUNYy - 3MiHK Woa0
6e3nekn/edeKkTNBHOCTI Ta thapmakoHarnagy. BeegeHHs
ab0 3MiHU [0 y3araslbHEHVX AaHnX Npo cuctemy
dhapmakoHarnsgy (BBefeHHs y3araslbHEHNUX AaHnX Npo
cuctemy thapmakoHarnsgy, 3MiHa ynoBHOBaXXeHOT
oco6u, BiAMoBIfaIbHOI 3a 34iiCHEHHS hapMakoHarnsaay;
KOHTaKTHOi 0cobu 3 hapMakoHarnagy 3asBHuKa ons
3AilicHeHHs hapMakoHarnagy B YkpaiHi, SiKLL0 BOHa
BiAMIHHA BiJ YNOBHOBaXeHOI 0CO6MU, BiAMNOBIAA/IbHOI 3a
3pjificHeHHs1 hapMakoHarnsay (BK/IHUYAKUM KOHTaKTHI
[aHi) Ta/abo 3MiHM y po3MilLeHHi MacTep-thaiina
cuctemu chapmakoHarnsgy) -3MiHa ynoBHOBaXXEHOT
0ocobu 3asBHKKa, BiANOBIAALHOI 3a hapMakoHarnsg,.
[itoua pepakuin: €sctparoBa IpuHa IropisHa.
MponoHoBaHa pepakuis: Kopaepo MNanvHa AHgpiiBHa.
3MiHa KOHTaKTHUX AaHuX YNOBHOBaXXEHOT 0CO6U
3a8BHMKa, BiANOBIAaNbHOI 3a thapmakoHarnsag,. 3miHa
MiCL,e3HaxX0MKEHHS MacTep-haiina cuctemm
thapmakoHarnsgy Ta ilioro Homepa. 3miHa micus
3MjiiCHEHHS1 OCHOBHOI Aisi/IbHOCTI 3 dhapmakoHarnsgy

He

UA/20546/01/02

86.

KOPAEPIA
MOHO

TabneTku no 8 wr,
no 10 TabneTtok y
6nictepi, no 3
6nictepun y nauui 3
KapToHYy

AT
"Papmak”

YkpaiHa

AT "dapmak”

YkpaiHa

BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis: 3miHa
3asBHUKa J13 (MIBIM) (BnacHWka peecTpaviiHoro
noceigyeHHs) (3rigHo Hakaly MO3 Big 23.07.2015 Ne
460). TepMiH BBEAEHHSA 3MiH MPOTAroM 6 MicALiB nicns
3aTBEPKEHHS. 3MiHU | TUNY - AGMIHICTPATUBHI 3MiHN.
BunyyeHHss BUPO6HMYOI AinbHUL (BKNOYAIOUN AibHUL
ans A®l, npomikHOro NpoaykTy abo rotoBoro
NiKapcbKoro 3acoby, AiNbHULL 415 NPOBEAEHHS
nakyBaHHs, BUPOOHYKa, BifNOBIAaNIbHOTO 3@ BUMYCK
cepiid, MmicL,e NpoBefeHHSI KOHTPOSIO cepii) abo
nocravasibHMKa BUXiZHOro martepiasny, peareHTy abo
[0NOMDKHOT PEYOBMHM (SKLLLO 3a3HAYEHO Y [JOCBE) -
BunyyeHHs BUpo6Huka M13: TOB HB® "MIKPOXIM",
YKpaiHa BianoBiAa/ibHOIo 3a BUPOGHULTBO 3@ NOBHUM
LMKNOM. 3a/IMLIAETLCA aNlbTEPHATUBHUI BUPOOHKK 3a
noBHUM uuknom: AT "®apmak”, YkpaiHa. 3MiHW BHECEHO
00 [HCTPYKUiT ANA MeAUYHOro 3acToCcyBaHHSA NikapCbKoro
3acoby A0 po3ginis "BMpo6HUK", "Micue3HaxomKeHHs
BMPOGHMKA Ta agpeca MicLs NpoBafXeHHS Moro
LiSANbHOCTI" Ta BUYYEHO IHCTPYKLiO ANS MEAUYHOIO
3aCTOCYBaHHSA Nikapcbkoro 3acoby Ansa BUpobHrka TOB
HB® "MIKPOXIM" 3 BignoBigH1MMM 3MiHAMWN [0 TEKCTY
MapKyBaHHS YNakoBOK Nikapcbkoro 3acoby y 3B'A3ky 3
BUNyYEHHAM BUPOo6HUKa TOB HB® "MIKPOXIM". TepmiH
BBE/EHHS 3MiH NPOTAroM 6 micauis nicns
3aTBEePMKEHHS. 3MiHM | TUNy - 3MiHK Woa0
6e3nekn/edekTnBHOCTI Ta chapmakoHarnsgy. BeegeHHs

a60 3MiHM A0 y3arasibHeHUX AaHUX Npo CUCTEMY

3a
peyenmom

nionsiea
€
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ITpomoBxeHHs fojaTKa 3

n/n

Ha3ssa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOOHUK
a

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs

Homep
peecmpayiliHo2o
nocsio4eHHs

thapmakoHarnsgy (BBEAEHHS y3araslbHEHNX AaHMX NPo
cuctemy hapmakoHarsifgy, 3miHa yrnoBHOBaXKeHOT
ocobu, BiAMNoBifanbHOI 3a 34iiCHEHHSA hapMakoHarnsay;
KOHTaKTHOT 0C06M 3 hapmakoHarnsay 3asBHuKa 415
3[jicCHEeHHsT hapmMakoHarisay B YKpaiHi, AKLWOo BoHA
BiAMiHHa Bif, yNOBHOBaXXEHOT 0CO6M, BigNoBiganbHOI 3a
3AiicCHeHHA hapMakoHarnsagy (BKIYaUM KOHTaKTHi
[AaHi) Ta/abo 3MiHM y po3MmileHHi MacTep-taiina
cucTemMu chapmMakoHarnsgy) -3miHa ynoBHOBaXXeHOT
0cobu 3asBHKKa, BiANOBIA&IbHOI 3a thapMakoHarnsag,.
[itoua pepakuis: €sctparoBa lpyHa IropiBHa.
MponoHoBaHa pepakuin: Kopgepo ManuHa AHApiiBHa.
3MiHa KOHTaKTHUX AaHuX YNOBHOB&XEHOI 0co6u
3asBHMKa, BiANOBIAaNbLHOI 3a thapmakoHarnsag. 3miHa
MicLie3HaxXoKeHHs1 MacTep-thaiina cuctemu
hapmakoHarnsigy Ta iioro Homepa. 3MiHa mMicus
3iiCHEHHS OCHOBHOI AisiNIbHOCTI 3 ddapMakoHarnsay

87.

KOPCAP® H

TabneTkn, BKpUTI
NNiBKOBOO
060/10HKO0, 320
mr/12,5 wr; in bulk:
no 10 kr TabneTok y
MilLKax

AT
"papmak”

YKpaiHa

BankaHapma-
OynHuua AT

Bonrapis

BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3miHu |
Tmny - 3MiHK 3 axkocTi. CepTudikaT BignosigHoCTI/IE-
cepTudikaT BigNoBigHOCTI EBpoNeNiChKii
hapmakonei/MoHorpadii. MogaHHsA HoBOro abo
OHOBJ/IEHOTO cepTudikarta BifgnoBigHOCTI abo BUTyYEHHS
cepTudpikaTa BignoBiAHOCTI EBponeiichbkiin hapmakonei:
ansa A®l; ana suxigHoro
marepiany/peareHTy/npoMiKHOro NPOAYKTY, Lo
BVIKOPVCTOBYIOTHCS Y BUPOOHULTBI ADI; 415 AONOMDKHOT
peyoBuHM (cepTudhikaTt BiANOBIAHOCTI EBPONECHKIlt
hapmakonei) - OHoBreHUA cepTudikat Bif yxe
3aTBEPAKEHOr0 BUPOGHUKA - NOAaHHS OHOB/IEHOTO
cepTudikaTa BignoBigHOCTI E€Bponeiickbkiit hapmakonei
Ne R1-CEP 2004-307 - Rev 06 (3atBepaxeHo: R1-CEP
2004-307 - Rev 04) gnsa AdI rigpoxnopoTias3ugy Bif
3aTBepxeHoro BupobHrka Cambrex Profarmaco Milano
S.r.l, Itanisa. 3milu | TMRY - 3miHK 3 AKocTi. CepTudikar
BignosigHocTi/l E-cepTudikar BignosigHocTi
€Bponeiicbkilt hapmakonei/moHorpadii. MogaHHsA
HOBOro abo OHOB/EHOro cepTudpikata BigNOBIAHOCTI ab60
BWyYEHHS cepTudikaTa BignoBigHOCTI EBponeichkiii
hapmakonei: gna A®l; ans BuxigHoro
marepiany/peareHTy/npoMiKHOro NPOAYyKTY, Lo
BVIKOPVCTOBYIOTHCS Y BUPOOHULTBI ADI; 415 AONOMDKHOT
peyoBUHM (cepTudhikaTt BiANOBIAHOCTI EBPONECHKIl
hapmakonei) - OHoBreHUA cepTudikat Bif yxe
3aTBEPAKEHOr0 BUPOGHUKA NOAAHHA OHOB/IEHOTO
cepTudikaTa BignoBigHOCTI E€Bponeiickbkiit hapmakonei
Ne CEP 2004-307 - Rev 07 ansa A®I rigpoxnopoTiasngy
Bif 3aTBEpAKeHoro Bupo6Hmka Cambrex Profarmaco
Milano S.r.l, Itanis

UA/14292/01/01

88.

KOPCAP® H

TabneTkn, BKpUTI

AT

YKpaiHa

AT "®apmak”

YkpaiHa

BHECEHHS 3MiH 10 peecTpauiitHux maTepiasis: 3MiHu |

3a

UA/14295/01/01
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n/n

Ha3ssa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOOHUK
a

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs

Homep
peecmpayiliHo2o
nocsio4eHHs

NNiBKOBOO
060/10HKo0, 320
mr/12,5 mr no 10
Tabnetok y énicrepi;
no 3 abo 6 6nictepis
y nauui

"papmak”

(chacyBaHHA Ta
nakyBaHHs 3 in
bulk dpipmu-
BMPOGHMKA
BankaHdapma
AynHuua AT,
Bonrapis)

TMny - 3MiHK 3 aKkocTi. CepTudikaT BignosigHoCTI/lE-
cepTudikaT BigNoBigHOCTI EBpONENCHKIi
hapmakonei/moHorpadii. MogaHHsA HoBOro abo
OHOB/IEHOTO cepTudikarta BifnoBigHOCTI abo BUTYYEHHS
cepTudikaTa BignoBiAHOCTI EBpoONeENChKi hapmakonei:
ansa A®l; ansa BuxigHoro
marepiany/peareHTy/npoMiKHOro NPoAyKTy, Lo
BVIKOPVCTOBYIOTbCS Y BUPOOHULTBI ADI; 415 AONOMDKHOT
peyoBUHM (cepTudpikaT BiANOBIAHOCTI EBPONEChKilt
thapmakonei) - OHOBNEHWI cepTudikarT Big, yxe
3aTBEPKEHOr0 BUPOGHUKA; NOAAHHSA OHOB/IEHOIO
cepTudikaTa BignoBigHOCTI E€Bponeiickbkiit hapmakonei
Ne R1-CEP 2004-307 - Rev 06 (3atBepmxeHo: R1-CEP
2004-307 - Rev 04) gnsa Ad| rigpoxnopoTia3ugy Bif
3aTBepxeHoro BupobHrka Cambrex Profarmaco Milano
S.r.l, ITanis - 3miHn | TMNY - 3MiHK 3 akocTi. CepTudiikaT
BignosigHocTi/l E-cepTudikar BignosigHocTi
€Bponeiicbkili hapmakonei/moHorpadii. MogaHHA
HOBOro abo OHOB/IEHOro cepTudpikata BigNOBIAHOCTI ab6o
BWyYEHHS cepTudikaTa BignoBigHOCTI EBponeicbkiii
thapmakonei: gna A®l; ans BuxigHoro
marepiany/peareHTy/npoMiKHOro NpPoAyKTy, Lo
BVIKOPVCTOBYIOTbCS Y BUPOOHULTBI ADI; 415 AONOMDKHOT
peyoBUHM (cepTudpikaT BiANOBIAHOCTI EBPONEChKIlt
thapmakonei) - OHOBNEHWI cepTudikar Big, yxe
3aTBEPKEHOr0 BUPOBGHMKA NOAAHHA OHOB/IEHOTO
cepTtudikaTa BiAnoBigHOCTI EBponeiickbkiit hapmakonei
Ne CEP 2004-307 - Rev 07 ansa A®I rigpoxnopoTiasngy
Bif 3aTBEpAKeHoro Bupo6Hmka Cambrex Profarmaco
Milano S.r.I, ITanis.

peyenmom

89.

KOPCAP® H

TabneTkn, BKpUTI
NNiBKOBOKO
060/10HKoOt0, 160
mr/12,5 wr; in bulk:
no 10 kr TabneTok y
MiLLIKax

AT
"Papmak”

YkpaiHa

BankaHdapma-
Aynuuua AT

Bonrapis

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHu |
Tuny - 3MiHK 3 skocTi. CepTudikaT BignosigHocTI/lE-
cepTudikaT BignoBigHOCTI EBponeiickkiii
hapmakonei/moHorpadii. MogaHHA HoBOro abo
OHOBJ/IEHOTO cepTudikaTa BifnoBigHOCTI ab0 BUTyYEHHS
cepTudpikaTa BifnNoBiAHOCTI EBpoNeiichkiin hapmakonei:
ans A®l; ans BuxigHoro
marepiany/peareHTy/npoMiKHOro NPOAYKTY, Lo
BMKOPUCTOBYIOTLCS Y BUPOOHULTBI API; 4151 4ONOMDKHOT
peyoBuHM (cepTudikaT BiANOBIAHOCTI €EBPONENChKIi
hapmakonei) - OHoBMeHUIA cepTudikat Bif yxe
3aTBEPAXEHOro BUPO6HMKa MofaHHS OHOBMEHOTO
cepTtudikaTa BiANOBIAHOCTI EBpoNeiichbkin hapmakonei
Ne R1-CEP 2004-307 - Rev 06 (3atBepmxeHo: R1-CEP
2004-307 - Rev 04) ans A®I rigpoxnopoTiasugy Big
3aTBEpAXEHOro BUpobHrka Cambrex Profarmaco Milano
S.r.l, Itanisa. 3miHu | TMNY - 3MiHK 3 AkocTi. CepTudikar
BignosigHocTI/TE-cepTudpikat BignosigHocCTi
€Bponeiicbkin hapmakonei/moHorpadii. MogaHHA
HOBOro a0 OHOB/IEHOro cepTudikaTa BigNoBiAHOCTI a60

UA/14290/01/01
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ITpomoBxeHHs fojaTKa 3

n/n

Ha3ssa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOOHUK
a

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs

Howmep

peecmpayiliHo2o

NnocBi04Y€eHHs1

BU/TYYEHHA cepTudikaTa BignoBiAHOCTI EBponenchkiii
thapmakonei: ana A®l; gns BuxigHoro
marepiany/peareHTy/npoMKHOIO NPOAYKTY, L0
BVKOPUCTOBYIOTbCA Y BUPOOHULTBI ADI; 415 AONOMDKHOT
peyoBuHM (cepTudikaTt BiANOBIAHOCTI EBPONEChKIl
papmakonei) - OHOBeHWIA cepTudikar Bif yxe
3aTBEPAXXEHOrO BUPOGHMKa [MofaHHs OHOBNEHOTO
cepTuddikaTa BiANOBIAHOCTI EBponeiickbkii hapmakonei
Ne CEP 2004-307 - Rev 07 ans A®I rigpoxnoportiasugy
Bif 3aTBEpAKEHOro BupobHuka Cambrex Profarmaco
Milano S.r.l, ITanis.

90.

KOPCAP® H

TabneTkn, BKpUTI
NNiBKOBOO
060/10HKo0, 320
Mr/25 wr; in bulk: no
10 kr TabneTok y
MiLlLKax

AT
"papmak”

YKpaiHa

BankaHapma-
OynHuua AT

Bonrapis

BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3MiHu |
TMny - 3MiHK 3 aKkocTi. CepTudikaT BignosigHoCTI/IE-
cepTudikaT BigNoBigHOCTI EBpoNeiChKii
hapmakonei/MoHorpadii. MogaHHs HoBOro abo
OHOBJ/IEHOTO cepTudikaTta BifgnoBigHOCTI abo BUTyYEHHS
cepTudpikaTa BignoBiAHOCTI EBponeiichbkiin hapmakonei:
ansa A®l; ana BuxigHoro
marepiany/peareHTy/npoMiKHOro NPOAYyKTY, Lo
BVIKOPVCTOBYIOTHCS Y BUPOOHULTBI ADI; 415 AONOMDKHOT
peyoBUHM (cepTudhikaT BiANOBIAHOCTI EBPONECHKIlt
hapmakonei) - OHOoBeHUIA cepTudikaT Bif yxe
3aTBEPAXEHOro BUpobHMka MogaHHsA OHOBIEHOTO
cepTudikaTa BignoBigHOCTI E€Bponeiickbkiit hapmakonei
Ne R1-CEP 2004-307 - Rev 06 (3atBepaxeHo: R1-CEP
2004-307 - Rev 04) gnsa AdI| rigpoxnopoTia3ugy Big
3aTBepxeHoro BupobHrka Cambrex Profarmaco Milano
S.r.l, Itanisa. 3miHu | TMRY - 3miHK 3 AKocTi. CepTudikar
BignosigHocTi/l E-cepTudikar BignosigHocTi
€Bponeiicbkilt hapmakonei/moHorpadii. MogaHHsA
HOBOro abo OHOB/IEHOro cepTudpikata BigNOBIAHOCTI ab6o
BWyYEHHS cepTudikaTa BignoBigHOCTI EBponeichkiii
hapmakonei: gna A®l; ans BuxigHoro
marepiany/peareHTy/npoMiKHOro NPOAYyKTY, Lo
BVIKOPVCTOBYIOTbCS Y BUPOOHULTBI ADI; 415 SONOMDKHOT
peyoBUHM (cepTudhikaTt BiANOBIAHOCTI EBPONECHKIlt
hapmakonei) - OHoBreHUA cepTudikat Bif yxe
3aTBEPAXEHOro BUpobHMKa MogaHHsA OHOBEHOTO
cepTudikaTa BignoBigHOCTI E€Bponeiickbkiit hapmakonei
Ne CEP 2004-307 - Rev 07 ansa A®I rigpoxnopoTiasngy
Bif 3aTBEpAKeHoro Bupo6Huka Cambrex Profarmaco
Milano S.r.I, ITanis.

UA/14290/01/02

91.

KOPCAP® H

TabneTku, BKpUTI
NNiBKOBOKO
060/10HKOt0, 160

AT
"Papmak”

YkpaiHa

AT "®dapmak”
(dbacyBaHHA Ta
nakyBaHHs 3 in

Ykpaina

BHECEHHS 3MiH [0 peecTpauiiiHux maTepiasis: 3MiHu |
TMny - 3MiHKn 3 aAkocTi. CepTudikaTt BignosigHocTi/IE-
cepTudpikaT BignoBigHOCTI EBponeiickkiii

mr/12,5 wr, no 10 bulk chipmm- thapmakonei/MoHorpadii. NMogaHHs HOBOro abo
TabneTok y 6nictepi; BMPOGHMKa OHOBJ/IEHOTO cepTudikaTa BifnoBigHOCTI abo BUTyYEHHS
no 3 abo 6 6nictepis BankaHdapma cepTudpikaTa BifnoBiAHOCTI EBponeiickbkiin hapmakoner:
y nayui AynHunus AT, ana A®l; ans BuxigHoro

3a
peyerimom

UA/14294/01/01
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ITpomoBxeHHs fojaTKa 3

n/n

Ha3ssa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOOHUK
a

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs

Homep
peecmpayiliHo2o
nocsio4eHHs

Bonrapis)

marepiany/peareHTy/npoMiKHOro NPoAyKTy, Lo
BVIKOPVCTOBYIOTbCS Y BUPOOHULTBI ADI; 415 AONOMDKHOT
peyoBUHM (cepTudpikaT BiANOBIAHOCTI EBPONEChKIlt
thapmakonei) - OHOBNEHWI cepTudikarT Big, yxe
3aTBepKEHOro BUpo6HuKa. MNMogaHHA OHOB/IEHOrO
cepTudpikaTa BiANoBigHOCTI E€Bponeiickbkii hapmakonei
Ne R1-CEP 2004-307 - Rev 06 (3atBepmxeHo: R1-CEP
2004-307 - Rev 04) gnsa AdI| rigpoxnopoTiasugy Bif
3aTBepxeHoro BupobHrka Cambrex Profarmaco Milano
S.r.l, Itania. 3minu | TMNY - 3MiHK 3 AKocTi. CepTudikar
BignosigHocTi/l E-cepTudikar BignosigHocTi
€Bponeiicbkili hapmakonei/moHorpadii. MogaHHA
HOBOro abo OHOB/IEHOro cepTudpikata BigNOBIAHOCTI ab6o
BWyYEHHS cepTudikaTa BignoBigHOCTI EBponeichkiii
thapmakonei: gna A®l; ans BuxigHoro
marepiany/peareHTy/npoMiKHOro NpPoAyKTy, Lo
BVIKOPVCTOBYIOTbCS Y BUPOOHULTBI ADI; 415 AONOMDKHOT
peyoBUHM (cepTudpikaT BiANOBIAHOCTI EBPONEChKilt
thapmakonei) - OHOBNEHWI cepTudikar Big, yxe
3aTBEPAXEHOro BUPO6HMKa [MofaHHSA OHOBEHOTO
cepTudikaTa BiANoBigHOCTI EBponeiickbkiit hapmakonei
Ne CEP 2004-307 - Rev 07 ansa A®I rigpoxnopoTiasngy
BiJ 3aTBEpAKeHoro Bupo6Huka Cambrex Profarmaco
Milano S.r.I, ITanis.

92.

KOPCAP® H

TabneTkn, BKpUTI
nNiBKOBOKO
060n10HkKoto, 320
mr/25 mr, no 10
TabneTok y 6nictepi;
no 3 abo 6 6nictepis
y nauui

AT
"Papmak”

YkpaiHa

AT "®apmak”
(dhacyBaHHA Ta
nakyBaHHs 3 in

bulk chipmu-
BMPOGHMKa
BankaHdapma
AdynHunus AT,
Bonrapisi)

YkpaiHa

BHECEHHS 3MiH [0 peecTpaviiiHux maTepiasis: 3MiHu |
Tuny - 3MiHK 3 skocTi. CepTudikaT BignosigHoCTI/lE-
cepTudikaT BignoBigHOCTI EBponeiickkiii
hapmakonei/moHorpadii. MogaHHA HoBOro a6o
OHOBJ/IEHOTO cepTudikaTa BifnoBigHOCTI ab0 BUTyYEHHS
cepTudpikaTa BifNoBiAHOCTI EBpoNeiichkiin hapmakonei:
ana A®l; ans BuxigHoro
marepiany/peareHTy/npoMiKHOro NPOAYKTY, WO
BUKOPUCTOBYIOTLCS Y BUPOOHULTBI API; 4151 4ONOMDKHOT
peyoBuHM (cepTudikaT BiANOBIAHOCTI €EBPONENChKIi
hapmakonei) - OHoBMeHUIA cepTudikat Bif yxe
3aTBepAKEHOro BUpo6HMKa. MogaHHA OHOBIEHOTO
cepTtudbikaTa BiANOBIAHOCTI EBpONeiichbkin hapmakonei
Ne R1-CEP 2004-307 - Rev 06 (3atBepaxeHo: R1-CEP
2004-307 - Rev 04) ans A®I rigpoxnopoTiasugy Big
3aTBEpAXEHOro BUpo6Hrka Cambrex Profarmaco Milano
S.r.l, Itanisa. 3miHu | TMNY - 3MiHK 3 AkocTi. CepTudikar
BignosigHocTI/TE-cepTudpikat BignosigHocCTi
€Bponeiicbkin thapmakonei/moHorpadii. MogaHHA
HOBOro abo OHOB/IEHOr0 cepTudikaTa BignoBigHOCTI abo
BUYYEHHS cepTudpikaTa BignoBigHOCTI EBponeiichkkiii
thapmakonei: ana A®l; gns BuxigHoro
marepiany/peareHTy/npoMiKHOro NPOAYKTY, WO
BMKOPUCTOBYIOTLCS Y BUPOOHULTBI API; 4151 4ONOMDKHOT
peyoBuHM (cepTudikaT BiANOBIAHOCTI €EBPONENChKIi
chapmakonei) - OHOBNEHUI cepTUdiKaT Bif yxe

3a
peyermom

UA/14294/01/02
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ITpomoBxeHHs fojaTKa 3

n/n

Ha3ssa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOOHUK
a

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs

Howmep

peecmpayiliHo2o

NnocBi04Y€eHHs1

3aTBEPAXXEHOrO BUPOGHMKa MofaHHs OHOBNEHOTO
cepTuddikaTa BiANOBIAHOCTI EBpoNeiickbkii hapmakonei
Ne CEP 2004-307 - Rev 07 ans A®I rigpoxnopoTiasugy
Bif 3aTBEpAKEHOro BupobHuka Cambrex Profarmaco
Milano S.r.l, ITanis.

93.

KOPCAP® H

TabneTkn, BKpUTI
NNiBKOBOO
060/10HKO0, 160
mr/25 mr, no 10
Tabnetok y énicrepi;
no 3 aéo no 6
6nictepi y nayui

AT
"papmak”

YKpaiHa

AT "dapmak”
(dhacyBaHHA Ta
nakyBaHHs 3 in

bulk dipm-

BMPOGHMKA
BankaHdapma
AynHunus AT,

Bonrapis)

YkpaiHa

BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3miHu |
TMny - 3MiHK 3 axkocTi. CepTudikaT BignosigHoCTI/IE-
cepTudikaT BignoBigHOCTI EBpoNeiichKii
thapmakonei/MoHorpadii. NMogaHHsA HoBOro abo
OHOBJ/IEHOTO cepTudikaTta BifgnoBigHOCTI abo BUTyYEHHS
cepTudpikaTa BignoBiAHOCTI EBponeiichkiin hapmakonei:
ansa A®l; ansa BuxigHoro
marepiany/peareHTy/npoMiKHOro NPOAYyKTY, Lo
BVKOPVCTOBYIOTHCS Y BUPOOHULTBI ADI; 415 LONOMDKHOT
peyoBUHM (cepTudhikaTt BiANOBIAHOCTI EBPONECHKIlt
hapmakonei) - OHoBreHUIA cepTudikaT Bif yxe
3aTBEPAKEHOr0 BUPOGHUKA - NOAaHHS OHOB/IEHOTO
cepTudikaTa BignoBigHOCTI E€Bponeiickbkiit hapmakonei
Ne R1-CEP 2004-307 - Rev 06 (3atBepaxeHo: R1-CEP
2004-307 - Rev 04) gnsa AdI| rigpoxnopoTia3ugy Bif
3aTBepxeHoro BupobHrka Cambrex Profarmaco Milano
S.r.l, Itanisa. 3miHu | TMRY - 3miHK 3 AKocTi. CepTudikar
BignosigHocTi/l E-cepTudikar BignosigHocTi
€Bponeiicbkilt hapmakonei/moHorpadii. MogaHHsA
HOBOro abo OHOB/IEHOro cepTudpikata BigNOBIAHOCTI ab60
BWyYEHHS cepTudikaTa BignoBigHOCTI EBponeichkiii
thapmakonei: gna A®l; ans BuxigHoro
marepiany/peareHTy/npoMiKHOro NPOAYyKTY, Lo
BVKOPVCTOBYIOTHCS Y BUPOOHULTBI ADI; 415 AONOMDKHOT
peyoBUHM (cepTudhikaT BiANOBIAHOCTI EBPONECHKIlt
hapmakonei) - OHoBMeHUIA cepTudikaT Bif yxe
3aTBEPAKEHOr0 BUPOGHUKA - NOAaHHS OHOB/IEHOTO
cepTudikaTa BignoBigHOCTI E€Bponeiickbkiit hapmakonei
Ne CEP 2004-307 - Rev 07 ansa A®I rigpoxnopoTiasngy
Bif 3aTBEpAKeHoro Bupo6Huka Cambrex Profarmaco
Milano S.r.I, ITanis.

3a
peyenmom

UA/14293/01/02

94.

KOPCAP® H

TabneTku, BKpUTI
NNiBKOBOKO
060/10HKot0, 80
mr/12,5 wmr, no 10
TabneTok y 6nictepi;
no 3a6ono 6
6nicTepis y naui

AT
"Papmak”

YkpaiHa

AT "®dapmak”
(dbacyBaHHA Ta
nakyBaHHs 3 in

bulk chipm-

BMPOGHMKa
BankaHdapma
AdynHunus AT,

Bonrapis)

Ykpaina

BHECEHHS 3MiH [0 peecTpauiiiHux maTepiasis: 3MiHu |
TMny - 3MiHKn 3 aAkocTi. CepTudikaTt BignosigHocTi/IE-
cepTudpikaT BignoBigHOCTI EBponeiickkiii
thapmakonei/moHorpadii. MogaHHA HoBOro abo
OHOBJ/IEHOTO cepTudikaTa BifnoBigHOCTI abo BUTyYEHHS
cepTudpikaTa BignoBiAHOCTI EBponeiichbkiin papmakoner:
ana A®l; ans BuxigHoro
marepiany/peareHTy/NpoMiKHOIO NPOAYKTY, L0
BMKOPUCTOBYHOTLCS Y BUPOOHULTBI API; 4151 4ONOMDKHOT
peyoBuHM (cepTudiikaT BiANOBIAHOCTI €BpPONENChKIi
hapmakonei) - OHoBeHWIA cepTudikar Bif yxe
3aTBEPKEHOr0 BUPOBHYIKA - NOAAHHS OHOB/IEHOIO
cepTtudpikaTa BiANOBIAHOCTI E€Bponeiickbkii hapmakonei

3a
peyerimom

UA/14293/01/01
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ITpomoBxeHHs fojaTKa 3

n/n

Ha3ssa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOOHUK
a

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs

Homep
peecmpayiliHo2o
nocsio4eHHs

Ne R1-CEP 2004-307 - Rev 06 (3atBepmxeHo: R1-CEP
2004-307 - Rev 04) gnsa AdI| rigpoxnopoTia3ugy Bif
3aTBepxeHoro BupobHrka Cambrex Profarmaco Milano
S.r.l, Itanisa. 3milu | TMNY - 3MiHK 3 AKocTi. CepTudikar
BignosigHocTi/l E-cepTudikar BignosigHoCTi
€Bponeiicbkili hapmakonei/moHorpadii. MogaHHA
HOBOro abo OHOB/IEHOrO cepTudpikata BigNOBIAHOCTI ab60
BWyYEHHS cepTudikaTa BignoBigHOCTI EBponeichkiii
thapmakonei: gna A®l; ans BuxigHoro
marepiany/peareHTy/npoMiKHOro NPoAyKTy, Lo
BVIKOPVCTOBYIOTbCS Y BUPOOHULTBI ADI; 415 AONOMDKHOT
peyoBUHM (cepTudpikaT BiANOBIAHOCTI EBPONEChKIlt
thapmakonei) - OHOBNEHWI cepTudikarT Big, yxe
3aTBEPAKEHOr0 BUPOGHUKA - NOAAHHS OHOB/IEHOTO
cepTtudpikaTa BignoBigHOCTI EBponeiickkiit hapmakonei
Ne CEP 2004-307 - Rev 07 ansa A®I rigpoxnopoTiasngy
Bif 3aTBEpAKeHoro Bupo6Huka Cambrex Profarmaco
Milano S.r.I, ITanis.

95.

KOPCAP® H

TabneTkn, BKpUTI
NNiBKOBOKO
060/10HKOt0, 160
Mmr/25 wmr, in-bulk: no
10 kr TabneTok y
MiLLIKax

AT
"Papmak”

YkpaiHa

BankaHdapma
Aynuuua AT

Bonrapis

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHu |
Tuny - 3MiHK 3 skocTi. CepTudikaT BignosigHocCTI/lE-
cepTudikaT BignoBigHOCTI EBponelickkiii
hapmakonei/moHorpadii. MogaHHA HoBOro abo
OHOBJ/IEHOTO cepTudikaTa BifnoBigHOCTI ab0 BUTyYEHHS
cepTudpikaTa BifNoBiAHOCTI EBpoNeiichkiin hapmakonei:
ana A®l; ans BuxigHoro
marepiany/peareHTy/npoMiKHOro NPOAYyKTY, Lo
BUKOPUCTOBYIOTbCS Y BUPOOHULTBI API; 4151 4ONOMDKHOT
peyoBuHM (cepTudikaT BiANOBIAHOCTI €EBPONENChKIi
hapmakonei) - OHoBMeHUIA cepTudikaT Bif yxe
3aTBEPKEHOr0 BUPOGHUKA - NOAAHHS OHOB/IEHOTO
cepTtudbikaTa BiANOBIAHOCTI E€BpoNeiichbkin hapmakonei
Ne R1-CEP 2004-307 - Rev 06 (3atBepmxeHo: R1-CEP
2004-307 - Rev 04) ana A®I rigpoxnopoTiasugy Big
3aTBEpAXEHOro BUpo6Hrka Cambrex Profarmaco Milano
S.r.l, Itanisa. 3miHu | TMNY - 3MiHK 3 AkocTi. CepTudikar
BignosigHocTI/TE-cepTudpikat BignosigHocTi
€Bponeiicbkin thapmakonei/moHorpadii. MogaHHA
HOBOro abo OHOB/IEHOTO cepTudikaTa BignoBigHOCTI abo
BUYYEHHS cepTudikaTa BignoBigHOCTI EBponeiichkkiii
thapmakonei: ana A®l; gns BuxigHoro
marepiany/peareHTy/npoMiKHOro NPOAYKTY, WO
BMKOPUCTOBYIOTLCS Y BUPOOHULTBI API; 4151 4ONOMDKHOT
peyoBuHM (cepTudikaT BiANOBIAHOCTI €EBPONENChKIi
hapmakonei) - OHoBMeHUIA cepTudikat Bif yxe
3aTBEPKEHOr0 BUPOGHUKA - NOAAaHHS OHOB/IEHOTO
cepTtudbikaTa BiANOBIAHOCTI EBpoONeiichbkin hapmakonei
Ne CEP 2004-307 - Rev 07 ansa A®I rigpoxnopoTiasugy
Bif, 3aTBEpXeHoro Bupo6Hrka Cambrex Profarmaco
Milano S.r.l, ITanis.

UA/14291/01/01
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ITpomoBxeHHs fojaTKa 3

n/n

Ha3ssa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOOHUK
a

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs

Homep
peecmpayiliHo2o
nocsio4eHHs

96.

KOPCAP® H

TabneTkn, BKpUTI
NNiBKOBOKO
060/10HKO0, 80
mMr/12,5 wr, in-bulk:
no 10 kr TabneTok y
MiLlLIKax

AT
"papmak”

YkpaiHa

BankaHdapma
Aynuuua AT

Bonrapis

BHECEHHS 3MiH [0 peecTpavyjiiiHnux maTtepianis: 3MiHu |
Tmny - 3MiHK 3 skocTi. CepTudikaT BignosigHocTI/lE-
cepTudikaT BignoBigHOCTI EBponeiickkiii
thapmakonei/moHorpadii. MogaHHA HoBoro a6o
OHOBJ/IEHOTO cepTudikaTa BifnoBigHOCTI a60 BUTyYEHHS
cepTudpikaTa BifnoBiAHOCTI E€Bponeiichbkiin hapmakonei:
ana A®l; ans BuxigHoro
marepiany/peareHTy/npoMiKHOro NPOAYyKTY, Lo
BMKOPVCTOBYHOTLCS Y BUPOOHULTBI ADI; 415 AONOMKHOT
peyoBuHM (cepTudpikaTt BiANOBIAHOCTI EBPONEChKilt
hapmakonei) - OHoBeHUIA cepTudikaT Bif yxe
3aTBEPAKEHOr0 BUPOGHUKA - NOAaHHS OHOBIEHOTO
cepTudikaTa BignoBigHOCTIi EBponeiickkiii hapmakonel
Ne R1-CEP 2004-307 - Rev 06 (3atBepmxeHo: R1-CEP
2004-307 - Rev 04) ans A®I rigpoxnopoTiasugy Big
3aTBEpAXEHOro BupobHrka Cambrex Profarmaco Milano
S.r.l, Itania. 3miHu | TMNY - 3miHK 3 AkocTi. CepTudikar
BignosigHocTI/TE-cepTudpikat BignosigHocCTi
€Bponeiicbkiii hapmakonei/moHorpadii. MoaaHHs
HOBOro abo OHOBJIEHOTO cepTudikaTa BignoBigHOCTI abo
BUYYEHHS cepTudikaTa BignoBigHOCTI EBponeiichkkiii
thapmakonei: ana A®l; gns BuxigHoro
marepiany/peareHTy/npoMikKHOro NPOAYyKTY, Lo
BMKOPVCTOBYHOTLCS Y BUPOOHULTBI ADI; 415 AONOMKHOT
peyoBuHM (cepTudpikaT BiANOBIAHOCTI EBpONEiChKili
hapmakonei) - OHoBreHWIA cepTudikar Bif yxe
3aTBEPAKEHOr0 BUPOGHUKA - NOAAHHS OHOBNIEHOTO
cepTudikaTa BignoBigHOCTIi E€Bponeiickkiii hapmakonel
Ne CEP 2004-307 - Rev 07 ansa A®I rigpoxnopoTiasugy
Bif 3aTBEpAKeHOro Bupo6Hmka Cambrex Profarmaco
Milano S.r.l, ITanis.

UA/14291/01/02

97.

NIrATO®

Kancynv Teepai no
150 mr, no 7 kancyn
y 6nicTepi; no 2, 3
abo 8 6nicTepiB y
KapTOHHIA Kopoo6Li

Megokemi
nTa

Kinp

nepBuHHe Ta
BTOPUHHE
nakyBaHHS:

Megokemi NTA

(3aBog AZ), Kinp;

BVPOGHMLTBO
roToBOro
niKapcbKoro
3aco0y, KOHTPO/b
SAKOCTI, BUNYCK
cepii:
Megokemi NTA
(UeHTpanbHuii
3asog), Kinp

Kinp

BHECEHHS 3MiH [0 peecTpauiitHux maTepiasis: 3MiHu |
TMny - 3MiHK WoA0 6e3nekn/edekTUBHOCTI Ta
thapmakoHarnagy. 3MiH1 y KOPOTKill XxapakTepucTumLi
nikapcbKoro 3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKLT
AN MeAUYHOro 3acTOCyBaHHS
reHepuUHMX/ribpuAHNX/6ionoAibHMX NikapCbkMx 3aco6iB
nicns BHECEHHs Tiel camoi 3MiHN Ha pedhepeHTHW
npenapar (3mMiHa He NoTpebye HafaHHA XOLHWUX HOBMX
[04aTKOBUX AaHnX) 3MiHU BHECEHO [0 IHCTPYKUIiT Ans
MeAMYHOro 3acTOCYBaHHA /likapCbKoro 3acoby y
po3ginu: "dapmakoTepaneBTuyHa rpyna. Kog ATX"
(3aTBEpaXeHO: MpoTreninenTuyHi 3acobu, iHLWi
npoTtueninenTuyHi 3acobu. Kog ATX NO3A X16;
3anpornoHoBaHo: AHanbreTuky. IHLWi aHanbreTnky Ta
aHTUnipeTukn. MabaneHTuHoigwn. MperabaniH. Kog ATX
NO02B F02), "®apmakosioriyHi BnactmeocTi”, "MNokasaHHsa"
(peparyBaHHs TekcTy), "B3aemogis 3 iHWMMK
nikapcbkrMmn 3acobamu Ta iHLWi BUan B3aeMogin',

"Oco6/MBOCTI 3acTOCcyBaHHs", "3acTocyBaHHs Y nepiog

3a
peyenmom

He
nionsiea
€

UA/18107/01/02
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Ne Hassa dopma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Peknam Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asiBHUKa BUPOOHUK Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakosKa) a NnocBi04Y€eHHs1
BariTHoCTi abo rogyBaHHs rpygar", "3aaTHicTb
BMIMBATY Ha LUBUAKICTb peakLil Npu KepyBaHHi
aBTOTPaHCNoOpPTOM abo iHWMMKU MexaHidmamu', "Cnocié
3acTocyBaHHs Ta go3n", "Mepepo3dysBaHHs", "TO6IYHI
peakujii BiANOBIAHO A0 iHhopMaL,i LLoA0 MeaNYHOro
3aCTOCyBaHHA ped)epeHTHOro Nikapcbkoro 3acoby
(MIPUKA, kancynu, 75 mr, 150 mr). BBefeHHs 3miH
NpoTSArom 6-T MicsILiB Micnsi 3aTBEPAKEHHS
98. | NNIFATO® Kancynu Teepgi no Mepokemi Kinp nepBrHHe Ta Kinp BHECEHHS 3MiH 10 peecTpaLiiiHux maTepianis: 3miHu | 3a He UA/18107/01/03
300 mr, no 7 kancyn nTa BTOPVHHE TUny - 3mMiHK Wwoao 6e3nekn/ethekTNBHOCTI Ta peyenmom nionsza
y 6nictepi; no 2, 3 naxyBaHHs: thapmakoHarnagy. 3MiH1 y KOPOTKili XxapakTepucTumLi €
abo 8 6nicTepiB y Mepgokemi NTA nikapcbKoro 3acoby, TeKCTi MapKyBaHHS Ta IHCTPYKUT
KapTOHHI KOopoo6Li (3aBog AZ), Kinp; 0151 MeMYHOro 3aCToCyBaHHA
BVPOGHMLTBO reHepnyHUX/ribpuaHNx/6ionogibHNX nikapcbkmx 3aco6is
roToBOro nicns BHECEHHSA Tiel camoi 3MiHWN Ha pedhepeHTHW
nikapcbkoro npenapar (3MiHa He NoTpebye HafaHHS XOAHUX HOBUX
3aco6y, KOHTPO/b [0[aTKOBUX AaHnX) 3MiHU BHECEHO [0 IHCTPYKUIT Ans
AKOCTI, BUMYCK MeAMYHOro 3aCTOCyBaHHA /ikapCbKoro 3acoby y
cepii: po3ginu: "®apmakotepanesTuyHa rpyna. Kog ATX"
Mepnokemi NTA (3aTBepaxeHo: MpoTueninenTuyHi 3aco6u, iHLi
(UeHTpanbHuii npoTueninenTuyHi 3acobu. Kog ATX NO3A X16;
3aBog), Kinp 3anponoHOBaHO: AHa/IbIETUKM. IHLWI aHaNbreTukm Ta
aHTUnipeTukn. NabaneHTuHoigwn. MperabaniH. Kog ATX
NO02B F02), "®apmakonoriyHi BnactmsocTi”, "MNoka3zaHHA"
(peparyBaHHs TEKCTY), "B3aemogisi 3 iHWMMK
nikapcbkrMn 3acobamMu Ta iHWi BUAn B3aeMogiii",
"Oco61BOCTI 3aCTOCyBaHHA", "3acToCyBaHHS Y nepiopg,
BariTHOCTi abo rogyBaHHs rpygar", "3aaTHicTb
BM/IMBATY Ha LUBUAKICTb peakLil Npu KepyBaHHi
aBTOTPaHCNOPTOM abo iHWMMKU MexaHidmamu', "Cnocié
3acTocyBaHHs Ta go3n", "Mepepo3ysaHHs", "Mo6IYHI
peakuii BiANOBIAHO A0 iHhopMmaL,i LoA0 MeanyHOro
3aCTOCyBaHHA ped)epeHTHOro Nikapcbkoro 3acoby
(MNIPUKA, kancynu, 75 mr, 150 mr). BBefeHHs 3miH
NPOTSArom 6-Ty MicsILiB Micnsi 3aTBEPAKEHHS
99. | NNIFATO® Kancysnu Teepgi no Megokemi Kinp nepBrHHE Ta Kinp BHECEHHS 3MiH [J0 peecTpauiiiHux maTepianis: 3MiHu | 3a He UA/18107/01/01
75 mr, no 7 kancyny nTa BTOPUHHE MRy - 3MiHK WoA0 6e3nekn/edpeKTUBHOCTI Ta peyenmom nionsea
6nictepi; no 2, 3 abo nakyBaHHs: thapmakoHarnsgy. 3MiH1 y KOPOTKili XapakTepucTumLi €
8 6nictepiB y Mepgokemi NTA nikapcbKoro 3acoby, TeKCTi MapKyBaHHS Ta IHCTPYKUT
KapTOHHI KOpOOL (3aBog AZ), LA MeUYHOTO 3aCTOCYBaHHSA
Kinp; reHepunyYHUX/ribpuaHNx/6ionogibHNX nikapcbkMx 3acobis
BUPOGHMLTBO nicns BHECEHHSA Tiel camoi 3MiHU Ha pedhepeHTHWA
roToBOro npenapar (3MiHa He NOTpebye HafaHHS XOAHUX HOBUX

niKkapcbKoro
3aco6y, KOHTPO/b
AKOCTI, BUNYCK
cepit:
Mepgokemi NTA
(LeHTpanbHuii

[04aTKOBUX AaHuX) 3MiHW BHECEHO [0 iHCTPYKUiT ANs
Me[MYHOro 3aCTOCYBaHHS NIKAPCbKOro 3acoby y
po3ginu: "®apmakoTepanesTuyHa rpyna. Kog ATX"
(3aTBepaxeHo: MpoTueninenTuyHi 3aco6u, iHLi
npoTueninenTuyHi 3acobu. Kog ATX NO3A X16;
3anponoHOBaHO: AHa/IbTETUKM. IHWI aHabreTUKM Ta
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Ne Hassa dopma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Peknam Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asiBHUKa BUPOOHUK Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakosKa) a NnocBi04Y€eHHs1
3asog), Kinp aHTunipeTukn. MabaneHTuHoigwn. MperabaniH. Kog ATX
NO02B F02), "®apmakosioriyHi BnactmeocTi”, "lNokasaHHsa"
(peparyBaHHs TekcTy), "B3aemogis 3 iHWMMK
NikapcbKMU 3aco6amu Ta iHLWi BUAW B3aemogiii",
"Oco6nMBOCTI 3acTOCyBaHHSA", "3acTocyBaHHs y nepios
BariTHOCTi abo rogyBaHHsA rpyaar”, "3aaTHicTb
BNAMBATY Ha LUBUAKICTb peakLii Npu KkepyBaHHi
aBTOTpaHCMopTOM abo iHWuMK MexaHismamun”, "Cnoci6
3acTocyBaHHs Ta go3n", "Mepeno3yBaHHs", "T06IYHI
peakui" BiANoBIAHO A0 iHhopMmaL,i LWoA0 MeanyHOro
3acTocyBaHHA pethepeHTHOro /ikapCbKoro 3acoby
(NIPUKA, kancynu, 75 mr, 150 mr). BBegeHHs 3MiH
npoTArom 6-Tn MicALIB NiCNa 3aTBEPAKEHHS
100. | MA/IbTO®EP | cupon, 10 mr/mn; no Bichop LLiseiiuapis Brpo6HMLUTBO LLiseiiuapi BHECEHHS 3MiH 40 peecTpavliiiHux MaTepiasis: 3MiHu | 3a UA/5869/04/01
® 150 My do1akoHi; (IHTepHeLwH Hepo3dracoBaHol A TMNy - 3MiHK WoA0 6e3nekn/edekTUBHOCTI Ta peyenmom
no 1 donakoHy 3 n) IHK. NpPoAyKUii, thapmakoHarnagy. BeegeHHs abo 3miHu oo
MiPHVM KOBMA4KoM y KOHTPO/b SIKOCTI, y3araslbHeHUX JaHux Npo cuctemy hapmakoHarnsgy
KapTOHHiiA KOpo6Li nepBuHHA Ta (BBEAEHHSA y3araslbHEHMX AaHUX NPO cucTeMy
BTOPVIHHA hapMakoHarnsay, 3amiHa ynoBHOBaXeHOT ocobu,
ynakoBka: KopaeH BiANOBIAA/IbHOI 32 34iliCHEHHA dhapmakoHarnagy;
dapma Ppidyp KOHTaKTHOT 0C06M 3 hapmakoHarnsay 3asBHuKa A4/1s
CA, WWseliyapis; 3[jiCHEeHHs hapmakoHarnsay B YKpaiHi, AKLWO BoHA
16epdchap IHaycTpis BiAMIHHA BiJ YNOBHOBaXeHOI 0CO6U, BiAMNOBIAa/IbHOI 3a
dapmaLeyTika 3pjiicHeHHs1 hapMakoHarnsay (BK/IHYaKUM KOHTaKTHI
C.A., MNoptyranis; [AaHi) Ta/abo 3MiHV y po3MmileHHI MacTep-thaiina
KoHTposnb AKocTi, cuctemu chapmakoHarnsgy. 3miHa ynoBHOBaXKEHOT
[03BiN Ha BUMNYCK ocobu 3asBHUKa, BIANOBIAa/ILHOT 3a (hapmakoHarnsa,.
cepii: Bichop [itoua pepakuin: abpiene dokc / Gabriele Fox.
(IHTepHewwHn) IHK., MponoHoBaHa pepgakuis: Dr. med. Juergen Zorn. 3miHa
LBeliuapis KOHTaKTHUX AaHMX YNOBHOBaXKEHOI 0CO6U 3asBHUKA,
BiANOBIAabHOI 3a thapmakoHarnsag,. 3miHa KOHTaKTHOI
0cobu 3asBHUKA, BiANOBIAA/ILHOI 3a hapMakoHarnsg, B
YkpaiHi. Aitoya pepakuis: Wanka OneHa
Bonogumupisra. MponoHoBaHa pegakuis: JaHinosa
Napvca BonogymupisHa.
3MiHa KOHTaKTHMX JaHUX KOHTaKTHOI 0COOM 3asaBHMKA,
BiANOBIAa/IbHOI 3a hapmakoHarnsg B YkpaiHi. 3MiHa
MicL,e3HaxXoMKEHHS MacTep-ghaiina cuctemm
thapmakoHarnsgy Ta lioro Homepa. 3miHa micus
3[iICHEHHSI OCHOBHOI AiSNIbHOCTI 3 hapMakoHarisay.
101. | MEOALET - NOpPOLLOK A/1A CeHc IHAja CeHc JlabopaTtopic IHAis BHECEHHS 3MiH [0 peecTpauiitHux maTepiasis: 3MiHu | 3a UA/17841/01/01
1000 pO34nHy aNs iH'ekuiin | Jlabopatopi MeT. N14. TMny - 3MiHK WoA0 6e3nekn/edekTBHOCTI Ta peyenmom
no 1000 mr 1 c Mer. Nitg. thapmakoHarnagy (iHwi 3MiHM)3MiHW BHECEHO Y TEKCT
hN1akoH 3 MOPOLLKOM MapKyBaHHsA NepBuHHOI (N. 3, 4, 6) Ta BTOPUHHOI (N. 8,
Y KapPTOHHiIl 12, 13, 17) ynakoBku Nnikapcbkoro 3acoby. BBegeHHs
ynaKkoBLi 3MiH NpOTArom 6-T1 MicALIB Micna 3aTBEPAXKEHHS
102. | MENIOKC TabneTkn no 15 mr Mepokemi Kinp Mepokemi NTA Kinp BHECEHHS 3MiH [J0 peecTpaLiitHux maTepiasnis: 3miHu | 3a He UA/7284/01/02
no 10 TabneTok y nTAa (LeHTpanbHuii MRy - 3MiHK WoA0 6e3nekn/edpekTUBHOCTI Ta peyenmom nionsea
6nictepi; no 1 3aBof) dpapmakoHarnsay. 3miHu y KOpoTKili XxapaKTepucTuL €
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n/n

Hassa

JliKapcbKo20

3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOOHUK
a

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs

Homep
peecmpayiliHo2o
nocsio4eHHs

6nictepy B
KapTOHHI KOopoo6Li

NiKapcbKoro 3acoby, TEKCTi MapKyBaHHA Ta iHCTPYKLT
AN MeANYHOro 3acTOCYBaHHS
reHepuUHMX/ribpuaHNX/6ionoAibHMX NikapcbkMx 3aco6iB
nicns BHeCEHHs Tiel caMoi 3MiHW Ha pethepeHTHWIA
npenapar (3miHa He noTpebye HafaHHA XOLHUX HOBUX
[04aTKOBUX laHnX) 3MiHW BHECEHO [0 iHCTPYKUiT ANns
MEeAMYHOro 3aCTOCYBaHHS NMikapCbKOro 3acoby y
po3ginu: "®apmakoTepaneBTuyHa rpyna. Kog ATX"
(yTouHeHHs iHdopMauii 6e3 3miHu Kogy ATX),
"dapmakonoriyHi BnactusocTi”, "MokasaHHs",
"MpoTunoka3aHHs", "B3aeMogis 3 iHLUMMY NiKapCbKUMKn
3aco6amMu Ta iHWi B1uam B3aemogiid", "OcobnmnBocCTi
3acTocyBaHHs", "3acTocyBaHHA y nepiog BaritTHocTi abo
rogyBaHHs rpyaa”, "Cnocibé 3actocyBaHHs Ta fo3mn”,
"Mepepo3ysaHHA", "Mo6IYHI peakuil” BigNOBIAHO A0
iHbopMmaLii WoA0 MeguyHOro 3acTocyBaHHs
pedhepeHTHOro nikapcbkoro 3acoby (MOBAJIIC,
Tabnetkun). BBeAeHHS 3MiH NpOTAromM 6-Tu MicsLiB nicns
3aTBEPKEHHS

103.

ME/TOKCUKA

M

Tabnetku no 0,0075
r, no 10 Tabnetok y
6nictepi; no 1 a6o 2
6nictepu y nauui

MpuBartHe
akuioHepHe
TOBapUCTBO

"JTekxim-
Xapkis"

YkpaiHa

MpuBartHe
akuioHepHe
TOBapUCTBO

"Nekxim - XapkiB"

YkpaiHa

BHECEHHS 3MiH [0 peecTpauiitHux maTepiasis: 3MiHu |
TMny - 3MiHK 3 AIKOCTi. FOTOBWIA Nikapcbkunii 3aci6.
KOHTPO/1b FOTOBOrO NiKapcbkoro 3acoby. 3miHa y

mMeToAax BUNPoGyBaHHSA roTOBOrO /iKapcbKoro 3acoby

(iHWi 3mMiHM Yy MeTogax BUNpobyBaHb (BK/IOYAKUMN 3aMiHy
ab0 [OMNOBHEHHS)) - BBeAEHHS cTaHAapTHMX 3paskiB
NpoBigHVX hapMakoneli Ta po6oynx cTaHAapTHUX
3paskiB 3a nokasHukamm "Po34nmHeHHs", "O4HOPIAHICTb
[,030BaHNX 0anHMLb" Ta "KinbkiCHe BU3HaYeHHs",
BHAC/MIAOK YOro Bif6ynmncs 3MiHM B po3paxyHKOBYX
dhopmyiax.

3a
peyenmom

UA/7390/02/01

104.

ME/TOKCUKA

M

Tabnetku no 0,0075
rin bulk: no 5000
Tabnetok y
KOHTeliHepax
naacTMacoBmx

MpusatHe
akuioHepHe
TOBapUCTBO

"Nlekxim-
Xapkis"

YkpaiHa

MpusatHe
akuioHepHe
TOBapPUCTBO

"Nlekxim - Xapkis"

Ykpaina

BHECEHHS 3MiH [0 peecTpauiiiHux maTepiasis: 3MiHu |
TMny - 3MiHK 3 AKOCTI. [0TOBWIA Nikapcbkunii 3acib.
KOHTpPO/1b FOTOBOrO NiKapcbKoro 3acoby. 3miHa y

MeTofax BUNPO6yBaHHS rOTOBOrO /liKapCbKOro 3acoby

(iHwWi 3miHM y MeTogax BUNpobyBaHb (BK/OYaUM 3aMiHy
ab0 [ONOBHEHHS)) - BBeAeHHA cTaHAapTHMX 3paskiB
npoBigHVX thapmakoneli Ta po6oynx cTaHAapTHUX
3paskiB 3a nokasHukamu "Po34nmHeHHs", "O4HOPIAHICTb
[,030BaHNX oanHMLb" Ta "KinbkicHe BU3HaYeHHs",
BHACMIAOK YOro Bif6ynncs 3MiHM B po3paxyHKOBKX
dhopmynax.

UA/7391/02/01

105.

MEHTABICTI

H

TabneTkun, BKPUTI
NAiBKOBOO
060/10HKOI0, Mo 10
mr, no 10 TabneTok
y 6nicTepi, no 3
6nictepy B navyi

Mictpan
Kenitan
MeHexmeH
T Nlimiteq,

AHrnis

BVMPOGHULTBO
roTOBOI /liKaPCbKOT
dhopmMK, NepBuUHHA

Ta BTOpPVHHA

ynakoBka,
KOHTpPO/b cepii,
BUMYCK Cepii:
CiHTOH XicnaHis,

Icnanis/
Bonrapis

BHECEHHS 3MiH [0 peecTpavyiiiHux maTtepianis: 3MiHu |
MRy - 3MiHK 3 AkocTi. ADl. BUpobHMLTBO. 3MiHN B
npoteci BUpo6HMuTBa AD| (He3HaYHa 3MiHa y NpoLeci
BMPOGHULTBA ADI)

He3HauHa 3MiHa y npoueci BupobHuutea A®l, a came —
3MiHa NopsaaKy 3aBaHTaXKEHHSI MiX rpaHynamm
rigpokcuay HaTpito Ta npo3osiom (1-meTokcu-2-
nponaxos) 3 MipKkyBaHb 6€3Mekn Npu BUTOTOBJ/IEHHI

3a
peyenmom

UA/19632/01/01
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n/n

Hassa

JliKapcbKo20

3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOOHUK
a

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs

Homep
peecmpayiliHo2o
nocsio4eHHs

C.N., IcnaHis;
nepBuHHa Ta
BTOPWHHA
ynakoska: i |
dapmacbloTikasc,
Ntp, Bonrapis

HEOUULLEHOTO MEMAHTUHY Tigpoxnopugy. 3miHu | Tuny -
3MiHu 3 sKocTi. A®l. Bupo6HMLTBO. 3MiHM B MPOLECi
BMpo6HULTBA AP| (HE3HAYHA 3MiHA Y NPOLECI
BMPO6HMLUTBA ADI) - He3HauyHa 3MiHa y npoueci
BMpOGHMLUTBA ADI, a came - 3amiHa kap6oHaTy Kanito
(KHCO3) Ha 30% rigpokeug, HaTpito (NaOH) (skuii Bxe
BMKOPUCTOBYETLCA B NPOLLECi BUPOOGHMLTBA) 3 MipKyBaHb
6e3nekn Ta OXOPOHN HABKOMMLLIHBOTO CepefoBuLLa.
3MiHu | TUNY - 3MiHK 3 aKocTi. A®IL. KoHTposib AdL. 3miHa
y napameTpax cneuudikaliii Ta/abo gonycTuMmnx Mex,
BM3HAYeHUX y cneundikauisix Ha Adl, abo
BUXiAHWIA/NPOMIKXHWIA NpoAYyKT/pearexT, Wo
BMKOPUCTOBYIOTbCS Y npoueci BUpobHuuTea Ad|
(BVNyYEHHS1 HE3HAYHOTO NOKa3HKKa AKOCTI (Hanpukiag,
BWJ/TyYEHHS 3aCTapiforo nokasHuka)) - BunyyeHHs
He3HayHOro napametpa cneuudikadii, a came- JOMILLKK
AvmeTunxnopo-agamarTaH (G/101). 3Minm | Tuny -
3MiHu 3 gKocTi. A®l. KoHTponb A®I. 3miHa y
napameTpax cneuudikauii Ta/abo AonNyCTUMUX MEX,
BM3HAYeHUX y cneundikauisix Ha Adl, abo
BUXiAHWI/NPOMIKXHWIA NpoAYyKT/pearexT, Wo
BMKOPUCTOBYIOTbCS Y npoueci BUpobHuuTea Ad|
(BVNyHEHHS1 HE3HAYHOTO NOKa3HKKa AKOCTI (Hanpukiag,
BWJ/TyYEHHS 3aCTapifioro nokasHuka)) - BunyyeHHs
He3Ha4yHoro napameTpa crneyudikadii, a came-
BW/TyYEHHS Yacy yTpumaHHa GC, K igeHTudikawiiHoro
TEecTy.

106.

MEHTABICTI

H

TabneTkn, BKpUTI
NNiBKOBOKO
060/10HKO10, no 20
mr, no 10 TabneTok
y 6nictepi, mo 3
6nictepu B nauLi

Mictpan
Kenitan
MeHexmeH
T Nlimiteq,

AHrnis

BVMPOGHMLTBO
rOTOBOI NiKapCbKOI
dhopMK, NepBUHHA

Ta BTOpPVHHA

ynakoBka,
KOHTPO/b cepii,
BUMYCK Cepii:
CiHTOH XicnaHis,
C.J1., IcnaHis;
nepBuHHa Ta
BTOPUHHA
ynakoBka: [xi |
dapmacbHoTiKaUc,
NTa, Bonrapis

Icnanis/
Bonrapis

BHECEHHS 3MiH [0 peecTpaLiitHux maTepiasis: 3MiHu |
Tuny - 3MiHK 3 skocTi. A®Il. BupobHuuTBO. 3MiHU B
npoueci BupobHuuTBa APl (He3HayHa 3miHa y npoueci
BUpo6HMLUTBa AdDI)

HesHauHa 3MmiHa y npoueci BupobHuutea Adl, a came —
3MiHa NOpsAAKY 3aBaHTaKEeHHS MiX rpaHy/iaMm
rigpokcuay HaTpito Ta npo3osiom (1-meTokcn-2-
nponaHon) 3 MipKkyBaHb 6e3neku Npu BUrOTOBJ/IEHHI
HEeOUMLLEHOTO MeMaHTVHY Tigpoxiopuay. 3MiHu | Tuny -
3MiHn 3 aKkocTi. A®l. BUpo6HMLTBO. 3MiHM B MpoLECi
BMpo6bHULTBa AP| (HE3HAYHA 3MiHA Y NMpOLECi
BUpo6HMLTBa ADI) - HesHayHa 3MiHa y npoveci
BMpOGHMLUTBA ADI, a came - 3amiHa kapboHaTy Kanito
(KHCO3) Ha 30% rigpokeug, HaTpito (NaOH) (skuii Bxe
BMKOPUCTOBYETLCA B NPOLLECi BUPOOGHULITBA) 3 MipKyBaHb
6e3nekn Ta OXOPOHU HABKOMINLIHLOTO CepesoBULLa.
3MmiHu | TMNY - 3MiHu 3 skocTi. A®l. KoHTponb A®I. 3miHa
y napameTpax cneuudikaliii Ta/abo gonycTMMmnX MeX,
BM3HaYeHUX y cneundikauisx Ha Adl, abo
BVIXiAHWI/MPOMIKXHWIA NpoAyKT/peareHT, Wo
BMKOPUCTOBYIOTLCSA Y Npoueci BupobHuutea APl
(BUNYyYEHHS HE3HAYHOrO NOoKasHMKa SIKOCTi (Hanpuknag
BWJTYYEHHS 3aCTapifioro NokasHuka)) - BunyyeHHs

3a
peyermom

UA/19632/01/02
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Ne Hassa dopma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Peknam Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asiBHUKa BUPOOHUK Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakosKa) a NnocBi04Y€eHHs1
He3HayHoro napametpa cneuudikadii, a came- JOMILLKM
AvMeTunxnopo-agamarTaH (G/101). 3minum | Tuny -
3MiHu 3 gKocTi. A®l. KoHTponb A®I. 3miHa y
napameTpax cneuudikauii Ta/abo AonNyCTUMUX MEX,
BM3HAYeHUX y cneundikauisix Ha Adl, abo
BUXiAHWIA/NPOMIKXHUWIA NpoAYyKT/pearexT, Wo
BMKOPUCTOBYIOTbCS Y npoueci BUpobHuuTea Ad|
(BMNyYEHHS1 HE3HAYHOTO NOKa3HVKa AKOCTI (Hanpukiag,
BWJ/TyYEHHS 3aCTapifioro nokasHuka)) - BunyyeHHs
He3Ha4yHoro napameTpa crneyudikadii, a came-
BW/TyYEHHS Yacy yTpumaHHa GC, K igeHTudikawiiHoro
TEecTy.
107. | MIPAMICTUH | nopoLuok ToBapucTso YkpaiHa TosapucTBo 3 YkpaiHa BHECEHHS 3MiH [0 peecTpauiitHux maTepiasis: 3MiHu | - UA/11216/01/01
(cybcTaHuis) y 3 o6MmexeHo TMny - 3MiHK 3 akocTi. A®l. Cuctema
MiLLIKax 06MEeXeHO BiANOBIf&/IbHICTIO KOHTeliHep/3aKynopoBasibHWiA 3aci6 (iHLWi 3MiHK) -
nonieTuIeHoBMX BignoBigab "PAPMXIM" BunyueHHs "gatn Bunycky" 3 posginy MKA
ona HiCTIO "MapKyBaHHs".
hapmaLeBTUYHOIO "OAPMXIM"
3aCTOCYBaHHS
108. | MOBIKCUKA PO34UH ANS iH'EKLNA, TOB «Mosi YkpaiHa Xenn CA peuis BHECEHHS 3MiH [J0 peecTpaviitHux maTepiasis: 3MiHu | 3a UA/14916/01/01
M® 15 mr/1,5mnno 1,5 Xenc» TMny - 3MiHKM 3 AKkocTi. CepTudikaTt BignosigHocTI/IE- peyenmom
M B amnyni; no 5 cepTudpikaT BigNoBigHOCTI EBpoNeNichKii
amnyny hapmakonei/moHorpadii. NMogaHHA HoBOro abo
naacTMKOBOMY OHOB/IEHOTO cepTudiKaTa BignoBIigHOCTI a60 BUYYEHHS
KOHTeliHepi B cepTudiikaTa BignoBiAHOCTI EBpoNelichkKiin hapmakonei:
KapTOHHIA Kopoo6Li ona Adl; ansa BuxigHoro
marepiany/peareHTy/npoMKHOI0 NPOAYKTY, L0
BVKOPVCTOBYIOTbCA Y BUPOOHULTBI ADI; 415 AONOMDKHOT
peyvoBUHM (cepTudpikaT BiANOBIAHOCTI EBPONEChKilt
papmakonei) - OHOBEHWIA cepTudikarT Bif yxe
3aTBEPXEHOr0 BUPOOHMKA NOAAHHA OHOBIEHOTO
cepTudikaTa BigNoBiAHOCTI EBponeiickbkiit hapmakonei
Ne R1-CEP 2009-040 - Rev 05 (3atBepgxeHo: R1-CEP
2009-040 - Rev 04) ana Ad®l menokcukam Big
3aTBepmxeHoro Bupo6Huka Cipla Limited, IHAjs.
109. | HAKOM® Tabnetku, no 250 CaHpo3 CnoseHis Nex CnoBeHis BHeceHHs 3MiH 10 peecTpaLiliHix maTepianis: 3a UA/9134/01/01
mr/25 mr no 10 dapmacbHoTi dapmaueBTnyHa BunpaBneHHs TEXHIYHUX NOMUIIOK, 3rifHO N.2.4. n.n. 4 peyernmom
TabneTok y 6nictepi, Kans g.4. KoMnaHisa g.4. po3giny VI Hakazy MO3 YkpaiHu Big 26.08.2005p. Ne
no 10 6nicTepis y 426 (y pepakuii Hakazy MO3 Ykpainu Big 23.07.2015 p
KapTOHHI KOpOOL; Ne 460) y MKA /13 B po3gini Cneyucpikauis (npu
BUMYCKY), & Came HEKOPEKTHO 3a3HayeHo AoMyCTUMI
HOPMU 3@ NOKa3HWKOM «laeHTudikayis». Takox
JOonyLweHo ApyKapcbKy MOMWUIIKY Y Ha3Bi CynyTHBOI
OOMilKM meTungona B po3gaini Cneuyudikauis (npu
BUMNYCKY Ta Ha TEPMiH NpuaaTtHocTi). 3asHaueHe
BMNPAaB/IEHHS BIAMNOBIAAE MaTepiasiaMm peecTpauiiHoro
[0Cbe, SKi NpeAcTaBeHi B apxisi, a came nigposainy
3.2.P.5.1. Cneuundpikauis.
110. | HAPAIH® PO34YMH NS iH'EKLIN TOB "HOpis- YkpaiHa TOB «HOpis- YKpaiHa BHECEHHS 3MiH A0 peecTpaLiiHnX maTtepianis: 3a UA/19167/01/01
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Ne Hassa dopma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Peknam Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asiBHUKa BUPOOHUK Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakosKa) a NnocBi04Y€eHHs1
no 100 mr/mn; no 0,2 Papm” dapwm» YTOUYHEHHS1 HAaNNCaHHA Ha3BU BUPOGHMKA B HakKasi peyenmom
M (20 mr) y (nakyBaHHs i3 MO3 Ykpainu Ne 1877 Big, 08.11.2024 B npoueci
nonepegHL0 hopmu in bulk BHECEHHSA 3MiH (3MiHu | Tuny - AAMIHICTPaTUBHI 3MiHU.
HanoBHeHOMY LleHmxeH Tekgoy 3MiHa HalimeHyBaHHA Ta/abo agpecy Micus
Lwnpuui, no 2 dapmacbloTVKas NpPOBaPKEHHS AiSNbHOCTI BUPO6HUKa/imnopTepa
wnpuum y énictepi; Ko. Ntp, Kntaii) rOTOBOrO JlikapCbKOro 3acoby, BK/IYaoumn AiflbHUL
no 1, aéo no 5, a6o BUMYCKy cepii abo micLe NpoBefeHHsI KOHTPOHO AKOCTI.
no 25 6nictepiB y (misnbHiCTb, 3a Ky BignoBigae BUPO6HMK/iMnopTep,
KapTOHHIA navi; no BK/IOYAOUM BUMYCK cepili) - 3MiHa HaliMeHyBaHHS Ta
0,4 mn (40 mr) y afipecy MicLA NPoBaXEHHS Ais/IbHOCTI Y 3B'A3KY i3
nonepeaHL0 NpvBeEHHAM PEECTPALiiHNX AOKYMEHTIB Y
HanoBHeHOMY BiANOBIAHICTb A0 cepTudikaTy GMP. 3MiHM BHECEHO B
wnpwvyi, no 2 IHCTPYKLiI0 AN MeQUYHOro 3aCToCyBaHHS NiKapCbKoro
wnpuum y énicrepi; 3acoby y po3gin «Bupo6HuK» 3 BigMNoBigHMY 3MiHAMU Y
no 1, a6o no 5, abo TeKCTi MapKyBaHHS YNakoBKW NikapCcbKoro 3acoby.
no 25 6nictepis y BBefieHHs1 3MiH NpoTArom 6-Tv MicALiB nicns
KapTOHHI navi; no 3aTBepmXeHHs). Pepakuis B Hakasi - TOB «HOpis-dapm»
0,6 mn (60 mr) y , YKpaiHa (nakyBaHHs i3 popmu in bulk LeHmkeH
nonepegHL0 Tekpoy ®apmacbklotukan Ko., /ita, Kutaid). BipHa
HanoBHEHOMY pepakuis - TOB «HOpis-®dapm», YkpaiHa (nakyBaHHA
wnpwi, no 2 i3 popmu in bulk WeHnmxeH Tekgoy dapMacboTUKaN
Lwnpuum y énicrtepi; Ko. Ntp, Kutaii).
no 1, aéono5
6nictepiB y
KapTOHHIA nayui; no
0,8 mn (80 mr) y
nonepeaHLo
HanoBHEHOMY
Lwnpuui, no 2
wnpuum y énictepi;
no 1, aéono5
6nictepiB y
KapTOHHIA navi; no
1,0 mn (100 mr) y
nonepeaHL0
HanoBHEHOMY
Lwnpuui, no 2
wnpuum y énicrepi;
no 1 6nicrepy y
nayuj 3 KapToHy
111. | HEMPUCIIH- | Ta6neTku, BKPUTI TOBAPUCT YkpaiHa BCi cTagii YkpaiHa BHECEHHS 3MiH [0 peecTpauiitHux maTepiasis: 3MiHu | 3a He UA/1178/01/02
340POB'A nNiBKOBOK BO 3 BMpPOGHULTBA, TMNy - 3MiHK WoA0 6e3nekn/edekTUBHOCTI Ta peyenmom nionsea
o6onoHkoto, no 1 mr, | OBMEXXEH KOHTPOb AKOCTI, thapmakoHarnagy. 3MiH1 y KOPOTKill XxapakTepucTumLi €
no 10 TabneTok y (e]}0] BWMYCK Cepii: nikapcbKoro 3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKLT
6nictepi; no 2 abo BIANOBIOA ToBapucTBO 3 0151 MeMUYHOro 3acToCyBaHHS
no 6 6nictepis y NBHICTIO obmexeHo reHepnyHuX/ribpuaHMx/6ionogibHNX nikapcbkmx 3acobis
KapTOHHIA KOopooLi «KOPTOPA BiANOBIAANbHICTIO nicns BHECEHHA Tiel camoi 3MiHN Ha pedhepeHTHW
LA "®apmaueBTnyHa npenapar (3miHa He noTpebye HafaHHA XOAHUX HOBUX
«300POB'A KOMMaHis [04aTKOBUX AaHnX) 3MiHU BHECEHO [0 IHCTPYKUIiT Ans

»

"3popos'a”

MeZMYHOTo 3aCTOCyBaHHS Nikapcbkoro 3acoby y po3ainu
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Ne Hassa dopma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Peknam Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asiBHUKa BUPOOHUK Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakosKa) a NnocBi04Y€eHHs1
YKpaiHa,; "dapmakonoriyHi BnactusocTi”, "MokasaHHs",
BMPOGHMLITBA, "MpoTunoka3aHHa" (pegaryBaHHs TekcTy), "B3aemogis 3
KOHTPO/b SIKOCTI, HLWIMMKW NikapcbKMKU 3aco6amMu Ta iHLWi BUuam
BUMYCK Cepii: B3aemMogiin", "OcobnBOCTi 3acToCyBaHHA",
ToBapucTBo 3 "3acTocyBaHHs y nepiog BariTHOCTi abo roflyBaHHs
06MeXeHOo rpyaar”, "3aaTHiCTb BNAMBATY Ha LWBUAKICTb peakuil
BiANOBIA&NbHICTIO npy KepyBaHHi aBTOTPAHCNOPTOM ab60 iHLWMK
"®APMEKC MexaHismamu', "Cnoci6 3actocyBaHHs Ta gosun”, "Oitn",
reyn" "Mepepo3ysaHHA", "Mo6GIYHI peakuil” BigNOBIAHO A0
Ykpaina iHchopmawii LWoA0 MeanMYHOro 3aCToCyBaHHSA
pedhepeHTHOro nikapcbkoro 3acoby (PUCMOMENT®,
TabneTtku, BKPUTIi 060/I0HKOID, MO 2 Mr). BBeeHHSA 3MiH
npoTArom 6-Tn MicALB Nicna 3aTBepmxeHHs. CynyTHA
3MiHa - 3MiHM LWoAo 6e3nekn/edpeKTBHOCTI Ta
thapmakoHarnagy. BHeceHHss abo 3miHa(u) fo
3060B's13aHb Ta YMOB BUaui peecTpauiiHoro
nocBig4YeHHs, BKIoYaoun MnaH ynpaeiHHA pyU3mkamm
(3acTocyBaHHA TEKCTY, AKWIA NOrOMKEHN 3
KOMMNETEHTHVM OopraHoM) 3asiBHUKOM HafaHo
OHOB/IEHWIA MnaH ynpaBniHHA pu3nkamu Bepcis 2.0.
3MiHM BHECEHO [0 YaCTUH:
| «3aranbHa iHthopmalis»
Il «MnaH 3 hapmakoHarnsgy»
V «3axoaM 3 MiHiMi3avii pu3unkiB»
VI «Pe3tome nnaHy ynpasniHHSA pu3vkamms»
VIl «Jopatkm»
y 3B’A3KY 3 OHOB/IEHHSIM iHpopMaLil 3 6e3nekun aitoyoi
PEeYoBUHN pUCMNEPUAOHY BiNOBIAHO A0 aKTyaslbHOI
pedhepeHTHOT iHdhopmaLlii, Wo € PyTUHHUMU 3aX04amMu 3
MiHiMi3aLji pu3ukiB.
B MeXax 3MiHW HaflaHO OHOB/MIEHWI NNaH ynpaBiHHS
pu3ukamu, Bepcis 2.0.
Pestome nnaHy ynpasniHHS pu3nMkaMun oAAEThCS.
112. | HEUPUCHIH- | TabneTku, BKPUTI TOBAPUCT YKpaina BCi cTagii Ykpaina BHECEHHS 3MiH 40 peecTpauiiHux martepianis: 3MiHu | 3a He UA/1178/01/03
340POB'A nNiBKOBOKO BO 3 BMPOGHMLITBA, Tuny - 3miHK Woao 6e3nekn/edpekTNBHOCTI Ta peyenmom nionsiza
060/10HKO0, M0 2 Mr, | OBMEXXEH KOHTPO/b SIKOCTI, thapmakoHarnagy. 3MiHU y KOPOTKili XapakTepucTumLi €
no 10 TabneTok y (0],0) BUMYCK Cepii: NiKapcbKOro 3acoby, TEKCTi MapKyBaHHSA Ta iIHCTPYKLiT
6nicTepi; no 2 abo BIAMNOBIOA ToBapucTBo 3 ON151 MeANYHOro 3acTOCyBaHHS
no 6 6nictepis y NBHICTHO 06MEeXeHO reHepuUHMX/ribpuaHNX/6ionoAibHMX Nikapcbkmx 3aco6iB
KapTOHHI KOopoo6Li «KOPIMOPA BiANOBIAANbHICTIO nicns BHECEHHS Tiel camoi 3MiHM Ha pedhepeHTHWi
LA "®GapmaueBTnyHa npenapar (3MiHa He NOTpebye HafaHHS XOAHNX HOBUX
«300POB’A KOMnNaHis [0[aTKOBUX AiaHnX) 3MiHN BHECEHO [0 IHCTPYKUIT Ans
» "3popoB'sa” MeAUYHOro 3aCTOCyBaHHS NiKapCbKoro 3acoby y po3ain
YkpaiHa; "®apmakonoriyHi BnactmsocTi”, "MokaszaHHsA",
BCi cTagii "MpoTunokasaHHA" (pefaryBaHHs TeKCTy), "B3aemogis 3
BMPOGHMLITBA, HLWIMMKW NikapcbKMKU 3acobamu Ta iHLWi BUAm
KOHTPO/b SKOCTI, B3aemogiin”, "OcobamBOoCTi 3acTocyBaHHS",
BMNYCK cepil: "3acTocyBaHHSA y nepiof BariTHOCTi abo rofyBaHHs
TosapucTBo 3 rpyaa"”, "3aatHiCTb BIAMBATY Ha LWIBMAKICTL peakwil
0OMEXEHO npu KepyBaHHi aBTOTPAHCNOPTOM ab0 iHWMK
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Ne Hassa dopma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Peknam Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asiBHUKa BUPOOHUK Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakosKa) a NnocBi04Y€eHHs1
BiANOBIA&NbHICTIO MexaHismamu', "Cnoci6 3actocyBaHHsA Ta gosun”, "Oitn",
"®APMEKC "Mepepo3yBaHHa", "lMNob6iyHi peakuii” BIANOBIAHO A0
reyn" iHbopmaLii Woa0 MeguyHOro 3acTocyBaHHs
Ykpaina pedepeHTHOro nikapcbkoro 3acoby (PUCMONMENT®,
TabneTku, BKpUTIi 060/10HKOI0, N0 2 Mr). BBeAeHHS 3MiH
NPOTArom 6-Tv MicAILiB nicns 3aTBepoKeHHs. CynyTHSA
3MiHa - 3MiHVY LWoao 6e3nekn/edpeKTMBHOCTI Ta
thapmakoHarnsgy. BHeceHHsi abo 3miHa(v) fo
3060B'A3aHb Ta YMOB Buaui peecTpauiiiHoro
noceigYeHHs, BKNoYaouy MaaH ynpasniHHA pusnkamm
(3acTocyBaHHSI TEKCTY, SKWIA NOTOKEHNI 3
KOMNETEHTHUM OpraHom) 3asiBHMKOM HaJaHo
OHOB/EHWIA MnaH ynpasniHHs pu3nkamu Bepcis 2.0.
3MiHM BHECEHO [J0 YaCTUH:
| «3arasibHa iHopmaLis»
Il «MnaH 3 hapmakoHarnsgy»
V «3axo4u 3 MiHiMi3aw,ii pu3nkiB»
VI «Pe3tome nnaHy ynpasniHHS pu3nkamm»
VII «dopatku»
y 3B’S13Ky 3 OHOBJ/IEHHAM iHhopMmaLii 3 6e3neku gitoyoi
PeyoBMHN pUCNepUAOHY BiANOBIAHO 40 aKTyaslbHOT
pedhepeHTHOT iHdhopmaLlii, Wo € PyTUHHUMMN 3aX04amMu 3
MiHimi3aLii pu3mkiB.
B mMexax 3MiHW HafaHO OHOBMEHWI NNaH ynpasiHHS
pusukamu, Bepcis 2.0.
Pestome nnaHy ynpasniHHSA pu3nMkaMmu AoAa€EThbCs.
113. | HEMPUCMIH- | Ta6neTku, BKpUTI TOBAPUCT YkpaiHa BCi cTagii YkpaiHa BHECEHHS 3MiH 10 peecTpaLiiiHux maTepianis: 3miHu | 3a He UA/1178/01/04
340POB'A NAiBKOBOO BO 3 BMPOGHMLITBA, TUny - 3mMiHK Wwoao 6e3nekn/ethekTNBHOCTI Ta peyenmom nionsza
o060s10HKot0, No 4 Mr, | OBMEXXEH KOHTPO/b AKOCTI, thapmakoHarnagy. 3MiH1 y KOPOTKili XxapakTepucTumLi €
no 10 TabneTtok y (e]}0) BMNYCK cepil: nikapcbKoro 3acoby, TeKCTi MapKyBaHHS Ta IHCTPYKLT
6nicTepi; no 2 abo BIAMOBIOA ToBapucTBO 3 L0188 MeUYHOTO 3aCTOCYBaHHSA
no 6 6nictepiB y NBbHICTIO o6MmexeHo reHepnyYHUX/ribpuaHNx/6ionogibHNX nikapcbknx 3aco6is
KapTOHHIA KOopoo6Li «KOPIMOPA BiANOBIf&/IbHICTIO nicns BHeCEeHHs Tiel caMoi 3MiHW Ha pedhepeHTHWIA
LA "®apmaueBTnyHa npenapar (3MiHa He NoTpebye HafaHHS XOAHUX HOBUX
«300POB’A KOMMNaHis [0[aTKOBUX AaHnX) 3MiHM BHECEHO [0 IHCTPYKUIT Ans
» "3popos'a” MeJIMYHOro 3aCTOCyBaHHSA MikapcbKoro 3acoby y posginu
YKpaiHa,; "dapmMakonoriyHi BnactueocTi”, "Moka3aHHs",
BCi cTagii "MpoTunokasaHHa" (pegaryBaHHs TekcTy), "B3aemogis 3
BMpPOGHULTBA, iHLWMMK NiKapcbKMK 3acobamu Ta iHLWI BUAW
KOHTPOb AKOCTI, B3aemogiin”, "OcobamBOCTi 3acTOCyBaHHS",
BWMYCK Cepii: "3acTocyBaHHs y nepiog BariTHOCTi abo roflyBaHHs
ToBapucTBO 3 rpyaar”, "3aaTHiCTb BNAMBATM Ha LBUAKICTb peakuil
obmexeHo npu KepyBaHHi aBTOTPAHCNOPTOM a60 iHLWMK
BiANOBiAa/IbHICTIO MexaHismamu', "Cnoci6 3actocyBaHHs Ta gosu”, "Oitn",
"®APMEKC "MepeposysaHHA", "Mo6GIYHI peakuil” Big4NOBIAHO A0
reyn" iHhopmaLii WoA0 MeguyYHOro 3acTocyBaHHs
YkpaiHa pedhepeHTHOro nikapcbkoro 3acoby (PUCMOJMENT®,

TabneTtku, BKPUTIi 060I0HKOID, MO 2 Mr). BBeeHHSA 3MiH
npoTArom 6-Tn MicALB Nicnsa 3aTBepmxeHHs. CynyTHA
3MiHa - 3MiHK Woao 6e3nekn/eddeKTUBHOCTI Ta
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Ne Hassa dopma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Peknam Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asiBHUKa BUPOOHUK Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakosKa) a NnocBi04Y€eHHs1
thapmakoHarnsgy. BHeceHHss abo 3miHa(K) 8o
30060B'A3aHb Ta YMOB BuJauvi peectpauiiHoro
nocBig4YeHHs, BKoYaoun MnaH ynpaeniHHA pU3nkamm
(3acTocyBaHHA TEKCTY, AKWIA NOrOMXEHWI 3
KOMNETEHTHUM OpraHom) 3asiBHVKOM HafiaHo
OHOBJ/IEHWIA MnaH ynpaBniHHA pu3nkamu Bepcis 2.0.
3MiHU BHECEHO [10 YaCTVH:
| «3aranbHa iHhopmaLis»
Il «MnaH 3 chapmakoHarnsgy»
V «3axoam 3 MiHimi3aLii pusmnkis»
VI «Pe3iome nnaHy ynpasniHHSA pyu3rkamms»
VII «dopaTtku»
y 3B’513Ky 3 OHOBJ/IEHHAM iHdopMaLiii 3 6e3neku gitouoi
PeyoBMHN PUCNEPUAOHY BIANOBIAHO 40 aKTyaslbHOT
pediepeHTHOI iHdhopMaLil, WO € PpyTUHHUMK 3aX04amMu 3
MiHimi3aLii pusmnkis.
B mMexax 3MiHM HafaHO OHOB/IEHWI NNaH ynpas/liHHA
pusmkamu, Bepcis 2.0.
Pestome nnaHy ynpasiHHA pu3nkamun oAaETbCs.
114. | HEOTPU30/ | TabneTtkn OPrAHOCHK OAE EBepTomXeH IHAjs BHECEHHS 3MiH [0 peecTpauiitHux maTepiasis: 3MiHu | 3a He UA/10674/01/01
® BariHasbHi, no 4 H Naiigp CaeHcus TMny - 3MiHK 3 AIKOCTi. FOTOBWIA Nikapcbkunii 3aci6. peyenmom nionsea
TabneTkn y cTpuni; NIAN®CAEH Nimiten CrabinbHicTb. 3MiHa y TepMiHax npugaTHocTi abo €
no 2 cTpunu B Cu3 (E® ymMoBax 36epiraHHs roTOBOrO /liKapCbKOro 3acoby
KapTOHHI Kopobuj y 3ETI) (36iN1bLLEHHS TEPMIHY NPUAATHOCTI FOTOBOTO J1iKAPCLKOr0
KOMMNAEKTi 3 3aco6by) - [1na ToproBoi ynakoBku (MiATBEPAKYETLCA
ansikatopom; no 8 OaHVIMU peasibHOro vacy) 36ibLIeHHS TepMiHY
Tabnetok y énictepi; NPUAATHOCTI FOTOBOrO NiKapCbKOro 3aco6y Ha OCHOBI
no 1 6nictepy B NO3UTUBHUX pe3y/ibTarTiB JOBrOCTPOKOBUX AOCAIAKEHD
KapTOHHI kopobuj y CTabiNIbHOCTi Y peasibHOMY Yaci 3 2 pokiB 40 3 pokiB.
KOMNNekTi 3 3aTBepaXeHo:
ansikatopom TepMmiH NpuAATHOCTI: 2 POKM.
3anponoHoBaHo:
TepMiH NpuaaTHOCTI: 3 poKu.
3MiHU BHECEHO B IHCTPYKLiO 415 MEAUYHOT0
3acTocyBaHHS NiKapcbKoro 3acoby y po3gin "TepmiH
npuaatHocTi".
BBefeHHs1 3MiH npoTArom 6-T MicALUiB nicns
3aTBEPAKEHHSA
115. | HEOTPU30/ | Tabnetku BariHanbHi | OPFTAHOCU OAE EBepTomxeH IHais BHECEHHS 3MiH [J0 peecTpauiitHux maTepianis: 3miHu | 3a He UA/10674/01/01
® no 4 Tabnetkn y H Naidg CaeHens TUny - 3MiHK Wwoao 6e3nekn/ethekTUBHOCTI Ta peyenmom nionsza
cTpuni; No 2 cTpunu NANDCAEH Nimiten hapmakoHarnsgy. 3MiHa y KOpoTKilii XxapakTepucTumui €
B KapTOHHIlA Cn3 (E® nikapcbKoro 3acoby, TeKCTi MapKyBaHHS Ta IHCTPYKLUT
Kopobui, y 3ET ) ANs MeAMYHOro 3acToCyBaHHS Ha MiAcTasi perynsipHo
KOMnNekTi 3 OHOBJ/IIOBAHOrO 3BiTY 3 6e3neKn Nikapcbkoro 3acoby, abo

annikatopom; no 8
TabneTtok y 6nicrepi;
no 1 6nictepy B
KapTOHHI Kopobuj, y
KOMM/IEKTI 3

pocnipkeHb 3 6e3neky 3acTocyBaHHS NikapCbKoro
3acoby B nmicnsipeecTpayiiHuii nepioa, abo sk pesynbTar
OLiHKM 3BITY 3 AOCNiMKEeHb, NPOBeAEHNX BIAMNOBIAHO A0
nnaxy negiatpuynmx gocnimpxkeHs (PIP) (iHwi 3MiHK) -
3MiHU BHECeHi A0 IHCTPYKUIT 418 MeANYHOro
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PeecmpayjiliHa npoyedypa

Ymosu

Peknam

Howmep

n/n

Hassa
JliKapcbKo20

dopma sunycky
(nikapcbka ¢hopma,

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOOHUK
a

Bionycky

yBaHHs

peecmpayiliHo2o

NnocBi04Y€eHHs1

3acoby

ynakosKa)
ansikatopom

3aCTOCYBaHHS NikapcbKoro 3acoby A0 po3ainis
"Oco6nMBOCTI 3acTocyBaHHSA", "3acTocyBaHHs y nepios
BariTHoCTi abo rogyBaHHs rpyaato”, "MobiuHi peakuyii”
LoA0 6e3nekn 3acTocyBaHHS ikapCbKOro 3acoby.
BBefeHHs1 3MiH NpoTArom 6-T MicAUiB micns
3aTBEPKEHHS - 3MiHU | TUNy - 3MiHW Woao
6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsagy (iHwi 3mMiHun)
- 3MiHM BHeCeHi A0 IHCTPYKUIT A8 Mean4HOro
3acTocyBaHHA NikapcbKoro 3acoby Ao po3ainy "Mob6iyHi
peaxuii” LWoA0 NOBIAOMAEHHA NPO NOBIYHI peakuil
nikapcbkoro 3aco6y. BeegeHHs 3MiH MpOTAroM 6-1u
MicCsILiB Micns 3aTBepKEHHS

6e3

UA/10734/01/02

116.

HIKOPETTE®
3MMOBA
M'ATA

rymMKa xyBasibHa
nikyBanbHa no 4 mr;
no 15 rymok
XYBasIbHUX Y
6nictepi; no 2
6nictepu B
KapTOHHI ynakosLi

MakHin Ab

LLisewjs

MakHin Ab

Lseuis

BHECEHHS 3MiH [0 peecTpauiitHux maTepiasis: 3MiHu |
TMny - 3MiHK 3 AKOCTI. [0TOBWIA Nikapcbkunii 3acib.
KOHTPO/1b AONOMDKHUX peyoBUH. 3MiHa napameTpis
crneungikauiii Ta/abo 4OoNyCTUMUX MEX A5 [OMOMDKHOT
peyoBUHM (BUIYYEHHS 3i cneuudikawii He3Ha4YHoro
nokKasHvka (Hanpviknag 3acTtapisioro nokasHuka)) -
BunyyeHHs 3i cneumdikavii Ha JONOMDKHY PeYOBUHY
"OcHoBa ryMKU XyBasibHOT" TecTiB "ApceHiin” Ta "Baxki
mMeTanu". 3MiHu | Tuny - 3MiHK 3 AkocTi. FoTOBWMA
nikapcbkuii 3aci6. KOHTPONb AOMNOMIKXHVX PEYOBUH.
3MiHa napameTpiB cneuudikauii Ta/abo gonycTummx
MeX ANs AONOMiXXHOT Pe4OBUHY (JONOBHEHHSA
crneungikauii HOBUM MOKA3HMKOM 3 BiZNOBILHUM
MeTOA0M BUMPOGYBaHHS) - [logaBaHHS TeCTIB Ha
efieMeHTapHi foMmillkn "BaHagiit", "Kagmiit" Ta
"CsuHeup" fo Cneumdpikayii Ta MeTogis aHanisy Ha
[L0MOMiXHY peyoBuHy "OcHOBa ryMKW XyBaslbHOI"
BiANOBIAHO A0 OLiHKK, 3p061eH0T Ha ocHoBi ICH Q3D,
BIANOBIAHO [0 3aranbHOro po3giny €® 2.4.20
"BM3HAYEHHS e/leMeHTapHNX JOMILIOK". 3MiHu | Tumy -
3MiHu 3 siKkocTi. FoToBMIA Nikapcbkuii 3aci6. KoHTponb
O0MOMDKHMX PevyoBMH. 3MiHa y MeToAax BUNpobyBaHHS
[L0MNOMIXHOT peqoBUHYM (iHLWi 3MiHW Y MeTogax
BMNPOGYBaHHA (BK/IOYaOUM 3aMiHy abo fofasaHHs)) -
[na ponomikHoOi peyoBuHM OCHOBA FYMKMW XYBaslbHOI
3amiHa meToay "IY ineHTudikauis" 3 BHyTpILLHBOrO
meToaa NM-097 Ha dpapmakoneliHnii metog € 2.2.24
(iHppauepBoHa abcopbLjiliHa cnekTpodhoToOMETPIS).
BHyTpiwHA MeToAvKa igeHTudikauii B8 NM-097
Bignosigae 3araibHOMYy po3giny € 2.2.24 nuwe 3
pexrmMmom nepegadi. BknoueHo anibTepHATUBHUIA PEXUM
ATR Ha foAaToK [0 pexumy nepegadi, Skuii Takox
Bignosigae 3arasibHoMy po3giny €® 2.2.24. 3miHn | Tuny
- 3MiHK 3 AKOCTI. F0TOBWUIA NiKapcbkunii 3aci6. KoHTposb
[OOMOMIXHMX peyvyoBMH. 3MiHa napameTpiB cneuudikawii
Ta/abo fonycTMMUX MeX A/15 AONOMDKHOT peyoBUHU
(iHLWi 3MiHW) - 3MiHa OMUCY OCHOBW XYBa/TbHOI NYMKW Ha

peyernma

OCHOBi OHOBJ/IEHHS onucy noctavasibHuKa. Takox
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n/n

Hassa
JliKapcbKo20

dopma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOOHUK
a

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs

Homep
peecmpayiliHo2o
nocsio4eHHs

3acoby

Bifi6YIMCSA 3MiHW B KPUTEPISIX MPUAHSATHOCTI Ha
ineHTudpikauito KanbLito kapboHaTy Ta nocunaHHa Ha
MEeTOAMKM, 6e3 3MiHU MeToZiB aHanisy

UA/10734/01/01

117.

HIKOPETTE®
3MMOBA
M'ATA

rymMKa XyBasibHa
nikyBanibHa no 2 mr,
no 15 rymok
XYBasIbHUX Y
6nictepi; no 2
6nictepu B
KapTOHHI ynakosLii

MakHin Ab

LLisewjs

MakHin Ab

Lseuis

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHu |
TMny - 3MiHK 3 AKOCTI. [0TOBWIA Nikapcbknii 3acib.
KOHTpPO/b AONOMDKHUX peyoBuH. 3MiHa napameTpis
crneundikauii Ta/abo 4ONyCTUMUX MEX AN151 [OMOMDKHOT
PeyvoBUHM (BUYYEHHS 3i cneuudikavii He3Ha4YHoro
nokKasHvka (Hanpvknag 3acTtapisioro nokasHuka)) -
BunyyeHHs 3i cneumdikavii Ha JONOMDKHY PeYOBUHY
"OcHoBa ryMKU XyBa/bHOT" TecTiB "ApceHiin” Ta "Baxki
mMeTanu". 3MiHu | Tuny - 3MiHK 3 AkocTi. FOTOBWMA
nikapcbkuii 3aci6. KOHTPONb AONOMIXHVX PEYOBUH.
3MiHa napameTpiB cneuudikauii Ta/abo gonycTummx
MeX ANs AONOMiXXHOT Pe4OBUHY (JONOBHEHHSA
crneungikavii HOBUM MOKA3HMKOM 3 BiZNOBIgHUM
MeTOAOM BUMNPOOYBaHHS) - [logaBaHHS TeCTiB Ha
efieMeHTapHi foMmillkn "BaHagiit", "Kagmii" Ta
"CsuHeup" fo Cneumdpikayii Ta MeTogis aHanisy Ha
[L0MOMiXHY peyoBuHY "OcHOBa ryMKW XyBaslbHOI"
BiANOBIAHO A0 OLiHKK, 3p061eH0T Ha ocHoBi ICH Q3D,
BIANOBIAHO [0 3aranbHOro po3giny €® 2.4.20
"BM3HAYEHHS e/leMeHTapHNX JOMILIOK". 3MiHu | Tumy -
3MiHu 3 siKkocTi. FoToBMIA Nikapcbkuii 3aci6. KoHTponb
O0MOMDKHMX PevyoBMH. 3MiHa y MeToAax BUNpobyBaHHS
[L0MNOMIXHOT peqoBUHYM (iHLWi 3MiHW Y MeTogax
BMNPO6YBaHHA (BKIOYaOUM 3aMiHy abo fofasaHHs)) -
[na ponomikHoOi peyoBuHM OCHOBA FYMKMW XYBaslbHOI
3amiHa meToay "IY ineHTudikauis" 3 BHyTpILLHBOrO
meToaa NM-097 Ha dpapmakoneliHnii metog € 2.2.24
(iHppauepBoHa abcopbLjiliHa cnekTpodhoToOMETPIS).
BHyTpiwHA MeToAvKa igeHTudikauii B8 NM-097
Bignosigae 3araibHOMYy po3giny € 2.2.24 nuwe 3
pexrMmom nepegadi. BknoueHo anlbTepHATUBHUIA PEXUM
ATR Ha foAaToK [0 pexumy nepegadi, Skuii Takox
Bignosigae 3arasibHoMy po3giny €® 2.2.24. 3miHn | Tuny
- 3MiHK 3 AKOCTI. F0TOBWUIA NiKapcbkunii 3aci6. KoHTposb
[OOMOMIXHMX peyoBMH. 3MiHa napameTpiB cneuudikawi
Ta/abo fonycTMMUX MeX A5 AONOMDKHOT peyOoBUHU
(iHLWi 3MiHW) - 3MiHa OMUCY OCHOBW XYBa/TbHOI NYMKW Ha
OCHOBI OHOBJIEHHS OMNMCY NocTavasibHMKa. Takox
BiAOYIMCS 3MiHU B KPUTEPIsIX NPUAHSATHOCTI Ha
ineHTudbikauito Kanbuito kapboHaTy Ta nocunaHHa Ha
MEeTOAMKM, 6e3 3MiHN MeToZiB aHanisy

6e3
peyenma

6e3

UA/8921/01/01

118.

HIKOPETTE®
31 CMAKOM
CBDKUX
DPYKTIB

rymMKa XyBasibHa
nikyBanibHa no 2 Mr;
no 15 rymok
XYBaSIbHUX Y

MakHin Ab

LLBeuis

MakHin Ab

Lseuis

BHECEHHS 3MiH [J0 peecTpauiiiHux maTepianis: 3MiHu |
TMNy - 3MiHK 3 AKOCTI. [0TOBWIA NikapcbKnii 3aci6.
KOHTPO/b AONOMDKHMX peyoBUH. 3MiHa napameTpis
cneumdikauin Ta/abo gonycTuMmUX Mex AJ1st 4ONOMiXHOT

peYOoBUHM (BUIYYEHHS 3i cneumdikaLii He3Ha4YHoro

peyenma

6nicTepi; no 2
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n/n

Ha3ssa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOOHUK
a

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs

Homep
peecmpayiliHo2o
nocsio4eHHs

6nictepu B
KapTOHHI ynakoBL,i

nokasHuka (Hanpuknag 3actapifioro nokasHuka))
BunyyeHHs 3i cneumdikavii Ha JONMOMKHY PeYOBUHY
"OcHoBa ryMKU XyBa/ibHOT" TecTiB "ApceHiit" Ta "Baxki
Metasin”.

3MmiHu | TMNY - 3MiHKW 3 SKOCTi. FOTOBUIA NiKapCbkuii 3aci6.

KOHTpPO/1b AONOMDKHMX peyoBUH. 3MiHa napameTpis
cneumdikauivi Ta/abo JONYCTUMUX MEX A1 AOMOMDKHOT
PeYOBUHM (JOMNOBHEHHS cneundikauii HOBUM
NOKa3HWKOM 3 BifNOBigHMM MEeTOA0M BUNPOGYBaHHS)
[lofaBaHHs TecTiB Ha eneMeHTapHi JoMilKkM "BaHagii",
"Kagmin" Ta "CsuHeub" go Cneuudikauii Ta MeTtogis
aHasizy Ha JOoNoMiKHY pevyoBuHy "OCHOBa ryMKK
XyBaU/lbHOT" BiANOBIAHO A0 OLiHKM, 3p0671EHOT HA OCHOBI
ICH Q3D, BignoBigHO f0 3aranbHOro po3giny €d 2.4.20
"BU3HaYEHHS eneMeHTapHNX AOMILWOK". 3MiHW | Tuny -
3MiHU 3 sikocTi. FoToBMIA Nikapcbkuii 3aci6. KoHTponb
OOMOMDKHMX peqyoBUH. 3MiHa y MeToAax BUNpobyBaHHS
[LOMOMDKHOT peYOBMHM (iHLLI 3MiHW Y MeToAax
BMNPOOGYBaHHSA (BK/IOYatoun 3amiHy abo JoaasaHHs))
[na ponomikHOT peyoBuHM OCHOBA FYMKM XYBasTbHOI
3aMiHa meTogy "IY igeHTudikauis" 3 BHyTPILUHLOrO
meToaa NM-097 Ha dpapmakoneliHnii metog €® 2.2.24
(iHdhpauepBoHa abcopbuiliHa cnekTpodhoToMeTpis).
BHyTpiWwHA meToauka ineHTudikauii B NM-097
BiAnoBigae 3arasibHOMy po3giny € 2.2.24 nuwe 3
pexvmom nepeaadi. BKIoYeHo anbTepHaTUBHUIA PeXnm
ATR Ha f0oAaToK 10 pexumy nepefadi, Skuii Takox
BiAgnosigae 3arasibHOMy po3giny €® 2.2.24. 3minu | Tuny
- 3MiHK 3 AKOCTI. F0TOBMIA Nikapcbkunii 3aci6. KoHTposb
[0MOMIXHMX peyoBMH. 3MiHa napaMeTpiB cneuudikawii
Ta/abo fonycTUMUX MeX AN A0MNOMIKHOI PeYOBUHM
(iHLWi 3MiHW)
3MiHa onuncy OCHOBW XYyBaslbHOT N'YMKW Ha OCHOBI
OHOBJ/IEHHSI ONUCY NOCTaYasibHKKA. Takox BiAbynncs
3MiHV B KpUTEPIAX NPUIAHATHOCTI Ha igeHTudikauilo
KanbLito kapboHaTy Ta NocunaHHs Ha MeToauku, 6e3
3MiHVM MeTofiB aHani3y.

119.

HIKOPETTE®
31 CMAKOM
CBDKUX
DPYKTIB

ryMKa XyBasibHa
nikyBasibHa No 4 mr;
no 15 rymok
XYBaUTbHUX Y
6nictepi; no 2
6nictepu B
KapTOHHI ynakoBL,i

MakHin Ab

LLiBeuis

MakHin Ab

LLiBeuis

BHECEHHS 3MiH 0 peecTpauiiiHux maTepiasis: 3MiHu |
TMny - 3MiHK 3 AIKOCTi. FOTOBWIA Nikapcbkunii 3aci6.
KOHTponb AONOMKHUX peyoByH. 3MiHa napameTpis
cneumdikauin Ta/abo fonycTMMmX MeX A5 AONOMIKXHOT
peyoBuHM (BUIYYEHHS 3i cneumdikavii He3HauYHOro
nokasHuka (Hanpukiag 3acTapisioro NokasHuka))
BunyyeHHs 3i cneumdikavii Ha ONMOMKHY PeYOBUHY
"OcHoBa ryMKU XyBasibHOT" TecTiB "ApceHiit” Ta "Baxki
Metasin®.
3MmiHu | TMNY - 3MiHKW 3 SKOCTi. FOTOBUIA NiKapcbKkuii 3aci6.
KOHTPO/1b AONOMDKHUX peyoBUH. 3MiHa napameTpis
crneungikauii Ta/abo 4ONyCTUMUX MEX A/151 [OMOMDKHOT
PEYOBUHM (AONOBHEHHS cneuundikaLii HoBUM

6e3
peyenma

UA/8921/01/02
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Ne Hassa dopma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Peknam Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asiBHUKa BUPOOHUK Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakosKa) a NnocBi04Y€eHHs1

NOKa3HUKOM 3 BifNOBIAHNM METOAOM BUMNPOOYBaHHS)
[lonaBaHHA TeCTiB Ha eneMeHTapHi JoMillkn "BaHagii",
"Kagmiin" Ta "CeuHeub" go Cneuudikauii Ta MeTtogis
aHanizy Ha [ONOMKHY peyoBuHy "OCHOBa ryMKu
)XyBaJ/1IbHOT" BiAMOBIAHO A0 OLiHKM, 3p06/1EHOT HA OCHOBI
ICH Q3D, BignoBiaHO [0 3arasibHOro po3ainy € 2.4.20
"BM3HAYEHHSA eneMeHTapHNX JOMILLOK". 3MiHW | Tuny -
3MiHu 3 sKocTi. [oTOBMIA Nikapcbkuii 3aci6. KoHTponb
[LOMOMDKHUX pevoBUH. 3MiHa Yy MeTofax BUNPoOyBaHHS
[0NOMDKHOT peqoBUHYM (iHLLI 3MiHW Y MeTogax
BMNPOGYBaHHSA (BK/IKOYatOun 3amiHy abo JoaaBaHHs))
[ns nonomixxHOI peqoBuHM OCHOBA I'YMKU XXYBas1bHOT
3amiHa meTogy "IY ineHTudikalis" 3 BHyTPILLHLOrO
meToga NM-097 Ha dhapmakoneliHnii metog €® 2.2.24
(iHhpauepBoHa abcopbLiliHa cnekTpohoToMETpIS).
BHyTpiWwHA MeToAvKa ifeHTudikauii B8 NM-097
BiANoOBigae 3arasibHOMy po3giny € 2.2.24 nnwe 3
pexvmom nepeaadi. BkoyeHo anbTepHaTUBHUIA PeXxnm
ATR Ha fofaToK 10 pexvmy nepepadi, AKUiA Takox
BiANoBigae 3arasibHOMy po3giny € 2.2.24. 3minm | Tny
- 3MiHM 3 AKOCTi. F0TOBMIA Nikapcbkuii 3aci6. KoHTposb
[OMOMiIXHUX PpeqyoByH. 3MiHa napameTpiB cneuudikawii
Ta/abo fonyCTUMUX MeX AN AOMOMIKHOI Pe4YOBUHM
(iHLWi 3MiHW)
3MiHa Onmncy OCHOBM XYBasIbHOI TYMKN Ha OCHOBI
OHOBJIEHHS OMNMCY NocTavasibHMKa. Takox Bifabynvcs
3MiHU B KpUTEPIAX NPUIAHATHOCTI Ha ifeHTudikaLilo
KanbLjto kapboHaTy Ta NocuiaHHa Ha MeToaukn, 6e3
3MiHM METO/IB aHa/Ti3y.

120. | HIKOPETTE® | rymka XyBasibHa MakHin Ab LLBeuis MakHin Ab Lseuis BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3miHu | 6e3 UA/8878/01/01

31 CMAKOM NikyBasibHa no 4 wmr; My - 3MiHK 3 AKOCTI. FOTOBWIA NiKapCbKMii 3aci6. peyenma
CBDKOI no 15 rymok KOHTponb AONOMKHUX peyoByH. 3MiHa napameTpiB
M'ATU XyBa/lbHUX Y cneumdikaLin Ta/abo gonycTMMmUX MexX AJ1st 4ONOMiXHOT

6nictepi; no 2 PeyoBUHM (BUYYEHHS 3i cneuudikaLii He3Ha4yHoro

6nictepy B nokasHuka (Hanpvkiag 3actapifioro NokasHuka))

KapTOHHI ynakoBLi BunyuyeHHs 3i cneuudikaLii Ha fJONOMiXHY peYOBUHY

"OcHoBa rymku xyBanbHOT" TecTis "ApceHiin” Ta "Baxki
MeTasin”.

3MiHu | TMNY - 3MiHKW 3 IKOCTi. TOTOBUIA Nikapcbkuii 3aci6.
KOHTponb AONOMKHUX peyoByH. 3MiHa napameTpis
cneumdikauin Ta/abo fonycTMMmX MeX A5 AONOMIKXHOT
peyoBUHM (AONOBHEHHSA cneuundikaLii HoBUM
NOKa3HUKOM 3 BiAMOBIAHNM METOAOM BUMPOOYBaHHS)
[lonaBaHHA TeCTiB Ha eneMeHTapHi JoMillkn "BaHagii",
"Kagmiin" Ta "CsuHeub" go Cneuudikadii Ta MeTtogis
aHanizy Ha [OMOoMiKHY peyoBuHy "OCHOBa rymMKu
)XyBa/IbHOT" BiAMOBIAHO A0 OLiHKM, 3p06/1EHOT HA OCHOBI
ICH Q3D, BignoBiAHO [0 3arasibHOro po3zainy € 2.4.20
"BM3HAYEHHSA eleMeHTapHNX JOMILIOK". 3MiHu | Tuny -

3MiHM 3 SIKOCTi. [0TOBMIA Nikapcbknii 3aci6. KoHTponb
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Ne Hassa dopma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Peknam Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asiBHUKa BUPOOHUK Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakosKa) a NnocBi04Y€eHHs1

[0MNOMDKHMX PevyoBMH. 3MiHa y MeToAax BUNpobyBaHHSA
[L0NOMDKHOT peqoBUHYM (iHLWi 3MiHW Y MeTogax
BUNPO6YBaHHA (BK/IOYaoun 3aMiHy abo fofaBaHHS))
[na ponomikHOT peyoBuHM OCHOBA FYMKMW XYBaslbHOI
3amiHa meToay "IY ineHTudikauis" 3 BHyTpILLHBOrO
meToaa NM-097 Ha dpapmakoneliHnii metog € 2.2.24
(iHdppauepBoHa abcopbuiliHa cnekTpohoToMeTpIsT).
BHyTpiwHA MeToavka igeHTudikauii B8 NM-097
Bignosigae 3arasibHOMy po3giny €® 2.2.24 nuwe 3
pexvmom nepeaadi. BkioyeHo anbTepHaTUBHUIA PeXnm
ATR Ha foAaToK [0 pexumy nepegadi, Skuii Takox
Bignosigae 3arasibHoMy po3giny €® 2.2.24. 3miHn | Tuny
- 3MiHuM 3 IKOCTi. FOTOBWIA Nnikapcbkuii 3aci6. KoHTposb
[O0MOMDKHMX peyoBMH. 3MiHa napameTpiB cneuudikawii
Ta/abo fonycTUMUX MEX A8 AONOMDKHOT peyoBUHU
(iHLWi 3MiHW)
3MiHa 0nMmMcy OCHOBM XYBasIbHOT F'YMKW Ha OCHOBI
OHOBJIEHHSA OMNMCYy NocTavasibHUKa. Takox Bigbynvcs
3MiHU B KpUTEPISIX NPUAHATHOCTI Ha igeHTUdbikawjio
Kasbujto kapboHaTy Ta mocuiaHHa Ha MeToauku, 6e3
3MiHW METOo/iB aHai3y.

121. | HIKOPETTE® | rymka XyBasibHa MakHin AB LLisewjs MakHin AB Lseuis BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHu | 6e3 UA/8878/01/02

31 CMAKOM nikyBanibHa no 2 Mr; TMny - 3MiHK 3 AKOCTI. [0TOBWIA Nikapcbknii 3acib. peyenma
CBDKOI no 15 rymok KOHTPO/Ib AONOMDKHUX peyoBUH. 3MiHa napameTpis
M'ATU XKyBa/lbHUX Y cneumdikauin Ta/abo fonycTumMmnx Mex s AONOMIKHOT

6nictepi; no 2 PeyvoBUHM (BUYYEHHS 3i cneuudikavii He3Ha4YHoro

6nictepu B nokasHvika (Hanpuknag 3acTapisioro nokasHuka))

KapTOHHI ynakosLii BunyyeHHs 3i cneumdikavii Ha JONOMDKHY PeYOBUHY

"OcHoBa ryMKU XyBa/bHOT" TecTiB "ApceHiin” Ta "Baxki
Metasin”.

3MiHu | TMRY - 3MiHK 3 AKOCTi. FOTOBUIA NikapCbkuii 3aci6.
KOHTponb AONOMKHUX peyoByH. 3MiHa napameTpiB
cneumdikaLin Ta/abo gonycTMMmUX MexX AJ1st 4ONOMiXHOT
PeyYoBUHM (JONOBHEHHSA cneundikaLii HOBUM
NOKa3HUKOM 3 BiAMoBiAHNM METOAOM BUMPOOYBaHHS)
[lonaBaHHA TecTiB Ha eNleMeHTapHi foMilLkn "BaHagiii",
"Kagmiin" Ta "CsuHeub" go Cneuudikauii Ta MeTtogis
aHaUli3y Ha JOMNOoMiKHY peqoBuHyY "OCHOBa rymMKu
XyBas1bHOI" BiANOBIAHO A0 OLiHKK, 3p06/1eHOI HA OCHOBI
ICH Q3D, BignoBigHO [0 3arasibHOro po3giny € 2.4.20
"BM3HAYEHHS e/leMeHTapHNX JOMILIOK". 3MiHu | Tumy -
3MiHu 3 siKkocTi. FoToBMIA Nikapcbkuii 3aci6. KOHTponb
O0MOMDKHMX PevyoBUH. 3MiHa y MeToAax BUNpobyBaHHS
[L0MNOMIXHOT peqoBUHYM (iHLWi 3MiHW Y MeTogax
BUNPOGYBaHHSA (BK/IOYaoun 3aMiHy abo fofaBaHHS))
[na ponomikHoOi peyoBuHM OCHOBA FYMKMW XYBaslbHOI
3amiHa meToay "IY ineHTudikayis" 3 BHyTPILLHBOrO
meToaa NM-097 Ha dhapmakoneliHnii metog € 2.2.24
(iHppauepBoHa abcopbLjiliHa cnekTpodhoToOMETPIS).
BHyTpiWwHA meToaMKa igeHTudikauii B NM-097
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n/n

Ha3ssa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOOHUK
a

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs

Howmep

peecmpayiliHo2o

NnocBi04Y€eHHs1

BiAnoBigae 3arasibHOMy po3giny € 2.2.24 nuwe 3
pexvmom nepeaadi. BKIoYeHo anbTepHaTUBHUIA PeXxnm
ATR Ha f0AaToK 10 pexumy nepefadi, Akuii Takox
BiAgnosigae 3arasibHOMy po3giny €® 2.2.24. 3minu | Trny
- 3MiHK 3 AKOCTIi. F0TOBMIA Nikapcbkunii 3aci6. KoHTposb
[OMOMIXHMX PeyoBMH. 3MiHa napameTpiB cneuudikawlii
Ta/abo fonycTUMUX MeX N5 A0MNOMIKHOI PeYOBUHM
(iHLWi 3MiHW)
3MiHa onuncy OCHOBW XyBaslbHOT N'YMKW Ha OCHOBI
OHOBJ/IEHHSI ONUCY NOCTaYasibHKKA. Takox BiAbynncs
3MiHV B KpUTEPIAX MNPUIAHATHOCTI Ha igeHTudikauilo
KanbLito kapboHaTy Ta nocunaHHsA Ha MeToauku, 6e3
3MiHVM MeTofiB aHani3y.

122.

HIKOPETTE®
31 CMAKOM
CBIXOI
M'ATU

ryMKa XyBasibHa
nikyBasibHa N0 2 Mr;
no 15 rymok
XYBaUTbHUX Y
6nictepi; no 2
6nictepu B
KapTOHHI ynakoBL,i

MakHin Ab

LLiBeuis

MakHin Ab

LLiBeuis

BHECEHHS 3MiH [0 peecTpauiitHux maTepiasis: 3MiHu |
TMNy - 3MiHK WoA0 6e3nekn/edekTUBHOCTI Ta
thapmakoHarnsigy. BeegeHHs abo 3miHn go
y3araslbHeHUX JaHux Npo cuctemy hapmakoHarnsgy
(BBEAEHHSA y3araslbHEHMX AaHUX NPO cucTeMy
hapMakoHarnsay, 3amiHa ynoBHOBaXeHOT ocobu,
BiANOBIAA/IbHOI 32 34iliCHEHHA dhapmakoHarnagy;
KOHTaKTHOI 0c0obu 3 hapMakoHarnagy 3asBHuKa ons
3[jiCHEeHHs hapmakoHarnsay B YKpaiHi, AKLWO BoHA
BiAMIHHA BiJ YNOBHOBaXeHOI 0CO6U, BiAMNOBIAa/IbHOI 3a
3pjiicHeHHs1 hapMakoHarnsay (BK/IHYaKUM KOHTaKTHI
[AaHi) Ta/abo 3MiHV y po3MmileHHI MacTep-thaiina
cuctemu chapmakoHarnsgy) 3miHa KOHTakTHOI 0co6u
3asBHVIKa, BigNOBiAa/IbHOT 3a hapMakoHarnsaz B Ykpaii.

[itoua pepakuin: HaropHa KatepuHa IBaHiBHa / Nahorna
Kateryna Ivanivna. MponoHoBaHa pegakuisn: YarapHa
Hartanis CepriiBHa / Chagarna Natalia Serhiivna. 3miHa
KOHTaKTHUX AaHNX KOHTaKTHOT 0CO6Y 3aABHNKa,
BiANOBiAa/IbHOT 32 hapmakoHarnsa B YKpaiHi.

6e3
peyenma

UA/8878/01/02

123.

HIKOPETTE®
31 CMAKOM
CBIKOI
M'ATU

rymKa xyBasibHa
nikyBasibHa N0 4 Mr;
no 15 rymok
XYBaUIbHUX Y
6nictepi; no 2
6nictepu B
KapTOHHI ynakosLi

MakHin Ab

LLisewjs

MakHin Ab

Lseuis

BHECEHHS 3MiH [0 peecTpauiiiHux maTepiasis: 3miHu |
Tuny - 3MiHK Woao 6e3nekn/etpekTNBHOCTI Ta
thapmakoHarnsgy. BeegeHHs abo 3miHu fo
y3arasibHeHnX AaHnx npo cuctemy thapmakoHarnsgy
(BBEAEHHSA y3araslbHEHVX AaHUX NPO cuctemy
hapMakoHarnsgy, 3amMiHa ynoBHOBaXeHOT ocobu,
BiANOBIAA/IbHOI 3a 34iICHEHHSA hapMmakoHarnsagy;
KOHTaKTHOi 0cobu 3 dhapmakoHarnagy 3assHuKa gns
3[jicCHeHHs1 hapMakoHarsay B YkpaiHi, KO0 BoHa
BiAMIHHA Bif YNOBHOBaXeHOI 0CO6MU, BiAMNOBIAA/IbHOI 3a
3pificHeHHs1 hapMakoHarnsay (BK/IHYaKUM KOHTaKTHI
[AaHi) Ta/abo 3MiHM y po3MilLeHHI MacTep-thaiina
cucTemu hapmMakoHarnsgy) 3mMiHa KOHTaKTHOI 0cobu
3asBHVIKa, BiAnoBiga/ibHOT 3a hapmakoHarnsag, B YkpaiHi.

[itoua pepakuin: HaropHa KatepuHa IsaHiBHa / Nahorna

6e3
peyenma

UA/8878/01/01
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Ne Hassa dopma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Peknam Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asiBHUKa BUPOOHUK Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakosKa) a NnocBi04Y€eHHs1
Kateryna Ivanivna. MponoHoBaHa pegakuis: YarapHa
Hatanis CepriiBHa / Chagarna Natalia Serhiivna. 3miHa
KOHTaKTHUX AaHNX KOHTaKTHOT 0CO6Y 3aABHNMKa,
BiNOBiAaNbHOI 3a (hapmakoHarnsg B YKpaiHi.
124. | HICTATUH MOPOLLIOK AT Yecbka AT "BYAB dapma" Yecbka BHECEHHS 3MiH 0 peecTpauiitHux maTepiasis: 3MiHu | - UA/18123/01/01
(cybeTaHuin) y "IMKo®apm | Pecny6nika Pecny6nik TMny - 3MiHKM 3 AKocTi. CepTudikaTt BignosigHoCTI/IE-
nonieTnneHoBmx a" a cepTudpikaT BigNoBigHOCTI EBpONENCHKIi
naketax gns thapmakonei/moHorpadii. NMogaHHA HOBOro abo
hapmaLeBTUYHOIO OHOB/IEHOTO cepTudiKaTa BifgnoBigHOCTI ab0 BUYYEHHS
3aCTOCyBaHHA cepTudiikaTa BifnNoOBIAHOCTI EBpONeENCHKI hapmakonei:
ansa A®l; ona BuxigHoro
marepiany/peareHTy/npoOMbKHOIO NPOAYKTY, L0
BMKOPVCTOBYIOTbCA Y BUPOOHULTBI ADI; 415 AONOMDKHOT
peyvoBuHM (cepTudpikaT BiANOBIAHOCTI EBPONEChKIl
hapmakonei) - OHOBEHWIA cepTudikart Bif yxe
3aTBEPKEHOr0 BUPOOHYKA - NOAAHHS OHOB/IEHOTO
cepTudikaTa BiANOBIAHOCTI EBponeiickbkiit hapmakonei
Ne R1-CEP 2003-118 - Rev 07 (3atBepgxeHo: R1-CEP
2003-118 - Rev 05). 3miHu | TUny - 3MiHW 3 AKOCTI.
CeprtudpikaT BignoigHocTi/l E-cepTudikar BignoBigHOCTI
€Bponeiicbkili hapmakonei/MmoHorpadii. 3miHu,
noB'sA3aHi 3 HEOOXIAHICTIO MPVYBEAEHHS Y BiANOBIAHICTb
00 MoHorpadii JdY abo EBponeiicbkoi dhapmakoner,
a60 iHWOI HalioHanbHOT hapmakonel gepxasun €C (iHLi
3MiHW) - NPUBEAEHHA METOAIB BU3HAYEHHS 3a
nokKasHUKoM «laeHTudpikauis» y BignoBigHICTb 4O BUMOT
MoHorpadii €Bponeiicbkoi hapmakonei
125. | HOKCA®INI® | cycneHsis opasibHa, Mepk Wapni | Lseliyapis BVMPOGHMK KaHapa/ BHECEHHS 3MiH [0 peecTpauiiiHux maTepiasis: 3MiHu | 3a UA/9269/01/01
40 mr/mn, no 105 mn Ooywm IOEA Hepo3dacoBaHoT HigepnaHn | Tuny - 3MiHn 3 akocTi. A®Il. CTabinbHicTb. 3MiHa nepiogy peyenmom
y thnakoHi; no 1 6X npoayKuii, on NOBTOPHMX BUNPOGYBaHb/Nepiogy 36epiraHHA abo ymoB
h1akoHy 3 MipHOO nepBuHHE 36epiraHHa A®I (3a BiACYTHOCTI Y 3aTBEPA)KEHOMY J0ChE
JIOXXEYKOI Y nakyBaHHs: cepTudikaTa BignoBiAHOCTI EBponeiickbkiin hapmakoneri,
KapTOHHIA Kopoo6Li MaTeoH IHK., LLIO BK/tOYAE nepios NOBTOPHOro BMNpobyBaHHs) (nepios
KaHaga; BTOpUHHE NMOBTOPHOroO BMNpPobyBaHHsA/Nepios 36epiraHHs) -
nakyBaHHS, BUNYCK 36inblueHHs abo BBeeHHA nepiogy NOBTOPHOrO
cepii: OpraHoH BMNPO6YBaHHsa/Nepiody 36epiraHHs Ha OCHOBI
XeiicT 6B, pesynbTaTiB AOC/iAXKEHb Y peaslbHOMY Yaci -
Benbris; Bunyck 36iNbLUEHHA Nepiogy NOBTOPHOrO BUMPOOYBaHHA Ans
cepii: Mepk Lapn A®I nocakoHaszony 3 36 micAuis Ao 60 Micauis.
i Joym B.B.,
Higepnanan
126. | HOO®EH® MOPOLLIOK A5 AT Natsis AT "OnaiiHapm" Nartsis BHECEHHS 3MiH 10 peeCcTpaLiiHnx maTepianis: 3mMiHa 3a He UA/3773/02/01
100 OPa/IbHOIO PO34UHY, "Onaiindhap 3asBHuKa J13 (MIBI) (BnacHuka peecTpauiiHoro peyenmom nionsea
100 mr/go3y no 1 r M" noceigyeHHs) (3rigHo Hakasy MOS3 Big 23.07.2015 Ne €

MOPOLLIKY Y
nakeTuky; no 15
nakeTukiB y

KapTOHHI nauj

460). TepMmiH BBeAieHHS 3MiH NPOTAroM 6 MicsiLiB nicns
3aTBEPKEHHS. 3MiHM | TUNY - AGMIHICTPATUBHI 3MiHN.
3MiHa HalimeHyBaHHS Ta/abo agpecu micus
npoBafpKeHHA AiSNbHOCTI BUPOOHUKa/iMnopTepa
rOTOBOIO JIiKAPCbKOro 3acoby, BKIKYaUN AiNbHUL
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Ne Hassa dopma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Peknam Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asiBHUKa BUPOOHUK Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakosKa) a NnocBi04Y€eHHs1

BUMYCKy cepii abo micLe NpoBefeHHsI KOHTPOHO AKOCTI.
(misnbHiCTb, 3a Ky BignoBigae BUPO6HMK/iMnopTep,
BK/IOUA0UM BUMYCK Cepiid). YTOUHEHHS agpecy Micus
NPOBaXEHHS AisNIbHOCTI BUPOGHMKa AT "OnaliHchapm®”,
NaTtBisl. 3MiHV BHECEHO B iHCTPYKLi0 4719 MEANYHOIO
3acTocyBaHHSA NikapcbKoro 3acoby y po3gin
"Micue3HaxomKeHHs BUPOOHMKa Ta agpeca Micus
NPOBaKEHHS NOr0 AisNIbHOCTI" 3 BIANOBIAHUMY 3MiHAMY
B TEKCTi MapKyBaHHS yNakoBOK. TepMiH BBEEHHS 3MiH
npoTArom 6 micsALiB nicns 3aTBePXKEHHS.
3MmiHu | TMNY - 3MiHKW 3 SKOCTi. FOTOBUIA NiKapCbkuii 3aci6.
KOHTPO/1b rOTOBOrO NiKapcbKoro 3acoby (iHLi 3MiHK).
OHOB/IEHHS BXE 3aTBEPMKEHUX METOAIB KOHTPO/IHO
AKOCTI IiKapCbKOro 3acoby, a came: BUKN3AEHHS TEKCTY
[ep>XXaBHOK MOBOIO 3riHO CY4aCHWNX BUMOT.
TepMmiH BBeAleHHS 3MiH MPOTAroM 6 Micauis nicns
3aTBEPMAKEHHSA. 3MiHN | TUny - 3MiHW Woa0
6e3nekn/edekTBHOCTI Ta thapmakoHarnagy (iHwi
3MiHW). OHOB/IEHHS TEKCTY MapKyBaHHSA NepPBUHHOI Ta
BTOPVHHOT YNaKoOBOK J1iKapCbKOro 3aco6by 3 BHECEHHAM
iHbopmauii WoA0 3a3HaYEHHS OAUHULL BUMIPIOBAHHSA Y
cuctemi Sl. 3amiHa po3giny «TekCT MapkyBaHHs» Ha
«MapkyBaHHs» B 3aTBEepixeHnx MKA N13.
3atBepakeHo: TeKCT MapKyBaHHS (40A4aETHCS).
3anponoHoeaHo: MapKyBaHHs. BignosigHo
3aTBEPMKEHOMY TEKCTY MapKyBaHHs. TepMiH BBeAeHHs
3MiH NPOTArom 6 MicsLiB nicns 3aTBepoKeHHs. 3MiHu |
TUny - 3MiHK Woao 6e3nekn/ethekTUBHOCTI Ta
thapmakoHarnagy. BeegeHHs abo 3miHu o
y3arasibHeHUX JaHux Npo cucTemy hapmakoHarnagy
(BBEAEHHSA y3araslbHEHUX AaHWX NPO cucTemMy
thapmakoHarnsgy, 3mMiHa ynoBHOBaXXeHOi 0cobw,
BiANOBIAA/IbHOI 3a 34iicCHEHHA hapmakoHarnsgy;
KOHTaKTHOT 0C06M 3 hapmakoHarnsay 3asBHuKa 415
3[jicCHeHHsT hapmMakoHarisay B YKpaiHi, AKLWO0 BoHa
BiAMiHHa Bif, yNOBHOBaXXEHOT 0CO6M, BigNoBiganbHOI 3a
3AiicCHeHHA hapMakoHarnsagy (BKIYaUM KOHTaKTHi
[AaHi) Ta/abo 3MiHM y po3MmileHHi MacTep-taiina
cucTemMu chapmMakoHarnsay)o 3miHa ynoBHoBaXKeHol
ocobu 3asBHKKa, BiANOBIA&IbHOI 3a thapMakoHarnsg,.
[itoua pepakuis: Ococ IBaHHa. MNponoHoBaHa pefakuis:
Ynpic ApmaHic. 3MiHa KOHTakTHUX AaHnX
YNOBHOB&XXEHOI 0CO6U 3as1BHMKA, BifnoBigabHOI 3a
thapmakoHarnag. BeefeHHs KOHTaKTHOT 0cobum
3asBHMKa, BiANOBiAaNbLHOI 3a 34iNCHEHHS
hapMakoHarnsay B Ykpaini. MponoHoBaHa pegakuis:

CaBueHKo AMWTPO. 3MiHa MiCLIe3HaxXOKeHHs MacTep-
thaiina cuctemu chapmakoHarnsgy Ta iioro Homepa.
3MiHa Micus 34iCHEHHA OCHOBHOT AiANIbHOCTI 3
chapmakoHarnsgy.
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Ne Hassa dopma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Peknam Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asiBHUKa BUPOOHUK Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakosKa) a NnocBi04Y€eHHs1
127. | HOO®EH® NOPOLLOK A5 AT Nartsis AT "OnaiiHchapm" NatBis BHECEHHS 3MiH [10 peecTpaviliHix maTtepianis: 3miHa 3a He UA/3773/02/02
500 Oopa/ibHOro po3umnHy, | "OnaviHcap 3asBHuka /13 (MIBIM) (BnacHuka peecTpaviiiHoro peyenmom nionsza
500 mr/go3y no2,5r m" noceigyeHHs) (3rigHo Hakasy MOS3 Big 23.07.2015 Ne €

MOPOLLIKY Y
nakeTuky; no 5
nakeTukiB y
KapTOHHI nauuj

460): TepMmiH BBeA,EHHSA 3MiH NPOTAroM 6 MicsiLiB nicns
3aTBEPMKEHHS. 3MiHW | TMNy - AOMIHICTPaTMBHI 3MiHN.
3MiHa HalimeHyBaHHS Ta/abo agpecu micus
NpoBafPKEHHA AiSNbHOCTI BUPOOHUKa/imnopTepa
rOTOBOrO J1iKapCbKOro 3acoby, BK/IOYaun AiflbHUL
BUNYyCKy cepii abo MicLe NpoBefeHHS KOHTPOJIHO AKOCTI.
(AisnbHicTb, 3a AKy Bignosigae BUPOOHUK/iMNopTep,
BK/1H0UAK0UY BMMYCK CEPIil) YTOUHEHHS agpecu Micus
NpPOBaPKEHHS AiSNbHOCTI BUpo6HUKa AT "OnaliHdapm®,
Natsist 3MiHN BHECEHO B IHCTPYKLiIO 418 MeANYHOro
3aCTOCYBaHHS NikapcbKoro 3acoby y po3ain
"MicLe3HaxomKeHHs1 BUPOGHMKa Ta afpeca Micus
NpoBaXeHHS MOro AisNbHOCTI" 3 BiANOBIAHAMY 3MiHaMVK
B TEKCTi MapKyBaHHS yNakoBOK. TEPMiH BBELEHHS 3MiH
NpOTArom 6 MicsLiB MiCNs 3aTBEPKEHHS.
3MiHun | TMNY - 3MiHK 3 AKOCTi. FOTOBUIA NikapCbkuii 3aci6.
KOHTpO/b rOTOBOrO NikapCcbKoro 3acoby (iHLWi 3MiHN)
OHOB/IEHHSA BXe 3aTBEPMKEHNX METOAIB KOHTPOSIO
SIKOCTi NlikapCbKOro 3acoby, a came: BUKNALEHHS TEKCTY
[ep>XaBHOK MOBOIO 3riHO CY4aCHNX BUMOT.
TepMiH BBEEHHS 3MiH NPOTAroM 6 micsAuis nicns
3aTBEPMKEHHS. 3MiHW | TUny - 3MiHW Woao
6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsagy (iHwi 3miHun)
OHOBNEHHA TEKCTY MapKyBaHHSA NEPBUHHOT Ta
BTOPVHHOI YNaKOBOK J1iKAPCbKOrO 3ac00y 3 BHECEHHSIM
iHchopmawii LWoA0 3a3HaYEHHS OAMHULb BUMIPIOBAHHS Y
cuctemi Sl. 3amiHa po3giny «TekCT MapKyBaHHA» Ha
«MapkyBaHHs» B 3aTBepxeHnx MKA /13.
3arBepkeHo: TeKCT MapKyBaHHS (404AETHCS).
3anponoHoBaHo: MapkyBaHHS. BignosigHo
3aTBEPKEHOMY TEKCTY MapKyBaHHs. TepMiH BBELEHHS
3MiH NPOTAroM 6 MicALIB MiC/1A 3aTBEPMKEHHS. 3MiHM |
Tuny - 3MiHK Woao 6e3nekn/edpekTUBHOCTI Ta
hapmakoHarnagy. BeegeHHs abo 3miHu o
y3araslbHeHUX JaHux npo cuctemy hapmakoHarnsgy
(BBEAEHHSA y3araslbHEHMX AaHUX NPO cucTemy
hapMakoHarnsay, 3amiHa ynoBHOBaXKeHOT ocobu,
BIANOBIAA/IbHOI 32 34iiCHEHHA dhapmakoHarnagy;
KOHTaKTHOI 0cobu 3 hapMakoHarnAgy 3asBHuKa ons
3pjilicHeHHs chapMakoHarnagy B YkpaiHi, SiKLL0 BOHa
BiAMIHHA BiJ YNOBHOBaXeHOI 0CO6U, BiAMNOBIAA/IbHOI 3a
3pificHeHHs1 hapMakoHarnsay (BK/IHUYAKUM KOHTaKTHI
[aHi) Ta/abo 3MiHM y po3MilLeHHi MacTep-thaiina
cucteMu dpapmakoHarnsgy)
3MiHa yNnoBHOBaXXeHOI 0C0bM 3asBHUKA, BiANOBILaIbHOT
3a (hapmakoHarnsg,. [irova pegakuin: Ococ IBaHHa.
[MponoHoBaHa pegakuis: Yaaic ApmaHic. 3miHa
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Ne Hassa dopma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Peknam Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asiBHUKa BUPOOHUK Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakosKa) a NnocBi04Y€eHHs1
KOHTaKTHUX faHMX YNOBHOBaXXEHOT 0COOM 3asBHUKA,
BiANOBIAa/IbHOI 32 hapmakoHarnsg. BeegeHHs
KOHTaKTHOI 0CO6U 3asiBHUKA, BiANOBIAaILHOI 3a
3ailicHeHHA hapMakoHarnsgy B YkpaiHi. MponoHoBaHa
pepakuif: CaByeHKo AMuUtpo.
3MiHa MicLe3HaxoMKeHHs1 MacTep-gpaiina cuctemu
thapmakoHarnagy Ta lioro Homepa. 3miHa micusi
3/iiCHEHHS1 OCHOBHOI AisiNIbHOCTI 3 hapmakoHarnsgy.
128. | OKODEPOH® | kpanini ouHi, TOB "$3 YkpaiHa TOB "$3 YkpaiHa BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 6e3 UA/6206/01/01
nopowok no 1 000 "BIO®APMA "BIOPAPMA" YTOUHEHHS1 HaNUCcCaHHA YyNakoBKN B Haka3i MO3 peyenma
000 MO; 1 chnakoH 3 " YkpaiHu Ne 1877 Big 08.11.2024 B npoueci BHECEHHSA
NOPOLLKOM Y 3MiH (3MiHK | TUNY - 3MiHK 3 AKOCTi. [OTOBWIA NliKapCbKMiA
KOMNAekTi 3 1 3aci6. Cuctema KoHTeliHep/3akynoptoBasibHUIA 3acio
amnysio (iHWi 3miHK) - BBEAEHHS anbTepHaTUBHOT MPOGKN HOBOT
PO3UMHHMKA KOHcpirypauii, a came: npo6ku Tuny 13-D1. MaTepian
(MeTtunnaparigpokc npo6ok 13-D2, wo Ha faHuii MOMEHT
nbeHsoar (HinariH) BVIKOPVCTOBYIOTHCS, Ta 3anponoHOBaHNX A5
(E 218) - 5,0 mr) no BMKOPUCTaHHA Npo6ok Tuny 13-D1 oHaKoBWi -
5 mny 6nictepi; no BpombyTnn (BROMOBUTYL)). Pepakuis B Hakasi - 1
1 6nicTepy pasom 3 h1aKoH 3 MOPOLUKOM Y KOMM/EeKTi 3 1 amnynoto
KPULLIKOO- po3unHHKKa (MeTunnaparigpokcubensoat (Hinarin) (E
KpanesibHMLUeo Ta 218) - 5,0 mr) no 5 mn y 6nicTepi; no 1 6nictepy pasom 3
ninetkoto Macrtepa KPYLLIKOO-KpaneibHULE B NavLi 3 kapToHy; 1 donakoH 3
B nauli 3 KapTOHY; MOPOLLKOM Y KOMN/IEKTi 3 1 amnynol po3yMHHMKa
1 donakoH 3 (Metunnaparigpokcnbensoar (HinariH) (E 218) - 5,0 mr)
MOPOLLKOM Y no 5 Mn B nayj 3 KAPTOHHOK NeperopoaKoo abo
KomnnekTi 3 1 rochpoBaHoI0 BKNaAKO; MO 1 KOMNNEKTY Npenapary Ta
amnysnot PO3UYMHHMKA Pa30M 3 KPULLKOK-KpanebHULE B navli 3
PO34MHHVKA KapToHy. BipHa pegakuis - 1 p1akoH 3 NOPOLUKOM Y
(MeTunnaparigpokc KOMMNEeKTi 3 1 amnyniol po3umHHUKa
néeHsoat (Hinarin) (MeTtunnaparigpokcunéensoart (HinariH) (E 218) - 5,0
(E 218) - 5,0 mr) no mr) no 5 mn y 6nictepi; no 1 6nicrepy pasom 3
5 M B nav,j 3 KPULLKOLO-KpanenbHULEelo Ta nineTkoto Mactepa B
KapTOHHOIO nauti 3 KapToHy; 1 hnakoH 3 NOPOLIKOM Y KOMNJIEKTi
neperopogxoto abo 3 1 amnynoro po3UNHHMKA
ropoBaHoIo (MeTunnaparigpokcuéeHnsoart (HinariH) (E 218) - 5,0
BK/1a4KOH0; Mo 1 Mr) No 5 M B nauui 3 KAPTOHHOIO NepPeropoaKkoro
KOMNekTy a60 roypoBaHoI0 BKIAAKOIO; NO 1 KOMNAEKTY
npenapary Ta npenaparty Ta po34MHHMKa Pa3oM 3 KPULLIKOIO-
PO3UMHHVKaA pa3om 3 KpanesbHULEelo Ta nineTkoto MacTtepa B nayui 3
KPWLLIKOHO- KapTOHY
KpanenbHULEl Ta
nineTtkoto Mactepa
B Nayli 3 KApTOHY
129. | OKPEBYC® KOHUEeHTpaT ans TOB «Pouu YkpaiHa BUPOGHMLTBO HimeuumnH BHECEHHS 3MiH 0 peecTpaLiiiHMx maTepiasis: 3MiHu | 3a He UA/16278/01/01
po3UnHYy AN YkpaiHa» Hepo3cacoBaHol a/ TMNy - AGMiHICTPaTVBHI 3MiHW. 3MiHa kogy ATX. 3MiHn peyenmom nionsza
iHcpysiii no 300 npoaykuir, LLiseiiuapi BHECEHO B IHCTPYKLiIO /19 MeANYHOro 3aCTOCYBaHHSA €
Mr/10 mn; no 10 mn nepBuHHe ] nikapcbKoro 3acoby Ao po3giny "®apmakoTepaneBTuyHa
y donakoHi; no 1 nakyBaHHs, rpyna. Kog ATX" BignoBifHO A0 MiXXHApOAHOTo
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Ne Hassa dopma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Peknam Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asiBHUKa BUPOOHUK Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakosKa) a NnocBi04Y€eHHs1
donakoHy y BMNPOGYBaHHSA Knacudgpikatopa BOO3
KapTOHHI KOopoo6Li KOHTPOJIH0 SIKOCTI, (http:/iwww.whocc.no/atc_ddd_index/). 3aTBepgxeHo:
BUNPOBYBaHHSA CenekTtusHi imyHocynpecaHTu.Kog ATX LO4A A36.
KOHTPO/IIO SAKOCTI 3anponoHoBaHo: AHTUHEONaCTUYHI Ta
npu cTabinbHOCTI: iMyHOMOZy/Ttoloui 3ac06U. IMyHOCynpecaHTu.
Pow [iarHocTukc MoHoknoHanbHi aHTuTina. Kog ATX LO4A GO08.
M6X, HimeyunHa; BBefieHHs1 3MiH NpoTArom 6-Tv MicALiB nicns
BVPOGHMLTBO 3aTBepmxeHHs. 3miHu Il Tuny - 3MiHn Wwopao
Hepo3dhacoBaHoT 6e3nekn/edreKTMBHOCTI Ta thapmakoHarnsgy. 3MiHu y
NPOAYKUii, KOPOTKili XapakTepucTuLi nikapcbkoro 3acoby, TeKCTi
nepBuHHE MapKyBaHHA Ta IHCTPYKLT A1 MeANYHOro 3acToCyBaHHSA
nakyBaHHs, Y 3B’A3KY i3 HOBUMMW JAaHUMU 3 AKOCTi, SOKNiHIYHUMNU,
BTOPVHHE KNIHIYHUMW A@aHMKn Ta JaHuMn 3 dhapmakoHarnsgy.
nakyBaHHs,BUNpo6 3MiHU BHECEHO B IHCTPYKLiO 415 MEAUYHOTO
YBaHHS1 KOHTPO/IO 3aCTOCyBaHHSA fikapcbkoro 3acoby Ao po3ainy
AKOCTI, BUMYCK "3acTocyBaHHs y nepiog BariTHOCTi abo roflyBaHHs
cepii: rpyaAr0” (YTOUHEHHs iHhopmau,i Wwoao TpuBasiocTi
. XodhdpmaHH-/15 3acTOCyBaHHA KOHTpaLenLi). BBeAeHHs1 3MiH NpoTAromM
Pow /1tg, 6-TV MicALiB NiCNsA 3aTBEPAYKEHHS.
LLiBeliLapis
130. | OMENPA3O0/1 | nioginisat gns dapmaueBT Ipeuis AHOAPM peuis BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3a UA/1030/01/01
-BOKATE PO3UUNHY A5 iH'EKLLA nyHa XENNAC C.A. YTOUYHEHHS1 HANUCaHHA yNakoBKu B Haka3i MO3 peyenmom
no 40 wmr, 1 donakoH KOMnaHis YkpaiHu Ne 1877 Big 08.11.2024 B npoueci BHECEHHSA
3 niodpinizatom y «BOKATE 3MiH (3MiHK | TUNy - 3MiHK Woao 6e3nekn/edeKTUBHOCTI
KomnekTi 3 1 C.A» Ta chapmakoHarnsagy. BeegeHHs abo 3miHm o
amnysnoto 3 y3araslbHeHUX JaHux nNpo cuctemy hapmakoHarnsgy
PO34MHHKKOM no 10 (BBEAEHHSA Yy3araslbHEHMX AaHUX NPO cucTeMy
M hapmakoHarnsay, 3amiHa ynoBHOBaXeHOT ocobu,
(nonieTnneHrnikonb BiANOBIAA/IbHOI 32 34iiCHEHHA dhapmakoHarnagy;
400, kucnotun KOHTaKTHOT 0C06M 3 hapmakoHarnsay 3asBHuKa A4/1s
JIMMOHHOI 34ilicHeHHS hapMakoHarniagy B YkpaiHi, SKLWO BOHA
MOHOripaT, Boay BiAMIHHA BiJ YNOBHOBaXeHOI 0CO6U, BiAMNOBIAa/IbHOI 3a
Ons iH'ekyin) y 3pjiicHeHHs1 hapMakoHarnsay (BK/IHYaKUM KOHTaKTHI
KapTOHHI KOPOOL AaHi) Ta/abo 3MiHM Y po3MilLeHHI MacTep-tharina
cmcTeMu hapmakoHarnagy). 3miHa KOHTakTHOI 0cobu
3asBHVKa, Bi4NOBIAa/IbHOT 3a hapMakoHarnsag, B YkpaiHi.
[Litova pepakuin: Bagba OneHa AHaToniiBHa.
MponoHoBaHa pepakuisi: TkauyeHko TeTsHa [NeTpiBHa).
Pepakuis B Hakasi - 1 donakoH 3 niodpinizatom y
KOMM/IEKTi 3 1 amny/iot 3 poyYmMHHUKOM no 10 mn
(nonietunenrnikonb 400, KNCAOTY NMMMOHHOI MOHOTIAPAT,
BOAY AN iH'eKUIlA) y Kopo6ui. BipHa pegakuis - 1
chnakoH 3 niocpinizatom y komnnekri 3 1 amnynoto 3
PO3UMHHMKOM no 10 mn (nonieTunenraikons 400,
KUCMIOTU IMMOHHOI MOHOTiApaT, BoAy ANs iH eKUiil) y
KapTOHHIli Kopooui
131. | OHAAHCETP | nopoLuok MpAT YkpaiHa CAH IHais BHECEHHS 3MiH 40 peecTpaLliiiHux MmaTepiasis: 3MiHu | - UA/14343/01/01
OHY (cybeTaHuin) y "TexHonor" PAPMACBIOTIKA TMny - 3MiHKM 3 AKocTi. CepTudikaTt BignosigHocTI/IE-
FIAPOXNOPU | noAgiliHWX NTIHOACTPI3 cepTudikaT BigNoBigHOCTI EBpoNeNichKii
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n/n

Ha3ssa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOOHUK
a

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs

Homep
peecmpayiliHo2o
nocsio4eHHs

LY QVTIAPAT

nonieTunNeHoBnx
naketax ans
thapmaueBTUYHOIO
3aCTOCyBaHHsI

NTA.

thapmakonei/moHorpadii. MogaHHA HoBoro a6o
OHOBJ/IEHOTO cepTudikaTa BifnoBigHOCTI a60 BUTyYEHHS
cepTudpikaTa BifnoBiAHOCTI EBponeiichbkiin hapmakonei:
ana A®l; ans BuxigHoro
marepiany/peareHTy/npoMikKHOro NPOAYyKTY, Lo
BMKOPVCTOBYHOTLCS Y BUPOOHULTBI ADI; 415 AONOMKHOT
peyoBuHM (cepTudpikaTt BiANOBIAHOCTI EBpONEiChKili
hapmakonei) - OHoBreHWIA cepTudikar Bif yxe
3aTBEPAKEHOr0 BUPO6HMKa. MogaHHA OHOBIEHOro
cepTudikaTa BignoBigHOCTIi E€Bponeiickkiii hapmakonel
Ne R1-CEP 2004-066 - Rev 04 (3atBepmxeHo: R1-CEP
2004-066 - Rev 03) ans A®l Ondansetron hydrochloride
dihydrate Big BXe 3aTBEpAXeHOro BupobHmka SUN
PHARMACEUTICAL INDUSTRIES LIMITED. Biabynacb
3MmiHa agpecu BupobHuka A®I (3aTBepmxeHo: CaH
dapmacsbtoTikan IHgacTpis /14, finaHka Ne24/2 i 25,
Yepra-1V, .I.A.K., NaHoni-394116, PaiioH: Bxapyx,
Wrat: M'ypxapart, IHgis; 3anponoHoBaHo: CAH
SAPMACBIOTIKAM IHOACTPI3 NTA. OinsiHka Ne24/2,
25, Yepra-IV, I'.I.4.K., IHgycTpianbHwWii paiioH, bxapyx,
IHais -394116, Maxoni, MN'ymxapar)/
MpuBeaeHo cneumdikavito/meToan KOHTpono Ad|y
BiAMNOBIAHICTb A0 BUMOT MoHorpadii Ondansetron
hydrochloride dihydrate EP, CEP Ta BignosigHumMu
3MiHamMu y p. «Cknag» MKA cy6cTanuii
(3anponoHoBaHo: Cyb6cTaHuis MicTutb Big 97.5% fo
102.0 oHgaHCeTPOoHy rigpoxnopuay avrigpaty y
nepepaxyBaHHi Ha 6e3B0HY OCHOBY). 3MiHu 3a p.
«YnakoBka» BignosigHo fo Bumor CEP (3aTBeppgkeHo:
MopaBiliHWMX NakeTax 3 N/1iBKU NOJETUIEHOBOI, BKIAaAEHI
y 6apabaHu KapTOHHI; 3anponoHosaHo: MNig wapom
a3oTy B NOJieTU/IEHOBOMY NakeTi, KNI BKNafgeHuii B
YOpHUIA NONIETUIEHOBWI NakKeT Ta NOMILLEHUI Y
dhibposuii 6apabaH). 3MiHu | TNy - AgMiHICTpPaTUBHI
3MiHW. 3MiHa HalilMeHyBaHHs Ta/abo agpecy 3asBHMKa
(BnacHuKa peecTpauiiiHoro nocBig4eHHst). 3miHa agpecu
3as1BHUKA (B/1ACHMKa peeCTpaLiiiHOro NocBigYeHHs)

132.

OHITEK®

nak gns Hirtie
nikyBanbHuit, 80
mr/r, no 3,3 a6o 6,6
MY CKNSAHOMY
donakoHi 3
pi3b61eHO0
KPWLLIKOIO 3
neH3nem-
annikatopom; no 1
hnakoHy y
KapTOHHIA KOopooLi

Monikem
C.A.

INokcembypr

BMPOGHMLTBO,
nepBuHHe Ta
BTOPUHHE
nakyBaHHS,
KOHTPO/b AKOCTI
Ta BUMyCK cepili
ANTbO®ACIFTMA
C.N.A, Itanisa ;
BMPOGHMLITBO,
nepBuHHe Ta
BTOPUHHE
nakyBaHHs1,
KOHTPO/Ib AKOCTI

ITanis/
HimeyuuH
a

BHECEHHS 3MiH 0 peecTpauiiiHux maTepiasis: 3MiHu |
TMny - 3MiHK WoA0 6e3nekn/edekTUBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHN) - 3MiHW BHECEHO B TEKCT
MapKyBaHHs1 nepBUHHOI (M1.6. «IHLE») Ta BTOpUHHOT (M.
17. «IHLWE») ynakoBOK NikapcbKoro 3acoby o040
[ofaBaHHs iHchopmal,ii Npo HasBHICTb 2D Datamatrix
Kopy Ta iHLWOT TEXHIYHOI iHchopMmai.

6e3
peyenma

UA/20472/01/01
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Ne Hassa dopma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Peknam Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asiBHUKa BUPOOHUK Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakosKa) a NnocBi04Y€eHHs1
Ta BUMYyCK cepili:
ANMIPANN
XEPMAJ1 TM6X,
HimeuunHa
133. | OCNAMOKC TabneTku, Wo CaHpos CnoBeHisi CaHpo3 F'M6X — ABcTpis BHECEHHS 3MiH 0 peecTpauiitHux maTepiasis: 3MiHu | 3a He UA/3975/04/01
AT ancnepryoTbes, no dapmacbHoTi Bupo6bHuya TMny - 3MiHK WoA0 6e3nekn/edekTUBHOCTI Ta peyenmom nionsea
500 mr no 10 Kan3 g.4. OiNbHULUSA thapmakoHarnsgy. 3MiHa y KOpoTKiii XxapakTepucTumui €
TabneTok y 6nictepi; AHTUIHGEKUIAHI nikapcbKoro 3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKLT
no 2 6nictepu B N3 Ta XimiyHi 0151 MeMYHOro 3acToCyBaHHA Ha nigcTasi perynsipHo
KapTOHHI kopobuyj; Onepauii KyHanb OHOBJ/IHOBAHOrO 3BIiTY 3 6e3nekn nikapcbkoro 3acoby, abo
no 12 TabneTok y (AIXO N3 [ocnigpkeHb 3 6e3nekn 3acTocyBaHHS NiKapCbKoro
6nictepi; no 1 KyHA/1b) 3aco6y B nic/isipeecTpaviiiHmii nepiod, abo sik pesynbTaT
6nictepy B OL|iHKM 3BITY 3 AOCIMKEHb, NPOBEAEHUX BiANOBIAHO A0
KapTOHHIA KOpoo6Li nnaHy negiatpuyHmx gocnigpxes (PIP) (3MiHy
Y3ro[KEHO 3 KOMNETEHTHUM YNOBHOBAXEHUM OpPraHoMm) -
3MiHM BHECEHO A0 IHCTpyKLii AN MeguyHoro
3aCTOCYBaHHS Nikapcbkoro 3acoby A0 po3ainis
"B3aemMopis 3 iHWMMU NiKapCbknuMy 3acobamm Ta iHLLi
BMAW B3aemogijin”, "Ocob/MBOCTi 3aCTOCyBaHHS",
"Mepeno3yBaHHa" Ta "Mob6iyHi peakwyii” BignoBigHO A0
OHOB/1EHOT iHGhopMaLi Woao 6e3nekn 3acTocyBaHHS
[it040T PEYOBVHY - aMOKCULMAIH. TEPMIH BBEAEHHS 3MiH
npoTsrom 6 MicsiliB nicns 3aTBepAKeHHs!
134. | OCINAMOKC TabneTku, Lo CaHpo3 CnoseHis CaHpio3 F'm6X — AscTpis BHECEHHS 3MiH [0 peecTpavyiiiHnux maTtepianis: 3MiHu | 3a He UA/3975/04/03
AT ANCnepryoTbes, no dapmachbHoTi Brpo6Huya TUny - 3MiHK Wwoao 6e3nekn/ethekTNBHOCTI Ta peyenmom nionsza
1000 mr no 10 Kans g.4. LinbHUUSA hapmakoHarnsgy. 3MiHa y KOpoTKilii XxapakTepucTumui €
Tabnetok y 6nictepi; AHTUIHEKUHI nikapcbKoro 3acoby, TeKCTi MapKyBaHHS Ta IHCTPYKLUT
no 2 6nictepu B N3 Ta XimiyHi 0151 MeQUYHOro 3aCTOCyBaHHA Ha MiAcTaBi perynsipHo
KapTOHHI kopobuyj; Onepauii KyHanb OHOBJ/IHOBAHOrO 3BIiTY 3 6e3neku nikapcbkoro 3acoby, abo
no 6 TabneToky (AIXO N3 pocnimpkeHb 3 6e3neky 3acTocyBaHHS NikapCbKoro
6nictepi; no 2 KyHa/b) 3acoby B micnsipeecTpayiiHuii nepiod, abo sk pesynbTar
6nictepy B OLiHKM 3BITY 3 AOCNiMKEeHb, NPOBeAEHNX BIAMNOBIAHO A0
KapTOHHIA Kopoo6Li nnaxy negiatpuyHmx gocnimpkeHb (PIP) (3miHy
Y3rOKEHO 3 KOMMETEHTHUM YNOBHOBaXXEHVM OpraHom) -
3MiHV BHeceHo A0 IHCTPpyKUii Ana MeguyHoro
3aCTOCyBaHHS NikapcbKoro 3acoby A0 po3sainis
"B3aemogis 3 iHWMMK flikapCbKMmy 3acobamm Ta iHLLi
BVAW B3aemogiin", "OcobmMBOCTi 3acToCyBaHHSA",
"Mepepo3yBaHHa" Ta "MNob6iyvHI peakwii" BIANOBIAHO A0
OHOB/EHOT iHGhopMaLlii LWoA0 6e3nekn 3acTOCyBaHHS
L0401 PEYOBUHY - aMOKCULMNIH. TePMiH BBEAEHHSA 3MiH
npoTAarom 6 MicauiB nicns 3aTBepaKeHHs
135. | OTPUBIH Kpanni HasasbHi 0,1 XaneoH KX LLiBeliyapis XaneoH KX LLIseliyapi BHECEHHS 3MiH 40 peecTpauiiHux matepianis: 3MiHu | 6e3 UA/5206/01/02
% no 10 mny CAPN C.a.p.n. A TMny - 3MiHK 3 aAkocTi. CepTudikaTt BignosigHocTi/IE- peyenma

h1aKoHI 3 KPULLIKOIO-
nineTkoto; no 1
dhnakoHy B
KapTOHHI nauj

cepTudikaT BifgnNoBigHOCTI €Bponelickkilt
hapmakonei/MoHorpadii. NMogaHHs HOBOro abo
OHOBJ/IEHOTO cepTudikaTa BifnoBigHOCTI ab0 BUTyYEHHS
cepTudpikaTa BignoBigHOCTI EBponelickbkivi hapmakoner:
ans Adl; ansa BuxigHoro
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n/n

Ha3ssa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOOHUK
a

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs

Howmep

peecmpayiliHo2o
nocsio4eHHs

marepiany/peareHTy/npoMiKHOro NPoAyKTy, Lo
BVIKOPVCTOBYIOTbCS Y BUPOOHULTBI ADI; 415 AONOMDKHOT
peyoBUHM (cepTudpikaT BiANOBIAHOCTI EBPONEChKIlt
thapmakonei) - HoBuii cepTudbikart Big HOBOro
BMPOGHMKA (3aMiHa ab0 AONOBHEHHS) - NOAAHHA HOBOTO
cepTudpikaTa BiANoBigHOCTI E€Bponeiickbkii hapmakonei
Ne R1-CEP 2017-054 - Rev 00 415 4il0400 pevyoBuHN
KCMIOMeTa3oniHy rigpoxsiopuay Big HOBOro
anbTepHaTMBHOIo BUpo6HMKa Warszawskie Zaklady
Farmaceutyczne Polfa S.A. Ipochem Branch, Poland

136.

MAHTOMNPA3
Oon ANTAH

MOPOLLOK AN1A
pO34nHy AnA
iH'ekuin, no 40 wmr; 1
a6o 10 dhrakoHiB 3
MOPOLLKOM Y
KapTOHHI Kopoo6Li

BIB NAN®
nnn

IHais

AJTTAH
OAPMACBIOTIKA
Nnc, C.A.

IcnaHis

BHECEHHS 3MiH 0 peecTpauiiiHux maTepiasis:
YTOYHEHHSA cTaTyCcy peknamyBaHHS B Hakasi MO3
YkpaiHu Ne 1933 Big 18.11.2024 B npoueci BHECEHHSA
3MiH (3MiHW | TUny - 3miHK Woao 6e3nekn/eekTUBHOCTI
Ta (hapmakoHarnsgy. 3MiHa y KopoTkili xapakTepucTui
NiKapcbKoro 3acoby, TEKCTi MapKyBaHHA Ta iIHCTPYKLT
AN MeAUYHOro 3acToCyBaHHSA Ha NiACTasi perynspHo
OHOBJOBAHOrO 3BiTY 3 6e3nekun nikapcbKoro 3acoby, abo
pocnigpkeHb 3 6e3neky 3acTocyBaHHS NikapCbKOro
3acoby B nic/sApeecTpaviiiHmii nepiod, abo sk pesynbTar
OLLiHKM 3BITY 3 AOCNiMKEeHb, NpoBeAEeHUX BIANOBIAHO A0
nnaHy negiatpuyHnx gocnigxens (PIP) (3MiHy
Y3rO[PKEHO 3 KOMMETEHTHUM YNOBHOBEXKEHVM OPraHom) -
3MiHM BHECEHO [0 IHCTPYKLi NS Megu4HOoro
3aCTOCYBaHHS NikapcbKoro 3acoby A0 po3ainis
"Ocob6nmBoCTi 3acTocyBaHHS", "MobiuHi peakwi
BiANOBIAHO 4,0 OHOB/IEHOT iH(popMaLLii 3 6e3neku aitoyol
peyoBuHM (NaHTonpasony)). Pegakuis B Hakasi -
iHdbopMmauis BigcyTHi. BipHa pegakuis - He nigasrae.

3a
peyenmom

He
nionsiea
€

UA/19385/01/01

137.

NMEHTUNIH

TabneTkun
NPOSIOHroBaHoI fji
no 400 mr; no 10
Tabnetok y 6nictepi;
no 2 6nictepu B
KapTOHHIA Kopoo6Li

KPKA, a.4.,
HoBso mecTo

CnoseHis

KPKA, a.4a., Hoso
MecTo

CnoBeHis

BHECEHHS 3MiH [J0 peecTpauiitHux maTepianis: 3miHu |
TUny - 3MiHK Wwoao 6e3nekn/ethekTUBHOCTI Ta
hapmakoHarnagy (iHwi 3miHn) 3MiHW BHECEHI B TEKCT
MapKyBaHHA BTOPVHHOI ynakosku (B nn. 8, 14, 17) Ta
nepBUHHOT yNakoBku (M. 6) Nikapcbkoro 3acoby
BBefeHHA 3MiH NPOTArom 6-Tu MicALiB 3 gatu
3aTBepXEHHSA. 3MiHu Il Tuny - 3MiHK Woa0
6e3nekn/ethekTUBHOCTI Ta hapmakoHarnsgy. 3miHm y
KOPOTKili XapakTepucTuLi NikapcbKoro 3acoby, TeKCTi
MapKyBaHHA Ta iHCTPYKLIT A/19 MEANYHOIO 3aCTOCYBaHHS
Y 3B’A3KY i3 HOBYMU AaHUMU 3 SKOCTi, AOK/IHIYHUMMU,
KNIHIYHMW faHuMK Ta jaHumu 3 dpapmakoHarnsagy -
3MiHM BHECEHI B iIHCTPYKLi0 4151 MEAVYHOIO
3aCTOCYBaHHS Nikapcbkoro 3acoby B po3din "lMokasaHHa"
(BunyyeHo nokasaHHA: "ONCyHKLIs BHYTPILLHLOTO ByXa,
cnpvyvHeHa po3agamMmu KpoBoobiry (BKkrouvaoum
TYroByXiCTb | panToBy BTpaTy C/yxy)"), 3 BignoBigH1MM
3MiHamu B po3aini "Cnocib 3acTtocyBaHHsA Ta Ao3n", a
Takox A0 po3gainis: "MpoTmnokasaHHs", "B3aemopis 3
iHLIMMKW NikapcbKMKU 3acob6amMu Ta iHLWi BUam

3a
peyenmom

He
nionsea
€

UA/2694/01/01
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ITpomoBxeHHs fojaTKa 3

n/n

Ha3ssa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOOHUK
a

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs

Homep
peecmpayiliHo2o
nocsio4eHHs

B3aemogijin", "OcobnmneocTi 3acTocyBaHHs", "OiTn"
(yTouHeHHs1), "Mo6iyHi peakuii" BBeAeHHS 3MiH NPOTArom
6-TW MicsLIB 3 AATN 3aTBEPKEHHS.

138.

MNEHTUNIH

PO34UNH ANS iH'EKLN,
100 mr/5 mn no 5 mn
(100 wr) B amnyni,
no5awmnyny
6nictepi, no 1
6nictepy B
KapTOHHI KOopoo6Li

KPKA, a.4.,
HoBo mecTto

CnoBeHis

KPKA, a.4., Hoso
MecTo

CnoBeHis

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHu |
Tuny - 3miHK Woao 6e3nekn/etpekTNBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHn) - 3MiHW BHECEHI B TEKCT
MapKyBaHHS BTOPVHHOI ynakosku (B nn. 3, 8, 14, 17) Ta
NepBUHHOT ynakoBku (N.6) Nikapcbkoro 3acoby.
BBefeHHs1 3MiH NpoTAroM 6-Tu MicAuiB nicns
3arBepmxeHHs. 3miHu Il Tuny - 3MiHn Wwopao
6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsgy. 3miHm y
KOPOTKili XapakTepucTuLi NikapcbKoro 3acoby, TeKCTi
MapKyBaHHS Ta iHCTPYKUIT A/19 MEANYHOIO 3aCTOCYBaHHS
Y 3B’A3KY i3 HOBMMM AaHVMU 3 SKOCTi, AOK/IHIYHUMMU,
KNIHIYHYMW faHuMK Ta aHuMu 3 hapmakoHarnsgy -
3MiHWN BHECEHI B IHCTPYKLiO 4719 MEANYHOro
3acToCyBaHHS NikapcbKoro 3acoby B po3ginu:
"MpoTunokasaHHs", "B3aemMogis 3 iHLWIMMU NiKapCbKMu
3acobamu Ta iHwWi BUAY B3aemogiin", "OcobnmsocTi
3acTocyBaHHs", "Cnocib 3acTocyBaHHs Ta fo3un"
(yTouHeHHs), "OiTn" (YTOUHEHHS), "MobivHi peakuii”.
BBefeHHs1 3MiH npoTArom 6-T MicAUiB nicns
3aTBEPAKEHHS.

3a
peyermom

He
nionsi2a
€

UA/2694/02/01

139.

NMEPIHAONPE
C® TPIO

Tabnetku no 4
mr/1,25 mr/5 mr, no
10 Ta6neTok y
6nictepi; no 3 aéo
9 GnicTepiB B nauLi

MpAT
"®papmaveBT
nyHa dipma

"fNapHuua”

YKpaiHa

MpAT
"®apmMaueBTnyHa
hipma "dapHnus”

YkpaiHa

BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis:
YTOUHEHHS ynakoBKU B Haka3i MO3 YkpaiHu Ne 1933
BiA 18.11.2024 B npoueci BHECEHHSA 3MiH (3MiHV | TUnYy

- 3MiHK 3 sIKOCTi. FOTOBUIA Nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3aKkynoptoBasbHWii 3aci6. 3MiHa po3mipy
yMakoBKM rOTOBOTO NiKapCbKoro 3acoby (3MiHa KifibKoCTi
OAMHWLb (Hanpuknag TabneTok, amnyn ToLLo) B
ynakoBLii) - 3mMiHa no3a Aiana3oHoM 3aTBEPAXEHNX
po3mipiB ynakoBkn. BBefieHHA A0AATKOBOIO po3mipy
ynakoBku Ne90 no 10 Tabnetok y 6nictepi no 9 6nictepis
y nayi. 3MiHY BHECEHO B iHCTPYKLitO0 4719 MEeANYHOro
3acTocyBaHHS Nikapcbkoro 3acoby B po3ain "Ynakoska"
Yy 3B'A3KY 3 BBEJEHHAM [OAATKOBUX YNAKOBOK, AK
HacnifokK - 3aTBepMKEHHS TEKCTY MapKyBaHHS
[0AaTKOBMX YNakoBOK /likapcbkoro 3acoby BeegeHHs
3MiH NPOTAroM 6-TW MiICALIB 3 AaTN 3aTBEPAXKEHHS).
Pepakuis B Hakasi - no 10 TabneTtok y 6nictepi; no 3
6nictepu B nauui. BipHa pegakuis - no 10 Ta6neTok y
6nicTepi; no 3 a6o 9 6nicTepiB B nayLi

3a
peyenmom

UA/19239/01/01

140.

NEPIHAONPE
C® TPIO

Tabnetku no 4
mr/1,25 mr/10 mr, no
10 Tabnetok y
6nictepi; no 3 aéo
9 GnicTepiB B nauLi

MpAT
"®apmauesT
n4yHa chipma
"dapHnua”

YKpaiHa

MpAT
"GapmaueBTnyHa
dipma "AapHuua”

YkpaiHa

BHECEHHS 3MiH 4,0 peecTpaviiHnx martepiais:
YTOUHEHHSA yNakoBKu B Hakasi MO3 YkpaiHu Ne 1933
Big 18.11.2024 B npoLieci BHECEHHSA 3MiH (3MiHu | TUny

- 3MiHM 3 IKoCTi. FOTOBWMIA Nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3aKynopoBanbHuii 3aci6. 3MiHa po3mipy
yMakoBKM rOTOBOrO NiKapCbKoro 3acoby (3MiHa KiflbKoCTi
OAMHMUb (Hanpukiag TabseTok, amnyn TOLo) B

3a
peyenmom

UA/19239/01/02
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n/n

Ha3ssa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOOHUK
a

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs

Homep
peecmpayiliHo2o
nocsio4eHHs

ynakoBLii) - 3MiHa no3a Aiana3oHoM 3aTBEePAXKEHNX
po3MipiB ynakoskn. BeBefeHHA [,04aTKOBOTO po3mipy
ynakoBku Ne90 no 10 Ta6netok y 6nictepi no 9 6nictepis
y nayi. 3MiHY BHECEHO B iHCTPYKL,tO 4719 MEeANYHOro
3acToCyBaHHS Nikapcbkoro 3acoby B po3din "Ynakoska"
Yy 3B'A3Ky 3 BBEAEHHAM A0AATKOBUX YNaKoBOK, AK
HacnifokK - 3aTBepKEHHS TEKCTY MapKyBaHHS
[0AaTKOBMX YNakoBOK /likapcbkoro 3acoby BeegeHHs
3MiH NPOTAroM 6-TW MiICALIB 3 AATU 3aTBEPIXKEHHS).
Pepakuis B Hakasi - no 10 TabneTtok y 6nictepi; no 3
6nictepu B nayui. BipHa pegakuis - no 10 Taénetok y
6nicTepi; no 3 a6o 9 GicTepiB B nayLi

141.

NMEPIHAONPE
C® TPIO

Tabnetku no 8
Mmr/2,5 mr/5 mr, no
10 Ta6netok y
6nictepi; no 3 aéo
9 GnicTepiB B nauLi

MpAT
"@apmaueBT
n4yHa dipma

"fapHnus”

YkpaiHa

MpAT
"®GapmavueBTnyHa
thipma "dapHnus”

YkpaiHa

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis:
YTOUHEHHS YNakoBK/ B Haka3i MO3 YkpaiHu Ne 1933
BiA 18.11.2024 B npoueci BHECEHHSA 3MiH (3MiHV | TUny

- 3MiHM 3 AAKoCTi. FOTOBWIA Nikapcbkuii 3aci6. Cuctema
KOHTelHep/3aKynoptoBanbHuii 3aci6. 3MiHa po3mipy
yNakoBKW rOTOBOr0 NiKapCbKoro 3acoby (3MiHa Ki/IbKOCTi
OAMHMLb (Hanpuknag TabnieTok, amnyn TOLLO) B
ynakoBLi) - 3MiHa no3a fiana3oHoM 3aTBepKEHUX
po3MipiB ynakoBku. BBefeHHA [,04aTKOBOrO po3mipy
ynakoBku Ne90 no 10 tabneTok y 6nictepi no 9 6nictepis
y nayui. 3MiHY BHECEHO B iHCTPYKLiO0 4719 MEANYHOrO
3acTocyBaHHA NikapcbKoro 3acoby B po3ain "Ynakoska"
y 3B'A3KY 3 BBEAEHHAM [OAATKOBUX YNAKOBOK, K
HacnifokK - 3aTBEPKEHHSA TEKCTY MapKyBaHHS
[0AaTKOBMX YNakoBOK /ikapcbkoro 3acoby BeegeHHs
3MiH NPOTAroM 6-TK MiCALiB 3 AaTh 3aTBEPLKEHHS).
Pepakuis B Hakasi - no 10 TabneTok y 6nictepi; no 3
6nictepu B nayui. BipHa pegakuis - no 10 Ta6netok y
GnicTepi; no 3 a6o 9 GnicTepiB B nayyi

3a
peyernmom

UA/19239/01/03

142.

NEPIHAONPE
C® TPIO

TabneTtku no 8
mr/2,5 mr/10 mr, no
10 TabneTok y
6nicTepi; no 3 a6o
9 6nicTepiB B nauui

MpAT
"PapmaueBT
nyHa chipma
"fapHuua”

YkpaiHa

MpAT
"®apmaueBTnyHa
dipma "apHuua”

YkpaiHa

BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiais:
YTOUYHEHHS1 ynakoBku B Haka3i MO3 YkpaiHu Ne 1933
Big 18.11.2024 B npouieci BHECEHHSA 3MiH (3MiHu | Tuny

- 3MiHu 3 sKocTi. FoTOBMIA Nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3aKynoptoBasibHKiA 3aci6. 3MiHa po3mipy
yMakoBKM rOTOBOrO NiKapCbKoro 3acoby (3MiHa KinibKoCTi
oAvHULbL (Hanpuknag TabneTok, amnyn TOLO) B
ynakoBLii) - 3MiHa no3a Aiana3oHoM 3aTBEepPAXXEHNX
po3mipiB ynakoBkn. BBefeHHs A0A4ATKOBOrO po3mipy
ynakoBku Ne90 no 10 TabneTok y 6nictepi no 9 6nictepis
y nayui. 3MiHW BHECEHO B iHCTPYKLi0 A5 MEAUYHOTO
3acToCyBaHHSA NikapcbKoro 3acoby B po3ain "Ynakoska"
Yy 3B'A3KYy 3 BBEAEHHAM A0AATKOBUX YNaKOBOK, AK
HacnifokK - 3aTBEPIKEHHS TEKCTY MapKyBaHHS
[04aTKOBMX YNakoBOK fikapcbKoro 3acoby BeegeHHs
3MiH NPOTArOM 6-TW MICALIB 3 AATU 3aTBEPIXKEHHS).
Pepaxuis B Hakasi - no 10 Tabnetok y 6nictepi; no 3
6nictepu B nayui. BipHa pegakuis - no 10 TaéneTok y

3a
peyenmom

UA/19239/01/04
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n/n

Ha3ssa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOOHUK
a

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs

Homep
peecmpayiliHo2o
nocsio4eHHs

6nicTepi; no 3 a6o 9 GnicTtepiB B nayyi

143.

MNIHOBIT®

Kpanni HazasbHi Mo
10 mMn y dhnakoHi; no
1 chnakoHy B nauui 3
KapToHY

AT
"Papmak”

Ykpaina

AT "dapmak”

YkpaiHa

BHECEHHS 3MiH 0 peecTpauiiiHux maTepiasis: 3MiHu |
Tuny - 3MiHK 3 AKOCTi. FOTOBWIA Nikapcbkuii 3aci6. 3MiHK
y BUPOGHMLTBI. 3MiHM y NpoOLeCi BUPO6GHMLTBA rOTOBOIO

NiKapCcbKoro 3acoby, BKIOUaKUM NPOMKHUIA MPOAYKT,

LL|0 3aCTOCOBYETHCS NPU BUPOGHULTBI FOTOBOrO
nikapcbKoro 3acoby (iHLwi 3MiHW)

BHeCeHHs yTOUHeHb Ta He3HauHUX KOPeKTuB Yy 6/10K-
CXeMy BMPOGHMYOro NpoLiecy Ta B KOPOTKUIA BUKNas,
TEXHO/OTNYHOro NPoLecy, 30KpeMa: - 3aMiHEHO KOHTPO/b
hiNbTPIB Ha LiNICHICTb HA KOHTPO/Ib LiNlICHOCTI yNakoBKW
hiNbTPy, @ TAKOX KOHTPO/b TUMNY, MapKn Ta PEATUHTY
inbTpa; - AoAaHo NyHKT «KoHTposb M Ta fo3.in go
peanizadii»; - Ha cTagii «MapkyBaHHS Ta NaKyBaHHS
hNakoHiB» AoAaHO NapameTpy KOHTPOSI0 Y npoueci
BMPOGHMLITBA.

6e3
peyenma

UA/6606/02/01

144.

MPAMIMEKC

Tabnetku no 0,25
mr; no 10 TabneTok
y 6nicTepi; no 3
6nictepu y
KapTOHHIN nauui

TOB
"ACIHO
YKPAIHA"

Ykpaina

TOB "dapma
Crapt"”

YkpaiHa

BHECEHHS 3MiH [J0 peecTpauiitHux maTepiasis: 3MiHu |
TMny - 3MiHK WoA0 6e3nekn/edpekTBHOCTI Ta
thapmakoHarnsgy. 3MiHa y KOpoTKili XxapakTepucTumui
nikapcbKoro 3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKLiT
AN MeAMYHOro 3acTOoCyBaHHS Ha NiAcTasi perynspHo
OHOBJIIOBAHOrO 3BiTY 3 6Ge3neKkn Nikapcbkoro 3acoby, abo
JocnifpKeHb 3 6e3neky 3acToCyBaHHA NiKapCbKoro
3aco6y B nic/sipeecTpaviiiHnii nepiod, abo sik pesynbTar
OL|iHKM 3BITY 3 AOC/IMKEHb, MPOBEAEHUX BiANOBIAHO A0
nnaxy negiatpuyHux gocnigpkeHb (PIP) (3miHy
Y3roKEHO 3 KOMNETEHTHUM YNOBHOBAXEHUM OpPraHom) -
3MiHWN BHECEHO A0 IHCTPYKLii AN MeauyHOro
3acToCyBaHHS Nikapcbkoro 3acoby y po3ainu
"Oco6nmBocCTi 3acTocyBaHHA", "Cnocib 3acTocyBaHHA Ta
fo3n", "Mo6iyHi peakuii” BiANOBIAHO A0 OHOBNEHOI
iHchopMmawii 3 6e3nekun gjroyoi pevyoBuHU. 3MiHn | TUNY -
3MiHuM Woao 6e3nekun/edpekTMBHOCTI Ta
thapmakoHarnagy. 3MiH1 y KOPOTKill XxapakTepucTumLi
nikapcbKoro 3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKLiT
AN MeAUYHOro 3acTOCYBaHHS
reHepuUHMX/riopuaHNX/6ionoAibHMX NikapCbkMx 3aco6iB
nicns BHECEHHA Tiel camoi 3MiHWN Ha pedhepeHTHW
npenapar (3mMiHa He NOTpebye HafaHHA XOLHWUX HOBMX
[04AaTKOBUX AaHuX) - 3MiHW BHECEHO [0 IHCTPYKUii Ans
MeAMYHOro 3acTOCYBaHHS NikapCbKoro 3acoby y po3ginu
"®apmMakonoriyHi BnactusocTi”, "Oco6nBoCTi
3acTocyBaHHs", "Cnoci6 3acTocyBaHHs Ta go3n",
"Mob6iuHi peakuii" BignoBigHO A0 iHdopMaLil Wwoao
MeAMYHOro 3acToCyBaHHS pecthepeHTHOro Nikapcbkoro
3acoby (MIPAMEKC, TabneTkm).

3a
peyenmom

He
nionsiea
€

UA/13248/01/01

145.

MPAMIMEKC

Tabnetkn no 1,0 wmr;
no 10 TabneTok y
6nictepi; no 3

TOB
"ACIHO
YKPAIHA"

Ykpaina

TOB "dapma
Crapt”

YkpaiHa

BHECEHHS 3MiH [J0 peecTpaLiitHux maTepiasnis: 3miHu |
TUny - 3MiHK Woao 6e3nekn/ethekTUBHOCTI Ta
hapMakoHarnisgy. 3miHa y KOpoTKilii XxapakTepucTuL

3a
peyenmom

He
nionsiea
€

UA/13248/01/02
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n/n

Ha3ssa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOOHUK
a

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs

Homep
peecmpayiliHo2o
nocsio4eHHs

6nictepn y
KapTOHHIM nayui

NiKapcbKoro 3acoby, TEKCTi MapKyBaHHA Ta iHCTPYKLT
AN MeAMYHOro 3acTOCyBaHHSA Ha NiACTaBi perynspHo
OHOB/IOBAHOrO 3BiTY 3 6e3nekun nikapcbKoro 3acoby, abo
pocnigpkeHb 3 6e3neky 3acTocyBaHHS NMikapCbKOro
3acoby B nic/ispeecTpaviiiHmii nepiod, abo sk pesynbTar
OLiHKM 3BITY 3 AOCNiMKEeHb, NpoBeAEHUX BIANOBIAHO A0
nnaHy negiatpuyHmx gocnigpkeHs (PIP) (3MiHy
Y3rO[PKEHO 3 KOMMETEHTHUM YNOBHOBEXKEHVNM OPraHom) -
3MiHV BHECEHO [0 IHCTPYKUIT ANs MeAUYHOro
3aCTOCyBaHHSA NiKapCbKoro 3acoby y po3aim
"Oco6nmBOCTI 3acTocyBaHHSA", "Cnoci6é 3acTocyBaHHA Ta
[o3n", "Mo6iyHI peakuii” BiAMNOBIAHO 4O OHOBEHOI
iHchopmawii 3 6e3neku gjroyoi peyosuHn. 3MiHn | Tuny -
3MmiHu Wwoao 6e3nekn/edekTMBHOCTI Ta
thapmakoHarnsgy. 3MiHU y KOPOTKili XapakTepucTuLi
NiKapcbKoro 3acoby, TEKCTi MapKyBaHHA Ta iIHCTPYKLT
AN MeANYHOro 3acTOCYBaHHS
reHepuUHMX/ribpuaHNX/6ionoAibHMX NikapcbkMx 3aco6iB
nicns BHeCEHHs Tiel caMoi 3MiHW Ha pedhepeHTHWIA
npenapar (3miHa He noTpebye HafaHHA XOLHUX HOBMX
[04aTKOBUX aHuX) - 3MiHW BHECEHO [0 iHCTPYKUiT AN
MeZMYHOro 3aCTOCyBaHHA MikapcbKoro 3acoby y po3ginu
"®apmakonoriyHi BnactmsocTi”, "Oco6mBocTi
3acTocyBaHHs", "Cnocib 3acTocyBaHHA Ta 403u",
"Mo6iuHi peakuyii" BigNOBiAHO A0 iHdopMaLil LWoao
MeAMYHOro 3acToCyBaHHA pethepeHTHOro Nikapcbkoro
3acoby (MIPAMEKC, Tabnetku).

146.

NPUYENN
TPABA

TpaBa pi3aHo-
npecosaHa, no 100 r
y naukax 3
BHYTPILLHIM NakeTom

MpaT
"NikTpasun"

YkpaiHa

MpaT "Niktpasn”

YkpaiHa

BHECEHHS 3MiH [0 peecTpaLiitHux maTepiasis: 3MiHu |
TUny - 3MiHM 3 AKOCTI. [OTOBWIA Nikapcbkuii 3aci6. 3MiHN
y BUPOGHULTBI. 3MiHa po3Mipy cepii (BkoYatoun
[ianasoH po3mipy cepii) roToBOro /likapCbKoro 3acoby
(3meHLWeHHs o 10 pasiB) 3MeHLLEHHS po3Mmipy cepii
N3 ana ynakoBkn no 100 ry naykax 3 BHYTPILLHIM
nakeTom. 3aTBepayKeHo: po3mip cepii [N13 gns ynakosku
no 100 r y naukax 3 BHYTPILUHIM NakeToMm:
1002,4 kr(+ 20%) 10024 yn.(+ 20%);

2240 kr(x 20%) 22400 yn.(+ 20%);

4200 kr(x 20%) 42000 yn.(+ 20%);

8400 kr(+ 20%) 84000 yn.(+ 20%);
3anponoHoBaHo: po3mip cepii N3 ans ynakosku no 100
Iy naykax 3 BHYTPILIHIM NakeTom:

500 «kr(+ 20%) 5000 yn.(+ 20%);

1000 kr(+ 20%) 10000 yn.(+ 20%);

2000 kr(x 20%) 20000 yn.(+ 20%);

3000 kr(+ 20%) 30000 yn. (+ 20%)

5000 kr(x 20%) 50000 yn. (+ 20%)

6e3
peyenma

UA/16466/01/01

147.

MPIOPUKC-
TETPA
KOMBIHOBA

niogpinizoBaHuii
MOPOLLOK A5
iH'ekUili; 1 dpnakoH 3

nakcoCmit
Knsiin
Ekcnopt

Benuka
BpuTaHis

nakcoCmiTKnsiiH
Bionoaxikan3 C.A.

Benbriga

BHECEHHS 3MiH [J0 peecTpaviitHux maTepiasis: 3MiHu |
MYy - 3MiHK 3 AKOCTi. ADL. (iHWi 3miHW) - PeecTpauis
HOBOTO KOHTeliHepa A5 KpiokoHcepBaHTy-«AT Vial 20

3a
peyenmom

UA/16549/01/01
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ITponoB>xeHHs fofaTKa 3

n/n

Ha3ssa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOOHUK
a

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs

Howmep

peecmpayiliHo2o

NnocBi04Y€eHHs1

HA
BAKLIVHA
ans
MPO®INAKT
VKN KOPY,
EMIAEMIYHO
ro
NAPOTUTY,
KPACHYXU
TA BITPSIHOI
BICMW,
XUBA
ATEHYAOBA
HA

NMOPOLLKOM Yy
KoMnekTi 3
PO34MHHKKOM (BOAA
AN iv'ekuiid) no 0,5
mn (1 posa) y
nonepeaHLo
HanoBHEHOMY
winpuui (y kKoMnaekTi
3 IBOMa rofikamu
abo 6e3 ronok) abo
y amnynax y
BaKyyMHiii
CTEPUSIbHIN
ynakosLi; no 1
BaKyyMHiii
CTepwnbHili ynakoBLi
Y KapPTOHHIli KOpoobL;
1 cpnakoH 3
NMOPOLLKOM Yy
KoMnekTi 3
PO34MHHKKOM (BOAA
AN iv'ekuiid) no 0,5
mn (1 posa) y
nonepeaHLo
HanoBHEHOMY
LINpULI Y BaKyyMHii
CTepUIbHIl
ynakosLi; no 1
BaKyyMHiii
CTepusbHIli ynakoBLji
Y KapTOHHii kopoobLy;
1 donakoH 3
MOPOLLKOM Y
KOMMAEKTi 3
PO34MHHKKOM (BOAA
Ans iH'ekuiin) no 0,5
mn (1 posa) B
amny’i y BaKyyMHiii
CTepUbHIl
ynakosLi; no 1
BaKyyMHiii
CTepusbHili ynakoBLji
Y KapTOHHii kopobui

Nimiten

MA», WO NnocTavaeTbcs kKomnaxieto Aseptic Technologies
SA ans 36epiraHHs iHOKY/IIOMY BITPSIHOT Bicnn, ka €
MPOMDKHOIO Ky/bTYpOIO BipyCy, sika BUKOPUCTOBYETLCA
ANsA BUPOBGHMLTBA BakLMH, L0 MICTATb BITPSAHY Bicny.
3MmiHu | TMRYy - 3MiHu 3 sKocTi. A®l. KoHTponb A®l. 3miHa
y MeTogax BunpobysaHHsA A®l abo BuxigHOro
marepiany/npomiKHOrO NPOAYKTy/peareHTy, Lo
BMKOPUCTOBYETLCA Y npoLeci BupobHuutea AP (iHwwi
3MiHM Y MeToZax BUNPOGYBaHHS (BK/OUaKUM 3aMiHy
abo gonosHeHHs) APl abo BUXIAHOrO/NPOMIKHOTO
NPOAYKTY) - 3MiHa MeToy TeCTyBaHHS Ha CTEPU/IbHICTD,
LLI0 BUKOPUCTOBYETHLCS MPU NPOBEAEHHI KOHTPOJIO AKOCTI
Ha eTani KoHLeHTpaLii iHOKy/IloMy, 3 MeToay
MeM6paHHOI quinbTpaLii Ha MeToA NPSIMOro BMCIBaHHS B
TecToBe cepefoBuLLe

148.

nPoONoO®Oon
KABI

emynbcia gns
iH'eKLil abo iHy3ilA,
10 mr/mn; no 20 mn
B amnyni; no 5
amnyn y nadui 3
KapToHy; no 50 mny
donakoHi; no 50 mny

dpeseHiyc
Kabi

[Jonunang
rM6X

HimeuunHa

®peseHiyc Kabi
ABCTpisf TM6X

ABcTpis

BHECEHHS 3MiH 40 peecTpauliiiHux MmaTepiasiis: 3MiHu |
TMny - 3MiHKM 3 AKocTi. CepTudikaTt BignosigHoCTI/IE-
cepTudikat BigNOBIAHOCTI €BpONENCHKIl
hapmakonei/moHorpadii. NMogaHHA HOBOro abo
OHOB/IEHOTO cepTudiKaTa BignoBigHOCTI ab0 BUTyYEHHS
cepTudiikaTa BignNoBIAHOCTI EBpONeENChKin hapmakonei:
ans A®l; ansa BuxigHoro

3a
peyenmom

UA/13233/01/01
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ITponoB>xeHHs fofaTKa 3

Ne Hassa dopma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Peknam Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asiBHUKa BUPOOHUK Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakosKa) a NnocBi04Y€eHHs1
hnakoHi, no 1 marepiany/peareHTy/npoMiKHOro NPoAyKTy, Lo
dhnakoHy y nauui i3 BVIKOPVCTOBYIOTbCS Y BUPOOHULTBI ADI; 415 AONOMDKHOT
KapToHy; no 50 mn 'y peyoBUHM (cepTudpikaT BiANOBIAHOCTI EBPONEChKIlt
chnakoHi, no 10 thapmakonei) - OHOBNEHWI cepTudikarT Big, yxe
dhNakoHiB y 3aTBEPIXEHOr0 BUPOOHMKA.
KapTOHHIA Kopoo6Li MopaHHA OHOBNEHOrO cepTudikaTa BignoBigHOCTI
€sponelicbkiin hapmakonei Ne R1-CEP 2002-229 - Rev
03 (3atBepmkeHo: R1-CEP 2002-229 - Rev 02) gns Adl
nponochony Bif 3aTBepKeHoro BupobHuka S| GROUP,
INC. YTOUHEHO yKpaiHCbKuii nepeknag, Ha3su BUPOOHMKa
— Cl I'poyn, IHK., CLUA.
149. | NPONO®ON eMy/bCia ans dpeseHiyc HimeyunHa dpeseHiyc Kabi ABCTpis BHECEHHS 3MiH [0 peecTpaLiiiHMx MmaTepiasis: 3MiHu | 3a UA/13233/01/02
KABI iH'EKUN abo iHQY3iN, Kabi ABCTpist TM6X TMny - 3MiHKn 3 AKkocTi. CepTudikaT BignosigHocTI/IE- peyenmom
20 mr/mn; no 50 mn [Loliunang, cepTudikaT BigNoBigHOCTI EBpoNeiChKii
y thnakoHi; no 50 mn v6X hapmakonei/MoHorpadii. MogaHHs HoBOro abo
y dhnakoHi, no 1 OHOBJ/IEHOTO cepTudikaTta BifgnoBigHOCTI abo BUTyYEHHS
dhnakoHy y nauui i3 cepTudpikaTa BignoBiAHOCTI EBponeiichbkiin hapmakonei:
KapToHy; no 50 mny ansa A®l; ana BuxigHoro
dnakoHi, no 10 martepiany/peareHTy/npoMiKHOIO NPOAYKTY, L0
dNaKkoHiB y BVIKOPVCTOBYIOTHCS Y BUPOOHULTBI ADI; 415 AONOMDKHOT
KapTOHHIA KOopoo6Li peyoBUHM (cepTudhikaT BiANOBIAHOCTI EBPONECHKIlt
hapmakonei) - OHOoBeHUIA cepTudikaT Bif yxe
3aTBEPAKEHOr0 BUPOBHMKA.
[MopaHHA OHOBNEHOrO cepTudikaTa BignoBigHOCTI
€ponelicbkiii hapmakonei Ne R1-CEP 2002-229 - Rev
03 (3aTBepmkeHo: R1-CEP 2002-229 - Rev 02) gns Adl
nponochony Bif 3aTBepKeHoro BupobHuka S| GROUP,
INC. ¥YTOUHEHO yKpaiHCbKWil nepeknag, Ha3su BUPOOHMKa
— Cl I'poyn, IHK., CLUA.
150. | NPOCTATWUN | cyno3uTopii MpusatHe YkpaiHa MpusatHe YkpaiHa BHECEHHS 3MiH [J0 peecTpavjiiiHux maTepianis: - UA/13462/01/01
EH® pekTasnbHi no 0,03 r akujioHepHe akujioHepHe YTOUHEHHS1 HAaNUCaHHA yNnakoBKu B Haka3i MO3
in bulk: no 5 TOBapucTBo TOBapuCTBO YkpaiHu Ne 1877 Big 08.11.2024 B npoueci BHeCEHHs
Cyno3nTopiiB y «J1ekxim- «JlekxiMm-XapkiB» 3MiH (3MiHu | TUNY - 3MiHK 3 AKOCTI. FOTOBUIA NiKAPCbKU
6nictepi; no 180 XapkiB» 3aci6. Cuctema KoHTelHep/3aKynoptoBasibHUiA 3aci6.

6nicTepiB y ALLMKY;
no 5 cynosutopiis y
6nictepi; no 100
6nicTepiB y ALLMKY;
no 5 cynosutopiis y
6nictepi; no 200
6nicTepiB y ALMKY

3MiHa po3mipy ynakoBKM roTOBOrO JliKapcbKoro 3acoby
(iHWi 3MiHM) BHECEHHA [0AaTKOBMX BUAIB NaKyBaHHA y
chopwmi in bulk: no 5 cynosuTopiiB y 6nictepi; no 100
6nicTepiB y AWMKy; No 5 cyno3uTopiiB y 6aicTepi; no 200
6nicTepiB y ALWMKY [0 BXEe 3aTBEPIAKEHNX PO3MIpIB
ynakoBku (no 5 cynosuTopiis y 6aictepi; no 1 a6o 2
6nicTepu y nauyyj; in bulk: no 5 cynosuTopiis y 6nicTtepi,
no 180 6nicTepiB y ALLMKY). BBEAEHHS 3MiH NPOTArom 6-
TV MicsLiB nicns 3aTBepMpKeHHS. 3MiHu | Tuny - 3MiHn
Loao 6e3nekn/edpeKTMBHOCTI Ta chapmakoHarnagy (iHwi
3MiHW) BHECEHHS YTOYHEHHS A0 p. «MapKyBaHHA», a
camMe BUMYYEHHSI MPUMITKM «Y pasi nocTaBok
NiKapCbKoro 3acoby Ha ekcnopT TEKCT MapKyBaHHS
[l0MyCKaETLCSA HAHOCMTMN POCIACHKOK MOBOIO ...» Ta
BHECEHHS 3MiH 10 TEKCTY MapKyBaHHS ynakoBku in bulk
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ITponoB>xeHHs fofaTKa 3

Ne Hassa dopma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Peknam Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asiBHUKa BUPOOHUK Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakosKa) a NnocBi04Y€eHHs1
(BMlyYEHHS TEKCTY MapKyBaHHS1 Ha POCIACbKiil MOBI,
3a3HaveHHs iHghopMaLii LLoAo /TIoroTuny 3asiBHIIKA,
nepeHeceHHs 3a3HayeHnX OAvHULb B cuctemi Si ta
He3HauHi TeXHIYHI YTOYHEHHS). BBeeHHS 3MiH NpoTsArom
6-Tv micsALiB nicnsA 3aTBeppKeHHs). Pefakuis B Hakasi -
in bulk: no 5 cynosuTopiis y 6nicTepi; no 180 6nicTepis y
Awmky. BipHa pegakuis - in bulk: no 5 cynosuropiis y
6nicTepi; no 180 GnicTepiB y AWMKY; No 5
cyno3uTtopiiB y 6nictepi; no 100 6nicTepiB y AWMKY;
no 5 cynosutopiiB y 6nictepi; no 200 6nictepiB y
ALNKY.
151. | NCuno- PO34UH OpasIbHUIA, CTALOA HimeyunHa BUWMYCK Cepiii: HimeuuunH BHECEHHS 3MiH [0 peecTpaLiiiHMx MmaTepiasis: 3MiHu | 6e3 UA/14555/01/01
ANEPIo 0,5 mr/mn; no 150 ApuHaimitt CTALOA a/ TMny - AQMIHICTPaTVBHI 3MiHW. 3MiHa HaliMeHyBaHHS peyenma
My dhnakoHi; no 1 enb Al ApuHaiimiTTens ®paHLis Ta/abo agpecyu MicLs NPOBAKEHHS AiS/IbHOCTI
donakoHy y Al', HimeuunHa; BMPOOGHUKa/iMNopTepa roToBOro /likapcbkoro 3acooy,
KOMMNAEKTi 3 MipHO0 BK/IHOUA0UM AiNbHMLI BUMYCKY cepii abo micue
JIOXKOK ab0 MipHUM BVPOGHMLTBO NpoBeLEeHHS KOHTPOJTO AKOCTI. (AIANbHICTb, 3a AKy
NPUCTPOEM Y Hepo3dghacoBaHOro BignoBigae BUPOGHMK/IMNOPTEP, HE BK/IHOYAOUN BUMYCK
BUINAAI Wnpuua 'y NPOAYKTY, cepili) 3mMiHa HaliMeHyBaHHS BUPOGHYKa, L0
KapTOHHIA KOopooLi nepBuHHE Ta BiANOBIAa/IbHMI 32 BUPOOHULTBO HEPO3(hacoBaHOro
BTOPUHHE NPOAYKTY, NEPBUHHE Ta BTOPMHHE NakKyBaHHSA, KOHTPO/b
nakyBaHHs, cepiii 3 PAMAP OPJIEAHC, ®paHuis Ha [lenbhapm
KOHTpPO/b Ccepiii: OpneaHc, ®paHuis. HesHauHi 3MiHM B HanucaHHi agpecu
Lenbchapm [aHoro BMpo6HUka. 3miHn | Tuny - AgMiHiCTpaTuBHI
OpneaHc, 3MiHW. BunyyeHHs BUpoOBHMYOT AiNbHWLI (BKIOYAOYM
®paHuis; AinbHuUi ans A®l, npomikHOro NpoAyKTy abo roToBoro
NiKapcbKoro 3acoby, AiNbHULL 415 NPOBEAEHHS
BVMPOGHMLTBO nakyBaHHs, BUPOOHYKa, BifNOBIAaIbHOTO 3@ BUMYCK
Hepo3acoBaHOro cepiid, MmicLe NpoBefeHHsI KOHTPOSIO cepii) abo
NPOAYKTY, noctavasnibH1Ka BUXiAHOTO MaTepiasy, peareHTy abo
nepBUHHE Ta [0MNOMDKHOT PEYOBMHU (SIKLLLO 3a3HAYEHO Y AO0CHE)
BTOPWHHE BW/Ty4YEHHS BUPOOHNYOI AiNTbHNL FOTOBOTO JliKapCbKOro
nakyBaHHs, 3aco0by, Lo BiANOBIAae 3a KOHTPO/b cepii — Cneuudpap
KOHTPO/b Ccepili: C.A., I'peuis. 3miHun | Tvny - 3miHn 3 AkocTi. CepTudikar
H2 ®PAPMA, BignosigHocTi/l E-cepTudikar BignosigHocTi
dpaHuin €Bponeiicbkilt hapmakonei/moHorpadii. MogaHHsA
HOBOro abo OHOB/EHOro cepTudpikata BigNOBIAHOCTI ab60
BWyYEHHS cepTudikaTa BignoBigHOCTI EBponeichkiii
hapmakonei: gna A®l; ans BuxigHoro
marepiany/peareHTy/npoMiKHOro NPOAYyKTY, Lo
BVIKOPVCTOBYIOTHCS Y BUPOOHULTBI ADI; 415 AONOMDKHOT
peyoBUHM (cepTudhikaTt BiANOBIAHOCTI EBPONECHKIl
hapmakonei) - OHoBreHUA cepTudikat Bif yxe
3aTBepKeHOro BUpo6Huka. MNMogaHHA OHOBIEHOrO
cepTudikaTa BignoBigHOCTI E€Bponeiickbkiit hapmakonei
Ne R1-CEP 2014-359 - Rev 00 (3atBepaxeHo: RO-CEP
2014-359 - Rev 02) ans A®| gesnopartaguvHy Big
3aTBepaxeHoro Bupo6Huka Cipla Limited, IHAjs.
152. | PAMIBEC® Tabnetkn 2,5 AT YkpaiHa AT "dapmak” YKpaiHa BHECEHHS 3MiH 0 peecTpaLiiHnx maTtepianis: 3a UA/12569/01/01
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n/n

Ha3ssa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOOHUK
a

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs

Homep
peecmpayiliHo2o
nocsio4eHHs

KOM

mr/12,5 wr; no 10
TabneTok y 6nictepi;
no 3 6nictepu B
nautii 3 KAPTOHY

"papmak”

YTOUYHEHHS1 HANUCaHHA YyNakoBKu B Haka3i MO3
YkpaiHu Ne 1877 Big 08.11.2024 B npoueci BHECEHHSA
3MiH (3MiHW | TUNY - 3MiHK 3 aKocTi. CepTudikaT
signosigHocTi/l E-cepTudikar BignosigHocTi
€Bponeiicbkii hapmakonei/moHorpadii. MogaHHA
HOBOro abo OHOBJIEHOTrO cepTudpikaTa BignoBigHOCTI abo
BUTYYEHHA cepTudikaTa BignoBiAHOCTI EBpoNenchkiii
thapmakonei: ana A®l; gns BuxigHoro
Marepiany/peareHTy/npoMKHOIo NPOAYKTY, L0
BVKOPUCTOBYIOTbCA Y BUPOOHULTBI ADI; 415 AONOMDKHOT
peyoBuHM (cepTudikaT BiANOBIAHOCTI EBPONEChKIl
papmakonei) - OHOBeHWIA cepTudikar Bif yxe
3aTBEPLKEHOr0 BUPOGHUKA, NOJAHHS OHOB/IEHOIO
cepTuddikaTa BiANOBIAHOCTI EBpoNeiickbkii thapmakonei
Ne R1-CEP 2006-011 - Rev 03 (3atBepgxeHo: R1-CEP
2006-011 - Rev 02) gnsa A®I rigpoxnopoTiasugy Bif Bxe
3aTBepmxeHoro BupobHnka Changzhou Pharmaceutical
Factory, Kutaii. 3miHm | Tmny - 3MiHM 3 AKOCTI.
CeprtucpikaT BignosigHocTi/lE-cepTudiikar BifnoBigHOCTI
€Bponeiicbkiit hapmakonei/moHorpadii. MogaHHA
HOBOro abo OHOBJIEHOTrO cepTudpikaTa BignoBigHOCTI abo
BUTYYEHHA cepTudikaTa BignoBiAHOCTI EBpoNenchkiii
thapmakonei: ana A®l; gns BuxigHoro
Marepiany/peareHTy/npoMKHOIO NPOAYKTY, L0
BVKOPUCTOBYIOTbCA Y BUPOOHULTBI ADI; 415 AONOMDKHOT
peyoBuHM (cepTudikaTt BiANOBIAHOCTI EBPONEChKIl
papmakonei) - OHOBEeHWIA cepTudikart Bif yxe
3aTBEPLKEHOr0 BUPOGHUKA, NOJAHHS OHOB/IEHOIO
cepTuddikaTa BiANOBIAHOCTI EBpoNeiickbkin thapmakonei
Ne R1-CEP 2006-011 - Rev 04 gna Adl
rigpoxnopoTiasugy Bif, BXe 3aTBeppKeHOoro BUpo6Huka
Changzhou Pharmaceutical Factory, Kutait). Pegakuisi B
Hakasi - no 10 TabneTok y 6nictepi; no 3 6nictepu B
nayyi. BipHa pegaxuis - no 10 Ta6neTok y 6nictepi;
no 3 6nictepu B NavLi 3 KAPTOHY

peyenmom

153.

PAMIPA® 600

NOPOLLIOK A5
Opa/IbHOTO PO34YUHY
no 600 mr,no 3,0ry
calle; no 6 a6o 10
cawle y nauui 3
KapToHY

AT
"papmak”

YKpaiHa

AT "dapmak”

YkpaiHa

BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3miHu |
TUny - 3mMiHK Wwoao 6e3nekn/ethekTNBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHK) - 3MiHW BHECEHO B TEKCT
MapKyBaHHS1 YNakoBOK Nikapcbkoro 3acoby, a came:
BWy4eHO Ay6ntoBaHHSA iHhopmMaLlii poCilicbkolo MOBOIO,
YTOYHEHO iHthopMaLito LWoA0 NorotTuny 3asBHuka y n. 17
"IHLWE" BTOPMHHOI ynakosku Ta n. 6 "IHWE" nepBuUHHOI
YMaKoBKM, TAKOX KOHKPETU30BaHO iHLIY TEXHIYHY
iHcbopmavito y n. 6 "IHLWE" nepBMHHOI yNakoBKW.
BBefeHHs1 3MiH NpoTAroM 6-Tu MicsauiB nicns
3aTBEPKEHHS.

6e3
peuyenma

UA/16428/01/03

154.

PADT®

PO34UH NS iH KL,
4 mr/mn; no 1 mn
abo no 2 mn B

AT
"Papmak”

YkpaiHa

AT "dapmak”

YkpaiHa

BHECEHHS 3MiH [J0 peecTpaviitHux maTepiasis: 3MiHu |
TUNy - 3MiHM 3 AIKOCTi. FOTOBWIA Nikapcbkuii 3aci6. 3MiHK
Y BUPOBGHMLTBI (iHLLI 3MiHW) - OHOB/IEHHS PO34iny

3a
peyenmom

UA/17536/01/01
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Ne Hassa dopma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Peknam Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asiBHUKa BUPOOHUK Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakosKa) a NnocBi04Y€eHHs1
amnynax CKIsaHuX 3 3.2.P.3.2. Cknag, Ha cepito, @ came TeopPeTUYHWIA BUXig,
6pyHaTHOro ckna; no amnys1 po3paxoBaHo 3 ypaxyBaHHAM Ha/IMLLKOBOrO
5 amnyn y 6nictepi; 06’eMy HanoBHeHHs amnyn: 0,10 mn ana amnyn
no 1 a6o 2 6nictepu HOMiHasiom 1,0 mn Ta 0,15 mn gns amnyn HOMiHasI0M
y nayui abo no 1 mn 2,0 mn. 3anponoHoBaHo: Cknag Ha cepito: Ha 125 n
abono 2 mnB po3uunHy (113,6 Tnc. amnyn no 1 mn; 58,1 Tuc. amnyn no
amnynax CKIsaHux 3 2 mn); Ha 250 n po3unny (227,2 Tuc. amnyn no 1 mn;
6pyHaTHOro ckna; no 116,2 Tnc. amnyn no 2 min)
5 a6o 10 amnyn B
navi
155. | PEAAUTYKC KOHLeHTpaT Ans [O-p Peppi'c IHais [-p Peggi'c IHgis BHECEHHS 3MiH 0 peecTpauiiiHux maTepiasis: 3MiHu | 3a UA/12905/01/01
pPO34MHY ANs Nab6opaTtopi Na6opaTopic T4 TMny - 3MiHK 3 AIKOCTi. FOTOBWIA Nikapcbkuii 3aci6. peyenmom
iHdpysin, 10 mr/mn; cNitg KOHTPO/1b FOTOBOrO NiKapcbkoro 3acoby. 3miHa y
no 10 mn (100 mr) MeToJax BUNPO6YBaHHS FOTOBOrO JliKapCbKOro 3acoby
ab6o no 50 mn (500 (iHWi 3mMiHM Yy MeTogax BUNPobyBaHb (BK/IOYAKUMN 3aMiHy
Mr) y doiakoHi; no 1 a60 [OMNOBHEHHS)) - BHECEHHS 3MiH B MeTof,
ch/1aKoHy B BunpobyBaHHA 13 3a Nokas3HMKOM «EKCKo3nBHa
KapTOHHI kopobuyj; BEPX» (SE-HPLC).
no 1 KapTOHHii
Kopoobui y
naacTKoBOMy
MiLLIKY
156. | PEAOUTYKC KOHUEHTpaT ans [O-p Peppi'c IHAja O-p Peppi'c IHAis BHECEHHS 3MiH [0 peecTpauiitHux maTepiasis: 3MiHu | - UA/12906/01/01
pPO34MHYy ANns Nab6opaTtopi Na6opaTopic T, TMNy - 3MiHK 3 IKOCTi. FOTOBWIA Nikapcbkuii 3aci6.
iHdysiA, 10 mr/mn; in cNitg KOHTPO/1b FOTOBOrO NiKapcbKoro 3acoby. 3miHa y
bulk: no 10 mn (100 MeToJax BUNPOOGYBaHHS FOTOBOTO JliKapCbKOro 3acoby
mr) a6o 50 mn (500 (iHWi 3mMiHM Yy MeTogax BUNpobyBaHb (BKIOYAKUMN 3aMiHy
Mr) y doniakoHi; no ab0 [OMNOBHEHHS)) - BHECEHHS 3MiH B MeTof,
1000 dpnakoHiB y BMNpo6yBaHHSA /13 3a noka3HUKOM «EKCk031BHa
Kopobui BEPX» (SE-HPLC).
157. | PEMECTUN PO34MH AN iH'EKLN, deppiHr- Yecbka BUPOBHMK Yecbka BHECEHHS 3MiH 40 peecTpauiiHux matepianis: 3MiHu | 3a UA/9801/01/01
0,1 mr/mn; no 2 mn Neunsa a.c. Pecny6nika roToBOro Pecny6nik TMny - AOMiHICTPaTMBHI 3MiHW. 3MiHa HaliMeHyBaHHS peyenmom
abo no 10 mn B NPOAYKTY, a Ta/abo agpecu MicLs NPOBaKEHHSA AiS/IbHOCTI

amnyni; no 5 amnyn
Y KapTOHHiIl
ynakoBLi

BiANOBIAa/IbHWI 32
KOHTPO/b SKOCTI,
NepBUHHY
yMakKoBKy:
3eHTiBa K.C.,
Yecbka
Pecnyb6nika;

BiANOBIAabHUIA 38
BTOPUHHY
yNakoBKy:
®eppiHr-/leunsa,
a.c., Yecbka
Pecny6nika;

BiNOBiAa/IbHMIA 32

BMPOGHUKa/iMnopTepa roToBOro JlikapCbKoro 3acooy,
BK/IO4a0UM AinbHULI BUMyCKy cepii abo micue
NpoBeLEeHHS KOHTPOJIIO AKOCTI. (AIANbHICTb, 3a AKy
BiAnoBigae BUPOGHMK/IMNOPTEp, HE BK/IHOYAOUM BUMYCK
cepiii) 3miHa agpecy BUPOGHMKAaBIANOBIAA/ILHOTO 3a
BTOPVHHE MaKyBaHHS Y 3B'A3KY i3 NpUBEAEHHSAM
peecTpauinHMx 4OKYMEHTIB Y BIAMOBIAHICTb A0
ceptudpikaty GMP.
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Ne Hassa dopma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Peknam Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asiBHUKa BUPOOHUK Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakosKa) a NnocBi04Y€eHHs1
BUMYCK Cepii:
®eppiHr-/leunsa
a.c., Yecbka
Pecnyb6nika;
158. | PECNEPO Kancynm . MNonb- HimeuunHa Brpo6HMuTBO HimeuumnH BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHu | 6e3 UA/4948/01/01
MUPTON KMLLKOBOPO34MHHI MO Bockamn HEenoKpuUTUX a Tuny - 3miHK Woao 6e3nekn/edpekTNBHOCTI Ta peyenma
120 mr no 10 kancyn Mv6X & Ko. Kancyn: thapmakoHarnsgy. BeeneHHs abo 3miHu fo
y 6nicTepi; no 2 KT. KaTtaneHt y3ara/ibHeHNX AaHux Npo cuctemy dhapmakoHarnsgy
6nictepu y [xepmaHi (BBEAEHHSA y3araslbHEHUX AaHVX NPO cMcTemMy
KapTOHHIA Kopoo6Li E6epbax Mv6X, thapmakoHarnsgy, 3amMiHa ynoBHoOBaXeHOoT ocobu,
HimeuumnHa; BiANOBIAA/IbHOI 32 34iCHEHHA hapMmakoHarnsaay;
KOHTaKTHOI 0cobu 3 (hapmakoHarnagy 3asBHuKa gns
. Monb-Bockamn 3[jicCHeHHs1 hapMakoHarsay B YkpaiHi, KO0 BoHa
v6X & Ko. KT, BiAMIHHa Bif YNOBHOBaXeHOI 0CO6MU, BiAMNOBIAA/IbHOI 3a
HimeuyuunHa; 3pificHeHHs hapmakoHarnsay (BK/IHYAKUM KOHTaKTHI
[AaHi) Ta/abo 3MiHM y po3MilLeHHI MacTep-chaiina
MokpuTTSa Kancyn: cuctemn chapMakoHarnisgy) 3miHa yrnoBHOBaXXEHOT
I". Monb-Bockamn 0co6U 3asBHVKa, BifNoBiAabHOI 3a hapmakoHarnsag.
Mv6X & Ko. KT, [Oitoua pepakuin: Dr. Thomas Wittig. MNponoHoBaHa
HimeyuunHa; pepakuis: Angela Geib. 3MiHa KOHTAKTHUX AaHWX
yMOBHOBaXeHOT 0cobu, BignoBiganbHOT 3a
MepBuHHE Ta thapmakoHarnsg,
BTOPWHHE
nakyBaHHS:
I". Monb-Bockamn
v6X & Ko. KT,
HimeuunHa;
Bunyck cepii:
I". Monb-Bockamn
M6X & Ko. KT,
HimeuunHa
159. | PECNEPO Kancynm . MNonb- HimeyunHa Brpo6HMUTBO HimeuuunH BHECEHHS 3MiH [J0 peecTpaviitHux maTepiasis: 3MiHu | 6e3 UA/4948/01/02
MUPTON KMLLKOBOPO34YMHHI MO Bockamn HENOKpUTMX a/ TMny - 3MiHK WoA0 6e3nekn/edpekTBHOCTI Ta peuyenma
POPTE 300 mr no 10 kancyn v6X & Ko. Kancyn: LLiseiuapi thapmakoHarnagy. BeegeHHs abo 3miHu o
y 6nictepi; no 2 Kr. KaTtaneHt b y3araslbHeHUX JaHnx Npo cuctemy hapmakoHarnagy
6nictepn y xepmani (BBELEHHSA y3araslbHEHNX AaHUX NPO cUCTEMY
KapTOHHI KOopoo6Li E6epb6ax Mm6X, thapmakoHarnagy, 3miHa ynoBHOBaXKeHOoi ocobw,
HimeuuunHa; BiANOBIAA/ILHOI 3a 34iiCHEHHA hapmakoHarnsgy;

Csicc Kanc AT,
LlBeiiuapis;

MokpuTTA Kancyn:

. Monb-bockamn
'm6X & Ko. KT,
HimeyuuHa;

KOHTaKTHOI 0c0o6M 3 chapMakoHarnagy 3asBHuKa ons
3[jicCHeHHs hapmakoHarsay B YKpaiHi, AKLWO BoHa
BiAMIHHA BiJ YNOBHOBaXeHOI 0co6WU, BiAMNOBIAa/IbHOI 3a
3piiicHeHHs1 hapMakoHarnsay (BK/IHYAKUM KOHTaKTHI
AaHi) Ta/abo 3MiHV y po3MmileHHi MacTep-thaiina
cuctemu chapmMakoHarnsgy) 3miHa yrnoBHOBaXXeHOT
ocobu 3asBHUKa, BIANOBIAa/ILHOT 3a (hapmakoHarnsa,.
[Jitova pegakuin: Dr. Thomas Wittig. MNponoHoBaHa
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Ne Hassa dopma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Peknam Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asiBHUKa BUPOOHUK Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakosKa) a NnocBi04Y€eHHs1
pepakuis: Angela Geib. 3MiHa KOHTaKTHUX AaHUX
MepBuHHE Ta yMOBHOB&XeHOT 0cobu, BignoBiganbHOT 3a
BTOPUHHE thapmakoHarnsg,
nakysaHHs: I".
Monb-Bockamn
M6X & Ko. KT,
HimeyuunHa;
Bunyck cepii:
I. Monb-bockamn
M6X & Ko. KT,
HimeuunHa
160. | PUSATPUNT TabneTku, Lo dapmaTeH Ipeuis dPapmateH C.A,, pevis BHECEHHS 3MiH [0 peecTpauiitHux maTepiasis: 3MiHu | 3a He UA/14329/01/02
AH- AVcnepryTbes y C.A. Ipeuis; Tuny - 3MiHK Woao 6e3nekn/edpekTVBHOCTI Ta peyenmom nionsza
DPAPMATEH POTOBI NOPOXHWHI, hapmakoHarnsgy. 3MiHa y KOpoTKili XxapakTepucTuLi €
no 10 wmr; no 2 PapmaTeH NiKapcbKoro 3acoby, TEKCTi MapKyBaHHA Ta iIHCTPYKLT
TabneTku y 6nictepi; IHTepHewHn C.A., AN151 MeMYHOro 3acTOCyBaHHS Ha MiAcTasi perynsipHo
no 1 6nictepy B Ipeuis OHOBJOBAHOrO 3BiTY 3 6e3nekun nikapcbKoro 3acoby, abo
KapTOHHI KOPOOL pocnigpkeHb 3 6e3neky 3acTocyBaHHS NikapCbKOro
abo no 3 TabneTkm y 3acoby B nic/sApeecTpaviiiHmii nepiod, abo sk pesynbTar
6nictepi; no 1 a6o OLLiHKM 3BITY 3 AOCNiMKEeHb, NpoBeAEeHUX BIANOBIAHO A0
no 2 6nictepu B nnaHy negiatpuyHnx gocnigxens (PIP) (3MiHy
KapTOHHIA KOopooLi Y3rOZ)KEHO 3 KOMMETEHTHUM YNOBHOBaXKEHVM OpraHom)-
3MiHM BHECEHO [0 IHCTPYKLUIT ANs MeAUYHOro
3acToCyBaHHS NikapcbKoro 3acoby Ao po3giny
"3acTocyBaHHs y nepiog BariTHOCTi abo roflyBaHHs
rpyaar” BiANoBiaHO A0 pekoMeHaauin PRAC
161. | PUSATPUNT TabneTku, Lo dapmaTeH Ipeuis PapmateH C.A,, pevis BHECEHHS 3MiH [0 peecTpauiiiHux maTepiasis: 3MiHu | 3a He UA/14329/01/01
AH- ONCnepryTbes y C.A. Ipeuis; Tuny - 3MiHK Woao 6e3nekn/edpekTNBHOCTI Ta peyenmom nionsea
DPAPMATEH POTOBI NOPOXHWHI, hapmakoHarnsgy. 3miHa y KOpoTkili xapakTepucTuui €
no 5 wmr; no 2 PapmaTeH NiKapcbKoro 3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKLT
Tabnetkn y 6nictepi; IHTepHewHn C.A., AN MeAMYHOro 3acTOoCyBaHHS Ha NiACTasi perynspHo
no 1 6nictepy B Ipeuis OHOB/OBAHOrO 3BiTY 3 6e3nekun nikapcbkoro 3acoby, abo
KapTOHHI KOpOOL pocnipkeHb 3 6e3neky 3acToCyBaHHS NMikapCbKOro
ab6o no 3 TabneTkm y 3acoby B nic/ispeecTpaviiiHmii nepiod, abo sk pesynbTtar
6nictepi; no 1 a6o OLLiHKM 3BITY 3 AOCAiMKEHb, NPOBEAEHMX BIANOBIAHO A0
no 2 6nictepu B nnaHy negiatpuyHnx gocnigpkens (PIP) (3MiHy
KapTOHHiiA Kopo6Lli Y3rO[PKEHO 3 KOMMETEHTHUM YNOBHOBEXKEHVM OPraHom) -
3MiHV BHECEHO A0 IHCTPYKLUIT ANs MeAUYHOro
3acToCyBaHHS NikapCcbKoro 3acoby Ao po3giny
"3acTocyBaHHs y nepiog BariTHOCTi abo roflyBaHHs
rpyaar” BignosiaHo Ao pekomeHgauin PRAC
162. | PO34YMH MacsiHucTa pigmHa ToBapucTBo YkpaiHa ToBapucTBO 3 YKpaina BHECEHHS 3MiH 40 peecTpauiiHux matepianis: 3MiHu | - UA/14866/01/01
MEHTO/NY B (cybcTaHuis) ans 3 06MexeHot TMny - 3MiHK 3 aAkocTi. A®Il. Cuctema
MEHTUNMOBO | chapmaueBTUYHOro obmexeHoro BiANOBiAaNbHICTIO KOHTelHep/3akynoptoBabHKi 3aci6 (iHLWi 3MiHK)
MY E®PIPI 3acToCyBaHHS; B BignoBiga/Ib "PAPMXIM" BunyueHHs "gatn Bunycky" 3 posginy MKA
KUCNOTU HepXascTanesux HiCTIO "MapKyBaHHs".
IBOBAJEPIA | dhnsrax abo B "®APMXIM"
HOBOI KaHicTpax
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Ne Hassa dopma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Peknam Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asiBHUKa BUPOOHUK Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakosKa) a NnocBi04Y€eHHs1
nonieTnaeHoBMX
163. | CAHOOCTAT | nopowok Ans HoBaprtic LLiseiiuapis BTopuHHE LLiseiiuapi BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis: 3a UA/1537/02/01
NH® AP cycneHsii ans dapma Al nakyBaHHs1, BUMYCK a/ YTOUHEHHSA1 HanUcaHHA YNakoBKU B Hakasi MO3 peyenmom
iH'ekyin no 10 mr; 1 cepii rotoBoro Higepnax YkpaiHu Ne 1877 Big 08.11.2024 B npouieci BHECEHHSA
h1aKoH 3 MOPOLUKOM NpoAyKTY: awn/ 3MiH (3MiHW | TUny - 3miHK Woao 6e3nekn/eekTUBHOCTI
y BUrnsagi HosapTic ®apma ABcTpisi/ Ta (papmakoHarnsgy. BeegeHHs abo 3miHM 1o
Mikpocdhep y LTeiH AT, Icnanis y3araslbHeHnX AaHnx npo cuctemy hapmakoHarnsgy
KOMM/IEKTI 3 LlBeiiuapis; (BBEAEHHSA y3araslbHEHUX AaHVX NPO CMCTeMy
PO3UYNHHVKOM Bnpo6HuuTBO, dhapmakoHarnsgy, 3miHa ynoBHOBaXeHoT 0coby,
(ratpito KOHTPOb AKOCTI, BIANOBIAA/IbHOI 3a 34iiCHEHHA hapmakoHarnagy;
Kapmeno3y/HaTpito nepBuHHe KOHTaKTHOI 0cobu 3 (hapMakoHarnagy 3asBHuKa gns
KapbokcumeTunuen nakyBaHHs 3filicHeHHA hapMakoHarnagy B YkpaiHi, kL0 BoHa
107103y, MaHiT (E PO3UMHHMKa Ta BiAMIHHa Bif YNOBHOBaXeHOI 0CO6M, BiAMNOBIAA/IbHOI 3a
421), Bopy ans anbTepHaTUBHWI 3pjificHeHHs hapmakoHarnsay (BK/IHYAKUM KOHTaKTHI
iH'eKUIl, BUPOGHMK Ans [AaHi) Ta/abo 3MiHM y po3MilLeHHI MacTep-chaiina
nonokcamep 188) no BTOPVHHOIO cuctemn chapmakoHarnsgy) - 3MiHa yrnoBHOBaXEHOI
2 MmNy nonepeHbo nakyBaHHS 0cobu 3asBHMKA, BiANOBIAaIbHOT 3a hapmakoHarnag.
3anoBHEHOMY roToBOro [itova pegakuis: David J Lewis, B. Sc (Hons), Ph.D.
LUNpUL Ta OAHO0 NPOAYKTY: MponoHosaHa pepgakuis: Dr. Justin Daniels, Ph.D. 3miHa
FOIKOK0 Ta OfHUM ABGOTT KOHTaKTHUX AaHVX YNOBHOBaXKEHOT 0COOU 3asBHUKA,
ajantepomM B Bionogxukanc BignoBigasibHOI 3a hapmakoHarnsg. 3miHa
KapTOHHI KOopoo6Li B.B., Higepnanaw; MicLe3HaxXoMKeHHs macTep-haiina cuctemm
B1po6HMLUTBO thapmakoHarnsgy. 3MiHa Micus 34iACHEHHSI OCHOBHOT
Hepo3dhacoBaHOro LisnbHOCTI 3 hapmakoHarnsgy). Pefakuis B Hakasi - 1
NPOAYKTY, h1aKoH 3 MOPOLUKOM Y BUISAI MiKpocdep y KOMMIEKTi 3
KOHTPO/b SKOCTI, PO3YMHHMKOM (HaTpIl0 KapMeo3y/HaTpito
nepBuHHE KapbokcumeTunuenonosy, MaHit (E 421), soay Ans
nakyBaHHs iH’ekujin, nonokcamep 188) no 2 mn y nonepeaHbL0
MOPOLLKY: 3aMNOBHEHOMY LUMPWL Ta OAHOK FO/IKOK Ta OAHUM
Hosapric afanTepoM B KapTOHHIl KOPO6LIoK AN cycnewsii ans
PapmacboTuKas iH'ekujiin. BipHa pepakuis - 1 co/1akoH 3 MOPOLLKOM Y
MaHythakTypiHr BUrNAAi Mikpoctep y KOMNAEKTi 3 PO3UMHHUKOM
'M6X, ABCTpist; (HaTpito kapmeno3sy/HaTpito
KOHTPO/Ib SKOCTI Kap6okcumeTunuentonosy, maxit (E 421), sogy ans
MOPOLLKY 3a BCiMa iH’eKuUiii, nonokcamep 188) no 2 mn y nonepeaHbL0
napameTpamu 3a 3anoBHEHOMY LINPULi Ta O4HOIO FO/IKOI Ta OJHUM
BUK/TIOYEHHAM afanTepom B KapTOHHIli kopo6ui
MOIEKYIAPHOT
mMacu nonimepy:
CaHpo3 'm6X,
ABCTpiIS;
BUNYCK cepil:
HosaprTic
dapmacbioTrKa,
C.A., IcnaHis
164. | CEAA®PITOH Tabnetku; no 12 MPAT YkpaiHa BignoBiganbHMI 3a Ykpaina BHECEHHS 3MiH 40 peecTpaLiinHmx maTepiasis: 3MiHu | 6e3 UA/4826/01/01
® Tabnetok y 6nictepi; | "®ITO®APM BMPOGHMLITBO, TMNy - AOMIHICTPaTVBHI 3MiHW. BuiyyeHHs BUpo6HUYOT peyenma
no 2 a6o 4, a6o 8 " nepBrYHHE/BTOPUH AinbHUUI (BKNOYatoun AinbHuui ana APl npoMikHOro

6nicTepis y nayui

He nakyBaHHs,

NpoAYKTY abo roToBOro NikapcbKoro 3acoby, AibHNLI
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Ne Hassa dopma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Peknam Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asiBHUKa BUPOOHUK Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakosKa) a NnocBi04Y€eHHs1
KOHTPO/Ib AKOCTI [N NpOBELieHHA NakyBaHHS, BUPOOHNKa,
Ta BUMyCK cepii: BiANOBIAA/IbHOIO 3a BUMYCK CePiii, MiCLie NPOBeAEHHS
MPAT KOHTPO/I0 cepii) abo nocTavasibHMKa BUXIGHOTO
"®ITOPAPM", marepiany, peareHTy abo AONOMDKHOI peYOBUHY (AIKLLLO
YkpaiHa; 3a3Ha4yeHo y A0CbE). BunyyeHHs BUPOGHMYOT AinbHULI
BiAnoBiganbHMA 3a roTOBOrO JlikapcbKoro 3acoby, BiANoBiAaIbHOI 3a
BMPOGHULITBO, BVMPOGHULTBO, NEPBUHHE/BTOPMHHE NakKyBaHHSA Ta
nepBYHHE/BTOPVH KOHTpOnb AkocTi MAT "BitamiHn", YkpaiHa.
He nakyBaHHs Ta 3anmwaeTbea anbTepHaTUBHUIA BUPOGHUK AT
KOHTPONb AKOCTI: "Ny6Hnchapm"”, YkpaiHa.
AT "ly6Hndhapm",
YkpaiHa,
BiANOBIAaIbHUIA 38
BMNYCK cepil, He
BK/TIOHA0YM
KOHTPONb/BUNPOGY
BaHHS cepii:
MPAT
"OITOPAPM",
YkpaiHa
165. | CE/INCENT® | kancynu no 250 mr, TOB «PoLu YkpaiHa Brvpo6HMuTBO ITania/ BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3miHu | 3a UA/6612/01/01
no 10 kancyny YkpaiHa» Hepo3chacoBaHoi Lseiuapi TMny - 3MiHK 3 axkocTi. CepTudikaT BignosigHoCTI/IE- peyenmom
6nictepi; no 10 NPOAYKUIT; A cepTudikaT BigNoBiAHOCTI EBpoONeNiChKii
6nictepiB y nakyBaHHs, hapmakonei/MoHorpadii. NMogaHHsA HoBOro abo
KapTOHHIM nayui BMNPOBYBaHHSA OHOBJ/IEHOTO cepTudikaTta BifgnoBigHOCTI abo BUTyYEHHS
KOHTPOJI0 SIKOCTI: cepTudpikaTa BignoBiAHOCTI EBponeiichbkiin hapmakonei:
Lenbchapm ansa A®l; ansa BuxigHoro
Minano, C.P.J1., marepiany/peareHTy/npoMiKHOro NPOAYyKTY, Lo
ITanis; BVKOPVCTOBYIOTHCS Y BUPOOHULTBI ADI; 415 AONOMDKHOT
MakyBaHHS, peyoBuHu (FTE-cepTudpikat BignosigHocTi €Bponelickkiii
BUMYCK Cepii: thapmakonei ans Adl/smxigHoro
®.XohbpmaHH-/15 mMarepiany/peareHTy/npomMiKHOro NpoaykTy abo
Pow /114, [ONOMDKHOT peyoBuHYM) - HoBWiA cepTudikaT ans
Lseiuapis; BMXifHOro Matepiany/peareHTy/NpOMIKHOIO NPOAYKTY
Bunyck cepii: ab0 [ONOMIXHOI pevyoBUHU Bif, HOBOTrO abo Bxe
. XodhdpmaHH-/15 3aTBepXeHOro BUpo6HvKa - nogaHHsA Hosoro E-
Pow J1tg, cepTtudbikaTa BiANOBIAHOCTI EBpONeiichbkin hapmakonei
LLiBeiuapis Ne R1-CEP 2008-048 - Rev 00 ans xenaTviHy Big,

HoBoro Bupo6Huka Pioneer Jellice India Private Ltd.,
India. 3miHn | TNy - 3MiHK 3 siKocTi. CepTudikat
BignosigHocTi/l E-cepTudikar BignosigHocTi
€Bponeiicbkilt hapmakonei/moHorpadii. MogaHHsA
HOBOro abo OHOB/IEHOro cepTudpikata BigNOBIAHOCTI ab6o
BWyYEHHS cepTudikaTa BignoBigHOCTI EBponeichkiii
hapmakonei: gna A®l; ans BuxigHoro
marepiany/peareHTy/npoMiKHOro NPOAYyKTY, Lo
BVIKOPVCTOBYIOTHCS Y BUPOOHULTBI ADI; 415 AONOMDKHOT
peyoBuHu (FTE-cepTudpikat BignosigHocTi €Bponelickkiii
thapmakonei ans Adl/smxigHoro
MaTepiany/peareHTy/MpoMidKHOro NPoAyKTy abo
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n/n

Ha3ssa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOOHUK
a

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs

Homep
peecmpayiliHo2o
nocsio4eHHs

[ONOMIXHOI peyoBuHK) - OHOBNEHWIA cepTudikarT Bif,
BXe 3aTBEePA)KEHOro BYUPOOHWMKA - NOJaHHA OHOB/IEHOIO
I'E-cepTudpikaTa BignosigHOCTi EBponeiicbkiit
hapmakonei Ne R1-CEP 2000-029 - Rev 06
(3atBepaxeHo: R1-CEP 2000-029-Rev 05) gns
xenaTnHy Bupo6bHuuTBa Rousselot, Son, Netherlands.
3MiHn | TUnYy - 3MiHK 3 akocTi. CepTuddikat
BignosigHocTi/l E-cepTudikar BignosigHoCTi
€Bponeiicbkili hapmakonei/moHorpadii. MogaHHA
HOBOro abo OHOB/IEHOro cepTudpikata BigNOBIAHOCTI ab6o
BWyYEHHS cepTudikaTa BignoBigHOCTI EBponeicbkiii
thapmakonei: gna A®l; ans BuxigHoro
marepiany/peareHTy/npoMiKHOro NpPoAyKTy, Lo
BVIKOPVCTOBYIOTbCS Y BUPOOHULTBI ADI; 415 SONOMDKHOT
peyvoBuHu (FE-cepTudpikat BignosigHocTi €Bponelickkiii
thapmakonei ana Ad®l/smxigHoro
marepiany/peareHTy/npomMikHOro NpoaykTy abo
[ONOMDKHOT peyoBuHYM) - OHOBNEHWI cepTudikaT Big,
BXE 3aTBEPKEHOr0 BUPOOHMKA - NOJAaHHS OHOBIEHOTO
IE-cepTudikaTa BignoBigHOCTI EBPONECHKIi
thapmakonei Ne R1-CEP 2000-045-Rev 06
(3atBepmxeHo: R1-CEP 2000-045-Rev 04) ans
xenaTtunHy BupobHuutea Tessenderlo Group N.V.
Division PB, Leiner, Vilvoorde, Belgium

166.

CUrHILE®D

Kpanni oyHi, 0,5 %,
no 5 mn y donakoHi-
KpanesibHuui, no 1

hnakoHy B navui 3

KapToHYy

CEHTICC
PAPMA
nBT. NTA4.

IHais

CEHTICC ®APMA
NBT. NTA4.

IHgis

BHECEHHS 3MiH 40 peecTpalinHmx maTepiasis: 3MiHu |
TMny - 3MiHK 3 AKOCTI. [0TOBWIA NikapcbKnii 3acib.
KOHTPO/1b rOTOBOrO NiKapcbKoro 3acoby. 3miHa y

mMeTofax BUNPOo6yBaHHS roTOBOrO /liKapCbKOro 3acoby

(He3HayHa 3MiHa y 3aTBEPMAXEHNX METOAAX
BMNPO6YBaHHSA) HE3HAYHI 3MiHM 3a NOKA3HUKOM
"KinbKicHe BM3Ha4YeHH BEH3asIKOHI0 x/iopuay", a came

KOpEeKLii OCHOBHOI (hOpPMY/IN pO3paxyHKy: ANs
YTOUYHEHHSI OTPUMaHUX pe3ynbTaTiB y hopmyny

[00A€ETLCA TYCTUHA PO3UnNHY cTaHaapTy 50%

6eH3a/1KOHIl0 XNopuay (ska Ma€e ctane 3HaYeHHs i
cTaHoBuTb 0,98 /M), OCKINIbKM pO3paxyHOK
6eH3aNKoHiII0 x1opuay Begetbes y % mac/o6.
BBOAATLCSA HE3HAYHI pefaKLUiliHi 3MiHK

3a
peyermom

UA/12551/01/01

167.

CUMBACTAT
NH

KpUcTanivyHmi
MOPOLLIOK
(cybcTaHuis) y
nakertax
nonieTnIeHoBmX
ans
chapmaLeBTUUHOTO
3aCcTOCyBaHHSA

ToBapucTeo
3
06MexXeHoH
Bignosiganb
HiCTIO
"PapmaueBT
nyHa
KoMnaHis
"3p0poB'a”

YKpaiHa

WAOCIH
L3IHCIHb
®APMACBHIOTIKA

NKo., NTA

Kutaii

BHECEHHS 3MiH 0 peecTpaLiiiHMx maTepiasis: 3MiHu |
TMny - 3MiHK 3 aKocTi. CepTudikaT BignosigHoCTI/IE-
cepTudikaT BigNoBiAHOCTI EBpoONeENChKii
hapmakonei/MmoHorpadii. NMogaHHsA HoBOro abo
OHOBJ/IEHOTO cepTudikarta BifgnoBigHOCTI abo BUTyYEHHS
cepTudikaTa BignoBiAHOCTI EBponeiickbkiin hapmakonei:
onsa A®l; ansa BuxigHoro
marepiany/peareHTy/npoMiKHOro NPOAYyKTY, Lo
BMKOPVCTOBYOTLCS Y BUPOOHULTBI ADI; 415 AONOMKHOT
peyoBuHM (cepTudpikaTt BiANOBIAHOCTI EBPONEChKIlt
hapmakonei) - OHoBMeHUIA cepTudikaT Bif yxe

UA/18073/01/01
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Ne Hassa dopma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Peknam Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asiBHUKa BUPOOHUK Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakosKa) a NnocBi04Y€eHHs1
3aTBepKeHOro BUpobHyKa. MNMogaHHA OHOBIEHOrO
cepTuddikaTa BiANOBIAHOCTI EBpoNeiickbkii hapmakonei
Ne CEP 2005-300 - Rev 06 (3aTBepaxeHo: R1-CEP
2005-300 - Rev 05). AK Hacnigok 3mMiHa Ha3Bsun
BMPOGHWKA; foAaBaHHS igeHTUdikaTopiB opraHizauii
(SPOR ORG ID) Ta micus po3sTatlyBaHHS KOMNaHii
(SPOR LOC ID), 6e3 3a3Ha4eHHs B peecTpaLjiiiHomy
MoCBiJYeHHI BiANOBIAHO A0 OHOBMeHOT Bepcii CEP.
3MiHV agpecu Ta Micus posTallyBaHHSA AiNbHUL
BMpo6HuuTBa API He Bifbynoch.
168. | CUHYMPET® | kpan/i opabHi; no BioHopuka HimeuunHa BioHopvka CE HimeuuunH BHECEHHS 3MiH 0 peecTpauiiiHux maTepiasis: 6e3 UA/4373/02/01
50 mn a6o no 100 CE a BUMPABIEHO TEXHIYHY NOMWJIKY B IHCTPYKLIT 418 peuyenma
M1 PO3YMHY Y Me[MYHOro 3aCTOCYBaHHS NlikapcbKoro 3acoby y po3gaini
dhnakoHi, 3 «YnakoBka», 3aTBepeHili npu npoueaypi 3MiH
[,03yH04UM Haka3oMm Big 10.02.2022 p. Ne 278, ge 6yno gonyLuieHo
KpanesibHUm TEXHIYHY MOMWJIKY Y CMOBi «KOHTPOJI0» (NponyLueHa
NPUCTPOEM 3BEPXY, nitepa «n»).
3 KPULLIKOIO, L0 3aTBep/keHa pefakuia: Ynakoska. Mo 50 mn a6o 100
HarBUHYy€eTbCS | M1 PO34MHY Y (h/1aKOHI, 3 AO3YHUUM KpanesbHUM
KinbLeM KOHTPO/0 NPVUCTPOEM 3BEPXY, 3 KPULLKOIO, LLIO HarBUHYY€ETHCS i
BigKpuTTA, No 1 KiNbLLEM KOHTPOK BiAKPUTTS, BMILLLEHOMY Y KAPTOHHY
dnakoHy y Kopobky. HoBa pegakuisi: Ynakoska. Mo 50 mn a6o 100
KapTOHHIA KOopooLi MJ1 PO34MHY Y (h/1aKOoHi, 3 J03YHUUM KpanesbHUM
NPUCTPOEM 3BEPXY, 3 KPULLIKOHO, LLIO HarBUHYYETHCS i
KiflbLieM KOHTPO/IO BIAKPUTTS, BMILLEHOMY Y KAPTOHHY
KOPOGKy.
169. | CIMYNEKT® niocpinizat ans Hosapric LLiBeiiuapis Brvpo6HMuTBO LLiBeiiuapi BHECEHHS 3MiH [J0 peecTpauiitHux maTepianis: 3miHu | 3a He UA/17146/01/01
PO3UmnHY Ans Papma Al niKapcbKoro s/ TMny - 3MiHK 3 AKOCTI. FOTOBWIA NiKapPCbKMiA 3aci6. peyenmom nionsea
iH'ekujin/iHdy3ili, no 3aco6y 3a NOBHUM ABcTpisi/ Cuctema KoHTeliHep/3aKynoptoBasibHUIA 3aci6. 3MiHa €
20 wr; 1 donakoH 3 LUKIOM Ta dpaHuis PO3Mipy yNakoBK/ roTOBOrO NikapCbkoro 3acoby (iHLwi
niocpinizatom y BTOPUHHE 3MiHM) BBegeHHS AofaaTkoBoi ynakoBku /13, a came

KOMM/IEKTi 3
PO34MHHKKOM (5 MA
BOAW ANS iH'EKLi) B
amny/ii, B KApTOHHIiA
Kopobui abo 1
hNakoH 3
niodpinizatom, B
KapTOHHIA Kopoo6Li

nakyBaHHs, BUMYCK
cepil po34MHHKKA:
HosapTic ®apma
LTeliH AT,
Leiiyapis;

KoHTpOsb sKoCTi
niKapcbKoro
3acoby:
Hosaprtic ®apma
Ar, Wseiiuapis;

BMPOGHMLITBO,
KOHTPO/b SIKOCTI,
nepBuHHE
nakyBaHHS
PO3YMHHYIKA:
Takega ABCTpisi

HOBOro po3mipy ynakoBku 13 (1 cknsHWi donakoH 6e3
PO34MHHKKA), 3 BiANOBIAHMMM 3MiHAMU A0 P. YNakoBKa»
MKA N3
3MiHV BHECEHO B IHCTPYKLiO 4719 Me4UYHOro
3aCcTOCyBaHHSA [0 po3ainis "Cnocib 3acTocyBaHHA Ta
fosn", "Ynakoska" (fofaBaHHs HOBOT BTOPUHHOI
ynakoBku (6€3 po34MHHMKA)) 3 BiANOBIAHNMMN 3MiHAMU Y
TEKCTi MapkyBaHHS YNakoBOK NiKapcbkoro 3acoby.
BBefeHHs1 3MiH npoTArom 6-T MicAuiB nicns
3aTBEPAKEHHS.
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n/n

Ha3ssa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOOHUK
a

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs

Homep
peecmpayiliHo2o
nocsio4eHHs

'M6X, ABCTpIst;

KOHTPO/b AKOCTI
PO3UYNHHKIKA:
ATEC I'pa3s IME[,
ABCTpIS;

BMPOGHMLTBO,
KOHTPO/Ib SIKOCTI,
nepBuHHE
nakyBaHHs1
PO3UMHHYKA:
Jenbdapm
[>oH , ®paHuis

170.

CIHAPTA®

NOPOLLIOK AN1s
OpPa/IbHOIO PO34UHY,
1,5r1/3,95r; no 3,95
r B cawe; no 10 a6o
30 cawe y nayuyj 3
KapToHY

AT
"papmak”

YKpaiHa

AT “dapmak”

YkpaiHa

BHECEHHS 3MiH 0 peecTpaLiiiHMx MaTepiasis: 3MiHu |
TMny - 3MiHK 3 AKOCTI. [OTOBWIA Nikapcbknii 3acib.
Cuctema KoHTeliHep/3aKynoptoBasibHUIA 3aci6. 3miHa
nocravasibHUka nakyBasibHUX MaTepianis abo
KOMMIEKTYOUMX (SIKLLO 3a3HAaYeHO B A0CbE) (3aMiHa abo
JofaBaHHA nocTavasibHUKa) BHECEHHS
a/lbTEPHATUBHOIO NocTavasibHuka honbronaeHy
(chonbru antoMiHiEBOI TamMiHOBaHOT Nanepom Ta
nonietuneHom) — dinii «Binnak» TOB «CTtonnyHuii
M/IMH», YKpaiHa. 3aTtBepmpkeHo: MTC Polska
Sp.Z.0.0.,Monbwa; TOB AnTpeiig, YkpaiHa
3anponoHoBaHo: MTC Polska Sp.Z.0.0.,Monbwa; TOB
Antpeiig, YkpaiHa ®dinis «BiHnak», TOB «CToMnYHWIA
MAVHY», YKpaiHa. 3MiHu | Tuny - 3MiHu 3 aKocTi. FoToBwMiA
nikapcbkuii 3aci6. Cuctema
KOHTelHep/3aKynoptoBasibHUiA 3aci6. 3MiHa napameTpiB
cneundikauiin Ta/abo AONyCTUMMX MEX NEPBUHHOT
yNaKoBKM rOTOBOTO /iKaPCbKOro 3acoby (BUTyYeHHS
He3Ha4yHOro MokasHuKa (Hanpuknag, 3actapinoro
nokasHuka)) OHOBMEeHHs po3giny 3.2.P.7 Cuctema
KOHTeliHep/ 3aKkyrnoproBasibHWiA 3acib, a came:
BUIyYeHHs 3 cneuudikauii Ha chonbronneH (ponbru
atoMiHIEBOT NaMiHOBaHOT nManepom Ta nosieTuaeHom) n.
«Martepian», «I'padhiuHe 0hOpMIEHHS, NPaBW/ILHICTb
HaHEeCEHHS TEKCTY», «Po3mipu pynoHy», «LLUupuHa
donbronneHy», «BusHavyeHHA HafiiHOCTi HaHECEHHS
ApyKapcbkux dhapb Ta 3axmMcHOro siaky Ha osIbronseH
(apresia dpnekcorpadcbkoro Apyky)», «CTilikicTb
NOBEPXHEBOTO LWapy )onbronsieHy 40 BUCOKOI
Temnepartypu (TemnepaTtypHuii TecT)», «CKetoBaHHs».
3MiHu | TMNY - 3MiHKW 3 iKOCTi. ToTOBUIA Nikapcbkuii 3aci6.
CuncTtema KoHTeliHep/3aKkynoproBasibHUIA 3aci6. 3MiHa
napameTpiB cneuudikauiii Ta/abo JOMYCTUMUX MEX
NepBMHHOT YNakoBKM rOTOBOIO JiKapCbKOro 3acoby (iHLi
3MiHW) OHOB/IEHHS po3ainy 3.2.P.7 Cuctema koHTelHep/
3aKynoproBa/IbHUIA 3acCib, a caMe: BHECEHHS 3MiH Y

3a
peyenmom

UA/14774/01/01
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Ne Hassa dopma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Peknam Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asiBHUKa BUPOOHUK Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakosKa) a NnocBi04Y€eHHs1
crneumgikalito Ha gonbronneH (gosnbra antoMiHiesa
naMiHOoBaHa nanepom Ta nonieTusieHom) 3a .
«30BHILWHI BUrNaa», «LLinbHiCTb dhonbronneHy» ta
«MBY».
171. | CIO®OP® XR | Tabnetku BEP/IH- HimeuunHa BMPOGHMLTBO “in IHgia/ BHECEHHS 3MiH 0 peecTpauiitHux maTepiasis: 3MiHu | 3a UA/20045/01/01
500 NPONOHIroBaHoI A, XEMI AT bulk™: HimeuuunH Tuny - 3MiHK 3 AKOCTi. FOTOBWIA Nikapcbkuii 3aci6. 3MiHK peyenmom
no 500 wmr, no 15 CeHTayp a/ Itanis y BUPOGHMLTBI (iHLWi 3MiHK) OHOBAEHHA p.3.2.P.3.3.0nuc

TabneTok y 6nictepi,
no 4 a6o 8 6nictepis
Y KapTOHHIli KOpoobLi

dapmaueyTikan3
MpaliseT NimiTes,
IHAis;

BMPOBHULTBO "in
bulk" Ta KOHTpO/b
cepili (3a
BUHATKOM
BMNPOGYBaHb 4715
BU3HAYEHHSA
BMicTy NDMA):
BEP/IIH-XEMI AT,
HimeuunHa;

nakyBaHHs1,
KOHTpOsb (3a
BUHATKOM
BMNPOGYBaHb 4715
BU3HAYEHHSA
BmicTy NDMA) Ta
BUWMYCK Cepii:
BEPNIH-XEMI AT,
HimeyuunHa,;

KOHTPO/b cepili
(Tinbkn
BMNPOBYyBaHHSA
[ONS BU3HAYEHHSA
BMicTy NDMA):
A. MeHapiHi
MaHythakTypiHr
JoricTikc eHp,
Cepsicec C.P.J1.,
ITania

BMPOGHNYOro NpoLecy Ta KOHTPOSIO NpoLecy, a came
BUJaIeHHA HECYTTEBOrO NapameTpa BUPOGHMLTBA
«ETanioHHUI cTpyM po6o4oro kosnecax». 3miHu | Tuny -
3MiHu 3 sKocTi. [0TOBWMIA Nikapcbkuii 3aci6. 3MiHN Y
BUPOGHMUTBI. 3MiHa iMNopTepa/3aMiHK, LLO CTOCYTbCA
BMNYCKY Cepii Ta KOHTPOIIO SIKOCTi FOTOBOrO NiKapCbKoro
3acoby (3amiHa abo AofaBaHHA AifbHULI, Ha Kl
3[iACHIOETLCSI KOHTPO/IL/BUNPOGYBaHHS cepii) -
[0faBaHHA AibHUL Ha KA 34iCHIOETLCA KOHTPOSb
cepii (Tibkv BUNPOBGOBYBaHHS AN BU3SHAYEHHS BMICTY
NDMA) - A. MeHapiHi MaHyaKTypiHr J1OriCTiKC eHf,
Cepsicec C.p.J1., Itanisa/A.Menarini Manufacturing
Logistics and Services S.r.l., Italy - 3miHu | Tvny - 3miHn
3 AKoCTi. FoTOBWIA Nikapcbkuid 3aci6. KOHTposb roToBOro
nikapcbKoro 3acoby. 3MiHa napameTpiB cneuudikawii
Ta/abo [oMyCTUMUX MeX roTOBOrO JliKapcbKoro 3acoby
(aonoBHeHHA abo 3amiHa nokasHuka cneundikadii 3a
pesynbTatamv focnimxkeHb 3 6e3nekn abo AkocTi (3a
BVHSITKOM JlikapCbknX 3aco6iB
6i0n0rivYHOro/iMyHOONYHOTO NOXOKEHHS)) AoAaBaHHS
B cneuudikauito 13 npy BUNYCKy Ta NPOTATOM TEPMIHY
nNpuAaTHOCTI KOHTPOTI0 AoMilkM N-
HitposogumeTtunamiHy (NDMA) 3 HOpMYyBaHHAM «He
6inblue 48 ppb 3 BiANOBIAHMM METOLOM BUNPOOYBaHHS
LC-MS/MS. BunpobyBaHHS He € PyTUHHWM;
NPOBOAMTLCA Ha NEPLUMX TPbOX KOMEPLIIAHMX cepiax i
NOTIM Ha KOXHI AeCcaTili KOMepLiliHin cepii (a6o Ha
ofHili cepii Ha pik. BBeAeHHS 3MiH NpoTArom 6-Tu
MicAILiB nicns 3aTBepKeHHS. 3MiHU | Tuny - 3MiHK 3
akocTi. CepTudikaT BignosigHocTi/lE-cepTudikar
BiANOBIAHOCTI E€Bponelickkili hapmakonei/MoHorpadii.
MopaHHA HOBOrO abo OHOB/IEHOTO cepTudlikaTa
BiANOBIAHOCTI abo BMUNyYeHHs cepTudikara
BiANoOBIAHOCTI EBponeiickkili hapmakonei: ans A®l; ons
BMXIZAHOrO MaTepiany/peareHTy/NpoMbKHOIo NPOAYKTY,
LLIO BUKOPUCTOBYIOTLCA Y BUPOGHULTBI A®I; ans
[OMOMDKHOT peyoBMHY (cepTudiikaTt BiAMnoBigHOCTI
€Bponelicbkiit hapmakonei) - OHOBIEHWIA cepTudpikaT
Bifl y)Ke 3aTBEP)KEHOro BUPOGHMKa NOAAHHS
OHOBJ/IEHOTO cepTudikaTy BignosigHoOCTI EP Big BXe
3aTBEPLKEHOr0 BUPOGHUKA Ajit040i PEeHOBUHM
meTdopmiHy rigpoxnopug Harman Finochem Ltd CEP
Ne R1-CEP 2000-059-Rev 12 (nonepegHs Bepciss CEP
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n/n

Ha3ssa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOOHUK
a

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs

Homep
peecmpayiliHo2o
nocsio4eHHs

Ne R1-CEP 1998-079-Rev 11). 3MiHu | TURY - 3MiHN 3
akocTi. A®l. KoHTponb A®l. 3miHa y napameTpax
cneuudikaLin Ta/abo fonyCTUMUX MEX, BU3HAYEHUX Y
cneyudikaisx Ha A®l, abo BUXigHWIA/NPOMIXKHWIA
NpoAyKT/peareHT, WO BUKOPUCTOBYIOTLCS Y NPoOLEC
BUPOGHMLTBA AD| (BUTyYEHHSA HE3HAYHOTO MOKa3HMKa
AKOCTI (HanpyKnag BUyYeHHS 3acTapisioro NokasHvka))
BW/TyYEHHS MOKasHMKa cneyndikauii «po3mip 4YacTUHOK»
BMpOOHUKa fjtoyvoi pevyoBuHU Harman Finochem Ltd.
3MiHn | TURY - 3MiHK 3 sKocTi. APl KoHTponb A®I. 3miHa
y napameTpax cneuudikauiin Ta/abo gonycTumMmnx Mex,
BM3HAYEHUX Y cneundikauisix Ha Adl, abo
BUXIZAHUIA/NPOMIXHWIA NPOAYKT/pearexT, Wwo
BUKOPVCTOBYIOTbCS y Npoueci BUpobHuuTea Ad|
(BMNyYEHHS1 HE3HAYHOrO NOKa3HKKa AKOCTI (Hanpuknag,
BW/TyYEHHS 3acTapifioro NoKasHuka)) BUTyYEeHHS
nokasHuka cnewmdikauii «po3mip YaCTUHOK» BUPOGHMKA
nitoyoi pevoBuHM Wanbury Limited, IHAIA. 3MiHW | Tuny -
3MiHK 3 sIKOCTi. TOTOBWIA Nikapcbkuii 3aci6. 3MiHN y
BMPO6HMLTBI. 3MiHN BUNpoOyBaHb abo AOMYCTUMUX
MeX, BCTaHOBJ/IEHUX Y cneumdikauisx, nig yac
BMPOGHMLTBA FOTOBOrO NiKAPCbKOro 3acoby (BUIyYEHHS
HeCyTTEBOro BUNpobyBaHHsA B NMpoLeci BUPOOHNLTBA)
BW/IYYEHHS NoKasHuka «AHani3 cymilli» (Blend Assay),
AKUIA TECTYETLCA Ha KiHLEBIl cyMmiLi nig yac
BMPOGHNYOro eTany «3malllyBaHHs» B IKOCTi KOHTPO/TO
AKOCTI Nif, Yac pyTUHHOro BMPOGHULTBA. 3MiHU | TUny -
3MiHK 3 siKoCTi. TOTOBMIA Nnikapcbkuii 3aci6. CTabinbHICTb.
(iHWI 3MiHW) BBEAEHHS OHOBMIEHVX AAHUX 3i
CTabiNbHOCTI, WO CTOCYTbCA BUPO6HUKa 113 BEP/IIH-
XEMI Al, HimeyunHa.

172.

CNOPAKcCON

Kancynu no 100 mr;
no 5 kancyny
cTpvni; no 2 ctpuna
B KaQpPTOHHII navu;
no 6 kancyny
cTpvni; no 5 ctpunis
Y KapPTOHHIN nauu;
no 6 kancyny
cTpvni; no 1 ctpuny
B KQPTOHHII nayui

3AT
«®apmira»

JInToBCbka
Pecny6nika

Na6opaTtopioc
NikoHca, C.A.

IcnaHis

BHECEHHS 3MiH [0 peecTpauiitHux maTepiasis: 3MiHu |
Tuny - 3MiHK 3 AKOCTi. FOTOBWIA Nikapcbkuii 3aci6. 3MiHK
y BUPOGHMLTBI. 3MiHa po3Mipy cepii (BKIuYaoum
AianasoH po3Mipy cepii) roToBOro slikapcbkoro 3acoby
(36inbLUeHHs A0 10 pasiB NOPIBHAHO i3 3aTBEPAKEHNM
pO3MipoMm) - BBEAEHHS AOAATKOBOro po3mipy cepii N3
1000 «r (2.155.000 kancyn) B 4OMNOBHEHHS [0 BXe
3aTBepAxeHoro po3mipy cepii 250 kr (538.000 kancyn),
645 «r (1.390.000 kancyn)

3a
peyenmom

UA/13899/01/01

173.

CTPENCI/IC®
BES3 LIYKPY,
31 CMAKOM
NMMOHA

NbOASAHUKM; No 8
NbOASHUKIB Y
6nictepi; no 2
6nictepu B
KapTOHHI kopobLyj;
no 12 nboAsHWKIB Y
6nictepi; no 1 a6o
no 2 6nictepv B

PekkiTT
BeHkizep
Xenckep

IHTEepHeLLHN

Nimiten

Benwvka
BputaHis

PekkiTT BeHkizep
Xernckep
IHTEepHeLLHN
Nimiten

Benvka
BpuTtaHis

BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3miHu |
Tuny - 3miHK Wwoao 6e3nekn/ethekTUBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHn) - 3MiHU BHECEHO B TEKCT
MapKyBaHHS NEPBUHHOI YNakoBKM NiKapCbKoro 3acoby
(n. 1. «<HA3BA NNIKAPCbBKOIO 3ACOBY») Tay TekcT
MapKyBaHHA BTOPUHHOI ynakoBku (n. 1. «<HA3BA
NIKAPCBbKOIO 3ACOBY», n.15. «/1A NIKAPCbKMX
3ACOBIB, SKI MPU3HAYEHI 1719 CAMOCTIAHOIO

6e3
peuyenma

UA/4927/01/01
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Ne Hassa dopma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Peknam Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asiBHUKa BUPOOHUK Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakosKa) a NnocBi04Y€eHHs1
KapTOHHiiA Kopo6Li NIKYBAHHSA — IHPOPMALIA WOAO
3ACTOCYBAHHSA», n. 17. «IHLWE»).
174. | CYPBAHTA® | cycneHsis gns E66BI LLiBeiiuapis E66BI IHK. CLWA BHECEHHS 3MiH [0 peecTpaLiiiHMx MmaTepiasis: 3MiHu | 3a He UA/11404/01/01
iHTpaTpaxeasibHOro Biochapmacb TUny - AAMIHICTPaTVBHI 3MiHW. 3MiHa Ha3BW NiKapPCbKOro peyenmom nionsza
BBeAEHHS, 25 mMr/mn; l0TiKan3 3ac06y. 3miHa Ha3BM NikapCcbKoro 3acoby. €
no 4 mn abo 8 Mny 6X 3ATBEP)KEHO:
CKNsiHOMY hnakoHi; CYPBAHTA
no 1 donakoHy B 3AMPOMNOHOBAHO:
KapTOHHIA Kopoo6Li CYPBAHTA®
TepmiH BBeAEHHS 3MiH MPOTAroM 6 Micauis nicns
3aTBEPAKEHHS.
175. | CYPBAHTA® | cycneHsis gns E66BI LLiBeiiuapis E66BI IHK. CWA BHECEHHS 3MiH [j0 peecTpaLiitHux maTepianis: 3miHu | 3a UA/11404/01/01
iHTpaTpaxeasnibHOro Biochapmach MRy - 3MiHK WoA0 6e3nekn/edpeKTUBHOCTI Ta peyenmom
BBeEHHs, 25 Mr/mn; loTikan3 thapmakoHarnagy (iHwi 3MiHW) 3MiHW BHECEHO B TEKCT
no 4 mn abo 8 Mny 6X MapKyBaHHS BTOPMHHOT YNakoBKM /ikapCbKoro 3acoby B
CKNSIHOMY hN1akoHi; po3ain 17. «IHWE». BBegeHHsA 3MiH NpOTArom 6-Tn
no 1 dpnakoHy B MiCALB NiC/1A 3aTBePIXKEHHS.
KapTOHHI Kopoo6Lli
176. | CYTEHT Kancynm no 25 mr, Mdpaiizep CWA Mdpaiizep ITanis ITanis BHECEHHS 3MiH 40 peecTpauiiHux matepianis: 3MiHu | 3a He UA/7785/01/02
no 7 kancyny IHK. C.p.n. Tuny - 3MiHK Woao 6e3nekn/etpekTNBHOCTI Ta peyenmom nionsea
6nictepi, no 4 chapmakoHarnsgy. 3MiHa y KopoTkili xapakTepucTuui €
6nictepn y NikapcbKoro 3acoby, TeKCTi MapKyBaHHS Ta iIHCTPYKLUT
KapTOHHii Kopo6Li AN MeAUYHOro 3acToCyBaHHS Ha NiAcTasi perynspHo
OHOB/OBAHOrO 3BiTY 3 6e3neku nikapcbkoro 3acoby, abo
JocnifpKeHb 3 6e3neky 3acToCyBaHHA NiKapCbKoro
3acoby B nic/isipeecTpaviiiHmii nepiod, abo sk pesynbTtaT
OL|iHKM 3BITY 3 AOCHIMKEHb, MPOBEAEHUX BifNOBIAHO A0
naaxy negiatpuyHmx gocnigpkeHb (PIP) (3miHy
Y3rO[PKEHO 3 KOMMNETEHTHUM YNOBHOBEXKEHNM OPraHoM)
3MiHN BHECEHO B IHCTPYKLiO 415 MeAUYHOTOo
3acTOCyBaHHS MikapCcbKoro 3acoby Ao po3ginis
"Oco6nmBoCTi 3acTocyBaHHA" Ta "Mo6ivHi peakuii”
Bi4NOBIAHO A0 OHOBMEHOT iH(hopMaL,ii Wwoao 6esneku
3aCTOCyBaHHS Ajitlo4oi PeYOBWHM 3rifHO 3
pekomeHgauieto PRAC.
BBefieHHs1 3MiH NpoTArom 9-T MicALiB nicns
3aTBEPKEHHS. 3MiHM | TUNY - AGMIHICTPATUBHI 3MiHN.
3MiHa Ha3BM NikapcbKoro 3acoby
3MiHa Ha3BM NikapcbKoro 3acoby. 3aTBepAkeHo:
CYTEHT (SUTENT™) 3anponoHoBaHo: CYTEHT
(SUTENT)
BBefieHHs1 3MiH NpoTArom 9-T MicALiB nicns
3aTBEPKEHHS.
177. | CYTEHT Kancynu no 50 mr, Mdpaiizep CWA Mdpaiizep ITanisa ITanis BHECEHHS 3MiH 10 peecTpaLiitHux maTepianis: 3MiHu | 3a He UA/7785/01/03
no 7 kancyny IHK. C.p. n. TMny - 3MiHK WoA0 6e3nekn/edpeKTUBHOCTI Ta peyenmom nionsea
6nictepi, no 4 thapmakoHarnsgy. 3MiHa y KOpoTKili XxapakTepucTumui €

6nictepn y
KapTOHHiiA Kopo6Li

nikapcbKoro 3acoby, TeKCTi MapKyBaHHS Ta IHCTPYKLT
015 MeQNYHOro 3acToCyBaHHS Ha NiAgcTaBi perynsipHo
OHOBJIHOBAHOrO 3BiTY 3 6Ge3neKn NikapcbKoro 3acoby, abo
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n/n

Ha3ssa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOOHUK
a

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs

Homep
peecmpayiliHo2o
nocsio4eHHs

pocnigpkeHb 3 6e3neky 3acTocyBaHHS NMikapCbKoro
3acoby B nic/sipeecTpaviiiHvii nepiod, abo sk pesynbTtar
OLLiHKM 3BITY 3 AOCNiMKEeHb, NpoBeAEHUX BIAMNOBIAHO A0
nnaHy negiatpuyHmx gocnigkeds (PIP) (3MiHy
Y3rO[PKEHO 3 KOMMNETEHTHUM YNOBHOBEKEHNM OPraHoMm)
3MiHV BHECEHO B IHCTPYKLiO 4719 Me4UYHOro
3aCTOCYBaHHS NikapcbKoro 3acoby A0 po3ainis
"Oco6nmBoCTi 3acTocyBaHHA" Ta "Mo6ivHi peakuii”
BiANOBIAHO A0 OHOBEHOT iHGhOpMaLi LWLoA0 6e3neku
3acTOCYyBaHHS Ail040i peYOBUHM 3riHO 3
pekomeHgauieto PRAC.

BBeneHHs 3MiH NpoTAaroM 9-tu micAuis nicns
3aTBEPMKEHHSA. 3MiHW | TUNY - AOMIHICTPaTUBHI 3MiHN.
3MiHa Ha3BM NiKapCcbKoro 3acoby
3MiHa Ha3BU nikapcbKoro 3acoby. 3aTBepaKeHo:
CYTEHT (SUTENT™) 3anponoHosaHo: CYTEHT
(SUTENT)

BBefeHHs 3MiH NpoTAroM 9-tu micAuis nicns
3aTBEPKEHHS.

178.

CYTEHT

Kancynu no 37,5 wr,
no 7 kancyny
6nictepi, no 4
6nictepu y
KapTOHHIA KOopoo6Li

Mdpaiizep
IHK.

CLIA

Mdpaiizep ITanisa
C.p. n.

ITanis

BHECEHHS 3MiH [0 peecTpauiitHux maTepiasis: 3MiHu |
TMny - 3MiHK WoA0 6e3nekn/edekTUBHOCTI Ta
thapmakoHarnsgy. 3MiHa y KOpoTKilii XxapakTepucTumui
nikapcbKoro 3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKLiT
AN MeAMYHOro 3acToCyBaHHS Ha NiAcTasi perynspHo
OHOBJIOBAHOrO 3BiTY 3 6Ge3neKkn Nikapcbkoro 3acoby, abo
JocnifpKeHb 3 6e3neky 3acToCyBaHHSA NiKapCbKoro
3aco6y B nic/isipeecTpaviiiHmii nepiod, abo sik pesynbTaT
OL|iHKM 3BITY 3 AOCIMHKEHb, NPOBEAEHUX BiANOBIAHO A0
nnaHy negiatpuyHmx gocnigpxes (PIP) (3MiHy
Y3rO[PKEHO 3 KOMMNETEHTHUM YNOBHOBaXKEHNM OPraHoM)
3MiHM BHECEHO B IHCTPYKLiO 415 MeANYHOT0
3aCTOCYBaHHS Nikapcbkoro 3acoby A0 po3ainis
"Oco6nmBocCTi 3acTocyBaHHA" Ta "Mo6iyHI peakujii"
Bi4MOBIAHO 4,0 OHOBMEHOT iH(hopMaL,ii Wwoao 6e3neku
3acTOCyBaHHS Ajitlo4oi PeYOBWHM 3rifHO 3
pekomeHgauieto PRAC.

BBefeHHst 3mMiH npoTArom 9-T MicAUiB nicns
3aTBEPMKEHHS. 3MiHM | Tuny - AOMIHICTPaTMBHI 3MiHN.
3MiHa Ha3BW NikapCcbKoro 3acoby
3MiHa Ha3BY MikapCbKOro 3acoby. 3aTBEPAKEHO:
CYTEHT (SUTENT™) 3anponoHoBaHo: CYTEHT
(SUTENT)

BBefeHHst 3mMiH npoTArom 9-T MicAUiB nicns
3aTBEPAKEHHS.

3a
peyenmom

He
nionsea
€

UA/7785/01/04

179.

CYTEHT

Kkancynu no 12,5 wr,
no 7 kancyny
6nictepi, no 4
6nictepn y
KapTOHHI Kopoo6Lli

Mdpaiizep
IHK.

CWA

Mdpaiizep ITanis
C.p.n.

ITanis

BHECEHHS 3MiH [J0 peecTpauiiiHux maTepianis: 3MiHu |
TUny - 3MiHK Wwoao 6e3nekn/ethekTUBHOCTI Ta
hapmakoHarnsgy. 3MiHa y KOpoTKilii XxapakTepucTuui
nikapcbKoro 3acoby, TeKCTi MapKyBaHHS Ta IHCTPYKLUT
015 MeQMYHOro 3acTOCyBaHHA Ha MiAcTaBi perynsipHo

3a
peyenmom

He
nionsea
€

UA/7785/01/01
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n/n

Ha3ssa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOOHUK
a

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs

Homep
peecmpayiliHo2o
nocsio4eHHs

OHOB/IOBAHOrO 3BiTY 3 6Ge3nekun nikapcbkoro 3acoby, abo
JocnifpKeHb 3 6e3neky 3acToCyBaHHSA iKapCbKoro
3acoby B nicnsapeecTpauiliHnii nepios, abo sk pesynbtar
OL|iHKM 3BITY 3 AOCIMKEHb, NPOBEAEHUX BiANOBIAHO A0
nnaHy negiatpuyHmx gocnigpxkes (PIP) (3MiHy
Y3rO[XKEHO 3 KOMMNETEHTHUM YNOBHOBaXKEHNM OPraHoM)
3MiHU BHECEHO B IHCTPYKLiO 415 MEAUYHOT0
3aCTOCYBaHHS NikapcbKoro 3acoby A0 po3ainis
"Oco6nmBoCTi 3acTocyBaHHA" Ta "Mo6iyHI peakuii”
Bi4MNOBIAHO 4,0 OHOBMEHOT iH(hopMaL,ii Wwoao 6e3neku
3aCTOCyBaHHS Ajilo4oi PEeYOBWHM 3rifHO 3
pekomeHgauieto PRAC.

BBefieHHs1 3MiH NpoTArom 9-T MicALUiB nicns
3aTBEPMKEHHS. 3MiHW | TMNy - AOMIHICTPaTMBHI 3MiHN.
3MiHa Ha3BW NikapcbKOro 3acoby
3MiHa Ha3BM NikapcbKoro 3acoby. 3aTBepKeHo:
CYTEHT (SUTENT™) 3anponoHoBaHo: CYTEHT
(SUTENT)

BBefieHHs1 3MiH NpoTArom 9-T MicALUiB nicns
3aTBEPAKEHHS.

180.

TABEIN

Tabnetku no 1 mr,
no 20 TabneTok y
6nictepi; no 1
6nictepy B
KapTOHHIM nayui

CTAOA
ApuHaimitTT
enb Al

HimeyunH

BUPOGHMLTBO
Hepo3cacoBaHOro
NPOAYKTY,
nepBuHHe Ta
BTOPUHHE
nakyBaHHS,
KOHTPO/b Cepil,
BUWMYCK Cepii:
XANEOH
AJNIKANA, C.A,,
IcnaHis;

KOHTPO/b Ccepil,
BUWMYCK Cepii:
CTAIA
ApuHaiimiTTens
Al, HimeuunHa;

BUPOGHMLTBO
Hepo3cacosaHOro
NPOAYKTY,
KOHTPO/b Ccepili:
Xemocpapm g.0.0.,
BocHis i
lepuerosuHa;

nepBuHHe Ta
BTOPUHHE
nakyBaHHs1,

KOHTPO/b Cepiii:

IcnaHis/
HimeuumnH
a/ bocHis i
lepuerosu

Ha/
Pecny6nik
a Cepbis

BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3miHu |
TUMy - 3MiHM 3 AKOCTI. [OTOBWI NikapcbKuii 3aci6. 3MiHN
y BUPOGHMLTBI. 3aMiHa abo BBeAEHHSA A0AATKOBOI
OiNbHULI BUPOGHMLTBA A1 YaCTUHY ab0 BCbOro
BVMPOGHMYOrO MPOLECY rOTOBOrO MiKaPCbKOro 3acoby
(@inbHUUSA, Ha AKi NpoBOAATLCS OyAb-AKi BUPOOHUYI
cTafii, 3a BUHATKOM BUMYCKY Cepili, KOHTPOSIHO AKOCTI,
NEepPBUHHOTO Ta BTOPMHHOIO NakyBaHHS, AN
HEeCTEpPUIbHUX NMiKapCbKMX 3ac06iB) BBEAEHHS AiNbHUL,
Ha AKill NPOBOANTLCS BUPOOHULTBO Hepo3dhacoBaHol
NpPOAYKLii AN18 HECTEPUIBHOTO NiKapCbKOro 3acoby
Xemodpapm A.0.0., BocHisi | M'epuorosuHa fo Bxe
3aTBepAxeHol ainbHuui XAJIEOH ANNKANA C.A., IcnaHis
(BPOGHMLTBO HEpO3thacoBaHOro NPOAYKTY, NEPBUHHE
Ta BTOPVHHE NakKyBaHHS, KOHTPO/b CEPiii, BUMYCK Cepiid).

BBefeHHs1 3MiH npoTArom 6-T MicALUiB nicns
3aTBEepMKEHHS. 3MiHM | TUny - 3MiHW 3 AKOCTI. F0TOBMIA
nikapcbkuii 3aci6. 3MiHM Yy BUPOGHMLTBI. 3amiHa abo
BBEAEHHSA A0AATKOBOI AiNbHULI BUPOGHMLTBA ANS
4acTnHK abo BCbOro BUPOOHNYOro NpoLecy rotoBoro
niKkapcbKoro 3acoby (AiNbHULA 4151 BTOPUHHOIO
nakyBaHHs1) BBEAEHHS AOAATKOBOI AiMbHNL, Ha SKIA
NPOBOAMTLCA BTOPVUHHE NakyBaHHA «Xemodapm» All,
Pecny6nika Cepbia o 3aTBepxeHol ginbHuui XAJIEOH
ANKANA C.A., IcnaHisi BBegeHHS 3MiH NpoTArom 6-Tu
MiCALIB MiC/1A 3aTBEPXEHHS. 3MiHW | Tuny - 3MiHKW 3
sIKOCTi. FOTOBWIA Nikapcbkuii 3aci6. 3MiHN Y BUPOOHULITBI.
3amiHa abo BBeAEHHS [0AaTKOBOI AiNbHUL
BMPOGHMUTBA A/151 YaCTUHM ab0 BCbOro BUPOGHNYOro

Ees
peyenma

He
nionsea
€

UA/1238/02/01
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Ne Hassa dopma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Peknam Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asiBHUKa BUPOOHUK Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakosKa) a NnocBi04Y€eHHs1
"Xemodpapm" ALl npoLecy rotToBoro Nikapcbkoro 3acoby (AinbHuUA ans
Pecny6nika NepBVHHOTO NaKyBaHHS) BBEAEHHS AOAATKOBOI [i/TbHNL,
Cepbis Ha SKili NPOBOANTLCS NEPBUHHE MaKyBaHHSA

«Xemopapm» All, Pecnybnika Cepbisi o
3aTBepmxeHoro BupobHuka XAJIEOH ANIKANA C.A.,
IcnaHis BBeAeHHs 3MiH NPOTArom 6-Tv MicsLiB nicns

3aTBEPAXKEHHS.
3MmiHu | TMRY - 3MiHKM 3 SKOCTi. FOTOBUIA Nikapcbkuii 3aci6.
3MiHU Yy BUPOGHMLTBI. 3MiHa iMnopTepa/3MiHu, Lo
CTOCYHTbCS BUMYCKY Cepii Ta KOHTPOJIK0 SKOCTi FOTOBOro
nikapcbKoro 3acoby (3amiHa abo JofaBaHHsA AinbHULI,
Ha SKill 3QiACHIETLCA KOHTPO/IL/BUNPOBYBaHHS cepil)
[oAaBaHHA AinbHUL, Ha AKIA 3A4IACHIOETLCSA KOHTPONb
cepiii - Xemochapm f.0.0., BocHisi i MepuorosuHa
3MiHu | TMNY - 3MiHKW 3 SKOCTi. ToTOBUIA NiKapcbkuii 3aci6.
3MiHN y BUPOGHMLTBI. 3MiHa iMnopTepa/3MiHu, Lo
CTOCYOTbCA BUMYCKY Cepii Ta KOHTPOJI0 AKOCTi TOTOBOMO
nikapcbKoro 3acoby (3amiHa abo fofaBaHHA AiNbHULL,
Ha SIKill 3iAICHIOETLCA KOHTPO/L/BUNPOBYBaHHSA cepii)
[0AaBaHHA AiNbHULI, Ha 5K 3[iACHIOETLCA KOHTPO/b
cepiii - «Xemodthapm» ALl, Pecny6nika Cep6is. 3MiHu |
T™Mny - 3MiHW 3 SIKOCTi. TOTOBWIA Nikapcbknid 3aci6. 3mMiHn
y BUPOGHMLTBI. 3MiHa iMnopTepa/3miHu, Lo CTOCYTbCA
BUMYCKY Cepii Ta KOHTPO/IIO AKOCTi FOTOBOrO NiKapCbKOro
3acoby (3amiHa abo fofaBaHHA AiNbHUL, Ha SAKINA
3[iICHIOETLCS KOHTPOJIL/BUNPOGYBaHHS cepii)
[0AaBaHHA AiNbHULI, Ha 5K 30iACHI0ETLCA KOHTPO/b
cepili rotoBoro nikapcebkoro 3acoby CTALA
ApuHarimitTens Al, HimewunHa. 3miHu | Tuny - 3miHn 3
AKOCTi. [O0TOBWIA Nikapcbkuii 3aci6. 3MiHN Y BUPOOHULITBI.
3MiHa po3Mipy cepii (BkHoYatoun gianaszoH po3mipy
cepil) roToBOro Nikapcbkoro 3acoby (36inbweHHs go 10
pasiB NOPIBHAHO i3 3aTBEPAKEHNM PO3MIPOM)
[ofaBaHHS po3Mipy cepii 396,5 Kr 419 BUPOGHUUNX
OiNbHUUB Xemodapm 4.0.0. Ta «Xemodhapm» All,
3aTBepxeHo: po3mip cepii XAJIEOH AJTKANA, C.A.
IcnaHis 260 kr (2,000,000 Ta6n.); 3aNponoHOBaHO:
po3mip cepii XAJITEOH ANIKANA, C.A. IcnaHis 260 kr
(2,000,000 Tabn.); Xemodhapm A.0.0., BocHis i
epuorosuHa
«Xemodhapm» Afl, Pecnybnika Cepbis 396.5 kr
(3,050,000 Ta6s1.). 3MiHM | TUNY - 3MiHU 3 AKOCTI.
[oTOBWIA NiKApCbKWA 3aci6. 3MiHW Y BUPOBHWLTBI. 3MiHN
y mpoueci BUpo6GHMLTBa rOTOBOrO Jlikapcbkoro 3acoby,
BK/THOHAI0UN NPOMiXHWIA NPOAYKT, L0 3aCTOCOBYETLCA
npy BUPOBGHMLTBI FOTOBOTO NiKapCLKOro 3acoby
(He3HauHa 3miHa y mpoueci BUpoGHMLTBA) HE3HAYHI
3MiHW Y BUPOBGHWYOMY MpoLeci 45151 HOBOT BUPOOHUYOT
AinbHuui Xemodpapm f.0.0., BocHist Ta MepuorosuHa, a
camMe 3MEeHLLEHO Ki/IbKICTb BOAM Ha eTani NpuroTysaHHs
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n/n

Ha3ssa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOOHUK
a

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs

Howmep

peecmpayiliHo2o

NnocBi04Y€eHHs1

PO34MHY A1 rpaHy IloBaHHSA, NOLOBXEHO Yac
3MillyBaHHS Ha eTani rpaHy/ItoBaHHS A1 [OCATHEHHS
KpaLLoi 04HOPIAHOCTI Y 3B’A3KY 3 ONTUMI3aLli€to
BMPOGHNYOrO MPOLECY 3 BUKOPUCTAHHAM 061aHaHHSA
Ha HOBOMY BMPOGHMYOMY MaiigaHunKy; pefakuiiHi
npaBKkn — NapaMeTpu BHYTPILLHbOTEXHO/ONYHOr0
KOHTPOIO NnepeHeceHo Ao p. 3.2.P.3.4 , 3MiHa oAnHWLb
BMMIiptOBaHHA AN N. «CTiliKICTb [0 pO34aB/toBaHHS»
(N) 6e3 3MiHV KpUTEpIiB NPUAHATHOCTI. 3MiHK | TUNy -
3MiHK 3 siKOCTi. FoToBMIA Nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3akynopoBa/ibHWiA 3acib. 3MiHa napameTpiB
cneuudgikauii Ta/abo AONYCTUMMX MEX NEPBUHHOT
yMakoBKM rOTOBOTO NiKapCbKoro 3acoby (iHLwi 3MiHM)
HesHauHi 3miHM B napameTpax creuudikauii
NepBMHHOTO NakyBaHHSA (3arasibHa Bara 3anponoHOBaHOl
NAIBKM BigXiNAeTbCa Ha +0,2% 3a HWKHBOK MEXeto Ta
+0,4% 3a BEPXHbOK MEXEH MOPIBHSHO 3
3apeecTpoBaHUMMN MeXammn) Ha 3anponoHOBaHil
LinbHULI «Xemochapm» Afl y 3B'A3KY 3 BBEAEHHSIM
HOBOroO BMPOG6HMKA. 3MiHU | TUMY - 3MiHKU 3 SKOCTI.
[oTOBWIA Nikapcbkuii 3aci6. 3MiHM y BUPOOHULTBI. 3MiHa
iMnopTepa/3MiHu, LLIO CTOCYOTLCSA BUNYCKY cepil Ta
KOHTPOJI0 SIKOCTi FOTOBOrO NliKapCcbKoro 3acoby (3amiHa
abo fofaBaHHA BUPOOHMKa, LU0 BiANOBIfAE 3@ BBE3EHHS
Ta/abo Bunyck cepii) - He Bkyaum
KOHTPO/b/BMNPOGYBaHHS cepii - BBEAEHHS [0AaTKOBOT
OiNbHULI, Ha AKil 34iicHI0ETbCS BUNYCK cepii CTAOA
ApuHaiimiTTenb AT, HiMeuunHa, [0 Bxe
3apeecTpoBaHoro Bupo6Huka XAJIEOH AJTKANA, C.A.
IcnaHisi. 3MiHM BHeCeHO B po3zinuv "BupobHuk" Ta
"Micue3HaxompKeHHs BUPOOHMKa Ta agpeca Micus
NPOBaKEHHS NOro AisNIbHOCTI" B iIHCTPYKL,ito Ans
MeAMYHOro 3acTOCYBaHHSA NikapCbKoro 3acoby Yy 3B'A3Ky
3 BBEL,EHHAM [0AATKOBOI BUPOBHWNYOT AiNbHUL, Ha SAKIlA
3[iICHIOETbCSA BUMYCK Cepii Ta SK Hacnifok -
3aTBEPAKEHHSA TEKCTY MapKyBaHHSA ynakoBKu
nikapcbKoro 3acoby A1 [,0AaTKOBOI BUPOOHUYOI
OinbHWLU. BBEAEHHS 3MiH NpOTAroM 6-Tu MicsuiB nicns
3aTBEePMKEHHSA. 3MiHM | TUNYy - 3MiHK Woa0
6e3nekn/edekTMBHOCTI Ta hapmakoHarnagy (iHwi 3mMiHun)
3MiHN BHECEHO Y TEKCT MapKyBaHHs NepBUHHOI (N. 3, 4,
6) Ta BTOPUHHOI (N. 17) ynakoBKM NikapCbKoro 3acooy.
BBefieHHs1 3MiH NpoTArom 6-Tv MicALiB nicns
3aTBEPAKEHHS.

181.

TAWBEPB

TabneTkn, BKpUTI
NNiBKOBOO
060/10HKOH0, Mo 250
mr; no 10 a6o no 12
Tabnetok y énicrepi;
no 7 6nictepis y

Hosapric
Papma Al

LLiBeiiuapis

Brvpo6HMuTBO
Hepo3dghacoBaHo!
npoAyKuii,
KOHTPO/b SKOCTI:
"nakco
OnepeiiwHc KOK

Benvka
Bputanis/
Icnanis/
PymyHis /
Yecbka

Pecny6rik

BHECEHHS 3MiH 0 peecTpaLiiiHMx MaTepiasis: 3MiHu |
TMNy - AQMIHICTPaTVBHI 3MiHW. BuiyyeHHs BUpo6HUYOT
AinbHUUi (BkIOYatoumn AinbHuui 4na A®l, npoMixHoro
npoAyKTy abo rotToBOro Nikapcbkoro 3acoby, AiNbHULI
[N NPOBELEHHA NaKyBaHHS, BUPOOHNKA,
Bi4NoBiAa/IbHOrO 3a BMMNYCK Cepiii, MicLie NpoBeAeHHs

3a
peyenmom

He
nionsea
€

UA/8847/01/01
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Ne Hassa dopma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Peknam Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asiBHUKa BUPOOHUK Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakosKa) a NnocBi04Y€eHHs1
KapTOHHiiA Kopo6Lj; Nimiten, wo a KOHTPO/IIO cepii) abo noctadasibHyKa BUXigHOro
no 70 a6o no 84 3[jiCHI0E marepiany, peareHTy abo AONOMIKHOT peYOBMHM (SIKLLO
TabneTkn y onakoHi; KOMEpLiiiHy 3a3HayveHo y f0CbE) BUNYYeHHs pyHKLIT BUNYycKy cepii
no 1 dnakoHy B AISNbHICTb AK N3 pns anbTepHaTUBHUX BUPOBHUYMX AiNbHULb:
KapTOHHI KopooLi nakco Bennkom ""nakco OnepeiiwHc HOK flimiTea, Lo 34ilicH0E
OnepeiiLHc, KOMepLiiHy AisnbHICTb K [nakco Bennkom
Benuka bpuTaHis; OnepeiiwHc", Benuka Bputanis Ta "Mnakco Bennkom
C.A.", IcnaHisi, paHa hyHKLisi BUKOHYETbCS Ha
MepBuHHA Ta 3apeecTpoBaHiii AinbHuui Cangos C.P.J1., PymyHis.
BTOPVHHA 3MiHM BHECEHO B IHCTPYKLitO 415 MeAUYHOT0
ynakoBka: 3aCTOCyBaHHS Nikapcbkoro 3acoby y po3ginm
"nakco Bennkom «BUpo6HUK» Ta «MicLe3HaxoMKeHHA BUPOOHMKa Ta
C.A., IcnaHisi; azpeca MicLs NpoBaKEHHS MOro AisifIbHOCTI» 3
BIAMNOBIAHUMYW 3MiHAMW Y TEKCTI MapKyBaHHS yNakoBKU
BMPOGHMLTBO nikapcbKoro 3acoby (BUyYEHHS BUPOOHNUMX AiNbHULB).
Hepo3chacoBaHol BBefieHHs1 3MiH NpoTArom 6-Tv MicALiB nicns
npoaykKuii, 3aTBEPKEHHA.
nepBuHHA Ta
BTOPWHHA
ynakoBka,
4yacTKoBUIA
KOHTPO/b SIKOCTI,
[103BiNT HA BUMYCK
cepit:
CaHpo3s C.P.J1.,
PymyHis;
yacTKoBWUiA
KOHTPO/b SIKOCTI:
NyHapia cnon. ¢
p.o., Yecbka
Pecny6nika
182. | TABEPB TabneTkun, BKPUTI Hosaprtic LLiseiuapis Brpo6HMuTBO Benuka BHECEHHS 3MiH 40 peecTpaliinHmx maTepiasis: 3MiHu | 3a He UA/8847/01/01
NAiBKOBOO dapma Al Hepo3dacoBaHoi BputaHia/ | Tvny - AOMIHICTpaTUBHI 3MiHW. 3MiHa Ha3BW JlikapCbKOro peyenmom nionsza
060/10HKOH0, M0 250 npoayKuii, IcnaHis/ 3aco06y. 3miHa Ha3BW JlikapCcbKoro 3acoby. €
mr; no 10 a6o no 12 KOHTPO/b AKOCTI: PymyHis/ 3ATBEPIPKEHO: TAVBEPE™. 3ANPOMOHOBAHO:
TabneTok y 6nictepi; nakco Yecbka TANBEPB.
no 7 6nictepis y OnepeiiwHe HOK Pecny6nik BBefeHHs1 3MiH NpoTAroM 6-Tu MicAuiB nicns
KapTOHHI kopobuyj; Nimiten, wo a 3aTBepKEHHS.
no 70 a6o no 84 3pilicHI0e

Tabnetkn y onakoHi;
no 1 dnakoHy B
KapTOHHIA KopooLi

KOMEpLiiiHy
AISNbHICTb AK
nakco Bennkom
OnepeiiLHc,
Benuka BputaHis;

MepBuHHaA Ta
BTOPVHHA
yrnakoBka:
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n/n

Ha3ssa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOOHUK
a

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs

Homep
peecmpayiliHo2o
nocsio4eHHs

nakco Bennkom
C.A., IcnaHisi;

BVMPOGHULTBO
Hepo3dacoBaHoi
npoaykuii,
nepBuHHa Ta
BTOPUHHA
ynakoBka,
yacTKoBWUiA
KOHTPO/b SIKOCTI,
[l03BiN Ha BUNYCK
cepii:
Canpos C.P.J1.,
PymyHis;

4acTKoBUI
KOHTPO/b SIKOCTI:
NyHapia cnon. ¢
p.o., Yecbka
Pecny6nika

183.

TAUBEPB™

TabneTkn, BKpUTI
NMiBKOBOO
060/10HKO0, N0 250
mr, no 10 a6o no 12
TabneTok y 6nictepi;
no 7 6nictepis y
KapTOHHI kopobuyj;
no 70 a6o no 84
TabneTkn y onakoHi;
no 1 dnakoHy B
KapTOHHIA KOopooLi

Hosaprtic
dapma Al

LLiseiiuapis

Brpo6HMuTBO
Hepo3dacoBaHoi
npoaykuii,
KOHTPO/b SKOCTI,
[103BiN Ha BUMYCK
cepii: Cnakco
OnepeiwHc KOK
NimiTes, wo
3[jicHI0E
KOMepL,iiHy
LiSNbHICTb 5K
nakco Bennkom
OnepeiwHc,
Benuka BpuTaHis;

lMepBuHHA Ta
BTOPVHHA
ynakoBka, [03Bin
Ha BUMYCK Cepii:
nakco Bensikom
C.A,, IcnaHis;

BVPOGHMLTBO
Hepo3dracoBaHol
npoAyKuii,
nepBuHHA Ta
BTOPWHHA
ynakoBka,
4acTKOBUI

Benuka
BputaHis/
IcnaHis/
PymyHis /
Yecbka
Pecny6nik
a

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHu |
Tuny - 3miHK Woao 6e3nekn/etpekTNBHOCTI Ta
thapmakoHarnagy. BeegeHHs abo 3MiHn o
y3araslbHeHnX AaHnx npo cuctemy thapmakoHarnsgy
(BBEAEHHSA y3araslbHEHVX AaHUX NPO cuctTemy
hapmMakoHarnsgy, 3amiHa ynoBHoOBaXeHOoT ocobu,
BiANOBIAA/IbHOI 32 34iICHEHHA hapMmakoHarnsaay;
KOHTaKTHOI 0cobu 3 hapmakoHarnagy 3asBHuKa gns
3[jicCHeHHs1 hapMakoHarisay B YkpaiHi, Ko BoHa
BiAMIHHa Bif YNOBHOBaXeHOI 0CO6M, BiAMNOBIAa/IbHOI 3a
3pificHeHHs hapmakoHarnsay (BK/IHYAKUM KOHTaKTHI
[AaHi) Ta/abo 3MiHM y po3MilLeHHI MacTep-chaiina
cuctemn chapmakoHarnsgy) - 3MiHa yrnoBHOBaXEHOI
0ocobu 3asBHKKa, BiANOBIAA/ILHOI 3a hapMakoHarnsg,.
[Oitoua pepakuin: David J Lewis, B. Sc (Hons), Ph.D.
MponoHoBaHa pegakuis: Dr. Justin Daniels, Ph.D. 3miHa
KOHTaKTHUX AaHVX YNOBHOBaXKEHOT 0COOU 3asBHUKA,
BignoBigasibHOI 3a hapmakoHarnsg. 3miHa
MicLe3HaxXoMKeHHS MacTep-haiina cuctemm
thapmakoHarnsgy. 3MiHa Micus 34iACHEHHSI OCHOBHOT
LisiNbHOCTI 3 hapmakoHarnagy

3a
peyermom

UA/8847/01/01
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Ne Hassa dopma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Peknam Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asiBHUKa BUPOOHUK Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakosKa) a NnocBi04Y€eHHs1
KOHTPO/b SIKOCTI,
[103BiNT HA BUMYCK
cepii: CaHfo3
C.P.J1., PymyHis;
4yacTKoBWI
KOHTPONb AKOCTI:
INyHapia cnon. ¢
p.o., Yecbka
Pecny6nika
184. | TAKCOTEP® KOHLeHTpaT Ans TOB YkpaiHa CaHodpi-ABeHTiC HimeuuunH BHECEHHS 3MiH 40 peecTpaliiiHux MaTepiasis: 3MiHu | 3a He UA/5488/01/02
pPO34MHY ANs "CaHoi- Hoiunang MmeX a TMny - 3MiHK 3 AIKOCTi. FOTOBWIA Nikapcbkuii 3aci6. peyenmom nionsea
iHdpy3in, 20 mr/mn; ABeHTIC CuncTtema KoHTeliHep/3aKkynoproBasibHUIA 3aci6. 3MiHa €
Ne 1: no 4 mn (80 Ykpaina" PO3Mipy YNakoBKy roTOBOrO JlikapcbKoro 3acoby
Mr) y do1akoHi; no 1 (BUyYEHHA yNnakoBKU NMEBHOr0 po3Mipy).
hnakoHy B BunyuerHs ynakosku Nel: no 1 mn (20 mr) y doiakoHi; no
KapTOHHIA KOopooLi 1 chnakoHy B KapTOHHI kOpo6Lji. 3MiHW BHECEHO B
IHCTPYKL,it0 4151 MeAWNYHOro 3aCTOCYBaHHS NiKapCbKoro
3aco6y y po3gin «Ynakoska» (BUTyYEHHS YNakoBKu), siK
HacnifoK — BUTyYEHHS TEKCTY MapKyBaHHS yNakoBKu
NeBHOro po3mipy. BBeieHHs 3MiH NPOTArom 6-Tu MicsLiB
nicns 3aTBepAKEHHS.
185. | TANNMITOH® Tabnetku no 6,25 3AT YropwumHa nepBuHHE YropwuHa BHECEHHS 3MiH [0 peecTpauiitHux maTepiasis: 3MiHu | 3a UA/0947/01/01
Mr, Mo 7 TabneTok y dapmaueBT nakyBaHHs, TMNy - 3MiHK 3 IKOCTi. FOTOBWIA Nikapcbkuii 3aci6. peyenmom
6nicTepi; no 2 abo 4 | nyHWii 3aBOA, BTOPVHHE KOHTponb fOMOMDKHUX peyoBuH. 3MiHa y MeTogax
6nictepu y Erc nakyBaHHs, BMMNPOGYBaHHA [OMOMDKHOI PEYOBUHM (iHLUI 3MiHU Y
KapTOHHIA Kopoo6Li KOHTPO/b, BUMYCK MeToAax BUNpobyBaHHA (BK/IOYaoun 3amiHy abo
cepii: AoAaBaHHs)) - 3MiHa B aHaNiTMYHUX MeToAMKax ans
3AT [L0MOMIXHOT PEYOBVHW XiHOAMiIHOBWIA X0BTUiA Cl 47005.
dapmaveBTUYHUIA MpONOHYETLCA 3aMiHWUTN OKPEeMi METOAMKN AN
3aBog ElIC, BM3HAYEHHS BMICTY apceHy (MeTogom H-AAS), pTyTi
YroplmHa; (meTogom H-AAS), ceuHuto (MeTtogom GF-AAS) Ta
Kaamito (metogom GF-AAS) 6inbLl NpakTUYHUM
NOBHWIA LMK meTogom ICP-MS (Mac-cnekTpoMeTpist 3 iHAYKTUBHO-
BMPOGHULITBA, 3B'A3aHOI0 N/1a3MOI0), KW [,03BO/IAE BU3HAYATH
BK/TIOHAI0UM O/IHOYACHO BMICT BKa3aHWX pPe4yoBUH. FK Hacnifok,
BUMYyCK cepii: 3AT 3MIHIETLCA cneundikauis.
dapmaneBTUYHNI
3aBog ETIC,
YropLymHa
186. | TEPI3 Kancynu no 250 mr Makneopc IHais Makneopc IHais BHECEHHS 3MiH [J0 peecTpaLiitHux maTepiasis: 3miHu | - UA/9938/01/01
in bulk: no 10 PapmacbioT dapmacbloTUKanc TUnYy - 3MiHK 3 IKOCTi. FOTOBWIA Nnikapcbkuii 3acio.
Kancyny cTpwni, no nKaUic Nimiteq KOHTPO/1b FOTOBOrO NiKapcbKoro 3acoby. 3miHa
50 cTtpuniB y NimiTen

KapTOHHI ynakoBLi

napameTpiB cneuudikauiii Ta/abo AONYCTUMUX MEX
roTOBOrO /liKapcbkoro 3acoby (iHLi 3miHM) 3MiHa LWoA0
nepiofnNYHOCTi TECTYBaHHA 3a NMOKa3HUKOM
"MikpobionoriyHa unctoTa”, TecT byae NPoBOAUTUCS Ha
nepLUNX TPbOX CEPIsiX Ta Ha KOXHIl AecATili HacTynHil
cepii, ane He pigwe 1 cepii Ha pik. BBeAeHHs 3MiH
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Ne Hassa dopma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Peknam Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asiBHUKa BUPOOHUK Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakosKa) a NnocBi04Y€eHHs1
NPOTAroM 6-T1 MIiCALLIB MiC/1A 3aTBEPLKEHHS.
187. | TEPI3 Kancysnm no 250 mr, Makneoac IHais Makneoac IHgis BHECEHHS 3MiH 0 peecTpauiiiHux maTepiasis: 3MiHu | 3a UA/7697/01/01
no 10 kancyny dapmacboT dapmacbioTrKanc TMny - 3MiHK 3 AIKOCTi. FOTOBWIA Nikapcbkunii 3aci6. peyenmom
cTpuni, no 10 nkanc Nimiten KOHTpOsb roToBoro fikapcbKoro 3acoby. 3miHa
CTPVNIB Y KAPTOHHIl Nimiten napameTpiB cneuudikauiii Ta/abo JOMYCTUMUX MEX
ynakoBLi roTOBOro NikapcbKoro 3acoby (iHwWi 3MiHK) 3MiHa LLoa0
NepiogNYHOCTI TECTYBaHHS 3a NOKA3HNKOM
"MikpobionoriyHa uncroTa”, TecT 6yae NpoBOAMTUCS Ha
nepLUMx TPbOX CEPisiX Ta Ha KOXHIli AecATin HacTynHil
cepii, ane He pigwe 1 cepii Ha pik. BBegeHHA 3MiH
NPOTAroM 6-TW MicALB Nic/IA 3aTBEPAKEHHS.
188. | TEPMIAON Kancysm m'ski no AT YkpaiHa AT "KMIBCbKUIA YkpaiHa BHECEHHS 3MiH [j0 peecTpaLiitHux maTepianis: 3miHu | bes nionsea UA/18326/01/01
200 mr no 10 kancyn | "KUIBCbKW BITAMIHHW MRy - 3MiHK WoA0 6e3nekn/edpeKTUBHOCTI Ta peyenma €
y 6nicTepi; no 1 abo " 3ABO4" thapmakoHarnsgy. 3MiHU y KOPOTKili XxapakTepucTumui
no 3 6nictepun y BITAMIHHW nikapcbKoro 3acoby, TeKCTi MapKyBaHHS Ta IHCTPYKLUT
nauuj; no 12 kancyn " 3ABOA" ONA MeANYHOTo 3aCTOCYBaHHA
y 6nicTepi; no 3 reHepnyYHUX/ribpuaHMx/6ionogibHNX nikapcbknx 3acobis
6nictepun y nauui nicns BHECEHHSA Tiel camoi 3MiHWN Ha pedhepeHTHWA
npenapar (3miHa He NoTpebye HafaHHA XOLHUX HOBMX
[0[4aTKOBUX faHuX) - 3MiHW BHECEHO A0 IHCTPYKUIT Ana
MeAMYHOro 3aCTOCYBaHHA /likapCbKoro 3acoby y
po3ainu: "OcobnmnBoCTi 3acTocyBaHHsA", "TOGIYHI
peaxuii” BignosigHO A0 iHhopMaLii LWo40 MeanyYHOro
3aCTOCYBaHHA ped)epeHTHOro Nikapcbkoro 3acoby
(HYPO®EH® EKCIMPEC Y/IbTPAKATT, kancynun mM'ski
no 200 mr, HYPO®EH® EKCINPEC ®OPTE, kancynu
M'siki no 400 mr).
BBefeHHs1 3MiH NpoTArom 6-T MicAUiB nicns
3aTBEPAKEHHS.
189. | TEPMIAON Kancysm m'ski no AT YkpaiHa AT "KUIBCbKWW YkpaiHa BHECEHHS 3MiH [0 peecTpavyiiiHnux maTtepianis: 3MiHu | bes nionsea UA/18326/01/02
400 mr no 10 kancyn | "KWUIBCbKW BITAMIHHW MRy - 3MiHK WoA0 6e3nekn/edpeKTNBHOCTI Ta peuyenma €
y 6nictepi; no 1 abo " 3ABO4" thapmakoHarnsgy. 3MiH1 y KOPOTKili XxapakTepucTumLi
no 3 6nictepu y BITAMIHHU NiKapcbKoro 3acoby, TEKCTI MapKyBaHHA Ta iHCTPYKLT
nadui; no 12 kancyn 1 3ABOA" LA MeUYHOTO 3aCTOCYBaHHSA
y 6nicTepi; no 3 reHepuyYHUX/ribpuaHNx/6ionoaibHNX nikapcbkmMx 3acobis
6nictepun y nauli nicns BHeCEeHHs Tiel caMoi 3MiHW Ha pedhepeHTHWIA
npenapar (3miHa He NoTpebye HafaHHA XOLHUX HOBUX
[0[aTKOBUX AaHuX) - 3MiHW BHECEHO [0 IHCTPYKUIT Ans
MEeAMYHOro 3aCTOCYBaHHSA NMikapCbKOro 3acoby y
po3ainun: "OcobnmnBocCTi 3acTocyBaHHs", "TOGIYHI
peaxuii” BignosigHO A0 iHhopMauii LWo40 MeAnyYHOro
3acToCcyBaHHA pedepeHTHOro NikapcbKkoro 3acoby
(HYPOPEH® EKCMPEC YNIbTPAKATI, kancyv M'siki
no 200 mr, HYPO®EH® EKCIPEC ®OPTE, kancynun
M'siKi no 400 wmr).
BBegeHHS 3MiH NPOTArom 6-Tu MicALiB nics
3aTBEPAKEHHS.
190. | TUBEPAN® TabneTkun, BKPUTI [lesa TypeuunHa [esa XonguHr TypeuunH BHECEHHS 3MiH [0 peecTpavyiiiHnux maTtepianis: 3MiHu | 3a UA/10486/01/01
NNiBKOBOK XonguHr A.C. a TMNy - 3MiHM WoA0 6e3nekn/eddeKTBHOCTI Ta peyenmom
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Ne Hassa dopma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Peknam Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asiBHUKa BUPOOHUK Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakosKa) a NnocBi04Y€eHHs1
o060710HKoOt0, No 500 A.C. thapmakoHarnagy. BeegeHHs abo 3miHu o
mr; no 10 TabneTtok y3araslbHeHUX JaHnx npo cuctemy hapmakoHarnsgy
y 6nictepi; no 1 (BBEAEHHSA y3araslbHEHMX AaHUX NPO cucTemy
6nictepy y hapMakoHarnsay, 3amiHa ynoBHOBaXKeHOT ocobu,
KapTOHHI KopooLi BIANOBIAA/IbHOI 32 34iiCHEHHA dhapmakoHarnagy;
KOHTaKTHOI 0cobu 3 hapMakoHarnagy 3asBHuKa ons
3AilicHeHHs chapMakoHarnagy B YkpaiHi, KL BOHa
BiAMIHHA BiJ YNOBHOBaXeHOI 0CO6U, BiAMNOBIAA/IbHOI 3a
3pjificHeHHs1 hapMakoHarnsay (BK/IHUYAKUM KOHTaKTHI
[aHi) Ta/abo 3MiHM y po3MilLeHHi MacTep-thaiina
cmctemu chapmakoHarnagy) - 3MiHa yrnoBHOBaXEHOI
0ocobu 3asBHKKa, BiANOBIAAILHOI 3a hapMakoHarnsg,.
[itoya pepaxkuis: Elvan Gediz. NMponoHoBaHa pegakuis:
Hulya Tatliagac, MD. 3miHa KOHTaKTHVX AaHUX
YNOBHOBaXXEHOT 0C06M 3as1BHUKA, BiAMNOBIAa/IbHOI 3a
hapmakoHarnsg. 3miHa MicLe3HaxomKeHHs MacTep-
thaiina cuctemn chapmakoHarnsay Ta moro Homepa.
3MiHa Micus 34iiCHEHHA OCHOBHOI AisiNIbHOCTI 3
dhapmakoHarnagy
191. | TIKOBAK cycneHsis ans Mdcpaiizep CLA KOHMPO/Ib IKOCMI: Icnanis/ BHECEHHS 3MiH [0 peecTpauiiiHux maTepiasis: 3a UA/16695/01/01
BAKUVHA iH'ekyili no 2,4 Eiu.Ci.Mi. EYPOO®IHC ABcTpisi/ YTOYHEHHA HanNUCaHHA Ha3BM npenapaty Ta peyenmom
Ana Mkr/0,5 mn, no 0,5 Kopnopeliiw BIO®APMA Benbris 3asiBHUKa B Hakasi MO3 YkpaiHu Ne 1877 Big
MPO®INAKT M/ CyCneHsii y H MPOOAKT 08.11.2024 B npoLiecy BHECEHHSA 3MiH (3MiHuW | Tuny -
KU nonepegHL0 TECTIHI CMENH, 3MiHu 3 siKocTi. A®l. KoHTponb A®I. 3miHa y meTogax
KniwoBoro 3anoBHeHOMY C.J1Y, IcnaHis; BMNpo6yBaHHs APl abo BMXigHOrO
EHUE®ANITY | ogHopa3oBoMy KOHMPO/1b IKOCMI: marepiany/npomMiKHOrO NMPOAYKTy/peareHTy, Lo
KYNbTYPAN wnpuyi; no 1 Mcpaiizep BMKOPUCTOBYETLCA Y NpoLieci BUpo6bHuLTBa AdI
bHA wnpuy MeHtohekuypuHr (He3HauHi 3MiHM y 3aTBEPMXEHUX MeTogax
IHAKTUBOBA | BKk/1ageHoMy Y ABcTpisa [M6X, BMNPOo6YBaHHSA) MNepeHeceHHs aHaNniTMYHUX METO/IB
HA 6nictep; no 1 ABCTpIS; Free Formaldehyde Content Ta Sucrose Content Ha
OYULLEHA 6nictepy Ta BUPOGHUYMBO HOBWIA cnekTpodhoTomeTp Shimadzu UV-1900. 3miHn |
COPBOBAHA | 0OKpeMoto rosikow y npooykmy y Tuny - 3MiHn 3 AkocTi. A®L. KoHTponb A®L. 3miHa y
KapTOHHI Kopobuji 3 ¢hopwmi in bulk; MeTofax BunpobysaHHsa APl abo BuxigHoro
MapKyBaHHAM HarosHEeHHs marepiany/npomMiKHOrO NMPOAYKTy/peareHTy, Lo
YKpPaiHCbKOI0 MOBOO wrpuyis, BMKOPUCTOBYETbLCA Y NpoLLeci BUpo6HMLUTBa AD|
Ta 3 MapKyBaHHAM nakysaHHsl, (He3HauHi 3MiHM y 3aTBEPAXEHNX METOAAX
iHO3EMHOIO MOBOIO 3i MapKyBaHHs, BMNPO6YBaHHS) MNepeHeceHHs aHaniTMYHUX METOLiB
CTUKEPOM KOHMPO/Ib SIKOCMI, Free Formaldehyde Content Ta Sucrose Content Ha
YKpaiHCbKO MOBOKO BUIYCK cepii: HOBWI1 cnekTpochoToMeTp Shimadzu UV-1900. 3miHu |
Mdpaitzep TMny - 3MiHM 3 AKOCTI. [OTOBWIA NikapcbKnii 3acib.
MeHtohekuypuHr KoHTponb rotoBoro nikapcbkoro 3acoby. 3MiHa y
Benbrist HB, MeToAax BUNpoOyBaHHS rOTOBOrO /iKapCbKoro 3acoby
Benbris; (iHwWi 3miHW y MeTogax BunpobyBaHb (BKIOYaUM 3aMiHy

KOHMPO/1b sKOCMi:

CI'C Na6 CimoH
CA, Bensbris

ab0 fONOBHEHHS)) 3MiHA y aHaNiTMYHOMY MeTofi
BMNPOBYBaHHSA 3a NokasHWkoMm Sucrose Content Ha eTani
Plain Pool, a came BnpoBazxeHHs HOBOro TECTOBOTO
Ha6opy. 3MiHu | TUNy - 3MiHK 3 SKOCTi. FoTOBUIA
nikapcbkuii 3aci6. KOHTPO/Ib rOTOBOrO NiKapCbKoro
3acoby. 3miHa y MeTogax BMNpobyBaHHS rOTOBOrO
niKkapcbKoro 3acoby (iHwi 3MiHM y MeTogax Bunpo6yBaHb
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Ne Hassa dopma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Peknam Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asiBHUKa BUPOOHUK Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakosKa) a NnocBi04Y€eHHs1
(BKIHOYAOUM 3aMiHy ab0 [ONOBHEHHS)) 3MiHa Y
aHasliTMYHOMY MeTOZi BUNPOOYBaHHSA 3a NOKa3HWKOM
Sucrose Content Ha eTani Plain Pool, a came
BNPOBaKEHHSA HOBOTO TECTOBOIO Habopy). Pefakuis B
Hakasi - TIKOBAK BAKLMHA O/1A9 MPO®INAKTUKN
KNILWOBOIr O EHUE®ANITY KYNIbTYPA/IbHA
IHAKTUBOBAHA OUYUNLLEHA COPBEOBAHA TIKOBAK
IKYHIOP BAKUWHA ONA NPODINTAKTUKNA
KNILWOBOIr o EHUE®ANITY KYNIbTYPA/IbHA
IHAKTVIBOBAHA OUYNLLEHA COPBEOBAHA; 3as1BHWK -
MOANAIEP ENY. CI. MNI. KOPMOPEWLLH, CLUIA. BipHa
pepakuis - TIKOBAK BAKUUMHA AN
MNPO®DINTAKTUKA KNIWOBOINO EHUEDANITY
KYNbTYPAJ/IbHA IHAKTUBOBAHA OYMLLEEHA
COPBOBAHA; 3aaBHUK - MNdcpaiizep Eiiu.Ci.Mi.
KopnopeliiwH, CLUA
192. | TIKOBAK cycneHsis ans Mdcpaiizep CLIA KOHMPO/1b IKOCMI: Icnanis/ BHECEHHS 3MiH [0 peecTpauiiiHux maTepiasis: 3a UA/16695/01/01
BAKUVHA iH'ekyili no 2,4 Eiu.Ci.Mi. EYPOO®IHC ABcTpisi/ YTOYHEHHA HanNUCaHHA Ha3BM npenapaty Ta peyenmom
Ana Mkr/0,5 mn, no 0,5 Kopnopeliw BIO®APMA Benbris 3asiBHUKA B Hakasi MO3 YkpaiHu Ne 1877 Big
MPO®INAKT M/ CycneHsii y H MPOOAKT 08.11.2024 B npoueci BHECEHHSA 3MiH (3MiHu | Tuny -
KU nonepegHL0 TECTIHI CMEWH, AfMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHs Ta/abo
KNILLOBOIO | 3anoBHeHOMY C.J1Y, IcnaHis; afpecy Micus NPoBaXEHHS Ais/IbHOCTI BUPOGHMKa
EHUE®ANITY | ogHopa3oBoMy KOHMPO/Ib IKOCMI: (BKTrOYatoUM, 3a HEOHXIAHOCTI, MicLe NpoBeAeHHS
KYNbTYPAN wnpuyi; no 1 Mcpaiizep KOHTPO/IO SIKOCTI), a60 BnacHuka macTep-gaiina Ha Adl,
bHA wnpuy MeHtohekuypuHr abo noctavanbHuka A®l/BuxigHoro
IHAKTUBOBA | BKk/1ageHoMy Y ABcTpisa [M6X, marepiany/peareHTy/npoMiKHOro NPOAYyKTY, Lo
HA 6nictep; no 1 ABCTpIS; 3aCTOCOBYHOTLCS Y BUPOOHMLTBI API (SIKLLO 3a3HAYEHO Y
OYULLEHA 6nictepy Ta BUPOGHUYMBO [0CbE Ha NikapCbknii 3acib) 3a BiACyTHOCTI cepTucbikata
COPBOBAHA | 0OKpeMoto rosikow y npooykmy y BiANoOBIgHOCTI EBponeiickkili hapmakonei y
KapTOHHI Kopobuji 3 ¢hopwmi in bulk; 3aTBEpPKEHOMY [10CbE, a60 BUPOOHMKA HOBOI
MapKyBaHHAM HaroBHEHHS [0NOMDKHOT PEYOBMHU (SIKLLLO 3a3HAYEHO Y A0ChE) 3MiHA
YKPaiHCbKOK0 MOBOIO wripuyis, Ha3BW nocTavyasibHVKa anlbOyMiHy CMpoBaTKM MIOANHN 3
Ta 3 MapKyBaHHAM rnakyBsaHHs1, Baxter AG Ha Takeda Manufacturing Austria AG. 3MmiHu |
iHO3EMHOIO MOBOIO 3i MapKyBaHHs, TMny - 3MiHM 3 AKOCTi. [OTOBWIA NikapcbkWin 3aci6. (iHLwi
CTUKEPOM KOHMPO/Ib SIKOCMI, 3MiHM) Kopekuis TeMnepatypw 36epiraHHs akTUBHOI
YKpaiHCbKO MOBOIO BUINYCK cepii: cybceTaHuil). Pepakuis B Hakasi - TIKOBAK BAKLUVHA
Mdpaitzep ONA MPODINTAKTUKK KNILOBOIO EHUEDANITY
MeHtodhekuypuHr KYNbTYPANBHA IHAKTVIBOBAHA OUYULLEHA
Benbria HB, COPBOBAHA TIKOBAK IXYHIOP BAKLIMHA ON1A
Benbris; MPO®ITAKTUKM KNILOBOIO EHLUEDANITY
KOHMPO/Ib IKOCMI: KYNbTYPA/IbHA IHAKTMBOBAHA OYNLLEHA
CIrc na6 CimoH COPBOBAHA; 3aaBHuK - MOAMSEP EY. CI. MI.
CA, Benbris KOPIMOPEWLLIH, CLUIA. BipHa peaakuis - TIKOBAK
BAKUWVHA 019 NPOPINAKTUKA KNILLLOBOIro
EHLUE®ANITY KYNbTYPANbHA IHAKTUBOBAHA
OUMLLEHA COPBOBAHA; 3asaBHuK - MNdpaiizep
Eiiu.Ci.Mi. KopnopeiiwH, CLUA
193. | TIKOBAK cycnexsisa ans MNdpaiizep CWA KOHMPO/ib SIKOCMI: Icnanis/ BHECEHHS 3MiH [0 peecTpaLiiiHnx maTepianis: 3a UA/16694/01/01
OXYHIOP iH'ekwin no 1,2 Eiiu.Ci.Mi. EYPOO®IHC ABcTpisi/ YTOYHEHHS HanucaHHA Ha3BW npenaparty Ta peyenmom




126 ITponoB>xeHHs fofaTKa 3
Ne Hassa dopma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Peknam Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asiBHUKa BUPOOHUK Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakosKa) a NnocBi04Y€eHHs1
BAKUVHA Mkr/0,25 mn, no 0,25 | Kopnopeiiw BIO®APMA Benebris 3aABHUKa B Hakasi MO3 YkpaiHu Ne 1877 Bipg,
ansa M/ CyCneHsii y H MPOOAKT 08.11.2024 B npoLiecy BHeCEHHSA 3MiH (3MiHu | Tuny -
MPO®INTAKT nonepegHL0 TECTIHI CMENH, 3MiHY 3 sKocTi. A®l. KoHTponb A®l. 3miHa y meTogax
NKIN 3anoBHeHOMY C.J1Y, IcnaHis; BMNpo6yBaHHsA APl abo BUXigHOrO
KNIWOBOIro | ogHopa3oBoMy KOHMPO/Ib SIKOCMI: marepiany/npomMiKHOrO NMPOAYKTy/peareHTy, Lo
EHUE®ANITY | wnpuyji; no 1 Mcpaiizep BMKOPUCTOBYETLCA Y npoLieci BUpo6bHuLTBa Ad|
KYNbTYPAN wnpuy MeHtohekuypuHr (He3HauHi 3MiHM y 3aTBEPKEHUX MeToaax
bHA BK/1a,EHOMY Y AscTpis FM6X, BMNPO6YBaHHS) MNepeHeceHHs aHaNiTMYHUX MeTO/iB
IHAKTUBOBA | 6nicTtep; no 1 ABCTpIS; Free Formaldehyde Content Ta Sucrose Content Ha
HA 6nictepy Ta BUPOGHUYMBO HOBWI1 cnekTpochoToMeTp Shimadzu UV-1900. 3MiHu |
OYULLEEHA OKPEMOHO TOJIKOK Y npooykmy y Tuny - 3MiHn 3 akocTi. A®L. KoHTponb AdL. 3miHa y
COPBOBAHA | kapTOHHiii kopobui 3 ¢hopwmi in bulk; MeToAax BunpobysaHHA A®| abo BUxigHOro
MapKyBaHHAM HarosHeHHs marepiany/npomMiKHOrO NPOAYKTy/peareHTy, Lo
YKPaiHCbKOK MOBOIO wripuyis, BUKOPWCTOBYETLCA Y NpoLeci BUpobHuuTea AdI
Ta 3 MapKyBaHHAM nakysaHHsl, (He3HauHi 3MiHM y 3aTBEPMAXEHNX METOAAX
iHO3EMHOIO MOBOIO 3i MapKyBaHHs, BUNPoO6yBaHHSA) MNepeHeceHHs aHaNiTUYHUX METOZiB
CTUKEPOM KOHMPO/Ib SIKOCMI, Free Formaldehyde Content Ta Sucrose Content Ha
YKpaiHCbKO MOBOKO BUIYCK cepii: HOBWI1 cnekTpochoToMeTp Shimadzu UV-1900. 3miHu |
Mdpaiizep TUNYy - 3MiHK 3 IKOCTi. TOTOBWIA Nnikapcbkuii 3acio.
MeHtohekuypuHr KoHTposb rotoBoro nikapcbkoro 3acoby. 3miHa y
Benbria HB, mMeToAax BUNPoGyBaHHSA roTOBOrO MiKapcbKoro 3acoby
Benbris; (iHwWi 3mMiHW y MeTogax BunNpobyBaHb (BKIOYaUM 3aMiHy
KOHMPO/Ib SIKOCMI: ab0 fONOBHEHHS)) 3MiHA y aHaNiTMYHOMY MeTofi
CIC Nab6 CimoH BMNpo6yBaHHA 3a NokasHukom Sucrose Content Ha eTani
CA, benbris Plain Pool, a came BNpoBaaXeHHs1 HOBOTO TEeCTOBOro
Habopy. 3miHu | TUNy - 3MiHK 3 SKOCTi. FoTOBUIA
nikapcbkuii 3aci6. KOHTPOb roTOBOrO NiKapCbKoro
3acoby. 3miHa y MeTofax BUNpobyBaHHS rOTOBOrO
nNikapcbKoro 3acoby (iHLWi 3MiHM y MeToAax BUNPobyBaHb
(BK/THOYAlOUM 3aMiHy ab0 LONOBHEHHS)) 3MiHa Y
aHaniTMYHOMY MeTofi BUNPOOYBaHHA 3a MNOKa3HWKOM
Sucrose Content Ha eTani Plain Pool, a came
BNPOBa/PKEHHA HOBOrO TECTOBOrO Habopy). Peaakuis B
Hakasi - TIKOBAK BAKLIVMHA O/1A9 MPO®INAKTUKN
KNILWOBOIr O EHUE®ANITY KYNIbTYPA/IbHA
IHAKTUBOBAHA OUYUNLLEHA COPBEOBAHA TIKOBAK
I)KYHIOP BAKUWHA ANA NPODINAKTUKA
KNILWOBOIr O EHUE®ANITY KYNIbTYPA/IbHA
IHAKTBOBAHA OUYNLLEHA COPEOBAHA; 3a51BHVK -
MOANSEP ENY. CI. Ml. KOPMOPEWLLIH, CLIA. BipHa
pepaxuis - TIKOBAK I)KYHIOP BAKUWHA ANA
MPO®DITAKTUKA KNIWOBOINO EHLUE®ANITY
KYNbTYPA/IbHA IHAKTUBOBAHA OUYMLLEEHA
COPBOBAHA; 3aaBHUK - MNdcaiizep Eitu.Ci.Mi.
KopnopeliiwH, CLUA
194. | TIKOBAK cycnensia ans MNdpaiizep CLIA KOHMPO/ib IKOCMI: Icnanis/ BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3a UA/16694/01/01
MKYHIOP iH'ekyin mo 1,2 Eiu.Ci.Mi. EYPO®IHC ABcTpisi/ YTOUHEHHS1 HanucaHHA Ha3BU npenapary Ta peyenmom
BAKUVHA Mkr/0,25 mn, no 0,25 | Kopnopeiiw BIO®APMA Benbris 3asiBHUKA B Haka3i MO3 YkpaiHu Ne 1877 Big,
Aana M cycneHsii y H MPOOAKT 08.11.2024 B npoueci BHECEHHSA 3MiH (3MiHu | Tuny -
MPODIIAKT nonepegHsLo TECTIHI CMNEWH, AAMiHICTpaTVBHI 3MiHW. 3MiHA HaliMeHyBaHHA Ta/abo




127 ITponoB>xeHHs fofaTKa 3
Ne Hassa dopma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Peknam Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asiBHUKa BUPOOHUK Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakosKa) a NnocBi04Y€eHHs1
NKIN 3anoBHeHOMY C.J1Y, IcnaHis; azpecy Micus NPoBaMKEHHS AisiNIbHOCTi BUPOGHMKaA
KNIWOBOIro | ogHopa3oBoMy KOHMPO/Ib IKOCMI: (BKTrOYatoUM, 3a HEOBXIAHOCTI, MicLe NpoBeAeHHS
EHUE®ANITY | wnpuyji; no 1 Mcpaiizep KOHTPO/I0 SIKOCTI), a60 BnacHuka MmacTep-gaiina Ha Adl,
KYNbTYPAN wnpuy MeHtohekuypuHr abo noctavanbHuka A®I/BuxigHoro
bHA BK/1a,EHOMY Y AscTpis FM6X, marepiany/peareHTy/npoMikKHOro NPOAYyKTY, Lo
IHAKTUBOBA | 6nicTtep; no 1 ABCTpIS; 3aCTOCOBYHOTLCS Y BUPOOHMLTBI API (SIKLLO 3a3HAYEHO Y
HA 6nictepy Ta BUPOGHUYMBO [0CbE Ha Nikapcbkuii 3acib) 3a BiACyTHOCTI cepTudikata
OYULLEEHA OKPEMOIO TOJIKOK Y npooykmy y BiANOBIAHOCTI €Bponeiickkili hapmakonei y
COPBOBAHA | kapTOHHiii kopobui 3 ¢hopwmi in bulk; 3aTBEPKEHOMY [10CbE, a60 BUPOOHMKA HOBOI
MapKyBaHHAM HaroBHEHHS [0NOMDKHOT PEYOBMHU (SIKLLLO 3a3HAYEHO Y A0CLE) 3MiHA
YKPaiHCbKOK MOBOIO wripuyis, Ha3BW nocTavyasibHMKa anlbOyMiHy CMpOoBaTKM MHOANHN 3
Ta 3 MapKyBaHHAM rnakyBsaHHsl, Baxter AG Ha Takeda Manufacturing Austria AG. 3MmiHn |
iHO3EMHOIO MOBOIO 3i MapKyBaHHs, TMny - 3MiHK 3 SIKOCTi. TOTOBWIA Nikapcbkuii 3aci6. (iHLWi
CTUKEPOM KOHMPO/Ib SIKOCMI, 3MiHM) Kopekuis TeMnepatypw 36epiraHHs akTUBHOI
YKpaiHCbKO MOBOKO BUIYCK cepii: cybceTaHuil). Pepakuis B Hakasi - TIKOBAK BAKLUVHA
Mdpaiizep ONA MPODINTAKTUKW KNILOBOIO EHUEDANITY
MeHtodekuypuHr KYNbTYPANBHA IHAKTVIBOBAHA OUYULLEHA
Benbria HB, COPBOBAHA TIKOBAK IXXYHIOP BAKLIMHA 0N1A
Benbris; MPO®ITAKTUKN KNILLOBOIO EHLUEDANITY
KOHMPO/Ib SIKOCMI: KYNbTYPA/IbHA IHAKTMBOBAHA OYNLLEHA
CIrC Nna6 CimoH COPBOBAHA; 3asBHuK - MOAVSEP EY. CI. MI.
CA, benbris KOPIMOPEWLLIH, CLIA. BipHa peaakuis - TIKOBAK
MKYHIOP BAKUMHA A1 NPOPITAKTUKA
KNILWOBOro EHUE®ANITY KYNIbTYPANTIbHA
IHAKTUBOBAHA OUYULLIEEHA COPBEOBAHA; 3aABHUK
- Ndpaiizep Eiiu.Ci.Mi. KopnopeiiwH, CLUA
195. | TPA3SOMPA® | po3uunH A5 iH'eKLit "FOHiK IHais "HOHIK IHais BHECEHHS 3MiH 10 peecTpaLiiiHux maTepianis: 3miHu | 3a UA/7388/01/02
® 76% 76 % no 20 mn B dapmacbioT PapmacboTuKas TMny - 3MiHK 3 AKOCTI. [OTOBWIA Nikapcbknit 3aci6. peyenmom
amnyni; no 5 amnyn ukan Na6opaTtopiz" KOHTpO/b roToBOro fikapcbkoro 3acoby. 3miHa
ynakoBaHi Ha nigHoc | Jlabopatopi3 (BipfineHHs dipmun napameTpiB cneuudikaliii Ta/abo LONYCTUMMX MEX
i3 Tepmokony; no 1 " "Ox. B. Kemikan3 rOTOBOrO /liKapCbkoro 3acoby (iHLwi 3miHW) - CynyTHA
nigHOCY Y KapTOHHIi (BipAineHHs eHa 3MiHa - 3MiHM 3 AKoCTi. [0TOBMIA NikapcbkuWii 3aci6.
Kopoobui hipmu "Ox. $apmacbloTnkans KOHTPO/1b rOTOBOrO NiKapcbKoro 3acoby. 3miHa y
B. Kemikans Nt MeToAax BUNPOOYBaHHSA rOTOBOrO /iKapCbKoro 3acoby
eHa (iHwWi 3mMiHW y MeTogax BUNpobyBaHb (BK/OYaUy 3aMiHy
dapmacbioT a60 fonoBHeHHs)) (B.1l.r.2. (r) Ib) npuBefeHHA TEKCTY
nkans Nitg.") crneundikauii Ta MeToAiB KOHTPOIO SIKOCTi JTiKapCbKOro
3aco06y, Lo 3aTBepAXeHi B YkpaiHi, Ao maTepiasnis
BMpOOHUKa. BBEAEHHS 3MiH NPOTAroM 6-Tu MicAUIB nicns
3aTBEPAKEHHS. 3MiHM | TMny - 3MiHM 3 SKOCTi. [OTOBMIA
nikapcbkuii 3aci6. KOHTpob roTOBOrO NiKapCbKoro
3aco06y (iHLLi 3MiH1) OHOBJIEHHS BXE 3aTBEePMKEHNX
METOZAiB KOHTPO/II0 SIKOCTi NikapCbKOro 3acoby, a came:
BUKN3AEHHS TEKCTY [iepPXXaBHOK MOBOIO 3rifHO CyYacHUX
BMMOT. BBeleHHSA 3MiH NPOTArom 6-Tu MicsLiB nicns
3aTBEPKEHHS.
196. | TPUAKYTAH Masb; no 15 ry 1y6i; MAT YkpaiHa MAT YkpaiHa BHECEHHS 3MiH [J0 peecTpaviitHux maTepiasis: 3MiHu | 3a UA/4454/02/01
® no 1 Ty6i B navui "Kuismegnp "KuiBmegnpenapa TMny - 3MiHKM 3 AKocTi. CepTudikaTt BignosigHocTI/IE- peyenmom

enapar”

"

T

cepTuduikar BignoBiAHOCTI €BpoNeiichbKil
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n/n

Ha3ssa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOOHUK
a

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs

Howmep

peecmpayiliHo2o

NnocBi04Y€eHHs1

thapmakonei/moHorpadii. MogaHHA HoBoro a6o
OHOBJ/IEHOTO cepTudikaTa BifnoBigHOCTI a60 BUTyYEHHS
cepTudpikaTa BifnoBiAHOCTI EBponeiichbkiin hapmakonei:
ana A®l; ans BuxigHoro
marepiany/peareHTy/npoMikKHOro NPOAYyKTY, Lo
BMKOPVCTOBYHOTLCS Y BUPOOHULTBI ADI; 415 AONOMKHOT
peyoBuHM (cepTudpikaTt BiANOBIAHOCTI EBpONEiChKili
hapmakonei) - HoBuii cepTudikaT Big HOBOro
BMpOOHUKa (3amiHa abo [ONOBHEHHS)
noAaHHA HOBOro cepTudpikaTta BiANOBIAHOCTI
€sponelicbkin hapmakonei Ne R1-CEP 2011-005 - Rev
01ans piroyoi pedyoBrHU Betamethasone dipropionate
Bif, HoBOro BMpOo6HMKa SYMBIOTICA SPECIALITY
INGREDIENTS SDN. BHD

197.

TPUTALE®

TabneTkn no 5 wmr;
Ne 28 (14x2): no 14
TabneTok y 6nictepi;
no 2 6nictepu B
KapTOHHI KOopoo6Li

TOB
"CaHodi-
ABeHTIC
YkpaiHa"

YKpaiHa

CAHO®I C.P./.

ITanisa

BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3miHu |
TMny - 3MiHK 3 AKOCTI. [OTOBWIA Nikapcbknii 3acib.
KOHTpOsb roToBOro fikapcbkoro 3acoby (iHLwi 3MiHu) -
OHOB/IEHHS BXEe 3aTBEPKEHNX METOZIB KOHTPOSIO
SIKOCTi /TikapCbKOro 3acoby, a came: BUKNALEHHS TEKCTY
[ep>XXaBHOK MOBOIO 3riHO Cy4acHVX BUMOr Ta
pefakLiiiHi y3rofyXeHHs BiANOBIAHO A0 OpUriHa/IbHOI
cneuudikaLii Ta METOAiB KOHTPOIHO AKOCTI MiKapPCbKOro
3aco6y BUpPOOHWMKa.
3MiHV BHECEHO B IHCTPYKLiIO A1 Me4UYHOro
3aCcTOCyBaHHS Nikapcbkoro 3acoby y po3gin «Jlikapcbka
chopma» (OCHOBHI (hi3MKO-XiMiYHi BNacTUBOCTI).
BBefeHHs1 3MiH NpoTAroM 6-Tu MicAuiB nicns
3aTBEPMKEHHS. 3MiHM | Tuny - 3MiHW Woao
6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsagy (iHwi 3miHun)
- 3MiHV BHECEHO B TEKCT MapKyBaHHSA NepBUHHOT
yMakoBKM fikapcbKoro 3acoby y n. 6. «IHLE>»
(YTO4YHEeHHs iHchopMalii LLoAo NoroTuny 3asiBHMKa Ta
BHYTPILLHIX NO3HAY0K) Ta BTOPUHHOI yNakoBku B n. 17.
«|HLWE>» (yTouHeHHs iHchopmawuii woao norotuny
3asBHVKa). BBeAEHHS 3MiH NpoTArom 6-T1 MicALUiB nicns
3aTBEPKEHHS.

3a
peyenmom

He
nionsea
€

UA/9141/01/02

198.

TPUTALE®

Tabnetkn no 10 mr;
Ne 28 (14x2): no 14
Tabnetok y 6nictepi;
no 2 6nictepu B
KapTOHHI Kopoo6Li

TOB
"CaHoi-
ABEHTIC
YkpaiHa"

YkpaiHa

CAHO®I C.P.J1.

ITanis

BHECEHHS 3MiH [0 peecTpauiiiHux maTepiasis: 3MiHu |
TMny - 3MiHK 3 AKOCTI. [0TOBWIA Nikapcbkunii 3acib.
KOHTpPO/Ib rOTOBOrO NiKapcbkoro 3acoby (iHLi 3MiHu) -
OHOB/IEHHS BXE 3aTBEPMAKEHUX METOAiB KOHTPO/IHO
AKOCTI IikapCbKOro 3acoby, a came: BUKNAAEHHS TEKCTY
[ep>XaBHOK MOBOIO 3riJHO Cy4acH/X BUMOT Ta
pefakuiiHi y3roikeHHs BiANOBIAHO A0 OpPUriHA/IbHOI
creundikavii Ta MeToAiB KOHTPOJIO AKOCTI JTIKapCbKOro
3acoby BUPOGHYKA.
3MiHU BHECEHO B IHCTPYKLiO 415 MeAUYHOTo
3aCTOCYyBaHHSA Nikapcbkoro 3acoby y po3ain «Jlikapcbka
chopmax» (OCHOBHI (i31KO-XiMiYHi BNaCTUBOCTI).
BBefieHHs1 3MiH NpoTArom 6-T MicauUiB nicas

3a
peyerimom

He
nionsea
€

UA/9141/01/03
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Ne Hassa dopma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Peknam Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asiBHUKa BUPOOHUK Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakosKa) a NnocBi04Y€eHHs1
3aTBEPMKEHHS. 3MiHM | TUny - 3MiHW Woao
6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsagy (iHwi 3miHun)
- 3MiHV BHECEHO B TEKCT MapKyBaHHSA NepPBUHHOT
ynakoBKM flikapcbKoro 3acoby y n. 6. «IHLWE>»
(YTO4YHeHHs1 iHchopMalii LLoAo NoroTuny 3asiBHMKa Ta
BHYTPILLHIX NO3HAYOK) Ta BTOPUHHOT ynakoBku B M. 17.
«IHLWE>» (yTouHeHHs iHchopmawuii Wwoao norotuny
3asBHVKa). BBEAEHHS 3MiH NpOTArom 6-T1 MicALIB nicns
3aTBEPAKEHHS.
199. | TPYKCUMA KOHUeHTpaT ans CenntpioH Pecny6nika CEJINTPIOH IHk. Pecny6nik BHECEHHS 3MiH [0 peecTpaLiitHux maTepiasis: 3MiHu | 3a UA/17284/01/01
pO3uuHy Ans Xenskeap Kopes (BMpoO6HMLTBO, a Kopesi/ Tuny - 3miHK Woao 6e3nekn/edekTNBHOCTI Ta peyenmom
iHcpysiid, no 100 Ko., N4 nepBuHHE YropwuHa thapmakoHarnsgy. BeeneHHs abo 3miHu fo
Mr/10 mn; no 10 mn nakyBaHHs, / y3arasibHeHnX AaHnx npo cuctemy thapmakoHarnsgy
(100 wmr) y donakoHi; BTOPWHHE HimeuuunH (BBEAEHHSA y3araslbHEHUX AaHVX NPO cMcTeMy
no 2 cpnakoHn y nakyBaHHs, a/ thapMakoHarnsgy, amMiHa ynoBHoOBaXeHOoT ocobu,
KapTOHHI kopobuyj; BMNPOBYyBaHHSA PpaHuis BIANOBIAA/IbHOI 3a 34iiCHEHHA hapmakoHarnagy;
KOHLeHTpaT Ans cTabinbHOCTI; KOHTaKTHOI 0co6U 3 chapmakoHarnsay 3asiBHVKa Ans
pO34nHy AnA BUNPOBYBaHHA 3filicHeHHA hapMakoHarnagy B YkpaiHi, SKLL0 BoHa
iHdpysii, no 500 CTabifIbHOCTI), BigMiHHa Big, yNOBHOBaXKEHOT 0CO6MU, BigNOBigaNbHOI 3a
Mr/50 ms; mo 50 mn Pecny6nika 3pificHeHHs hapmakoHarnsay (BK/IHYAKUM KOHTaKTHI
(500 mr) y chnakoHi; Kopes; [AaHi) Ta/abo 3MiHM y po3MilLeHHI MacTep-caiina
no 1 dnakoHy y cuctemn chapmakoHarnsgy) - 3MiHa yrnoBHOBaXEHOI
KapTOHHIA KOopooLi BMNPOOYBaHHSA 0co6U 3asBHNKa, BifNOBiAaNLHOI 3a hapmakoHarnsag.

KOHTPOJIIO AAKOCTI
npu BUNYCKY,
BTOPWHHE
nakyBaHHs: 3AT
PapmaueBTUYHNI
3aBog ElIC,
YropuuHa;

YacTtkoBe
BUNPOBYBaHHSA
KOHTPOJIO SIKOCTI
npu Bunycky (3a
nokasHukamu
CTEPUSIBHICTb Ta
E€H0TOKCUHM):
dapmacboTikan
KoHTpon eHf
[esenonmMeHT
Na6opaTopi Ko.,
1A, YropuwmHa;

BUPOOBHUK,
BiAnoBiganbHNI 3a
BWMYCK Cepii:
HysicaH dpaHc
CAP/1, ®paHuis;

[Litova pepakuis: Boram Yoon. NponoHoBaHa pefakLis:
Youngkwon Jo. 3MiHa KOHTaKTHUX AaHnX
YMOBHOB&XeHOT 0c06M 3a8BHUKA, BiAMOBIga/IbHOI 3a
hapMakoHarnag. 3miHa KOHTaKTHOT 0CO6U 3asBHUKA,
BiANOBIAabHOI 3a thapmakoHarnsag B YkpaiHi.
[itoua pepakuis: €dimkiH AHApiiA. NMponoHoBaHa
pepakuis: Xinbko €sreHis OnekcaHgpisHa. 3miHa
KOHTaKTHUX JaHNX KOHTaKTHOI 0CObYM 3asiBHMKA,
BiANOBiAaNbLHOI 3a chapmakoHarnsag, B YKpaiHi.
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Ne Hassa dopma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Peknam Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asiBHUKa BUPOOHUK Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakosKa) a NnocBi04Y€eHHs1
BMPOGHMLTBO,
nepBuHHE
nakyBaHHs,
BUNPOBYBaHHSA
KOHTPOJTIO AKOCTI
npv BUMYCKY:
Bakctep
OHkonomxi MM6X,
HimeuunHa
200. | YNICENAH TabneTku TOB YkpaiHa YOPNA TypeyunH BHECEHHS 3MiH [0 peecTpaLiitHux maTepiasis: 3MiHu | 3a He UA/12747/01/01
KMLLKOBOPO3UMHHI, «YOPNL MEOVLUMH 1NAY a Tuny - 3miHK Woao 6e3nekn/edekTNBHOCTI Ta peyenmom nionsiza
no 40 mrno 7 MEAVLH» CAH. BE TIX. thapmakoHarnagy. 3MiHU y KOPOTKili XapakTepucTumLi €
TabneTok y 6nictepi; A.LL. NiKapcbKoro 3acoby, TEKCTi MapKyBaHHSA Ta iIHCTPYKLT
no 2 abo 4 6nictepn ON51 MeANYHOro 3aCTOCyBaHHS
B KapTOHHIl reHepuUHMX/ribpuaHNX/6ionoAibHMX Nikapcbkmx 3aco6iB
ynakoBLi nicns BHECEHHS Tiel camoi 3MiHWM Ha pedhepeHTHWi
npenapar (3mMiHa He NoTpebye HafaHHA XOLHNX HOBMX
[04aTKOBUX [aHuX) - 3MiHX BHECEHO [0 iHCTPYKUiT ANns
MeJMYHOro 3aCTOCyBaHHA MikapCcbKoro 3acoby y po3ginu
"B3aemogis 3 iHWMMM flikapCbKMMK 3acobamm Ta iHLLi
BUAM B3aemogiit”, "OcobMBOCTi 3acTOCyBaHHSA",
"Mo6iuHi peakwyi" 3rigHO 3 iHhopMmaLjielo Woa0
MeAMYHOro 3acToCyBaHHA pethepeHTHOro Nikapcbkoro
3acoby (KOHTPOJIOK®, TabneTku racTpopesnCTeHTHi
no 40 wmr). BBeeHHs 3MiH NpoTArom 6-Tu MicAuiB nicns
3aTBEPAKEHHSA
201. | YICENAH niocpinizat ans TOB YkpaiHa Medyap lnau CaH. TypeyunH BHECEHHS 3MiH [J0 peecTpauiitHux maTepianis: 3miHu | 3a He UA/16671/01/01
po3UnHYy AN «YOPNA A.LL. a TUny - 3MiHK Wwoao 6e3nekn/ethekTUBHOCTI Ta peyenmom nionsza
iH eKuiiA, mo 40 mr; 1 MEAVLH» thapmakoHarnsgy. 3MiH1 y KOPOTKili XapakTepucTumLi €
pN1aKOH Y KOHTYPHil nikapcbKoro 3acoby, TeKCTi MapKyBaHHS Ta IHCTPYKUT
YapyHKOBIli 0151 MeMYHOro 3aCToCyBaHHSA
ynakosLi, no 1 reHepunyYHUX/ribpuaHNx/6ionogibHNX nikapcbkMx 3acobis
KOHTYPHiIli nicns BHECEHHSA Tiel camoi 3MiHU Ha pedhepeHTHWA
YapyHKOBIli ynakoBLii npenapar (3MiHa He NOTpebye HafaHHS XOAHNX HOBUX
B KapPTOHHI kopobui [04aTKOBUX AaHuX) - 3MiHX BHECEHO [0 iHCTPYKUiT Ans
MeAMYHOro 3aCTOCYBaHHS NikapcbKoro 3acoby y po3ginu
"B3aemogis 3 iHWMMK flikapCbKMmy 3acobamm Ta iHLLi
BVAW B3aemogiin", "OcobmMBOCTi 3acToCyBaHHSA",
"Mo6ivHI peakuii" 3rigHO 3 iHhopmaLieto Wwoao
MeLNYHOro 3acToCyBaHHA pethepeHTHOro Nikapcbkoro
3acob6y (KOHTPOJIOK®, nopoLok AN po3unHy Ans
iH'exuili no 40 mr). BBefeHHst 3MiH NpoTsArom 6-tu
MiCALIB MiC/s 3aTBEPKEHHS
202. | ®ACTEHAN NOpPOLLOK A5 YAB "MPA" JNuToBCbka Crnewn ITanis BHECEHHS 3MiH [J0 peecTpaLiitHux maTepiasnis: 3miHu | 3a UA/19536/01/01
Opa/IbHOro PO3UYUHY Pecny6nika MPOAAKTC TMny - 3MiHK 3 aKkocTi. CepTudikaT BignosigHocTI/lE- peyenmom
no 80 wr; no 30 NAVH C.N.A. cepTudikar BigNoBIAHOCTI €BpONENChKil

[BOPO3LiSTbHUX
calle y KapTOHHiiA
Kopo6ui

hapmakonei/moHorpadii. NMogaHHsA HoBOro abo
OHOBJ/IEHOrO cepTudikarta BifgnoBigHOCTI abo BUTYYEHHS
cepTudikaTa BignoBigHOCTi EBponeichbki dpapmakonei:
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ITponoB>xeHHs fofaTKa 3

n/n

Ha3ssa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOOHUK
a

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs

Homep
peecmpayiliHo2o
nocsio4eHHs

ana A®l; ans BuxigHoro
marepiany/peareHTy/npoMiKHOro NPOAYyKTY, Lo
BMKOPVCTOBYHOTLCS Y BUPOOHULTBI ADI; 415 LONOMKHOT
peyoBuHM (cepTudpikaT BiANOBIAHOCTI EBpONEiChKilt
hapmakonei) - HoBuii cepTudikaT Bifg HOBOro
BUPOGHMKA (3aMiHa abo AONOBHEHHS) NOAAHHS HOBOrO
cepTudikaTa BignoBigHOCTI EBponeiickkiii hapmakonel
Ne RO- CEP 2017-194 - Rev 00 1151 BUXigHOI pe4yoBUHU
Ketoprofen, Process N Big HoBoro Bupo6Huka DONG
BANG FUTURE TECH & LIFE CO., LTD. wo
BUKOPVCTOBYETLCA Y BUPOBHULITBI Ail0401 PEHOBUHM.
3MiHu | TUNYy - 3MiHK 3 AkocTi. CepTudikar
signosigHocTi/l E-cepTudikar BignosigHocTi
€Bponeiicbkii hapmakonei/moHorpadii. MogaHHA
HOBOro abo OHOBJIEHOrO cepTudpikaTa BignoBigHOCTI abo
BU/TYYEHHA cepTudikaTa BignoBiAHOCTI EBponechkiii
thapmakonei: ana A®l; gns BuxigHoro
mMarepiany/peareHTy/npoOMKHOIO NPOAYKTY, WO
BVKOPUCTOBYIOTbCA Y BUPOOHULTBI ADI; 415 AONOMDKHOT
peyoBuHM (cepTudikaTt BiANOBIAHOCTI EBPONEChKIl
hapmakonei) - HoBuii cepTudikaT Big HOBOro
BMPOGHMKa (3aMiHa abo AONOBHEHHS) NOAAHHA HOBOrO
cepTuddikaTa BiANOBIAHOCTI EBpoNeiickbkii hapmakonei
Ne CEP 2003-136 - Rev 07 a4ns BUXiAHOT pe4yoBMHA
Ketoprofen, Process N Big HoBoro Bnpo6Hvika Zhejiang
Jiuzhou Pharmaceutical Co., Ltd. L0 BUKOPUCTOBYETHCSA
Yy BUPOGHULTBI Ait0H0i peHOBUHM - 3MiHU | TUNY - 3MiHK 3
akocTi. A®l. BupobHuuTBO. 3MiHa po3Mmipy cepil
(Brtovaroun gianazoHu) A®l abo NPOMIXXHOTO NPOAyKTY,
SIKMIA 3aCTOCOBYETLCA Y NPOLLECi BUPOGHMLTBA ADI
(36inblueHHs Ao 10 pasiB NOPIBHAHO i3 3aTBEPKEHUM
po3mipom) 3MiHa po3mipy cepii ans Adl
3arsepaxeHo: 816-998 kr; 3anponoHoBaHo: 781-955 kr.
3MiHn | TURY - 3MiHK 3 aKocTi. A®I. (HLWi 3MiHK)
oHoB/ieHHs1 ASMF ans gitoyoi peyoBrHY KeTonpodeHy
nisnHoBa cinb BUpobHuyTea Clarochem Ireland Ltd.,
Ipnangisa 3 sepcii April 2020 p. o Bepcii November 2021
p.

203.

DECTANI®
HEO 10 000

TabneTkn, BKpUTI
060/10HKOIO,
KMNLUKOBOPO3YMNHHI;
Ne 20 (20 x 1): no 20
Tabnetok y énicrepi,
no 1 6nictepy B
KapTOHHIA Kopoo6Li

TOB
"Onenna
Xenckea
YkpaiHa"

YKpaiHa

TOB "®APMEKC
reyn"

YkpaiHa

BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3miHu |
TUny - 3miHK Wwoao 6e3nekn/ethekTNBHOCTI Ta
hapmakoHarnsgy (iHwi 3mMiHu) OHOBMEHHS TEKCTY
MapKyBaHHS1 NepBUHHOT YNakoBKM NiKapCbKoro 3acoby
(n.6. «IHLE») Ta BHECEHHS 3MiH B TEKCT MapKyBaHHS
BTOPWHHOI ynakoBku (n.8. «JATA 3AKIHYEHHA
TEPMIHY MPUOATHOCTI» Ta n. 17. «IHLWE»).
BBefeHHs1 3MiH npoTArom 6-T MicALUiB nicns
3aTBEPAKEHHSA

6e3
peuyenma

UA/14533/01/01

204.

DJIAMIAES
F'ENb

renbno20r, 30T,
40ra6o 100r B

OPrAHOCU
H

OAE

EHK'106 ETikan3
Mpaisit NlimiTeq

IHais

BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3miHu |
Tnny - 3MiHK Wwoao 6e3nekn/epekTNBHOCTI Ta

6e3
peyenma

nionsiea
€

UA/12794/01/01
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n/n

Ha3ssa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOOHUK
a

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs

Howmep

peecmpayiliHo2o

NnocBi04Y€eHHs1

NlaMiHOBaHii Ty6i; no
1 Ty6i B KAPTOHHIWA
Kopoobui

NAVSCAEH
Cn3 (Ed
3ET 1)

thapmakoHarnagy (iHwi 3MiH1) 3MiHU BHECeHi A0
IHCTPYKUIT 415 MEAUYHOrO 3aCTOCYBaHHS NiKapCbKOro
3acoby Ao po3ainy "MobiyHi peakui™ woao
noBifOMIEHHSA NPo NobiyHI peakuil. BBeAeHHA 3MiH
NPOTAroM 6-Tu MiCALIB NiC/IA 3aTBEPAKEHHS.

205.

ayimyumn

TabneTky Wwuny4i no
600 wmr; no 2
TabneTku y 6nictepi;
no 5 6nictepis y
KapTOHHIM nayui

3amboH
C.M.A.

ITanis

3amboH

CsiTuepnaHg, /174,

LLiBeiiuapi
o

BHECEHHS 3MiH [0 peecTpaLiiiHMx MmaTepiasis: 3MiHu |
TUny - 3miHK Wwoao 6e3nekn/ethekTVBHOCTI Ta
thapmakoHarnsgy. BeegeHHs abo 3miHu o
y3araslbHeHUX JaHux Npo cucTemy chapmakoHarnsagy
(BBEAEHHSA y3araslbHEHUX AaHWX NPO cucTemy
thapmakoHarnsgy, 3mMiHa ynoBHOBaXeHOi ocoow,
BiANOBIAA/ILHOI 3a 34ilicCHEHHS (hapmakoHarnsgy;
KOHTaKTHOT 0C06M 3 hapmakoHarnsgy 3asiBHuKa 415
3[jicCHEeHHs hapMakoHarisay B YKpaiHi, SKLO0 BoHa
BiAMiHHa Bif, yNOBHOBaXEHOT 0CO6M, BigNoBigansLHoI 3a
3piicHeHHs hapmakoHarnagy (BKIHOUYaUM KOHTaKTHI
[AaHi) Ta/abo 3MiHM y po3MmileHHi MacTep-taiina
cuctemu chapmakoHarnsgy). 3MiHa ynoBHOBaXKeHOl
0ocobu 3asBHKKa, BiANOBIA&IbHOI 3a hapMakoHarnsg,
[itoua pepakuisi: Mapis flyiza BoHypa / Maria Luisa
Bonura. MNMponoHoBaHa pegakuisn: Hikona Bpewwis / Nicola
Brescia. 3MiHa KOHTaKTHUX JaHUX YNOBHOBaXKEHOT 0CO6M
3asBHMKa, BiANOBIAaNbLHOI 3a hapmakoHarnsag. 3miHa
KOHTaKTHUX AaHNX KOHTaKTHOT 0CO6W 3asBHNMKa,
BiANOBiAaNbHOI 3a (hapmakoHarnsg B YKpaiHi.

6e3
peuyenma

UA/3083/01/01

206.

onyimyumn

PO34UH ANS iH'EKLN,
100 mr/mn; no 3 Mn
B amnyni; no 5
amnyny
nnacTuKoBOMY
niaAoHI B KAPTOHHIN
navyi

3am60oH
C.M.A.

ITanisa

3amb6oH C.M.A.

ITanisa

BHECEHHS 3MiH [J0 peecTpaviitHux maTepiasis: 3MiHu |
TMny - 3MiHK WoA0 6e3nekn/edekTBHOCTI Ta
thapmakoHarnsigy. BeegeHHs abo 3miHu go
y3araslbHeHUX JaHnx Npo cuctemy hapmakoHarnagy
(BBEAEHHSA y3araslbHEHMX AaHUX NPO cucTeMy
hapMakoHarnsay, 3amiHa ynoBHOBaXKeHOT ocobu,
BiANOBIAA/ILHOI 3a 34iiCHEHHA hapmakoHarnsgy;
KOHTaKTHOI 0c06M 3 hapMakoHarnagy 3asBHuka ons
3[jiCHEeHHs hapmakoHarsay B YKpaiHi, AKLWO BoHa
BiAMIHHA BiJ YNOBHOBaXeHOI 0co6WU, BiAMNOBIAa/IbHOI 3a
3piiicHeHHs1 hapMakoHarnsay (BK/IHYAKUM KOHTaKTHI
AaHi) Ta/abo 3MiHV y po3MmileHHi MacTep-thaiina
cuctemn chapmakoHarnsgy) 3MiHa yrnoBHOBaXXeHOT
ocobu 3asBHUKa, BIANOBIAa/ILHOT 3a (hapmakoHarnsa,.
[itoua pepakuis: Mapis flyiza BoHypa / Maria Luisa
Bonura. MNMponoHoBaHa pepgakuisn: Hikona bpewwis / Nicola
Brescia.
3MiHa KOHTaKTHUX AaHVX YNOBHOB&XEHOI 0Co6u
3asBHVKa, BifnoBigasibHOI 3a hapMmakoHarnsag.
3MiHa KOHTaKTHMUX JaHUX KOHTaKTHOI 0CObM 3asBHMKa,
BiANOBiAaNbHOI 3a (hapmakoHarnsg B YKpaiHi.

3a
peyenmom

UA/8504/01/01

207.

DOTOPADYP®

Kancysnu Teepgi no
400 wr; no 100
Kancys B

AT
"I'piHaekc"

Nartsia

AT "T'piHoekc"

Natsis

BHECEHHS 3MiH [J0 peecTpaLiitHux maTepiasnis: 3miHu |
MRy - AAMIHICTPATVBHI 3MiHW. BuiyyeHHs BUpoBGHUYOT
AinbHMUI (BKNKOYaoun AinbHuui ans APl npomMixkHOro

3a
peyenmom

UA/3583/01/01
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n/n

Ha3ssa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOOHUK
a

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs

Homep
peecmpayiliHo2o
nocsio4eHHs

KOHTeliHepi; no 1
KOHTEliHepy B
KopoobLi 3 KapTOHY

npoAayKTy abo rotToBOro Nikapcbkoro 3acoby, AinbHuLI
NS NpOBEfieHHA NaKyBaHHS, BUPOOHNKa,
BiANOBI4A/ILHOIO 3a BUNYCK CEPiii, MicLie NPOBEAEHHS
KOHTPO/IIO cepii) abo noctadasibHyKa BUXifHOro
marepiany, peareHTy abo AONOMDKHOT pEYOBMHY (SIKLLO
3a3HaYeHo y OCbE) BUyHEHHS BUPOGHUKA BUXIAHOTO
marepiany 5-fluorouracil - Jinan Longsheng Co. Ltd.,
China. 3minHu | TMny - 3miHK 3 AkocTi. A®I. BupobHuuTBo.
3MiHa BUpo6HUKa BMXiAHOrO/NPOMIXXHOro
NpoAyKTy/peareHTy, Lo BUKOPUCTOBYOTLCA Y
BMPO6HMYOMY npoueci A®l, abo 3miHa BUPO6HUKa
(BKnOYatoum, ae HeobXigHO, MicLe NPOBeAEHHS
KOHTpOnto skocTi) AP (3a BigcyTHOCTI cepTudiikata
BiANOBIAHOCTI €Bponeiickkili hapmakonei y
3aTBEepAKEeHOMY A0Cbe)(iHWi 3MiHW) - BBEAEHHA HOBOrO
(anbTepHaTMBHOrO) BUPOOHMKa BUXigHOTO Matepiany 5-
fluorouracil - Dezhou Longsheng Chemical Co. Ltd.,
China. 3miHu Il Tuny - 3MiHK 3 gKocTi. A®I. (iHLWi 3MiHK)
OHOBJ/IEHHSI MalicTep-thaiina Big, 3aTBEPAKEHOrO
BMpo6Huka JSC «Grindeks», Latvia Ha A®I Teradhyp 3
Bepcii ASMF000088, December 2018 (0002 sequence)
0o ASMF000088, October 2019 (0003 sequence).

208.

LE®ANEKCU
H
ANKANOIA®

MOPOLLOK AN1A
opasibHOT cycneHsii
250 mr/5 mn (gns
100 mn), no 65,4 r
NOPOLLKY Y (hNaKoHi;
no 1 dnakoHy y
KOMNekTi 3
n1acTMacoBoto
MipPHOIO JTOXKOK Y
KapTOHHIA KOopooLi

AJIKANOIL,
A[ Ckon'e

Pecny6nika
MiBHIiYHA
MakefoHist

AJTKANOIQ AL
Ckon'e

Pecny6nik
a MiBHiuHa
MakefoHis

BHECEHHS 3MiH [0 peecTpauiitHux maTepiasis: 3MiHu |
TMny - 3MiHK 3 AIKOCTi. [OTOBWIA Nikapcbkunii 3aci6.
KOHTPO/1b FOTOBOrO NiKapcbKoro 3acoby. 3miHa
napameTpiB cneuudikauiii Ta/abo JOMYCTUMUX MEX
rOTOBOrO J1iKaPCbKOro 3acoby (iHLi 3MiHW) - 3MiHU Y
cneuudikaLii npy BUNYCKY Ta Ha TEPMIH NPUAATHOCTI 3a
nokasHukoMm "CynyTHi JOMILLKK" Y 3B'A3KY 3i 3MiHOO
aHasliTMYHOro MeToAy BU3HayYeHHss BEPX.
3anponoHoBaHuii MeTof € 6iNbll CENEKTUBHUM, Y
3B'A3KY 3 UMM BiOYBaETbCA €(DEKTUBHILLE BU3HAUYEHHS
CYNyTHIX AOMILLOK. 3aTBepAxeHO: CynyTHi SOMILLK/
[Jowmiwka A - He 6inble 1,0%, Jowmiwka B - He Ginblie
1,0%, bByab-aka iHwWa cneuudikoBaHa AOMiLLKA - He
6inbwe 1,0%, byab-aka HecnewumdikoBaHa AOMILIKA - He
6inbwe 0,2%, Cyma AOMILWOK - He Ginblue 3,0%.
3anponoHoBaHo: CynyTHi AOMILLKM Ta NPOAYKTU po3nagy
[Jowiwka A - He 6inbLie 1,0%, Jomiwka B - He 6inbLie
1,0%, CEX-ninepasuH + npogyKTn po3nagy - He 6inblue
1,0%, fenbTa 2 LledhanekcuH — He 6inbwe 1,0%, byapb-
fKa iHWa Aomillka - He 6inblue 0,2%, Cyma [OMILLOK -
He Gisibwe 3,0%. 3miHu | TMny - 3MiHK 3 AKOCTI. FoTOBMIA
nikapcbkuii 3aci6. KOHTpob roTOBOrO NiKapCbKoro
3acoby. 3miHa y MeTofax BUNpo6yBaHHA rOTOBOr0
nikapcbKoro 3acoby (iHLWi 3MiHM y MeToAax BUNPo6yBaHb
(BrTtoYatouM 3amiHy abo JONOBHEHHS)) - 3MiHa MeToay
BU3HauYeHHs1 BEPX ansa nokasHuka "CynyTHi OMILLKK".
3MiHM CTOCYHOTbCS CTaHAapTIB, PyXoMmoi chasu,
npo6onigroToBKM, YMOB XpoMaTorpadlyBaHHs,

3a
peyenmom

UA/0264/01/01
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Ne Hassa dopma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Peknam Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asiBHUKa BUPOOHUK Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakosKa) a NnocBi04Y€eHHs1
rpagieHTa, yMoB NpUAAaTHOCTI CUCTEMU, PO3PAXYHKY
[OOMILLIOK.
209. | LE®OTAKCU | nopowlok ans MpusatHe YkpaiHa BMPOBHULTBO Ta Ykpaina/ BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3MiHu | 3a He UA/18260/01/01
M KOMBI PO3UnHY N5 iH'EKUiA | akuioHepHe nepBuHHE Kutalicbka TUny - 3miHK Wwoao 6e3nekn/ethekTNBHOCTI Ta peyenmom nionsza
no 0,5r; 1 a6o 10, TOBapUCTBO nakyBaHHs HapogHa hapmakoHarnsgy. 3MiHa y KOpoTKili XxapakTepucTumui €
a60 50 dpnakoHiB 3 "Jlekxim- PO3UYMHHNKIB; Pecny6nik nikapcbKoro 3acoby, TeKCTi MapKyBaHHS Ta IHCTPYKLUT
MOPOLLKOM Y NaykKax; Xapkis" BTOPWHHE a AN5 MeMYHOro 3acToCyBaHHS Ha MiAcTasi perynsipHo
1 donakoH 3 nakyBaHHs1, OHOBJIKOBAHOTO 3BIiTY 3 6e3nekn nikapcbkoro 3acoby, abo
nopoLukom Ta 1 KOHTpONb Ta JocnimkeHb 3 6e3neky 3acToCyBaHHA NiKapCbKoro
amnyna 3 BUNYCK cepii 3acoby B nicnsipeecTpavy,inHnii nepioa, abo sk pesynbTar
po3unHHKKoM (Boga roToBOro OLiHKM 3BITY 3 AOC/iMKEHb, MPOBEAEHUX BigNOBIAHO A0
Ans iH'ekuii no 5 mn niKkapcbKoro nnaxy negiatpuyHux gocnimpkeHb (PIP) (3miHy
B amnyni) B 6nictepi; 3acoby: Y3rOKEHO 3 KOMMETEHTHUM YNOBHOBaXXEHVM OpraHom) -
no 1 6nictepy y MpuBaTHe 3MiHN BHECEHO [0 IHCTPYKLii A1 MeAUYHOro
nauui; 1 conakoH 3 akuioHepHe 3acTOCyBaHHS NikapcbKoro 3acoby y posainm
NOPOLLKOM Y TOBapuCTBO "Ocob6nmBocTi 3acTocyBaHHA", "MobiuHI peakwi"
6nictepi; no 1 "lekxim-Xapkis", BiAMOBIAHO [0 OHOBMIEHOI iHChopMaL,i 3 6e3nekun gjtoyoi
6nictepy y nauuyj; 5 YkpaiHa,; peyoBUHW. 3MiHK | TUNy - 3MiHW WoA0
hN1aKkoHiB 3 BTOPVHHE 6e3nekn/edekTnBHOCTI Ta hapmakoHarnsagy. BHeceHHs
MOPOLLKOM Y nakyBaHHs1, abo 3miHa(1) 4o 3060B'A3aHb Ta YMOB Buaadi
6nictepi; no 2 KOHTPO/b Ta peecTpauiiiHoro NocBigYEHHs, BKIOUYatoum Mnax
6nictepu y nauui BWMYCK cepil ynpasniHHA pu3nKamMu (3acCTOCyBaHHSA TEKCTY, AKWi
roToBOro NOroKEHN 3 KOMNETEHTHM OPraHom) - 3asABHUKOM
nikapcbkoro HafaHo OHOB/IeHWIA MnaH ynpaBniHHA pu3nkaMu Bepcis
3acoby: TOB 1.2. 3miHn BHECEHO [0 YacTuH: | “3aranbHa
"Nekxim-O6yxis", iHchbopmavia”, Il “Crneumdpikayis 3 6esnekn”, Il “MnaH 3
YkpaiHa,; thapmakoHarnagy”, V “3axogm 3 MiHimizauii pusukis”, VI
BMPOGHMLITBO Ta “Pestome nnaHy ynpasniHHa pusukamun”, VIl “OogaTtkn” y
nepBuHHE 3B's13Ky 3 OHOBJ/IEHHAM iHhopMaLii 3 6e3neku aitouoi
nakyBaHHs pevoBUHM LiedhoTakCcMM Ha nigcTasi pekoMeHaaLili
NOPOLLKY: PRAC. B mexax 3MiH1 HaaHO OHOBJ/IEHWIA N1aH
PetoHr ynpaBniHHA pu3nkamu, Bepcis 1.2. Pesiome nnaHy
dapmMacbloTuKas ynpaBiHHA pyu3nKamy JOAAETLCS.
Ko., 14.,
KnTaiicbka
HapopgHa
Pecny6nika
210. | LUE®OTAKCU | nopowlok ans MpuBaTHe YkpaiHa BMPOGHMLITBO Ta Ykpaina/ BHECEHHS 3MiH [J0 peecTpauiitHux maTepiasis: 3MiHu | 3a He UA/18260/01/02
M KOMBI PO3YUHY A1t iH'EKLIA | akuioHepHe nepBuHHE KuTalicbka TMny - 3MiHK WoA0 6e3nekn/edpekTUBHOCTI Ta peyenmom nionsea
no 1r; 1 chnakoH 3 TOBapuncTBo nakyBaHHs HapogHa thapmakoHarnsgy. 3MiHa y KOpoTKili XxapakTepucTumui €
nopotukom Ta 1 "J1ekxim- PO3UYMHHNKIB; Pecny6nik nikapcbKoro 3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKLiT
amnyna 3 Xapkis" BTOPUHHE a AN MeAMYHOro 3acTOoCyBaHHS Ha NiAcTasi perynspHo
po3unHHKKOM (Boga nakyBaHHs, OHOBJIIOBAHOrO 3BiTY 3 6Ge3neKkun NikapcbKoro 3acoby, abo
Ons iH'exuin no 10 KOHTpO/b Ta [ocnigpkeHb 3 6e3nekn 3acTocyBaHHS NiKapCbKoro
M/1 B amnyni) B BUNYCK cepii 3aco6y B nic/sipeecTpaviiinnii nepiod, abo sik pesynbTaT
6nictepi; no 1 roTOBOro OL|iHKM 3BITY 3 AOCIMKEHb, MPOBEAEHUX BiANOBIAHO A0
6nictepy y nauyj; 1 niKkapcbKoro nnaxy negiatpuyHux gocnigpkerb (PIP) (3miHy
h/1aKOH 3 NOPOLLKOM 3acoby: Y3roKEHO 3 KOMNETEHTHUM YNOBHOBAXEHUM OpPraHom) -

Ta 1l amnyna 3

MpusatHe

3MiHN BHECEHO A0 IHCTPYKLii AN MeAUYHOro
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Ne Hassa dopma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Peknam Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asiBHUKa BUPOOHUK Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakosKa) a NnocBi04Y€eHHs1
PO3YNHHUKOM akujioHepHe 3acTOCyBaHHSA NiKapCbKoro 3acoby y po3aim
(NigokaiH, po3unH TOBapUCTBO "Ocob6nmBoCTi 3acTocyBaHHS", "MobiuHi peakw;i
ans iH'ekuii 10 "JlekxiMm-Xapkis", BiANOBIAHO 4,0 OHOB/EHOT iHGpopMaLLii 3 6e3neku aitoyol
Mr/mn no 5 mn B YKpaiHa,; peyoBUHW. 3MiHK | TUNy - 3MiHW WoA0
amnyni) B 6nicTepi; BTOPWHHE 6e3nekn/edekTNBHOCTI Ta hapmakoHarnsagy. BHeceHHs
no 1 6nicrepy y nakyBaHHs, ab0o 3MiHa(1) [0 3060B'A3aHb Ta YMOB Bugadi
nauui KOHTpO/b Ta peecTpauiiHoro NoCBigYEHHs!, BKIHOYatoum Mnax
BMMYCK cepil yNpaBniHHA py3nKamMu (3aCTOCYBaHHS TEKCTY, SKWi
roToBOro NOrofXeHN 3 KOMNETEHTHNM OpraHom) - 3asABHUKOM
nikapcbkoro HaflaHO OHOB/IeHWIA MnaH ynpaBniHHA pu3nkaMun Bepcis
3acoby: 1.2. 3miHK BHECEHO [0 YacTuH: | “3aranbHa
TOB "Nekxim- iHdpopmauis”, Il “Cneuucpikauis 3 6esneku”, Il “MnaH 3
O6yxiB", YkpaiHa,; thapmakoHarnagy”, V “3axoam 3 MiHimizauii pusukis”, VI
BMPOGHMLITBO Ta “Pestome nnaHy ynpasriHHa pusukamun”, VIl “OogaTtkn” y
nepBuHHe 3B’A3KY 3 OHOB/IEHHAM iHpopmaLii 3 6e3neku Ajtoyol
nakyBaHHs peyoBMHM LiedhoTakCcUM Ha nigcTasi pekomeHgauil
NMOPOLLKY: PRAC. B mexax 3MiHM HalaHO OHOBMIEHWIA MaH
PetoHr ynpas/liHHA pusnkamu, Bepcisa 1.2. Pe3ome nnaHy
dapmacboTvKas ynpasiHHA pu3nKamu f08aETbCS.
Ko., ita,.,
KnTaiicbka
HapopgHa
Pecny6nika
211. | UMHKY NOPOLLIOK AT Yecbka Ipinno LUnHk HimeuuunH BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3miHu | - UA/20386/01/01
oKcua (cybeTaHuis) y "IMKo®apm | Pecny6nika Maspep M6X a TMny - 3MiHK 3 axkocTi. CepTudikaT BignosigHoCTI/IE-
NOTPIlHMX a" cepTudikaT BignoBigHOCTI EBpoNeiichKii
nanepoBux naketax hapmakonei/MoHorpadii. NMogaHHsA HoBOro abo
(30BHILWLHIN Wap OHOBJ/IEHOTO cepTudikaTta BifgnoBigHOCTI abo BUTyYEHHS
3cepeavHy BKpUTKIA cepTudpikaTa BignoBiAHOCTI EBponeiichkiin hapmakonei:
nonieTuneHom) as ansa A®l; ana suxigHoro
hapMaLeBTUYHOTO martepiany/peareHTy/npoMiKHOIO NPOAYKTY, WO
3aCToCyBaHHA BVIKOPVCTOBYIOTHCS Y BUPOOHULTBI ADI; 415 AONOMDKHOT
peyoBuHM (cepTudhikaTt BiANOBIAHOCTI EBPONECHKIlt
hapmakonei) - OHoBreHUIA cepTudikaT Bif yxe
3aTBEPAKEHOr0 BUPOGHUKA - NOAaHHS OHOB/IEHOTO
cepTudikaTa BignoBigHOCTI E€Bponeiickbkiit hapmakonei
Ne CEP 2018-254-Rev 01 (3atBepgxeHo: CEP 2018-254
- Rev 00). Ak Hacnigok 3miHa Ha3BM BUPO6HUKa. [itoua
pegakuis: TPIN10 UMHKOKCWA TMBX, HimeuunHa /
GRILLO ZINCOXIDE GMBH, Germany lNMponoHoBaHa
pegakuis: Mpinno LnHk Masgep Mv6X, HimeuunHa /
Grillo Zinc Powder GmbH, Germany
212. | UNCNNATUH | koHUeHTpaT ans KONEryM Cnosaubka TumoopraH HimeuuunH BHECEHHS 3MiH [0 peecTpauiiiHux maTepiasis: 3MiHu | 3a UA/19001/01/01
PAPEC pPO3UnHYy AN c.p.o. Pecny6nika dapmaujie MTm6X a Tuny - 3MiHK Woao 6e3nekn/etpekTNBHOCTI Ta peyenmom

iHcpysiii no 0,5
mr/mn, no 20 mn, 50
M a6o 100 mn
KOHLLeHTpaTy y
dnakoHi, no 1

thapmakoHarnsgy. BeegeHHs abo 3miHu fo
y3arasibHeHnX AaHnx npo cuctemy thapmakoHarnsgy
(BBEAEHHSA y3araslbHEHVX AaHUX NPO cuctTemy
thapmakoHarnsgy, 3amMiHa ynoBHOBaXeHOT ocobu,
BiNOBIAA/IbHOI 3a 34iICHEHHA hapMakoHarnsaay;
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Ne Hassa dopma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Peknam Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asiBHUKa BUPOOHUK Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakosKa) a NnocBi04Y€eHHs1

hnakoHy y KopoobLi

KOHTaKTHOT 0C06M 3 hapmakoHarnsay 3asBHuKa 415
3[jiCHEeHHsT hapmMakoHarisay B YKpaiHi, AKLO BoHA
BiAMiHHa Bif, yNOBHOBaXXEHOT 0CO6M, BignoBiganbHOI 3a
3AiicCHeHHA hapMakoHarnsagy (BKIYarUM KOHTaKTHi
[AaHi) Ta/abo 3MiHM y po3MmileHHi MacTep-taiina
cuctemu chapmMakoHarnagy) - 3miHa ynoBHOBaXKeHOI|
0ocobu 3asBHKKa, BiANOBIA&IbHOI 3a thapMakoHarnsag,.
[itoua pepakuis: MysnueHko OnekcaHap. MNponoHoBaHa
pepakuisi: AneiiHuk CeiTnaHa JleoHigiBHa. 3miHa
KOHTaKTHUX faHMX YNOBHOBaXEHOT 0COOM 3asBHUKA,
BiANOBIAa/IbHOI 32 hapmakoHarnsg. 3miHa
MicLie3HaxXoKeHHs1 MacTep-thaiina cuctemm
thapmakoHarnsgy. 3miHa Micusa 34iliCHEHHS] OCHOBHOT
AisibHOCTI 3 chapmakoHarnsgy

*y pa3i BHeCeHHs1 3MiH 00 iIHCMPYKYii Npo meduYyHe 3acmocyBaHHs

B.o. Haua/IbLHUKAa

dapmaleBTUYHOr0 ynpaB/IiHHSA

Ounekcanap I'PIHEHKO




AopaTtok 4
[0 Hakaly MiHicTepcTBa OXOPOHU
3p0poB’a YkpaiHn «[po  pgepxaBHY

peecTpauito (nepepeecTpadito)
NiKapCbKnxX 3aco6iB (mepunuHMX
iMyHOGionoriuHnx npenaparis) Ta

BHECEHHA 3MiH [0  peecTpauiliHux
MaTepianie»
Big 25 micronaga 2024 poky Ne 1967

ITEPEJIIK
JIIKAPCHKHNX 3ACOBIB, IKVIM BIZIMOBJIEHO B JIEP;KABHIV PEECTPAIIIL, ITIEPEPEECTPAIIIL TA
BHECEHHI 3MIH /10 PEECTPAI[IMHNX MATEPIAJIIB

Ne HasBa ®opma surnycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa rliocmasa lpoyedypa
n/n JliKapcbKo20
3acoby
ANKNODEHAK PO34MH A5 iH'EKUIN, TOB YkpaiHa TOB . 3acigaHHa HEP Ne . . ) )
25 Mr/MA; no 3 MA1 B "®APMACEN" "OAPMACE/" | YKpaiHa 22 Big 07.11.2024 BiaMoBUTH y AepxaBHil peecTpauil - Ha niAcTasi:
amnyni; no 5 a6o 10 BiiMOBA y peKoMeHpalii A0 AepxaBHOT peecTpaui
amnys y nauj 3 Ha eTani cnewjasisoBaHol ekcnepTusun BiAMNOBiAHO 40
KapTOHy BMCHOBKY [enapTameHTy hapmaueBTUYHOT
AiANbHOCTI

B.o. HauanbHUKaA
dapManeBTUYHOT0 yIIpPaB/IiHHA Onexkcanap I'PINEHKO
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