MIHICTEPCTBO OXOPOHMU 3/I0POB’SI YKPAIHA
HAKA3

Kuis

27 6epesnst 2025 poky Ne 550

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 BHeCeHHs 3MiH [0 peeCTpalliiHUX MaTepiaiB

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. BHectn 3MiHM [0 peecTpauiMHMX MaTepianiB Ta [lepXKaBHOrO peecTpy
miKapcbKMX 3acobiB YKpaiHM Ha JKapceKi 3acobu (MeauuHi iMyHOOiosoriudi
TriperapaTy) 3riJJHO 3 JOAATKOM 3.

4. dapmareBTHuHOMY YyrpaBmiHHIO (Onekcangpy ['piteHky) 3abesneunTtu
OTIPWIIOZHEHHSI 1IbOT0 Haka3y Ha odiuiliHomy BeOcaiiti MiHicTepcTBa 0XOpOHU

3/10pOB’s YKpaiHU.

5. KOHTpO/1b 32 BUKOHAHHAM LIbOI'0 HaKa3y IOK/IaCTy Ha 3acTyrnHuWka MiHicTpa
Enema AzamaHoBa.

MinicTp BikTop JIAIIIKO



ITEPEJIIK

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, 27 6epe3HAa 2025 poky Ne 550

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

Ne Hassa dopma sunycky 3assHukK Kpaina Bupo6HUK Kpaina PeecmpayjiliHa npoyedypa Ymosu Peknamys Homep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionyckKy aHHs1 peecmpayiliHozo
3acoby yrnakoskKa) nocsioYyeHHs1
1. | IBYNPO®EH TabneTkun, BKpUTI AT "dapmak” YkpaiHa AT "dapmak” YkpaiHa peecTpauisf Ha 5 pokis 6e3 nionsizae UA/20807/01/01
NNiBKOBOIO peyenma
060/10HKO10, 200 Mr; Pestome nnaHy ynpasniHHA pu3nkamu Bepcis 1
no 10 TabneTtok y [ofaetbes. MNepiognyHiCTb NogaHHs perynsipHo
6nicTepi; no 1 abo 5 OHOBJIHOBAHOrO 3BITY 3 6e3Mneku, BignoBigHO 40
6nicTepis B navuj Mopsaky 34iiCHEHHS hapMakoHariaay,
3aTBEPIKEHOr0 Haka3oM MiHicTepcTBa OXOPOHMW
300pOoB’A YkpaiHu Big 27 rpygHsa 2006 poky Ne
898, 3apeecTpoBaHOro B MiHicTepcTBi toCTULi
Ykpainu 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,
3a3HayvYeHUMM y NepioANYHOCTI NoAaHHS
perynsipHux 3BiTiB 3 6e3neKku.
2. | IBYNPO®EH TabneTkun, BKpUTI AT "dapmak" YkpaiHa AT "®apmak” YkpaiHa peecTpauif Ha 5 pokis 6e3 nionsizae UA/20807/01/02
NNiBKOBOO peyenma
060/10HKO10, 400 Mmr; Pestome nnaHy ynpasniHHA pu3nkamu Bepcis 1
no 10 TabneTtok y [ofaeTbes. MNepiognyHiCTb NogaHHs perynsipHo
6nicTepi; no 1 abo 5 OHOB/IHOBAHOrO 3BITY 3 6e3Mneku, BignoBigHO 40
6nicTepis B nauuj Mopsaky 34iCHEHHs hapMakoHariaay,
3aTBEPAKEHOro 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 BepecHsi 2016 poky Ne
996), CTaHOBUTb: 3ri4HO 3i CTPOKamMMu,
3a3HayYeHUMM y NepioANYHOCTI NoAaHHS
perynsipHux 3BiTiB 3 6e3neku.
3. | NNYPAHIA® TabneTkn, BKPUTI AT "dapmak” YkpaiHa BMPOGHULTBO, Ipeuis peecTpauis Ha 5 pokiB 3a He UA/20800/01/01
nniBKOBOK NepBUHHE Ta peyenmom niosnsieae
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky aHHs1 peecmpayitiHo2o
3acoby yrnakoska) nocsioyeHHs1
obonoHkoto, no 18,5 BTOPUHHE Pestome MNYP Bepcia 1 gogaetbes.
mr; no 14 tabneTtok nakyBaHHs1, MepiognyHICTb NOAAHHS perynspHo
y 6nicTepi, no 2 KOHTpPO/b OHOBJIHOBAHOrO 3BITY 3 6e3neku, BignoBigHO 40
6nictepy B navui AKOCTI, BUMYCK Mopsaky 34iicHeHHs hapMakoHariaay,
cepii 3aTBEPAKEHOrO Haka3oM MiHicTepcTBa OXOpPOHM
nikapcbKoro 340poB’A YKpaiuu Big 27 rpyaHa 2006 poky Ne
3acoby: 898, 3apeecTpoBaHoOro B MiHicTepcTBi toCTuL,i
EnneH Ykpainu 29 ciuHs 2007 poky 3a Ne 73/13340 (y
PapmacbioTika pepakuii Hakasy MiHicTepcTBa OXOPOHU
n Ko. IHK. 340pO0B's YKpaiHu Bifg 26 BepecHsi 2016 poky Ne
996), CTaHOBUTbL: 3riHO 3i CTPOKaMMU,
3a3Ha4YeHUMN y NepiognMYHOCTI NoJaHHSA
PEerynsipHuxX 3BiTiB 3 6e3MeKu.
4. | NYPAHIA® TabneTku, BKPUTI AT "dapmak” YkpaiHa BMPOBHULTBO, Ipeuis peecTpavuis Ha 5 pokiB 3a He UA/20800/01/02
nNiBKOBOIO nepBrHHE Ta peyenmom nidnsieae
obonoHkoto, no 37 BTOPUHHE Pestome MNYP Bepcis 1 gogaetbes.
mr; no 14 TabneTtok nakyBaHHs1, MepiognyHICTb NOAAHHS PerynspHo
y 6nicTepi, no 2 KOHTPO/1b OHOB/IHOBAHOrO 3BITY 3 6e3neku, BignoBigHO 40
6nictepy B navui AKOCTI, BUNYCK Mopsaky 34iicHeHHs hapMakoHariaay,
cepii 3aTBEPAKEHOr0 Haka3oM MiHicTepcTBa OXOPOHM
nikapcbKoro 34,0p0B’sA YKpaiHu Big 27 rpygHsa 2006 poky Ne
3acoby: 898, 3apeecTpoBaHoro B MiHicTepcTBi loCTuL,i
EnneH Ykpainu 29 ciuHs 2007 poky 3a Ne 73/13340 (y
dapmacbioTika pepakuii Hakasy MiHicTepcTBa OXOPOHU
n Ko. IHK. 340pO0B's YKpaiHu Bif 26 BepecHsi 2016 poky Ne
996), CTaHOBUTb: 3riHO 3i CTPOKaMMU,
3a3Ha4YeHUMN Y NepiognMyHOCTI NoJaHHSA
perynsipHux 3BiTiB 3 6e3neKu.
5. | NMYPAHIA® TabneTtkn, BKPUTI AT "dapmak” YkpaiHa BMPOBHULTBO, Ipeuis peecTpavuis Ha 5 poki 3a He UA/20800/01/03
nNiBKOBOO nepBrHHE Ta peuyenmom nidnsieae
060n0HKo0, No 74 BTOPUHHE Pestome MYP Bepcia 1 gogaerbcs.
mr; no 14 tabneTtok nakyBaHHs1, MepioanyHICTbL NOAAHHS PerynsipHo
y 6nicTepi, no 2 KOHTPO/b OHOB/IHOBAHOrO 3BITY 3 6e3neku, BignoBigHO 40
6nictepy B navui AKOCTI, BUNYCK Mopsaky 34iicHeHHs hapMakoHariaay,
cepii 3aTBEPKEHOrO Haka3oM MiHicTepcTBa OXOPOHM
nikapcbKkoro 34,0p0B’sA YKpaiHu Big 27 rpyaHsa 2006 poky Ne
3acoby: 898, 3apeecTpoBaHOro B MiHicTepcTBi loCTULi
EnneH Ykpainun 29 ciuHs 2007 poky 3a Ne 73/13340 (y
dapmacbioTika pepakuii Hakasy MiHicTepcTBa 0XOpPOHU
n Ko. IHK. 3[10pOB's YKpaiHu Bif 26 BepecHs 2016 poky Ne
996), CTaHOBUTbL: 3riHO 3i CTPOKaMMU,
3a3Ha4yeHUMN y NepiogMyHOCTI NoJaHHSA
perynsipHux 3BiTiB 3 6e3neKu.
6. | MYNbTUBIK po3unH Ana PpeseHiyc HimeuunHa PpeseHiyc HimeuunHa peecTpauis Ha 5 pokis 3a He UA/20801/01/01
4 MMONbIN remogianisy / Megukan Kep Megukan Kep peuyenmom nidnsieae
KANIO remoqinbTpaLii; no Hoinunang Loiunang Pestome MYP Bepcia 1.1 gofaerbes.
5000 mn y cuctemi M6X rM6X MepioAnyHICTb NOAAHHA perynsipHo

[BOKamMepHOro

OHOBJOBAHOIO 3BITY 3 6e3NeKn, BigNoBIgHO [0
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky aHHs1 peecmpayitiHo2o
3acoby yrnakoska) nocsioyeHHs1
MiLLIK&; MO 2 MILLKN y Mopsaky 34iicHeHHs hapMakoHariaay,
KapTOHHIA KopobLi 3 3aTBEpKEHOro Haka3oMm MiHicTepcTBa OXOPOHU
MapKyBaHHAM 340poB’A YKpaiuu Big 27 rpyaHa 2006 poky Ne
YKpaiHCbKOI Ta 898, 3apeecTpoBaHoro B MiHicTepcTBi toCTuL,i
iHLWIMMKY MOBaMK Ykpainu 29 ciuHs 2007 poky 3a Ne 73/13340 (y
pefakuii Hakasy MiHicTepcTBa OXOPOHU
340pOoB's YKpaiHu Bifg 26 BepecHsi 2016 poky Ne
996), CTaHOBUTbL: 3riHO 3i CTPOKaMMU,
3a3Ha4YeHUMN y NepiognMyYHOCTI NoJaHHSA
PErynsipHuX 3BiTiB 3 6e3MeKu.
7. | TA®HEKCT - TabneTku, BKPUTI [eTepo /1a63 IHais AHHOpa IHAis peecTpavuisa Ha 5 pokis 3a He UA/20802/01/01
EM NiBKOBOO Nimiten Papma peyenmom nionsizae
o6onoHkoto, no 200 MpaiBiT Pestome MYP Bepcisa 0.1 gogaeTbcs.
mr/25 mr no 30 NimiTen MepioAnYHICTb NOAAHHS pPerynspHO
Tabnetoky OHOB/IHOBAHOrO 3BITY 3 6e3neku, BignoBigHO 40
KOHTeliHepi, no 1 Mopsaky 34iicHeHHs hapMakoHariaay,
KOHTelHepy B 3aTBEPAKEHOr0 Haka3oM MiHicTepcTBa OXOPOHM
KapTOHHI Kopoobui 340poB’A Ykpainu Big, 27 rpygHa 2006 poky Ne
898, 3apeecTpoBaHoro B MiHicTepcTBi loCTuLi
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
PerynsipHuxX 3BiTiB 3 6e3MeKu.
8. | YPANIgNN PO34UH A5 iH'eKL;iA AT "Kanuekc" NatBis BCi cTagii NatBis peecTpavuis Ha 5 poki 3a He UA/20803/01/01
KAJLIEKC Ta iHduysili, 5 mr/mn; BVMPOGHNYOTrO peyenmom nionsizae

no 5 mn a6o 10 mn B
amnyni; no 5 amnyn
B KOHTYPHIl
YapyHKOBIl
ynakosLi; no 1
KOHTYPHIi
YapyHKOBIli ynakoBLj
B MauLi 3 KapTOHY

npouecy, Kpim
BUMNYCKY cepii:
XBM dapma
c.p.o.,
CnosayuunHa

BMPOGHUK,
AN
Bignosigae 3a
KOHTPO/b
cepii/Bunpoby
BaHHS:

AT "T'piHaekc”,
Nartsis

BMPOGHUK,
AN
Bignosigae 3a
BMNYCK Cepil:
AT "Kanuekc",
NaTBis

Pestome nnaHy ynpasniHHA pu3nkamu Bepcis 2.0
[opaeTtbes.

MepioAnYHICTb NOAAHHSA PerynsipHo
OHOBJIHOBAHOrO 3BITY 3 6e3Mneku, BignoBigHO 40
Mopsaaky 34iicHeHHs hapMakoHarnaay,
3aTBEPAKEHOro Haka3oMm MiHicTepcTBa OXOPOHMW
3[,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 BepecHsi 2016 poky Ne
996), CTaHOBUTb: 3ri4HO 3i CTPOKaMMu,
3a3Ha4yeHUMN Y NepiognMYHOCTI NoJaHHs
perynsipHux 3BiTiB 3 6e3neku.
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky aHHs1 peecmpayitiHo2o
3acoby yrnakoska) nocsioyeHHs1
9. | ®ENKAPUA TabneTkn no 50 mr; ANKANOIL AL | Pecny6nika | ANKANOIL AL | Pecny6nika peecTpalujs Ha 5 pokis 3a He UA/20804/01/01
no 10 TabneTtok y Ckon'e MiBHi4uHa Ckon'e MiBHiuHa peyernmom nidnsieae
6nicTepi; no 3 MakenoHist MakegoHis PeslomMe nnaHy ynpasiiHHA pusnkamu Bepcis 0.2
6nictepu y [0a€EThCS.
KapTOHHI KOpoobLyi MepioAnYHICTb NOAAHHS PErysipHO
OHOBJIHOBAHOrO 3BITY 3 6e3Mneku, BignoBigHO A0
Mopsaaky 34iicHeHHs hapMakoHarnaay,
3aTBEPIKEHOr0 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 0XOpPOHHU
3710poB'sa YkpaiHu Bif 26 BepecHsi 2016 poky Ne
996), CTaHOBUTb: 3ri4HO 3i CTPOKaMMU,
3a3HayYeHUMM y NepioANYHOCTI NoAaHHSA
perynsipHux 3BiTiB 3 6e3neKku.
10. | ®ENKAPUA TabneTkn no 100 mr; | AJIKANOIA AL | Pecny6nika | AIKANOIA AL | Pecny6nika peecTpaujs Ha 5 pokis 3a He UA/20804/01/02
no 10 Tabnetok y Ckon’e MiBHiYHA Ckon'e MiBHiYHA peyenmom niosnsieae
6nictepi; no 3 MakefioHist MakefioHist Pestome nnaHy ynpasniHHA pusnkamu Bepcis 0.2
6nictepn y AofaeTbes.
KapTOHHI KopoobLi MepioAnYHICTb NOAAHHS PerynsapHO
OHOB/OBAHOrO 3BITY 3 6e3neku, BigNoBIAHO f0
Mopsaky 34iicHeHHs hapmMakoHariaay,
3aTBEPAKEHOro Haka3oM MiHicTepcTBa OXOPOHM
304,0p0B’sA YKpaiHu Big 27 rpyaHs 2006 poky Ne
898, 3apeecTpoBaHoro B MiHicTepcTBi toCcTuL,i
Ykpainun 29 ciuHsa 2007 poky 3a Ne 73/13340 (y
pepakuii Hakasy MiHicTepcTBa OXOPOHU
340pOoB's YKpaiHu Bifg 26 BepecHst 2016 poky Ne
996), CTaHOBUTbL: 3riHO 3i CTPOKaMMU,
3a3HayeHUMK y NepioaNYHOCTI NoAaHHs
perynsipHux 3BiTiB 3 6e3MeKu.
11. | ONIMEHAIN PO34MH HaLLKIpHWiA O-p Peppi'c IHais EHK'106 IHais peecTpauis Ha 5 pokiB 3a He UA/20805/01/01
10 %, no 4 mn abo Na6opaTopic ETikan3 peyenmom nionszae
no 8 mn y cs1akoHi 3 ntg, MpaiBiT Pestome MYP Bepcis 0.2 gogaerbes.
annikaTopom 3i NimiTen MepioAnYHICTb NOAAHHS pPerynsapHO

LLIiITOYKOIO, 3aKPUTUIA
KoBna4kom, no 1
donakoHy B
KapTOHHi KOpO6L

OHOB/IHOBAHOrO 3BITY 3 6e3neku, BignoBiaHO J0
Mopsiaky 34iicHeHHs hapmakoHarnasgy,
3aTBEpXEHOro Hakazom MiHicTepcTBa OXOPOHM
300poB’A YKpaiuu Big 27 rpyaHa 2006 poky Ne
898, 3apeecTpoBaHOro B MiHicTepcTBi loCTULji
Ykpainu 29 ciuHs 2007 poky 3a Ne 73/13340 (y
pefaxuii Hakasy MiHicTepcTBa OXOPOHU
37,0p0B'st YkpaiHu Big 26 BepecHsi 2016 poky Ne
996), CTaHOBUTb: 3riJHO 3i CTPOKaMMU,
3a3Ha4YeHUMN y NepiognMyHOCTI NoJaHHsA
pErynsipHuxX 3BiTiB 3 6e3MeKu.
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky aHHs1 peecmpayitiHo2o
3acoby yrnakoska) nocsioyeHHs1
12. | ®OCPOCEN rpaHynv ans Agicapm EAL Bonrapis Agichapm EAL Bonrapis peecTpauis Ha 5 pokis 3a He UA/20806/01/01
TUK OpanibHOro Po3ynHy, peyernmom niosnsieae

30r,no8,0r
rpaHyn gns
OpasIbHOTO PO3YNHY
y cawe; no 1 a6o 2
calle B KapTOHHii
Kopo6ui

Pestome nnaHy ynpaBniHHa puankamu Bepcis 1.0
fopaeTbes. MepiognyHICTb NOAAHHS PerynsipHo
OHOB/OBAHOIO 3BITY 3 6e3neku, BigNoBigHO [0
Mopsaaky 3AiicHeHHs hapMakoHarnaay,
3aTBEPAKEHOro Haka3oM MiHicTepcTBa OXOPOHM
30,0p0B’A YKpainu Big 27 rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHoro B MiHicTepcTsi toCcTuL,i
Ykpainu 29 ciuHs 2007 poky 3a Ne 73/13340 (y
pepakuii Hakasy MiHicTepcTBa OXOPOHU
370pOB's YKpaiHu Bif 26 BepecHst 2016 poky Ne
996), CTaHOBUTb: 3riAHO 3i CTPOKaMMu,
3a3Ha4yeHUMN y NepiognMYHOCTi NoJaHHs
perynsipHux 3BiTiB 3 6e3neKu.

B.o. Haua/1bLHUKAa
dapManeBTUYHOr0 yIpaB/IiHHA

Onekcanap I'PHEHKO




Aopatok 2

[0 Hakaly MiHicTepcTBa OXOpPOHU
300poB’A YKpaiHu «po gepxaBHy
peecTpadito (nepepeecTpalito)
JNiKapCbKMX 3ac06iB (MegUUHNX
iMyHOGionoriyHMx npenaparis) Ta
BHECEHHSA 3MiH 0 peecTpayiiiHnx
MaTepianie»

Bij 27 Gepe3ns 2025 poky Ne 550

ITEPEJIIK
ITEPEPEECTPOBAHUX JIIKAPCBKHX 3ACOBIB (MEJNYHUX IMYHOBIOJIOT'TYHUX ITPEITAPATIB), AKI
BHOCHATBHCS 10 AEPXKABHOI'O PEECTPY JIIKAPCHKHMX 3ACOBIB YKPAIHU

Ne Hassa dopma sunycky 3asiBHUK Kpaina Bupo6HUK Kpaina PeecmpayjiliHa npoyedypa Ymosu Peknamys Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa BionyckKy aHHs1 peecmpayitiHo2o
3acoby ynakosKa) nocsioYeHHs
1. | AIKCOIg, cycneHsis gns IHMYHOTEK, IcnaHis IHMYHOTEK, C.J1. Icnanis MepepeecTpaLis Ha HeOOMEXeHNIA 3a He UA/17900/01/01
(MONIMEPWU3 | nigwkipHOro BBeAEHHS C.J. TEPMIH peyenmom niosnsieae
OBAHWIA 2000 Ta 10000 TO/mn; no OHOB/IEHO iH(hopMmaLito B IHCTPYKLUIT Ans
EKCTPAKT 2,5 mMn'y dhnakoHi; diakoH MeLMYHOro 3aCTOCYBaHHS NMiKapCbKOro
ANEPTEHY) 3 npo3oporo ckna | Tuny 3 3acoby B po3ginax "Cknag"

NpPo6KOI0 3 BYTUKAYUYKY,
3aKynopeHuii KoBMavykom
cpi6Horo (chnakoHn A
2000 TO ans no4yaTKoBOro
nikyBaHHs) abo
61aKUTHOTO KOMTbOpY
(donakoHm B 10000 TO
ANA NigTPUMYBasIbHOTO
NikyBaHHs); no 2 dpnakoHn
(yKynopeHi koBnaukom
cpibHoro (dpnakoHn A
2000 TO ans no4yaTKOBOro
niKyBaHHs) Ta 61akKUTHOTO
Konbopy (chnakoHn B
10000 TO gna
nigTPUMYBaIbHOTO
nikyBaHs)) abo no 1
dhnakoHy 3akynopeHomy
KOBMaYKOM 6/1aKUTHOrO
Konbopy (chnakoHn B
10000 TO gna
nigTPUMYBaIbHOTO
nikyBaHHs1) y 6iniin kopobui

(peparyBaHHsi TEKCTY po3ainy 6e3
hakTUYHOI 3MiHK cknagy),
"@apmakoTepanesTnyHa rpyna. Kog,
ATX" (peparyBaHHs TekcTy po3ziny 6e3
hakTUuHOT 3MiHu Kogy ATX),
"®apmakonoriyHi BacTnsocTi”,
"Moka3saHHs" (pegaryBaHHsi TEKCTY
po3giny 6e3 chakTyHOI 3MiHN
nokasaHb), "lMpoTunokasaHHa",
"B3aemopis 3 iHLIMMKN NiKapCbKUmu
3acobamu Ta iHWi B1an B3aeMogiii",
"Oco61mBi 3axoaun 6e3nekn”,
"Oco61MBOCTI 3aCTOCYBaHHSA",
"3acTocyBaHHs y nepiog BariTHocTi abo
rogyBaHHs rpyaa” (pegaryBaHHs
TEKCTY Ta YTOYHEHHS iHdhopMmaLiT),
"3paTtHICTb BIAMBATY Ha LWUBWAKICTb
peaxuii npu kepyBaHHi
aBTOTPaHCNOPTOM ab60 iHWKMK
MexaHismamu'" (pegaryBaHHs TEKCTY Ta
YyTO4YHeHHS iHchopmawii), "Cnoci6
3acTocyBaHHs Ta fo3n” (pefaryBaHHA
TEKCTY Ta YTOYHEHHS iHdhopmauii), "Aitn"




Ne Hassa ®dopma surnycky 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asB8HUKa BUPOGHUKA Bionycky aHHs1 peecmpayitiHo2o
3acoby yrnakoskKa) nocsioyeHHs1
3 y,apOCTiliKoro NaacTuky, (peparyBaHHA TEKCTY Ta YTOUHEHHS
LLIO 3anoBHeHa CNiHEHUM iHchopmawii), "Mo6iuHi peakwyii™
marepiasiom BIANOBIAHO A0 MaTepianiB
peecTpauiiHoro AocChbeE.
Pestome nnaHy ynpas/iHHA pu3nkamu
Bepcis 1.1 gopaetbes.
MepiognyHICTb NOAAHHS PerynsipHo
OHOB/IOBAHOIO 3BITY 3 6e3neku,
BiANOBIAHO A0 MNopsAaKy 34iCHEHHS
dhapmakoHarnsgy, 3aTBepkeHoro
Haka3oM MiHicTepcTBa OXOPOHM
300poB’sA YKpaiHu Big, 27 rpyaHsa 2006
poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLii Ykpainu 29 ciuns
2007 poky 3a Ne 73/13340 (y pegaxuii
Haka3y MiHicTepcTBa OXOPOHU 340POB'A
Ykpainu Bif 26 BepecHsn 2016 poky Ne
996), cCTaHOBUTB: 3riAHO 3i CTPOKaMM,
3a3HayYeHUMK y NepioaNYHOCTI NoAaHHSA
perynsipHux 3BiTiB 3 6e3neku.
2. | ANIKCOIA cycneHsis ans IHMYHOTEK, Icnanis IHMYHOTEK, C.J1. Icnanis nepepeecTpauis Ha HeobMexeHwi 3a He UA/17905/01/01
(CyMiIWw NigWKIPHOro BBEAEHHS C.J. TEPMIH peyenmom nionsieae
NONIMEPU3 2000 Ta 10 000 TO/mn; no OHOB/EHO iHhopMaLito B IHCTPYKUIT Ans
OBAHUX 2,5 Mn 'y chrakoHi; diakoH MeJMYHOro 3aCTOCYBaHHS NiKapCbKOro
EKCTPAKTIB 3 npo3oporo ckna | tuny 3 3acoby B po3sginax "Cknag"
ANEPTEHIB) NPO6KOI0 3 BYTUIKAYUYKY, (peparyBaHHsi TEKCTY po3giny 6e3

3aKynopeHunii KoBNaykoM
cpi6Horo (chnakoHn A
2000 TO gnsA no4aTkoBoro
nikyBaHHs1) abo
61aKUTHOTO KONbOpY
(chnakonn B 10000 TO
ANA NigTPUMYB&aUTbHOTO
NiKyBaHHs); No 2 doNakoHn
(YKynopeHi KoBnaukom
cpi6Horo (cdhnakoHn A
2000 TO ans no4yaTKoBOro
NikyBaHHs) Ta 61aknTHOro
Konbopy (chnakoHn B
10000 TO pgna
nigTPYMYBaNIbHOTO
nikyBaHHs1)) a6o no 1
dhnakoHy 3akynopeHomy
KOBNavykom 61aKMTHOro
konbopy (chnakoHu B
10000 TO pgna
nigTpYMyBasbHOT0

hakTyHOT 3MiHK cknagy),
"®apmakoTepanesTnyHa rpyna. Kog,
ATX" (pegaryBaHHsl TeKCTy po3giny 6e3
hakTuyHoi 3MiHu Kogy ATX),
"®apmakonoriyHi BnactneocTi”,
"MokasaHHa" (pefaryBaHHs TEKCTY
po3gainy 6e3 chakTMyHOI 3MiHN
nokasaHb), "lMpoTunokasaHHs",
"B3aemogis 3 iHWMMW SliKapCbKMMu
3aco6amMu Ta iHWi BUAy B3aEMOgIi",
"OcobnuBi 3axoau 6e3nekun”,
"Oco6/1MBOCTI 3aCTOCYBaHHSA",
"3acTocyBaHHs y nepio BaritTHocTi abo
rogyBaHHs rpyan” (pegaryBaHHs
TEKCTY Ta YTOUYHEHHS iHdhopmaui),
"3paTHICTb BN/MBATU Ha LWBUAKICTb
peaxuii npun kepyBaHHi
aBTOTPaHCMOPTOM a60 iHWKMK
mMexaHizmamun" (pegaryBaHHsi TEKCTY Ta
YyTOUYHEeHHs iHdopmadii), "Cnocib
3aCTOCyBaHHA Ta 031" (pefjaryBaHHs
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Ne Hassa ®dopma surnycky 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asB8HUKa BUPOGHUKA Bionycky aHHs1 peecmpayitiHo2o
3acoby yrnakoskKa) nocsioyeHHs1
nikyBaHHs1) y 6iniin kopo6ui TEKCTy Ta YTOYHeHHs iHchbopmawii), "ditn"
3 yAapOCTIiKoro NNacTuky, (peparyBaHHA TEKCTY Ta YTOUHEHHS
LL{O 3aMOBHeHa CMiHEHUM incpopmauii), "Mob6iuHi peakwii"
marepianiom 3 BiANOBIAHO A0 MaTepiasiB
MapKyBaHHAM peecTpaLiiHoro Aocbe.
YKpaiHCbKO Ta
NaTUHCBKOK MOBaMu Pestome nnaHy ynpasniHHA pusnkamu
Bepcia 1.1 goaaeTtbes.
MepioanyHICTb NOAAHHSA PerynsipHo
OHOBJ/IIOBAHOrO 3BITY 3 6e3neku,
BiANOBIAHO A0 MopsAaKy 3A4iACHEHHS
thapmakoHarnagy, 3aTBepayKeHoro
Haka3oM MiHicTepcTBa OXOPOHHM
3[10pOB’A YKpaiHuu Big 27 rpyaHsa 2006
poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLii Ykpainu 29 ciuns
2007 poky 3a Ne 73/13340 (y pepaxuii
Haka3y MiHicTepcTBa OXOPOHMW 3[10POB'A
Ykpainu Big 26 BepecHs 2016 poky Ne
996), CTaHOBUTb: 3riHO 3i CTPOKaMU,
3a3HavYeHMMN Y NepiogMYHOCTI NoJaHHSA
perynsipHux 3BiTiB 3 6e3neku.
3. | FBAU®EHE3 | nopouwuok (cy6ecTanuis) y TOB "®dapma Ykpaina Lenbta CiHTeTIK TaliBaHb nepepeecTpauis Ha HeobMexeHui - He UA/18469/01/01
MH noABINHNX Crapt" Ko., NiTa,. TEepMiH nionsizae
nonieTUIEHOBNX NakeTax
ans hapmaueBTUYHOro
3acTOCyBaHHs
4. | DAKAPBA3U | nioghinisar gna po3unHy Mini Xenckepe Benuvka BeHnyc Pemegic IHais nepepeecTpauis Ha HeobMexeHwi 3a He UA/0548/01/01
H Ans iH'ekuii no 200 mr, 1 Nimiteq BpuTaHis Nimiten TepMIH peuyenmom nionsieae

chnakoH 3 niodinizatom y
KapTOHHIlA KopoobLi

OHOB/EHO iH(hopMaLlito B IHCTPYKUIT Ans
MeAMYHOro 3aCTOCYBaHHA /likapCbKoro
3acoby y posginax "®apmakonorivHi
BnacTuBocTi", "B3aemogis 3 iHWmmu
nikapcbkMKM 3acobamu Ta iHLWi B1uam
B3a€eMOpjit", "3acTocyBaHHs y nepiog,
BariTHOCTi abo rogyBaHHs rpyaar”,
"Cnoci6 3acTocyBaHHA Ta gosu”, "Oitn",
"Mo6iyHi peakuii" BigNOBIAHO A0
iHdhopmauii pechbepeHTHOro nikapcbKoro
3acoby (Jakapb6a3nH Mepak, NOpOLLOK
[N NPUrOTYBaHHS PO3YMHY ANS iH'eKLil
a6o iHgysiin no 200 mr, no 500 mr), a
TakoxX y po3gini "Mo6iuHi peakyji” wono
BaX/IMBOCTI 3BiTYBaHHs Npo NobiyHi
peakuji.

Pe3toMe nnaHy ynpas/iiHHA pu3nkamu
Bepcia 1.0 gogaeTbes.
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n/n

Hassa
JliKapcbK0O20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHA

Homep
peecmpayitiHo2o
nocsioYeHHs1

MepiognyHICTb NOAAHHS PerynsipHo
OHOB/TIOBAHOrO 3BiTYy 3 6e3neku,
BiNOBIAHO A0 MOPsAKY 3A4iCHEHHS
dhapmakoHarnsgy, 3aTsepkeHoro
Haka3zoM MiHicTepcTBa OXOPOHU
300pOoB’sA YKpaiHnu Big, 27 rpyaHsa 2006
poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi toCcTULIT YKpaiHu 29 ciuHsa
2007 poky 3a Ne 73/13340 (y pegaxuii
Haka3y MiHicTepcTBa OXOPOHU 340POB'A
YkpaiHu Big 26 BepecHst 2016 poky Ne
996), cTaHOBUTb: 3riAHO 3i CTPOKaMMK,
3a3HayYeHUMK y NepioanYHOCTI NoAaHHSA
perynsipHux 3BiTiB 3 6e3MneKu.

AAKAPBA3UA
H

niodhinisat gnsa po3unHy
ANs iv'exuii no 500 wmr, 1
hnakoH 3 niocpinizaTom y
KapTOHHI Kopoobui

Mini Xenckepe
Nimiteq

Benvka
BpuTtaHis

BeHyc Pemegic
NimiTen

IHais

nepepeecTpaisi Ha HeOBMeXeHW
TEepMiH
OHOB/IEHO iHGhopMaLito B IHCTPYKUIT Ans
MeLMYHOro 3aCTOCYBaHHS NMiKapCbKOro
3acoby y po3ginax "®apmakonorivHi
BNacTMBOCTI", "B3aemogis 3 iHWnMK
nikapcbkMmn 3acobamu Ta iHLWi BUam
B3aemogiit", "3acTocyBaHHs y nepiog,
BariTHOCTi abo rofyBaHHs rpyaar”,
"Cnoci6 3acTocyBaHHs Ta gosu", "fAitn",
"Mo6iuHi peakuii" BigNoBigHO A0
iHhopmaLii pechepeHTHOro NikapcbKoro
3acoby (Jakap6a3vH Megak, nopoLLoK
AN NPUroTyBaHHS PO34NHY ANS iH KL
a6o iHdysili no 200 mr, no 500 mr), a
Takox y posgini "Mo6iuHi peakyji" woao
B&X/IMBOCTi 3BiTyBaHHS NpPo MoGiyHi
peaxuii.

Pestome nnaHy ynpasniHHA pusukamu
Bepcia 1.0 gofaetbes.
MepioanyHICTb NOAAHHSA PErynsipHoO
OHOBJ/IIOBAHOrO 3BITY 3 6e3neku,
BiANOBIAHO A0 MopsaKy 3A4iACHEHHS
thapmakoHarnagy, 3aTBepaKeHoro
Haka3oM MiHicTepcTBa 0XOPOHHM
3[10pOB’A YKpaiHuu Big 27 rpyaHsa 2006
poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLii YkpaiHu 29 ciuns
2007 poky 3a Ne 73/13340 (y pepaxuii
Haka3y MiHicTepcTBa OXOPOHMW 340POB'A
Ykpainu Big 26 BepecHs 2016 poky Ne
996), CTaHOBUTb: 3riHO 3i CTPOKaMU,
3a3Ha4YeHMMN y NepiognMYHOCTI NoJaHHSA

3a
peyernmom

He
nionsieae

UA/0548/01/02
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Hassa
JliKapcbK0O20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHA

Homep

peecmpayitiHo2o

nocsi0OYeHHs

perynsipHux 3BiTiB 3 6e3neku.

DEBITYM -
CAHOBE/b

TabneTtku, BKPUTI
NiBKOBOK 060/10HKOI0, MO
25 mr, no 14 TabneTtok y
6nictepi, no 2 6nictepu B
KapTOHHI Kopobui

CaHoBesib
lnsy CaHai Be
Tupxapet
A.LLL

TypeyunH
a

CaHoBersb gy
CaHai Be
Tupxapet A.LL.

TypeyunHa

nepepeecTpauis Ha HeobMexeHui
TEPMIH
OHOB/IEHO iHhopMaLito B IHCTPYKUIT Ans
MeAMYHOro 3acTOCYBaHHSA /liKapCbKoro
3acoby y posginax "®apmakonorivHi
BnacTvsocTi", "MokasaHHsA",
"MpoTunokasaHHA", "B3aemopis 3
IHLIMMK NikapcbknMK 3acobamu Ta iHLWi
BMAM B3aemogiin”, "OcobmBoCTi
3acTocyBaHHA", "3acTocyBaHHs y nepiog,
BariTHOCTi abo rogyBaHHs rpyaar”,
"3paTHICTb BN/MBATU Ha LWBUAKICTb
peaxuii npun kepyBaHHi
aBTOTPaHCMOPTOM a60 iHWKMK
MexaHismamu', "Cnoci6 3acTocyBaHHS
Ta nosun”, "MepenosyBaHHA", "MOGIYHI
peakui" BiANOBIAHO A0 iHopMmaLii
pedepeHTHOro /likapcbkoro 3acoby
(3010(hT®, TABNETKN, BKPUTI 060STOHKOIO
no 100 wr).

Pestome nnaHy ynpas/iHHA pusnkamu
Bepcia 3.1 gogaeTbes.
MepiognyHICTb NOAAHHS PerynsipHo
OHOB/IIOBAHOrO 3BITY 3 6e3neku,
BiANOBIAHO A0 MNopsAaKy 34iNCHEHHS
dhapmakoHarnsgy, 3aTBepikeHoro
Haka3oM MiHicTepcTBa OXOpPOHU
300pOoB’s YKpainu Big 27 rpyaHsa 2006
poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi loCcTULIT YKpaiHu 29 ciuHs
2007 poky 3a Ne 73/13340 (y pegaxuii
Haka3y MiHicTepcTBa OXOPOHU 340POB'A
YkpaiHu Big 26 BepecHst 2016 poky Ne
996), cTaHOBUTb: 3riAHO 3i CTPOKaMMK,
3a3HayYeHUMK y NepioaNYHOCTI NoAaHHS
perynsipHux 3BiTiB 3 6e3neku.

3a
peyenmom

He
nidnsieae

UA/12668/01/01

ABEBITYM -
CAHOBE/b

TabneTkun, BKpUTI
NNiBKOBOK 06010HKOI0, NO
100 mr no 14 Tabnetok y
6nicTepi, no 2 6nictepu B
KapTOHHI KopoobLi

CaHoBeslb
Inay CaHai Be
Tupxapet
A.LL.

TypeyuunH
a

CaHosenb Inay
CaHai Be
Tumpkapet A.LL.

TypeyunHa

nepepeecTpauisi Ha He0BMeXeHWi
TEPMIH
OHOB/IEHO iHGhopMaLLito B IHCTPYKLUIT Ans
MeLMYHOro 3aCTOCYBaHHS NMiKapCbKOro
3acoby y po3ginax "®apmakonorivHi
BnactmsocTi", "lMokasaHHs",
"MpoTunokasaHHs", "B3aemogis 3
IHLIMMK NiKapcbKMK 3acob6amu Ta iHLWi
BMAM B3aemogiit”, "OcobimBocTi
3acTocyBaHHs", "3acTocyBaHHs y nepiog

3a
peuyerimom

He
nionsieae

UA/12668/01/03
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n/n

Hassa
JliKapcbK0O20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHA

Homep

peecmpayitiHo2o

nocsi0OYeHHs

BariTHOCTi abo roAyBaHHs rpyaar”,
"3paTHICTb BNIMBATU Ha LWBUAKICTb
peakuii npy KepyBaHHI
aBTOTpPaHCMopToM abo iHWMMK
MexaHizmamu”, "Cnoci6 3acTocyBaHHs
Ta nosun”, "MepenosyBaHHA", "MOGIYHI
peakuii" BiANOBIAHO A0 iHopMmaLii
pediepeHTHOro /ikapcbKoro 3acoby
(3010¢hT®, TAbNETKN, BKPUTI 060/TOHKOIO
no 100 wmr).

Pestome nnaHy ynpas/iHHA pu3nkamu
Bepcisa 3.1 gogaetbes.
MepiognyHICTb NOAAHHS PerynsipHo
OHOB/IOBAHOIO 3BiTY 3 6e3neky,
BiANOBIAHO A0 MNopsAaKy 34iCHEHHS
dhapmakoHarnsgy, 3aTBepkeHoro
Haka3oM MiHicTepcTBa OXOPOHM
300poB’s YKpaiHu Big, 27 rpyaHsa 2006
poky Ne 898, 3apeecTpoBaHOro B
MiHicTepcTBi tocTuLii Ykpainu 29 ciuna
2007 poky 3a Ne 73/13340 (y pegaxuii
Haka3y MiHicTepcTBa OXOPOHU 340POB'SA
Ykpainu Bif 26 BepecHsn 2016 poky Ne
996), CTaHOBUTb: 3riAHO 3i CTPOKaMM,
3a3HayYeHUMK y NepioaNYHOCTI NoAaHHS
perynsipHux 3BiTiB 3 6e3neku.

AOEBITYM -
CAHOBE/1b

TabneTku, BKpUTI
NNiBKOBOK 060/1I0HKOID, MO
50 wmr, no 14 TabneTok y
6nicTepi, no 2 6rictepu B
KapTOHHIlA KOpooLi

CaHoBesb
Inay CaHai Be
Tuoxapet
AL

TypeuunH
a

CaHoBenb Inay
CaHai Be
Tumpkapet A.LL.

TypeuunHa

nepepeecTpauis Ha HeobMexeHwi
TEPMIH
OHOB/EHO iHhopMaLito B IHCTPYKUIT Ans
MeAMYHOro 3aCTOCYBaHHS /TiKapCbKoro
3acoby y posginax "®apmakonorivHi
BnacTueocTi", "lMokasaHHs",
"MpoTunokasaHHs", "B3aemogis 3
IHLWMMK NiKapcbkMK 3acobamm Ta iHLWi
BUAM B3aemogiin”, "Oco6mBocCTi
3acTocyBaHHs", "3acTocyBaHHs y nepiog,
BariTHOCTi abo rofyBaHHs rpyaar”,
"3paTtHICTb BIAMBATY Ha LUBWAKICTb
peakuii npy KepyBaHHi
aBTOTPaHCNOPTOM abo iHWKMK
MexaHismamu', "Cnoci6 3acTocyBaHHSA
Ta gosun", "MNepenosyBaHHs", "Mo6iYHi
peakuii" BignosiaHO A0 iHGopMaLii
pediepEeHTHOrO JliKapCbKOro 3acoby
(30n10hT®, TAGNETKM, BKPUTI 0GO/TOHKOIO
no 100 wmr).

3a
peyenmom

He
nionsieae

UA/12668/01/02
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Ne Hassa ®dopma surnycky 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asB8HUKa BUPOGHUKA Bionycky aHHs1 peecmpayitiHo2o
3acoby yrnakoskKa) nocsioyeHHs1
Pestome nnaHy ynpasniHHA pusnkamu
Bepcia 3.1 gofaeTbes.
MepioanyHICTb NOAAHHSA PerynsipHo
OHOBJ/IIOBAHOrO 3BITY 3 6e3neku,
BiANOBIAHO A0 MopsAaKy 3A4iACHEHHS
thapmakoHarnagy, 3aTBepaKeHoro
Haka3oM MiHicTepcTBa OXOPOHHM
3[10pOB’A YKpaiHuu Big 27 rpyaHsa 2006
poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLii YkpaiHu 29 ciuns
2007 poky 3a Ne 73/13340 (y pepaxuii
Haka3y MiHicTepcTBa OXOPOHMW 3[10POB'A
Ykpainu Big 26 BepecHs 2016 poky Ne
996), CTaHOBUTb: 3riHO 3i CTPOKaMU,
3a3HavYeHMMN y NepiofMYHOCTI NoJaHHSA
perynsipHux 3BiTiB 3 6e3neku.
9. | ECUATAJION | nopoLlok KpucTanivyHuii TOB "®apma Ykpaina [DKYBINAHT IHais nepepeecTpauis Ha HeobMexeHui - He UA/18416/01/01
PAMY (cy6eTaHuisn) y naketax Crapt" ®APMOBA TEPMIH nidnsieae
OKCANAT NoABINHMX NIMITEL,
nonieTMIeHoBuUx ans
thapmaueBTUYHOro
3aCTOCYBaHHSA
10. | MATHIKO DL- nopoLUoK (cybeTaHuis) y [p. Naynb HimeyuunH [Op. Naynb HimeuunHa nepepeecTpauisi Ha HeobMexeHwi - He UA/18523/01/01
ACNAPTAT noABINHNX NomaHH M'm6X a NomaHH T'M6X eHg TEepMiH nionsizae
TETPATIAPA nonieTnNeHoBNX nakeTax eHp Ko. KlMaA Ko. Kl'aA
T ans hapmaueBTUUHOrO
3acTocyBaHHs
11. | MEMTEK® Tabnetku, Wo MpAT Ykpaina [xeHecbapm C.A. peuis nepepeecTpauis Ha HeobMexeHwui 3a He UA/17981/01/01
[AMcnepryoTbest B POTOBIN "®apmaLeBTu TepMiH peyenmom nionszae
NMOPOXHWHI, Mo 10 mr; no yHa chipma OHOB/IEHO iHGhopMmaL,ito B IHCTPYKUIT Ans
15 TabneTok y 6nicTepi; "OapHnus” MeAMYHOro 3acTOCyBaHHS NikapCbKoro

no 2 6nictepu B nayLi

3acoby y posginax "lNokasaHHs",
"B3aemMogis 3 iHLIMMM NiKapCbKUMmn
3acobamu Ta iHWi B1UAn B3aeMogiii",
"Oco61BOCTI 3acTOCyBaHHS",
"3acTocyBaHHSA y nepiog BariTHOCTi abo
roflyBaHHs rpyaar”, "Cnoci6
3acTocyBaHHA Ta o3n",
"Mepeno3yBaHHA" BigNOBIAHO 40
iHdbopmawii pethepeHTHOro NikapcbKoro
3acoby (Abikca, TabneTkun, BKpUTI
NNiBKOBOI 060/10HKOMD, MO 10 mr), a
TaKoX OHOBJIEHO iHGhopMaLito B po3aini
"Mo6iuHi peakyi" IHCTPYKUIT Ans
MeAMYHOro 3acTOCYBaHHSA /TiKapCbKOro
3acoby L0/10 BaXX/IMBOCTI 3BiTyBaHHS
npo NoGiYHI peakLii.
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Ne Hassa Popma sunycky 3assBHUK KpaiHa Bupo6HuK
n/n JliKapcbKo20 (nikapcbka ¢hopma,

3acoby yrnakoskKa)

Kpaina PeecmpayjitiHa npoyedypa Ymosu

Peknamys Homep
3asiBHUKa BUPOGHUKA

Bionycky aHHs1 peecmpayitiHo2o
nocsioYeHHs1

Pestome nnaHy ynpasniHHA pusnkamu
Bepcia 1.1 goaaetbes.
MepioanyHICTb NOAAHHSA PerynsipHo
OHOBJ/IIOBAHOrO 3BITY 3 6e3neku,
BiANOBIAHO A0 MopsAaKy 3A4iACHEHHS
thapmakoHarnagy, 3aTBepaKeHoro
Haka3oM MiHicTepcTBa OXOPOHHM
3[10pOB’A YKpaiHuu Big 27 rpyaHsa 2006
poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLii YkpaiHu 29 ciuns
2007 poky 3a Ne 73/13340 (y pepaxuii
Haka3y MiHicTepcTBa OXOPOHMW 3[10POB'A
Ykpainu Big 26 BepecHs 2016 poky Ne
996), CTaHOBUTb: 3riHO 3i CTPOKaMU,
3a3HavYeHMMN y NepiofMYHOCTI NoJaHHSA
perynsipHux 3BiTiB 3 6e3neku.

12. | MYNbTUTPU NOPOLLOK A/191 OPa/IbHOTO [enbTa Lseiuapi | Binim Inay CaH. Be | TypeuunHa nepepeecTpauis Ha HeobMexeHui 6e3 niosnsieae UA/18122/01/01
N BPOHXO po34unHy no 600 mr, no 3 1 Megiken A Tig. A.LL. TepMiH peyenma
y cawe; no 2, 10, 20 a6o MpomoyLH3 OHOoB/EHo iHdhopMaLito B IHCTpyKLii ans
30 calLe B KapTOHHii Al MeAMYHOro 3aCTOCYBaHHS NikapCbKoro
Kopoobui 3acoby y po3ginax "®apmakonoriyHi
BNacTMBOCTI" (YTOYHEHHS iHchopmalii),
"MokasaHHA" (4ONOBHEHO LW0A0
nepefo3yBaHHA napaveTamosiom),
"MpoTunokasaHHs", "B3aemogis 3
IHLWMMK NiKapcbkMK 3acobamm Ta iHLWi
BWAM B3aEMOZI", "3acTocyBaHHA Y
nepiog, BariTHOCTi abo rogyBaHHs
rpyaao” (YTouHeHHs iHdopmauii),
"3paTtHICTb BIAMBATY Ha LUBWAKICTb
peakuii npy KepyBaHHi
aBTOTPaHCNOPTOM abo iHWKMK
MexaHismamu', "Cnoci6 3acTocyBaHHSA
Ta fo3n" (yTouHeHHs iHdopmauii),
"MepeposysaHHA", "T06GIYHI peakui™
BiANOBIAHO A0 iHhopmaLi
pedhepeHTHOro /likapcbkoro 3acoby
dnyiMyumn, rpaHynn Ans opasibHoro
po34rHy no 600 Mr, a TakoX po3gin
"Mo6iyHi peakuji" LONOBHEHO
iHChopMaLieto LLoao 3BiTyBaHHA Npo
no6iyHi peakuii.

Pe3stoMe nnaHy ynpas/iiHHA pu3nkamu
Bepcia 03 goaaeTbes.
MepiognyHiCTb NOAAHHSA PerynsipHo
OHOBJIHOBAHOrO 3BIiTY 3 6e3neku,
BiANOBIAHO A0 MNopsAaKy 34iNCHEHHS
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Ne Hassa ®dopma surnycky 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asB8HUKa BUPOGHUKA Bionycky aHHs1 peecmpayitiHo2o
3acoby yrnakoskKa) nocsioyeHHs1
dhapmakoHarnsgy, 3aTsepkeHoro
Haka3zoM MiHicTepcTBa OXOpPOHU
300pOoB’sA YKpaiHnu Big, 27 rpyaHsa 2006
poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi toCcTULIT YKpaiHu 29 ciuHsa
2007 poky 3a Ne 73/13340 (y pegaxuii
Haka3y MiHicTepcTBa OXOPOHW 340POB'A
Ykpainu Big 26 BepecHst 2016 poky Ne
996), cTaHOBUTb: 3riAHO 3i CTPOKaMK,
3a3HayYeHUMM y NepioanYHOCTI NOAaHHS
perynsipHux 3BiTiB 3 6e3neKu.
13. | OHOAHCETP | nopowok (cy6cTaHuis) y TOB YkpaiHa CTX IHAain nepepeecTpauis Ha HeobMexeHwi - He UA/18302/01/01
OHY NoABINHMX «NEQ®APM NAN®CAEHCUC TEepMiH nionsieae
FIAPOXTIOPU | nonieTnneHoBUX nakeTax NTO» MBT. NT[,
AY AUTIAPAT | ansa dapmaueBTUYHOro
3aCTOCYBaHHS
B.o. HayanbHMKa
Onekcanap I'PIHEHKO

dapmaneBTUYHOr0 yNpaB/IiHHSA
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IIEPEJIIK
JIIKAPCBKHMX 3ACOBIB (MEJVNUYHNX IMYHOBIOJIOI'TYHUX ITPEITAPATIB), OO0 AKX BYJ/IK BHECEHI
3MIHU IO PEECTPAIIMHNX MATEPIAJIIB, IKI BHOCATECSA 10 JEP)KABHOI'O PEECTPY JIIKAPCHKUX

3ACOBIB YKPAIHU

Moparok 3
[0 Haka3y MiHicTepcTBa OXOPOHU
3A00poOB’A YKpaiHu «po aepxaBHY

peecTpauilo (nepepeecTpadiio)

NiKapcbK1UX 3aco06iB (MeguYHUX

iMyHOGionoriuHnx npenaparis) Ta
BHECEHHSA 3MiH A0 peecTpavliiiHux
MaTepianis»

Bij 27 Gepe3ns 2025 poky Ne 550

Ne Hassa ®dopma BUnycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JNliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky MyBaH | peecmpayiliHo2o
3acoby ynakoska) Hs nocsioYeHHs1
1. | AOEHYPIK® TabneTku, BKpUTI MeHapiHi Mokcembypr | Brupo6HMUTBO «in bulk» Ta ®paHuia/ BHECEHHS 3MiH 0 peecTpaLinHmx 3a UA/13527/01/01
120 MI nNiBKOBOIO IHTepHeLloHan KOHTpOb cepiii: MaTeoH HimeyunHa/ MaTtepianis: 3miHu | TMNy - 3MiHK WoA0 peyenmom
06010HKOt0, N0 120 OnepeiiloHc PpaHuis, PpaHuis; Yexis 6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsagy
Mr, no 14 tabnetok TMokcembypr Brpo6HMUTBO «in bulk», (iHWi 3MiHK). 3MiHWN BHECEHO B TEKCT
y 6nictepi; no 2, abo C.A. nepBuHHe Ta BTOPUHHE MapKyBaHHA BTOPUHHOT YNakoBKK
no 4, abo no 6 nakyBaHHS, KOHTPO/b Ta NiKapcbKoro 3acoby y NyHKTW 11(BuUnyyeHHs
6nicTepiB y BWMYCK cepiii: MeHapiHi- iHhopMmaLii Npo NOBHOBaXXHOrO
KapTOHHIlA KOpooLi ®oH XeiigeH MvbX, npefcTaBHUKA Ta A0ro MiCLLe3HaXOKEHHS)
HimeuumnHa; KoHTpob Ta 17 (OHOBNEHHS iHGopMAaLLii Woa0
cepili roTOBOro NPoAyKTY, TOBapHOro 3HaKy KoMnaHii). BBegeHHs 3MiH
BUrOTOBJIEHOIO TiNlbKN NPOTArom 6-Tu MiCALIB NiCNA 3aTBEPAXKEHHS.
MeHapini-®oH XeigeH
M6X (KislbkicHe
BU3HAYEHHS,
ineHTudikauis, cynyTHi
PEYOBUHM i PO3UYNHEHHS):
AJNC Yecbka Pecnyb6nika,
C.p.o., Yexis
2. | AOEHYPIK® 80 | TabneTku, BKpUTI MeHapiHi Mokcembypr | Brnpo6HMUTBO «in bulk» Ta PpaHuis/ BHECEHHS 3MiH [0 peecTpaviinHmx 3a UA/13527/01/02
Mr nAiBKOBOIO IHTepHeLloHan KOHTpOsb cepiii: MaTeoH HimeyunHa/ mMaTtepianis: 3miHu | TMny - 3MiHK WoA0 peyenmom
o6onoHkoto, no 80 OnepeiiloHc PpaHLis, PpaHuis; Yexis 6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsagy
Mr, no 14 tabnetok TMokcembypr Brpo6HMUTBO «in bulk», (iHWi 3MiHM). 3MiHW BHECEHO B TEKCT
y 6nictepi, no 2, abo C.A. nepBUHHE Ta BTOPUHHE MapKyBaHHA BTOPUHHOT YNaKkoBKM

no 4, a6o no 6
6nicTepiB y
KapTOHHIlA KopooLi

nakyBaHHs, KOHTPO/b Ta
BWMNYCK cepiii: MeHapiHi-
®oH XeiigeH MvbX,
HimeuumnHa; KoHTpob
Cepiil roTOBOro NPOAyKTY,

NikapcbKoro 3acoby y NyHKTW 11(BuUy4YeHHs
iH(hopMmaLii PO NOBHOBAXHOr0
npeAcTaBHUKA Ta AOro MiCLLe3HaXOMKEHHS)
Ta 17 (OHOBMEHHS iHdopmMaLii LWoao
TOBAPHOro 3HaKy komnaii). BBeAeHHS 3MiH
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Ne Hassa ®dopma BUnycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKA Bionycky MyBaH | peecmpayiliHo2o
3acoby ynakoska) Hs nocsioYyeHHs1
BUrOTOBJIEHOIO Ti/NlbKN NPOTAroM 6-TW MiCALiB NiCNA 3aTBEPLKEHHS.
MeHapiHi-®oH XeligeH
M6X (KinbKicHe
BU3HAYEHHS,
iaeHTUiKaLia, cynyTHi
PEYOBUHM | PO3UYNHEHHS):
AJIC Yecbka Pecny6nika,
C.p.o., Yexis
3. | ABUMEA® MOPOLLIOK A5 NAT Ykpaina MAT "KviBmegnpenapar" YkpaiHa BHECEHHS 3MiH [0 peecTpaLinHmx 3a UA/7234/03/01
opasibHOT cycneHsil "KvniBmegnpen Marepianis: 3mMiHu | TUMy - 3MiHK 3 AKOCTI. peyenmom
no 200 mr/5 mn; 1 apart” A®I. KoHTposib AdL. 3miHa y MeToAax

h/1aKOH 3 MOPOLLKOM
(1200 mr
asnTpoMILNHY) ANns
30 M1 opasibHOT
cycneHsii pasom 3
KanibpyBasibHUM
LUNPULLOM Ta MIpPHOHO
NIOXEUKO B nauuj; 1
dh1akoH 3 NOPOLLKOM
(600 mr
asnTpoOMILMHY) ANns
15 mn opasibHoT
cycneHsii pasom 3
KaniopyBasibHUM
LUMPULIOM Ta MipHOI0
NIOXEeYKOHo B mauLi

BMNpobysaHHA A®| abo BuxigHoro
marepiany/npomiKHOrO NPoAyKTy/peareHTy,
LLI0 BUKOPUCTOBYETLCS Y NPOLECI
BMPO6HUMLTBA AP| (HE3HAYHI 3MiHW Y
3aTBEPAKEHNX METOAAX BUNPOGYBaHHS).
npvBeAeHHA 0nucy MeToAUKN
BunpobysaHHa APl BupobHuka NN3 3a
nokasHukom «CynbhartHa 30na» y
BigNoBiAgHICTb MOHOrpacii €EP 1649
«Azithromycin». - 3MiHu | TURY - 3MiHK 3
akocTi. A®Il. KonTponb A®I. 3miHa y
MeTofax BunpobysaHHa APl abo BuUxXigHOro
marepiany/npomiKHOro NPoAyKTy/peareHTy,
LLI0 BUKOPUCTOBYETLCS Y NPOLECi
BMpOOHULTBa AP| (HE3HAUHI 3MIHN Y
3aTBEPKEHUX METOAAxX BUNPOBYBaHHS)
npviBeieHHA 0NnCy METOAUKN
BuUnNpobyBaHHs APl BUpo6HuKka M3 3a
nokasHukoM «KinbKicHe BU3HAUYEHHS» y
BiANOBIAHICTb MOHOrpadii EP 1649
«Azithromycinx». - 3miHu | TUNY - 3MiHK 3
akocTi. A®Il. KonTponb A®I. 3miHa y
napameTpax cneuudikauii Ta/abo
[OMYCTUMUX MEX, BU3HAYEHNX Y
cneuucpikalisx Ha Adl, abo
BVXigHWA/NPOMDKHUIA NpoAyKT/peareHT, wo
BUKOPWCTOBYIOTHCS y NpoLeci BUPO6HMLTBA
A®I| (gopasaHHs abo 3amiHa (3a BUHATKOM
aKTMBHOI peyoBVHY GionoriyHoro abo
iMyHO/10Ti4YHOIO MOXOXKEHHSA) NapameTpa
cneuudikayii 3 BiANOBIAHUM METOA0M
BUMPOOYBaHHA 3a pesynibTatamu
pocnimkeHb 3 6e3neku abo AKoCTi)
npUBELEHHS HOPMYBaHHS | METOAMKM
BXiJHOr0 KOHTpOsI0 Ad| 3a MOKa3HMKOM
«CynpoBifHi AOMiLLKM» [0 MOHOrpadii EP
1649 «Azithromycin» Ta matepianis
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pekna
myBaH
HS

Homep
peecmpayitiHo2o
nocsioYyeHHs1

BMpo6Huka APl Alembic Pharmaceuticals
Limited, IHAgis. 3miHn | TMNy - 3MiHK 3 AKOCTI.
A®I. KoHTposnb A®I. 3miHa y napameTpax
cneuudikauin Ta/abo fonycTMMmNX MeX,
BM3HaYeHUX y crneyndikauisx Ha A®l, abo
BUXiAHWIA/NPOMIDXHUIA NpOAYKT/peareHT, Wwo
BUKOPVCTOBYIOTHCS y NpoLeci BUPObHMLTBA
AD| (BUYyYEHHSA HE3HAYHOrO MOKa3HMKa
AKOCTI (HanpuKnag BUNy4YeHHs 3acTapisnioro
NoKa3HUKa)) BUMyYEHHS MOKasHuKa «Baxki
MeTasim» 3i cneunqikauii A®I BUpobHuKa
"3 Ha OCHOBI OLiHKW PU3KKIB €NIEMEHTHUX
Aomiwwok 3rigHo ICH Q3B. - 3miHu | Tuny -
3MiHu 3 aKocTi. A®Il. KoHTponb A®I. 3miHa 'y
napameTpax crneuudikauii Ta/abo
[OMYCTUMNX MEX, BUSHAYEHNX Y
cneuudikalisx Ha Ad®l, abo
BMXiAHWIA/NPOMIDXKHUIA NpOAYKT/peareHT, Wwo
BUKOPVCTOBYIOTHCS y NpoLeci BUPOOHMLTBA
AD| (3BY)XEHHSI ONYCTUMUX MEX,
BM3HAYEHNX Y cneuundikaii) 3By)XeHHS
BMMOT crieumdpikanii AD| 3a nokasHVKoM
«3aINLLKOBI PO3YNHHUKM» Y BiANOBIAHOCTI
BMMOTr crneumdikauii BupobHuka APl Alembic
Pharmaceuticals Limited, IHgis

ANTYM

PO34MH A8 iH KL,
100 mr/mn; no 5 mn
B amnyni, no 5
amnyn y 6nictepi, no
2 6nicTepu B naui

MpuBatHe
akujioHepHe
TOBapUCTBO

“Nekxim —

Xapkis”

YKpaiHa

MpuBaTHE akUioHepHe
TOBapuCTBO “Jlekxim —
Xapkis”

YKpaiHa

BHECEHHS 3MiH [J0 peecTpaLiinHmx
marepianis: 3miHu | TUny - 3MiHK LWOA0
6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsgy
(iHWi 3miHM). OHOBNEHHS TEKCTY
MapKyBaHHsS NePBUHHOT Ta BTOPUHHOI
yNakoBOK /likapCbKOro 3acoby, a came:
BUJ/TyYEeHHs iH(hopmaLii, 3a3HaveHoT
POCIICbKOI0 MOBOIO; BUTyUYEHHS iHdhopmaLii
00 B/1aCHMKa TOpProsoi Mapku; B n. IHWE
KOHKpeTun3aLis iHLWOT TeXHIYHOI iHdhopMaLlil
Ta BHECEHI pefakLiiiHi npaBkn Mo TEKCTY
MapKyBaHHS YNakoBOK. TepMiH BBEAEHHS
3MiH - NPOTArom 6 micsuis nicns
3aTBEPAKEHHSA

3a
peyenmom

UA/18709/01/01

ANYHBPUT®

TabneTku, BKpUTI
nAiBKOBOIO
o6onoHkoto, no 30
Mr; no 14 tabnetok
y 6nicTepi; no 2
6nictepn y
KapTOHHIA KopoobLi

Takepa
dapma A/IC

JIEGTE]

[,03BiN Ha BUMNYCK cepii:
Takefna ABcTpia T'M6X,
ABCTpIsi; BAPOOHULITBO
Hepo3dacoBaHoro
NPOAYKTY, NEPBUHHE Ta

BTOPVHHE nakyBaHHsA /13:

MeHH dapmackioTikan
Cepsicec Jliviteps,

Cnony4yeHe KoponiBcTBO;

ABcTpisi/
Cnony4yeHe
KoponiscTBO
/ lpnangin

BHECEHHS 3MiH [0 peecTpaviinHmx
mMaTepianis: 3miHu | TMNy - 3MiHK 3 AKOCTI.
oTOBMIA Nikapcbknii 3aci6. 3MiHW Y
BMPOGHMLTBI. 3MiHM Y NpoLeci BUpobHuLTBa
roTOBOrO /liKapCbKOro 3acoby, BkIoyaoum
NPOMDKHWIA MPOAYKT, WO 3aCTOCOBYETHLCSA
npv BUPOBGHMLITBI FOTOBOTO NiKAPCbKOro
3acoby (He3HayHa 3MiHa y npoLeci
BMPO6HMLTBA). HE3HaYHa 3MiHa y npoueci

3a
peyenmom

UA/18553/01/01
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Ne Hassa ®dopma BUnycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKA Bionycky MyBaH | peecmpayiliHo2o
3acoby ynakoska) Hs nocsioYyeHHs1
BUPOBHNLITBO BMPOGHMLITBA, & CaMe KOPUryBaHHS
Hepo3ghacoBaHoro LIBUAKOCTI TabNEeTKOBOro nNpecy Ha etani
NPOAYKTY, KOHTPO/b AKOCTI npecyBaHHA TabneTok, Lo BUpobsTbCS B
Ta BUNpobyBaHHs MeHH dapmackioTikan Cepsicec JliviTeq ans
CTabiNbHOCTI, NEPBUHHE npuBeLeHHs y BIANOBIAHICTb A0 Aiana3oHy,
Ta BTOPUHHE NakyBaHHA 3a3Ha4yeHoro y BUXigHomy 3BiTi Npo
N3, £o3Bin Ha BUMyCK nepesipky echekTBHOCTI npouecy (PPQ) i3
cepii: Takega IpnaHgis «30-70 06/xB» Ha «15-45 06/xB». Pobounii
Nimiten, Ipnaxgis; Jiana3oH napameTpa He 3MiHVBCS.
BMMNPOGYBaHHSA BBefeHHs 3MiH NpoTArom 6-T1 MicAuiB nicns
cTabinbHoCTI (TiNbkn 3aTBEPKEHHSA. 3MiHu | TNy -
Microbial Limits): Anmak AAMIHICTpaTUBHI 3MiHW. BunyyeHHs
CaiieHcuc Ipnangis /1Tg, BVMPOGHMYOI AinbHUL (BK/THOYAKOUN AiNbHUL
IpnaHgis ans A®l, npomiXkHoro npoaykTy abo
roTOBOrO /liKapCbKoro 3acoby, AinbHUL A1
NpoBefeHHs NakKyBaHHs, BUPOOHNMKA,
BiANOBIAa/IbLHOrO 3a BUNYCK Cepiit, MicLe
NpoBeAEHHS KOHTPOIO cepii) abo
noctavyasibH1Ka BUXILHOTO Martepiasty,
peareHTy abo AONOMiIXHOT PeYOBMHY (AKLLO
3a3HauveHo y focbe). Buganernsa Curia New
York, Inc ((33 Riverside Avenue Rensselaer,
NY 12144, CLUA) sk BUpo6HWKa, L0
BiANOBIAAE 3a BUPOOHULITBO BMXIAHOTO
matepiany (RSM) AP26378 ansi akTMBHOI
peyoBVHW. BBEEHHSA 3MiH NPOTAroM 6-Tu
MiCALIB MiCNA 3aTBEPMKEHHSA. 3MiHun | Tuny -
3MiHM 3 sKoCTi. [0TOBWIA Nikapcbkuii 3acib.
3MiHV Y BUPOOHMUTBI. 3MiHM y npoLeci
BMPOGHMLTBA rOTOBOTO JiKapCbKOro 3acoby,
BK/TO4AI0UY MPOMIXKHWI MPOAYKT, WO
3aCTOCOBYETHCS MPU BUPOOHULTBI FOTOBOrO
niKapcbKoro 3acoby (He3HayHa 3miHa y
npoueci BUpobHULTBa). He3HauHi 3MiHu y
BMPOBGHNYOMY MpPOLIECi AN KOPEKTYBaHHSA B
[OCbE NapameTpiB BHYTPILLHbOrO KOHTPOSTHO
(IPC) Ta BMpo6HMYoro npouecy. byno
BHECEHO pefakLiiiHi NpaBKu LLINSXOM
BUAa/IeHHs 3aliBoi iHhopMaL,ii Ta He3HauHi
3MiHV NopsAAKy HasBHOI iHhopMauii.
BBefeHHs 3MiH NpOTAroM 6-Tu MicALiB nicns
3aTBEPKEHHS.

6. | ANYHBPUI® TabneTku, BKpUTI Takena [JaHis [03BiN Ha BUNYCK cepii: AscTpisi/ BHECEHHS 3MiH 0 peecTpaLinHmx 3a UA/18553/01/02
nNiBKOBOIO dapma A/IC Takefna ABcTpia T'M6X, Cnony4yeHe mMaTtepianis: 3miHu | TMNy - 3MiHU 3 AKOCTI. peyenmom
060n0Hkot0, No 90 ABCTpIsi; BAPOOHULITBO KoponiscTBO oTOBMIA Nikapcbknii 3aci6. 3MiHW y
Mr; no 7 TabneTok y Hepo3dacoBaHoro / lpnaHgis BMPOGHMLTBI. 3MiHM Y NpoLeci BUpobHuLTBa

6nictepi no 4
6nictepn y

NpoAyKTY, NepBUHHE Ta
BTOPVHHE nakyBaHHsA J13:

roTOBOrO /liKapCbKOro 3acoby, BkIo4aum
NPOMDKHWIA MPOAYKT, WO 3aCTOCOBYETHCSA
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Ne Hassa ®dopma BUnycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKA Bionycky MyBaH | peecmpayiliHo2o
3acoby ynakoska) Hs nocsioYyeHHs1
KapTOHHI KopoobLi MeHH dapmacbioTikan npy BUPOBHMLTBI FOTOBOTO J1iKapCbKOro
Cepsicec JliviTea, 3acoby (He3HayHa 3MiHa y npoLeci
CnonyyeHe KoponiscTBo; BMPO6HMLTBA). HE3HAYHa 3MiHa Y npoueci
BUPOBHMNLITBO BMPOGHMLITBA, & CaMe KOPUryBaHHS
Hepo3ghacoBaHOro LIBUAKOCTI TabNEeTKOBOro nNpecy Ha etani
NPOAYKTY, KOHTPO/b AKOCTI npecyBaHHsA TabneTok, Lo BUpobisTbCS B
Ta BUNpobyBaHHs MeHH dapmackioTikan Cepsicec JliviTeq ans
CTabiNbHOCTI, NEPBUHHE npuBeLEeHHs y BIANOBIAHICTb [0 Ajana3oHy,
Ta BTOPUHHE NakyBaHHA 3a3Ha4yeHoro y BUXigHoMmy 3BiTi Npo
N3, £o3Bin Ha BUMyCK nepesipky echekTBHOCTI npouecy (PPQ) i3
cepii: Takega IpnaHgis «30-70 06/xB» Ha «15-45 06/xB». Pobounii
Nimiten, Ipnaxgis; Jiana3oH napameTpa He 3MiHVBCS.
BMMNPOGYBaHHSA BBefeHHs 3MiH NpoTArom 6-T1 MicAuiB nicns
cTabinbHoCTI (TiNbkn 3aTBEPXKEHHSA. 3MiHu | TNy -
Microbial Limits): Anmak AAMIHICTpaTUBHI 3MiHW. BunyueHHs
CaiieHcuc Ipnangis /17g, BVMPOGHMYOI AinbHUL (BK/THOYAKOUMN AibHUL
IpnaHgis ans A®l, npomiXkHoro npoaykTy abo
roTOBOrO liKapCbKoro 3acoby, AinbHUL 41
NpoBefeHHs NakyBaHHs, BUPOOHWMKA,
BiANOBIAa/IbHOrO 3a BUNYCK Cepiit, MicLe
NpoBeAEHHS KOHTPOIO cepii) abo
noctavyasibH1Ka BUXILHOTO mMartepiasty,
peareHTy abo AONOMiIXHOT PeYOBMHY (AKLLO
3a3HauveHo y focbe). Buganernsa Curia New
York, Inc ((33 Riverside Avenue Rensselaer,
NY 12144, CLUA) sk BUpo6HWKa, L0
BiANOBIAAE 3a BUPOOHULITBO BMXIAHOTO
matepiany (RSM) AP26378 ansi akTUBHOI
peyoBVHW. BBEEHHSA 3MiH MPOTArOM 6-Tu
MiCALIB MiCNA 3aTBEPMKEHHSA. 3MiHun | Tuny -
3MiHM 3 sKoCTi. [0TOBWIA Nikapcbkuii 3aci6.
3MiHV Y BUPOOHMUTBI. 3MiHK Y npoLeci
BMPOGHMLTBA rOTOBOTO JiKapCbKOro 3acoby,
BK/TO4AI0UY MPOMIXKHWI MPOAYKT, WO
3aCTOCOBYETHCS MPU BUPOOHULTBI FOTOBOrO
niKapcbKoro 3acoby (He3HayHa 3miHa y
npoueci BUpobHULTBa). He3HauHi 3MiHu y
BMPOBGHMYOMY MpPOLIECi AN KOPEKTYBaHHSA B
[OCbE NapameTpiB BHYTPILLHLOrO KOHTPOSTHO
(IPC) Ta BMpo6HUMYoro npouecy. byno
BHECEHO pefakLiiiHi NpaBKu LLINSXOM
BUAa/IeHHs 3aliBoi iHhopMaL,ii Ta He3HauHi
3MiHV NopsAAKY HasBHOI iHhopMauii.
BBefeHHs 3MiH NpOTAroM 6-Tu MicALiB nicns
3aTBEPKEHHS.
7. | ANYHBPUI® TabneTku, BKpUTI Takena [JaHis [03BiN Ha BUNYCK cepii: AscTpisi/ BHECEHHS 3MiH 0 peecTpaLinHmx 3a UA/18553/01/03
nniBKOBOIO dapma A/C Takepna ABcTpia T'M6X, Cnony4yeHe MaTtepianis: 3miHu | TMNy - 3MiHU 3 AKOCTI. peyenmom

060/10HKOH0, N0 180

ABCTpIsi; BAPOOGHULITBO

KoponiscTBO

OTOBMIA NikapCbknii 3aci6. 3MiHK Yy
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Ne Hassa ®dopma BUnycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKA Bionycky MyBaH | peecmpayiliHo2o
3acoby ynakoska) Hs nocsioYyeHHs1
Mr; N0 7 TabneTok y Hepo3dacoBaHOro / lpnaHgis BMPOGHMLTBI. 3MiHM Y NpoLeci BUpobHuLTBa

6nictepi no 4
6nictepn y
KapTOHHI/ KopoobLi

NPOAYKTY, NEPBUHHE Ta
BTOPVHHE nakyBaHHaA /13:
MeHH dapmacbloTikan
Cepsicec JliviTea,
Cnony4yeHe KoponiBcTBo;
BVMPOGHMLTBO
Hepo3dacoBaHoro
NPOAYKTY, KOHTPO/b AKOCTI
Ta BUNPOOYBaHHSA
CTabiNbHOCTI, NEPBUHHE
Ta BTOPVHHE NaKyBaHHsA
N3, £o3Bin Ha BUMyCK
cepii: Takega IpnaHgis
Nimiten, Ipnaxgis;
BMNPOGYBaHHSA
cTabinbHoCTI (TiNbku
Microbial Limits): Anmaxk
CaiieHcuc Ipnangis /1Tg,
IpnaHgis

roTOBOrO /liKapCbKOro 3acoby, BkIo4aoum
NPOMIKHUIA NPOAYKT, L0 3aCTOCOBYETLCS
npy BUPOBHMLTBI FOTOBOTO J1iKapCbKOro
3acoby (He3HayHa 3MiHa y npoLeci
BMPO6HMLTBA). HE3HAYHa 3MiHa Y npoueci
BMPOGHMLITBA, & CAMe KOPUryBaHHS
LIBUAKOCTI TabNETKOBOro nNpecy Ha etani
npecyBaHHA TabneTok, Lo BUpobisTbCs B
MeHH dapmackioTikan Cepsicec JliviTeq ans
npuBeLEeHHs y BIANOBIAHICTb [0 Ajana3oHy,
3a3Ha4yeHoro y BUXigHomy 3BiTi Npo
nepesipky echekTBHOCTI npouecy (PPQ) i3
«30-70 06/xB» Ha «15-45 06/xB». Pobounii
JianasoH napameTpa He 3MiHUBCS.
BBefeHHs1 3MiH NpoTArom 6-T1 MicAuiB nicns
3aTBEPKEHHSA. 3MiHW | TNy -
AAMIHICTpaTUBHI 3MiHW. BunyueHHs
BVMPOGHMYOI AinbHUL (BK/THOYAKOUMN AibHUL
ans A®l, npomikHoro npoaykTy abo
roTOBOrO liKapCbKoro 3acoby, AinbHUL A1
NpoBefeHHs NakyBaHHs, BUPOOHWMKA,
BiANOBIAA/IbHOrO 3a BUNYCK Cepiit, MicLe
NpoBeAEHHS KOHTPOIO cepii) abo
noctavyasibH1Ka BUXILHOTO mMartepiasty,
peareHTy abo AONOMiIXHOT PeYOBUHY (AKLLO
3a3HauveHo y focbe). Buganernsa Curia New
York, Inc ((33 Riverside Avenue Rensselaer,
NY 12144, CLUA) sk BUpo6HWKa, L0
BiANOBIAAE 3a BUPOOHULITBO BMXIAHOTO
matepiany (RSM) AP26378 ansi akTUBHOI
peyoBVHW. BBELEHHSA 3MiH MPOTAroM 6-Tu
MiCALIB MiCNA 3aTBEPMKEHHSA. 3MiHun | Tuny -
3MiHM 3 sKoCTi. [0TOBWIA Nikapcbkuii 3acib.
3MiHV Y BUPOOHMUTBI. 3MiHM y npoLeci
BMPOGHMLTBA rOTOBOTO JiKapCbKOro 3acoby,
BK/TO4AI0UY MPOMIXKHWI MPOAYKT, WO
3aCTOCOBYETHCS MPU BUPOOHULTBI FOTOBOrO
niKapcbKoro 3acoby (He3HayHa 3miHa y
npoueci BUpobHULTBa). He3HauHi 3MiHu y
BMPOBHMYOMY MpOLIeCi AN KOPEKTYBaHHSA B
[OCbE NapameTpiB BHYTPILLHbOrO KOHTPOSTHO
(IPC) Ta BMpo6HUMYoro npouecy. byno
BHECEHO pefakLiiiHi NpaBKu LLINSXOM
BUAa/IeHHs 3aliBoi iHhopMaL,ii Ta He3HauHi
3MiHW NopsAAKy HasBHOI iHhopMauii.
BBefeHHS 3MiH NpOTAroM 6-Tu MicALiB nicas
3aTBEPKEHHS.
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Hassa
JliKapcbKo20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pekna
myBaH
HS

Homep
peecmpayitiHo2o
nocsioYyeHHs1

AMBPOKCONY
rAPOX/TIOPUA

Tabnetkun no 30 mr;
no 10 TabneTtok y
6nictepi; no 2
6nicTepn y navuj 3
KapToHy; no 20
TabneTtok y 6nictepi;
no 1 6nictepy y
naJui 3 KapToHy

NPAT
"XIMOAPM3A
BOf
"YEPBOHA
3IPKA"

YkpaiHa

"YEPBOHA 3IPKA"

MPAT "XIMOPAPM3ABO/

YkpaiHa

BHECEHHS 3MiH O peecTpavinHmx
matepianis: 3MiHu | TUNy - AaMiHICTpaTUBHI
3MiHW. 3MiHa HalilMeHyBaHHsA Ta/abo aapecu

3asBHMKa (BNacHvka peecTpauiiHoro
nocBigYeHHs1) 3MiHa HaliMeHyBaHHs
3asiBHMKA Ta 3MiHW Yy HanucaHHi agpecu
3asBHMKa (BNacHvka peecTtpauiiHoro
noceig4yeHHs) TepmiH BBeeHHS 3MiH -
npoTArom 6 micsuis nicns 3aTBepKeHHs.
3MiHu | TUNY - AgMIHICTpaTUBHI 3MiHW. 3MiHa
HaliMeHyBaHHs Ta/abo agpecy Micus
NPOBaKEHHSA AiS/IbHOCTI
BMPO6GHMKa/iMnopTepa roToBoro Jlikapcbkoro
3aco0by, BK/IYauu AinbHULI BUNycky cepii
abo Micue NpoBeAEeHHS KOHTPOJIO SIKOCTI.
(misnbHICTb, 3a AKy Bignosigae
BUPOGHMK/iMNOPTEP, BK/IOYAKOUN BUMYCK
cepiit) 3miHa HaliMeHyBaHHS1 BUpPO6HMKa N3
Ta 3MiHN Y HanMcaHHi agpecu BUPOOHNKa
['N13. 3MiHM BHECEHO B iIHCTPYKLit0 4N
MeLMYHOro 3aCTOCYBaHHA NiKapCbKoro
3acoby y po3ainu "BupobHuk” Ta
"Micue3HaxomkeHHA BUPO6HYKa Ta agpeca
MiCLLSt NPOBaKEHHSA 10ro AisnbHOCTI" Ta K
HacnifokK - y BiANOBIAHI pO34inm TekCTy
MapKyBaHHA NepBUHHOT Ta BTOPUHHOT
yMakoBKM NiKapCbKOro 3acoby.
TepmiH BBeAlEHHS 3MiH - NPOTArom 6 micauis
nicnsa 3aTBepKeHHS.

6e3
peyenma

niosnsie
ae

UA/5667/01/01

ACITANOKC

TabneTkn, BKPUTI
NNiBKOBOIO
060/10HKO10, No 10
Mr, M0 7 TabneTok y
6nictepi, no 4
6nictepu B
KapTOHHI Kopobui

Aypo6iHgo
dapma /114

IHais

- FOHIT Il

Aypo6iHgo ®apma Jlimiteg,

IHais

BHECEHHS 3MiH [0 peecTpaLinHmx
Marepianis: 3miHu | Tuny - 3MiHK LWoA0
6e3nekn/edekTMBHOCTI Ta thapmakoHarnagy.
BeeaeHHs abo 3MiHu [0 y3arasibHeHNX
AaHux Npo cuctemy apmakoHariagy
(BBEAEHHSA y3araslbHEHNX AaHWX NPO
cuctemy chapmakoHarnsgy, 3amiHa
yMNOBHOBaXeHOT 0cobw, BignoBiganbHoI 3a
34iicCHeHHA hapMakoHarnaay; KOHTaKkTHOT
ocobu 3 thapmakoHarnsgy 3asBHVKa 415
3piicHeHHs hapMakoHarnsay B YkpaiHi,
AKLLO BOHA BigMiHHA Bif, YNOBHOBaXeEHOI
ocobw, BigNoBiAa/IbHOI 3a 34iCHEHHS
thapmakoHarnsgy (Bk4vaouy KOHTakTHi
[aHi) Ta/abo 3MiHV Y po3MiLLEeHHI MacTep-
thaiina cuctemu thapmakoHarnsgy) 3miHa
KOHTaKTHOI 0CO6M 3asiBHYMKA, BignoBigabHOI
3a (papmakoHarnsg, B YkpaiHi.

[Jitova pegakuis: CamoiineHko Aptem

3a
peyermom

UA/11661/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pekna
myBaH
HS

Homep
peecmpayitiHo2o
nocsioYyeHHs1

MasnoBwuy. MponoHoBaHa pefakyis:
CaBueHko Amutpo CepriiioBuy. 3MiHa
KOHTaKTHUX AaHWNX KOHTaKTHOI 0co6u
3as1BHMKA, BigNoBiAa/IbHOI 3a
hapmakoHarnsg B YkpaiHi. 3miHa
MicLle3HaxopKeHHs1 MacTep-aiina cuctemu
cdhapMakoHarssgy Ta moro Homepa.

10.

ACITANOKC

TabneTku, BKPUTI
NiBKOBOO
060/10HKO0, N0 20
Mr, o 7 TabneTok y
6nictepi; no 2
6nictepu B
KapTOHHIlA KOpooLi

Aypob6iHa0
Papma /114

IHais

AypobiHao dapma Jlimites,

- FOHIT Il

IHais

BHECEHHS 3MiH [J0 peecTpaLiinHmx
marepianis: 3mMiHu | TUny - 3MiHY LWOA0
6e3nekn/edheKTUBHOCTI Ta hapMakoHarnsay.
BBegeHHs ab0 3MiHM [0 y3arasbHeHNX
AaHyX Npo cuctemy hapmakoHarnsgy
(BBEAEHHSA y3araslbHEHNX AaHWX NPO
cuctemy hapmakoHarnsgy, 3miHa
YNOBHOBaXXEHOT 0CO6M, BifnoBiganLHoI 3a
3[jificHeHHs hapMakoHarnsay; KOHTaKTHOI
0cobu 3 chapmakoHarnagy 3asBHuka 4ns
3piicHeHHs hapmakoHarnsgy B YkpaiHi,
AKLLLO BOHA BigMiHHA Bif, yNOBHOBaXeHOT
0co6u, BiANOBIAa/IbHOI 3a 3A4iACHEHHS
thapmakoHarnsgy (BKIovaoum KOHTaKTHi
[AaHi) Ta/abo 3MiHM y po3MiLLEeHHi MacTep-
thaiina cuctemu chapmakoHarnsgy) 3miHa
KOHTaKTHOI 0CO6M 3asBHVKa, BifnoBiAaIbHOI
3a (hapmakoHarnsg B Ykpaii.

[itoua pepakuis: CamoiineHko Aptem
Masnoswuy. MponoHoBaHa pefakuis:
CaBuyeHko Amutpo CepriiioBuy. 3MiHa
KOHTaKTHUX JaHNX KOHTaKTHOI 0co6u
3asBHVKa, BiANOBiAabHOI 3a
thapmakoHarnag B YkpaiHi. 3miHa
MicLle3HaxoKeHHs1 macTep-daiina cuctemu
hapmakoHarnsgy Ta ioro Homepa.

3a
peyenmom

UA/11661/01/02

11.

ATOPBACTAT
MH 10 AHAHTA

TabneTku, BKpUTI
nNiBKOBOK
060/10HKO0, M0 10
mr; no 10 TabneTok
y 6nictepi, no 3
6nictepn y Kopobui

AHaHTa
Megikeap /174.

Benuka
BpuTaHis

AHnaHTa Megikeap flivitea,

IHais; ApTypa

dapmacbtoTikans lMBT.

nra., IHgis

IHAjA

BHECEHHS 3MiH [0 peecTpavinHmx
mMaTtepianis: 3miHu | TMny - 3MiHK WoA0
6e3nekn/ethekTMBHOCTI Ta thapmakoHarnsgy.
3MiHa y KOpOTKili XapakTepucTui
NiKapcbKoro 3acoby, TEKCTI MapKyBaHHA Ta
IHCTPYKLi 415 MeAUUYHOro 3aCTOCYBaHHSA Ha
nigcTasi perysisipHo OHOBJ/TOBAHOrO 3BITY 3
6e3nekun nikapcbkoro 3acoby, abo
AocnimpkeHb 3 6e3neky 3acTocyBaHHS
nikapcbKoro 3acoby B MicispeecTpaviiiHmii
nepiog, abo Ak pe3ynbTaTt OLiHKM 3BITY 3
JocnigpKeHb, NpoBeAeHNX BiANOBIAHO A0
nnaxy negiatpuyHmx gocnigpkers (PIP)
(3MiHY y3rofkeHo 3 KOMMETEHTHUM
YMOBHOB&XEHVIM OpPraHom).

3a
peyenmom

He
nionsie
ae

UA/0688/01/01
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Ne Hassa Popma sUMYCKY 3assHUK Kpaina Bupo6HuK
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa

Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
3acoby ynakoska)

BUPOGHUKa Bionycky MyBaH | peecmpayiliHo2o
Hsl nocsioYyeHHs1

3MiHM BHECEHO B IHCTPYKLiIO AN MEAUYHOTO
3acTOCyBaHHS ikapcbKoro 3acoby Ao
po3ginis "B3aemogis 3 iHWMMU NiKapCbKUMu
3acob6amMu Ta iHWi Buan B3aemMogiin”,
"Oco6nmBOCTi 3acTocyBaHHA" Ta "Mo6GIYHI
peakuii" BiANOBIAHO A0 OHOBMEHOI
iHchbopmaw,ii WwoAo 6e3nekn 3acTocyBaHHs
L0401 PevyoBUHM 3riHO 3 peKoMeHAaLlieto
PRAC. TepMmiH BBEAEHHS 3MiH - MPOTArom 3
MiCALIB MiCN1A 3aTBEpMAXEHHS. 3MiHun | Tuny -
3MiHM Woao 6e3nekn/edpekTMBHOCTI Ta
thapmakoHarnsgy. 3MiHa y KopoTkiii
XapaKTepucTuLi Nikapcbkoro 3acoby, TeKCTi
MapKyBaHHS Ta iHCTPYKL,iT 415 MeAnyHOro
3aCTOCYBaHHSA Ha MifcTasi perynspHo
OHOB/IHOBAHOTO 3BITY 3 6e3MNeKn NiKapCbKoro
3acoby, abo gocnimkeHb 3 6e3neku
3acTOoCyBaHHS MikapCcbKoro 3acoby B
nicnspeecTpauiiinii nepiog, abo sk
pe3ynbTaT OLiHKM 3BITY 3 AOCNIIKEHD,
npoBefeHnX BigNoBigHO 40 NnaHy
nepiatpnyHux gocnimpkeHs (PIP) (3miHy
Y3rO[KEHO 3 KOMMETEHTHUM
YMNOBHOB&XEHVNM OpraHom). 3MiHU BHECEHO B
IHCTPYKLi0 41151 MeANYHOTO 3aCTOCYBaHHSA
nikapcbKoro 3acoby Ao po3zinis
"®apmakonorivHi BnactmsocTi” (Nigpo3ain
"®apmakokiHeTuka"), "MNpoTrnokasaHHs",
"B3aemogisa 3 iHWKUMKN NiKapCbKUMu
3acobamu Ta iHLWi BUAW B3aeMOSii",
"Oco611BOCTI 3acTocyBaHHS" Ta "Cnoci6
3acTocyBaHHA Ta A031" BifNoBigHO [0
OHOBJIEHOI iHhopMaLlii LWoao 6e3nekn
3aCTOCYyBaHHS [it040T PeYOBUHY 3rifHO 3
pekomeHpauieto PRAC. TepMmiH BBefeHHSA
3MiH - MPOTAroM 3 MicAuiB nicns
3aTBep/MKeHHs. 3MiHn | Tuny - 3MiHW Woao
6e3nekn/edeKTUBHOCTI Ta papmakoHarnsgy
(iHWi 3MiHW). 3MiHVM BHECEHO B IHCTPYKLitO
AN MeVYHOro 3aCTOCYBaHHA [0 Po3finy
"Mo6ivHI peakui™ WoA0 NoBigOMIEHb NPO
nifo3proBaHi No6iuHi peakLii Ta BiACYTHOCTI
ehbeKTNBHOCTI flikapcbkoro 3acoby. TepMmiH
BBEJEHHS 3MiH - NPOTAroM 3 MicAuiB nicns
3aTBEPLPKEHHS.
BHECEHHS 3MiH 0 peecTpaLinHmx 3a He UA/0689/01/01
IHais; ApTypa MaTtepianis: 3miHu | TMny - 3MiHK WoOA0 peyenmom nionsie
dapmacbtoTikans lMBT. 6e3nekn/edeKTUBHOCTI Ta thapmakoHaraagy. ae

12. | ATOPBACTAT TabneTku, BKpUTI AHaHTa Benvka AHaHTa Megikeap NimiTes, IHais
MH 20 AHAHTA | nniBKoBO Megikeap /114. BpuTaHis

060/10HKOH0, M0 20
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Ne Hassa ®dopma BUnycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKA Bionycky MyBaH | peecmpayiliHo2o
3acoby ynakoska) Hs nocsioYyeHHs1
mr; no 10 TabneTok nra., Haisa 3MiHa y KOpOTKili XapakTepucTuyj

y 6nictepi, no 3
6nicTepu y kopobui

nikapcbKoro 3acoby, TEKCTi MapKyBaHHA Ta
IHCTPYKL|i 415 MeAUUYHOro 3aCTOCyBaHHS Ha
nigcTasi perysisipHO OHOB/THOBAHOIO 3BITY 3
6e3nekun nikapcbkoro 3acoby, abo
nocnimpkeHb 3 6e3nekn 3acTocyBaHHS
nNikapcbKoro 3acoby B Mic/isipeecTpaviiiHmi
nepiog, abo Ak pe3ynbTart OLiHKM 3BITY 3
[ocnigKeHb, NPoBeAeHNX BIANOBIAHO A0
nnaHy negiaTpnyHux gocnigpkeHs (PIP)
(3MiHy y3rofkeHo 3 KOMMETEHTHUM
YNOBHOB&XEHVM OpPraHom).
3MiHM BHECEHO B IHCTPYKLiO AN MEAUYHOTO
3acTOCyBaHHS ikapcbKoro 3acoby Ao
po3ginis "B3aemogis 3 iHWMMU NiKapCbKUMu
3aco6amMu Ta iHWi Buan B3aemMogiin”,
"Oco6nmBOCTi 3acTocyBaHHA" Ta "Mo6GiYHi
peakuii" BiANOBIAHO A0 OHOBMEHOI
iHchbopmaw,ii WwoAo 6e3nekn 3acTocyBaHHs
L0401 PevyoBUHN 3riHO 3 peKoMeHAaLlieto
PRAC. TepMmiH BBEAEHHS 3MiH - MPOTArom 3
MiCALIB MiCN1A 3aTBEPAXEHHS. 3MiHu | Tuny -
3MiHM Woao 6e3nekn/edpekTMBHOCTI Ta
thapmakoHarnsgy. 3MiHa y KopoTkiii
XapaKTepucTuLi Nikapcbkoro 3acoby, TeKCTi
MapKyBaHHS Ta iHCTPYKLiT 415 MeAnyHoro
3aCTOCYBaHHSA Ha MifcTasi perynspHo
OHOB/IIOBAHOTO 3BITY 3 6e3Mekn NiKapCbKoro
3acoby, abo focnimkeHb 3 6e3neku
3acTOoCyBaHHS MikapCcbKoro 3acoby B
nicnspeecTpauiiinii nepiog, abo sk
pe3ynbTaT OLiHKM 3BITY 3 AOCNIIKEHD,
npoBefeHnX BigNoBigHO 40 NnaHy
nepiatpuyHux gocnimpkeHs (PIP) (3miHy
Y3rO[KEHO 3 KOMMETEHTHUM
YMNOBHOB&XEHVNM OpraHom). 3MiHY BHECEHO B
IHCTPYKLiIO 4151 MeANYHOTO 3aCTOCYBaHHS
nikapcbKoro 3acoby Ao po3zinis
"®apmakonorivHi BnactmsocTi" (Nigpo3ain
"®apmakokiHeTuka"), "MNpoTrnokasaHHs",
"B3aemogisa 3 iHWKUMU NiKapCbKUMu
3acobamu Ta iHLWi BUAW B3aeMogiii",
"Oco611BOCTI 3acTocyBaHHS" Ta "Cnoci6
3acTocyBaHHA Ta 031" BifNoBigHO [0
OHOBJIEHOI iHhopMaLlii LWoao 6e3nekn
3aCTOCYyBaHHS [it040T PeYOBUHY 3rifHO 3
pekomeHpauieto PRAC. TepMmiH BBefeHHSA
3MiH - IpoTAroM 3 MicaAuis nicas
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Ne Hassa ®dopma BUnycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKA Bionycky MyBaH | peecmpayiliHo2o
3acoby ynakoska) Hs nocsioYyeHHs1
3aTBep/MKeHHsA. 3MiHn | Tuny - 3MiHW WoAo
6e3nekn/edheKTUBHOCTI Ta papmakoHarnsgy
(iHWi 3MiHW). 3MiHVM BHECEHO B IHCTPYKLitO
AN MeVNYHOro 3aCTOCYBaHHA [0 Po3finy
"Mo6ivHI peakui™ WoA0 NoBigOMNEHb NPO
nifo3proBaHi NobiuHi peakuii Ta BiACYTHOCTI
ehbeKTNBHOCTI flikapcbkoro 3acoby. TepMmiH
BBEJEHHS 3MiH - NPOTAroM 3 MicAuiB nicns
3aTBEPKEHHS.
13. | BAJIAHC 4,25% | po3uuH ans dpeseHiyc HimeuyunHa dpeszeHiyc Meaukan Kep HimeuunHa BHECEHHS 3MiH 0 peecTpaLinHmx 3a UA/16101/01/01
FNHOKO3U 1,75 | nepuToHeaslbHOro Megukan Kep Loiunang MrmeX martepianis: 3miHu Il TUNYy - 3MiHKX 3 AKOCTI. peyenmom
MMONbIN aianisy; no 2000 mn [oliunang [oTOBWIA NikapCbKMin 3aci6. KOHTPO/b
KANbLJIO abo 2500 mny M6X rOTOBOrO Jlikapcbkoro 3acoby (iHLi 3MiHK).

cucTeMmi
[BOKaMepHoro
MilLKa cTeiscelid;
no 4 MiLkn y
KapTOHHI/ Kopobui 3i
CTVIKepoM
YKpaiHCbLKOH MOBOKO
ab0 3 MapKyBaHHAM
YKpaiHCbKOK Ta
iHLUMMW MOBaMW; MO
3000 mn y cuctemi
[IBOKaMepHoro
MilLka cninecelidy; no
4 MiLLKW Yy KaPTOHHIi
Kopo6Li 3i CTVKepoM
YKpaiHCbLKOH MOBOKO
ab0 3 MapKyBaHHAM
YKpaiHCbKOK Ta
iHLUMMW MOBaMW; MO
5000 mn y cuctemi
[IBOKaMepHoro
MilLka cninecelidy; no
2 MiLLKN Y KapTOHHIi
Kopo6Li 3i CTVKepoM
YKpaiHCbLKOH MOBOKO
ab0 3 MapKyBaHHAM
YKpaiHCbKOK Ta
HWXMN MOBaMWu

MpuBeneHHA 3aTBepaxeHnx MKA 13 go
mMaTepianis peecTpauiiHoro gocke,
3aTBepMAXeHnx B €EC, a came BHECEHHS
KOPEKTOPCbKMX NPaBOK (YTOYHEHHS
nepeknagy) B Cneuyudikaditio Ta metogm
KOHTpOsIt0, NpuBeaeHHs Cneuudikavii MKA
N3 po cneumdikayii BUpobHuka M3 3a
NMOKa3HNKOM «30BHILLHIA BUrNSA»
(3aTBepaxeHO: «lpo3opuiix;
3anpornoHoBaHo: «Mpo30opuii po3unH») ans
po3unHy A Ta PO34mnHy nicns 3mMiyBaHHA
po34nHy A Ta po3unHy B; 3a NOKasHUKOM
«pH» ans posunHy B (3atBepaxeHo: 8,0 —
9,0 (npw Bunycky/ gns TepMiHy NpuaaTHOCTI;
3anponoHoBaHo: 8,0 — 8,8 (mpwu BMMyCKy) Ta
8,0 — 9,0 (MpoTAroM TepMiHy NpUAATHOCTI),
[OMNOBHEHO cneuudikalito Ha TepMiH
NpVAATHOCTI MOKa3HNKOM «BTpaTta B mMaci»
(kpuTepiii NputHATHOCTI < 2,5 %) aAns
Po3uunHy nicns 3milyBaHHSA po3unHy A Ta
po3uuHy B 3 BignosigHUM MeToA0M
BMNPOBYBaHHSA Ta NPUMITKOHO, LLO B
cepTudikaTi aHani3y He 3a3HaYva€eTbCA.
MokasHnkoMm «BTpaTta B maci»
nepeBipAETLCA TiMIbKM B KiHL TEPMiHY
npugaTHocTi. [ns nokasHukie «KanbLjn» Ta
«MarHiin» B MeToAax KOHTposto 6yno
[0[aHO OMUC a/TbTEPHATVBHOIO MeToAYy
BMNPOGYBaHHSA aTOMHO-a6cop6LinHOT
CNeKTPOMETPIl, KN ByB 3aTBEPAXKEHNI B
crneuudikavii, ane onuc meTofy He
BHECEHWI 0 METOAiB KOHTposto. Ans
nokasHuka «Xnopuan» B MeToAax KOHTPO0
6yn0 [,0faHO ONWC anbTepHaTUBHOIO
MeToay BUNPoBYyBaHHA TUTPYBAHHS, KWt
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Ne Hassa ®dopma BUnycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKA Bionycky MyBaH | peecmpayiliHo2o
3acoby ynakoska) Hs nocsioYyeHHs1
6yB 3aTBEpAKeHNIi B cneuymdikadii ane onunc
MeToAy He BHECEHW 0 METOAIB KOHTPOIO.
Y po3gini «Cknag» BigKOPUroBaHi NpUMiTKn
ANA 4il4nx Ta AONOMDKHUX PEYOBVH,
BKa3aHo — BiAnoBifaloTh Aitovili
hapmakonei. Takox y po3gini «Cknag»
BMNpaB/IEHO HETOYHOCTI B IOHHOMY CKNaji B
1 n: 6yno: Gluc. — 235,9 MMorb, CTano:
Gluc. — 235,8 mmonb. [lo cneuudikawii
PO34MHIB f0AaHO iHhopMmaLito —
BiANOBIAaTL Aitovili MoHorpadii €8p.
dapM. «Po3unHu 4519 nepuToHeasiLHoro
aianisy». logaHo iHchopmadiio «36epiraty y
HeA0CTYNHOMY AN1S AiTeld Micui» fo po3giny
«YMOoBW 36epiraHHa» MKA N3, wo He
BM/IMBAE Ha YMOBY 36epiraHHs J13.
14. | BPUNbAHTOB pO34uH Ans My6niuHe Ykpaina My6niyHe akuioHepHe YkpaiHa BHECEHHS 3MiH [J0 peecTpaLiinHmx 6e3 UA/3274/01/01
WA 3ENEHNIA 30BHILLIHBLOTO akuioHepHe TOBapucTBO "HaykoBo- MaTepianis: 3miHu | TMny - 3MiHK WoOA[0 peyenma
3acTocyBaHHs, TOBapUCTBO BVMPOGHWYMNIA LEHTP 6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsgy
cnupToBuii 1 % no "HaykoBo- "BopLyariBCbKuii XiMiko- (iHWi 3MiHW) - OHOBEHO TEKCT MapKyBaHHs
20 mn y donakoHax- BMPOGHNYNIA thapmaueBTMYHMiA 3a804" yMakoBKU NiKapCbKOro 3acoby y 3B'A3Ky 3
KpanenbHULAX LleHTp BU/TYYEHHAM a/IbTEPHATVUBHOTO BULY
"BopLuariscbk yNaKkoBKU i3 3a3Ha4YEeHHAM noroTmny
WA XimiKO- ouctpub'totopa.
thapmavueBTuy BBefeHHs 3MiH NpoTArom 6-T1 MicAuiB nicns
HWi 3aBoa” 3aTBEPAKEHHS.
15. | BPY®EH® Kancysm M ski no ABGOTT HimeuunHa lentek MpaiiseT JlimiTeq, IHAain BHECEHHS 3MiH [0 peecTpalinHmx 6e3 UA/17980/01/01
PAMIA 400 wr, no 10 NabopaTtopis mMaTtepianis: 3MiHu | TUNY - 3MiHU 3 AKOCTI. peyenma
Kancyn y 6nictepi, 6X

no 1 6nictepy y
KapTOHHIA KopoobLi

[OTOBWIA Nikapcbkuii 3aci6. KoHTposb
[O0MNOMDKHMX PeqyoBUH. 3MiHa napameTpis
cneuudikauii Ta/abo AoNyCTUMUX MEX A5
[O0NOMDKHOT PEUYOBMHU (3BY)XXEHHS
[0NyCTUMUX MeX) - OHOB/IEHHS
cneumaikaii 18 4ONOMIKHOT pevyoBUHN
«Makporonu (nonietTuneHrnikons 600)»
(«PEG 600»), a came — 3BY)XEHHS
[OMYCTUMUX MEX A/18 NoKasHuka «BmicTt
eTunexrnikonto (Ethylene Glycol) i
aietunenrnikonto (Di-ethylene Glycol)» i3
3a3HaYeHHSAM JOMYyCTUMMX MEX OKpeMo A
KOXHOI 3 BKasaHWX AOMILLIOK.
3MmiHu | TNy - 3MiHKW 3 AKoCTi. FoToBUIA
nikapcbkuii 3aci6. KOHTPOb AOMOMIXKHUX
peyoBuMH. 3MiHa NnapameTpiB cneuudikauiii
Ta/abo foMyCTUMUX MeX A/18 AOMOMIKHOT
pPEeYOBUHM (JOMNOBHEHHA cneuudikauii HoBUM
NOKa3HWKOM 3 BiiNOBIAHUM METOA0M
BMNpo6yBaHHs)
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pekna
myBaH
HS

Homep
peecmpayitiHo2o
nocsioYyeHHs1

[onoBHeHHs creumdikaLii 4ONOMiXHOT
peyoBMHN «Cop6ITY PO34MH HACTKOBO
perigpatoBaHuii (E 420)» («Polysorb»)
HOBWM MOKa3HUKOM «BMICT eTUNEHTNiKO/I0
(Ethylene Glycol) i gietunenrnikonto (Di-
ethylene Glycol)» i3 3a3Ha4eHHsIM
[OMYCTUMMX MEX OKPEMO [/151 KOXHOT 3
BKa3aHuX AOMILLOK, 3 BignoBigHM MeToL0M
BMNpo6yBaHHs (3rigHo 3 ®. CLUA).

16.

BAJICAP-AM

TabneTku, BKpUTI
nNiBKOBOIO
060/10HKOI0, N0 10
mr/160 wmr, no 10
Tabnetok y 6nictepi;
no 3 6nictepu B
KapTOHHI navu,i

Aypo6iHao
dapma /114,

IHais

Aypo6iHgo ®apma
NimiTea- FOHIT VII

IHais

BHECEHHS 3MiH 0 peecTpaLinHmx
MaTtepianis: 3miHu | TMny - 3MiHK WoA0

6e3nekn/ethekTMBHOCTI Ta thapmakoHarnsgy.

3MiHa y KOpOTKili XapakTepucTuyj
NiKapcbKoro 3acoby, TEKCTI MapKyBaHHA Ta
IHCTPYKLi 415 MeAUUYHOTo 3aCTOCYBaHHSA Ha
nigcTasi perysisipHO OHOB/THOBAHOIO 3BITY 3
6e3nekun nikapcbkoro 3acoby, abo
nocnimpkeHb 3 6e3neky 3acTocyBaHHS
nikapcbKoro 3acoby B MicspeecTpaviiiHmi
nepiog, abo Sk pe3ynbTaTt OLiHKM 3BITY 3
JocnigpKeHb, NPoBeAEeHNX BIANOBIAHO A0
nnaHy neaiaTpnyHux gocnigpkeHs (PIP)
(3MiHy y3rokeHo 3 KOMMETEHTHUM
YNOBHOB&XEHVM OpraHom). 3MiHW BHECEHO
[0 IHCTPYKUIT 415 MEeAUYHOrO 3aCTOCYBaHHS
nikapcbKoro 3acoby y po3gin
"Mepepno3yBaHHA" BiAMNOBIAHO A0 OHOBNEHOI
iHhopmauii 3 6e3nekn Ajto4oi pevyoBUHM.
BBefeHHs 3MiH NPOTAroM 6-Tu MicALiB nicas
3aTBEPAKEHHSA

3a
peyenmom

He
nionsie
ae

UA/16657/01/02

17.

BAJICAP-AM

TabneTku, BKpUTI
nAiBKOBOIO
060/10HKOI0, N0 5
Mmr/160 wr, no 10
TabneTtok y 6nictepi;
no 3 6nictepu B
KapTOHHIi navui

Aypo6iHao
Papma /114,

IHAjA

Aypo6iHgo ®apma
Nimitea- FOHIT VII

IHAjA

BHECEHHS 3MiH [0 peecTpaviinHmx
mMaTtepianis: 3miHu | TMny - 3MiHK WoA0
6e3nekn/ethekTUBHOCTI Ta thapmakoHarnsgy.
3MiHa y KOpOTKili XapakTepucTuj
NiKapcbKoro 3acoby, TEKCTI MapKyBaHHA Ta
IHCTPYKLi 415 MeAUUYHOTO 3aCTOCYBaHHSA Ha
nigcTasi peryssipHo OHOBJ/TOBAHOTO 3BITY 3
6e3nekun nikapcbkoro 3acoby, abo
[ocnimpkeHb 3 6e3nekn 3acTocyBaHHS
nikapcbKoro 3acoby B MicispeecTpaviiiHmi
nepiog, abo Ak pe3ynbTaTt OLiHKM 3BITY 3
JocnigpKeHb, NpoBeAeHNX BiANOBIAHO A0
nnaxy negiatpuyHmx gocnigpkers (PIP)
(3MiHY y3rofkeHo 3 KOMMETEHTHUM
YNOBHOB&XEHWM OpraHom). 3mMiHVW BHECEHO
[0 IHCTPYKUIT 419 MEeAUYHOrO 3aCTOCYBaHHS
nikapcbKoro 3acoby y po3gin
"Mepeno3yBaHHA" BiAMNOBIAHO A0 OHOBAEHOI

3a
peyenmom

He
nionsie
ae

UA/16657/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pekna
myBaH
HS

Homep
peecmpayitiHo2o
nocsioYyeHHs1

iHhopmauii 3 6e3nekn Ajr4oi pevyoBUHM.
BBefeHHS 3MiH NpOTAroM 6-Tu MicALiB nicas
3aTBEPAKEHHS

18.

BAJICAP-AM

TabneTku, BKpUTI
nNiBKOBOIO
060/10HKOI0, N0 5
mr/160 wmr, no 10
TabneTtok y 6nictepi;
no 3 6nictepu B
KapTOHHI navu,i

Aypo6iHao
dapma /114,

IHais

Aypo6iHgo ®apma
NimiTea- FOHIT VII

IHais

BHECEHHS 3MiH 0 peecTpavinHmx
MaTtepianis: 3miHu | TMny - 3MiHK WoA0
6e3nekn/ehekTMBHOCTI Ta thapmakoHarnsgy.
BeegeHHs ab0 3MiH A0 y3arasibHeHNX
JaHuX Npo cuctemy hapmMakoHarnagy
(BBEAEHHSA y3araslbHEHUX AaHKX NPo
cucTemy chapmakoHarnsgy, 3miHa
YNOBHOBA&XEHOI 0CO6M, BignoBiganLHOI 3a
3[ificHEeHHs hapMakoHarnsaay; KOHTaKTHOI
0cobu 3 thapmakoHarnsgy 3asBHuka Ans
3[ificHEHHs1 hapMakoHarnsay B YkpaiHi,
AKLLLO BOHA BigMiHHA Bif, yNOBHOBaXXeHOT
oco6w, BignoBigabHOI 3a 34iCHEHHS]
hapmMakoHarnagy (BK1ovatoUum KOHTaKTHI
[AaHi) Ta/abo 3MiHV y po3MiLLEeHHi MacTep-
thaiina cuctemu chapmakoHarnsgy) - 3miHa
KOHTaKTHOI 0CcO6M 3asiBHMKA, BignosigaibHOT
3a hapmakoHarnag B Ykpaini. [itoua
pepakuisi: CamoiineHko Aptem MNasnosuy.
MponoHoBaHa pepakuis: CaByeHko AMUTpo
CeprilioBny. 3MiHa KOHTAKTHUX AaHNX
KOHTaKTHOI 0CO6M 3asiBHMKA, BignoBigabHOI
3a thapmakoHarnag B YkpaiHi. 3miHa
MiCLie3HaxX0MKeHHS1 MacTep-aiina cucremu
papMakoHarnsay Ta moro Homepa

3a
peyenmom

UA/16657/01/01

19.

BAJ/ICAP-AM

TabneTtku, BKPUTI
nNiBKOBOIO
o6onoHkoto, no 10
mr/160 wmr, no 10
TabneTtok y 6nictepi;
no 3 6nictepu B
KapTOHHI nayu,i

AypobiHao
Papma /114,

IHais

Aypo6iHgo dapma
Nimitea- FOHIT VII

IHais

BHECEHHS 3MiH [J0 peecTpavjiinHmx
mMarepianis: 3MiHu | TURy - 3MiHK LWOAO
6e3nekn/edheKTUBHOCTI Ta hapMakoHarnsgy.
BeefieHHs ab0 3MiHU [10 y3arasibHeHNX
AaHvx Npo cuctemy hapmakoHarnsgy
(BBEfEHHSA y3arasibHeHUX AaHuX Nnpo
cuctemy hapmakoHarnsgy, 3amiHa
YNOBHOBaXXEHOT 0CO6MU, BifnoBiganbHOI 3a
3AiiCHeHHA hapMakoHarAgy; KOHTaKkTHOT
ocobu 3 chapmakoHarnsgy 3assHuKa Ans
3fiicHeHHs hapmakoHarnsgy B YkpaiHi,
AKLL0 BOHA BigMiHHA Bif, YNOBHOBaXEHOI
0oco6u, BiANOBIAa/IbHOI 3a 3A4iACHEHHS
thapmakoHarnsgy (BKIo4vaoum KOHTaKTHi
[aHi) Ta/abo 3MiHM y po3MiLLEeHHI MacTep-
thaiina cuctemu chapmakoHarnsgy) - 3miHa
KOHTaKTHOI 0CO6W 3asBHWKa, BifnNoBiAaIbHOI
3a (hapmakoHarnsg, B Ykpaini. Aitoua
pepakuisi: CamoiineHko Aptem MNasnosuy.
MponoHoBaHa pepakuis: CaBueHko IMUTpo

3a
peyenmom

UA/16657/01/02
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pekna
myBaH
HS

Homep
peecmpayitiHo2o
nocsioYyeHHs1

20.

CeprilioBny. 3MiHa KOHTAKTHUX AaHWX
KOHTaKTHOI 0CO6U 3asBHIKA, BifnoBiAaNbHOI
3a hapmakoHarnag B Ykpaini. 3miHa
MiCL,e3Hax0MKeHHS MacTep-daiina cucremu
dhapmakoHarnsgy Ta oro Homepa

21.

BAHATEKC

TabneTkn, BKPUTI
NNiBKOBOIO
060/10HKO10, 80 Mmr,
no 14 TabneTtok y
6nicTepi, no 2
6nictepu B
KapTOHHI Kopobui

PapmaneBTNy
HWIA 3aBOf,
«MNOJIb®APM
A» C. A.

Monbla

dapmaleBTUYHMIA 3aBOS,
«MNONb®APMA» C. A.

MonbLa

BHECEHHS 3MiH [0 peecTpaLinHmx
Marepianis: 3mMiHu | TUMy - 3MiHK 3 AKOCTI.
CepTudpikat BignosigHocTi/lE-cepTudikat

BiANOBIAHOCTI €BpONenchbkili
thapmakonei/moHorpadii. logaHHa HOBOro
ab0 OHOBEHOrO cepTudikaTa BifgnoBigHOCTI
ab0o BuNyyYeHHs cepTudikarta BignoBigHOCTI
€Bponeiicbkili hapmakonei: ans A®l; ons
BUXIQHOIO MaTepiasny/peareHTy/npoMiXHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTLCS Y
BMPOGHMLTBI A®I; AN [ONOMIXHOT
peyoBuHU (cepTuddikat BigNOBIAHOCTI
€sponelicbkin dhapmakoner) - OHOBMEHWA
cepTudikaT Bif y)Xe 3aTBepIXeHOro
BUPOOBHMKA - NOAAHHSI OHOB/IEHOTO
cepTugikaTa BignoBigHOCTI €Bponeiichbkiii
apmakonei Ne Ne R1-CEP 2010-072-Rev
02 (3atBepmxeHo: R1-CEP 2010-072-Rev

01) ana A®l BanicapTaHy Bif, BXxe

3aTBepAxeHoro BupobHuka Zhejiang Huahai

Pharmaceutical Co., Ltd., China.

3a
peyermom

UA/12634/01/01

22,

BAHATEKC

TabneTkn, BKPUTI
NNiBKOBOK
060/10HKO10, 160 M,
no 14 TabneTtok y
6nicTepi, no 2
6nictepu B
KapTOHHI KopoobLi

dapmaneBTNy
HWIA 3aBOf,

«MNOJIb®APM
A» C. A.

Monbla

dapmaleBTUYHMIA 3aBOS,

«MNONIb®APMA» C. A.

MonbLla

BHECEHHS 3MiH [0 peecTpalinHmx
mMaTtepianis: 3MiHu | TUNY - 3MiHU 3 AKOCTI.
CepTuddikat BignosigHocTi/lE-cepTudcikar

BiANOBIAHOCTI €BpONenchbkili
hapmakonei/moHorpadii. NMogaHHA HOBOro
ab0 OHOBNEHOrO cepTudikaTa BignoBigHOCTI
ab0o BuNyyYeHHs cepTudikarta BignoBigHOCTI
€Bponeiicbkili hapmakonei: gns A®l; ons
BUXIQHOrO MaTepiany/peareHTy/npoMiXHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTLCS Y
BMPOGHULTBI A®I; AN [ONOMIXHOT
peyoBuHY (cepTuddikat BigNOBIAHOCTI
€sponelicbkin dhapmakoner) - OHOBEHWIA
cepTuaikaT Bif yxe 3aTBepIpKeHoro
BMPOGHMKA - NOAAHHSI OHOB/IEHOTO
cepTugikaTa BignoBigHOCTI €Bponeiichbkiii
thapmakonei Ne Ne R1-CEP 2010-072-Rev
02 (3atBepmxeHo: R1-CEP 2010-072-Rev

01) ana A®| BanicapTaHy Bif, BXe

3aTBepAxeHoro BupobHuka Zhejiang Huahai

Pharmaceutical Co., Ltd., China.

3a
peyerimom

UA/12634/01/02

BEPAIAMIJ-

TabNeTkn, BKPUTI

MpAT

YKpaiHa

MpAT "dapmaueBTnyHa

YKpaiHa

BHECEHHS 3MiH 40 peecTpauiiHnX

3a

UA/3582/01/01
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Ne Hassa ®dopma BUnycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKA Bionycky MyBaH | peecmpayiliHo2o
3acoby ynakoska) Hs nocsioYyeHHs1
AAPHUUA N/1iBKOBOO "®apmaueBTu ipma "OapHuus" Marepianis: 3mMiHu | TUMy - 3MiHM 3 AKOCTI. peyenmom
060/10HKO10, Mo 80 YyHa chipma [OTOBWMIA Nikapcbkuii 3aci6. KoHTposb
mr, no 10 TabneTok "OapHuus" roTOBOrO MiKapCbKOro 3acoby. 3miHa y

Y KOHTYpHIlA
YapyHKOBIli
ynakosLi; no 5
KOHTYPHUX
YapyHKOBUX
ynakoBOK y navui

mMeToAax BUNpobyBaHHSA roTOBOrO
nikapcbKoro 3aco6y (iHLWi 3MiHM y MeToAax
BMNpobyBaHb (BKOUaoun 3amiHy abo
[0MnoBHeHHs)). CynyTHA 3MiHa
- 3MiHu 3 siKoCTi. FOoTOBWMIA Nikapcbkuii 3aci6.
3MiHN y BUPO6HMLTBI. 3MiHN BUNPOBYyBaHb
abo fonNyCTUMUX MEX, BCTAHOB/IEHNX Y
cneumaikauisx, nig yac BMPo6HMLTBA
rOTOBOrO /iKapCbKoro 3acoby (iHLi 3MiHW)-
3MiHM 3 sKoCTi. [0TOBWIA Nikapcbkuii 3aci6.
KOHTpO/b roTOBOro nikapcbKoro 3acoby.
3MiHa napameTpiB cneyudikauii Ta/abo
[0MyCTUMUX MEX rOTOBOTO NiKapCbKOro
3aco6y (3BYXEHHS AOMYCTUMUX MEX).
OHOB/IEHHSI METOAMKM 3a NOKA3HUKOM
«CynpoBigHi AOMILLKM» 3 METOH onTUMisaLii
NpoBeAeHHs aHanisy, 3 BpaxyBaHHAM
pesynbTaTiB Banigauii. Ak Hacnigok,

NpuBEAEHHS Y BiANOBIAHICTE HOPMYBaHHS
CYNpOBIAHMX AOMILIOK cneuudikauii Ta
MeTOoAVK, a came: nif yac BUpobHULTBa

(Cneumdikauii Ha Hepo3dacoBaHy
npoaykuito (CM H)), 3.2.P.5.1
Cneuudpikania(i) (Cneuudpikauii Ha eTani
BMAadi 103BO/y Ha peavizadito (CM FAP),
Cneuudpikauii NpoTArom TepMiHy
npugartHocti (CMN rN3)) ta 3.2.P.5.2
AHaNiTU4YHI METOAMKM BiZNOBIAHO A0
MoHorpadii «Verapamil Tablets»
BputaHcbkoi ®apmakonei. 3Minu | Tuny -
3MiHM 3 sKoCTi. [0TOBWIA Nikapcbkuii 3acib.
KOHTpO/b roToBOro nikapcbKoro 3acoby.
3MiHa y meTofax BUNpo6yBaHHSA roTOBOrO
nikapcbKoro 3acoby (He3HayHa 3MiHa y
3aTBEPAKEHNX METOAAX BUNPOGYBaHHS).
CynyTHs1 3MiHa- 3MiHK 3 AKOCTi. [0TOBWIA
nikapcbknii 3aci6. 3MiHW Y BUPOGHMLTBI.
3MiHM BUNpPo6yBaHb abo AOMyCTUMNX MEX,
BCTAHOBJIEHVX Y creumdikayisx, nig vac
BMPOGHMLITBA FOTOBOTO J1iKapCbKOro 3acoby
(iHWi 3MiHW)

- 3MiHK 3 siKoCTi. FoTOBWMIA Nikapcbkuii 3aci6.
KOHTpO/1b roTOBOrO NiKapCcbKOro 3acoby.
3MiHa napameTpiB cneuudikauii Ta/abo
[0NYyCTUMUX MEX rOTOBOTO NiKapCcbkoro
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pekna
myBaH
HS

Homep
peecmpayitiHo2o
nocsioYyeHHs1

3aco6y (iHWi 3MiHN). BHeCeHHs 3MiH A0
cneumdikaLii Ta METOAMK 3@ NOKA3HUKOM
«lpeHTudikayis B», a came nig vac
BMpo6HMLUTBa (Creumdikayii Ha
Hepo3dhacoBaHy npoaykuito (CIM H)),
3.2.P.5.1 Cneuudpikauis(i) (Cneuundikauii Ha
eTani Bugavi fo3Bosy Ha peanisadito (CIl
AP), Cneuudpikauii NpoTArom TepMiHy
npugartHocti (CMN rN3)) ta 3.2.P.5.2
AHaniTMyHi MeToavkn. 3miHu | Tuny - 3miHn 3
sIKoCTi. [oTOBWMIA Nikapcbkuii 3aci6. KoHTponb
roTOBOrO NiKapCbKOro 3acoby. 3miHa y
mMeToAax BUNpobyBaHHSA roOTOBOrO
nikapcbKoro 3acoby (He3HayHa 3miHa y
3aTBEPKEHUX MeToAax BUNpPobyBaHHS) -
HesHauHi 3MiHK y 3aTBEpAKEHNX METoAAaxX
BMNPO6YBaHHS 3a NOKa3HVKOM
«PO3YMHEHHS», a came BHECEHi peaakLiiHi
npaBku, Ski ochopMmeHi BiANOBIAHO A0
pekomMeHAaLiii Ta cTunictukm APY.

23.

BIMI3UM®

KOHLLeHTpaT Ans
pO3uuHy Ans
iHcpysiiA, 1 mr/mn; no
5 mn 'y chnakoHi; no
1 donakoHy B
KapTOHHIlA KOpooLi

BioMapwH
IHTEpHeLLHN
Nimiteq

Ipnangis

BMPOGHMLTBO
Hepo3dacoBaHoi
npoAykLii, nepBrHHe
nakyBaHHs, BUNpobyBaHHs
cTepunbHOCTI, f0T-6/10T
Ta 6ioHaBaHTaXeHHs (B
npoveci BUpobHULTBa) Ta
Bi3yasIbHUIA KOHTPO/b:
Bettep ®apma-depTiryHr
'm6X i Ko. KI, HimeuunHa,
BVMPOGHMLTBO
Hepo3gacoBaHoi
npoayKuii, NnepBnHHe
nakyBaHHs, BUNPOOYBaHHS
CTepWIbHOCTI, fOT-610T
Ta 6ioHaBaHTakeHHs (B
npoveci BUpobHULTBa) Ta
Bi3yaslbHUiA KOHTPO/b:
BeTTep dapma-depTiryHr
m6X i Ko. KI', HimeuunHa;
MapKyBaHHs1 Ta BTOPUHHE
nakyBaHHs:
AHpepcoHBpekoH (HOK)
NimiTen, BenvkobputaHis;
BMNPOGYBaHHSA
cTepunbHOCTI, f0T-6/10T
Ta 6ioHaBaHTaXeHHs (B
npoueci BUpobHULTBa) Ta

HimeuunHa/
Ipnangis

BHECEHHS 3MiH [0 peecTpaLinHmx
marepianis: 3MiHu | TUNy - 3MiHX 3 AKOCTI.
A®I. KoHTposib AdL. 3miHa y MeToAax
BMNpobysaHHA A®| abo BuxigHoro
marepiany/npomiKHOr0 NPoAyKTy/peareHTy,
LLI0 BUKOPUCTOBYETLCS Y NPOLECI
BMPO6HMLTBA ADI (iHLLI 3MiHN) -
nepeHeceHHs BUNPO6yBaHHA NenTUAHOI
KapTyBaHHS 3a [0MOMOrol TPUNTUYHOTO
poswennenHs npu sunycky rhGALNS FBDS
Ta rhGALNS BDS (a1 06'egHaHHS) 3
BioMarin Pharmaceutical Inc., Novato,USA
0o BioMarin International Limited, Shanbally,
Cork, Ireland. PepakuiiiHi npaBku o po3giny
3.2.5.4.3. BBeieHHs1 3MiH NPOTAroM 6-Tn
MiCALIB MiCNA 3aTBEPMKEHHSA. 3MiHu | Tuny -
AAMiHICTpaTMBHI 3MiHW. 3MiHa
HaliMeHyBaHHs Ta/abo agpecy Micus
NPOBaKEHHS AiS/IbHOCTI BUPO6HMKA
(Bkntovaroun, 3a HeobXiAHOCTI, Micue
NpoBefeHHS KOHTPOJII0 AKOCTI), a60
B/lacHvKa macTep-ghaiina Ha A®l, abo
noctavanbHuka AdI/BMUXigHOro
mMartepiany/peareHTy/npoMKHOIO NPOAYKTY,
LLIO 3aCTOCOBYIOTbCS Y BUPOOHULTBI API
(AKLLLO 3a3HAYEHO Y A0ChE Ha NiKapCbKuii
3acib) 3a BiACYTHOCTI cepTudikaTa
BiANOBIAHOCTI EBponeiichbkili hapmakonei y

3a
peyernmom

He
niosnsie
ae

UA/14547/01/01
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Ne Hassa ®dopma BUnycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKA Bionycky MyBaH | peecmpayiliHo2o
3acoby ynakoska) Hs nocsioYyeHHs1
Bi3yasIbHUIA KOHTPO/b:

BeTttep ®apma-depTiryHr
'm6X i Ko. KI, HimeuunHa,;
BMNPOGYBaHHSA
CTepWIbHOCTI:
€spochiHc biothapma
MpopakT TecTiHr AlipneHg,
Nimites, lpnaxgis;
BMNPOGYBaHHSA Npu
BUMYCKY Ta BUNPOOYBaHHSA
cTabinbHocTi (3a
BUHATKOM CTEPU/ILHOCTI),
MapKyBaHHS Ta BTOPUHHE
nakyBaHHs, BUPOGHMUK,
BiANOBIAANbHWIA 32 BUNYCK
cepii:
BioMapuvH IHTepHeLuHN
Nimviten, lpnaxgin

3aTBEPAKEHOMY [OCbE, ab0 BUPOOHMKA
HOBOI JONOMiXHOT PevyoBUHN (SIKLLO
3a3HayvyeHo y focbe) - 3MiHa agpecu
AiNbHUL, BigNoBiganbHOI 3a 36epiraHHsA
MaliicTep-6aHky knitH (MCB) Ta po6o4oro
6aHky knituH (WCB) 3 BioReliance
Corporation,14920 Broschart Road,
Rockville, Maryland 20850-3349 United
States Ha 9610 Medical center Drive,
Rockville,MD, 20850-3347 United States.
BBefeHHs 3MiH NpOTAroM 6-Tu MicALiB nicas
3aTBEPAKEHHSA. 3MiHu | TRy -
AAMiHICTpaTMBHI 3MiHW. 3MiHa
HaliMeHyBaHHs Ta/abo agpecu Micus
NPOBaKEHHSA AiS/IbHOCTI BUPO6HMKA
(Bkntovaroun, 3a HeobXiAHOCTI, Micue
NpoBefeHHSA KOHTPOI0 AKOCTI), a60
BflacHvka mactep-ghaiina Ha A®l, abo
noctavajibHuka Ad1/BnxigHOro
mMatepiany/peareHTy/nPoOMKHOIO NPOAYKTY,
LLIO 3aCTOCOBYIOTLCS Y BUPOOHULTBI API
(AKLLLO 3a3HaYEHO Y A0CHE Ha NiKapCbKuii
3acib) 3a BiACYTHOCTI cepTudikata
BiZiNOBIAHOCTI EBpoNeichkilt thapmakonei y
3aTBEPAKEHOMY [OCbE, ab0 BUPOOHMKA
HOBOI JONOMiXHOI Pe4yoBUHN (SIKLLO
3a3HayvyeHo y focbe) - 3MiHa agpecu
AiNbHWL, BigNoBiganbHOT 3a BUPOGHNLTBO
poboyoro 6aHky knitnH (WCB) Ta
BMNPOGYBaHHA KOHTPO/IIO AKOCTI Aitoyol
peyoBMHYM (BUNPOOYBaHHA Ha Mikonnasmy
HCCEF Ta in vitro aHaniz HCCFHa Bipycu)3
BioReliance Corporation,14920 Broschart
Road, Rockville, Maryland 20850-3349
United States Ha 9900 Blackwell Road,
Rockville, 20850-3349 United States.
BBefeHHs 3MiH NpoTArom 6-T1 MicAuiB nicns
3aTBEPXKEHHSA. 3MiHu | TNy -
AAMIHICTpaTUBHI 3MiHW. BunyyeHHs
BVMPOGHMYOI AinbHUL (BK/THOYAKOUN AiNbHUL
ans A®l, npomikHoro npoaykTy abo
roTOBOrO /liKapCbKoro 3acoby, AinbHUL 41
NpoBefeHHs NakyBaHHs, BUPOOHWMKA,
BiANOBIAa/IbHOrO 3a BUNYCK Cepiit, MicLe
NpoBeAEHHS KOHTPOIO cepii) abo
noctavyasibH1Ka BUXILHOTO Martepiasy,
peareHTy abo AONOMiIXHOT PeYOBMHY (AKLLO

3a3HayeHo y A0ckE) - BuganeHus
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Ne Hassa ®dopma BUnycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKA Bionycky MyBaH | peecmpayiliHo2o
3acoby ynakoska) Hs nocsioYyeHHs1

po3TallyBaHHSA LWTab-kBapTUPW KOMMaHiT
BioReliance Corporation (14920 Broschart
Road, Rockville, Maryland, 20850 U S A) 3
OyHKLSAMY BUPOBHMLITBO pO604Oro 6aHKy
kniTuH (WCB), 36epiraHHa MalicTep - 6aHKy

KniTnH (MCB) Ta po6040ro 6aHKy KiTuH,
BunpobyBaHHa HCCFHa mikonnasmy Ta in

vitro aHani3 Ha Bipycu. BBeeHHS 3MiH

NPOTAroM 6-T1 MiCALIB NiCNA 3aTBEPIKEHHS.

3MiHu | TURY - 3MiHK 3 aKocTi. AP,
Brpo6HMUTBO. 3MiHM BMNpoGyBaHb abo
[0NyCTUMUX MEX Y Mpoueci BUpobHULTBa
A®I, 1o BCTaHOB/EHI y cneyndikauisx (iHLwi
3MiHW) - BuganeHHs aHanisy Tutpy, LWo
BUKOPWCTOBYETLCA /151 MOHITOPUHTY
KOHUeHTpauin rhGALNS y Bupo6Huyomy
npoueci KynbTypu KNiTUH. BBeAEHHA 3MiH
NPOTAroM 6-T1 MiCALIB NiCNA 3aTBEPMKEHHS.
3MmiHu | TYny - AOMIHICTPaTUBHI 3MiHN.
BunyyeHHs BUPOGHWYOI AiNTbHUL
(Brntovaroun ginbHnLi ans A®I, npoOMiXXHOro
npoaykTy abo rotToBOro ikapcbkoro 3acooy,
AiNbHWLI 4N NPOBEEHHA NaKyBaHHS,
BMPOGHMKA, BiAMNOBIAA/ILHOO 3a BUMYCK
cepili, MicLie NpOBeAEHHS KOHTPOSHO cepii)
ab0 nocrtavyasibHMKa BUXIAHOIO MaTepiasny,
peareHTy abo AONOMDKHOI PEYOBUHY (SKLLO
3a3HayeHo y JOCbE) - BuganeHHs
BMpo6HuKa WuXi AppTec Laboratories
Services, Inc. 4751 League Island Blvd.
Philadelphia, PA 19112 USA
BiZANOBIAA/ILHOTO in Vitro BUNPO6yBaHHsA
Assay Harvest Cell Culture Fluid (HCCF)) Ha
Bipycu. BBeeHHs 3MiH NpoTarom 6-Tu
MicsILiB Micns 3aTBepKEHHS. 3MiHun | Tuny -
AAMIHICTpaTUBHI 3MiHW. BunyueHHs
BVMPOGHMYOT AinbHUL (BK/THOYAKOUN AibHUL
ans A®l, npomiXkHoro npoaykTy abo
roTOBOrO JliKapCbKoro 3acoby, AinbHUL A1
NpoBefeHHs NakKyBaHHs, BUPOOHNMKA,
BiANOBIAA/IbHOrO 3a BUNYCK Cepiit, MicLe
NpoBeAEHHS KOHTPOIO cepii) abo
noctavyasibH1Ka BUXILHOTO mMartepiasty,
peareHTy abo AONOMiIXHOT PeYOBMHY (AKLLO
3a3HayeHo y Aocke) - BuganenHs
BMpo6HMKa Wuxi Apptec Inc.,(noBHa Ha3Ba:
WuXi AppTec Laboratories Services, Inc.)
2540 Executive Drive, Saint Paul, 55120,
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Hassa ®dopma BUnycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKA Bionycky MyBaH | peecmpayiliHo2o
3acoby ynakoska) Hs nocsioYyeHHs1

United States, BignosigasibHOro 3a
BUNPOOYBaHHA KOHTPOSIO AKOCTi (Harvest
Cell Culture Fluid (HCCF)Ha mikonnasmy)

Lito40T pevoBMnHN. BBEAEHHS 3MiH NPOTArom
6-TW MicALiB Nicna 3aTBEPAXEHHSA. 3MiHN |
MRy - 3MiHK 3 aKocTi. A®l. BUpo6HMLTBO.
3MiHa BUpPOGHYKa BUXiAHOTO/MPOMIXXHOIO
NpoAYyKTy/peareHTy, L0 BUKOPUCTOBYOTLCA

y BUpo6Hu1yomy npoueci A®l, abo 3miHa
BMPO6HUKa (BK/IKOYaum, e HeobXigHo,
MicLe NpoBeAEeHHSA KOHTPO/IO AKocTi) AdI
(3a BiacyTHOCTI cepTucpikata BigNOBIAHOCTI
€Bponeiicbkii hapmakonei y
3aTBEpAKEHOMY [0CbLE)(3MiHM [0 3aX04iB,
noB'si3aHnx 3 kOHTponeMm A®I, abo
[oAaBaHHA AiNbHUL, Ae NPOBOANTLCS
KOHTPO/b/BUNPOBYBaHHA cepii) - JlogaBaHHSA
AinbHUU WuXi Advanced Therapies Inc. 400

Rouse Blvd., Philadelphia, PA 19112, USA B
AKOCTI AiNnbHULI Ans BunpobysaHHA HCCF
Ha MiKonnasmy Ta in vitro BunpobyBaHHsA

HCCF Ha Bipycu. BBegeHHs 3MiH NpoTsarom
6-TW MicALiB Nicna 3aTBEPAXEHHSA. 3MiHN |

TNy - 3MiHW 3 SIKOCTi. FOTOBMIA Nikapcbkuii

3aci6. 3MiHN Yy BUPOOHULTBI. 3MiHA
iMnopTepa/3MiHu, L0 CTOCYIOTLCS BUNMYCKY

cepii Ta KOHTPOO SAKOCTi FOTOBOrO
nikapcbKoro 3acoby (3amiHa abo JoAaBaHHSA

[iNbHULI, Ha 5K 3AiCHI0ETLCA

KOHTpO/b/BUNPOBYBaHHA cepil) - logaBaHHA
komnanii Eurofins Biopharma Product

Testing Ireland Limited B sikocTi

aNbTEPHATUBHOI AiNIbHUL, Ha SAKil

BUKOHY€ETbLCS BUNPOOYBaHHSA 3a M.
CTepUbHICTb 4151 TOTOBOTO NiKapCbKoro
3acoby. BBefieHHs 3MiH NpPOTArom 6-Tu

MiCALIB MiC/1A 3aTBEPMAXEHHS. 3MiHu | Tuny -
AMiHICTpaTVBHI 3MiHW. BunyyeHHs
BVMPOGHWYOI AinbHNL (BKIHOYAK0UN AiNbHULL
ans A®l, npomikHOro npoaykTy abo
roTOBOrO JliKapcbKoro 3acoby, AinbHULi 4ns
NpoBeeHHs NakKyBaHHs1, BUPOGHUKA,
BiANOBIAa/IbHOrO 3a BUMYCK Cepiii, MicLe
NpoBeeHHS KOHTPOI cepii) abo
nocTavasibHuMKa BUXigHOro marepiasny,
peareHTy abo JOMOMDKHOI PEHOBUHM (SIKLLO
3a3HayeHo y AOCbE) - BuaganeHHs
KOHTpakTHoro Bnpo6Huka Anderson Brecon
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Ne Hassa ®dopma BUnycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKA Bionycky MyBaH | peecmpayiliHo2o
3acoby ynakoska) Hs nocsioYyeHHs1

Inc.4545 Assembly Drive, Rockford,IL 61109
USA, BiANOBIfaNbHOro 3a MapKyBaHHA Ta
BTOPUHHE NaKyBaHHA MikapCbKoro 3acoby

BBefeHHs1 3MiH NpoTArom 6-T1 MicAuiB nicns

3aTBEPKEHHSA. 3MiHu | TNy -
AfMiHICTpaTMBHI 3MiHX. 3MiHa Ha3BMK
nikapcbKoro 3acoby -
3MiHa Ha3BM NikapcbKoro 3acoby.
3ATBEP)KEHO: BIMI3UM (VIMIZIM ™),
3AMNPOMNOHOBAHO: BIMI3UM®
(VIMIZIM®). BBeieHHS 3MiH NPOTAToM 6-Tu
MiCALIB MiCNA 3aTBEPMKEHHSA. 3MiHun | Tuny -
3MiHM 3 sKoCTi. [0TOBWIA Nikapcbkuii 3aci6.
KOHTpO/b roToBOro nikapcbkoro 3acoby
(iHwWi 3miHW) - MprBefEHHS nocunaHb Ta
mMeTogiB koHTponto MKAN3 y BignoBigHICTb
[0 foKyMeHTauji BUpobHuka. HesHauHi
3MiHM 0 MeToAy BUNpPOByBaHHSA
OnirocaxapugHuii npodoinb Ta MNonicop6ar
20, 6e3 3MiH/ METOAVKM BUMPOGYBaHHS.
BBefieHHs1 3MiH NpoTArom 6-T1 MicAuiB nicns
3aTBEPMKEHHS. 3MiHW | TUny - 3MiHKW 3
sKocTi. FoToBWIA Nikapcbkuii 3aci6. 3MiHN y
BMPOOHULTBI. 3amiHa abo BBefEHHS
[04aTKOBOI AiNbHULI BUPOGHMLTBA AN
4acTVHM abo BCbOro BUPOBHNYOro npoecy
rOTOBOrO /iKapCbKOro 3acoby (iHLLi 3MiHK) -
npuBefeHHs OyHKLiA BUPOGHYKIB
nikapcbKoro 3acoby B MKA Ta
PeecTpauiiHomy nocBig4eHHi y
BIAMOBIAHICTb A0 MaTepianis
peecTpaliiHoro gocbe. BBefeHHSA 3MiH
NPOTAroM 6-T1 MiCALIB NiCNA 3aTBEPIKEHHS.
3Mminu | TURYy - 3MiHK Wopao
6e3nekn/edheKTUBHOCTI Ta papmakoHarnsgy
(iHLWi 3MiHKW) - 3MiHV BHECEHO B TEKCT
MapKyBaHHS1 NePBUHHOT yNaKkoBKu
nikapcbkoro 3acoby (n. 3. <HOMEP CEPIi
JNNIKAPCBbKOI'O 3ACOBY», n. 4. «JATA
3AKIHYEHHA TEPMIHY NPUOATHOCTI»,
n. 6. «IHWE») Ta y TEKCT MapKyBaHHS
BTOPUHHOI ynakosku (n. 8. «AATA
3AKIHYEHHA TEPMIHY NPUOATHOCTI»,
n. 12. <cHOMEP PEECTPALIIHOIO
MOCBIAYEHHSA», n. 13. <HOMEP CEPII
NIKAPCbKOIO 3ACOBY», n. 17. «IHLUE»).
BBefeHHS 3MiH NpOTAroM 6-Tu MicALiB nicas
3aTBEPKEHHS.
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pekna
myBaH
HS

Homep
peecmpayitiHo2o
nocsioYyeHHs1

24.

rAILyH

TabneTkn
cybniHrBaUibHI N0
100 mr no 10
Tabnetok y 6nictepi;
no 5 6nicTepiB y
nauuji 3 KapToHy; No
50 TabneTtok y
6nictepi; no 1
6nictepy y nauui 3
KapTOHY

NPAT
"XIMOAPM3A
BOf
"YEPBOHA
3IPKA"

YkpaiHa

"YEPBOHA 3IPKA"

MPAT "XIMOPAPM3ABO/

YkpaiHa

BHECEHHS 3MiH O peecTpavinHmx
matepianis: 3MiHu | TUNy - AaMiHICTpaTUBHI
3MiHW. 3MiHa HalilMeHyBaHHsA Ta/abo aapecu

3asBHMKa (BNacHvka peecTpauiiHoro
NocBiAYEHHS) - 3MiHa HaliMeHyBaHHS
3asiBHMKA Ta 3MiHW Yy HanucaHHi agpecu
3asBHMKa (BNacHvka peecTtpauiiHoro
noceig4yeHHs). 3MiHu | Tuny -
AAMIHICTpaTUBHI 3MiHW. 3MiHa
HaliMeHyBaHHs Ta/abo agpecu Micus
NPOBaPKEHHSA AiS/IbHOCTI
BMPOGHMKa/iMnopTepa roToBOro /likapcbkoro
3ac00y, BK/IOYAKYN [iNTbHUL BUNYCKY cepil
abo micLe NpoBefEeHHA KOHTPOSIKO AKOCTI.
(aisnbHICTb, 3a AKy Bignosigae
BMPOBGHUK/iIMNOPTEP, BK/THOYAKOUM BUMYCK
cepiii) - 3MiHa HaliMeHyBaHHS1 BUPOGHUKa

"N3 Ta 3MiHN y HanucaHHi agpecu
BMPOGHMKa 13. 3MiHN BHECEHO B pO34inu

"BupobHuK" Ta "Micue3HaxoKeHHs
BMPOGHUKA Ta agpeca MicLsA NpoBaKEHHS
oro AisinbHOCTI" B IHCTPYKLiO AnA
MeAMYHOro 3acToCyBaHHA NikapCbKoro
3ac06y, K HacnigokK - BiANOBIAHI 3MiHW y
TEKCTi MapKyBaHHS YNakoBKW NiKapCbKOro
3aco6y. BBeaeHHs 3MiH NpoTsirom 6-Tm
MicALIB MiCNsA 3aTBEPKEHHS.

6e3
peyenma

niosnsie
ae

UA/16293/01/01

25.

FNMIOKODAXK
XR

TabneTkn
NPOIOHIOBaHOT Aji
no 1000 wmr; no 10
Tabnetok y 6nictepi;
no 3 a6o no 6
6nictepiB y
KapTOHHIA KopoobLi

Mepk CaHTe
c.a.c.

®paHuia

Mepk CaHTe, dpaHuis;
Mepk Xenckea KraA,
HimeuunHa

®paHLis

BHECEHHS 3MiH 0 peecTpaLinHmx
MaTtepianis: 3miHu | TMny - 3MiHK WoOA0
6e3nekn/ethekTMBHOCTI Ta thapmakoHarnsgy.
BeepgeHHs ab0 3MiHM A0 y3arasibHeHNX
JaHuX Npo cuctemy hapmMmakoHarnagy
(BBEAEHHSA y3araslbHEHUX AaHKX NPO
cucTemy chapmakoHarnsgy, 3miHa
YNOBHOB&XEHOT 0CO6M, BignNoBigaNbHOI 3a
3[ificHEHHs hapMakoHarnsaay; KOHTaKTHOI
0cobu 3 hapmakoHarnsgy 3asBHuka Ans
3[ificHEHHs1 hapMakoHarnsay B YkpaiHi,
AKLLLO BOHA BigMiHHA Bif, yNOBHOBaXXeHOT
oco6w, BignoBigabHOI 3a 34iACHEHHS]
hapmakoHarnagy (BK1ovatoUum KOHTaKTHI
AaHi) Ta/abo 3MiHV y po3MiLLEeHHi MacTep-
haiina cuctemu hapmakoHarnsgy). 3miHa
YNOBHOB&XXEHOT 0CO6U 3aABHMKA,
BigNoBiga/IbHOI 3a hapMakoHarnsg.
[itoua pegakuis: Dr. Sabine Hackel.
MponoHoBaHa peaakuis: Dr. Elke Sylvester.

3a
peyenmom

UA/3994/02/02

26.

FMIOKODAXK

TabneTkn

Mepk CaHTe

PpaHuis

Mepk CaHTe

PpaHuis

BHECEHHS 3MiH 10 peecTpauinHmx

3a

UA/3994/02/01
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Ne Hassa ®dopma BUnycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKA Bionycky MyBaH | peecmpayiliHo2o
3acoby ynakoska) Hs nocsioYyeHHs1
XR NPOJIOHrOBaHoOI fji c.a.c. mMarepianis: 3miHu | TUny - 3MiHK LWOA0 peyenmom
no 500 mr; no 15 6e3nekn/edhekTMBHOCTI Ta thapmakoHarnagy.
Tabnetok y 6nictepi; BeefeHHs abo 3MiHU [0 y3arasibHeHNX
no 2 abo no 4 AaHux Npo cuctemy apmakoHariagy
6nictepu B (BBELEHHSA y3araslbHEHNX AaHUX Mpo
KapTOHHIA KOpO6L cucTemy thapmakoHarnsgy, 3miHa
YMOBHOB&XeHOT 0cobw, BignoBiganbHOI 3a
34iicCHeHHA hapMakoHarnagy; KOHTaKkTHOT
ocobu 3 chapmakoHarnsgy 3assHuKa 4ns
3pificHeHHs hapmakoHarnsay B YkpaiHi,
AKLL0 BOHA BigMiHHA Bif, yNOBHOBaXEHOI
0co6W, BiANOBIAa/IbHOI 3a 3AiACHEHHS
thapmakoHarnsgy (Bki4vatouy KOHTaKTHi
[aHi) Ta/abo 3MiHM y po3MiLLEHHI MacTep-
chaiina cuctemu chapmakoHarnagy) - 3miHa
YMOBHOB&XEHOT 0CO6Y 3asBHIIKa,
BignoBigasibHOI 3a hapMakoHarnsag.
[itoua pepakuin: Dr. Sabine Hackel.
[MponoHoBaHa pegakuis: Dr. Elke Sylvester.
27. | TNHIOKODAX® TabneTku, BKPUTI Mepk CaHTe PpaHuis BMPOBHULTBO 3a NOBHUM PpaHuis/ BHECEHHS 3MiH [J0 peecTpaLiinHmx 3a UA/3994/01/01
nNiBKOBOIO c.a.c. uuknom: Mepk CaHTe, Icnanis MaTepianis: 3miHu | TMny - 3MiHK WoA0 peyenmom
o6onoHkoto, no 500 ®paHLis; BUpOOHNLTBO 3a 6e3nekn/edheKTUBHOCTI Ta hapMakoHarnsgy.
mr; no 15 Tabnetok NMOBHUM LMKIOM: Mepk, BBegeHHs ab0 3MiHU [0 y3arasbHeHNX
y 6nicTepi; no 2 abo CH, Icnanis AaHyx Npo cuctemy chapmakoHarnsgy
no 4 6nictepu y (BBEAEHHSA y3araslbHEHUX AaHKX NPo
KapTOHHI Kopo6Lyj; cuctemy hapmakoHarnsgy, 3miHa
no 20 TabneTok y YNOBHOBaXXEHOT 0CO6MU, BifnoBiganbHOI 3a
6nicTepi; no 3 3[jificHeHHs hapMakoHarnsay; KOHTaKTHOI
6nictepu y 0cobu 3 hapmakoHarnsagy 3asBHuKa s
KapTOHHI Kopobui 3piicHeHHs hapmakoHarnsgy B YkpaiHi,
AKLLO BOHA BigMiHHA Bif, yNOBHOBaXKeHOT
0co6u, BiANOBIAa/IbHOI 3a 3A4iACHEHHS
thapmakoHarnsgy (BKIovaoum KOHTaKTHi
[AaHi) Ta/abo 3MiHM y po3MiLLEeHHi MacTep-
(paiina cuctemu hapmakoHarnisgy). 3miHa
YNOBHOBaXEHOT 0CO6Y 3asBHVIKa,
BiANOBIAa/IbHOI 32 hapMakoHarnsag.
[itoyva pegaxkuis: Dr. Sabine Hackel.
MponoHoBaHa pegakuis: Dr. Elke Sylvester.
28. | TNMHOKODAX® TabneTku, BKpUTI Mepk CaHTe PpaHuis BMPOGHULITBO 3a MOBHUM PpaHuis/ BHECEHHS 3MiH [0 peecTpaviinHmx 3a UA/3994/01/02
nAiBKOBOIO c.a.c. umknom: Mepk CaHre, IcnaHis mMaTtepianis: 3miHu | TMny - 3MiHK WoA0 peuyenmom

060/10HKOI0, M0 850
Mr; no 15 tabnetok
y 6nicTepi; no 2 abo
no 4 6nictepn y
KapTOHHI Kopo6Lyj;
no 20 TabneTtok y
6nicTepi; no 3

®paHLis; BUPOOHNLTBO 3a

NOBHUM LMKNIOM: MepK,
C/, IcnaHis

6e3nekn/ethekTUBHOCTI Ta thapmakoHarnsgy.
BBegeHHs ab0o 3MiHM [0 y3arasibHeHNX
[JaHux Npo cuctemy hapmMakoHarnagy
(BBEAEHHSA y3araslbHEHUX AaHKX NPo
cuctemy hapmakoHarnsgy, 3miHa
YNOBHOB&XEHOI 0CO6MU, BignNoBigansLHOI 3a
3[ificCHEHHs thapMakoHarnsay; KOHTaKTHOI
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pekna
myBaH
HS

Homep
peecmpayitiHo2o
nocsioYyeHHs1

6nictepu y
KapTOHHIlA KopooLi

0cobu 3 thapmakoHarnsgy 3assHuka Ans
3[jificHEeHHs hapMakoHarnsay B YkpaiHi,
AKLLLO BOHA BigMiHHA Bif, yNOBHOBaXeHOT
oco6w, BignoBiga/IbHOI 3a 34iACHEHHSI
thapmMakoHarnagy (BK1ovaoUum KOHTaKTHI
[AaHi) Ta/abo 3MiHV y po3MiLLeHHi MacTep-
haiina cuctemu hapmakoHarnsgy). 3miHa
YNOBHOB&XXEHOT 0CO6U 3aABHMKA,
Bi4NoBigasIbHOI 3a hapMakoHarnsg.
[itoua pegakuis: Dr. Sabine Hackel.
[MponoHoBaHa pepakuis: Dr. Elke Sylvester.

29.

FNMIOKODAXK®

TabneTkn, BKPUTI
NNiBKOBOIO
060/10HKO0, No 1000
mr; no 15 TabneTok
y 6nicTepi; no 2 abo
no 4 6nictepu y
KapTOHHI Kopobui

Mepk CaHTe
c.a.c.

®paHuisa

BMPOGHMLITBO 38 MOBHUM
uvknom: Mepk CaHre,
dpaHUisa; BUPOGHULTBO 3a
NOBHUM LK/IOM: Mepk,
Ch, Icnaxis

®paHuia/
IcnaHis

BHECEHHS 3MiH [0 peecTpaLinHmx
Marepianis: 3miHu | Tuny - 3MiHK LWoA0

6e3nekn/edekTMBHOCTI Ta thapmakoHarnagy.

BeeaeHHs abo 3MiHu [0 y3arasibHeHNX
AaHux nNpo cuctemy apmakoHariagy
(BBEAEHHSA y3araslbHEHNX AaHWX NPO
cuctemy chapmakoHarnsgy, 3amiHa
yNOBHOBaXeHOT 0cobw, BignoBiganbHOI 3a
34iicCHeHHA hapMakoHarnaay; KOHTaKkTHOT
ocobu 3 thapmakoHarnsgy 3asBHVKa 415
3pificHeHHs hapMakoHarnsay B YkpaiHi,
AKLLO BOHA BigMiHHA Bif, YNOBHOBaXeEHOI
ocobw, BigNoBiAa/IbHOI 3a 34iACHEHHS
thapmakoHarnsgy (Bk4vaouy KOHTakTHi
[AaHi) Ta/abo 3MiHV Y po3MiLLEeHHI MacTep-
haiina cuctemu papmakoHarnagy). 3miHa
YMOBHOB&XEHOT 0CO6Y 3asBHYIKa,
BignoBigasbHOI 3a hapMakoHarnsg.
[itoua pegakuis: Dr. Sabine Hackel.
[MponoHoBaHa pegakuis: Dr. Elke Sylvester.

3a
peyermom

UA/3994/01/03

30.

FO3EPENIH
3EHTIBA

iMnnaHTar no 3,6 mr;
no 1 imnnaHTtarty y
Lnpuuy-annikaropi
(wnpuy-annikatop
CKNafjaeTbes 3
nosiMepHoro
Kopnycy 3 Tpumadyem
Ans iMnnadTary,
rOIKN Ta MOpPLLHSA);
no 1 wnpuuy B
nakeTuky; no 1 abo
3 nakeTukn y
KapTOHHI nayu,i

3eHTiBa, K.C.

Yecbka
Pecny6nika

BMPO6HULTBO "in bulk”,
nepBrHHE Ta BTOPVHHE
nakyBaHHS, KOHTPO/Tb
cepii, Bignosigae 3a
Bunyck cepii: AMB 'm6X,
HimeuuunHa;
MiKpOGionoriyHe
TecTyBaHHA: EBpodhiHC
Bio®apma MNpopgakT
TecTiHr MioHxeH TM6X,
HimeuunHa; ctepunisauis:
CuHepaxi Xeanc [aHikeH
Eiixi, LLseliuapis;
cTepwnisauis,
MikpobionoriyHe
TecTyBaHHsA: Bb®
CrepiniseiiHcepBi3

HimeyunHa/
LLisefiuapis

BHECEHHS 3MiH [J0 peecTpaLjiinHmx
mMarepianis: 3MiHu | TURy - 3MiHK LWOA0
6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsgy
(iHWi 3MiHW). 3MiHVM BHECEHO Y TEKCT
MapKyBaHHS NePBUHHOI (M. 6) Ta BTOPUHHOI

(n. 12, 16, 17) ynakoBOK NikapCbKoro 3acoby.

TepMiH BBEAEHHS 3MiH - MPOTAroM 6 micALiB
nicns 3aTBeppkKeHHs.

3a
peyenmom

UA/15570/01/01
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Ne Hassa ®dopma BUnycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKA Bionycky MyBaH | peecmpayiliHo2o
3acoby ynakoska) Hs nocsioYyeHHs1
m6X, HimewunHa;
Mikpob6ionoriyHe
TeCTyBaHHS:
Na6op NC CE & Ko. KT,
HimewunHa; KOHTpOnb
cepii: YmdpopaHa J/labop
hrop AHaUTIK YHA,
AyhTtparcdopuyHr M6X
& Ko. KI, HimeyunHa
31. | TO3EPENIH iMnnaHTar no 10,8 3eHTiBa, K.C. Yecbka BMPO6HMLTBO “in bulk”, HimeuyunHa/ BHECEHHS 3MiH 0 peecTpaLinHmx 3a UA/15570/01/02
3EHTIBA MF; Pecny6nika nepBuHHE Ta BTOPVHHE LLiBeiiuapis MaTtepianis: 3miHu | TMny - 3MiHK WoA0 peyenmom
no 1 imnnaxTary y nakyBaHHs, KOHTPO/b 6e3nekn/edekTBHOCTI Ta hapMakoHarisgy
LnpuLy-annikaropi cepii, BignoBigae 3a (iHLWi 3MiHW). 3MiHWM BHECEHO Y TEKCT
(wnpuy-annikaTop Bunyck cepii: AMB 'm6X, MapKyBaHHS NepBUHHOT (N. 6) Ta BTOPUHHOT
CKnafaeTbcs 3 HimeuunHa; (n. 12, 16, 17) ynakoBOK NikapCbKoro 3acoby.
noniMmepHoro MikpobionoriyHe TepmiH BBeAieHHS 3MiH - NPOTArom 6 Micauis
Kopnycy 3 TpuMayem TecTyBaHHA: €BPOIHC nicnsa 3aTBepiKeHHs.
Ans iMnnadTary, Bio®apma MpogakT
rO/IKM Ta MOPLUHS); TecTiHr MioHxeH M6X,
no 1 wnpuuy B HimeyunHa; ctepunisauis:
nakeTuky; no 1 aéo CuHepaxi Xeanc [laHikeH
3 nakeTukun y Eiixi, LLiBeliuapis;
KapTOHHI nauui cTepwnisauis,
Mikpob6ionoriyHe
TecTyBaHHA: BB®
CrepinizeiilHcepsis
'm6X, HimeuunHa;
MikpobionoriyHe
TeCTyBaHHS:
Na6op NIC CE & Ko. KT,
HimewunHa; KOHTpOsb
cepii: YMdpopaHa /la6op
hrop AHaUTIK YHA,
AydhTparccpopuyHr TM6X
& Ko. KI', HimeyunHa
32. | TPUNAYT Tabnetku no 4 €Bpo IHAis ®AC Nimiteq, IHAain BHECEHHS 3MiH [0 peecTpalinHmx Ne 4, Ne 10 - He UA/9253/01/01
Tabnetkun y ctpuni Naiidokep mMartepianis: YTOYHEHHS HaMUCaHHA yrnakoBKu 6e3 niosnsie
abo 6nictepi; no 1 MpaiiBiT B Hakasi MO3 Ykpainu Ne 2085 Big, peyenma; ae
cTpuny abo Nimiten 13.12.2024 B npoueci BHECEHHS 3MiH (3MiHN Ne 100, Ne
6nictepy y I Tuny - AgMmiHicTpaTuBHI 3MiHWU. BunyyeHHs 200 - 3a
KapTOHHIlA KOopooLi BUPOBHMYOT AiNbHULL (BKNHOYAOUN AiNbHUL peuyenmom

Ne 4 (4x1); no 4
TabneTkn y ctpuni
abo 6nictepi; no 1
cTpuny a6o
6nictepy y
KapTOHHI kopobuj,
no 50 KAPTOHHNX

ans A®l, npomikHoro npoAykTy abo
roTOBOrO JliKapCcbKoro 3acoby, AinbHULi 4Nns
NpoBefeHHs NakyBaHHs, BUPOOHUKA,
Bi4MNoBiga/IbHOrO 3a BMMYCK Cepiit, Micue
NpPOBELEHHS KOHTPO/IIO cepil) abo
noctavasibH1Ka BUXiZHOro mMatepiany,
peareHTy abo AONOMIKHOI PEYOBUHM (SKLLIO
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Ne Hassa ®dopma BUnycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKA Bionycky MyBaH | peecmpayiliHo2o
3acoby ynakoska) Hs nocsioYyeHHs1

KOPObOK y KapTOHHii
kopo6ui Ne 200
(4x1x50); no 10
Tabnetok y ctpuni
abo 6nictepi; no 1
cTpuny abo
6nictepy y
KapTOHHilA KopooLi
Ne 10 (10x1); no 10
Tabnetok y ctpuni
abo 6nictepi; no 1
cTpuny a6o
6nictepy y
KapTOHHI Kopobuj,
no 10 KapTOHHUX
KOPObOK y KapTOHHii
kopo6ui Ne 100
(10x1x10)

3a3HayeHo y fi0CbE) - BunyyeHHs BUPOGHUKA
'N3 MapkcaHc ®apma /14, IHais/Marksans
Pharma Ltd, India. 3annwaeTbea
3aTBepmxeHunii BupobHuk M3 ®AC Nimites,
IHAiSA. BunyyeHHs: ofHi€ET 3 BUPOOHUUNX
[iNbHULIL FOTOBOrO MiKapCbKOro 3acoby Ta sk
HacnifokK - BUYyYEeHHS IHCTPYKUii ans
MeAMYHOro 3aCTOCYBaHHS Ta TEKCTY
MapKyBaHHS! yMakoBKM NiKapCbKOro 3acoby
015 BigNOBiAHOT BUPOOHNYOI AiNbHNL,.
BBefeHHs 3MiH NpOTAroM 6-Tu MicALiB nicas
3aTBEPMKEHHSA. 3MiHKM | TNy - 3MiHK Woao
6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsagy
(iHWi 3mMiHM). OHOBNEHHSA TEKCTY
MapKyBaHHsS NEPBUHHOI Ta BTOPUHHOI
yNakoBKM JlikapCbKoro 3acoby. BeegeHHs
3MiH NPOTArom 6-Tu MicaLiB nicns
3aTBEPLAKEHHS. 3MiHM | TUny - 3MiHK 3
AKocTi. [0TOBWIA Nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3akynopoBasibHWiA 3aci6. 3MiHa
pO3Mipy ynaKkoBK/ roTOBOTO J1iKapCbKOro
3acoby (BU/TyYEHHS YNaKkOBKWN NEBHOrO
po3Mipy) - BUTyYeHHsT ynakoBok Nel00
(10x10), Ne200 (4x50). 3miHM BHeCeHi B
po3ain "YnakoBka" i K HACNiAOK - B po34in
"Karteropis Bignycky" B iHCTPyKUjt0 AN
MeAMYHOro 3aCTOCYBaHHSA NiKapCbKoro
3aco0y y 3B"A3Ky 3 BUNYYEHHSIM NEBHOIO
pO3Mipy YNakoBOK, ik HACMIfOK - BUNYYEHHS
TEeKCTy MapKyBaHHs BiANOBIAHNX YNaKOBOK
nikapcbKkoro 3acoby. BBegeHHs 3MiH
NPOTArom 6-Tu MicALiB nicns
3aTBepMxXeHHs). Pefakuis B Hakasi - no 4
Tabnetkn y cTpuni abo 6nictepi; no 1 ctpuny
abo 6nicTepy y kapToHHili ynakoBuji Ne 4
(4x1); no 4 TabneTkn y cTpuni abo 6nictepi;
no 1 ctpuny abo 6nictepy y KapTOHHIl
Kopobui, No 50 KapTOHHMX KOPOBOK y
KapTOHHiiA kopobui Ne 200 (4x1x50); no 10
Tabnetok y cTpuni abo 6nictepi; no 1 ctpuny
abo 6nicTepy y KapToHHIl ynakosLi Ne 10
(10x1); no 10 Tabnetok y cTpuni abo
6nicTepi; no 1 ctpuny abo 6nictepy y
KapTOHHI KopobLi, No 10 KapTOHHKX
KOPOGOK y KapTOHHi kopobui Ne 100
(10x1x10). BipHa pegakuis - no 4 Tabnetku
y cTpuvni abo 6nictepi; no 1 ctpuny a6o
6nicTepy y KapToHHi kopobui Ne 4 (4x1); no
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n/n

Hassa
JliKapcbKo20

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pekna
myBaH
HS

Homep
peecmpayitiHo2o
nocsioYyeHHs1

3acoby

4 TabneTkn y cTpuni abo 6nictepi; no 1
cTpuny abo 6icTepy Y KapTOHHIlA KOpooLi,
no 50 KapTOHHMX KOPOBOK Y KAPTOHHIl
kopobui Ne 200 (4x1x50); no 10 TabneTok y
cTpuni abo 6nictepi; no 1 ctpuny a6o
6nicTepy y KapToHHiii kopobui Ne 10 (10x1);
no 10 TabneTok y cTpuni abo 6nictepi; no 1
cTpuny abo 6icTepy y KapTOHHIlA KOpooLi,
no 10 KapTOHHMX KOPOBOK Y KAPTOHHIl
kopo6ui Ne 100 (10x1x10)

33.

LOEKCA/TIH®
PO3YUH
OPA/IbHNA

PO34MH OpasIbHUIA,
25 mr/10 mn; no 10
M1 PO3YNHY
opasibHOro y catue;
no 10 cawey
KapTOHHIA Kopoo6Li

MeHapiHi
IHTepHeLoHan
OnepeiioHc
TNokcembypr
C.A.

TNokcembypr

KOHTPONb Ta BUMYCK cepii:
NlabopaTopioc MeHapiHi
C.A., IcnaHis

BMPO6HULTBO "in bulk”,
nepBrHHE Ta BTOPVHHE
nakyBaHHS:
NabopaTopioc Ankana
®apma, C.J1., Icnanis

KepH ®apma, C.J1., IcnaHis

IcnaHis

BHECEHHS 3MiH [J0 peecTpaLiinHmx
mMaTepianis: AogaBaHHSA HOBOT NiKapCbKOi
chopmu. 3miHn cvum gii, nikapcbkoi hopmMm
Ta cnocoby 3acTocyBaHHS: 3MiHa abo
[04aBaHHA HOBOI NiKapcbKoi chopmm
(3apeectpoBaHo: JEKCA/INH®, TabneTku,
BKPWTI NNiBKOBOIO 060I0HKOI0, MO 25 Mr).

Pestome nnaHy ynpasniHHS pu3nkamu
Bepcia 3.1 gofaetbes. MepioAnyHICTb
NOAaHHSA PerysisipHO OHOBJIIOBAHOIO 3BITY 3
6e3neku, BignoBigHo o Mopsaky
3[ificCHEHHs1 hapMakoHaraay,
3aTBEpPAKEHOro Haka3oM MiHicTepcTBa
OXOPOHU 340POB’A YKpaiHu Big 27 rpygHs
2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLji YKpainun 29 ciuna 2007
poky 3a Ne 73/13340 (y pefakuii Hakasy
MiHicTepcTBa OXOpPOHU 340POB'A YKpaiHu Bif
26 BepecHs 2016 poky Ne 996), cTaHOBUTB:
3rifiHO 3i CTPOKamu, 3a3Ha4YeHMN y
nepiogNYHOCTI NOAaHHA perynsipHUX 3BiTiB 3
6e3neku.

3a
peyenmom

He

nignsr
ae

UA/9258/03/01

34.

AEPVIBA
BOAHW FENb

renb, 1 mr/r,no15r
y Ty6i; no 1 Ty6i B
KapTOHHI KopoobLi

neHmapk
PapMacbTUK
ans NiTa,.

IHAjA

rneHmapk
dPapmacbioTukans N1a.

IHAjA

BHECEHHS 3MiH [0 peecTpavinHmx
mMaTtepianis: 3miHu | TMNy - 3MiHK 3 AKOCTI.
["oTOBWMIA NiKapcbkunii 3aci6. KoHTposnb
roTOBOrO JliKapcbKoro 3acoby. 3miHa y
mMeToAax BUNpoGyBaHHSA rOTOBOrO
NiKapcbKoro 3acoby (He3HayHa 3miHa y
3aTBEPMKEHNX METOAAX BUNPOGYBaHHS).
He3HauHi 3MiHK 3a noka3HWKoMm "CynyTHi
Aomiwkn" metogom BEPX . 3MiHI0ETHCA
KiNIbKICTb iHXEKLi1 AOCNigKYBaHOTO PO3YUHY
y XpomaTtorpadiyHy cucremy 3 BOX [0
OfHI€l.

6e3
peuyenma

UA/9164/01/01

35.

AVNKNO®PEHAK

renb 50 mr/r; no 351
abo no 40 ry Tybax;
no35r,40rabo

AT
"Nly6Hnchapm”

YKpaiHa

AT "Ny6Hnchapm”

YKpaiHa

BHECEHHS 3MiH [J0 peecTpavinHmx
marepianis: 3MiHu | TUMy - 3MiHK 3 AKOCTI.
oTOBMIA NNikapcbkuit 3aci6. Cuctema

6e3
peyenma

He
nionsie

UA/19686/01/01

ae
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pekna
myBaH
HS

Homep
peecmpayitiHo2o
nocsioYyeHHs1

100 ry Ty6i, mo 1
Ty6i B nayui 3
KapToHy

KOHTelHep/3aKynoptoBasibHWIA 3aci6. 3miHa
PO3Mipy yNnakoBKu roTOBOrO NiKapcbKoro
3acoby (3miHa Macu/06'eMy BMICTY
KOHTelHepa 6araTof030B0ro NiKapcbkoro
3acoby A41a HenapeHTepasibHOro
3acTocyBaHHs (abo 04HOA,030BOrO,
4acTKOBOrO BUKOPWUCTAHHS))

— BBEJIeHHA [104aTKOBOro BUAY YNakoBKW, a
came no 100 r y Ty6ax a/lloMiHIEBUX 3
MembpaHoto, no 1 Ty6i B mauui 3 KapToHy,
6e3 3MiHN NepBMHHOTO NakKyBaslbHOrO
maTepiany (3aTBepaxeHo: no 35rta40ry
Ty6ax antoMiHIEBMX 3 MEMOPaHOL0), 3
BiANOBIAHMMM 3MiHaMK [0 P. «YNaKoBKa» Ta
n. «Maca BMICTY yrnakoBku» y
cneuudikayii/MeTofax KOHTPOsIH0 AKOCTI
MKSA N13. 3miHV BHeceHo [0 po3ainy
"Ynakoska" iIHCTPYKLiT 418 MeanyHOro
3acToCyBaHHSA Nikapcbkoro 3acoby, Ta Ak
HacnifoK 3aTBepAXeHHA [40AaTKOBOro
TEKCTY MapKyBaHHS yNakoBKW NiKapcbKoro
3acoby. BBeeHHS 3MiH NpOTArom 6-Tu
MicsILiB nicns 3aTBepKeHHS. 3MiHn | Tuny -
3MiHu Wwopao 6esnekn/edekTUBHOCTI Ta
thapmakoHarnsgy. 3MiHa y KOpoTkiii
XapakTepucTuLi NikapcbKoro 3acoby, TekcTi
MapKyBaHHS Ta IHCTPYKUiT A1 Mean4Horo
3aCTOCyBaHHA Ha MigcTasi perynspHo
OHOBJ1HOBAHOrO 3BITY 3 6e3Mekn NikapCbKoro
3acoby, abo fgocnigkeHb 3 6e3nekn
3aCTOCyBaHHSA /ikapcbkoro 3acoby B
nicnsipeecTpadiiiuii nepiog, abo sk
pe3ynbTaT OLiHKV 3BITY 3 AOC/IKEHD,
npoBefeHNX BigMOBIAHO A0 NnaHy
negiatpuyHux gocnimpxkersb (PIP) (3miHy
Y3rOKEHO 3 KOMNETEHTHUM
YNOBHOB&XEHUM OpraHoM) 3MiHN BHECEHO
00 IHCTPYKUiT 4N MeaMyYHOro 3acTocyBaHHs
nikapcbKoro 3acoby [o po3zinis
"MpoTmnokasaHHA" Ta "3acTocyBaHHA y
nepiog, BariTHOCTi abo rogyBaHHs rpyaat”
LLI0A0 6e3nekn 3acTocyBaHHS Ajto4oi
peyoBMHM AvKIogeHak BiANoBIAHO A0
pekomeHaauiii PRAC. BBeieHHS 3MiH
NPOTArom 6-T1 MICALIIB MiCNs 3aTBEPLKEHHS

36.

JIONOKCEH
CTPOHI

renb 50 mr/rno 40 r
rento y Ty6i
/TOMIHIEBIN; No 1

ToBapuncTBO 3
obmexeHolo
BiANOBIAa/bHI

YKpaiHa

"YEPBOHA 3IPKA"

MPAT "XIMOPAPM3ABO/[

YkpaiHa

BHECEHHS 3MiH 0 peecTpaLinHmx
mMatepianis: 3MiHu | TUNy - AaMiHICTpaTUBHI
3MiHM. 3MiHa HaliMeHyBaHHA Ta/abo agpecu

6e3
peyenma

niosnsie
ae

UA/18755/01/01
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n/n

Hasga

JliKapcbKo20

3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pekna
myBaH
HS

Homep
peecmpayitiHo2o
nocsioYyeHHs1

Ty6i y mauuj 3
KapToHy; no 100 r
rento y Ty6i
namiHarHii; no 1
Ty6i y nayuj 3
KapToHy

CTH0 "KoHapK
IHTenven"

MiCLAl NPOBaKEHHS Ais/IbHOCTI
BMpOoBHUKa/iMnopTepa roToBoro Nikapcbkoro
3ac06y, BKIOYAUN AiNbHAL BUNYCKY cepii

abo micue NpoBefeHHS KOHTPOJTK SKOCTI.

(8isnbHICTb, 3a Ky Bignosigae

BMPOGHUK/iIMNOpTEpP, BK/IKOYAOUN BUMYCK
cepili) 3miHa Ha3BW BMpo6HuKa 13, 6e3
3MiHU MiCLi BUPOOHULTBA. 3aTBEPAKEHO:
My6niyHe akLioHepHe TOBapuCTBO
"Ximchbapmsasog "HepsoHa 3ipka", YkpaiHa
3anponoHosaHo: MPAT "XIMOPAPM3ABO/
"YEPBOHA 3IPKA", YkpaiHa 3miHn BHeCceHO
y po34in "BUpOBHUK" B IHCTPYKLUil0 ANs
MeAMYHOro 3acToCyBaHHA Ta SK HAaCNiAoK - y
TEKCT MapKyBaHHS ynakoBKW NiKapCbKoro
3aco0y. BBeA,eHHSA 3MiH NPOTArom 6-Tn
MicsILiB nicns 3aTBepKeHHS. 3MiHun | Tuny -
3MiHu Wwopao 6e3nekn/edekTUBHOCTI Ta
hapmakoHarnsgy (iHwi 3MiHn) 3MiHK
BHECEHO Y TEKCT MapKyBaHHSA yNakoBKu
NiKapcbKoro 3acoby LWoA0 BUNYYEHHS
iHchopMmawii Npo koMnaHito, ska 34iCHI0E
MapKeTVHr, Ta 3p06/1eHO He3HaUHI
peAakLiiiHi NpaBKK Mo TEKCTY MapKyBaHHs!
NEepBUHHOI Ta BTOPUHHOI YNaKkoBKu
NiKapcbKoro 3acoby. BBEAEHHS 3MiH
NPOTArom 6-T1 MICALIIB MiCNsA 3aTBEPLKEHHS

37.

AOJNTOHIKA 10

Mr

TabneTku, BKpUTI
nniBKOBOIO
060/10HKOIO,
NPOJIOHroBaHoOI fji
no 10 mr, no 10
TabneTtok y 6nictepi;
no 3 a6o 10
6nictepis B
KapTOHHI Kopobui

AciHo Al

HimeuunHa

BUpO6GHULITBO, KOHTPO/Ib B

npoueci BUpobHULTBA,

KOHTPO/1b TOTOBOIo

AciHo ®apma AT,

NpPoAyKTY Ta BUMYCK Cepii:

LLiBeiuapis; MakyBaHHs:

AciHo ®apma AT,
LLiBeiiLapis

LLiBeiuapis

BHECEHHS 3MiH 0 peecTpaLinHmx
MaTtepianis: 3miHu | TMny - 3MiHK WoOA0
6e3nekn/ethekTMBHOCTI Ta thapmakoHarnsgy.
3MiHa y KOpOTKili XapakTepucTuyj
NiKapcbKoro 3acoby, TEKCTI MapKyBaHHA Ta
IHCTPYKLi 415 MeAUUYHOTO 3aCTOCYBaHHSA Ha
nigcTasi perysisipHO OHOB/THOBAHOIO 3BITY 3
6e3nekun nikapcbkoro 3acoby, abo
nocnimpkeHb 3 6e3neky 3acTocyBaHHS
nikapcbKoro 3acoby B Mic/speecTpaviiiHmi
nepiog, abo Sk pe3ynbTart OLiHKM 3BITY 3
JocnigpKeHb, NPoBeAEeHNX BIANOBIAHO A0
nnaHy neaiatpnyHux gocnigpkeHs (PIP)
(3MiHy y3rokeHo 3 KOMMETEHTHUM
YNOBHOB&XEHVIM OpPraHom).
3MiHM BHECEHO B iHCTPYKLiO AN MEAUYHOrO
3aCTOCyBaHHS ikapcbKkoro 3acoby Ao
po3ginis "Oco6/MBOCTI 3aCTOCYBaHHS" Ta
"Mo6iuHi peakwii" BiANOBIAHO 4O OHOBMEHOI
iHhopmaLii Wwoao 6e3nekn 3acTocyBaHHS
LiH040T PEYOBMHM 3rigHO 3 peKoMeHAaLie0

3a
peyenmom

He
nionsie
ae

UA/15102/01/01
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Ne Hassa ®dopma BUnycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKA Bionycky MyBaH | peecmpayiliHo2o
3acoby ynakoska) Hs nocsioYyeHHs1
PRAC. TepmiH BBEAEHHS 3MiH - MPOTArom 6
MicsILiB Micnsa 3aTBepKEHHS.
38. | AOJIOHIKA 20 TabneTkun, BKpUTI AciHo Al HimeuunHa Brpo6HMLTBO, KOHTPO/b B LLisefuapis BHECEHHS 3MiH [0 peecTpaLinHmx 3a He UA/15102/01/02
Mr N1iBKOBOIO npotieci BUpO6HMLTBA, Marepianis: 3miHu | Tuny - 3MiHK LWoA0 peyenmom | nidnse
060/10HKOI0, KOHTPO/1b TOTOBOIO 6e3nekn/edekTMBHOCTI Ta thapmakoHarnagy. ae
MPOJIOHroBaHoOI fji NPOAYKTY Ta BUMYCK Cepii: 3MiHa y KOpOTKili XapakTepmcTuuj
no 20 wr, no 10 AciHo ®apma AT, nNikapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta
TabneTtok y 6nictepi; LLiBeiiuapis; MakyBaHHs: IHCTPYKLT ANA MeANYHOro 3aCTOCYBaHHSA Ha
no 3 a6o 10 AciHo ®apma AT, nigcTasi perynsipHO OHOB/THOBAHOIO 3BITY 3
6nicTepis B LLiBefiuapis 6e3nekun nikapcbkoro 3acoby, abo
KapTOHHIlA KOpooLi nocnimpkeHb 3 6e3neky 3acTocyBaHHs
nikapcbKoro 3acoby B nicispeecTpavyiiHmi
nepiog, abo Ak pe3ynbTaTt OLUiHK/ 3BIiTY 3
nocnigpkeHb, NpoBeAeHWX BigNoBigHO A0
nnaHy negiatpnyHux gocnigpkeHs (PIP)
(3MiHy y3rofkeHO 3 KOMMETEHTHUM
YNOBHOB&XXEHUM OpraHom).
3MiHM BHECEHO B iIHCTPYKLiIO 418 MeAUYHOro
3aCTOCyBaHHS /liKapcbKoro 3acoby Ao
po3ainis "Oco6/MBOCTI 3aCTOCYBaHHA" Ta
"Mo6iuHi peakuii" BiANOBIAHO 4O OHOBNEHOI
iHchopmaw,ii WwoAo 6e3nekn 3acTocyBaHHs
L0401 pevyoBUHMN 3riHO 3 peKoMeHAaLlieto
PRAC. TepmiH BBEAEHHS 3MiH - MPOTAroM 6
MicsILiB Micnsi 3aTBepAKEHHS.
39. | AOJIOHIKA 40 TabneTkun, BKPUTI AciHo Al HimeuyunHa B1po6HMLTBO, KOHTPOb B LseliLapis BHECEHHS 3MiH [J0 peecTpaLjiinHmx 3a He UA/15102/01/03
Mr NiBKOBOO npotieci BUpo6HMLTBA, mMarepianis: 3mMiHu | TUny - 3MiHK LWOA0 peyenmom nions
060/10HKOIO, KOHTPO/b FOTOBOrO 6e3nekv/edekTMBHOCTI Ta hapmakoHarnaay. ae

NPONIOHIOBaHOI Aji
no 40 wmr, no 10
Tabnetok y 6nictepi;
no 3 a6o 10
6nicTepis B
KapTOHHIA KopoobLi

NPOAYKTY Ta BUMYCK cepii:
AciHo ®apma AT,
LLiBeiuapis; MakyBaHHS:
AciHo ®apma AT,
LLiBefuapis

3MiHa Y KOpPOTKiil XapakTepucTuLi
NiKapcbKoro 3acoby, TEKCTi MapKyBaHHA Ta
IHCTPYKLUT 4719 MeANYHOro 3aCTOCYBaHHA Ha
niacTasi perynsipHO OHOB/IOBAHOrO 3BITY 3
6e3nekun nikapcbkoro 3acoby, abo
JocnifmkeHb 3 6e3nekn 3acToCyBaHHs
nikapcbKoro 3acoby B nicnspeecTpaviiiHmii
nepiog, abo sk pe3ynbTaTt OLiHK/ 3BTy 3
nocnigpkeHb, NpoBeAeHuX BifnoBigHoO 40
nnady negiatpuyHmx gocnigpkexs (PIP)
(3MiHY y3rof)KeHo 3 KOMNETEHTHUM
YNOBHOB&XEHUM OpraHom).
3MiHM BHECEHO B IHCTPYKLiIO A1 MeAUYHOro
3aCTOCYBaHHSA NikapCbkoro 3acoby A0
po3gainis "Ocob6MBOCTI 3acTOCyBaHHA" Ta
"Mo6ivHi peakui™ BiANOBIAHO O OHOBMEHO!
iHchbopmaw,ii WwoAo 6e3nekn 3acTocyBaHHsA
L0401 PevyoBUHM 3rigHO 3 peKoMeHAaLlieto
PRAC. TepmiH BBeZeHHS 3MiH - NPOTArom 6
MicALIB MiCNsA 3aTBEPKEHHS.
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Ne Hassa ®dopma BUnycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKA Bionycky MyBaH | peecmpayiliHo2o
3acoby ynakoska) Hs nocsioYyeHHs1
40. | AONTOHIKA 80 TabneTku, BKpUTI AciHo Al HimeuyunHa Brpo6HMUTBO, KOHTPONb B | LLBeliuapis BHECEHHS 3MiH O peecTpavinHmx 3a He UA/15102/01/04
Mr nNiBKOBOO npoLieci BUpO6HMLTBA, MaTtepianis: 3miHu | TUNy - 3MiHK WoOA0 peyenmom nionsie

060/10HKOI0, KOHTPO/b FOTOBOIO 6e3nekn/ethekTUBHOCTI Ta thapmakoHarnsgy. ae

NPOJIOHrOBaHoOI fji NpPOAYKTY Ta BUMYCK Cepii: 3MiHa y KOpOTKili XapakTepucTuyj

no 80 mr, no 10 AciHo ®apma AT, nNiKapcbKoro 3acoby, TEKCTI MapKyBaHHA Ta

Tabnetok y 6nictepi; Lieliuapis; MakyBaHHS: IHCTPYKLi 415 MeAUUYHOro 3acToCyBaHHS Ha

no 3 a6o 10 AciHo dapma AT, nigcTasi perysispHO OHOB/THOBAHOIO 3BITY 3

6nicTepis B LLiBeiuapis 6e3nekun nikapcbkoro 3acoby, abo

KapTOHHilA KOpO6L JocnigpkeHb 3 6e3nekn 3acTocyBaHHsA

nNikapcbKoro 3acoby B Mic/sipeecTpaviiiHmi
nepiog, abo Ak pe3ynbTart OLiHKM 3BITY 3
[ocnigKeHb, NpoBeAeHNX BIANOBIAHO A0
nnaHy negiatpnyHux gocnigpkeHs (PIP)
(3MiHy y3rofkeHo 3 KOMMETEHTHUM
YNOBHOB&XEHVM OpraHom).
3MiHM BHECEHO B IHCTPYKLiO AN MEAUYHOTO
3acTOCyBaHHS ikapcbKkoro 3acoby Ao
po3zinis "Oco6/MBOCTI 3aCTOCYBaHHS" Ta
"Mo6iuHi peakuii" BigNOBIAHO 4O OHOBMEHOI
iHchopmaLii Woao 6e3nekn 3acTocyBaHHs
Ait0YOT PEYOBMHM 3riAHO 3 peKoOMeHaLiero
PRAC. TepmiH BBEAEHHS 3MiH - MPOTAroM 6
MicsILiB Micns 3aTBepKEHHS.

41. | AOMPNA® CyCneHsis opasibHa, TOB Ykpaina TOB "KYCYM ®APM" YkpaiHa BHECEHHS 3MiH [0 peecTpaLinHmx 3a He UA/8976/02/01
1 mr/mn, no 60 mn "TNEAPAPM Marepianis: 3miHu | Tuny - 3MiHK LWoA0 peyenmom niosnsie
a60 100 mny nTar 6e3nekn/edekTMBHOCTI Ta thapmakoHarnagy. ae
thnakoHi, no 1 3MiHa y KOpOTKili XapakTepucTuuj
th1akoHy 3 MipHOtO nikapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta
NOXKOIO Y KapPTOHHili IHCTPYKLU|i 4118 MeANYHOro 3acTOCYBaHHA Ha
ynaKkoBLi nigcTasi perynsipHO OHOB/THOBAHOIO 3BITY 3

6e3nekun nikapcbkoro 3acoby, abo
focnifmkeHb 3 6e3nekn 3acToCyBaHHs
nikapcbKoro 3acoby B nicispeecTpavyiiHmi
nepiog, abo Ak pe3ynbTaTt OLiHK/ 3BTy 3
nocnigpkeHb, NpoBeAeHuX BigNoBigHO A0
nnaHy negiatpnyHux gocnigpkers (PIP)
(3MiHy y3rofkeHO 3 KOMMETEHTHUM
YNOBHOB&XXEHNM OpraHom) - 3MiHN BHECEHO
00 IHCTPYKUiT 4151 MeAMYHOro 3acTOCyBaHHS
nikapcbKoro 3acoby Ao po3ainis
"papmMakoorivyHi BnactusocTi”,
"MpoTrnokasaHHsA", "B3aemMogis 3 iHWNMKN
nikapcbkMu 3acobamu Ta iHLWi BUau
B3aemogii", "Ocob/IMBOCTi 3aCTOCYBaHHA",
"3acTocyBaHHs y nepiog, BarirTHocTi abo
rogyBaHHs rpyaar”, "Cnocib 3actocyBaHHs
Ta go3un", "Mo6iyHi peakuii” Wwoao 6e3neku
3aCTOCYBaHHSA Ait040i pe4oBUHN
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pekna
myBaH
HS

Homep
peecmpayitiHo2o
nocsioYyeHHs1

[OMNepuaoH. - BeefieHHs1 3MiH npoTsarom 6-
TW MiCALB Nicnsa 3aTBEPIAXKEHHS. - 3MiHN |
TUny - 3MiHK Wwoao 6e3neku/ethekTUBHOCTI
Ta thapmakoHarnsagy (iHwi 3miHun) - 3MiHn
BHECEHO [0 [HCTPYKUii Ana MeguyHoro
3aCTOCYBaHHSA NikapCbKoro 3acoby A0
po3gainy "Mo6iyHi peakwyji" WoA40 BaXANBOCTI
3BiTyBaHHS Npo NobiyvHi peakuii. - BBeAeHHs
3MiH NPOTArom 6-Tn Micsuis nicns
3aTBepMKEHHSA. - SMiHM | TUNy - 3MiHK WoA0
6e3nekn/edhekTMBHOCTI Ta thapmakoHarnagy.
BHeceHHs abo 3miHa(1) 0o 3060B'A3aHb Ta
YMOB BMAaui peecTpaviliHoro noceigyeHHs,
BK/ItOYarou MNnaH ynpasniHHSA pusnkamu
(3acToCyBaHHS TEKCTY, SIKWIA NOFOKEHN 3
KOMMNETEHTHUM OpraHoMm) - 3asiBHVKOM
HafaHo OHOBMEeHWIA MnaH ynpaBniHHA
pu3snkamu Bepcia 2.0. - 3MiH1 BHECEHO A0
4acTuH:
| «3aranbHa iHdopmadis» - 1
«Cneuudikauis 3 6e3nekm» - V «3axoam 3
MiHimi3aLii pusmkiB» - VI «Pe3ome nnaHy
ynpaBAiHHA prU3nKamm»

VIl «lopatkv» (gogatkv 1-8) y 38’a3ky 3
OHOBJ/IEHHAIM iH(bOpMaLii 3 6e3nekun gjtoyol
pPeyoBMHM AOMNEPUAOHY Maneart BifnoBigHO
[0 aKkTyanbHoi pechepeHTHOI iHchopmadiii, a
TakoX y 3B'A3KY i3 3MiHOIO dhopmaty
BignosigHo o Bumor Evaluation Guidance
on the format of the risk management plan
(RMP) in the EU — in integrated format. 31
October 2018 EMA/164014/2018 Rev.2.0.1
accompanying GVP Module V Rev.2 Human
Medicines). Pe3tome MNnaHy ynpasniHHA
pu3nkamu Bepcis 2.0 fofaeTbes.

42,

JLOPUTPULIMH
®

Tabnetkn gns
PO3CMOKTYBaHHS, Mo
10 TabneTok y
6nictepi, no 1 a6o 2
6nictepu y
KapTOHHIlA KOpooLi

Megiue
dapma M'mbeX
Ta Ko. KI'

HimeuyunHa

BMPOGHMLITBO 38 MOBHUM

uukiom: Megiue
ApuHaiimiTTens MoTTep
'm6X & Ko. KT,
HimeuunHa

HimeyunHa

BHECEHHS 3MiH [0 peecTpaLinHmx
Marepianis: 3miHu | TUny - 3MiHK LWoA0

6e3nekn/edekTMBHOCTI Ta thapmakoHarnagy.

BeefeHHs abo 3MiHuU [0 y3arasibHeHNX
AaHux Npo cuctemy apmakoHariagy
(BBEAEHHSA y3araslbHEHNX AaHWX NPO
cuctemy hapmakoHarnsgy, 3amiHa
yMNOBHOBaXeHOT 0cobw, BignoBiganbHOI 3a
34iicCHeHHA hapMakoHarnaay; KOHTaKkTHOT
ocobu 3 thapmakoHarnsgy 3asBHuKa 415
3pificHeHHs hapMakoHarnsay B YkpaiHi,
AKLLO BOHA BigMiHHA Bif, yNOBHOBaXEHOI
0cobw, BigNoBiAa/IbHOI 3a 34iNCHEHHS

6e3
peyenma

UA/12066/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pekna
myBaH
HS

Homep
peecmpayitiHo2o
nocsioYyeHHs1

thapmakoHarnsgy (Bki4vatoum KOHTaKTHi
[aHi) Ta/abo 3MiHM y po3MiLLEHHI MacTep-
chaiina cuctemu chapmakoHarnagy) - 3miHa
YMOBHOB&XEHOT 0CO6Y 3asBHIIKa,
BignoBiAabHOI 3a hapmakoHarnsg. Jivova
pepakuis: Anika Staak. NponoHosaHa
pepakuis: Knayaia XeHkens / Claudia
Henkel. 3MiHa KOHTaKTHUX faHWX
YNOBHOBaXEHOT 0CO6Y 3asBHVIKa,
BiANOBIAa/IbHOI 3a thapmakoHarnsag. 3miHa
KOHTaKTHOI 0CO6U 3asiBHKA, BifnoBiAaNbHOI
3a hapmakoHarnag B Ykpaini. fitoua
pepakuis: Ap. Cepriii MnpoHeHKo.
MponoHoBaHa pepfakuis: Lanka OneHa
BonogmmupiBHa. 3MiHa KOHTaKTHUX JaHWX
KOHTaKTHOI 0CO6M 3asiBHMKA, BignoBigasbHOI
3a (papmakoHarnsg, B Ykpaini. 3miHa Homepa
mMacTep-chalina cuctemy gpapMakoHarasay

[FOKCET

Kancynm
KMLUKOBOPO34UHHI N0
60 mr; no 14 kancyn
y 6nicTepi; no 2
6nictepu B
KapTOHHI/ ynakosL,i

HOBEN INAY
MA3APJIAMA
BE CAHAI
NTA. WIPKETI

TypeuunHa

MOBHMWIA LMKN
BUPOGHULTBA,
BiZNOBiAaNbHWI 38 BUNYCK
cepii: HOBE/ INAY
CAHAI BE TIOXKAPET
A.U., TypeuunHa,
BMPOGHULITBO MPOMIXHOIO
NpoAyKTy: nenet
nynokceTuHy: Ynkap Kimis
CaHai Be TimkapeT A.LL.,
TypeyunHa

TypeuunHa

BHECEHHS 3MiH 0 peecTpavinHmx
MaTtepianis: 3miHu | TMny - 3MiHK WoOA0
6e3nekn/ethekTMBHOCTI Ta thapmakoHarnsgy.
3MiHa y KOpOTKili XapakTepucTuj
NiKapcbKoro 3acoby, TEKCTI MapKyBaHHA Ta
IHCTPYKLi 415 MeAUUYHOTo 3aCTOCYBaHHSA Ha
nigcTasi perysisipHO OHOB/THOBAHOIO 3BITY 3
6e3nekun nikapcbkoro 3acoby, abo
AocnimpkeHb 3 6e3nekn 3acTocyBaHHS
nikapcbKoro 3acoby B Mic/speecTpaviiiHmi
nepiog, abo Sk pe3ynbTart OLiHKM 3BITY 3
JocnigpKeHb, NPoBeAEeHNX BIANOBIAHO A0
nnaHy neaiatpnyHux gocnigpkeHs (PIP)
(3MiHy y3rokeHo 3 KOMMETEHTHUM
YNOBHOB&XEHNM OpraHom) - 3MiHN BHECEHO
[0 IHCTPyKUiT NS MEeAMYHOrO 3aCTOCYBaHHS
nikapcbKoro 3acoby A0 po3ainis:
"Oco6nmBocTi 3acTocyBaHHA", "Mo6iuHI
peakujii" BiANOBIAHO 4O OHOBMEHOT
iHhopmaLii Wwoao 6e3nekn 3acTocyBaHHS
L0401 peYOBMHY JiKapCbKOro 3acoby.
TepmiH BBeAleHHS 3MiH - NPOTArom 6 micauis
nicns 3aTBepaKeHHs

3a
peyenmom

He
nionsie
ae

UA/15671/01/02

QIOKCET

Kancynu
KMLUKOBOPO34UHHI N0
30 wmr, no 14 kancyn
y 6nicTepi; no 2
6nictepy B
KapTOHHIA ynakoBL,i

HOBEN INAY
MA3APJTAMA
BE CAHAI
NTA. WIPKETI

TypeyunHa

MOBHWI LK
BMPOGHMLTBA,
BiZNOBiAaNbHMIA 3a BUNYCK
cepii: HOBE/ INAY
CAHAI BE TIZ>KAPET
A.W., TypeuunHa,;
BMPOGHULITBO MPOMIXXHOIO

TypeyunHa

BHECEHHS 3MiH [0 peecTpalinHmx
MaTtepianis: 3MiHu | TUny - 3MiHK WoA0
6e3nekn/edekTMBHOCTI Ta thapmakoHarnagy.
3MiHa y KOpOTKili XapakTepucTuj
nNikapcbKoro 3acoby, TEKCTi MapKyBaHHA Ta
IHCTPYKLT ANS MeANYHOro 3acTOCYBaHHSA Ha
nigcTasi peryaspHO OHOB/IHOBAHOIO 3BITY 3

3a
peyerimom

He
nionse
ae

UA/15671/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pekna
myBaH
HS

Homep
peecmpayitiHo2o
nocsioYyeHHs1

NpoAykKTy: nenet

nynokceTuHy: Ynkap Kimis

CaHai Be TimkapeT A.LL.,
TypeyunHa

6e3nekun nikapcbkoro 3acoby, abo
pocnifmkeHb 3 6e3nekn 3acToCyBaHHs
nikapcbKoro 3acoby B nicnsapeecTpauinHuii
nepiog, abo sk pe3ynbTaTt OLiHK/ 3BTy 3
JocnigpkeHb, NpoBeAeHuX BignoBigHoO A0
nnaHy negiatpnyHux gocnigpkers (PIP)
(3MiHy y3rofkeHO 3 KOMMETEHTHUM
YNOBHOB&XXEHNM OpraHom) - 3MiHN BHECEHO
00 IHCTPYKUiT 415 MeAMYHOro 3acToCyBaHHS
nikapcbKoro 3acoby A0 po3zinis:
"Ocob6nmBocCTi 3acTocyBaHHSA", "Mo6iuHi
peakuii" BiANOBIAHO A0 OHOBMEHOI
iHchbopmaw,ii WwoAo 6e3nekn 3acTocyBaHHs
Lit040i pevyoBUHY MiKapCbKOro 3acoby.
TepmiH BBEfleHHS 3MiH - NPOTArom 6 micauis
nicns 3aTBepKeHHs

45,

EBIHOMOH-B®

PO34UH O151 iH'EKLLNA,
25 mr/mn; no 3 Mn B
amnyni; no 5 amnyn
y 6nictepi; no 1
6nictepy B nauui

MpuBatHe
akujioHepHe
TOBapUCTBO

"Nlekxim-
Xapkis"

YKpaiHa

MpuBaTHE akUioHepHe
TOBapuCTBO "J1eKXiM-
Xapkis"

YKpaiHa

BHECEHHS 3MiH [J0 peecTpaLiinHmx
marepianis: 3mMiHu | Tuny - 3MiHK LWOA0
6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsgy
(iHWi 3miHM). OHOBNEHHS TEKCTY
MapKyBaHHsS NePBUHHOT Ta BTOPUHHOI
yNakoBOK /likapCbKOro 3acoby, a came:
BU/TyYEeHHs iHhopmaLii oo BnacHuka
TOprosoi mapku; B n. IHLWE KoHkpeTn3avis
iHLLOT TeXHIYHOT iH(hopMaLlii Ta BHeCeHi
peakLiiiHi npaBkM N0 TEKCTY MapKyBaHHS
ynakoBoK. TepMiH BBEEHHS 3MiH MPOTATOM
6 MicsAUiB nic/ia 3aTBEPAKEHHS.

3a
peyenmom

UA/19439/01/01

46.

EBONA®

TabneTtku, BKPUTI
NNiBKOBOKO
060/10HKOHO; Mo 10
mr, in bulk: no 15,5
Kr TabneTok B
noslieTuNeHoBMX
naketax, BKl1afeHux
y 6apabaHu

AT "®dapmak"

YKpaiHa

TOB biothapm

MonbLa

BHECEHHS 3MiH [J0 peecTpavjiinHmx
marepianis: 3MiHu | TUny - 3MiHK 3 AKOCTI.
[oTOBWIA Nikapcbkuii 3aci6. KoHTponb
[LOMOMDKHMX pevoBMH. 3MiHa napameTpis
cneumdikauii Ta/abo AonycTUMUX MeX A1s
[0MNOMDKHOT peyoBuHU (Y pasi BigCyTHOCTI
MOHOrpadii Ha 4OMNOMDKHY peqyoBuHy y AdY,
€Bponelicbkili hapmakonei abo iHLwil
HaLjioHasnbHili hapmakonei gepxasu €C,
3MiHa BHYTPILLHLOT crneundikavii Ha
MOHorpadito HeodpiLiliHOI chapmMakonei abo
hapmakonei TpeTboi KpaiH1) NpuBefeHHs
crneundikavii Ha LONOMiXXHY peYOBUHY
Kanbujto uutpar Ao sBumor moHorpadii USP
Ta Bi4noBigHOI 3MiHW Ha3BW AOMNOMIXHOT
PEYOBUHM i3 «TpUKabLjio auumTpaT
TeTparigpar» Ha «Ka/bLito uuTpar».
3MiHn | TURY - 3MiHK 3 siKoCTi. FoTOBMIA
nikapcbkuii 3aci6. KOHTPOIb AOMNOMIXHUX
peyoBuH. 3miHa y MeTogax BUNpobyBaHHs

UA/16074/01/02
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pekna
myBaH
HS

Homep
peecmpayitiHo2o
nocsioYyeHHs1

O0MNOMDKHOT peqoBMHU (iHLLI 3MiHW Y
MeTofax BUNPo6yBaHHA (BK/IOUAKUN 3aMiHy
abo gofasaHHs)) fOAABaHHSA
anbTepHaTUBHOI BasligoBaHoi in-house
METOAVKN KOHTPOSIIO AOMOMIXKHOI PEHOBUHM
KanbLito umTpar: KinbkiCHe BU3HaYEeHHS
meTogom |0-BEPX (kpuTepiit NpUAHATHOCTI:
98,0 % - 102,0 % (Ha BUCYLLEHY OCHOBY).
3MiHu | TUny - 3MiHK 3 AKocTi. FoToBwMiA
nikapcbkuii 3aci6. KOHTPO/b OMOMIXKHMX
peyoBuWH. 3MiHa y MeTodax BUNPO6YBaHHS
[0NOMDKHOT peqoBUHN (iHLWI 3MiHW Y
MeToAax BUMPOGyBaHHS (BK/IHOHYAKOUMN 3aMiHY
abo gofaBaHHs))

[ofaBaHHA anbTepHaTMBHOI BanifgoBaHoi in-
house meToauKv KOHTPOIHO AONOMIKHOT
peyoBMHN KanbLjio LUTpaT: BU3HAYEHHS
hTopuaiB METOAOM MOTEHLOMETPUYHOTO
TUTpyBaHHSA. Kputepiii NpuAHATHOCTI He
3MiHmBes (< 0,003 %). 3miHK | TUny - 3MiHK 3
AKOCTi. FOTOBMIA Nikapcbkuii 3aci6. KoHTponb
[OMOMKHUX PEYOBUH. 3MiHa y MeToAax
BMNPOGYBaHHSA LOMOMIKHOI PEYOBUHM (iHLUi
3MiHV Y MeTogax BUNpobyBaHHsA
(BKtOYatOUM 3amMiHy abo JoAaBaHHs))
[ofaBaHHA anbTepHaTUBHOI BanigoBaHol in-
house mMeToaMKM KOHTPOSIIO JONOMIXKHOT
peyoBuHM Kanbujto uutpar: igeHTudikayisa
MeTtogom 10-BEPX.

47.

EBONJ®

TabneTkn, BKPUTI
NNiBKOBOIO
060/10HKO10; No 20
Mr in bulk: no 16,0 kr
Tabnetok B
noslieTuNeHoBMx
nakeTax, BKIafeHnx
y bapabaHu

AT "®apmak”

Ykpaina

TOB Biodhapm

MonbLa

BHECEHHS 3MiH [0 peecTpaLinHmx
Marepianis: 3mMiHu | TUMy - 3MiHK 3 AKOCTI.
[OTOBWIA Nikapcbkuii 3aci6. KoHTposb
O0MNOMDKHMX PeqyoBUH. 3MiHa napameTpis
cneuudikauii Ta/abo AoNyCTUMUX MEX A1
[0NOMDKHOT peyoBuHU (Y pasi BigCyTHOCTI
MOHorpadii Ha ONOMiXHY peyoBuHy y APY,
€Bponelicbkiin hapmakonei abo iHLLii
HaLjioHanbHili hapmakonei gepxasu €C,
3MiHa BHYTPILLHbOI cneundikauii Ha
MoHorpadito HeodoiliiHOT thapmakonei abo
hapmakonei TpeTboi KpaiHu1) NpuBeeHHS
cneuudikaLii Ha JOMOMKHY PeqyoBUHY
Kanbujto uutpar go Bumor moHorpadii USP
Ta BiANOBIAHOI 3MiHW HAa3BM AOMOMDKHOT
PEYOBUHM i3 «TPUKa/IbLiIO AnunuTpaT
TeTparigpar» Ha «KasbLilo LuTpaT».
3MiHu | TUNY - 3MiHK 3 siKoCTi. FoTOBMIA
nikapcbkuii 3aci6. KOHTPOib 4ONOMIXHUX

UA/16074/01/03
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pekna
myBaH
HS

Homep
peecmpayitiHo2o
nocsioYyeHHs1

peyoBuH. 3MiHa y MeToax BUNPOOYBaHHS
[0MOMDKHOT peYOBUHM (IHLWi 3MiHW Y
MeTofax BUNpPobyBaHHA (BK/IOUAKUMN 3aMiHy
abo gopaBaHHs)) AOAABAHHSA
anbTepHaTMBHOI BanifoBaHoi in-house

METOAMKN KOHTPOJIO AOMNOMIXHOI Pe4OBUHM
KanbLito umMTpart: KinbkiCHe BU3HaYEHHS

MeTogom I0-BEPX (kpuTepiit NpUAHATHOCTI:
98,0 % - 102,0 % (Ha BMCYLLEHY OCHOBY).
3miHu | TNy - 3MiHK 3 SKoCTi. FoToBUIA
nikapcbkuii 3aci6. KOHTPOb AONOMIXHUX

peyoBuH. 3miHa y MeTogax BunpobyBaHHs
O0MNOMDKHOT peqoBMHU (iHLWi 3MiHW Y

MeTofax BUNPo6yBaHHA (BK/IOUAKUMN 3aMiHy

abo gofasaHHs))

[0[aBaHHA anlbTepHaTMBHOI BanigoBaHoi in-
house MeToauKv KOHTPOO AONOMIXKHOT
peyoBMHN KasnbLjio LUTPaT: BU3HAUYEHHS

hTopuaiB METOAOM MOTEHLOMETPUYHOTO
TUTPYBaHHA. KpnTepiii NPUAHATHOCTI He

3MiHMBCA (< 0,003 %). 3MiHW | TUNY - 3MiHK 3

AKocTi. [oToBMIA Nnikapcbkuii 3aci6. KoHTponb
[OMOMIXXHUX PEYOBUH. 3MiHa y MeToAax

BMNPOGYBaHHA [OMOMDKHOI PEYOBUHM (iHLUI
3MiHM Yy MeTogax BUNpobyBaHHsA
(BKKOYaOUM 3aMiHy abo fofaBaHHS))

[oAaBaHHA anbTepHaTMBHOI BanifoBaHoi in-

house meToauKv KOHTPOO AONOMIKHOT
peyvoBuHY KanbLjto uuTpar: igeHTudikauis
meTogom I0-BEPX.

48.

EBONA®

TabneTku, BKpUTI
NnNiBKOBOK
060/10HKO10; MO 40
mr in bulk: no 16,0 kr
TabneTok B
nonieTuNeHoOBUX
nakeTax, BKNageHnx
y 6apabaHu

AT "dapmak”

YKpaiHa

TOB biodhapm

MonbLa

BHECEHHS 3MiH 0 peecTpaLinHmx
mMaTtepianis: 3miHu | TMNy - 3MiHK 3 AKOCTI.
["oTOBMIA NiKapcbkunii 3aci6. KoHTponb
[OOMNOMIKHMX PeqyoBUH. 3MiHa napameTpis
cneuudikauii Ta/abo AONYCTUMUX MEX A1
[OMOMDKHOT peyoBuHY (y pasi BifCYTHOCTI
MoHorpadii Ha ONOMiXHY peyoBuHYy y APY,
€Bponeiicbkiin hapmakonei abo iHLwii
HaujioHasbHIli hapmakonei gepxasu €C,
3MiHa BHYTPILIHBOI cneyudikauii Ha
MoHorpadito HeodiliiiHOT chapmakonei abo
hapmakonei TpeTbOoi KpaiHu) NpUBeAEHHS
cneuudikaLii Ha JOMOMKHY PeqyoBUHY
KanbLito umTtpaT 4o sumor moHorpacdii USP
Ta BiANOBIAHOI 3MiHN HA3BM 4OMOMIKHOT
PEYOBUHM i3 «TpUKa/IbLiIO AMuUTpaT
TeTparigpar» Ha «KanbLilo uuTpar».
3MiHn | TMNYy - 3MiHK 3 sKocTi. FoToBMI

UA/16074/01/04
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pekna
myBaH
HS

Homep
peecmpayitiHo2o
nocsioYyeHHs1

nikapcbkuii 3aci6. KOHTPO/Ib 4OMOMIXKHMX
peyoBuMH. 3MiHa y MeToAax BUNPO6YBaHHS
[0NOMDKHOT peqoBUHN (iHLWI 3MiHW Y
MeToAax BUMPOGyBaHHSA (BK/THOHYAKUMN 3aMiHY
ab0 fofaBaHHsA)) AofaBaHHA
anbTepHaTUBHOI BasligoBaHoi in-house
METOAVIKN KOHTPOSIKO AOMOMIKHOI PEHOBWHM
KanbLjto unuTpar: KifbkicHe BU3HaYEeHHs
meTogom |O-BEPX (KpuTepiii NpuitHATHOCTI:
98,0 % - 102,0 % (Ha BMCYLLEHY OCHOBY).
3MiHu | TUNYy - 3MiHK 3 siKoCTi. FoTOBMIA
nikapcbkuii 3aci6. KOHTPOb AOMOMiIXHUX
peyoBuH. 3MiHa y MeToax BUNPOOYBaHHS
[0MOMDKHOT peYOBUHM (IHLWI 3MiHW Y

MeTofax BUNPobyBaHHA (BK/IOUAKUMN 3aMiHy

abo gogaBaHHs))

[ofaBaHHA anbTepHaTUBHOI BanigoBaHol in-
house meToaMKM KOHTPOSIIO [ONOMIXKHOT
peyoBMHN KanbLio LUTpaT: BU3HAYEHHS

TopuaiB METoLOM NOTEHLiOMETPUYHOIO
TUTPYBaHHA. KpnTepiii NPUAHATHOCTI He

3MiHMBCS (< 0,003 %). 3miHu | TUny - 3miHK 3

sKoCTi. FoTOBWMIA Nikapcbkuii 3aci6. KoHTponb
[0MNOMDKHMX PeqyoBUH. 3MiHa y MeTofAax

BMNPOGYBaHHSA LOMOMDKHOI PEUYOBUHM (iHLUi
3MiHU Y MeToAax BUNPoGyBaHHSA
(BKtOYatoum 3amiHy abo foaaBaHHs))

[0[aBaHHA anlbTepHaTMBHOI BanigoBaHoi in-

house MeToauKv KOHTPOO AONOMIXKHOT
peyosuHM Kanbujto uuTpar: igeHTudikauisa
meTogom 10-BEPX.

49.

EBONA®

TabneTku, BKPUTI
nNiBKOBOIO
060/10HKOI0; N0 5 Mr,
in bulk: no 15,5 kr
Tabnetok B
nonieTuIeHoBMX
nakeTax, BKl1afeHnx
y 6apabaHu

AT "®dapmak”

YKpaiHa

TOB biothapm

MonbLa

BHECEHHS 3MiH [J0 peecTpaLiinHmx
marepianis: 3MiHu | TUny - 3MiHM 3 AKOCTI.
["oTOBWIA Nikapcbkuii 3aci6. KoHTponb
[LOMOMDKHUX pevoBUH. 3MiHa napameTpis
cneumdikauii Ta/abo AonNycTUMMUX Mex Ans
[OMOMDKHOT peyoBuHY (Y pasi BiACYTHOCTI
MOHoOrpadii Ha 4OMOMDKHY peqyoBuHy y Y,
€Bponelicbkili hapmakonei abo iHLwiln
HaujioHanbHili hapmakonei gepxasu €C,
3MiHa BHYTPILLHLOI crneundikaLii Ha
MOHOrpadito HeodpiLiliHOI thapmMakonei abo
thapmakonei TpeTbOoi KpaiHu) NpMBeAEeHHS
crneundikavii Ha LONOMiXXHY peYOBUHY
Kanbujto uutpar Ao sumor moHorpacii USP
Ta BiANOBIAHOT 3MiHN Ha3BM AOMOMIKHOT
PEYOBUHM i3 «TpUKanbLjilo auumTpaT
TeTparigpar» Ha «Ka/bLito uuTpar».

UA/16074/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pekna
myBaH
HS

Homep
peecmpayitiHo2o
nocsioYyeHHs1

3miHu | TNy - 3MiHKW 3 SKoCTi. FoToBUIA
nikapcbkuii 3aci6. KOHTPOb AOMNOMIXHUX
peyoBuH. 3miHa y MeTogax BunpobyBaHHs
O0MNOMDKHOT peqoBMHU (iHLWi 3MiHW Y
MeTofax BUNPo6yBaHHA (BK/IOUAKUN 3aMiHy
abo gofasaHHs)) fOAABaHHSA
anbTepHaTUBHOI BasligoBaHoi in-house

METOAVKN KOHTPOSIIO AOMOMIXKHOI PEHOBUHM
KanbLito umTpart: KinbkiCHe BU3HaYEeHHS

meTogom |0-BEPX (kpuTepiit NpUAHATHOCTI:

98,0 % - 102,0 % (Ha BUCYLLEHY OCHOBY).
3MiHu | TUny - 3MiHK 3 AKocTi. FoToBwMiA
nikapcbkuii 3aci6. KOHTPOb OMOMIXKHMX
peyoBWH. 3MiHa y MeToAax BUNPO6YBaHHS
[0NOMDKHOT peqoBUHN (iHLWI 3MiHW Y

MeToAax BUMPOGyBaHHS (BK/IHOHYAKUMN 3aMiHY

abo gofaBaHHs))

[ofaBaHHA anbTepHaTMBHOI BanifgoBaHoi in-
house meToauKv KOHTPOIO AONOMIKHOT
peyoBMHN KanbLjio LUTpaT: BU3HAYEHHS

hTopuaiB METOAOM MOTEHLOMETPUYHOIO
TUTpyBaHHSA. Kputepiii NpUAHATHOCTI He

3MiHmBes (< 0,003 %). 3miHK | TUny - 3MiHK 3

AKoCTi. FOTOBMIA Nikapcbkuii 3aci6. KoHTponb
[OMOMKHUX PEYOBUH. 3MiHa y MeToAax

BMNPOGYBaHHA AOMOMIKHOI PEUOBUHM (iHLUi
3MiHV Y MeTogax BUNpobyBaHHsA
(BKtOYatouM 3amiHy abo JoAaBaHHs))

[ofaBaHHA anbTepHaTUBHOI BanigoBaHol in-

house meToaMKM KOHTPOSIIO JONOMIXKHOT
peyoBuHM KanbLjto uutpart: igeHTudikayisa
MeTtogom 10-BEPX.

50.

EBONJ®

TabneTtkn, BKPUTI
N1iBKOBOIO
060/10HKOI0, N0 5 Mr;
no 10 TabneTtok y
6nicTepi; no 3 abo 6
6nictepiB y nauui

AT "®apmak”

YkpaiHa

AT "®apmak”,
Ykpaina
(BUPOBHMLTBO 3
nakyBaHHs in bulk cipmm-
BMpo6HuKa TOB Biodhapm,
Monbla)

YkpaiHa

BHECEHHS 3MiH [0 peecTpaLinHmx
Marepianis: 3mMiHu | TUMy - 3MiHK 3 AKOCTI.
[OTOBWMIA Nikapcbkuii 3aci6. KoHTposb
O0MNOMDKHMX PeqyoBUH. 3MiHa napameTpis
cneuudikauii Ta/abo AoNyCTUMUX MEX A1
[0MNOMDKHOT peyoBuHU (Y pasi BigCyTHOCTI
MOHorpadii Ha ONOMiXHY peyoBuHy y APY,
€Bponelicbkiin hapmakonei abo iHLLii
HaLjioHasnbHili hapmakonei gepxasu €C,
3MiHa BHYTPILLHbOI cneuudikauii Ha
MoHorpadito HeodoiljiiHOT thapmakonei abo
hapmakonei TpeTboi KpaiHu1) NpuBeeHHS
cneuudikaLii Ha JOMOMKHY PeqyoBUHY
Kanbujto uutpar go Bumor moHorpadii USP
Ta BiANOBIAHOI 3MiHW Ha3BM AOMOMDKHOT
PEYOBUHM i3 «TPUKa/IbLIKO AnunUTpaT

3a
peyermom

UA/16075/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pekna
myBaH
HS

Homep
peecmpayitiHo2o
nocsioYyeHHs1

TeTparifpar» Ha «KaslbLjilo LuTpaT».
3MiHu | TUNY - 3MiHK 3 siKoCTi. FoTOBMIA
nikapcbkuii 3aci6. KOHTPonb AOMOMiIXHUX
peyoBuH. 3MiHa y MeToax BUNPOOYBaHHS
[,0MOMDKHOT peYOBUHM (IHLWI 3MiHW Y
MeTofax BUNpPobyBaHHA (BK/IOUAKUMN 3aMiHy
abo gopaBaHHs)) AOAABAHHSA
anbTepHaTMBHOI BanifoBaHoi in-house
METOAMKN KOHTPOJIO AOMNOMIXHOI Pe4OBUHM
KanbLito umMTpart: KifbkiCHe BU3HaYEHHS
MeTogom |0-BEPX (kpuTepiit NpUAHATHOCTI:
98,0 % - 102,0 % (Ha BMCYLLEHY OCHOBY).
3miHu | TNy - 3MiHKW 3 SKoCTi. FoToBUIA
nikapcbkuii 3aci6. KOHTPOb AOMNOMIXHUX
peyoBuH. 3miHa y MeTogax BunpobyBaHHs
O0MNOMDKHOT peqoBMHU (iHLLI 3MiHW Y
MeTofax BUNPo6yBaHHA (BK/IOUAKUMN 3aMiHy
abo gofasaHHs))

[0[aBaHHA anlbTepHaTMBHOI BanigoBaHoi in-
house MeToauKv KOHTPOO AONOMIXKHOT
peyoBMHN KanbLjio LUTpaT: BU3HAYEHHS
hTopuaiB METOAOM MOTEHLOMETPUYHOTO
TUTPYBaHHA. KpnTepiii NPUAHATHOCTI He
3MiHMBCA (< 0,003 %). 3MiHW | TUNY - 3MiHK 3
AKocTi. [oTOBMIA Nikapcbkuii 3aci6. KoHTponb
[OOMOMIXXHUX PEYOBUH. 3MiHa Y MeToAax
BMNPOGYBaHHA JOMOMDKHOI PEYOBUHM (iHLUI
3MiHM Yy MeTogax BUNpobyBaHHsA
(BKKOYaOUM 3aMiHy abo fofaBaHHS))
[ofaBaHHA anbTepHaTMBHOI BanifoBaHoi in-
house meToauKv KOHTPOHO AONOMIKHOT
peyvoBuHY KanbLjto uuTpar: igeHTudikauis
meTtogom I0-BEPX.

51.

EBONA®

TabneTku, BKpUTI
nNiBKOBOIO
060n0Hkoto, No 10
mr; no 10 TabneTok
y 6nictepi; no 3 abo
6 6nicTepis y nauyj

AT "dapmak”

YKpaiHa

AT "®apmak”,
YkpaiHa
(BMPOGHMLTBO 3
nakyBaHHs in bulk cipmm-
BUpo6HMKa TOB Biothapm,
Monba)

YKpaiHa

BHECEHHS 3MiH 0 peecTpaLinHmx
MaTtepianis: 3miHu | TMNy - 3MiHU 3 AKOCTI.
["oTOBMIA NiKapcbkunii 3aci6. KoHTposnb
[OOMNOMDKHMX PeqyoBUH. 3MiHa napameTpis
cneuudikauii Ta/abo AONYCTUMUX MEX A1
[OMOMDKHOT peyoBuHY (y pasi BifCYTHOCTI
MoHorpadii Ha ONOMiXHY peyoBuHYy y LY,
€Bponeiicbkiin hapmakonei abo iHLLii
HaujioHasbHIli hapmakonei gepxasu €C,
3MiHa BHYTPILIHBOI cneyudikauii Ha
MoHorpadito HeodiLiiiHOT chapmakonei abo
thapmakonei TpeTbOoi KpaiHu) NpMBeAEHHS
cneuudikaLii Ha JOMOMKHY PeqyoBUHY
KanbLuito umTtpaT 4o sumor moHorpacdii USP
Ta BiANOBIAHOI 3MiHW HA3BM AOMOMIKHOT

3a
peyenmom

UA/16075/01/02
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pekna
myBaH
HS

Homep
peecmpayitiHo2o
nocsioYyeHHs1

PEYOBUHM i3 «TPUKa/IbLIO AMuUTpaT
TeTparigpar» Ha «KanbLilo uuTpar».
3MiHu | TUny - 3MiHK 3 AKocTi. FoToBwMiA
nikapcbkuii 3aci6. KOHTPOIb OMOMIXKHMX
peyoBuWH. 3MiHa y MeToAax BUNPO6YBaHHS
[0NOMDKHOT peqoBUHN (iHLWI 3MiHW Y
MeToAax BUMPO6yBaHHSA (BK/IHOHYAKOUMN 3aMiHY
ab0o fofaBaHHA)) AofaBaHHA
anbTepHaTUBHOI BasligoBaHoi in-house
METOAVIKN KOHTPOSIKO AOMOMIKHOI PEHOBWHM
KanbLjto unuTpart: KinbkicHe BU3HaYEHHs
meTogom |O-BEPX (KpuTepiii NpUiHATHOCTI:
98,0 % - 102,0 % (Ha BMCYLLEHY OCHOBY).
3MiHu | TUNYy - 3MiHK 3 siKoCTi. FoTOBMIA
nikapcbkuii 3aci6. KOHTPONb AOMOMiIXHUX
peyoBuH. 3MiHa y MeToax BUNPOOYBaHHS
[,0MOMDKHOT peYOBUHM (IHLWi 3MiHW Y
MeTofax BUNpobyBaHHA (BK/IOUAKUMN 3aMiHy
abo gogaBaHHs))

[ofaBaHHA anbTepHaTUBHOI BanigoBaHol in-
house meToaMKM KOHTPOSIIO JONOMIXKHOT
peyoBMHN KanbLio LUTpaT: BU3HAYEHHS
TopuaiB METoLOM NOTEHLOMETPUYHOrO
TUTPYBaHHA. KpnTepiii NPUAHATHOCTI He
3MiHMBCS (< 0,003 %). 3miHu | TUny - 3miHK 3
sKoCTi. FoTOBWMIA Nikapcbkuii 3aci6. KoHTponb
[0MNOMDKHMX PeqyoBUH. 3MiHa y MeTofAax
BMNPOGYBaHHSA LOMOMDKHOI PEYOBUHM (iHLUi
3MiHU Y MeToAax BUNPoGyBaHHA
(BKtOYatoun 3amiHy abo fofaBaHHs))
[0[aBaHHA anlbTepHATMBHOI BanifoBaHoi in-
house MeToauKv KOHTPOO AONOMIXKHOT
peyosBuHM Kanbujto uuTpar: igeHTudikadisa
meTogom 10-BEPX.

52.

EBONA®

TabneTku, BKPUTI
nNiBKOBOIO
o6onoHkoto, no 20
Mmr; no 10 TabneTok
y 6nicTepi; no 3 abo
6 6nicTepis y nauyi

AT "®dapmak”

YKpaiHa

AT "®apmak”,
YkpaiHa
(BMPOGHMLTBO 3
nakysaHHs in bulk cipmu-
BMpo6Huka TOB Biodapm,
MonbLya)

YKpaiHa

BHECEHHS 3MiH [J0 peecTpaLiinHmx
marepianis: 3MiHu | TUny - 3MiHK 3 AKOCTI.
["oTOBWIA Nikapcbkuii 3aci6. KoHTponb
[LOMOMDKHUX pevoBUH. 3MiHa napameTpis
cneumdikauii Ta/abo gonycTUMmX mMex ans
[OMOMDKHOT peyoBuHY (Y pasi BiACYTHOCTI
MOHorpadii Ha 4OMNOMDKHY peqyoBuHy y Y,
€Bponelicbkili hapmakonei abo iHLwWwiln
HaujioHasnbHili hapmakonei gepxasu €C,
3MiHa BHYTPILLHLOI crneundikaLii Ha
MOHOrpadito HeodpiLiliHOI thapmMakonei abo
thapmakonei TpeTbOoi KpaiHu) NpMBeAEeHHS
crneundikavii Ha LONOMXXHY peYOBUHY
Kasbujto uutpar go sumor moHorpadii USP

3a
peyenmom

UA/16075/01/03
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pekna
myBaH
HS

Homep
peecmpayitiHo2o
nocsioYyeHHs1

Ta BiAMNOBIAHOT 3MiHN Ha3BM AOMOMIKHOT
PEYOBUHM i3 «TpUKanbLjilo auumTpaT
TeTparigpar» Ha «KanbLito uuTpar».

3miHu | TNy - 3MiHK 3 SKoCTi. FoTOBUIA
nikapcbkuii 3aci6. KOHTPOb AOMNOMIXHUX
peyoBuH. 3miHa y MeTogax BunpobyBaHHs
O0MNOMDKHOT peqoBMHU (iHLWi 3MiHW Y
MeTofax BUNPo6yBaHHA (BK/IOYAKUN 3aMiHy
abo gofasaHHs)) fOAABaHHSA
anbTepHaTUBHOI BasligoBaHoi in-house

METOAVKN KOHTPOSIIO AOMOMIXKHOI PEHOBUHM
KanbLito umTpart: KinbkiCHe BU3HaYEeHHS

meTogom |0-BEPX (kpuTepiit NpUAHATHOCTI:

98,0 % - 102,0 % (Ha BUCYLLEHY OCHOBY).

3MiHu | TUny - 3MiHK 3 AKocTi. FoToBwMiA
nikapcbkuii 3aci6. KOHTPOb AOMOMIXKHMX
peyoBuMH. 3MiHa y MeToAax BUNPO6YBaHHS
[0NOMDKHOT peqoBUHN (iHLWI 3MiHW Y

MeToAax BUMPOGyBaHHS (BK/IHOHYAKOUMN 3aMiHy

abo gofaBaHHs))

[ofaBaHHA anbTepHaTMBHOI BanifoBaHoi in-
house meToaukv KOHTPOHO AONOMIKHOT
peyoBMHN KanbLito LUTpaT: BU3HAYEHHS
hTopuaiB METOAOM MOTEHLOMETPUYHOIO
TUTpyBaHHSA. Kputepiii NpUAHATHOCTI He

3MiHmBes (< 0,003 %). 3miHn | TUny - 3MiHK 3

AKocTi. FoTOBMIA Nikapcbkuii 3aci6. KoHTponb
[OMOMKHUX PEYOBUH. 3MiHa y MeToAax

BMNPOGYBaHHA LOMOMIKHOI PEUOBUHM (iHLUi
3MiHV Y MeTogax BUNpobyBaHHsA
(BKtOYatouM 3amiHy abo JoAaBaHHs))

[ofaBaHHA anbTepHaTUBHOI BanigoBaHol in-
house meToaMKM KOHTPOSIIO [ONOMIXKHOT

peyoBuHM Kanbujto uutpar: igeHTudikayisa

MeTtogom 10-BEPX.

53.

EBONJ®

TabneTkn, BKPUTI
NNiBKOBOIO
060/10HKO10, No 40
mr; no 10 TabneTok
y 6nicTepi; no 3 abo
6 6nicTepiB y nayui

AT "®apmak”

YkpaiHa

AT "®apmak”,
Ykpaina
(BUPOBHMLTBO 3
nakyBaHHs in bulk cipmm-
BMpo6HuKa TOB Biodhapm,
Monbla)

YkpaiHa

BHECEHHS 3MiH [0 peecTpaLinHmx
Marepianis: 3mMiHu | TUMy - 3MiHK 3 AKOCTI.
[OTOBWIA Nikapcbkuii 3aci6. KoHTposb
O0MNOMDKHMX PeqyoBUH. 3MiHa napameTpis
cneuudikauii Ta/abo AoNyCTUMUX MEX A1
[0NOMDKHOT peyoBuHU (Y pasi BigCyTHOCTI
MOHorpadii Ha ONOMiXHY peyoBuHy y APY,
€Bponelicbkiin hapmakonei abo iHLLii
HaLjioHanbHili hapmakonei gepxasu €C,
3MiHa BHYTPILLHbOI cneundikauii Ha
MoHorpadito HeodoiliiiHOT thapmakonei abo
hapmakonei TpeTboi KpaiHu1) NpuBeeHHS
cneumdikaLii Ha JOMOMKHY Pe4yOBUHY

3a
peyermom

UA/16075/01/04
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pekna
myBaH
HS

Homep
peecmpayitiHo2o
nocsioYyeHHs1

Kanbujto uutpat go Bumor moHorpadii USP
Ta BiANOBIAHOI 3MiHW Ha3BM 4OMOMDKHOT
PEYOBUHM i3 «TPUKa/IbLIO AnunuTpaT
TeTparigpar» Ha «KaslbLjilo LMTpaT».
3MiHu | TUNY - 3MiHK 3 siKoCTi. FoTOBMIA
nikapcbkuii 3aci6. KOHTPONb AOMOMiIXHUX
peyoBuH. 3MiHa y MeToax BUNPOOYBaHHS
[,0MOMDKHOT peYOBUHM (IHLWI 3MiHW Y
MeTofax BUNpPobyBaHHA (BK/IOUAKUMN 3aMiHy
abo gopaBaHHs)) AOAABAHHSA
anbTepHaTMBHOI BanifoBaHoi in-house
METOAMKN KOHTPOJIIO AOMNOMIXHOI Pe4OBUHM
KanbLito umMTpart: KinbkiCHe BU3HaYEHHS
mMeTogom |0-BEPX (kpuTepiit NpUAHATHOCTI:
98,0 % - 102,0 % (Ha BMCYLLEHY OCHOBY).
3miHu | TNy - 3MiHKW 3 SKoCTi. FoToBUIA
nikapcbkuii 3aci6. KOHTPOb AOMNOMIXHUX
peyoBuH. 3miHa y MeTogax BunpobyBaHHs
O0MNOMDKHOT peqoBMHU (iHLLI 3MiHW Y
MeTofax BUNPo6yBaHHA (BK/IOUAKUN 3aMiHy
abo gofasaHHs))

[0[aBaHHA anlbTepHATMBHOI BanigoBaHoi in-
house MeToauKv KOHTPOO AONOMIXKHOT
peyoBMHN KanbLjio LUTPaT: BU3HAYEHHS
hTopuAiB METOAOM MOTEHLOMETPUYHOIO
TUTPYBaHHA. KpnTepiii NPUAHATHOCTI He
3MiHMBCA (< 0,003 %). 3MiHW | TUNY - 3MiHK 3
AKocTi. [oToBMIA Nikapcbkuii 3aci6. KoHTponb
[OMOMIXXHUX PEYOBUH. 3MiHa y MeToAax
BMNPOGYBaHHA JOMOMDKHOI PEYOBUHM (iHLUi
3MiHM Yy MeTogax BUNpobyBaHHsA
(BKKOYaOUM 3aMiHy abo fofaBaHHS))
[ofaBaHHA anbTepHaTMBHOI BanifgoBaHoi in-
house meToauKv KOHTPOO AONOMIKHOT
peyvoBuHY KanbLjto uuTpar: igeHTudikauis
meTtogom I0-BEPX.

54,

ENEBIT®
MPOHATA/b

TabneTku, BKpUTI
N/1iBKOBOIO
060/10HKOI0; Mo 10
Tabnetok y 6nictepi;
no 3 a6o 10
6nictepiB y
KapTOHHI kopo6Lyj;
no 20 TabneTok y
6nictepi; no 5
6nictepiB y
KapTOHHIlA KOpooLi

Baiiep
KoHcbromep
Kep Al

LLiseiiuapis

[OpaxeHochapm AnoTtekep
Mownb MM6X

HimeuunHa

BHECEHHS 3MiH 0 peecTpaLinHmx
MaTtepianis: 3miHu | TMNy - 3MiHU 3 AKOCTI.
CeprtucpikaT BignosigHocTi/l E-cepTudikart

BiANOBIAHOCTI EBpoNechbkili
thapmakonei/MoHorpadii. MogaHHsA HOBOroO
abo oHoBNeHoro ceptudiikaTa BignNOBIAHOCTI
abo BUNyYeHHs cepTudikaTta BifgMnoBigHOCTI
€Bponeiicbkili hapmakonei: ans A®l; ons
BMXifHOro Marepiany/peareHTy/npomMiKHOro
NPOAYKTY, WO BUKOPUCTOBYHOTLCS Y
BUPOGHMUTBI A®I; AN1a AONOMDKHOT
peyoBUHM (cepTudiikaTt BifMoBIgHOCTI

6e3
peyenma

UA/9996/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pekna
myBaH
HS

Homep
peecmpayitiHo2o
nocsioYyeHHs1

€Bponelicbkinn dhapmakonei) - OHOBMEHWIA
cepTuqikaT Bif yxe 3aTBepKeHoro
BMPO6GHUKA - MNoJaHHSA OHOBIEHOTO
cepTudikaTa BiANOBIAHOCTI EBPONECHKIi
hapmakonei CEP 2002-253 - Rev 01 ans
A®| kanbLiil (y BUrIsAj kanbLiio ackopbary
AvrigpaTy Bif BXe 3aTBepAKEeHOro
BUPOGHMKA AKWI 3MIHUB HaliMeHyBaHHS 3
DSM NUTRITIONAL PRODUCTS INC, USA
Ha DSM NUTRITIONAL PRODUCTS LLC,
USA.

55.

EHBPEN®

PO3YNH A5 iH'EKLINA,
50 mr/mn; 4
nonepegHLo
HamnoBHEHI LNpuLM
no 0,5 mn (25 mr)
a6o no 1 mn (50 mr),
abo 4 nonepefHbO
HaroBHEHI PyYKM Mo
1 mn (50 mr), 4
TammnoHu 3i CNMPTOM
y NN1acTUKoBOMY
KOHTEliHepi;
NAacTUKOBUIA
KOHTEliHep y
KapTOHHIlA KOpooLi

Mdparizep
Eiy.Ci.Mi.
KopnopeiiLuH

CLWA

KOHTPO/b AKOCTI
nikapcbkoro 3acoby B
nonepesHbLO HaNOBHEHMX
wnpuuax: Mdarizep
IpneHp ®apmaceyTukasc,
IpnaHgis; BMpo6HMLTBO
nikapcbkoro 3acoby B
nonepefHbLO HanoOBHEHWX
LUNPYLUAX, KOHTPO/b AKOCTI
nikapcbkoro 3acoby B
nonepefHbLO HanoOBHEHWX
Lnpruax, kpim Tecty
"BioaHani3 anonTosy";
CKnafaHHs | TeCTyBaHHs
nonepefHbLO HaNOBHEHMX
PYYOK; MapKyBaHHS,
BTOPWHHE MaKyBaHHS,
BMNYCK Cepii roTOBOro
nikapcbKoro 3acoby:
Mdpaiizep
MeHtohekuypuHr Benbris
HB, Benbris

Ipnangis/
Beneris

BHECEHHS 3MiH [0 peecTpaLinHmx
Marepianis: 3miHu | Tuny - 3MiHK LWoA0
6e3nekn/edekTMBHOCTI Ta thapmakoHarnagy.
3MiHa y KOpOTKili XapakTepucTuj
nNiKapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta
IHCTPYKLUT 4118 MeANYHOro 3acTOCYBaHHA Ha
nigcTasi perysspHO OHOB/IOBAHOIO 3BITY 3
6e3nekun nikapcbkoro 3acoby, abo
pocnifmkeHb 3 6e3nekn 3acToCyBaHHs
nikapcbKoro 3acoby B nicispeecTpavyiiHmi
nepiog, abo Sk pe3ynbTaTt OLUiHK/ 3BTy 3
nocnigpkeHb, NpoBeAeHWX BigNoBigHO A0
nnaHy negiatpnyHux gocnigpkers (PIP)
(3MiHy y3rofkeHO 3 KOMMETEHTHUM
YNOBHOB&XXEHUM OpraHoM) -3MiHV BHECEHO
B IHCTPYKL,iIO 4719 MeANYHOro 3acToCyBaHHS
nikapcbkoro 3acoby Ao po3ainy "Mo6iyHi
peaxuii” BignoBigHO 40 OHOB/EHOT
iHchbopmaw,ii WwoAo 6e3nekn 3acTocyBaHHsS
L0401 peYOBMHM 3riAHO 3 peKoMeHaLier
PRAC. BBeieHHS 3MiH NpOTAroMm 9 Micsauis
nicns 3aTBepmKeHHs - 3MiHN | Tuny - 3MiHK
oo 6e3nekn/edpekTNBHOCTI Ta
hapmakoHarnsagy (iHwi 3MiHu) - 3MiHK
BHECEHO B iHCTPYKLitO AN MEANYHOrO
3aCTOCyBaHHS /iKapcbKoro 3acoby Ao
po3ainy "Cnoci6 3acTtocyBaHHA Ta f03u"
(oHOBNEHHSA nigpo3ainy "HCTpyKuji Wwoao
BMKOPWCTaHHS nonepeaHb0 HanoBHEHOT
py4kv An1s BBeAeHHS npenapaTty EH6pen®").
BBefeHHs 3mMiH npoTarom 9 micAuis nicns
3aTBep/MKXeHHSs - 3MiHu |l Tuny - 3MiHK WoAao
6e3nekn/edhekTMBHOCTI Ta thapmakoHarnagy.
3MiHa y KOpOTKili XapakTepucTuj
nikapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta
IHCTPYKLU|i 4118 MeANYHOro 3acTOCYBaHHA Ha
nigcTasi peryaspHO OHOB/IHOBAHOIO 3BITY 3

3a
peyenmom

He
niosnsie
ae

UA/16786/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pekna
myBaH
HS

Homep
peecmpayitiHo2o
nocsioYyeHHs1

6e3nekun nikapcbkoro 3acoby, abo
pocnifmkeHb 3 6e3nekn 3acToCyBaHHs
nikapcbKoro 3acoby B nicnsapeecTpauinHuii
nepiog, abo sk pe3ynbTaTt OLiHK/ 3BTy 3
JocnigpkeHb, NpoBeAeHuX BignoBigHoO A0
nnaHy negiatpnyHux gocnigpkers (PIP)
(3miHa noTpebye nogasbLIOoro
06r'pyHTYBaHHS HOBUMU A,0LATKOB/MMU
[aHvMK) - 3MiHW BHECEHO B IHCTPYKLto ANs
MeAMYHOro 3acTOCYBaHHSA NiKapCbKOro
3acoby Ao po3giny "Mo6iyHi peakuii™ woao
6e3nekn 3acTocyBaHHs NiKapCbKoro 3acooy.
BBefeHHs1 3mMiH npoTarom 9 micAuis nicns
3aTBEPAKEHHSA
3MiHn Il TUny - 3MiHK Woao0

6e3nekn/edhekTUBHOCTI Ta hapmMakoHarnsgy.

3MiHM Y KOPOTKiil XapakTepucTuLi
NiKapcbKoro 3acoby, TEKCTI MapKyBaHHA Ta
IHCTPYKUIi 419 MEANYHOIO 3aCTOCYBaHHSA y
3B'A3KY i3 HOBMMM JaHUMU 3 AKOCTI,
OOKAIHIYHUMU, KNIHIYHUMW JaHuMK Ta
OaHnMu 3 hapmMakoHarisay - 3MiHu
BHECEHO B iHCTPYKLit0 4151 MEAUYHOrO
3aCTOCYBaHHSA NikapCbKoro 3acoby A0
po3giny "®apmakonorivyHi BractmBocTi" Ta
pefaryBaHHs po3ginis "lMokasaHHs",
"Oco6/1MBOCTI 3aCTOCYBaHHSA",
"3acTocyBaHHs y nepiog, BaritTHocTi abo
rogyBaHHs rpyaar”, "Cnocié 3actocyBaHHs
Ta gosu", "Mo6iuHi peakuji”. BBeAeHHS 3MiH
npoTArom 9 micsAiB nicns 3aTBepLKEHHS
3MiHu Il TUnNy - 3MiHK Woao

6e3nekn/ethekTUBHOCTI Ta thapmakoHarnsgy.

3MiHM Y KOPOTKili XapakTepucTuyj
nikapcbKoro 3acoby, TEeKCTi MapKyBaHHA Ta
IHCTPYKLiT AN19 Me4MYHOro 3aCTOCYBaHHA Y
3B’SA3KY i3 HOBUMM AaHVMU 3 SKOCTI,
LOKNIHIYHUMMW, KNIHIYHUMW JaHUMK Ta
JaHvMu 3 chapmakoHarnsgy

56.

EPIAE3®

TabneTtku, Wo
[AnCnepryTbes y
POTOBIli NOPOXXHWHI,
no 5 mr; no 10
Tabnetok y 6nictepi;
no 1 6nictepy y
nauui

MpAT
"®apmaueBTun
YyHa dhipma
"fapHuua”

YKpaiHa

BUPOGHMLITBO rOTOBOrO
NpoAyKTY, NepBUHHE Ta
BTOPWHHE NaKyBaHHS,
KOHTPO/Ib cepii, BUMyCK
cepii):
IDKEHE®APM C.A.,
Ipeuis;
BMPOGHMLITBO rOTOBOIO
NPOAYKTY, NEPBUHHE Ta

Ipeuis

BHECEHHS 3MiH 0 peecTpaLinHmx
MaTepianis: BUNPaB/I€HO TEXHIYHY NOMUJIKY
B IHCTPYKLi 415 MEANYHOTO 3acTOCyBaHHSA
nikapcbKoro 3acoby y po3ginax "Bupo6Huk",

"MicLe3HaxomKeHHs BUPOGHYMKa Ta iioro
ajipeca MicLa NpoBaXeHHS AisnbHOCTI", a
came y3ro[pkeHo iHhopmaL,ito 3aTBEPAKEHY
Hakazom MO3 Big 13.12.2024 p. Ne 2085 y
BIANOBIAHICTb 10 YNHHOIO PeECcTpaLinHoOro

6e3
peyenma

UA/18434/01/01




Hasga

Popma sUMYCKY

3asiBHUK

61

n/n

JliKapcbKo20
3acoby

(nikapcbka ¢hopma,
ynakosKa)

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pekna
myBaH
HS

Homep
peecmpayitiHo2o
nocsioYyeHHs1

57.

EYTUPOKC

TabneTkn no 25 MKr

BTOPWHHE MaKyBaHHA,
KOHTPO/Ib Cepil, BUNYyCK
cepii:
dapmanac C.A., peuis

NOCBIAYEHHS.

58.

EYTUPOKC

no 25 Tabnetok y
6nictepi; no 2 abo
no 4 6nictepu B

KapTOHHIA KopoobLi

KraA

Mepk Xenckea

HimeyunHa

Mepk Xenckea KraA

HimeyunHa

BHECEHHS 3MiH [0 peecTpaLinHmx
Marepianis: 3miHu | Tuny - 3MiHK LWoA0

BeefeHHs abo 3MiHU [0 y3arasibHeHNX
AaHux Npo cuctemy apmakoHariagy
(BBEAEHHSA y3araslbHEHNX AaHWX NPO
cuctemy chapmakoHarnsgy, 3amiHa
yMNOBHOBaXeHOT 0cobw, BignoBiganbHOI 3a
34iicCHeHHA hapMakoHarnaay; KOHTaKkTHOT
ocobu 3 thapmakoHarnsgy 3asBHVKa 415
3piicHeHHs hapMakoHarnsay B YkpaiHi,
AKLLO BOHA BigMiHHA Bif, yNOBHOBaXeEHOI
ocobw, BigNoBiAa/IbHOI 3a 34iCHEHHS
thapmakoHarnsgy (Bko4vatouy KOHTaKTHi
[aHi) Ta/abo 3MiHV Y po3MiLLEeHHI MacTep-
thaiina cuctemu chapmakoHarnsgy) - 3miHa
YMOBHOB&XEHOT 0C06Y 3asBHYIKA,
BignoBiganbHOI 3a hapMakoHarnsg.
[itoua pegakuis: Dr. Sabine Hackel.
[MponoHoBaHa pegakuis: Dr. Elke Sylvester.

6e3nekn/edekTMBHOCTI Ta thapmakoHarnagy.

3a
peyermom

UA/8388/01/01

59.

EYTUPOKC

Tabnetku no 50 mMkr
no 25 TabneTtok y
6nicTepi; no 2 abo
no 4 6nictepu B
KapTOHHI KopoobLi

TabneTkn no 75 MKr

Mepk Xenckea
KraA

HimeuyunHa

HimeuyunHa

Mepk Xenckea Klr'aA

HimeyunHa

BHECEHHS 3MiH [J0 peecTpaLjiinHmx
mMarepianis: 3mMiHu | TUny - 3MiHK LWOA0
6e3nekn/edheKTUBHOCTI Ta hapMakoHarnsgy.
BBegeHHs ab0 3MiHU A0 y3arasibHeHNX
AaHvx Npo cuctemy hapmakoHarnsgy
(BBEAEHHSA y3araslbHEHNX AaHWX NPO
cuctemy hapmakoHarnsgy, 3amiHa
YNOBHOBAXEHOT 0CO6MU, BifnoBiganbHOI 3a
3AiiCHeHHA hapMakoHarnAgy; KOHTaKkTHOT
0cobu 3 chapmakoHarnagy 3asBHuka 4ns
3fiicHeHHs hapmakoHarnsgy B YkpaiHi,
AKLL0 BOHA BigMiHHA Bif, YNOBHOBaXEHOI
0oco6u, BiANOBIAa/IbHOI 3a 3A4iACHEHHS
thapmakoHarnsgy (BKIo4vaoum KOHTaKTHi
[AaHi) Ta/abo 3MiHM y po3MiLLEeHHi MacTep-
thaiina cuctemu chapmakoHarnsgy) - 3miHa
YMOBHOB&XEHOT 0CO6Y 3asBHYIKa,
BiANnoBigasIbHOT 3a hapMakoHarnsg.
[itova pegaxkuis: Dr. Sabine Hackel.
MponoHoBaHa pegakuisi: Dr. Elke Sylvester.

3a
peyenmom

UA/8388/01/02

no 25 TabneTtok y

Mepk Xenckea
KraA

6nicTepi; no 2 abo

Mepk Xenckea Kl'aA

HimeyunHa

BHECEHHS 3MiH [J0 peecTpavinHmx
mMarepianis: 3MiHu | TUMy - 3MiHK LWOAO

6e3nekn/edpeKTMBHOCTI Ta thapmakoHarisgy.

3a
peyenmom

UA/8388/01/03




n/n

Hasga

Popma sUMYCKY

3asiBHUK

Kpaina
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JliKapcbKo20
3acoby

(nikapcbka ¢hopma,
ynakosKa)
no 4 6nictepu B

3asiBHUKa

Bupo6HuK

KpaiHa

BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pekna
myBaH
HS

Homep
peecmpayitiHo2o

60.

EYTUPOKC

KapTOHHIlA KopooLi

Tabnetkn no 100 mkr

Mepk Xenckea

HimeuyunHa

BBefeHHS a0 3MiHM [0 y3arasibHEHNX
JaHyx Npo cucTemy chapmakoHarnagy
(BBEAEHHS y3araslbHEHNX AaHWX NPO
cucTemy chapmakoHarnsgy, 3miHa

0cobu 3 thapmakoHarnsgy 3assHuka Ans
3pificHeHHs hapMakoHarnsay B YkpaiHi,
AKLLLO BOHA BigMiHHA Bif, yNOBHOBaXeHOT
oco6w, BignoBiga/IbHOI 3a 34iCHEHHSI
thapmakoHarnagy (BK1ovaoUun KOHTaKTHI
[AaHi) Ta/abo 3MiHV y po3MiLLeHHi MacTep-

YNOBHOB&XXEHOT 0CO6U 3aABHMKA,
Bi4NoBigasIbHOI 3a hapMakoHarnsg.
[itoua pegakuis: Dr. Sabine Hackel.

[MponoHoBaHa pepnakuis: Dr. Elke Sylvester.

yMNOBHOBaXXeHOT 0co6M, BigNoBifabHOT 3a
3AiicCHeHHA hapMakoHarnaay; KOHTaKkTHOT

thaiina cuctemun chapmakoHarnsgy) - 3miHa

nocsBi0YeHHs

61.

EYTUPOKC

no 25 Tabnetok y
6nictepi; no 2 abo
no 4 6nictepu B

KapTOHHIA KopoobLi

Tabnetkn no 125 mkr

KraA

Mepk Xenckea

HimeuyunHa

Mepk Xenckea KraA

HimeyunHa

BHECEHHS 3MiH [0 peecTpaLinHmx
Marepianis: 3miHu | TUny - 3MiHK LWoA0

BeeaeHHs abo 3MiHU [0 y3arasibHEHNX
AaHux nNpo cuctemy apmakoHarnagy
(BBEAEHHSA y3araslbHEHNX AaHWX NPO
cuctemy chapmakoHarnsgy, 3amiHa
yMNOBHOBaXeHOT 0cobw, BignoBiganbHOI 3a
34iiCHeHHA hapMakoHarnaay; KOHTaKkTHOT
ocobu 3 thapmakoHarnsgy 3asBHVKa 415
3pificHeHHs hapMakoHarnsay B YkpaiHi,
AKLLO BOHA BigMiHHA Bif, yNOBHOBaXEHOI
ocobw, BigNoBiAa/IbHOI 3a 34iCHEHHS
thapmakoHarnsgy (Bk4vatouy KOHTaKTHi
[AaHi) Ta/abo 3MiHV Y pO3MiLLEeHHI MacTep-
thaiina cuctemu chapmakoHarnsgy) - 3miHa
YMOBHOB&XEHOT 0CO6Y 3asBHYIKa,

BignoBiganbHOI 3a hapMakoHarnsg.
[itoua pegakuis: Dr. Sabine Hackel.
[MponoHoBaHa pegakuis: Dr. Elke Sylvester.

6e3nekn/edekTMBHOCTI Ta thapmakoHarnagy.

3a
peyernmom

UA/8388/01/04

no 25 TabneTtok y
6nicTepi; no 2 abo
no 4 6nictepu B

KapTOHHI KopoobLi

KlraA

Mepk Xenckea Klr'aA

Himeyunna

BHECEHHS 3MiH [J0 peecTpavjiinHmx
mMarepianis: 3mMiHu | TURy - 3MiHK LWOA0
6e3nekn/edheKTUBHOCTI Ta hapMakoHarnsgy.
BBegeHHs ab0o 3MiHU A0 y3arasibHeHNX
AaHvx Npo cuctemy hapmakoHarnsgy
(BBEAEHHSA y3araslbHEHVX AaHWX NPO
cuctemy hapmakoHarnsgy, 3amiHa
YNOBHOBAXEHOT 0CO6MU, BifnoBiganbHOI 3a
3AiiCHeHHA hapMakoHarAgy; KOHTaKkTHOT
0cobu 3 chapmakoHarnsagy 3asBHuka 4ns

3a
peyenmom

3fificHeHHs hapmakoHarnsay B YkpaiHi,

UA/8388/01/05




Hasga

3asiBHUK

63

n/n

JliKapcbKo20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakosKa)

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pekna
myBaH
HS

Homep
peecmpayitiHo2o
nocsioYyeHHs1

62.

EYTUPOKC

AKLLLO BOHA BigMiHHA Bif, yNOBHOBaXeHOT
oco6u, BiANOBIAa/IbHOI 3a 34iACHEHHS
thapmakoHarnsgy (BKIovaoym KOHTaKTHi
[AaHi) Ta/abo 3MiHM y po3MiLLEeHHi MacTep-
thaiina cuctemu chapmakoHarnsgy) - 3miHa
YNOBHOBaXEHOT 0CO6Y 3asBHVIKa,
BiANOBIAa/IbHOI 3@ hapmakoHarnsag.
[itova pegakuis: Dr. Sabine Hackel.
MponoHoBaHa pepakuis: Dr. Elke Sylvester.

63.

EBPODACT

Tabnetku no 150 mkr
no 25 tabneTtok y
6nictepi; no 2 abo
no 4 6nictepu B

KapTOHHIlA KOpooLi

Mepk Xenckea
KraA

HimeuunHa

Mepk Xenckea KlraA

HimeuunHa

BHECEHHS 3MiH 0 peecTpaLinHmx
MaTtepianis: 3miHu | TMny - 3MiHK WoA0

6e3nekn/ethekTMBHOCTI Ta thapmakoHarnsgy.

BeepgeHHs ab0 3MiHM A0 y3arasibHeHNX
JaHux Npo cuctemy hapmakoHarnagy
(BBEAEHHSA y3araslbHEHUX AaHKX NPO
cucTemy chapmakoHarnsgy, 3miHa
YNOBHOB&XEHOI 0CO6M, BiAnNoBigaNbHOI 3a
3[ificHEHHs hapMakoHarnsaay; KOHTaKTHOI
0cobu 3 thapmakoHarnsgy 3asBHuka Ans
3[ificHEHHs1 hapMakoHarnsay B YkpaiHi,
AKLLLO BOHA BigMiHHA Bif, yNOBHOBaXXeHOT
oco6w, BignoBigabHOI 3a 34iACHEHHS]
hapmakoHarnagy (BK1ovatoUum KOHTaKTHI
[AaHi) Ta/abo 3MiHV y po3MiLLeHHi MmacTep-
thaiina cuctemu chapmakoHarnsgy) - 3miHa
YNOBHOB&XEHOT 0CO6U 3aABHMKA,
BigNoBigasIbHOI 3a hapMakoHarnsg.
[itoua pegakuis: Dr. Sabine Hackel.
MponoHoBaHa peaakuis: Dr. Elke Sylvester.

3a
peyenmom

UA/8388/01/06

nntoc

renb; no 50 ry Ty6i
anoMiHieBiid; mo 1
Ty6i y nayuj

ToBapucTBO 3
06MexeHo
BignoBigasbHI
CTt0 "KOoHapk
IHTENIME"

Ykpaina

MPAT "XIMOPAPM3ABO/[

"UEPBOHA 3IPKA"

Ykpaina

BHECEHHS 3MiH 40 peecTpalinHmx
MaTtepianis: 3miHu | TUny - 3MiHK WoA0
6e3nekun/edekTBHOCTI Ta hapMakoHariagy
(IHLWi 3MiHK).
3MiHM BHECEHO B TEKCT MapKyBaHHA Ha
BTOPWHHII ynakoBLi nikapcbkoro 3acoby y
nyHkrax 2, 3, 8, 9, 11, 12,13, 17 ta Ha
NepBUHHIN yNakoBL, y NyHkTax 4, 6.
BBefeHHs 3MiH NpOTAroM 6-Tu MicALiB nicas
3aTBEPAKEHHSA. 3MiHM | TRy -
AJMiHICTpaTVBHI 3MiHW. 3MiHa
HaliMeHyBaHHs Ta/abo agpecy Micus
NPOBaKEHHS AiS/IbHOCTI
BMPOGHMKa/iMnopTepa roToBoro Jlikapcbkoro
3acoby, BKIYaum AinbHULI BUNYyCcKy cepii
abo Micue NpPoBeAEHHS1 KOHTPOJHO SIKOCTI.
(BisanbHICTb, 3a Ky Bignosigae
BMPOGHUK/iIMNOPTEp, BK/IKOYAOUN BUMYCK
cepii)- 3mMiHa Ha3BM BMPOGHUKa MN3. 3MiHn

6e3
peyenma

nionsie
ae

UA/19045/01/01
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Ne Hassa ®dopma BUnycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKA Bionycky MyBaH | peecmpayiliHo2o
3acoby ynakoska) Hs nocsioYyeHHs1
BHECEHO B iHCTPYKLit0 4151 MELUYHOIO
3acTocyBaHHA NiKapcbKoro 3acoby y po3ain
"BMpo6HMK" 3 BIANOBIAHUMK 3MiHAMU B
TEKCTi MapKyBaHHS yNakoBoK. BBefeHHs
3MiH NPOTArom 6-Tu MicaLiB nicns
3aTBEPAKEHHSA
64. | SIAAAP MOPOLLIOK ANt AAP ®APMA O6'egHaHi 3eiicc Papmac’ioTikenc IHais BHECEHHS 3MiH 0 peecTpaLinHmx 3a He UA/17349/01/01
pO34uHy aons $3-111C Apabebki MeT. N14. MaTtepianis: 3miHu | TMny - 3MiHK WoA0 peyenmom nionsie
iH ekuii no 1000 mr Emipatu 6e3nekn/edekTMBHOCTI Ta thapmakoHarnagy. ae
no 1 a6o no 10 3MiHa y KOpOTKili XapakTepucTuuj
oNakoHIB 3 NiKapcbKoro 3acoby, TEKCTI MapKyBaHHA Ta
MOPOLLKOM Y IHCTPYKLi 415 MeAUUYHOro 3aCTOCYBaHHSA Ha
KapTOHHIA Kopoo6Li nigcTasi perysiSipHO OHOB/THOBAHOIO 3BITY 3
6e3nekun nikapcbkoro 3acoby, abo
AocnimpkeHb 3 6e3neky 3acTocyBaHHS
nikapcbKoro 3acoby B Mic/speecTpaviiiHmi
nepiog, abo Sk pe3ynbTaTt OLiHKM 3BITY 3
JocnigpKeHb, NPoBeAEeHNX BIANOBIAHO A0
nnaHy neaiaTpnyHux gocnigpkeHs (PIP)
(3MiHy y3rokeHo 3 KOMMETEHTHUM
YNOBHOB&XEHNM OpraHom) - 3MiHN BHECEHO
B IHCTPYKL,i0 415 MEeANYHOro 3aCTOCyBaHHSA
nikapcbKoro 3acoby Ao po3zinis
"Oco6nmBoCTi 3acTocyBaHHA" Ta "MoGiYHI
peakujii" BiANOBIAHO 4O OHOBMEHOT
iHhopmaLii Wwoao 6e3nekn 3acTocyBaHHS
Lit040T PEYOBMHN 3rigHO 3 peKoMeHAaLieto
PRAC
65. | 30KAPAIC® TabneTtku, BKPUTI MeHapiHi Jokcembypr Bupo6bHuyTBo in bulk, ITania/ BHECEHHS 3MiH [J0 peecTpavjiinHmx 3a UA/6736/01/01
nnwoc 30/12,5 NiBKOBOO IHTepHeLwoHan KiHLEBE NaKyBaHHS, HimeuunHa mMarepianis: 3MiHu | TURy - 3MiHK LWOAO peyenmom
o060n0Hkoto; no 14 OnepeiiloHc BUMYCK cepiii: A. MeHapiHi 6e3nekn/edheKTUBHOCTI Ta hapMakoHarnsgy.
TabneTtok y 6nictepi; TNokcembypr MaHydakTypiHr JloricTikc 3MiHa YacToTy Ta/abo TepMmiHiB NogaHHsA
no 1 a6o 2 6nictepu C.A. eHp Cepsicec C.p.J1.,

Y KapTOHHiIli kopobui

ITanis; KoHTponb cepiii:
A. MeHapiHi
MaHydhakTypiHr JloricTikc
eHg Cepsicec C.p.J1.,
ITanis; Jomne
thapmaueyTiui C.n.A.,
ITanis; Bupo6bHuUTBO in
bulk, kiHueBe nakyBaHHS,
KOHTPO/1b Ta BUMYCK Cepili:
MeHapiHi-®oH XeligeH
mM6X, HimeuunHa

perynisipHoO OHOBJ/TOBAHMX 3BITIB 3 6e3neku
nikapcbkunx 3acobiB. 3MiHa yacToTn Ta
TepMiHy NofaHHsA perynsapHO OHOBJ/IIOBAHOIO
3BiTYy 3 6e3nekun (PO3B) nikapcbkoro 3acooy:
[itova pepakuia: Yactota nogaHHa PO3B6 -
13 pokiB; KiHLeBa gata AN15 BKIYEHHS
AaHux go PO3b - 03.03.2025 p.; aata
nogaHHa PO36 - 01.06.2025 p.
MponoHoBaHa pegakuis: Yactota nogaHHs
PO3B - 7 pokis; KiHueBa gata anis
BK/IOYEHHSA AaHunx o PO3B - 03.05.2024 p.;
pata nogaHHsa PO3b6 - 01.08.2024 p.
PekomeH[0BaHO [0 3aTBEPIKEHHSA
BiAMNOBIAHO 40 NEPIOANYHOCTI NOSAHHSA
perynsipHO OHOBJ/TOBaHMX 3BITIB 3 6e3neku
nikapcbkrx 3acobiB y €Bponencbkomy
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Ne Hassa ®dopma BUnycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKA Bionycky MyBaH | peecmpayiliHo2o
3acoby ynakoska) Hs nocsioYyeHHs1
Cotosi.
66. | 30/10PT® TabneTku, BKPUTI Biatpic CLA BUPOGHMLTBO, NePBUHHE ITania/ BHECEHHS 3MiH [J0 peecTpaLiinHmx 3a He UA/7475/01/01
NiBKOBOO CnewenTi Ta BTOPUHHE NakKyBaHHS, HimeuunHa marepianis: 3miHu | Tuny - AaMiHiCTpaTuBHI peyenmom nionse
o6onoHkoto, no 50 nnc KOHTPO/b SKOCTI, BUMYCK 3MiHW. 3MiHa HalimeHyBaHHs Ta/abo agpecu ae
Mr; no 14 TabneTok cepit: MicUsi NPOBaMKEHHS AiSi/IbHOCTI
y 6nicTepi; no 2 Xaynt ®apma JlaTtiHa BMpPO6HUKa/iMnopTepa roToBOro Nikapcbkoro
6nictepu y C.p.n., Itanis; 3ac00y, BKOYAKUN [iNTbHUL BUMYCKY cepil
KapTOHHIA ynakoBL,i abo Mmicue NpoBefieHHs KOHTPOSO SAKOCTI.
BVMPOGHWLTBO, NEPBUHHE (aisnbHIiCTb, 3a AKy Bignosigae
Ta BTOPVHHE NakyBaHHS, BUPOGHMK/iIMNOPTEP, BK/IOYAKOUN BUMYCK
KOHTPO/b SIKOCTi, BUMYCK cepiif). 3miHa iHAeKcy B aapeci BUPO6HUKa
cepii: BIANOBIA&/IbHOrO 3a BUPOGHMLTBO,
Mdcparizep nepBUHHE Ta BTOPVHHE NakyBaHHS,
MeHogeKUypUHr KOHTPO/Ib SAKOCTI, BUMNYCK cepil. 6e3 3MiHu
[onuneng MmoéxX, MiCLit 3HAXOMKEHHS. 3MiHN BHECEHO B
Himeyunna IHCTPYKLi0 AN MeANYHOTO 3aCTOCYBaHHS
nikapcbKoro 3acoby ans BUpobHMKa
Mdpaiizep MeHodekuypuHr JonuneHg MioX
y po3gin "Micue3HaxomKeHHs BUPOOHMKa Ta
ajpeca Micus NpoBaKeHHs oro
AisnbHOCTI" 3 BigNOBIAHUMM 3MiHAMMW B
TEKCTi MapKyBaHHs1 ynakoBoK. TepMiH
BBEJEHHs 3MiH npoTarom 12 micsuis nicns
3aTBEPKEHHS.
67. | 30/10PT® TabneTku, BKpUTI Biatpic CLIA BVMPOGHULTBO, NEPBUHHE ITania/ BHECEHHS 3MiH [0 peecTpavinHmx 3a He UA/7475/01/01
nNiBKOBOIO CnewenTi Ta BTOPVHHE NakKyBaHHS, HimeuunHa mMaTtepianis: 3miHu | TMNy - 3MiHK 3 AKOCTI. peyenmom nionsie
o060n0oHkoto, no 50 nnc KOHTPO/b SKOCTi, BUMYCK ["oTOBMIA Nikapcbkuii 3aci6. Onuc Ta cknag, ae
Mr; no 14 tabnetok cepii: Xaynt ®apma 3miHa abo fofaBaHHS LITaMnMiB, NOTOBLLEHb
y 6nicTepi; no 2 Narina C.p.n., ITanis; abo iHWNX MapKyBaHb, YKIoUYalouy 3amiHy
6nictepn y BVMPOGHWLTBO, NEPBUHHE abo gopgasaHHA hapb Ana MapKyBaHHSA
KapTOHHIA ynakoBL,i Ta BTOPUHHE NakKyBaHHS, nikapcbKoro 3aco6y (3MiHa Wwramnis,
KOHTPO/b SIKOCTi, BUMYCK NOTOBLLEHb ab0 IHLWMX MapKyBaHb) 3MiHa
cepii: MNdpaizep TUCHEHHSI Ha TabneTkax, BKpUTUX NIiBKOBOKO
MeHodek4ypuHr 06010HKOI0 i3 «Pfizer» Ha «VLE», 3
Loiunena MméX, BiANOBIAHMMM 3MiHaMKN B po3Ain «Onuc»
HimeuunHa MKS$ N13. 3MiHV BHECEHO B iHCTPYKLitO0 4115
MeAMYHOro 3acTOCyBaHHA NikapCbKoro
3acoby y po3gain «Jlikapcbka hopmar»
(OCHOBHI hi3nko-XiMi4Hi BNaCTUBOCTI).
BBefeHHs 3MiH npoTarom 12-tn micsuis
nicnsa 3aTBepKEHHS.
68. | IMYCTAT TabneTkn, BKPUTI MpAT Ykpaina MpAT "dapmayeBTuyHa YkpaiHa BHECEHHS 3MiH 40 peecTpauiiHnX 6e3 He UA/9052/01/02
o060n0Hkoto, no 100 "®apmaueBTu hipma "OapHuus” mMaTtepianis: 3MiHu | TUNY - 3MiHU 3 AKOCTI. peyenma niosnsie
mr, no 10 TabneTok YHa hipma [oToBWIA Nikapcbknii 3aci6. Cuctema ae
Y KOHTYpHIiA "NapHuus” KOHTelHep/3akynoptoBasibHWI 3aci6. 3MiHa
YapyHKOBIl PO3Mipy YNakoBKu roTOBOrO NiKapCbKoro

ynakosui; no 1, no 2
a60 Mo 4 KOHTYpHI

3ac06y (3MiHa KiNbKOCTi 0OAUHULIb
(Hanpuknag TabeTok, amnyn ToLo) B
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Ne Hassa ®dopma BUnycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKA Bionycky MyBaH | peecmpayiliHo2o
3acoby ynakoska) Hs nocsioYyeHHs1
YapyHKOBI YNakoBKN ynakoBLi:) - 3miHa no3sa AianaszoHom
y nauuj 3aTBEpPKEHMX PO3MIpIB YNakoBKW. 3MiHU
BHECEHO B po3/ia "YnakoBka" B IHCTPYKLitO
719 MeANYHOro 3acTOCYBaHHSA y 3B'A3KY 3i
3MiHOIO PO3MIpY YNakoBKW 3 BigNoBigHUMUN
3MiHamMM LLOA0 TEKCTY MapKyBaHHS YNakoBKM
nikapcbKkoro 3acoby. BBegeHHs 3MiH
NPOTArom 6-TM MiCALIB Nic/a 3aTBepAKEHHS
69. | IMYCTAT TabneTkn, BKPUTI MpAT Ykpaina MpAT "dapmaveBTuyHa YkpaiHa BHECEHHS 3MiH 40 peecTpaliiHnX 6e3 He UA/9052/01/01
o6onoHkoto, no 50 "®apmaueBTu ipma "OapHuus” Marepianis: 3mMiHu | TUMy - 3MiHK 3 AKOCTI. peyenma nionsi2
Mmr o 10 TabneTok y YyHa chipma FoTOBWIA Nnikapcbkmii 3aci6. Cuctema ae
KOHTYPHIi "AapHnus” KOHTeliHep/3akynopoBasibHWin 3aci6. 3miHa
YapyHKOBIl pO3Mipy ynakoBK/ rOTOBOTO JlikapCbKoro
ynakosLi; no 1 3aco0by (3MiHa KinbKocTi 0AUHULb
KOHTYpHili (Hanpuknag, TabneTok, amnyn TOLOo) B
YapyHKOBIli ynakoBLj ynakoBLi:) - 3miHa no3sa AianaszoHoMm
y nauuj 3aTBEPKEHMX PO3MIPIB YNakoBKW. 3MiHU
BHECEHO B po3Zi/a "YnakoBka" B iIHCTPYKLitO
AN9 MeANYHOro 3acTOCyBaHHS Yy 3B'A3KY 3i
3MiHOIO PO3MIpY YNakoBKW 3 BigNoBigHUMUN
3MiHamMu LOA0 TEKCTY MapKyBaHHS YMakoBKM
nikapcbKoro 3acoby. BBegeHHs 3MiH
NPOTArom 6-TM MiCALIB Nic/A 3aTBePAKEHHS
70. | IHOPAHPUKC cycneHsis (DTPa- nakcoCmiTKn Benvka "nakcoCmiTKNsiiH Benbris BHECEHHS 3MiH 40 peecTpauiiHnX 3a UA/16235/01/01
FEKCA HBV-IPV) ans SiH EkcnopT BpuTaHis Bionogxikans C.A. matepianis: 3MiHu Il TUNY - 3MiHKX 3 AKOCTI. peyenmom
KOMBIHOBAH iH’exuiii no 0,5 mn (1 NimiTen [OTOBWMIA Nikapcbkuii 3aci6. KoHTposb
A BAKUMHA [o3a) Ta niodpinisar roTOBOrO JliKapcbKoro 3acoby. 3miHa y
ansa (Hib); 1 nonepeaHbO MeToAax BUNPOOyBaHHS rOTOBOrO
MPO®PINAKTUK | HanoBHeHWit nikapcbKoro 3acoby (cyTTeBa 3miHa y
N ANDTEPII, 0/iHOpPa30Buii 6ionoriyHoMy/iMyHONOrYHOMY/iMyHOXIMIYHO
MNPABLSA, wnpuy, (no 0,5 mn (1 My MeToAi BUnpobyBaHHs abo meTogi, ¥
KALUTHOKY [03a)) Y KOMMNEeKTi 3 SIKOMY BUKOPUCTOBYETLCS Gi0NOrNiYHNIA
(ALENONAPH [ABOMa rofikamu Ta peareHT, abo ix 3amiHa, abo 6ionoriyHoro
17 hnakoH 3 npenapary NopiBHAHHA (CTaHAapTHOro
KOMMOHEHT), niocpinizatom (Hib) npenapary), Lo He 3a3HayeHui y
FENATUTY B, ansa 1l gosu, wo 3aTBEPMAXEHOMY NPOTOKONI). 3MiHa MeTogiB

noniomienity
TA
3AXBOPIOBAH
b,
36YAHUNKOM
AKX €
HAEMOPHILUS
INFLUENZAE
TNy B

3MiLLyOTbCA nepes
BUKOPUCTaHHAM; ABi
rO/KK, Wnpuy, Ta
dhnakoH repMeTUyHO
3anakoBaHi y
N1acTUKOBUIA
KOHTeliHep; no 1 abo
no 10 nnacTukoBmnx
KOHTEliHepiB y
KapTOHHI Kopobui 3
MapKyBaHHSAM
YKpPaiHCbKOK MOBOIO;

ileHTnikaujii roToBOro NpoaykTy, a came —
3amiHa meTofy iMmyHoaudysii Ta
iMyHodbepmeHTHOro aHanisy (ELISA) Ha
iMyHOXpomaTorpadito MeTogoM Gi4HOro
notoky (Lateral Flow Test). BHeceHHs
pefakuinHmx NnpaBokK Ao po3ginis 3.2.5.4.2,
3.2.P.5.1, 3.2.P.5.3. TepMmiH BBeZieHHA 3MiH -
IV kBapTan 2025.
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Ne Hassa ®dopma BUnycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKA Bionycky MyBaH | peecmpayiliHo2o
3acoby ynakoska) Hs nocsioYyeHHs1
1 nonepeAHbLO
HanoBHeHW
0HOPAa30BMWi
wnpwuy, (no 0,5 mn (1
[03a)) Y KOMMEeKTi 3
[BOMa rosikamu Ta
chnakoH 3
niocpinizatom (Hib)
ansa 1l nosu, Wwo
3MiLyOTbCA Nepes,
BUKOPUCTaHHAM; ABi
rofiku, Wnpuy, Ta
dhnakoH repMeTUyHO
3anakoBaHi y
nnacTukoBuii
KOHTeliHep; no 1 abo
no 10 nnacTukoBmnx
KOHTelHepiB y
KapTOHHI Kopobui 3
MapKyBaHHAM
aHrNikCbKO MOBOID
3i CTpUKEpPOM
YKpPaiHCLKOH MOBOK
71. | KANEHAYNN Masb, Mo 251 B TOB "AKNMN YkpaiHa TOB "AKNM YkpaiHa BHECEHHS 3MiH A0 peecTpavliiHnX 6e3 UA/3042/02/01
MA3b Ty6i; no 1 Ty6i B "®apmaueBTu "®apmaueBTUYHa Marepianis: 3miHu | Tuny - 3MiHK LWoA0 peyenma
nauui YHa habpuka" habpuka” 6e3nekun/edekTBHOCTI Ta hapMakoHariagy
(IHLWi 3MiHW) - OHOB/IEHHS TEKCTY
MapKyBaHHA NepBUHHOT Ta BTOPUHHOT
ynakoBOK fikapcbKoro 3acoby, a came:
BWUIyYEHO iHhopMaLlito, 3a3HaueHy
POCIiCbKOI0 MOBOIO; YTOYHEHO iHChopMmaL,ito
LL0A0 NoroTuny BUPOOGHUKa. TepMiH
BBE/EHHS 3MiH MPOTAroM 6 Micauis nicns
3aTBEPKEHHS.
72. | KANbAlYM® Kancynm 3AT YropwmHa 3AT dapmaueBTUYHMIA YropwmHa BHECEHHS 3MiH [J0 peecTpaLjiinHmx 3a UA/6741/01/01
MPOJIOHroBaHoI fji dapmaueBTNy 3asopg ElIC marepianis: 3miHu | Tuny: 3MiHK 3 SKOCTI. peyenmom
no 600 mr; no 50 HWi 3aBOf, [oTOBWIA Nikapcbkuii 3aci6. KoHTponb
a60 100 kancyn y ErC [LOMOMDKHMX pevOBUH. 3MiHa napameTpis

donakoHi; no 1

donakoHy y
KapTOHHI nayu,i

cneumdikauii Ta/abo gonycTUMMX Mex Ans
O0NOMDKHOT PEYOBUHU (iHLLI 3MiHK) -
BHECEHHS 3MiH A0 crneundikaLii LONOMiKHOT
peyoBuHM Dimeticone, a came BUTy4YeHHS
nokasHuKiB «lyCThHa» Ta «B’A3KicTb», 3MiHa
MexX cneuudikavii Ana nokasHuka pH Big,
«3.0-6.0» A0 «3.0-5.0». 3miHu B
aHasTiTMYHUX MeToamKkax. 3MiHu Il Tuny:
3MiHu 3 sikocTi. FoTOBWMIA Nikapcbkuii 3aci6.
KOHTPO/Ib AONOMIDKHMX PEYOBUH. 3MiHa
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Ne Hassa ®dopma BUnycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKA Bionycky MyBaH | peecmpayiliHo2o
3acoby ynakoska) Hs nocsioYyeHHs1
napameTpiB cneuwudikauii Ta/abo

[OMYyCTUMUX MeX A5 [ONOMDKHOT PeHOBUHU
(3MiHa 3HaxoauUTLCA No3a 3aTBePLKEHUMU
LONYyCTUMMMU MexXamu cneuudikauin) -
3MiHa 3aTBepMKEHNX MeX cneuudikauii ans
TecTy «CynbhaTHa 30n1a» B cneumdikawii
XenaTuHOBWX Karcy/n Big BUPOOHMKa
ROXLOR. 3MiHu | TUnNy: 3MiHW 3 AKOCTI.
[oTOBWIA NiKapcbkuii 3aci6. KoHTpob
[OOMNOMDKHMX PeqyoBUH. 3MiHa napameTpis
cneuudikauii Ta/abo AONYCTUMUX MEX A5
[0MOMDKHOT peYOBUHM (AONOBHEHHSA abo
3amiHa (3a BUHATKOM NiKapCbKNX 3acobiB
6ionoriyHoro Ta iMyHONOrivYHOro
NOXOPKEHHS) NapameTpa cneumdikaLii 3
BiAMNOBIAHUM METOA0M BMNPOGYBaHHA 3a
pesynbTatamu gocnifpkeHb 3 6e3neku abo
SKOCTI) — 3MiHa BUMOTr cneuudikauii 3a
nokasHnkoM «MikpobiosioriyHa uicToTa» B
cneuudikauii Kancyn xxenaTMHOBUX Bif,
BMpo6HMKa ROXLOR. 3minu | Tuny: 3MiHu 3
AKocTi. [oToBMIA Nnikapcbkuii 3aci6. KoHTponb
[OMOMIXXHUX PEYOBUH. 3MiHa y MeToAax
BMNPOGYBaHHA [OMOMDKHOI PEYOBUHM (iHLUI
3MiHM Yy MeTogax BUNpobyBaHHsA
(BKIrOYaouM 3amiHy abo JoaaBaHHs))

— 3MiHW B TecTi «lgeHTudikauis» ans
Karncynm xenaTtuHoBoi Bifi BUPOOHMKa
ROXLOR. 3MiHu | TUnNy: 3MiHW 3 AKOCTI.
[oTOBWIA NiKapcbkuii 3aci6. KoHTpob
[OOMNOMDKHMX PeqyoBUH. 3MiHa napameTpis
cneuudikauii Ta/abo AoNyCTUMUX MEX A5
[0NOMDKHOT peqoBUHN (iHLWI 3MiHW) — 3MiHW B
n.3.2.P.4.1.Cneuudikauisi y 38'A3ky 3
3a3HayYeHHAM 6inbLL TOYHOTO
chopMytoBaHHSA LLOAO KOMbOPY KPULLIEYKU
Ta Koprnycy Kancynu, B cneyudikauii ans
Karncynm xenaTtuHoBOI Bif, BUPOBGHMKa
CAPSUGEL. 3MiHu | TUny: 3MiHK 3 AKOCTI.
[oTOBWIA Nikapcbkuii 3aci6. KoHTposnb
[OMOMDKHUX pevoBUH. 3MiHa napameTpis
cneumdikauii Ta/abo foNycCTUMUX MEX ANS
[OOMOMDKHOT pe4OBUHM (iHLLi 3MiHW) - 3MiHW B

TecTi «lgeHTudikalis» ansa kancynm

XenatuHoBoi Big BupobHuka CAPSUGEL.
3miHu |l TMRy: 3miHK 3 sikocTi. FoToBWMIA

nikapcbkuii 3aci6. KOHTPOb AOMNOMIXHUX

peyoBWH. 3MiHa NapameTpiB cneuudikauii




69

n/n

Hassa
JliKapcbKo20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pekna
myBaH
HS

Homep
peecmpayitiHo2o
nocsioYyeHHs1

Ta/abo JoMyCTUMUX MeX A/1s
[0MNOMDKHOT peYOBMHM (3MiHA 3HAXOAMTbCA
no3sa 3aTBEPMKEHNMU AONYCTUMUMMU
Mexamu cneumdikauiin) - 3miHa
3aTBEPAXEHNX MeX cneuundikauil ons Tecty
«CynbgaTHa 30M1a» 415 Kancysimn
enaTnHoBoi Bif Bupo6Huka CAPSUGEL.
3MiHu | TMNY: 3MiHK 3 AKkocTi. FoToBWMIA
nikapcbkuii 3aci6. KOHTPonb AOMOMiIXHUX
peyoBuH. 3MiHa NnapameTpiB cneuudikauiii
Ta/abo fonycTUMUX MeX A1
[OMNOMDKHOT peYOBUHY (BU/TYYEHHS 3i
cneumdikauii He3Ha4YHOro NokasHuka
(Hanpuknag, 3acTapinoro nokasHuka)) -
BUyYEHHA 3i cneumdikaLii kancynu
)XenaTnHoBoi Bif BMpo6Hmka ROXLOR
He3Ha4yHOro nokasHuka «Badxki meTann»
3rigHo Bumor HactaHosu ICH Q3D.
3MmiHu | TMRY: 3MiHK 3 AKkocTi. FoToBWMIA
nikapcbkuii 3aci6. KOHTPOb AOMNOMIXHUX
peyoBWH. 3MiHa NapameTpiB cneyudikawii
Ta/abo foMyCTUMUX MeX A718 OMOMKHOT
peyoBUHM (BUYYEHHS 3i cneumdikauii
He3HayHOro nokasHuka (Hanpvknag,
3aCcTapifioro NoKasHuka))

- BUNYYeHHs 3i cneyudikauii kancyu
XenartnHosoi Bif Bupo6Huka CAPSUGEL
He3HauHOro nokasHvka «Bavkki meTann»
3rigHo Bumor Hactanosu ICH Q3D.

73.

KANEUNTABIH
KPKA

TabneTkn, BKPUTI
NNiBKOBOIO
060/10HKO10, No 150
mr; no 10 TabneTok
y 6nicTepi; no 3, 6
ab6o 12 6nicTepis B
KapTOHHI Kopobui

KPKA, a.4.,
HoBo mecTo

CnoBeHisa

BiANOBIAaIbHMI 3a
BMPO6HMLTBO “in bulk",
NepBUHHY YNakoBKy,
BTOPUHHY YMakKoBKY:
IHTac ®apmacbloThKan3
Nimitep, IHAis;

BignoBigabHWi 3a
KOHTPO/b cepil (a1
i3nKo-ximiyHOro
TECTyBaHHS):
€ypodiHc AHaniTvkan
Cepsicec YropwwHa K.,
YropwuHa;

BiANOBIAaIbHMI 3a
KOHTpOsb cepii (ans
Mikpo6iosnoriyHoro
TECTYBaHHS):

IHgis/
YropwwmHa/
CnoseHis

BHECEHHS 3MiH [0 peecTpaLinHmx
marepianis: 3miHu | TUNY - AAMiHICTpPaTWBHI
3MiHW. 3MiHa HaliMeHyBaHHs Ta/abo aapecu

MiCLiA NPOBaKEHHS AiS/IbHOCTI
BMPOGHMKa/iMnopTepa roToBoro Jlikapcbkoro
3aco0by, BKIOYauu AinbHULI BUNycky cepii

abo Micue NpPoBeAEHHSI KOHTPOJHO SIKOCTI.

(misnbHICTb, 3a AKy BignoBigae
BMPOGHUK/iIMNOPTEp, HE BK/IOYAOUN BUMYCK
cepiii). 3MiHa agpecy MicLA NPOBaKEHHS
AiSNIbHOCTI BUPOOHUKA, BiANOBIAA/ILHOIO 3a

BTOPWHHY ynakosky, KRKA, d.d., Novo
mesto, a came: 3MiHa NOLITOBOrO iHAEKCY
Ons BUpo6bHMYOI AinbHULi Belokranjska
cesta.

3a
peyermom

UA/15821/01/01
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Ne Hassa ®dopma BUnycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKA Bionycky MyBaH | peecmpayiliHo2o
3acoby ynakoska) Hs nocsioYyeHHs1
dapmasanig K.,
YropuuHa;
BignoBigasbHWi 3a
BTOPVHHY YNaKoBKY:
KPKA, a.4., HoBo mecTo,
CnoseHis;
BiANOBIAANbHWUIA 32 BUNYCK
cepii:
KPKA, a.4., Hoso mecTo,
CnoseHis
74. | KAMEUUTABIH | Tabnetku, BKpUTI KPKA, a.4., CnoBeHis BignoBigabHWi 3a IHgis/ BHECEHHS 3MiH 0 peecTpavinHmx 3a UA/15821/01/02
KPKA nNiBKOBOIO HoBo mecTo BMpOo6HULTBO "in bulk”, YropwumHa/ Matepianis: 3MiHu | TUNy - AaMiHICTpaTUBHI peyenmom
060n0HKot0, No 500 NepBUHHY YMNaKkoBKY, CnoseHis 3MiHW. 3MiHa HalilMeHyBaHHA Ta/abo agpecu
mr; no 10 TabneTok BTOPUHHY YMaKoBKY: MiCLAl NPOBaKEHHS Ais/IbHOCTI
y 6nictepi; no 3, 6 IHTac ®apmacbloTvkans BMpOBHUKa/iMnopTepa roToBoro Nikapcbkoro
abo 12 6nictepis B Nimviten, HAajs; 3ac00y, BKIIOHAKUN AiNbHNL BUNYCKY cepil
KapTOHHIA Kopoo6Li abo micue NnpoBefeHHS KOHTPOJIH0 SKOCTI.
BiANOBigabHUIA 3a (misnbHICTb, 3a SKy Bignosifae
KOHTpOsb cepii (ans BMPOGHUK/IMNOPTEP, HE BK/THOYAKUUN BUMYCK
hi3nKO-XiMi4HOrO cepiid). 3MiHa agpecy MicLsA NPOBaKEHHS
TeCcTyBaHHs): LisiNbHOCTI BUPOOHMKa, BiANOBIA&/IbHOIO 3a
EypodiiHC AHaniTvKasn BTOpPUHHY ynakosky, KRKA, d.d., Novo
Cepgicec YropwpmHa K., mesto, a came: 3MiHa NOLUTOBOrO iHAEKCY
YropLmHa; ONns BUpo6HMYOT AinbHuULi Belokranjska
cesta.
BignoBigabHWi 3a
KOHTPO/b cepil (a1
MiKpo6ionoriyHoro
TECTyBaHHS):
dapmasanig K.,
YropLmHa;
BiANOBIgaIbHUI 3a
BTOPVHHY YNaKOBKY:
KPKA, a.4a., HoBo mecTo,
CnoseHis;
BiZANOBiAaNbHWI 3a BUMYCK
cepit:
KPKA, g.4., HoBo mecTo,
CnoseHis
75. | KAPBEOWUNON Tabnetku no 6,25 mr 3eHTiBa, K.C. Yecbka Nabopmep-dapma C.A. PymyHis BHECEHHS 3MiH [J0 peecTpaLjiinHmx 3a He UA/13976/01/01
3EHTIBA no 15 TabneTtok y Pecny6nika MaTepianis: 3miHu | TMny - 3MiHK WoA0 peyenmom nionsie
6nicTepi; no 2 6e3nekn/edheKTUBHOCTI Ta hapMakoHarnsgy. ae

6nictepn y
KapTOHHIW nayui

3MiHa Y KOpPOTKiil XapakTepucTuLi
NiKapcbKoro 3acoby, TEKCTi MapKyBaHHA Ta
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pekna
myBaH
HS

Homep
peecmpayitiHo2o
nocsioYyeHHs1

IHCTPYKLUT 418 MeANYHOro 3aCTOCYBaHHA Ha
nigcTasi perynspHoO OHOB/IOBAHOrO 3BITY 3
6e3nekun nikapcbkoro 3acoby, abo
JocnimkeHb 3 6e3nekn 3acToCyBaHHs
nikapcbKoro 3acoby B nicisipeecTpaviiiHmi
nepiog, abo Ak pe3ynbTar OLiHK/ 3BTy 3
JocnigpKeHb, NPoBeAEHNX BiAMNOBIAHO A0
nnaxy negiaTpuyHmx gocnigpkeHs (PIP)
(3MiHY Y3rof>KeHO 3 KOMNETEHTHUM
YNOBHOB&XXEHNM OPraHom) - 3MiHN BHECEHO
[0 IHCTPYKUIT 415 MEAUYHOrO 3aCTOCYBaHHS
NiKkapcbKoro 3acoby A0 po3ainis "B3aemogis
3 iHWKMMU flikapcbkMMK 3acob6amu Ta iHLWi
BWAM B3aeMOZI", "3aaTHiCTb BNMBaTK Ha
LWBMAKICTb peakLii Npy KepyBaHHi
aBTOTPaHCMNOPTOM abo iHWUMK
MexaHismamu", "Mo6ivHi peakuii” BignosigHO
[0 OHOB/EHOT iHdhopMmaLii 3 6e3nekun Aitoyor
peyoBuHM (kapBeawnony). TepMiH BBe4EHHS
3MiH - NpPOTArom 6 micsuis nicns
3aTBEPAKEHHSA

76.

KAPBEAMNON
3EHTIBA

TabneTkn no 12,5 mr
no 10 TabneTtok y
6nictepi; no 3
6nictepu y
KapTOHHI nauui

3eHTiBa, K.C.

Yecbka
Pecny6nika

Na6opmep-®apma C.A.

PymyHis

BHECEHHS 3MiH 0 peecTpaLinHmx
MaTtepianis: 3miHu | TMny - 3MiHK WoA0
6e3nekn/ethekTMBHOCTI Ta thapmakoHarnsgy.
3MiHa y KOpOTKili XapakTepucTuj
NiKapcbKoro 3acoby, TEKCTI MapKyBaHHA Ta
IHCTPYKL|i 415 MeAUUYHOTO 3aCTOCYBaHHSA Ha
nigcTasi perysiipHO OHOB/TIOBAHOIO 3BITY 3
6e3nekun nikapcbkoro 3acoby, abo
AocnimpkeHb 3 6e3neky 3acTocyBaHHS
nikapcbKoro 3acoby B Mic/speecTpaviiiHmi
nepiog, abo Ak pe3ynbTaTt OLiHKM 3BITY 3
JocnigpKeHb, NPoBeAEeHNX BIANOBIAHO A0
nnaHy neaiaTpnyHux gocnigpkeHs (PIP)
(3MiHy y3rokeHo 3 KOMMETEHTHUM
YNOBHOB&XEHNM OpraHom) - 3MiHN BHECEHO
[0 IHCTPYKUIT 415 MEAUYHOrO 3aCTOCYBaHHS
nNiKapcbKoro 3acoby A0 po3ainis "Baaemogis
3 iHWMMU NliKapcbkMMK 3acob6amm Ta iHLi
BMAM B3aEMOjit", "34aTHIiCTb BN/IMBATK Ha
LIBUAKICTb peakuii npu kepyBaHHi
aBTOTPAHCMOPTOM ab0 iHWMMKN
MexaHismamu", "lMob6iuHi peakuii” BigNoBigHO
[0 OHOBJEHOI iHGhopMaLii 3 6e3nekun Ajt4ol
peyoBuHM (Kapseaunony). TepMiH BBeEHHS
3MiH - MPOTAroM 6 MicAuiB micns
3aTBEPAKEHHS

3a
peyenmom

He
nionsie
ae

UA/13976/01/02

77.

KAPBEOWNON

TabneTkn no 25 mr

3€eHTIBA, K.C.

Yecbka

Jlabopmeg-Papma C.A.

PymyHist

BHECEHHS 3MiH 10 peecTpauinHmx

3a

He

UA/13976/01/03
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Ne Hassa ®dopma BUnycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKA Bionycky MyBaH | peecmpayiliHo2o
3acoby ynakoska) Hs nocsioYyeHHs1
3EHTIBA no 10 Tabnetok y Pecny6nika mMarepianis: 3miHu | TUny - 3MiHK LWOA0 peyenmom | nidnse
6nictepi; no 3 6e3nekn/edhekTMBHOCTI Ta thapmakoHarnagy. ae
6nictepu y 3MiHa y KOpOTKili XapakTepucTuLi
KapTOHHIW navu,i nikapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta
IHCTPYKLU|i 4719 MeANYHOro 3aCTOCYBaHHA Ha
nigcTasi peryaspHO OHOB/IIOBAHOIO 3BITY 3
6e3nekun nikapcbkoro 3acoby, abo
JocnifmkeHb 3 6e3nekn 3acToCyBaHHs
nikapcbKoro 3acoby B nicnsapeecTpauinHuii
nepiog, abo sk pe3ynbTaTt OLiHK/ 3BTy 3
JocnigpkeHb, NpoBeAeHuX BifgnoBigHoO A0
nnaHy negiatpnyHux gocnimpkers (PIP)
(3MiHy y3rofkeHO 3 KOMMETEHTHUM
YNOBHOB&XXEHNM OpraHom) - 3MiHN BHECEHO
00 IHCTPYKLT 4719 MeAMYHOro 3aCTOCYBaHHS
nikapcbkoro 3acoby Ao po3ginis "Bsaemogis
3 iHLWMMK NiKapcbkMK 3acobamu Ta iHLWi
BWAMW B3aeMoSiiA", "34aTHiCTb BNMBATK Ha
LUBMAKICTb peakLii Mpy KepyBaHHi
aBTOTPAHCMOPTOM ab0 iHWMMKN
mMexaHismamu'", "Mob6iuHi peakuii" BiANoBIgHO
[0 OHOBJEHOT iHdhopMaL,ii 3 6e3neku gitoyol
peyoBuHU (kapBeannony). TepmiH BBeeHHs
3MiH - MPOTAroM 6 MicAuis nicns
3aTBEPAKEHHSA
78. | KAPOOCAN® TabneTku, BKPUTI MeHapiHi TNokcembypr Bupo6HmuTBo "in bulk™: HimeuyunHa BHECEHHS 3MiH [J0 peecTpaLiinHmx 3a He UA/7139/01/01
nnwocC 20/12,5 NiBKOBOO IHTepHeLoHan [AIYI CAHKIO HOPOYT marepianis: 3miHu | TUny - 3MiHK LWOA0 peyenmom nionse
o6onoHkoto, no 20 OnepeiioHc M6X, HimeuunHa; 6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsgy ae
mr/12,5 wr, no 14 TNokcembypr [MepBUHHE Ta BTOPVHHE (iHWi 3MiHW). 3MiHWU BHECEHI B IHCTPYKL,i0
TabneTtok y 6nictepi; C.A. nakyBaHHs, KOHTPO/1b Ta 0151 MeNYHOro 3acToCyBaHHA NikapCbKoro
no 1 a6o no 2 BWMYCK CepiA: 3acoby y po3gin «Micue3HaxomKeHHs
6nictepu B BEPNIH-XEMI AT, 3asBHUKa» (BUyYaeTbCa «3a NilleHsielo
KapTOHHI Kopobui HimeuunHa; BMpoGHMLTBO [AIYI CAHKIO FOPOYT M'm6X»). BBegeHHs
"in bulk", nepBunHHe Ta 3MiH NpOTAroM 6 MicauiB nicns
BTOPWHHE MakKyBaHHS, 3aTBEPAKEHHSA
KOHTPO/1b Ta BUMYCK Cepili:
MeHapiHi-®oH XeiigeH
'M6X, HimeuunHa
79. | KAPOOCAN® TabneTkun, BKpUTI MeHapiHi NMokcembypr Brpo6HmuTBO "in bulk": HimeuunHa/ BHECEHHS 3MiH [0 peecTpalinHmx 3a He UA/7140/01/01
N0C 20/25 NNiBKOBOIO IHTepHeLwoHan OAIYI CAHKIO HOPOYI Yecbka MaTtepianis: 3miHu | TUny - 3MiHK WoA0 peyenmom niosnsie
060/10HKO10, M0 20 OnepeiiLoHc v6X, HimeuyunHa,; Pecny6nika 6e3nekun/edekTBHOCTI Ta hapMakoHariagy ae
mr/25 mr, no 14 Jtokcembypr (iHWi 3MiHW) - 3MiHK BHECEHI B IHCTPYKL,itO
TabneTok y 6nictepi; C.A. MepBUHHE Ta BTOPUHHE AN MeAMYHOro 3acToCyBaHHA NMiKapCbKoro

no 1 a6o no 2
6nictepy B
KapTOHHIA KopoobLi

nakyBaHHs, KOHTPO/Ib Ta
BMNyckK cepiii: BEP/TIH-
XEMI Al', HimeuunHa;

BMpPO6HULTBO "in bulk",

3acoby y po3ain «MicLe3HaxomKeHHs
3as9BHUKa» (BUyYaeTbca «3a MileHsien
JAIYI CAHKIO FOPOYT1 FM6X»).
BBefeHHs 3MiH NpOTAroM 6-Tu MicALiB nicas
3aTBEpPMAKEHHSA
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Ne Hassa ®dopma BUnycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKA Bionycky MyBaH | peecmpayiliHo2o
3acoby ynakoska) Hs nocsioYyeHHs1
nepBuHHE Ta BTOPVHHE
nakyBaHHS, KOHTPO/b Ta
BUMYyCK cepili: MeHapiHi-
doH XeigeH M'vbX,
HimeuuunHa,;
KoHTponb cepii:
AHaniTiyec 3eHTpym
Biochapm Mv6X, BepniH,
HimevunHa;
ANNC Yecbka Pecnybnika,
c.p.o., Yecbka Pecny6nika
80. | KEMOEKC PO34UH O151 iH'EKLLNA, MpusatHe Ykpaina MpuBaTHe akuioHepHe YkpaiHa BHECEHHS 3MiH [J0 peecTpaLiinHmx 3a UA/19022/01/01
IH'EKT 25 mr/mnno 2 mn B akuioHepHe TOBapuCTBO "J1ekxiM- MaTepianis: 3miHu | TMNy - 3MiHW WOA[0 peyenmom
amnyni, no 5 amnyn TOBapUCTBO Xapkis" 6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsgy
y 6nictepi, no 1 "Jlekxim- (iHWi 3miHK). OHOBNEHHSA TEKCTY
6nicTepy B naui Xapkis" MapKyBaHHs NEPBUHHOT Ta BTOPUHHOI
yNakoBOK /likapCbKOro 3acoby, a came:
BUJ/TyYEeHHSs iHhopmaLii oo BnacHuka
TOprosoi Mapku; B n. IHLWE KoHkpeTn3avis
iHLLOT TeXHIYHOT iH(hopMaLlii Ta BHeCeHi
pefakLiiiHi npaBkM N0 TEKCTY MapkKyBaHHS
ynakoBOK. TepMiH BBEAEHHS 3MiH - MPOTSAroM
6 MicALiB nic/a 3aTBepAKEHHS!
81. | KIMOHOPM TabneTtku, BKPUTI 3eHTiBa, K.C. Yecbka [enbtapm Nlinns CAC dpaHuis BHECEHHS 3MiH [J0 peecTpaLjiinHmx 3a He UA/3008/01/01
NAiBKOBOIO Pecny6nika MaTepianis: 3miHu | TMny - 3MiHK WoA0 peyenmom nionsie
060/10HKOI0, N0 2 MF 6e3nekn/edheKTUBHOCTI Ta hapMakoHarnsgy. ae

+ TabneTkn, BKpUTI
NiBKOBOO
060/10HKOI0, MO 2
mr/0,15 mr; Ne 21: 9
Tab1eToK XOBTOr0
KONbopy
(ectpagiony
Basiepaty 2 Mr) Ta
12 TabneTok
KOPUYHEBOTO
Konbopy
(ectpagiony
Basiepaty 2 mr,
neBoHoprecTpeny
0,15 wmr) y 6nictepi;
no 1 6nictepy B
KapTOHHIW nayu,i

3MiHa Y KOpPOTKiil XapakTepucTuLi
NiKapcbKoro 3acoby, TEKCTi MapKyBaHHA Ta
IHCTPYKLUT 4719 MeANYHOro 3aCTOCYBaHHA Ha
niacTasi perynsipHO OHOB/IOBAHOrO 3BITY 3
6e3nekun nikapcbkoro 3acoby, abo
JocnifmkeHb 3 6e3nekn 3acToCyBaHHs
nikapcbKoro 3acoby B nicnspeecTpaviiiHmii
nepiog, abo sk pe3ynbTaTt OLiHK/ 3BTy 3
nocnigpkeHb, NpoBeAeHuX BifnoBigHoO 40
nnady negiatpuyHmx gocnigpkexs (PIP)
(3MiHY y3rof)KeHo 3 KOMNETEHTHUM
YNOBHOB&XXEHWNM OPraHom).
3MiHM BHECEHO B IHCTPYKL,itO0 4151 MEANYHOIO
3aCTOCYBaHHSA NikapCbkoro 3acoby A0
po3gainiB "OcobaMBOCTi 3acTocyBaHHsA",
"Mo6ivHI peakui™ Wwoao 6e3neku
3aCTOCYBaHHS AjloyMX Pe4OBUH BiANOBIAHO
0o pekomeHpauii PRAC. TepmiH BBefeHHSA
3MiH - NPOTArom 6 micsuis nicns
3aTBEpPMAKEHHSA
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Ne Hassa ®dopma BUnycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKA Bionycky MyBaH | peecmpayiliHo2o
3acoby ynakoska) Hs nocsioYyeHHs1
82. | KOMBIrPUN Tabnetkn, no 4 OPIrAHOCUWH OAE EBepTomxeH Navid IHAaisa BHECEHHS 3MiH O peecTpavinHmx 6e3 nionsi2 UA/2068/01/01
OEKCA® Tabnetku y 6nictepi NAN®CAEHC CaeHcu3 Jlimites MaTtepianis: 3miHu | TUNy - 3MiHK WoOA0 peuyenma ae

3 honbrun N3 (E® 3ET ) 6e3nekn/ethekTUBHOCTI Ta thapmakoHarnsgy.

aIlOMIHIEBOT | NNIBKM 3MiHa y KOpOTKili XapakTepucTuyj

NOMIBIHINX/TOPUAHOT; nNiKapcbKoro 3acoby, TEKCTI MapKyBaHHA Ta

no 1 6nictepy y IHCTPYKLi 415 MeAUUYHOro 3acToCyBaHHS Ha

nauuji 3 KapToHy; No nigcTasi perysispHO OHOB/THOBAHOIO 3BITY 3

20 nayok y rpynosii 6e3nekun nikapcbkoro 3acoby, abo

nauuj 3 KapToHy; No JocnigpkeHb 3 6e3nekn 3acTocyBaHHsA

8 Tabnetok y nNikapcbKoro 3acoby B Mic/sipeecTpaviiiHmi

6nictepi 3 honbru nepiog, abo Ak pe3ynbTart OLiHKM 3BITY 3

a/IOMIHIEBOT | NNIBKK [ocnigKeHb, NpoBeAeHNX BIANOBIAHO A0

NONIBIHIIX/TOPUAHOI; nnaHy negiatpnyHux gocnigpkeHs (PIP)

no 1 6nictepy y (3MiHY Y3rof)XeHo 3 KOMNEeTEHTHUM

nauuj 3 KapToHy; No YNOBHOB&XEHVM OpraHom).

10 nayokK y rpymnosii 3MiHM BHECEHO B IHCTPYKLiO AN MEAUYHOTO

nauti 3 KapToHy; nNo 3aCTOCyBaHHS Nikapcbkoro 3acoby B

4 TabneTkn y po3ginuv: "B3aemMogis 3 iHLIMMMK NiKapCbKUMn

6nictepi 3 dhonbrn 3acobamMu Ta iHWi BUAY B3aemMogii",

anoMmiHieBol; no 1 "Ocob6nmBocCTi 3acTocyBaHHSA", "Mo6iYHi

6nicTepy y nayui 3 peakuii" BiANOBIAHO A0 OHOBMEHOI

KapToHy; ro 20 iHchopmaw,ii WwoAo 6e3nekn 3acTocyBaHHs

nayvokK y rpynosiii Lit040T pevoBUHY JiKapCbKOro 3acoby

naJui 3 KapToHy; No (napauetamon). BBegeHHs 3MiH NpOTArom 6-

8 Tabnetok y TN MIiCALB NiCNa 3aTBEPMAKEHHS.

6nictepi 3 honbru

atoMiHieBoT; no 1

6nicTepy y navui 3

KapToHy; no 10

nayok y rpynosiii

nauti 3 KapToHy; No

4 TabneTkn y

6nictepi i3 honbru

aIloMiHieBOi; Mo 1

6nictepy y

nanepoBomy

KOHBepTi; no 20

nanepoBmx

KOHBEpTIB Yy rpynosii

nayi 3 KApTOHY
83. | KOMBITPUMN® Tabnetku, no 8 OPIrAHOCWH OAE EBepTomxeH Navich IHais BHECEHHS 3MiH [J0 peecTpaLiinHmx 6e3 nionsie UA/2913/01/01

Tabnetok y 6nictepi JNIANOCAEHC CaeHcus fliviTeq marepianis: 3MiHu | TUny - 3MiHY LWOA0 peyenma ae

3 chonbru N3 (E® 3ET ) 6e3nekn/edheKTUBHOCTI Ta hapMakoHarnsgy.

a/IlOMIHIEBOT | NNIBKK
NONIBIHIXNOPUAHOI
abo no 8 TabneTtok y
6nictepi i3 chonbru
aoMiHieBoil; no 1

3MiHa Y KOpPOTKiil XapakTepucTuLi
NiKapcbKoro 3acoby, TEKCTi MapKyBaHHA Ta
IHCTPYKLUT 4719 MeANYHOro 3aCTOCYBaHHA Ha
nigcTasi perynsipHO OHOB/IOBAHOrO 3BITY 3

6e3nekun nikapcbkoro 3acoby, abo
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Ne Hassa ®dopma BUnycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKA Bionycky MyBaH | peecmpayiliHo2o
3acoby ynakoska) Hs nocsioYyeHHs1
6nicTepy y navui 3 [ocnigpkeHb 3 6e3Mnekn 3acToCyBaHHs
KapToHy; no 8 nikapcbKoro 3acoby B nicispeecTpaviiiHmii
Tabnetok y 6nictepi nepiog, abo Ak pe3ynbTar OUiHK/ 3BTy 3
3 chonbru [ocnigpKeHb, NPOBeAEHNX BiAMNOBIAHO A0
NIOMIHIEBOT | NNIBKU nnaxy negiaTpuyHmx gocnigpkeHs (PIP)
NONIBIHIXNOPUAHOI (3MiHY Y3ropKeHO 3 KOMNETEHTHUM
abo no 8 TabneTtok y YMOBHOB&XEHVIM OpraHom)
6nictepi i3 chonbru 3MiHM BHECEHO B iIHCTPYKLi0 A1 MegUYHOro
atoMiHieBoT; no 1 3aCTOCyBaHHSA NikapCbKoro 3acoby B
6nicTepy y navui 3 po3ainu: "B3aemMogis 3 iHLUMMK NiKapCbKUMMn
KapToHy; no 10 3acob6amu Ta iHLWi BUAY B3aemMogiii",
nayvok y rpynosii "Oco6nnBocTi 3acTocyBaHHA", "Mo6iIYHi
nauuji 3 KapToHy; No peakujii" BiANOBIAHO A0 OHOBMEHOI
4 TabneTkn y iHcbopmaLii Woao 6e3nekn 3acTocyBaHHs
6nictepi 3 ponbrn LiH040i pevoBUHY NiKapCbKOro 3acoby
antoMiHieBoi; no 1 (napaueTtamor). BBeeHHS 3MiH NpoTsArom 6-
6nictepy y TV MiCALIB Nicna 3aTBepAKeHHsA
nanepoBomy
KOHBepTi; no 20
nanepoBmx
KOHBEpTIB Yy rpynosii
nauti 3 KapToHy; No
4 TabneTkn y
6nictepi 3 ponbrn
aIloMiHieBOi; Mo 1
6nictepy y nauui 3
KapToHy; no 20
naJvoK y rpynosiii
nayi 3 KapTOHY
84. | KOMBOINI3A TabneTkun, BKpUTI AcTpa3eHeka LLisewjs AcTtpa3eHeka CLUA BHECEHHS 3MiH [0 peecTpaLinHmx 3a He UA/12952/01/01
XR N1iBKOBOIO ABb dapmacbroTukasc /11 Marepianis: 3mMiHu | TUMy - 3MiHK 3 AKOCTI. peyenmom | nidnse
060/10HKO0, M0 2,5 [OTOBWIA Nikapcbkuii 3aci6. KoHTposb ae

mr/1000 mr no 7
Tabnetok y 6nictepi;
no 4 6nictepu B
KapTOHHI Kopobui

rOTOBOrO /iKapCbkoro 3acoby (iHLUi 3MiHK)
OHOBJIEHHA BXe 3aTBEPMKEHNX MeTOAIB
KOHTPOO sIKOCTi /13, a came BUKNaAEHHS
TEKCTY [epXXaBHOI MOBOHO 3riHO Cy4acHUX
BMMOT, & TakOX BHECEHHSI pefaKLiiHnX
npaBoK, pefaryBaHHs Ta YTOUHEHHS
nepeknagy AN npuBeAeHHs iHopmauii y
BiAMNOBIAHICTb A0 OpUriHAIbHUX MaTepiasisB
BUpo6HUKa /13. BBeAEeHHA 3MiH NPOTArom
6-T MicALIB MiC/1A 3aTBEPIKEHHS. 3MiHN |
MMy - 3MiHM 3 AKOCTi. [OTOBWIA NiKapCbKuii
3aci6. Onuc Ta cknag (iHLWi 3MiH1) BHECEHHS
3MiH o po3gainy «Cknag» MKA N3 gns
YTOYHEHHS KifIbKICHOTO cknaay Aitoyol
peyoBUHM MeTGIOPMIHY rigpoxnopuagy ons
npuBefEeHHs A0 MaTepianis BUpo6Huka M3,
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pekna
myBaH
HS

Homep

peecmpayitiHo2o

nocsBi0YeHHs

Ta, K HacNifoK, yTOYHEHO Ha3BY MOKa3HMKa
B Cneuudpikauii M3 i3 «KinbkicHe
BM3HAYEHHA MeTOopMiHy» Ha «KinbkicHe
BM3HA4YEHHS MeT(OPMIHY Tigpoxopuay».
3MiHM BHECEHO B IHCTPYKLiO A1 MegUYHOro
3aCTOCyBaHHA NikapcbKoro 3acoby y po3gin
"Cknag" 3 BignoBigH1MM 3MiHaMn B TEKCTI
MapKyBaHHS YNakoBOK NikapcbKoro 3acoby.
BBefeHHs1 3MiH NpoTArom 6-T1 MicAuiB nicns
3aTBEPAKEHHSA

85.

KOMBOII3A
XR

TabneTku, BKPUTI
nNiBKOBOIO
060n10HKo0, Mo 5
Mr/500 mr no 7
TabneTtok y 6nictepi;
no 4 6nictepu B
KapTOHHIlA KOpooLi

AcTpa3eHeka
ABb

LBeuis

AcTpa3eHeka
PapmacbioTukanc Jir

CWA

BHECEHHS 3MiH [J0 peecTpaLiinHmx
marepianis: 3MiHu | TUny - 3MiHK 3 AKOCTI.
["oTOBWIA Nikapcbkuii 3aci6. KoHTponb
roTOBOrO NikapcbKoro 3acoby (iHLLi 3MiHK)
OHOBJ/IEHHS BXE 3aTBEPKEHUX METOLIB
KOHTpOI0 AKOCTi /13, a came BUKNaAEHHS
TEKCTY [epXXaBHOI MOBOIO 3riHO Cy4aCHWX
BVIMOT, @ TaKoX BHECEHHS peAakLUiiHnX
npaBoK, pefaryBaHHsA Ta YTOYHEHHS
nepeknagy s npueefeHHs iHhopmaw,ii y
BIAMNOBIAHICTb A0 OPUriHA/IbHUX MaTepiasis
BMpOGHUKa 13. BBEAEHHS 3MiH NPOTAroMm
6-TW MicALiB Nicna 3aTBEPAXEHHSA. 3MiHN |
MRy - 3MiHM 3 AKOCTi. [OTOBWIA NiKapCcbKunii
3aci6. Onuc Ta cknag, (iHwWi 3MiHW) BHECEHHS
3MiH o po3giny «Cknag» MKA N3 ans
YTOUYHEHHSI KifIbKiCHOrO cknagy Aitoyol
peyoBMHM MeTOPMIHY Figpoxiopuay Ans
npvBefeHHA A0 MaTepianis BUpo6HuKa M3,
Ta, K HacnigoK, yTOYHEHO Ha3BYy MoKasHMKa
B Cneuudpikauii 13 i3 «KinbkicHe
BU3HAYEHHSI MeT(hOopMiHY» Ha «KinbkicHe
BM3HAYEHHA MeTAOPMIHY Tigpoxnopuay».
3MiHM BHECEHO B iHCTPYKLiO AN MEAUYHOrO
3aCTOCYyBaHHSA Nikapcbkoro 3acoby y po3gain
"Cknag" 3 BiANOBiAHMMN 3MiHAMW B TEKCTI
MapKyBaHHS YNakoBOK NiKapCcbKoro 3acoby.
BBefeHHs 3MiH NPOTAroM 6-Tu MicALiB nicas
3aTBEPKEHHS.

3a
peyenmom

He
nionsie
ae

UA/12952/01/02

86.

KOMBOINI3A
XR

TabneTku, BKpUTI
nAiBKOBOIO
060/10HKOI0, N0 5
Mr/1000 mr no 7
TabneTtok y 6nictepi;
no 4 6nictepu B
KapTOHHIA KopoobLi

AcTpa3eHeka
AB

LBewis

AcTpa3eHeka
PapmacbtoTukanc Jir

CLUA

BHECEHHS 3MiH [0 peecTpaviinHmx
mMaTepianis: 3miHu | TMNy - 3MiHK 3 AKOCTI.
[oTOBMIA Nikapcbkunii 3aci6. KoHTposnb
roTOBOrO JlikapCcbkoro 3acoby (iHLWi 3MiHK)
OHOBJ/IEHHS BXXE 3aTBEPKEHUX METO/iB
KOHTpOst0 sikocTi /13, a came BMKNaAEeHHS
TEKCTY [ilepXaBHOI MOBOIO 3riHO Cy4acHuX
BMMOT, & TakoXX BHECEHHS pefaKLiiHnX
npaBokK, pefjaryBaHHs Ta YTOYHEHHS

3a
peyenmom

He
nionsie
ae

UA/12952/01/03
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pekna
myBaH
HS

Homep
peecmpayitiHo2o
nocsioYyeHHs1

nepeknagy AN npuBeAeHHs iHopmauii y
Bi4NOBIAHICTb 4O OpUriHa/IbHUX MaTepiasiB
BMPO6HUKa 13. BBEAEHHS 3MiH NPOTArOM
6-TV MicALIB MiC/1A 3aTBEPIXEHHS. 3MiHM |
UMy - 3MiHM 3 IKOCTi. [OTOBWIA NiKapcbKuii
3aci6. Onuc Ta cknag, (iHLWi 3MiHW) BHECEHHSA
3MiH 8o po3giny «Cknag» MKA N3 gns
YTOYHEHHS KiJIbKICHOTO cknaay Aitoyoi
peyoBuHN MeTopMiHY rigpoxiopuay Ans
npuBefeHHs 40 MaTepianis BUpo6Huka M3,
Ta, K HacNifoK, yTOYHEHO Ha3BY MOKa3HMKa
B Cneyucpikauii M3 i3 «KinbkicHe
BM3HAYEHHS MeThopMiHy» Ha «KinbkicHe
BM3HAUYEHHA MeTdIOPMIHY rigpoxnopuay».
3MiH1 BHECEHO B IHCTPYKLiIO 415 MeANyYHOro
3acTOCyBaHHS NikapcbKoro 3acoby y po3gin
"Cknag" 3 BignoBigH1MK 3MiHAMUN B TEKCTI
MapKyBaHHS yNakoBOK /TiKapcbKoro 3acooby.
BBefeHHs1 3MiH NpoTArom 6-T1 MicAuiB nicns
3aTBEPAKEHHS

87.

KOPCAP®
MOHO

TabneTkn, BKPUTI
NNiBKOBOIO
060/10HKO10, No 160
mr; no 10 TabneTok
y 6nicTepi, no 3 abo
no 9 6nictepis y
nadui 3 KapToHy

AT "®apmak”

Ykpaina

AT "dapmak”

Ykpaina

BHECEHHS 3MiH [0 peecTpaLinHmx
Marepianis: 3miHu | TUMy - 3MiHM 3 AKOCTI.
[OTOBWIA Nikapcbkuii 3aci6. KoHTposb
roTOBOrO /1iKapCbKOro 3acoby. 3MiHa
napameTpiB cneuudikauii Ta/abo
[0MNyCTUMUX MEX rOTOBOTO NiKapCbKoro
3aco6y (3BY>XEHHS AONYCTUMMX MeX). 3MiHa
y cneyudpikauii /13 3a NOKa3HUKOM
"loeHTudpikauis” metogom Y-
cnekTpomeTpii. 3mMiHa 061acTi BUMIpOBaHHS
3 "Bif 210 HM Ao 340 HM" Ha "Big, 230 HM g0
340 HM", NOB'A3aHa 3 HaABHUMU
MakCMMyMaMu NOr/IMHaHHSA, SKi
BiANOBIAAIOTH PO3YMHHUKY B 06nacTi
BMMiptoBaHHA Big 210 HM A0 230 HM.

3a
peyernmom

UA/17796/01/02

88.

KOPCAP®
MOHO

TabneTkn, BKPUTI
NNiBKOBOK
060/10HKO10, No 80
mr; no 10 TabneTok
y 6nicTepi, no 3 abo
no 9 6nictepis y
nadui 3 KapToHy

AT "®apmak”

Ykpaina

AT "dapmak”

Ykpaina

BHECEHHS 3MiH [0 peecTpalinHmx
mMaTtepianis: 3MiHu | TUNY - 3MiHU 3 AKOCTI.
[OTOBWIA Nikapcbkuii 3aci6. KoHTposb
roTOBOrO /liKapCbKOro 3acoby. 3miHa
napameTpiB cneuudikauii Ta/abo
[0MNyCTUMUX MEX rOTOBOTO NiKapCbKOro
3ac06y (3BY>XEHHS AONYCTUMMX MeX). 3MiHa
y cneumdpikauii /13 3a NOKasHNKOM
"loeHTudpikauis” metogom Y-
cnekTpomeTpii. 3mMiHa 061acTi BUMIpOBaHHS
3"Big 210 HM go 340 HM" Ha "Big 230 HM 80
340 HM", NOB'A3aHa 3 HaABHUMU
MakCyMyMamu NorIMHaHHS, ki

3a
peyerimom

UA/17796/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pekna
myBaH
HS

Homep
peecmpayitiHo2o
nocsioYyeHHs1

BiANOBIAAIOTH PO34YMHHUKY B 06nacTi
BMMiptoBaHHA Bifg 210 HM A0 230 HM.

89.

KCAJIKOPI

Kancynun no 250 mr;
no 10 kancyny
6nictepi; no 1 abo
no 6 6nictepis y
KapTOHHIA KopoobLi

Mdparizep
Eiy.Ci.Mi.
KopnopeiiH

CLWA

Mdpaiizep
MeHoek ypuHr
[Loiunens MmeX

HimeyunHa

BHECEHHS 3MiH [0 peecTpaLinHmx
marepianis: 3miHu | TUNY - AAMiHICTpPaTWBHI
3MiHW. 3MiHa HaliMeHyBaHHs Ta/abo aapecu

MiCLiA NPOBaKEHHS AiS/IbHOCTI
BMPOGHMKa/iMnopTepa roToBoro Jlikapcbkoro
3aco0by, BKIOYauu AinbHULI BUNycky cepii

abo Micue NpPoBeAEHHSI KOHTPOSHO SIKOCTI.
(misnbHICTb, 3a AKy BignoBigae
BMPOOGHUK/IMNOPTEp, BK/IKOYAOUN BUMYCK
cepii) - 3miHa agpecun BMpobHuka M3y
3B'A3Ky 3 OHOBJ/IEHHAM ajpecun Ha BUMOTY
MiCLIeBOro opraHy OXOPOHW 3[10pOB'A
BiANOBIAA/IbHOT 32 BUAAYy MiLeHsil Ha
BMPOGHMLTBO. By/l0 pekomeHa0BaHo
BKasaTu hisnyHy apecy LibHUL 3aMiCTb
MOLUTOBOT CKPMHbKM. MicLe3HaxXoKeHHs
BMPO6HUKA, BUPOGHMYA AiNIbHULA Ta YCi
BMPOGHUYI onepauii 3anuLaTbes
HE3MiHHUMUW. 3MiHN BHECEHO B iHCTPYKLitO
AN MeANYHOro 3acToCyBaHHSA NMiKapCbKoro
3acoby y po3ain «MicLe3HaxomKeHHs
BMPOGHMKA Ta agpeca MicLs NPOBaKEHHS
0ro AisinbHOCTi» 3 BiANOBIAHUMY 3MiHAMY Y
TEKCTi MapKyBaHHS YNakoBKW NiKapCbKoro
3acoby. BBefeHHs 3MiH npoTsirom 12-tn
MiCALIB MiC/1A 3aTBEPAXEHHS. - 3MiHM | Tuny
- 3MiHN Wwoao 6e3nekn/edheKkTUBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHn) - OHOBNEHHSA
TEKCTY MapKyBaHHS yNakoBKN iKapCbKoro
3acoby, a came: BUNYYEHHSI TEKCTY

MapKyBaHHS1 yNnakoBKu [/11 CTUKepa
YKPaiHCbKOK0 MOBOIO, BHECEHHS pefiaKLiiHNX

npasokK y nepBuHHY (po3ainu 1, 3, 4) Ta

BTOPUHHY ynakoBky (po3ginu 1, 8,13, 16).

BBefeHHs 3MiH npoTsArom 12-tu micauis
nicnsa 3aTBepKeHHS.

3a
peyenmom

He
niosnsie
ae

UA/14081/01/02

90.

KCAJKOPI

kancynun no 200 mr,
no 10 kancyny
6nictepi; no 1 abo
no 6 6nictepis y
KapTOHHIA KopoobLi

Mdparizep
Eiy.Ci.Mi.
KopnopeiiwH

CLWA

Mdpaiizep
MeHodek4ypuHr
[Loiunens MmeX

HimeyunHa

BHECEHHS 3MiH [0 peecTpalinHmx
marepianis: 3MiHu | Tuny - AgmiHicTpaTUBHI
3MiHW. 3MiHa HaliMeHyBaHHs Ta/abo aapecu

MiCLiA NPOBaKEHHS AiS/IbHOCTI
BMPOGHMKa/iMnopTepa roToBoro Jlikapcbkoro
3acoby, BKIYaum AinbHULI BUNYyCcKy cepii

abo Micue NpPoBeAEHHS1 KOHTPOJHO SIKOCTI.
(BisanbHICTb, 3a Ky Bignosigae

BMPOGHUK/iIMNOPTEp, BK/IKOYAOUN BUMYCK

cepiit) - 3viHa agpecu BMpo6Huka M3 y

3a
peyenmom

He
nionse
ae

UA/14081/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pekna
myBaH
HS

Homep
peecmpayitiHo2o
nocsioYyeHHs1

3B'A3Ky 3 OHOBJ/IEHHAM aJpeCn Ha BUMOTY
MiCLIEBOro opraHy OXOPOHW 3[J0pPOB'A
BiANOBIAA/ILHOT 32 BUAAYY MiLeHsii Ha
BMPOGHMLTBO. By/10 pekomeHa0BaHO
BKasaTu hisnyHy apecy LibHUL 3aMiCTb
MOLUTOBOT CKPUHBKM. MicLe3HaxXoKeHHs
BMPO6HUKA, BUPOGHMYA AiNIbHULA Ta YCi
BMPOGHUYI onepauii 3anuwaTbes
HE3MiHHUMUW. 3MiHU BHECEHO B iHCTPYKLLitO
[N MeANYHOro 3acToCyBaHHSA NiKapCbKoro
3aco6y y po3gin «Micue3HaxoKeHHs
BMPOGHUKA Ta agpeca MicLsA NPpoBaKEHHS
0ro AisinbHOCTi» 3 BiANOBIAHUMY 3MiHAMY Y
TEKCTi MapKyBaHHS YNakoBKW NiKapcbKoro
3acoby. BBefeHHs 3MiH npoTarom 12-tu
MiCALIB MiCN1A 3aTBEPMAKEHHS. - 3MiHM | Tuny
- 3MiHM Wwoao 6e3nekn/edhekTUBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHn) - OHOBNEHHSA
TEKCTY MapKyBaHHS yNakoBKW NiKapCbKOro
3acoby, a came: BUNYYEHHSI TEKCTY
MapKyBaHHS! YNakoBKW1 [/11 CTUKepa
YKPaiHCbKOK0 MOBOI, BHECEHHS pefiaKLiiHNX
npasokK y nepBuHHY (po3ainu 1, 3, 4) Ta
BTOPUHHY ynakoBky (po3ginu 1, 8,13, 16).
BBefeHHs 3MiH npoTsArom 12-tu micauis
nicnsa 3aTBepKeHHs.

UA/3430/03/01

91.

NA30/IBAH®

Tabnetkun no 30 mr;
no 10 Tabnetok y
6nictepi; no 2
6nictepn y
KapTOHHIA Kopoo6Li

TOB «Onenna
Xenckea
YkpaiHa»

Ykpaina

[Jenbthapm Penmc,
®paHuis;

Onenna Xenckea MNonaHg

Cn. 3 0.0., MonbLwa

®paHuia/
MonbLa

BHECEHHS 3MiH [0 peecTpaLinHmx
Marepianis: 3mMiHu | TUMy - 3MiHK 3 AKOCTI.
FoTOBWIA Nnikapcbkmii 3aci6. Cuctema
KOHTeliHep/3aKkynoproBa/ibHUIA 3aci6. 3MiHa
PO3Mipy YNakoBKW roTOBOrO /iKapCbKoro
3aco06y (BWlyYeHH ynakoBK1 NEBHOTO
po3mipy). BunyyeHnHs ynakosku Ne50 (5x10),
3 Bi4NOBIZHNMM 3MiHAMU Y P. «YNaKoBKa».
3MiHM BHECEHO B IHCTPYKLiO A1 MeAUYHOro
3aCTOCyBaHHS NikapcbKoro 3acoby y po3gin
«YnakoBka» (BWTyYEHHSI YNakoBK/ NEBHOrO
pPo3Mipy), SIK HACNIAOK — BUNYYEHHSA TEKCTY
MapKyBaHHS YNakoBKV MEBHOTO PO3Mipy.
BBefeHHs 3MiH NpoTArom 6-T1 MicAuiB nicns
3aTBEPAKEHHS

6e3
peyenma

He
niosnsie
ae

92.

NA30/IBAH®

Tabnetku no 30 mr;
no 10 Tabnetok y
6nictepi; no 2
6nictepn y
KapTOHHIA KopoobLi

TOB «Onenna
Xenckea
YkpaiHa»

Ykpaina

[Jenbtapm Peimc,
PpaHuis;

Onenna Xenckea MNonaHg

Cn. 3 0.0., MonbLa

®paHuia/
MonbLa

BHECEHHS 3MiH [0 peecTpalinHmx
MaTtepianis: 3MiHu | TUny - 3MiHK WoA0
6e3nekun/edekTBHOCTI Ta hapMakoHariagy
(iHLWi 3MiHK). 3MiHWN BHECEHO B TEKCT
MapKyBaHHS NepBUHHOT ynakosku y . 1.
«HA3BA JIIKAPCbKOIO 3ACOBY», n. 4.
«[ATA 3AKIHYEHHA TEPMIHY

6e3
peyenma

UA/3430/03/01
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Ne Hassa ®dopma BUnycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKA Bionycky MyBaH | peecmpayiliHo2o
3acoby ynakoska) Hs nocsioYyeHHs1
NMPUOAATHOCTI», n. 6. «IHLWE» Ta
BTOPVHHOI yNakoBKW ikapCbKoro 3acoby B .
1. <HA3BA NIIKAPCbKOIO 3ACOBY», n. 3.
«MEPENIK AONOMPKHUX PEHOBWH», .
7. «IHLWWI OCOB/IMBI BACTEPEXEHHSAA,
n. 8. «AATA 3AKIHUEHHA TEPMIHY
MPNOATHOCTI», n. 17. «IHWE». BBegeHHA
3MiH NPOTArom 6-Tu MicaLiB nicns
3aTBEPAKEHHSA
93. | NTAMI®PEH® renb 1%, no15r MPAT YkpaiHa BiANoOBIgaIbHMI 3a YkpaiHa BHECEHHS 3MiH 0 peecTpaLinHmx 6e3 UA/6136/02/01
a6o no 30 ry Ty6i; "PITOPAPM" BMPOBGHULTBO, NEPBUHHE, MaTtepianis: 3miHu | TMNy - 3MiHU 3 AKOCTI. peuyenma
no 1 Ty6i B nayui 3 BTOPVHHE NaKyBaHHS, ["oTOBMIA NiKapcbkunii 3aci6. KoHTponb
KapToHY KOHTPO/Ib SIKOCTi Ta BUMYCK [OMOMDKHUX PEYOBUH (iHLLI 3MiHN).
cepii: MPAT OHoOB/EHHSA P.3.2.P.4 KOHTPOb AOMNOMDKHUX
"®ITOPAPM", YkpaiHa; peyoBuH, a came: p. MponineHrnikons,
BiZANOBiAaNbHWI 3a BUMYCK I3onponinmipucTat, JUMETVKOH,
cepil, He BKoYaun Cop6itaHcTeapart, Hartpito rigpokeng —
KOHTPO/b/BMNPOGYBaHHSA npusegeHo Ao sumor EP; Boga ouneHa —
cepii: MPAT npusegeHo o sumor EP 1a AdY;
"®ITOPAPM", YKpaiHa Monicop6aTt 60 — npuBeaeHo Ao Bumor EP
Ta Bumor HJl Bupo6Huka; deHokcieTaHon Ta
eTUNreKCUNIAILepyH — pefakuiliiHi npaBky Ta
npveefeHHsa o sumor HJ, Bupo6Huka (in-
house); Figpokcunponinkpoxmanto occat
— npuBefeHHs Ao Bumor HJ, BupobHuka (in-
house)
94. | NNAHTYC® po3unH Ans iH'ekuii, | TOB "CaHodi- Ykpaina CaHochi-ABeHTic HimeuunHa BHECEHHS 3MiH [0 peecTpalinHmx 3a UA/8106/01/01
COJIOCTAP® 100 Opg./mn; Ne 5: no ABEHTIC [Loliunang TM6X mMaTtepianis: 3MiHu | TUNY - 3MiHU 3 AKOCTI. peyenmom
3 MNy KapTpuaxi, YkpaiHa" A®I. KoHTponib AdL. 3miHa y MeToAax

BMOHTOBaHOMY B
0fIHOPa30BY LUMNPUL-
pyuKy (6e3 ronok
Ans iH ekuin); no 5
LUMPULL-PYYOK Y
KapTOHHIlA KopooLi

BMNpo6yBaHHsA A®| abo BuxigHoro
mMartepiany/npomiKHOro NPoAyKTy/peareHTy,
LLI0 BUKOPUCTOBYETLCS Y NPOLECI
BMPOG6HMLTBA ADI (iHLWI 3MiHM Yy MeToAax
BUMPOOYBaHHA (BKIOYA0YM 3aMiHy abo
[0noBHeHHs) Adl abo
BWXi4HOro/MPOMKHOro NpoAyKTy)
BNPOBaKEHHSA HOBOrO Cy4acHOro MeTogy
BEPX 3DR ans igeHTudikadii, KinbkicHoro
BM3HAYEHHS IHCY/iHY rnapriHy Ta
BM3HAYEHHS CMOPIAHEHNX BINKIB Npy
BMNYCKY cepii Ta BUBYEHHI cTabinbHOCTI Ad|
iHcyniHy rnapriny (Sum of 3B-Asp, 3B-
iISOAsp- and 3B-succinimide-insulin glargine
< 0,3 %) pefakuiiiHi 3MiHV1 f,O OHOBIEHUX
posginis.

TepMiH BBEEHHS 3MiH B KBiTHI 2025 poky. -
3MiHu | TUNY - 3MiHK 3 siKOCTi. FoTOBWMIA
nikapcbkuii 3aci6. KOHTpob roToBoro
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n/n

Hassa
JliKapcbKo20

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pekna
myBaH
HS

Homep
peecmpayitiHo2o
nocsioYyeHHs1

3acoby

nikapcbkoro 3acoby. 3miHa napameTpis

cneumdikauin Ta/abo [onycTuMmnx Mex

rOTOBOrO /1iKapCbKOro 3acoby (4ONOBHEHHS
cneumdikauii HOBUM NMOKa3HUKOM 3

BiZANOBIAHWM MeTOA0M BUNPOOYBaHHS)

[0NOBHEHHSA crieumdikayii MN3 HoBuUM
nokasHnkomMm «Cyma 3B-Asp-,3B-ispoAsp- i
3B-CYKUUHIMIf, iHCYNiHIB rnapriHy» npu
BUNYCKy cepii (£0,5%) Ta NpoTArom TepMiHy
npugatHocTi (£2,0%) 4Ns BUSIB/IEHHS
crnopigHeHnx 6inkiB OKPeMo BifJ, OCHOBHOroO
niKy iHCYNiHy rnapridy i3 BigNoBigHUM
MeTOA0M BUNPO6YBaHHA. TepMiH BBEAEHHS
3MiH B KBITHI 2025 poky.

- 3MiHu | TUNY - 3MiHK 3 AKkocTi. FoToBUIA
nikapcbkuii 3aci6. KOHTponb roToBOro
nikapcbkoro 3acoby. 3miHa y MeToaax

BMNPOBYyBaHHA rOTOBOTO NiKapCbKoro 3acoby
(iHwWi 3miHM y MmeToAax BMnNpobyBaHb
(BKNKOYAOUM 3aMiHy ab0 [OMNOBHEHHS)) -
BNPOBaXEHHS HOBOTO Cy4aCHOro MeToay
BEPX 3DR gns igeHTudikauii, KinbkicHoro
BU3HAYEHHS IHCYNiHY rnapridy, M-kpe3osny Ta
BM3HAYEHHS CYNPOBIAHUX AOMILLOK Npu
BUMYCKy Cepii Ta NPOTAroM TepmiHy
npuaatHocTi. TepMiH BBEAEHHS 3MiH B KBIiTHI
2025 poky.

95.

NAHUEPON®

kancynu no 30 mr;
no 10 kancyny
6nictepi; no 1
6nicTepy y nauui

NAT
"Kuismegnpen
apat”

YKpaiHa

MAT "Kvismegnpenapart”

YkpaiHa

BHECEHHS 3MiH 0 peecTpaLinHmx
MaTtepianis: 3miHu | TMNy - 3MiHU 3 AKOCTI.
A®l. CtabinbHictb. 3MiHa nepiogy
NOBTOPHMX BMNpoGyBaHb/nepiogy
36epiraHHs abo ymoB 36epiraHHa AdI (3a
BiACYTHOCTI Y 3aTBEPA)KEHOMY [0CHE
cepTudikaTa BiANOBIAHOCTI EBPONECHKIi
hapmakonei, Lo BKItoYae nepios
NMOBTOPHOrO BMNPOGYBaHHS) (Nepiog,
NOBTOPHOro BMUNpobyBaHHs/nepios
36epiraHHs) - 36inblUeHHA abo BBeAEHHS
nepiogy NOBTOPHOrO BUNPOGYBaHHs/Nepioay
36epiraHHs Ha OCHOBI pe3y/bTaTiB
LOCNiMKeHb Y peasibHOMY Yaci - 3aMiHa
TepMiHy npugatHocTi A®| JlaHconpasony
nenetu 3 He MeHLwe 3 PokiB Ha nepioA [0
npoBefeHHs NOBTOPHUX BUNPOByBaHb 1 pik
06ymOB/ieHa HEOOXifHICTIO YCYHEHHS
Pi3HOUYNTAHHSA B Pi3HNX po3ginax
peecTpauiiHoro JoCbe Ta NPUBEAEHHS
iHpopmauii y p. 3.2.S.7. CTabinbHicTb

3a
peyenmom

UA/7875/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pekna
myBaH
HS

Homep
peecmpayitiHo2o
nocsioYyeHHs1

BMpO6HUWKa 13 y BignoBigHicTb 4o AMd
BUpo6HUKa A®I. BBeeHHA 3MiH NPOTArom 6-
TN MicALiB NicNs 3aTBEPMKEHHS. 3MiHM |
Tuny - 3MiHM 3 akocTi. A®l. Cuctema
KOHTelHep/3aKynoptoBasibHUiA 3aci6 (iHLWi
3MiHW) BHECEHHSA 3MiH fo p. 3.2.S.6.
CurcTeMa KOHTelHep/3aKynopoBasIbHUIA
3aci6 06yMOB/IEHi HEOOXIAHICTHO YCYHEHHS
pi3HOUNTaHHSA B PI3HNX po3ginax
peecTpauiiHoro AOCbE Ta NpUBEAEHHS
iHchopmauii y po3aini 3.2.S.6. BUpo6HUKa
N3y BignosigHicTb A0 AM® BUPO6HMKa
A®I| NaHconpasony nenetu Laboratorios
Liconsa, S.A., IcnaHisi.
3arBepmkeHo: CybCTaHL,iio naHconpason
(neneTun) ynakoByoTb B repMeTUYHO 3anasHi
noAgiliHi nonieTnieHoBi nakeTy. MakeTtu
NoMILLaloTb B FepMETUYHI N1acTUKOBI 6OYKU.
Ha 604KM HakK/1eTb eTUKETKN.
3anponoHoBaHo: Cyb6cTaHLito naHconpason
(neneTn) ynakoByoTb Yy NOABIMHI
nonieTUNEeHOBI NakeTy 3 nonieTuneHy
HM3bKOT LWiNbHOCTI. Mixk o6oma
nonieTMIeHoOBMMMN NakeTaMn BCTaBAAETLCA
nakeT i3 ocyluysayem. MpogyKTn B Lnx
nonieTUIeHOBMNX NakeTax NoMiLLaloTbCa B
naacTMKoBi 604kKn. Ha 604KM HakeTb
eTUKETKN.

BBefeHHS 3MiH NpOTAroM 6-Tu MicALiB nicas
3aTBEPLKEHHS.

96.

NEBEPET MIHI

TabneTku, BKpUTI
N/1iBKOBOIO
060s10HKOI0, 0,10
mr/0,02 wr; no 21
Tabnetui B 6nictepi;
no 1, 3 abono 6
6nicTepis B
KapTOHHIlA KOpooLi

3eHTiBa, K.C.

Yecbka
Pecny6nika

KOHTPO/b AKOCTI,
BMPOGHMLITBO rOTOBOrO
NPOAYKTY, NaKyBaHHS,

BUMYCK Cepii:
NabopaTtopioc JleoH
dapma, C.A., IcnaHis;

MiKpO6ioorivHuiA
KOHTPO/b:
NABOPATOPIO
EYEBAPHE, C.A., IcnaHis;

anbTepHaTMBHA AinsHKa

BTOPUHHOTO NaKyBaHHS:

TOB MaHaHTian IHTerpa,
IcnaHis;

aNlbTepHaTMBHA AiNsiHKa

IcnaHis

BHECEHHS 3MiH 0 peecTpaLinHmx
matepianis: 3MiHu | TUNy - AaMiHICTpaTUBHI
3MiHK. 3MiHa HaliMeHyBaHHA Ta/abo agpecu

MiCLAl NPOBaKEHHS Ais/IbHOCTI
BMpO6HUKa/iMnopTepa roToBoro Nikapcbkoro
3ac00y, BKIIOHAKUN AiNbHNL BUNYCKY cepil

abo micue npoBefeHHS KOHTPOJIH0 SKOCTI.

(misnbHICTb, 3a SKy Bignosifae

BMPOGHUK/iIMNOpTEp, BK/IKOYAOUN BUMYCK
cepiii) 3miHa agpecu BUPOGHMKA Y 3BA3KY 3
NpUBEAEHHAM [0 AitoYol NieHsii Ha
BMPOGHMLTBO Ta cepTudikaty HBIM.
Bupo6Huya AinbHUUS Ta yci BUPOOHNYI
onepavii 3aMwaTbCs HE3MIHHUMU. 3MiHK
BHECEHO Y po3ain "Micue3HaxomKeHHs
BMPOGHMKa Ta agpeca MicLA NPoBaKeHHS
oro gisnbHOCTI" B IHCTPYKLiO Ans
Me[IMYHOro 3aCTOCYBaHHS Ta K HACNifokK - y

3a
peyenmom

He
nionsie
ae

UA/15001/01/01
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Ne Hassa ®dopma BUnycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKA Bionycky MyBaH | peecmpayiliHo2o
3acoby ynakoska) Hs nocsioYyeHHs1
BTOPVHHOTO NaKyBaHHSA: TEKCT MapKyBaHHS YNakoBK/ NikapCbKOro
ATAIC ®APMA, C.J11., 3acob6y. BBeaeHHs 3MiH NpoTsirom 6-Tu
Icnanis MiCALIB MiCNA 3aTBEPLYKEHHS.

97. | NEBOBALUUA TabneTku, BKPUTI MicTpan AHrniA PAPMATEH CA Ipeuis BHECEHHS 3MiH [J0 peecTpaLiinHmx 3a He UA/20215/01/01

nNiBKOBOIO Kenitan MaTtepianis: 3miHu | TMny - 3MiHW WoOA[0 peyenmom nionsie

o60onoHkoto, no 500 MeHemKMeHT 6e3nekn/edheKTUBHOCTI Ta hapMakoHarnsgy. ae

Mmr; no 10 TabneTok Nimiteq 3MiHa Y KOpPOTKiil XapakTepucTuLi

y 6nicTepi; no 1
6nictepy B
KapTOHHIlA KOpooLi

NiKapcbKoro 3acoby, TEKCTi MapKyBaHHA Ta
IHCTPYKLUT 4719 MeANYHOro 3aCTOCYBaHHA Ha
nigcTasi perynsipHO OHOB/IOBAHOrO 3BITY 3
6e3nekun nikapcbkoro 3acoby, abo
focnifmkeHb 3 6e3nekn 3acToCyBaHHs
nikapcbKoro 3acoby B nicispeecTpaviiiimii
nepiog, abo sk pe3ynbTar OUiHK/ 3BTy 3
JocnigpKeHb, NPoBeAeHNX BiANOBIAHO A0
nnady negiatpuyHmx gocnigpkeHs (PIP)
(3MiHY y3rof)KeHo 3 KOMNETEHTHUM
YNOBHOB&XXEHNM OPraHom)
3MiHM BHECEHO B IHCTPYKLiO A1 MeAUYHOro
3aCTOCYBaHHS NikapCbKoro 3acoby A0
po3ginis: "Ocob6MBOCTI 3acTOCyBaHHSA",
MepeposysaHHA", "Mo6GIYHI peakuii”
BiNOBIAHO 4O OHOBEHOI iHChopMaL,i Woao
6e3nekv 3acToCyBaHHA Ail040i PEYOBUHU
nikapcbKoro 3acoby (Npo BMNaaku
MiOKOHYCY, MOPYLLUEHHS CUCTEMU KPOBI,
rinepnirMmeHTauii Wkipy, MaHii). BBegeHHs
3MiH NPOTArom 6-Tu MicaLiB nicns
3aTBEPMKEHHS. 3MiHKM | Tuny - 3MiHK Woao
6e3nekn/edheKTUBHOCTI Ta hapMakoHarnsgy.
3MiHa Y KOpPOTKiil XxapakTepucTuLi
NiKapcbKoro 3acoby, TEKCTi MapKyBaHHA Ta
IHCTPYKLUT 4719 MeANYHOro 3aCTOCYBaHHSA Ha
nigcTasi perynsipHO OHOB/IOBAHOrO 3BITY 3
6e3nekun nikapcbkoro 3acoby, abo
focnifmKeHb 3 6e3nekn 3acToCyBaHHs
nikapcbKoro 3acoby B nicnspeecTpaviiiHmii
nepiog, abo sk pe3ynbTar OUiHK/ 3BTy 3
JocnigKeHb, NPoBeAeHNX BiANOBIAHO A0
nnady negiatpuyHmx gocnigpkeHs (PIP)
(3MiHY Y3rofH)KeHo 3 KOMNETEHTHUM
YNOBHOB&XXEHUM OpraHoMm). 3MiHN BHECEHO B
IHCTPYKLit0 AN51 MeANYHOTO 3aCTOCYBaHHS
niKkapcbKoro 3acoby A0 po3ainy "MobivHi
peakujii" BiANOBIAHO 4O OHOBMEHOT
iHhopmaLii Wwoao 6e3nekn 3acTocyBaHHS
[it040T PEYOBMHY MiKapCbKOro 3acoby
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Ne Hassa ®dopma BUnycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKA Bionycky MyBaH | peecmpayiliHo2o
3acoby ynakoska) Hs nocsioYyeHHs1
(BONOBHEHO OMUCOM OKPEeMUX MOBIYHNX
peakLiiil). BBegeHHs 3MiH NpOTAroM 6-Tn
MicALIB MiCNSA 3aTBEPKEHHS.
98. | NIEH3ETTO® cnpeit BAT "TepeoH YropuHa l'egeoH Pixtep PymyHis PymyHis BHECEHHS 3MiH 0 peecTpavinHmx 3a He UA/17185/01/01
TpaHcAepMasibHUIA, PixTep" AT MaTtepianis: 3miHu | TMny - 3MiHK WoA0 peyenmom nionsie
po34uH, 1,53 6e3nekn/edpeKkTBHOCTI Ta hapMakoHarisgy ae
mr/go3y; no 6,5 mn (iHLWi 3MiHW). 3MiHM BHECEHO B IHCTpyKLilo
po3uunHy (56 fo3) y AN MeAUYHOro 3acToCyBaHHA NiKapCbKoro
CKNSAHOMY (hNaKoHi, 3acoby fo posginy "B3aemogis 3 iHWumu
AKWIA 3abe3neyeHunin nikapcbkMu 3acobamu Ta iHLWi BUau
[03YH04MM HAacoCOM B3aemogiit" BianoBigHo A0 iHopmaLii 3
3 po3NW/IOBaYeEM i 6e3nekn 3acTocyBaHHs NikapCbKOro 3acoby.
akTnsaropom; no 1 BBefeHHs 3MiH NpoTArom 6-T1 MicAuiB nicns
dhnakoHy B 3aTBEPAKEHHSA
annikaTopi 3
KOHIYHVM
KynonbHUM
OTBOPOM, LU0
3aKpUBAETLCA
KPWLLIKOIO, sika MaE 3
BHYTPILLIHbOI
CTOPOHU
nornnHarvy
npokniagky; no 1
annikatopy B
KapTOHHI KOopooLi
99. | NTIOMEPAMIA, kancynu TBepgino 2 | AT "I'piHgekc" Natsis AT "I'piHgekc" Natsis BHECEHHS 3MiH [0 peecTpalinHmx 6e3 nionse UA/6390/01/01
FPIHAEKC Mmr no 10 kancyn y MaTtepianis: 3MiHu | TUny - 3MiHK WoA0 peyenma ae

6nictepi; no 1
6nictepy y nauui 3
KapTOHY

6e3nekn/edekTMBHOCTI Ta thapmakoHarnagy.
3MiHa y KOpOTKili XapakTepucTuuj
nNikapcbKoro 3acoby, TEKCTi MapKyBaHHA Ta
IHCTPYKLi A8 MeAMYHOro 3aCTOCYBaHHA Ha
nigcTasi peryaspHo OHOB/IHOBAHOIO 3BITY 3
6e3nekun nikapcbkoro 3acoby, abo
focnifmkeHb 3 6e3neKkn 3acToCyBaHHs
nikapcbKoro 3acoby B nmicnspeecTpaviiHmi
nepiof, abo Ak pe3ynbTaT OLiHK/ 3BIiTY 3
LocnigpkeHb, NpoBeAeHVX BifNoBigHO A0
nnaHy neaiatpnyHux gocnimpkeHs (PIP)
(3MiHy y3rof»keHO 3 KOMMETEHTHUM
YNOBHOB&XXEHNM OpraHom)
3MiHV BHECeHO A0 IHCTpyKLii ans
MeAMYHOro 3acTOCyBaHHA NMikapCbKoro
3acoby A0 po3ainis: "Ocob6AnBOCTI
3acTocyBaHHs" Ta "lNepefo3yBaHHSA" WOA0
6e3neky 3acToCyBaHHA Ail040i PeYOBUHU
nonepamigy rigpoxnopus. BeegeHHs 3miH
NPOTArom 6-T1 MICALIB MiCNs 3aTBEPKEHHS
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Ne Hassa ®dopma BUnycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKA Bionycky MyBaH | peecmpayiliHo2o
3acoby ynakoska) Hs nocsioYyeHHs1
100. | IYKACT® TabneTku, BKpUTI dapma Wopparis dapma IHTepHelleHan VoppaaHis BHECEHHS 3MiH O peecTpavinHmx 3a He UA/10555/01/01
nNiBKOBOO IHTEepHeLweHan KomnaHi MaTtepianis: 3miHu | TUNy - 3MiHK WoOA0 peyenmom nionsie
060/10HKO10, M0 10 Komnawi 6e3nekn/edekTBHOCTI Ta hapMakoHarisgy ae
mr; no 10 TabneTok (iHLWi 3MiHW). 3MiHW BHECEHO B iHCTPYKLItO
y 6nictepi; no 3 0151 MeNYHOro 3acTocyBaHHA NikapcbKoro
6nictepu y 3acoby fo posginis "MobiuHi peakuii" Ta
KapTOHHI KopoobLi "Micue3HaxomKeHHs 3asBHUKA" o040
noBigoMIEHb NPO NiJO3pHoBaHi NO6IYHI
peakujii Ta BiACYTHICTb eheKTUBHOCTI
NiKapCbKOro 3acoby, yTOYHEHHS Ha3BW
po3ziny "BUpo6HMK/3asBHUK".
TepmiH BBEA,EHHS 3MiH NPOTAroM 6 micauis
nicn1a 3aTBePKEHHS.
101. | ME/TOKCUKAM | nopoLuok TOB Ykpaina Csarti CneHTtoc lMpaiiBeT IHais BHECEHHS 3MiH [J0 peecTpaLiinHmx - UA/18152/01/01
(cy6eTaHuin) y «PAPMACEN Nimiteq MaTepianis: 3miHu | TMNy - 3MiHK 3 AKOCTI.
nakeTax noABiNHUX » CeprtudpikaT BignosigHocTi/l E-cepTudpikat
nonieTuNeHoBux ans BiANOBIAHOCTI EBponechbkili
thapmaueBTUYHOro thapmakonei/moHorpadii. MogaHHsa HOBOro
3acTocyBaHHSA abo oHoBNEHOro cepTudiikaTa BigNOBIAHOCTI
ab0o BUNyYeHHs cepTudpikarta BiANOBIAHOCTI
€Bponeiicbkin hapmakonei: ans A®l; ona
BVXiHOTO Matepiany/peareHTy/npomMiKHOro
NPOAYKTY, WO BUKOPUCTOBYHOTHLCS Y
BMPOGHULTBI API; AN ONOMIXHOT
peyoBuMHM (cepTudiikaTt BigMnoBigHOCTI
€Bponelicbkiin hapmakoner) - OHOBEHWIA
cepTuaikaT Bif y)Xe 3aTBepaKeHoro
BUPOOBHMKA - NOAAHHS OHOB/IEHOTO
cepTudikaTa BiANoBiAHOCTI EBpONEiiChKiit
chapmakonei CEP 2014-261 - Rev 02
(3atBepaxeHo: RO-CEP 2014-261 - Rev 01)
ons A®l menokcukam Big, yxe
3aTBepAKeHOro BMpo6HMka Swati Spentose
Private Limited, IHgjs.
102. | METEOCIMA3MI | kancynu; no 10 Nab6opaTopii PpaHuis BUPOBHULTBO dpaHuis BHECEHHS 3MiH [J0 peecTpaLjiinHmx 6e3 nionsie UA/8767/01/01
n Kancyn y 6nictepi; Mavioni Hepo3dacoBaHoi marepianis: 3MiHu | TUny - 3MiHK 3 AKOCTI. peyenma ae
no 2 a6o no 3 Cninanep NpoAyKuii, NepBnHHa Ta [OTOBWMIA Nikapcbkuii 3aci6. 3MiHK y

6nictepn y
KapTOHHI KopoobLi

BTOPVHHA YNakKoBKa,
BiANOBiAaNbHWI 3a BUNYCK
cepit:
Nab6opaTopii ManeHik
BepHiH, ®paHuis;
nepBuHHA Ta BTOPUHHA
ynakoBKa, KOHTPO/Ib
AKOCTI, BiANOBIAa/IbHUI 3@
BMNYCK cepil:
JNa6opaTtopii Maiioni
Cningnep, ®paHujis

BMPOOHULTBI. 3MiHa iMnopTepa/3miHu, Lo
CTOCYHOTbCSI BUMYCKY Cepii Ta KOHTPO/H0
SIKOCTi FOTOBOrO MlikapCbKoro 3acoby (3amiHa
abo fofaBaHHA BUPOGHWMKA, L0 BignoBigae
3a BBE3€eHHA Ta/abo Bmnyck cepii) - He
BK/THOHAI0UN KOHTPO/Ib/BUNPOGYBaHHSA Ccepil.
[onasaHHA hyHKLIT BUNYCKy cepii 40 Bxe
3aTBEpAKEHOro BMPOGHHMKa JSlabopaTtopii
["aneHik BepHiH, ®paHuis/Laboratoires
GALENIQUES VERNIN, France, wwo
BiANOBiAaE 3a BUPOOHMLITBO




86

n/n

Hassa
JliKapcbKo20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pekna
myBaH
HS

Homep
peecmpayitiHo2o
nocsioYyeHHs1

Hepo3dhacoBaHOT MPOAYKLi. 3MiHN BHECEHI B
IHCTPYKLit0 AN51 MeANYHOTO 3aCTOCYBaHHS
NiKapcbKoro 3acoby y po3ainv «BupooHuK»
Ta «Micue3HaxomKeHHs BUPOGHMKa Ta
afpeca Micus NpoBagKeHHs oro
AiSNbHOCTI» WOA0 A0AaBaHHA BUPOBHNKa,
AK HAC/MiJOK — 3aTBEPKEHHS TEKCTY
MapKyBaHHS YNakoBKW Nikapcbkoro 3acoby
0N [0AATKOBOTO BUPOGHMKA. BBeaeHHs
3MiH NpoTArom 6-Tu MicauiB nicns
3aTBEPMKEHHA. 3MiHU | TNy - 3MiHK 3
AKoCTi. FOTOBWMIA Nikapcbkuii 3aci6. 3MiHn y
BMPOOHULTBI. 3amiHa abo BBeEHHS
[04aTKOBOT AiNbHULL BUPOBHULTBA AR
4acTVHM abo BCbOro BUPOBHMYOro npoecy
rOTOBOrO JliKapCcbkoro 3acoby (AinbHuUsA Ans
BTOPVHHOTIO NakyBaHHS). [logaBaHHA
OyHKLLii BTOPUHHOTO NakyBaHHA [0 BXe
3aTBEPMAKEHOro BUpobHUKa Jlabopatopil
["aneHik BepHiH, ®paHuis/Laboratoires
GALENIQUES VERNIN, France, wo
BiANOBIAAE 3a BUPOOHMLITBO
Hepo3dhacoBaHO! NPoAyKLii. 3MiHU | Tuny -
3MiHu 3 sikocTi. FoTOBWMIA Nikapcbkuii 3aci6.
3MiHM y BUpO6HMUTBI. 3amiHa abo BBeAEHHS
[04aTKOBOT Ai/bHULL BUPOBHULTBA A4S
YacTVHM abo BCbOro BUPOBHMYOro npouecy
rOTOBOrO JliKapcbkoro 3acoby (AinbHuUsA Ans
NepBUHHOTO NakyBaHHS). [loaaBaHHsA
OYHKLIT NEPBUHHOIO NakyBaHHA [0 BXe
3aTBEPMAKEHOro BUpOobHUKa Jlabopatopil
["aneHik BepHiH, ®paHuis/Laboratoires
GALENIQUES VERNIN, France, wo
BiANOBIAAE 3a BUPOOHMLITBO
Hepo3dhacoBaHO! NPoAyKLii. 3MiHU | Tuny -
3MiHu Wwopao 6e3nekn/edekTUBHOCTI Ta
thapmakoHarnagy (iHwi 3miHn). 3MiHK
BHECEHO [0 TEKCTY MapKyBaHHS BTOPUHHOT
ynakoBKW NikapcbKoro 3acoby B n. 8. «AATA
3AKIHYEHHA TEPMIHY MNPUOATHOCTI»,
n. 12. <HOMEP PEECTPALINHOIO
MOCBIAYEHHSA», n. 13. <HOMEP CEPII
NIKAPCBKOI'O 3ACOBY» Tta n. 17.
«IHLIE».

BBefieHHs1 3MiH NpoTArom 6-T1 MicAUiB nicns
3aTBEPAKEHHSA

103.

MET®OPMIH-
TEBA

TabneTku, BKPUTI
n/1iBKOBOO

TOB «TeBa
YKpaiHa»

YKpaiHa

umnkiom: Tesa

BUPOGHULTBO 3a NOBHUM

I3painb/
YropwwmHa/

BHECEHHS 3MiH [J0 peecTpaLiinHmx
mMarepianis: 3MiHu | Tuny - 3MiHK 3 AKOCTI.

3a
peyenmom

UA/12382/01/01
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Ne Hassa ®dopma BUnycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKA Bionycky MyBaH | peecmpayiliHo2o
3acoby ynakoska) Hs nocsioYyeHHs1
o060s10HKOI0, No 1000 dapmaneBTikan IHaacTpi3 Yecbka CeprtudpikaT BignosigHocTi/l E-cepTuddikat
Mmr, no 10 TabneTok NtA., 13paink; nepBuHHa Pecny6nika BiANOBIgHOCTI EBponeiichbkili
y 6nicTepi, no 3 Ta BTOPMHHA YNakoBka, hapmakonei/moHorpadii. NMogaHHA HOBOro
6nictepu y kopobu, KOHTPO/b AKOCTi Ta 403BiN abo oHoBNEHOro cepTudiikaTa BigNOBIAHOCTI
no 15 ta6nertok y Ha BuUnyck cepiii: AT abo BUyYeHHs cepTudpikarta BiANOBiAHOCTI
6nicTepi, no 2 abo 6 dapmMaLeBTUYHUIA 3aBO/, €Bponeiicbkiii hapmakonei: ana A®l; ans
6nicTepiB y Kopobui TeBa, YropwyHa; BVXiHOTO Matepiany/peareHTy/npomMiKHOro
BUPOGHMLITBO NPOAYKTY, WO BUKOPUCTOBYHOTLCS Y
Hepo3acoBaHoi BMPOGHULTBI API; AN [ONOMIXHOT
NpoAyKUii, KOHTPO/b peyoBuHM (cepTudiikaTt BigMoBIgHOCTI
AKOCTI: €Bponelicbkiin hapmakonei) - OHOBEHWIA
Tesa Yex IHgacTpi3 c.p.o., cepTuddikaT Bif y)Xe 3aTBepKEHOro
Yecbka Pecnybnika BMPO6HUKa. [ogaHHA OHOB/IEHOTO
cepTudikaTy BiAnoBigHOCTI EBponechkili
hapmakonei R1-CEP 2004-124-Rev 07 Big,
BXe 3aTBepAKeHoro BupobHuka Granules
India Ltd. (ainbHuua Jeedimetla) aitoyoi
pevyoBMHU METOPMIHY riApoXIopua,
(3aTBepmxeHo: R1-CEP 2004-124-Rev 06;
3anponoHoBaHo: R1-CEP 2004-124-Rev 07)
104. | MIO3M NMopoLLUOK AN CaHodpi B.B. Higepnangu HanoBHEHHS (h/1aKoHIB Ta IpnaHgis/ BHECEHHS 3MiH [0 peecTpaLinHmx 3a UA/11618/01/01
NPUroTyBaHHS BMPOGHULITBO KiHL,EBOrO Benbrisa Marepianis: 3miHu | TUMy - 3MiHM 3 AKOCTI. peyenmom
KOHLeHTpary ans NPOAYKTY, MapKyBaHHs Ta A®I. KoHTposib AdL. 3miHa y MeToAax
pO3YuHy AN nakyBaHHs, KOHTPO/1b BMNpobysaHHA A®| abo BuxigHoro
iHcpysii no 50 wr; 1 akocTi 13, BunycK cepii: marepiany/npomiKHOr0 NPoAyKTy/peareHTy,
dh1akoH 3 NOPOLLKOM [bxeHsalim Ipnang, LLI0 BUKOPUCTOBYETLCS Y NPOLECI
Y KapTOHHI nauui Nimitea, lpnanHgis; BMPOGHMLTBA ADI (iHLWI 3MiHM Yy MeTodax
BMPOGHMLTBO AC, BMNpoGyBaHHSA (BK/THOYaOUM 3aMiHy abo
NpUroTyBaHHA po3ynHy N3 [0noBHeHHs) A®Pl abo
Ana niodpinisauii: BWXi4HOrO/MPOMIXXHOro NPoAyKTy) -
xeHzaiim dnaHgepc, OHOB/IEHHS aHani3y in vitro Ha BipycHy
Benbris KOHTaMiHaLlito 3pa3kiB 3 6iopeakTopy, sKuii
BUKOHYETLCS1 B OCTaHHI AeHb 360py
maTepiasly Yyepes BUKOPUCTaHHSA
epUTPOLMTIB MIIOANHU K albTEPHATUBY
epuTpoumMTaM Makak-pesyciB, a TakoX 3MiHU
y NiAroToBLj MO3NTUBHOIO KOHTPO/O ANS
TecTiB Ha remagcopbuito Ta
reMar/rTUHaLi.
105. | MOBIKCUKAM TabneTtku, Wo TOB «MoBi Ykpaina [MOBHWIA LMKN LBeiiuapis/ BHECEHHS 3MiH [0 peecTpaviinHmx 3a He UA/13585/01/01
® OAT aucnepryloTses B Xenc» BUpPOGHULTBA: Annekc ITania mMaTtepianis: 3miHu | TMny - 3MiHK WoA0 peyenmom nionse
POTOBI NOPOXHWHI, dapwma CA, LLseliuapis; 6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsagy ae

no 15 wr; no 10
Tabnetok y 6nictepi,
no 1 a6o 2 6nictepu
Y KapTOHHII nayui

MepBrHHE Ta BTOPUHHE
nakyBaHHs: Jlamn CaH
Mpocnepo C.n.A., ITanis

(iHWi 3MiHW) - 3MiHX BHECEHO [0 po3ainy
"PapmakoTepanesTnyHa rpyna”
(KopuryBaHHsi TEKCTY BiANOBIAHO A0
MiXHapoAHOro knacudikaropa dapmrpyn ta
Konis ATX BOO3, 6e3 3MiHM camoi
hapmakoTepaneBTUYHOI Fpynu), a Takox
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pekna
myBaH
HS

Homep
peecmpayitiHo2o
nocsioYyeHHs1

BHECEHHS HE3HAYHVX pefakLiiHnX NpaBoK
[0 po3giniB "®apmakonoriyHi B1acTueocTi”,
"MpoTrnokasaHHA", "B3aemMogis 3 iHWNMKN
nikapcbkvMu 3acobamu Ta iHLWi BUau
B3aemogii", "Ocob/MBOCTi 3aCTOCYBaHHA",
"3acTocyBaHHA y nepiog, BarirTHocTi abo
rogyBaHHs rpyaar”, "34atHicTb BNvBaTtK
Ha WBUAKICTb peakLii Npu kepyBaHHi
aBTOTPaAHCMOPTOM ab0 iHWMMKN
mexaHismamu", "MepeposyBaHHsa", "MobiyHi
peakuii" iIHCTPYKUii A8 MeguyHoro
3aCTOCYyBaHHS NiKapcbkoro 3acoby. A Takox
3MiHM BHECEHO [0 TEKCTY MapKyBaHHS
NepBUHHOT YNakoBKM NliKapcbKoro 3acoby (y
n.5. Ta n.6.) Ta BTOPUHHOT yNakoBKM
nikapcbkoro 3acoby (n.2., n.4., n.5., n.14.,
n.15., n.17.) BBeAeHHS 3MiH NpOTArom 6-1u
MicsLiB NicNs 3aTBEPAKEHHS

106.

MOBIKCUKAM
®oAT

TabneTtku, Wo
[AMCnepryTbes B
POTOBIli NOPOXXHWHI,
no 7,5 mr; no 10
Tabnetok y 6nictepi,
no 2 6nictepu y
KapTOHHI navu,i

TOB «MoBi
Xenc»

YKpaiHa

MMOBHWIA LMKN
BMPOGHMLTBA: ANnekc
dapwma CA, LLseliuapis;
MepBrHHE Ta BTOPUHHE
nakyBaHHs: Jlamn CaH
Mpocnepo C.n.A., ITanis

Lseiuapis/
ITanis

BHECEHHS 3MiH 0 peecTpavinHmx
MaTtepianis: 3miHu | TMny - 3MiHK WoOA0
6e3nekn/edeKkTBHOCTI Ta hapMakoHarisgy
(iHWi 3MiHW) - 3MiHK BHECEHO A0 pO3Ainy
"PapmakoTepanesTuyHa rpyna”
(kopuryBaHHs! TEKCTY BiAMoOBIAHO A0
MiXHapoAHOro kracudikaropa dpapmrpyn Ta
Konis ATX BOO3, 6e3 3MiHM camol
hapmakoTepaneBTUYHOT Fpynu), a Takox
BHECEHHS HEe3HaYHVX pefakLiiHnX npaBoK
[0 po3ziniB "®apmakooriyHi BacTusocTi”,
"MpoTrnokasaHHsA", "B3aemMogis 3 iHWNMKN
nikapcbkMu 3acobamMu Ta iHLWi BUau
B3aemogiit", "Ocob/MBOCTi 3aCTOCYBaHHSA",
"3acTocyBaHHs y nepiog, BarirTHocTi abo
rogyBaHHs rpyaar”, "34atHicTe BNBaTtm
Ha LWBUAKICTb peakLii Npu kepyBaHHi
aBTOTPAHCMOPTOM ab0 iHWMMKN
mMexaHismamu", "Mepepo3yBaHHsa", "MobiyHi
peakuii" iHCTPYKUii 418 MeguyHoro
3aCTOCyBaHHSA NiKapcbkoro 3acoby. A Takox
3MiHU BHECEHO [0 TEKCTY MapKyBaHHS
NePBUHHOI YNakoBKM /iKapCbKoro 3acoby (y
n.5. Ta n.6.) Ta BTOPUHHOT yNakoBKM
nikapcbkoro 3acoby (n.2., n.4., n.5., n.14.,
n.15., n.17.) BBeAeHHs 3MiH NPOTArom 6-1u
MicsILiB MiCNsA 3aTBEPAKEHHS

3a
peyenmom

He
nionsie
ae

UA/13585/01/02

107.

MOKCUBAP

TabneTku, BKpUTI
nniBKOBOK
060/10HKOH0, N0 400

Aypo6iHao
Papma /114,

IHAjA

Aypo6iHgo ®apma Jlimites,

- FOHiT VI

IHAjA

BHECEHHS 3MiH [0 peecTpaviinHmx
mMaTtepianis: 3miHu | TMny - 3MiHK WoA0
6e3nekn/edhekTMBHOCTI Ta hapmakoHarnsgy.

3a
peyenmom

UA/14296/01/01
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Mr; 1o 5 TabneTok y
6nicTepi; no 1 abo 2
6nictepu B
KapTOHHI/ KopoobLi

BeegeHHs ab0 3MiHN [0 y3arasibHeHNX
AaHux Npo cuctemy apmakoHarnagy
(BBEAEHHSA Y3araslbHEHUX AaHWX NPo
cucTemy chapmakoHarnsgy, 3miHa
yMNOBHOBaXXeHOT 0co6M, BigNoBifabHOT 3a
3AiicCHeHHA hapMakoHarnaay; KOHTaKkTHOT
0cobu 3 thapmakoHarnsgy 3assHuka Ans
3pificHeHHs hapMakoHarnsay B YkpaiHi,
AKLLLO BOHA BigMiHHA Bif, yNOBHOBaXeHOT
oco6w, BignoBiga/IbHOI 3a 34iCHEHHSI
thapmakoHarnagy (BK1ovaoUun KOHTaKTHI
[AaHi) Ta/abo 3MiHV y po3MiLLeHHi MacTep-
haiina cuctemu hapmakoHarnisgy). 3miHa
KOHTaKTHOI 0CO6U 3asBHMKA, BifnoBiAaNbHOI
3a hapmakoHarnsag B Ykpaii.
[itoua pepakuis: CamoiineHko Aptem
MasnoBwuy. NponoHoBaHa pefakuis:
CasueHko AmuTpo CeprilioBny. 3miHa
KOHTaKTHUX JaHWNX KOHTaKTHOI 0cobu
3asBHMKa, BigNOBigaIbHOT 3a
thapmakoHarnag B Ykpaini. 3miHa
MiCL,e3Hax0MKeHHs1 MacTep-daiina cucremu
chapmakoHarnsgy Ta iioro Homepa.

108.

MOKCU®OKC
ALVH

TabneTkn, BKPUTI
NNiBKOBOIO
060/10HKO10, No 400
mr, no 5 TabneTok B
6nicTepi, no 1
6nictepy B navui

TOB
"APTEPIYM
nTar

Ykpaina

MAT "Knismegnpenapart”

Ykpaina

BHECEHHS 3MiH [0 peecTpaLinHmx
Marepianis: 3miHu | Tuny - 3MiHK LWoA0
6e3nekn/edekTMBHOCTI Ta thapmakoHarnagy.
3MiHa y KOpOTKili XapakTepucTuuj
nikapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta
IHCTPYKLU|i 4118 MeANYHOro 3acTOCYBaHHA Ha
nigcTasi peryaspHO OHOB/HOBAHOIO 3BITY 3
6e3nekun nikapcbkoro 3acoby, abo
focnifmkeHb 3 6e3nekn 3acToCyBaHHs
nikapcbKoro 3acoby B nicispeecTpavyiiHmi
nepiog, abo Ak pe3ynbTaTt OLiHK/ 3BTy 3
nocnigpkeHb, NpoBeAeHuX BigNoBigHO A0
nnaHy negiatpnyHux gocnigpkers (PIP)
(3MiHy y3rofkeHO 3 KOMMETEHTHUM
YNOBHOB&XXEHNM OpraHom) - 3MiHN BHECEHO
00 IHCTPYKUiT 4151 MeAMYHOro 3acTOCyBaHHS
nikapcbKoro 3acoby Ao po3ainis
"Oco6nmBOCTI 3acTocyBaHHA" Ta "Mo6GiYHI
peakuii" Wwoao 6e3nekn 3acTocyBaHHSA
Ailo40T peyoBUHN MOKCMIOKCALMH
BiANOBIAHO A0 pekomeHaaLin PRAC.
BBefeHHs 3MiH NpoTArom 6-T1 MicAuiB nicns
3aTBEPMAKEHHS - 3MiHW | TUNY - 3MiHK WoJ0
6e3nekun/edhekTBHOCTI Ta hapMakoHariagy
(iHWi 3MiHW) - 3MiHX BHECEHO A0 IHCTPYKLiT

3a
peyenmom

He
niosnsie
ae

UA/19633/01/01
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Ne Hassa ®dopma BUnycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKA Bionycky MyBaH | peecmpayiliHo2o
3acoby ynakoska) Hs nocsioYyeHHs1
[N MeANYHOro 3acTOCyBaHHSA NiKapCbKOro
3acoby Ao po3giny "Mo6iyHi peakuii™ woao
Ba&X/IMBOCTI 3BITYBaHHS NPO NobiuHi peakw;i.
BBefeHHs1 3MiH NpoTArom 6-T1 MicAuiB nicns
3aTBEPAKEHHS
109. | MOKCUDIOKC | nopoLuok TOB YkpaiHa ApareH Naiicp CaeHcuc IHais BHECEHHS 3MiH A0 peecTpavliiHnX - UA/19096/01/01
ALUVHY (cybcTaHuis) y «TNEA®APM Nimitep, Marepianis: yTOYHEHHS HanMCcaHHA
FIAPOXNIOPUA, | nonieTnieHoBUx NTO» BUPOGHUKA B Hakas3i MO3 YkpaiHu Ne 171
naketax gns Big 28.01.2025 B npoueci BHECEHHSA 3MiH
thapmaLeBTUYHOro (3wmiHa 3asBHuka /13 (MIBI) (BnacHuka
3acTocyBaHHs peecTpauiiiHoro noceigyeHHs) (3rigHo

Haka3y MO3 Big 23.07.2015 Ne 460). 3miHn |
TMny - AQMiHICTPaTVBHI 3MiHK. 3MiHa
HaliMeHyBaHHs Ta/abo agpecy Micus
NPOBaKEHHS AiS/IbHOCTI BUPO6HMKA
(Bkntovaroun, 3a HeobXiAHOCTI, Micue
NpoBefeHHS KOHTPOJI0 AKOCTI), a60
B/lacHvKa macTep-gaiina Ha A®l, abo

nocravanibHuka AdI/BMUxigHOro
mMartepiany/peareHTy/nPoOMKHOIO NPOAYKTY,
LLIO 3aCTOCOBYIOTLCS Y BUPOOHULTBI API
(AKLLLO 3a3HAYEHO Y A0ChE Ha NiKapCbKuii
3acib) 3a BiACYTHOCTI cepTudikaTa
BiANOBIAHOCTI €Bponeiickbkili hapmakonei y
3aTBEPAKEHOMY [OChE, ab0 BUPOOHMKA
HOBOI JONOMIKHOT pevyoBUHN (SIKLLO
3a3HaYeHo Y JOCLE) - 3MiHA Ha3BwU
BMpo6HuKa A®I| 3 ApareH Jlaiich CaeHcuc
MpaiiseT JlimiTen Ha ApareH flaiicp CaeHcuc
NimiTen, y BiANOBIAHOCTI A0 Ai0UNX KEPIBHUX
[OKYMEHTIB AN cyocTaHLi
MokcudbnokcauuHy rigpoxnopug. 3miH y
BVMPOGHNYOMY NPOLIEC] Ta BUPOBHNYMX
NOTY)XXHOCTSAX He Big6ynocs. 3miHu | Tuny -
3MiHuM 3 aKocTi. A®Il. KoHTponb A®L. 3miHa 'y
napameTpax cneumdikauin Ta/abo
[OMYCTUMUX MEX, BUSHAYEHNX Y
crneundikauiax Ha A®l, abo
BUXIAHWIA/MPOMDKHMIA NpoAyKT/pearexT, Wwo
BUKOPWCTOBYIOTbCS y NpoLeci BUPOOHMLTBA
AD| (iHWi 3MiHW)- NPpUBELEHHS TECTY
"lgeHTudpikayis" o HagaHUx JOKYMEHTIB
BMpo6HuKa (DMF). 3miHu | Tuny - 3miHu 3
AKocTi. A®l. KoHTponb A®l. 3miHa y
mMeTodax BunpobyBaHHs A®| abo BUXigHOro
marepiany/npomiKHOro NPoAyKTy/peareHTy,
LLI0 BUKOPUCTOBYETLCS Y NPOLECI
BMPO6HUMLTBA AP| (HE3HAYHI 3MiHW Y
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pekna
myBaH
HS

Homep
peecmpayitiHo2o
nocsioYyeHHs1

3aTBEPKEHNX MeToAax BUNPOOYBaHHS) -
3MiHV y 3aTBEPMAXEHNX METOAAX KOHTPOSIO
3a nokasHvkamu «CynpoBifHi SOMILLKM»,
«KinbkicHe BU3Ha4YeHHs», «EHaHTioMepHa
yuctoTar, «HacunHa ryctuHa Ao ycagku»,
«HacwvnHa ryctuHa nicns ycagaku»,
BHOCATBLCS Y 3B’A3KY 3 HEOOXIAHICTIO
npuBefeHHs BiANOBIAHNX METOLIB KOHTPO/IIO
[0 OHOBNeHVX matepianis DMF, HagaHux
BMPOGHUKOM cybcTaHUii. 3miHu | Tuny -
3MiHu 3 aKocTi. A®Il. KoHTponb A®I. 3miHa y
napameTpax crneuudikauii Ta/abo
[OMYCTUMNX MEX, BUSHAYEHNX Y
cneuudikalisx Ha Ad®l, abo
BUXiAHWIA/NPOMIDKHUIA NpOAYKT/peareHT, Wwo
BUKOPVCTOBYIOTHCS y NpoLeci BUPOOHMLTBA
AD| (DONOBHEHHA cneuudikauii HoBUM
NOKa3HUKOM SIKOCTI Ta BifMOBIgHUM METOL0M
BMMNPOBYBaHHS)- AOMNOBHEHHS cneuudikauil
HOBUM MOKa3HWKOM AKOCTi “lMonimopgism” 3
KpUTEPISMU NPUAHATHOCTI «AndpakTorpama
3paska NposIB/ISE XapaKTepHi 3HaueHHsA 20
npu 8,4, 10,0, 16,9, 23,5, 26,7+0,2°C» Ta
BIAMNOBIAHUM METOL0M BUNPOBYBaHHA 3rigHO
HagaHux matepiasiis BUpobHuka (DMF).
Pepakuist B Hakasi - ApareH Nalicy CaeHcuc
MpaviseT flimiTes, IHAiA. BipHa pepaxkuis -
ApareH Nlaiid CaeHcuc Nlimiteq, IHAin.

110.

MYNbTUTPUMN
BPOHXO

NOPOLLIOK A”A
0opasibHOr0 PO3UUHY
no 600 mr; no 3ry
cauwle; no 2, 10, 20
abo 30 cawe B
KapTOHHIA KopoobLi

Jenbta
Megiken
MpomMoyLUH3
Al

LLiBeiiuapis

Binim lnay CaH. Be Tia.
A.LL.

TypeyunHa

BHECEHHS 3MiH [J0 peecTpaLiinHmx
marepianis: 3miHu | Tuny - AaMiHiCTpaTuBHI
3MiHW. 3MiHa HalimeHyBaHHs Ta/abo agpecu

MicUsi NPOBaMKEHHS AiSi/IbHOCTI
BMPOGHMKa/iMnopTepa roToBoro /likapcbkoro
3ac00y, BKOYAKUN [iNTbHUL BUMYCKY cepil

abo Mmicue NpoBefieHHs KOHTPOSO SAKOCTI.

(aisnbHIiCTb, 3a AKy Bignosigae

BMPOBGHUK/iIMNOpPTEp, BK/THOYAKOUM BUMYCK
cepiii) 3asBHUK "[enbTa Megiken
MpomoyLueHs Al BHOCUTb 3MiHK A0 agpecun
BMPOGHMKA NMikapCcbKoro 3acoby ans
npvBeAeHHs peecTpaLiiHUX JOKYMEHTIB y
BiANOBIAHICTb A0 MiLeH3iT Ha BUPOGHMLTBO,
a came BUAa/IEHHS NOLITOBOrO iHAEKCa.
Micue3Haxo4KeHHA BUPOBHNKA, BUPOBHUYA
AiNbHMLA Ta yci BUpOOHNMYI onepadi
3aUIMWATHCA HE3MIHHUMUW. 3MiHV BHECEHO
B HCTPYKL,it0 415 MEANYHOro 3aCTOCYyBaHHS
niKapcbKoro 3acoby y po3gin

6e3
peuyenma

nionsie
ae

UA/18122/01/01
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Ne Hassa ®dopma BUnycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKA Bionycky MyBaH | peecmpayiliHo2o
3acoby ynakoska) Hs nocsioYyeHHs1
"Micue3HaxomkeHHs1 BUpOGHMKa Ta agpeca
MiCLii NPOBa/PKEHHS AOr0 Ais/IbHOCTI" 3
BiANOBIAHMMM 3MiHaMV B TEKCTI MapKyBaHHS
ynakoBoOK. TepMiH BBEIEHHA 3MiH MPOTArOM
6 MicAaUiB Nicna 3aTBEPAXEHHS.
111. | HAIBY®IH PO3YNH A5 iH'EKLINA, IDKIBOXAPA IHAisA CTEPWUN-IKEH NAN® IHAain BHECEHHS 3MiH [0 peecTpaLinHmx 3a He UA/17533/01/01
10 mr/mn; no 1 mn B PAPMA CAMEHCU3 (M) NTA, Marepianis: 3miHu | Tuny - 3MiHK LWoA0 peyenmom | nidnse
amnyni; no 5 amnyn MPAMBIT 6e3nekn/edekTMBHOCTI Ta thapmakoHarnagy. ae
Y KOHTYpHIl NIMITE[, 3MiHa y KOpOTKili XapakTepmcTuj
YapyHKOBIl nikapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta
ynakoBLij; no 1 IHCTPYKLUT A8 MeANYHOro 3acTOCYBaHHA Ha
KOHTYpHili nigcTasi perynsipHO OHOB/THOBAHOIO 3BITY 3
YapyHKOBIli ynakoBLj 6e3nekun nikapcbkoro 3acoby, abo
B KapTOHHIiA nocnimpkeHb 3 6e3neky 3acTocyBaHHs
ynakoBLi nikapcbKoro 3acoby B nicispeecTpavyiiHmi
nepiog, abo Ak pe3ynbTaT OLiHK/ 3BTy 3
nocnigpkeHb, NpoBeAeHWX BigNoBigHO A0
nnaHy negiatpnyHux gocnigpkers (PIP)
(3MiHy y3rofkeHO 3 KOMMETEHTHUM
YNOBHOB&XXEHNM OpraHom) - 3MiHN BHECEHO
00 IHCTPYKLiT 4519 MeAMYHOr0o 3aCTOCYBaHHS
nikapcbkoro 3acoby y po3ain "Cnocib
3acTocyBaHHSA Ta 031" BifNoBigHO [0
OHOB/IEHOT iHdhopMaLii 3 6e3neku aiyoi
peyoBVHW. BBEEHHSA 3MiH MPOTArOM 6-TK
MiCALIB Nicnsa 3aTBepAKEHHs
112. | HANIBY®IH- PO34NH A5 iH'EKLIN, TOBAPUCTB Ykpaina BCi CTagii, BKoyaoum YkpaiHa BHECEHHS 3MiH [0 peecTpalinHmx 3a UA/11606/01/01
PAPMEKC 10 mr/mn no 1 mn 03 BMNyck cepii: TOB mMaTtepianis: 3MiHu | TUNY - 3MiHU 3 AKOCTI. peyenmom
abono2mny OBMEXEHO "®APMEKC IPyr1i", A®I. KoHTponib AdL. 3miHa y MeToAax
nonepeaHL0 O YKkpaiHa; BCi cTagji, okpim BMNpo6yBaHHsA A®| abo BuxigHoro
HanoBHEHOMY BIANOBIAAN BUNycky cepii: TOB "X®I mMartepiany/npomiKHOro NPoAyKTy/peareHTy,
wnpuuyi; no 1 aéo 5 bHICTHO "340poB'a Hapoay", L0 BUKOPUCTOBYETbLCS Y NpoLeci
nonepeaHL0 «KOPIMOPALLI YKkpaiHa, BMPOG6HMLTBA ADI (iHLWI 3MiHM Yy MeToAax
HanoBHEHUX A BCi cTagii, Bk/rovatouu BMNpo6yBaHHSA (BK/IHOYaOUM 3aMiHy abo
wnpuyis y «300POB’'A» BTOPMHHE NaKyBaHHA Ta [ONOBHEHHA) AD| abo
KOMMAEKTi 3 ronkamu KOHTPO/b SKOCTI, 3a BMXi4HOro/MpoMiKHOro npoAaykTy). BeegeHHs
Y KOHTYpHIlA BUHSATKOM BUNYCKY cepii: B creuudikaLilo Ha Ailody peqyoBuHYy

YapyHKOBIli ynakoBLj
abo 6nictepi; no 1
KOHTYPHIi
YapyHKOBIli ynakoBLj
abo 6nictepy y
nadui; no 1 mn a6o
no 2 M B amny/ii;
no 5 amnyny
6nicTepi; no 1 abo 2
6nictepu y nauui; no
1 mnabono?2wmns

ToBapucTBO 3 0GMEXEHOD

BiANOBIAALHICTIO
"GapmaueBTuyHa
KoMnaHis "3gopos'a”,
Ykpaina

HanbydiHy rigpoxnopug BupobHuka Saneca
Pharmaceuticals a.s., Slovak Republic
METOAVKN KOHTPOJIO 38 NOKa3HWKOM
"3aNNLLKOBI Ki/IbKOCTI OpraHiuHmux
PO3UYMHHYKIB". - 3MiHK || TURY - 3MiHK 3
akocTi. A®l. BupobHuuTBO. 3MiHa
BUPOGHMKa BMUXIAHOTO/NPOMIXHOro
npoaykTy/peareHTy, L0 BUKOPUCTOBYIOTHCS
y BUpo6Hu1Yomy npoueci A®I, abo 3MiHa
BMpOGHUKa (BK/IKOYaKOUN, Ae He06XiaHO,
MicLie NpoBefeHHS KOHTPOI AKkocTi) AdI
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Ne Hassa ®dopma BUnycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKA Bionycky MyBaH | peecmpayiliHo2o
3acoby ynakoska) Hs nocsioYyeHHs1
amnyni; no 10 amnyn (3a BigcyTHOCTI cepTudikata BifgnoBigHOCTI
y 6nictepi; no 1 €Bponeiicbkili hapmakonei y
6nicTepy y nadui; no 3aTBEPAKEHOMY [OCbE)(BBEAEHHS HOBOIO
lmnabono2wmny BMpOGHMKa AD| 3 HagaHHAM MacTep-ghaiina
dhnakoHi; no 5 Ha A®l). BBefieHHS1 HOBOrO BUPOGHMKa APl 3
oNakoHIiB y HafaHHAM mMacTep-ghaiina Saneca
KOHTYPHIi Pharmaceuticals a.s., Slovak Republic, six
YapyHKOBIli ynakoBLj HacnigoK BHECEHHS 3MiH Yy cneuudikauito
abo 6nictepi, no 1 BXiIHOro KOHTposo A®| HanbydiHy
ab0 2 KOHTYpHI rigpoxnopua,
YapyHKOBI YNaKoBKU 3areepaxeHo: SpecGx LLC, USA, SANOFI
abo 6nictepun y CHIMIE , France; 3anponoHoBaHo: SpecGx
nadui; no 10 LLC, USA, SANOFI CHIMIE , France,
hnakoHiB y Saneca Pharmaceuticals a.s., Slovak
KOHTYpHiIlA Republic
YapyHKOBIli ynakoBLj
abo 6nictepi, no 1
KOHTYpHiIlA
YapyHKOBIli ynakoBLj
abo 6nictepy y
nauuj
113. | HEBINIET®NN TabneTku, BKpUTI MeHapiHi NMokcembypr Brpo6HmuTBO "in bulk”, HimeuunHa BHECEHHS 3MiH 0 peecTpaLinHmx 3a He UA/15245/01/01
HOC 5/12,5 N/1iBKOBOIO IHTepHeLLoHan KOHTpOb cepii: BEP/IH- MaTtepianis: 3miHu | TMny - 3MiHK WoA0 peyenmom nionsie
060/10HKO0; Mo 14 OnepewoHc XEMI Al', HimeuyuunHa; 6e3nekn/edekTUBHOCTI Ta thapmakoHarnagy. ae
Tabnetok y 6nictepi; TMokcembypr Brpo6HmuTBO "in bulk”, 3MiHa y KOpOTKili XapakTepucTuj
no 1 a6o 2 6nictepu C.A. nakyBaHHSs1, KOHTPO/b Ta NiKapcbKoro 3acoby, TEKCTI MapKyBaHHA Ta
Y KapTOHHIl kopoobLi BUMYCK Cepii: IHCTPYKL|i 415 MeAUUYHOTO 3aCTOCYBaHHSA Ha
MeHapiHi-®oH XeiigeH nigcTasi perysiipHO OHOB/TIOBAHOIO 3BITY 3
Mm6X, HimeuyunHa,; 6e3nekun nikapcbkoro 3acoby, abo
KiHueBe nakyBaHHs, JocnigpkeHb 3 6e3nekn 3acTocyBaHHs
KOHTPO/b Ta BUMYCK cepii: nikapcbKoro 3acoby B Mic/speecTpaviiiHmi
BEPNIH-XEMI AT, nepiog, abo Ak pe3ynbTaTt OLiHKM 3BITY 3
HimeuunHa JocnigpKeHb, NPoBeAEeHNX BIANOBIAHO A0
nnaHy negiatpnyHux gocnigpkeHs (PIP) (iHwi
3MiH1) 3MiHW BHECEHO A0 IHCTPYKLT Ans
MeLMNYHOro 3aCTOCYBaHHS NiKapCbKoro
3acoby [0 po3ginis "B3aemogis 3 iHW1MK
niKkapcbknMu 3acobamu Ta iHWi BUaAn
B3aemogiin", "OcobamMBoCTi 3acTocyBaHHS"
BiANOBIAHO [0 OHOBMEHOT iHGhopMaL;i 3
6e3nekun AitoUnx pevyoBumH 3rifHO 3
pekomeHgauisivi PRAC. BBefeHHs 3MiH
NpPOTSArom 6-Tv MicsLiB Mic/1s 3aTBEPAKEHHS.
114. | HEOTPU3O/® Tabnetku OPIrAHOCWH OAE EBepTomKeH Navich IHais BHECEHHS 3MiH [J0 peecTpaLjiinHmx 3a UA/10674/01/01
BariHasbHi, No 4 NAN®CAEHC CaeHcuns Jlimiteq mMaTepianis: 3miHu | TMNy - 3MiHK 3 AKOCTI. peyenmom
TabneTkun y cTpuni; N3 (E® 3ET ) [oTOBWIA Nikapcbkuii 3aci6. KoHTponb

no 2 cTpunu B
KapTOHHI Kopobuj, y

roToOBOro NikapcbKoro 3acoby. 3miHa y
MeTofax BUNPO6yBaHHS rOTOBOrO




94

n/n

Hassa
JliKapcbKo20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pekna
myBaH
HS

Homep
peecmpayitiHo2o
nocsioYyeHHs1

KOMMEKTI 3
annikatopom; no 8
TabneTtok y 6nictepi;
no 1 6nictepy B
KapTOHHIA kopobui, y
KOMMNEKTi 3
ansikaTopom

nikapcbKoro 3acoby (He3HayHa 3MiHa y
3aTBEPMKEHNX METOAAX BUNPOGYBaHHS) -
3MiHM y MeToAax BUNpobyBaHHS 3a
nokasHukoM"KinbKicHe BU3HaueHHS"
(Diffussion method) gns Aitoyoi peyoBrnHU
HeowmiuuHy cynbgaT, a came YyTOUHEHHS 40
po3giny cTaHAapPTHOrO 3paska, YTOUHEHHS
YMOB NPUroTyBaHHA PO34MHY NOPIBHAHHS,
BMNPOGYBaAHOr0 PO3UMHY Ta NPUroTyBaHHSA
cepefoByLLa, BHECEHHS HE3HAYHUX
KopurysaHb B MpoLieAypy NpoBefeHHs
BUNPobYyBaHHA. KpuTepii NnpuitHATHOCTI 6e3
3MiH. 3MiHu |l Tuny - 3MiHM 3 sKocTi. FoTOBWMIA
nikapcbkuii 3aci6. 3MiHW Yy BUPOGHULTBI.
3MiHK y npoLieci BUPO6HMLTBA FOTOBOIO
NiKapCbKOro 3acoby, BKIHHYAKUN NPOMDKHUIA
NPOAYKT, L0 3aCTOCOBYETHLCA NPK
BVMPOGHMLTBI FOTOBOTO NiKapCbKOro 3acoby
(iHwWi 3miHW) - MpuBeaeHHs maTepianis
peecTpaLiiHoro A0Cbe L0A0 KOPEKTHOTO
3a3HaYEeHHS HAA/TMLLKIB aKTUBHUX
hapmaueBTUYHVIX iHTpedieHTIB Y
BMPOOHUYOMY NpOLLEeCi Y BiANOBIAHICTL A0
BMPOBHMYOro Npouecy BUPOBGHMKA rOTOBOrO
nikapcbKoro 3acoby, a came 3a3HayeHHs
17% HagNWLWKIB 4151 aKTUBHOTO
hapmaLeBTUYHOrO HrpesieHTy HEOMILUHY
cynbhaTy y cknagi roToBoro slikapcbkoro
3acoby Ta ckiagae 117.0 Mr, y NOpPiBHAHHI i3
3itBepgkeHum 100,00 mr 6e3 Haf /INLLKIB.
(3atBeppyxeHo: Overages: 7.5%
Prednisolone Overages 3anponoHoBaHo:
Overages: 7.5% Prednisolone Overages
Overages: 17% Neomycin sulfate Overages)
- Y 3B'A3Ky i3 36i/IbLLUEHHSAM BMICTY
aKTUBHOTO hapmMaLeBTUYHOTO IHIPeaiEHTY
HEeOMILVMHY cynbdaty, KinbKiCTb JOMOMKHOI
PEYOBMHMN 1AKTO3M MOHOTIAPATY 3MEHLLUEHO 3
199, 775 wmr po 182, 775 mr gns ctagji
Bilayer Part-2 Intra Granular. KinbkicTb
[OMOMIXHOI PEHOBMHM aKTO31 MOHOTIApaTy
KOPUTYETLCS 3a/1€XHO Bif, BMICTY HEOMILMHY
cynbgaTy Ta NpegHi30/IoHy

115.

HIKCAP® 10
Mr

TabneTtku, Lo
OVCNepryoTbes B
POTOBI NOPOXHWHI,
no 10 mr; no 10
TabneTok y brictepi;

MeHapiHi
IHTepHeLoHan
OnepeiioHc
TNokcembypr
C.A.

TNokcembypr

A. MeHapiHi

MaHydhakTypiHr JloricTikc

eHp Cepsicec C.p.J1.,
ITania (BUpo6bHMLTBO "in
bulk", nakyBaHHs Ta

ITanis

BHECEHHS 3MiH [J0 peecTpaLiinHmx
marepianis: 3miHu | TUny - 3MiHY LWOA0
6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsgy
(iHWi 3MiHW) 3MiHM BHECEHO B TEKCT
MapKyBaHHS BTOPUHHOI YNaKoBK/

3a
peyenmom

UA/13866/02/01
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Ne Hassa ®dopma BUnycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKA Bionycky MyBaH | peecmpayiliHo2o
3acoby ynakoska) Hs nocsioYyeHHs1
no 1 a6o no 3 BUMYCK cepiid); A. MeHapiHi nikapcbKoro 3acoby B po3ginm 1 1a 17.
6nictepu B MaHydakTypiHr JloricTikc BBefeHHS 3MiH NpOTAroM 6-Tu MicALiB nicas
KapTOHHiA KOpO6Li eHp Cepsicec C.p.J1., 3aTBepPKEHHS.
ITanis (koHTponb cepiii);
€podiHc Bionab cpn,
ITanis (koHTpob cepiit)
116. | HOPAIKCUH® kancysv no 50 wmr; TOB YkpaiHa IHOAPMACKI ®paHLis BHECEHHS 3MiH 0 peecTpaLinHmx 3a He UA/19973/01/01
no 15 kancyny "30PABO" MaTtepianis: 3miHu | TMny - 3MiHK WoA0 peyenmom nionsie
6nictepi, no 4 6e3nekn/edekTMBHOCTI Ta thapmakoHarnagy. ae
6nictepu B 3MiHM Y KOPOTKili XapakTepucTuyj
KapTOHHI navwi NiKapcbKoro 3acoby, TEKCTI MapKyBaHHA Ta
IHCTPYKL|i 415 MeAUYHOr0o 3aCTOCyBaHHS
reHepuyHUX/ribpuaHMXx/6ionoai6HMX
niKapcbKkunx 3acobiB Nic/s BHECEHHSA Tiel
camoi 3MiHM Ha ped)epeHTHUIA Npenapar
(3MiHa He NoTpebye HagaHHs XOOHUX HOBUX
[0AATKOBMX faHWX). 3MiHU BHECEHO A0
IHCTPYKL|i 415 MeAUYHOro 3aCTOCyBaHHS
nikapcbKoro 3acoby y po3ainu
"apmMakosorivyHi BnactusocTi”,
"MpoTunokasaHHsa", "OcobanBOCTI
3actocyBaHHs", "Mob6iuHi peakuii” 3rigHo 3
iHbopMmaLieto Wwoao MegnMyHoro
3aCcTOCyBaHHS pethepeHTHOro NikapcbKoro
3aco6y (Ctpesam®, kancysv no 50 mr).
117. | HYPO®EH® CyCneHsisi opasibHa 3 PekkiTT Benvka BUPOGHMLTBO in bulk, Benvka BHECEHHS 3MiH [J0 peecTpaLjiinHmx 6e3 He UA/7914/01/01
ANsa [ITEN NOSTYHUYHUM BeHkizep BputaHis nakyBaHHs (NepBuHHe Ta BpuTaHis mMarepianis: 3mMiHu | TUny - 3MiHK LWOA0 peyenma nions
cmakom, 100 mr/5 Xenckep BTOPVHHE), KOHTPO/1b 6e3nekn/edheKTUBHOCTI Ta hapMakoHarnsgy. ae
ms1; no 100 mn abo IHTepHeLwwHN SAKOCTI, BUMYCK cepi: 3MiHa Y KOpPOTKiil XapakTepucTuLi
no 200 mny Nimiteq PekkiTT BeHkizep Xenckep NiKapcbKoro 3acoby, TEKCTi MapKyBaHHA Ta
donakoHi; no 1 (FOkelid) NimiTeq, IHCTPYKLT ANA MeANYHOro 3aCTOCYBaHHSA Ha
donakoHy B niacTasi perynsipHO OHOB/IOBAHOrO 3BITY 3
KOMMNEKTi 3i 6e3nekun nikapcbkoro 3acoby, abo
LUMPULIOM- JocnifmkeHb 3 6e3nekn 3acToCyBaHHs
[03aToOpoM y nikapcbKoro 3acoby B nicnspeecTpaviiiHmii
KapTOHHI KOpooLyi nepiog, abo sk pesynbTart OLiHKM 3BITY 3
nocnigpkeHb, NpoBeAeHuX BifnoBigHoO 40
nnady negiatpuyHmx gocnigpkersb (PIP) (iHwi
3MiHM). 3MiHVM BHECEHO A0 IHCTPYKLT A5
MeAMYHOro 3acToCyBaHHA NikapCbKoro
3acoby fo po3giny "MepenosyBaHHA"
BiANOBIAHO [0 OHOBMEHOT iHopMaLi 3
6e3neku gitoyoi pevoBuHK (ibynpodpeHy)
3rifHO 3 pekomeHpauismm PRAC. BBefeHHs
3MiH NpoTArom 12-Tv MicsAuiB nicns
3aTBEPAKEHHSA
118. | OMENPA3O0I/1- Kancynm TOB «TeBa YkpaiHa TeBa ®apma C.J1.Y. IcnaHis BHECEHHS 3MiH [0 peecTpaLiitHmx 3a UA/15152/01/02
TEBA racTpope3nCTeHTHI YKpaiHa» MaTepianis: 3miHu | TMny - 3MiHK 3 AKOCTI. peyenmom
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pekna
myBaH
HS

Homep
peecmpayitiHo2o
nocsioYyeHHs1

TBepai no 20 mr; no
10 kancyny
6nictepi; no 3
6nicTepy B KOpPOOL

CeprtudpikaT BignosigHocTi/l E-cepTuddikat
BiANOBIgHOCTI EBponeiichbkili
hapmakonei/moHorpadii. NMogaHHA HOBOro
abo oHoBNEHOro cepTudiikaTa BigNOBIAHOCTI
abo BUyYeHHs cepTudpikarta BiANOBiAHOCTI
€Bponeiicbkiii hapmakonei: ana A®l; ans
BVXiHOTO Matepiany/peareHTy/npomMiKHOro
NPOAYKTY, WO BUKOPUCTOBYHOTLCS Y
BMPOGHULTBI API; AN [ONOMIXHOT
peyoBuHu (FE-cepTudikaT BignoBigHOCTI
€Bponeiicbkili hapmakonei gns
Adl/BnxigHoro
Marepiany/peareHTy/npoMKHOr0 NPOAYKTY
ab0 [ONOMIXHOT peyoBUHK) - HoBwid
ceptuddikaT 415 BUXigHOro
Marepiany/peareHTy/npoMKHOr0 NPOAYKTY
ab0 [0NOMKHOT peqyoBUHY Big, HOBOTo abo
BXe 3aTBEpPAKEHOro BUPOBHYMKA - NOAAHHS
HOBOro cepTudikaTty BiAMNOBIAHOCTI
€Bponeiicbkiit hapmakonei R1-CEP 2008-
048-Rev 00 Bif HOBOro BMpO6HUKa Pioneer
Jellice India Private Limited ans gonomixHoi
PeyoBVHY XenaTuH (3anponoHoBaHo: R1-
CEP 2008-048-Rev 00).

119.

OMENPA30I/-
TEBA

Kancynm
racTpopesnCTeHTHi
TBepai no 40 mr; no
10 kancyny
6nictepi; no 3
6nicTepy B KOPOOL

TOB «TeBa
YkpaiHa»

YKpaiHa

Tesa ®apma C.J1.Y.

Icnanis

BHECEHHS 3MiH 0 peecTpaLinHmx
MaTtepianis: 3miHu | TMNy - 3MiHU 3 AKOCTI.
CeprtuchikaT BignosigHocTi/l E-cepTudikart

BiANOBIAHOCTI EBpONechbkili
thapmakonei/MoHorpadii. MogaHHsA HOBOro
abo oHoBNeHoro ceptudiikaTa BignNOBIAHOCTI
abo BuNyYeHHs cepTudikaTta BifnoBigHOCTI
€Bponeiicbkili hapmakonei: ans A®l; ons
BMXifHOro Martepiany/peareHTy/npomMiKHOro
NPOAYKTY, WO BUKOPUCTOBYHOTLCH Y
BUPOGHMUTBI A®I; 518 AONOMDKHOT
peyosuHu (FE-cepTuchikaT BignoBigHOCTI
€Bponeiicbkili hapmakonei gns
Adl/BnxigHoro
MaTepiany/peareHTy/MpoMKHOro NPoayKTy
ab0o fonNoMiXHOT pevoBuHHM) - HoBwid
cepTuguikaT gns BUXigHoro
MaTepiany/peareHTy/MpoMKHOro NPoayKTy
ab0 [ONOMIXHOT peqoBMHM Bifg HOBOro abo
BXe 3aTBepAKEeHOro BUpPObHYMKa - NoAaHHSA

HOBOro cepTudikaty BiANOBIAHOCTI

€Bponelicbkii hapmakonei R1-CEP 2008-
048-Rev 00 Big HoBOro BMpo6HMKa Pioneer
Jellice India Private Limited ans gonomikHoi

3a
peyenmom

UA/15152/01/01
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Ne Hassa ®dopma BUnycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKA Bionycky MyBaH | peecmpayiliHo2o
3acoby ynakoska) Hs nocsioYyeHHs1
PeyoBVHY XenaTuH (3anponoHosaHo: R1-
CEP 2008-048-Rev 00).
120. | OPTAKBIKC® Kpanni o4Hi, 5 mr/mn; CaHTeH AT PiHNAHAIA Brpo6HuK BignoBigasibHUiA PiHNAHAIA BHECEHHS 3MiH [0 peecTpaLinHmx 3a UA/11401/01/01
no 0,3 Mny THbumk- 3a BUpo6HMLUTBO in bulk, Marepianis: BUNpaBieHO TEXHIYHY NOMUIIKY peyenmom
KpanenbHuLj; no 10 nepBuHHe Ta BTOPVHHE B TEKCTi MapKyBaHHA BTOPUHHOI YNakoBK
TIOOWK-KpanenbH1Lb nakyBaHHs!, KOHTPO/1b nikapcbKoro 3acoby B 3aronosky "BigomocTi,
y nakeTi 3 onbru; akocTi: Hekct®apma AT, LLIO BKA3YKOTbCS Ha 30BHILLHi/ YNaKoBLj ....
no 1 nakety B DiHNAHAISA; BUPOOHMK, naket", a Takox B n.17. IHWE wopno
KapTOHHI Kopobui BiZNOBiAaNbHWI 38 BUNYCK BUMpaB/IeHHS "TIOOVKIB-KpanenbHuLp" Ha
cepii: CaHTeH AT, "TIOOVK-KpanenbHMLp".
PiHNAHAiA
121. | NAPALETAMO | po3uuH gns iHgysii, BIB TAN® IHAis ANTAH Icnanis BHECEHHS 3MiH [0 peecTpalinHmx 3a He UA/20294/01/01
N ANTAH 10 mr/mn no 100 mn nnn PAPMACBIOTIKANC, MaTtepianis: 3miHu | TUny - 3MiHK WoA0 peyenmom niosnsie
Y KOHTelHepi, C.A. 6e3nekn/edekTMBHOCTI Ta thapmakoHarnagy. ae
BMiLLEHOMY Y 3MiHa y KOpOTKili XapakTepucTuuj
3aXMCHY yNakoBKYy nNikapcbKoro 3acoby, TEKCTi MapKyBaHHA Ta
IHCTPYKLU|T ANS MeAMYHOro 3aCTOCYBaHHA Ha
nigcTasi peryaspHO OHOB/IHOBAHOIO 3BITY 3
6e3nekun nikapcbkoro 3acoby, abo
focnifmkeHb 3 6e3nekn 3acToCyBaHHs
nikapcbKoro 3acoby B nmicnspeecTpavyiiHmi
nepioz, abo sk pe3ynbTaT OLiHK/ 3BTy 3
LocnigpkeHb, NpoBeAeHVX BiNoBIAHO A0
nnaHy negiatpnyHux gocnigpkeHs (PIP)
(3MiHY y3rof»keHO 3 KOMMETEHTHUM
YNOBHOB&XXEHNM OpraHom) - 3MiHN BHECEHO
00 IHCTPYKUiT 415 MeAMYHOro 3acTOCyBaHHS
nikapcbKoro 3acoby Ao po3zinis: "B3aemogis
3 iHLWMMK NiKapcbKMK 3acobamu Ta iHLWi
BMAW B3aemogiin", "OcobnmsocTi
3acTocyBaHHs", "lMob6i4HI peakuii” Wwoa0
6e3neky 3acToCyBaHHA Ail040i peHOBUHU
napaueTamon BifnoBigHO 40 pekoMeHaauil
PRAC
122. | NAPALUUTPOH MOPOLLIOK AN TOB Ykpaina AT "®apmak" YkpaiHa BHECEHHS 3MiH 10 peecTpaLiiHnX 6e3 UA/20333/01/01
OpPa/IbHOTO Po3unHy; | “lMpeactaBHUL, marepianis: 3miHa 3asaBHuka /13 (MIBIM) peuyenma
no 13,60 r B cawe; T80 BAYM (BNacHvKa peecTpauiiHoro NocBigYEHHs)
no 10 cawe B nauytli ®APM r'MBX" (3rigHo Haka3y MO3 Bif 23.07.2015 Ne 460):

TepMiH BBEAEHHSI 3MiH MPOTAroM 6 micsuiB
nicnsa 3aTBepkeHHs. 3MiHu | Tuny - 3MiHn
wono 6e3nekn/ethekTnBHOCTI Ta
thapmakoHarnsgy. BeegeHHst abo 3miHn go
y3arasibHeHUX JaHnX npo cucTemy
thapmakoHarnsgy (BBefeHHs y3arasibHeHux
AaHux Npo cuctemy hapmakoHarnsgy, smiHa
yMNOBHOBaXeHOT 0cobw, BignoBifanbHOI 3a
3AiicCHeHHA hapMakoHarnaay; KOHTaKkTHOT
0cobu 3 hapmakoHarnsgy 3asBHvka ans
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pekna
myBaH
HS

Homep
peecmpayitiHo2o
nocsioYyeHHs1

3pificHeHHs hapmMakoHarnsay B YkpaiHi,
AKLL0 BOHA BigMiHHA Bif, YNOBHOBaXEHOI
0co6W, BiANoOBIAa/IbHOI 3a 3AiACHEHHS
thapmakoHarnsgy (Bki4vatoum KOHTaKTHi
[aHi) Ta/abo 3MiHM y po3MiLLEHHI MacTep-
thaiitna cuctemun chapmakoHarnsgy) 3miHa
YMOBHOB&XEHOT 0CO6Y 3asBHYIKa,
BignoBiAabHOI 3a hapmakoHarnsg. Aivova
pepaxuisi: Kopgepo ManvHa AHgpiiBHa.
MponoHoBaHa pepakuis: Bucoupka Onbra
"puropiHa. 3MiHa KOHTaKTHUX JaHUX
YNOBHOBaXEHOT 0CO6Y 3asBHVIKa,
BiANOBIA&/IbHOI 3a thapmakoHarnsag. 3miHa
MicLie3HaxopKeHHs1 macTep-aiina cuctemu
thapmakoHarnsigy Ta iioro Homepa.
3MiHa Micus 34iliCHEHHS OCHOBHOI
LisnbHOCTI 3 thapmakoHarnagy. 3MiHu | tuny
- 3MiHK Woao 6e3nekn/edhekTMBHOCTI Ta
hapmakoHarnsgy (iHwi 3MiHn) 3MiHK
BHECEHO Y TEKCT MapKyBaHHA NEPBUHHOI N. 6
Ta BTOPUHHOI n. 11, 16, 17 ynakoBoK
nikapcbKoro 3acoby. TepMiH BBEAEHHS 3MiH
NpOTArom 6 MicsLiB Micns 3aTBepPAXEHHS.

123.

MENOPCIH®

TabneTkn, BKPUTI
NNiBKOBOIO
06010HKOlO, N0 20
mr no 10 TabneTok y
6nicTepi, no 2
6nictepn y nauyui

AT "®apmak”

Ykpaina

AT "dapmak”

Ykpaina

BHECEHHS 3MiH [0 peecTpaLinHmx
maTepianiB: yTOYHEHHSI HANMUCaHHA
nikapcbKoi oopmu B Hakasi MO3 YkpaiHu
Ne 240 Big 11.02.2025 B npoueci
nepepeecTpaujii (BUNpaB/IeHHS
rpamaTuyHoOl nomMunku). Pefakuis B Hakasi -
TabneTkn, BKPUTI NNiBKOBOK 0GOSIOHKO, N0
20 mr. BipHa pepfaklisi - TaGneTku, BKpUTI
N1iBKOBOK 060/10HKOIO, o 20 mr

6e3
peyenma

UA/16343/03/01

124.

NMEPBAIOP

PO34MH A8 iH EKLi,
50 mr/mn, no 2 mn B
amnyni; no 5 amnyn
y 6nicTepi; no 2
6nictepy B navi

MpusatHe
akuioHepHe
TOBapPUCTBO

"Nekxim-
Xapkis"

Ykpaina

MpuBaTHe akujioHepHe
TOBapuCTBO "J1eKXiM-
Xapkis"

Ykpaina

BHECEHHS 3MiH [0 peecTpalinHmx
MaTtepianis: 3MiHu | TUny - 3MiHK WoA0
6e3nekun/edekTBHOCTI Ta hapMakoHarniagy
(iHLWi 3MiHW)

OHOB/IEHHSA TEKCTY MapKyBaHHSA NEPBUHHOI
Ta BTOPVHHOI YNaKoBOK JliKapCbKOro 3acoby,
a came: BUTyYeHHs iHchopmauii, 3a3HaveHoi
POCIiCbKOI0 MOBOIO; BUTyUYeHHS iHhopMalLii
00 B/1IaCHMKa TOProsoi Mapku; B n. IHWE
KOHKpeTmn3aLisl IHLWOT TEXHIYHOI iHchopmawii
Ta BHECEHI pefakLiiiHi NpaBKM Mo TEKCTY
MapKyBaHHS yrnakoBoOK. TepMiH BBEAEHHS
3MiH NnpoTaArom 6 micsAuiB nicns
3aTBEepPKEHHS.

3a
peyerimom

UA/18870/01/01

125.

NK-MEPL|,

pO34nH ANs iHdys3ild,
0,4 mr/mn no 500 mn

Mepy
dapmacboTika

HimeuyunHa

Mpoaykuis in bulk;
NepBUHHE NakyBaHHS;

IcnaHis/
HimeyunHa

BHECEHHS 3MiH 10 peecTpaLiiHnX
MaTepianis: 3miHu | TMny - 3MiHK 3 AKOCTI.

3a
peyenmom

UA/9031/02/01
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Ne Hassa ®dopma BUnycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKA Bionycky MyBaH | peecmpayiliHo2o
3acoby ynakoska) Hs nocsioYyeHHs1
y donakoHi; no 2 nc rméx BTOPWHHE NaKyBaHHS; [OTOBMIA Nikapcbkunii 3aci6. 3miHN y
donakoHn y KOHTPOJIb SIKOCTI: BMPOGHULTBI. 3amiHa ab0o BBEEHHS

KapTOHHiA KOpO6Li

B. bpayH Megukan, CA,
Icnanis;

KoHTposb skocTi Ta
BUMYCK Cepii:
Mepy, ®apma M'v6X i Ko.
KraA, HimeuunHa;

BTopuHHE NakyBaHHS:
MpecTix MpomoyLUH
BepkaydcdoepaepyHr &
Bep6ecepsic MvbX,
HimeuyumnHa;

BTOpuHHE NakyBaHHS:
X.E.J1.I. TmM6X,
HimeuumnHa;

KOHTPO/Ib SIKOCTI:
I'BA dapma M'm6X,
HimeuumnHa;

EBoHik OnepeiiwHe MM6X
— Na6op MpogakT NaiiH
AHaniTike, HimeuunHa;

EBoHik OnepeiiluHe MTm6X,
HimeuunHa

[04aTKOBOT AiNbHULI BUPOGHMLTBA ANs
4acTHY abo BCbOro BUPOBHNYOro npouecy
roTOBOro Nikapcbkoro 3acoby (AinbHUUSA Ans
BTOPUHHOTO NakyBaHHS) - 3aMiHa
BMPOBHUYOI AiNbHMLI BiANOBIA&IBHOT 3a
BTOPWHHE nakyBaHHs 3 MpecTix MpomoyLH
BepkaydcdoepaepyHr & Bepbecepsic
'M6X, NingirwTpacce 6, KnsaiiHocTranm,
Basapis, 63801, HimeuyunHa/Prestige
Promotion Verkaufsfoerderung &
Werbeservice GmbH, Lindigstrasse 6,
Kleinostheim, Bayern, 63801, Germany Ha
MpecTix MpomoyLuH BepkaydcdoepaepyHr
& Bepbecepsic M6X, BopcirwTpacce 2,
AnbueHay, basapisi, 63755 HimeuunHa/
Prestige Promotion Verkaufsfoerderung &
Werbeservice GmbH, Borsigstrasse 2,
Alzenau, Bavaria, 63755 Germany. 3MiHu |
T™Mny - 3MiHW 3 SIKOCTi. FOTOBWIA Nikapcbkui
3aci6. 3MiHM Yy BUPO6HULTBI. 3MiHa
iMnopTepa/3MiHu, L0 CTOCYIOTLCS BUNMYCKY
cepii Ta KOHTPOO SAKOCTi FOTOBOrO
nikapcbKoro 3acoby (3amiHa abo JoAaBaHHA
[iNbHULI, Ha 5K 3[iCHI0ETLCA
KOHTPO/b/BUNPOGYBaHHSA cepii) - AoAaBaHHA
BMPOBHUYOI AiNbHMLI BiANOBIA&IBHOT 3a
BUNPOBYBaHHA KOHTPOJO SKOCTi NiKapCbKOro
3acoby NBA dapma MM6X, AHHa-3irMyHA-
LTpacce 7, 82061 Holipig, HimeuunHa/GBA
Pharma GmbH, Anna-Sigmund-Strasse 7,
82061 Neuried, Germany. 3Minu | TUny -
3MiHM 3 sKoCTi. [0TOBWIA Nikapcbkuii 3acib.
3MiHV Yy BUPOOHMUTBI. 3MiHa
iMnopTepa/3MiHu, LLIO CTOCYTLCS BUMYCKY
cepii Ta KOHTPO/II0 AKOCTi FOTOBOTO
nikapcbKoro 3acoby (3amiHa abo foAaBaHHSA
[iNbHUL, Ha AKil 3AjACHIETLCA
KOHTPO/b/BMNPOGYBaHHSA cepii) - JoAaBaHHS
BMPOBHUYOI AiNbHMLI BiANOBIAaIbHOT 3a
BMNPOBYBaHHA KOHTPOJIIO SAKOCTi NiKapCbKOoro
3acob6y EBoHik OnepeiiHc MM6X — flabop
MpogakT NlaiiH AHaniTikc, PogeH6axep
Laycce 4, 63457 lanay, HimeuunHa/Evonik
Operations GmbH — Labor Product Line
Analytics, Rodenbacher Chaussee 4, 63457
Hanau, Germany. 3miHu | Tuny - 3miHu 3
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pekna
myBaH
HS

Homep
peecmpayitiHo2o
nocsioYyeHHs1

AKocTi. [oToBWIA Nikapcbkuii 3aci6. 3MiHN y
BMPOGHMLTBI. 3MiHa iMnopTepa/3MiHu, Lo
CTOCYHOTbCSI BUMYCKY Cepii Ta KOHTPO/H0
SIKOCTi FOTOBOrO MikapCbKOro 3acoby (3amiHa
ab0 gofaBaHHA OiNbHULI, Ha Kl
3AiACHIOETLCA KOHTPO/L/BUNPOBYBaHHS
cepii) - JOAaBaHHA BUPOBHNYOT AiNIbHUL
BignoBigasIbHOT 3a BUNPOGYBAHHS KOHTPOIO
AKOCTI NikapcbKoro 3acoby EBOHIK
OnepeiiwHe M'm6X, Maynb-baymaHH-
LWtpacce 1, 45772 Mapnsb,
HimeuuunHa/Evonik Operations GmbH, Paul-
Baumann-Str. 1, 45772 Marl, Germany.
Takox [0 po3giny “BupobHuk(v) nikapcbkoro
3aco6y” BHeCeHi He3HauHi peaKLiliHi
npaBKW 3 METOI0 NPUBEAEHHS Y
BiANOBIAHICTb A0 YMHHOroO po3giny 3.2.P.3.1,
HaZlaHOro 3asiBHUKOM; YTOYHEHHS
HanvcaHHs PyHKLi 3aTBEpKEHOr0
BMpoGHUKa Mepu, ®apma Mm6X i Ko. KraA,
HimeuuymnHa.

126.

NOCTEPU3AH
DOPTE

masb; no 25 ry Ty6i
a/IOMIHIEBIN 3
annikatopom; no 1
Ty6i B KQPTOHHIA
nauui

Ap. Kape
®PapmaueBTny
Ha ®abpuka
M6X

HimeyunHa

Ap. Kage ®apmaLesTnyHa
Pabpuka M16X

HimeuunHa

BHECEHHS 3MiH 0 peecTpaLinHmx
mMaTtepianis: 3miHu | TMNy - 3MiHK 3 AKOCTI.
["oTOBWMIA NiKapcbkunii 3aci6. KoHTponb
rOTOBOrO JlikapCcbkoro 3acoby (iHLWi 3MiHK)
OHOBJ/IEHHA BXE 3aTBEPMXEHNX MeTOAIB
KOHTPOJIIO SIKOCTI MiKapCcbKoro 3acoby, a
came BVKafeHHs TEKCTY [epXaBHOoI0
MOBOHO 3TiJHO Cy4aCHMX BUMOT 3 BHECEHHSIM
KOPEKTOPCbKMX NPaBOK MO TEKCTY. - 3MiHu |
Tuny - 3MiHK Woao 6e3nekn/etheKkTNBHOCTI
Ta thapmakoHarnagy (iHwi 3miHu)
BHECEHHS 3MiH 0 po3ainy “ MapkyBaHHS"
MKSA N13. 3aTBepmkeHo: MapknpoBska.
MpunaraeTtca. 3anponoHoBaHo:
MapkyBaHHs. 3riiHO 3aTBEPL)KEHOrO TEKCTY
MapKyBaHHS.

6e3
peyenma

UA/4864/01/02

127.

MPErABA/IH
HEKCT®APM

Kancynu TBepai no
75 wmr, no 14 kancyn
y 6nicTepi; no 4
6nictepn y nayui

Akkopg,
Xenckea
C.y.

IcnaHis

BUPOBHMLTBO NiKapCbKoro
3acoby, nepBMHHe Ta
BTOPUHHE MaKyBaHHS,
KOHTPO/b AKOCTI cepii:
IHTac ®apmacbloTikasc

Nimiteq , IHAs;

BUPOBHMLTBO NiKapCbKoro
3acoby, nepBMHHe Ta
BTOPWHHE NakKyBaHHSA

(anbTepHaTUBHUIA
BMPOGHMK): IHTac

IHais/
YropwwHa/
ITania/
HimeyunHa/
Benuka
BpuTania/

BHECEHHS 3MiH [J0 peecTpavjiinHmx
mMarepianis: 3mMiHu | TURy - 3MiHK LWOA0
6e3nekn/edheKTUBHOCTI Ta hapMakoHarnsgy.
3MiHW Y KOPOTKiil XapakTepucTuLi
NiKapcbKoro 3acoby, TEKCTi MapKyBaHHA Ta
IHCTPYKUT 4719 MEANYHOro 3acTOCyBaHHA
reHepuyHuX/ribpuaHnx/6ionoibHmx
NiKapcbknx 3aco6iB Nic/isi BHECEHHS Tiel
camoi 3MiH1 Ha pechepeHTHUIA npenapat
(3MiHa He NOTpebye HaAAHHS XXOAHUX HOBUX
[04AaTKOBMX AaHuX) - 3MiHW BHECEHO A0

3a
peyenmom

He
nionsie
ae

UA/19209/01/01
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Ne Hassa ®dopma BUnycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKA Bionycky MyBaH | peecmpayiliHo2o
3acoby ynakoska) Hs nocsioYyeHHs1

dapmacstoTikasc Jlimites,
IHAiSA; KOHTPONb AKOCTI:
€BpochiHc AHaniTikan
Cepgices XaHrepi K.,
YropLyyHa; KOHTPOosb
akocTi: PAPMABANIA,
NTa. Mikpo6ionoriyHa
na6opartopisi, YropLuHa,;
Aopartkosa AiflbHULA 3
BTOPVHHOTO NaKyBaHHSA:
A4 CAMNJII YENH
(Itanis) CMA, ITanis;
foAaTkosa fiNbHUUA 3
BTOPVHHOTIO NakKyBaHHS:
CuHonTtus IHgacTpian Cn.
3 0.0., MonbLa;
JoAaTkoBa finbHUUA 3
BTOPUHHOIO NaKyBaHHS:
MpecTtmx MNpomoyLuH
PepkaydcdepaepyHr eHz
depb6eepsic MTMOX,
HimeuunHa; gogaTtkosa
AiNbHMLA 3 NePBUHHOIO Ta
BTOPUHHOIO NaKyBaHHS:
AKKOPJ, XE/NICKEA
NIMITEL, Benuka
BpwvTaHis; BiANOBifabHWI
3a BuNycK cepii: AKkopg,
Xenckea Moncka Cn. 3
0.0. Cknag ImnopTepa,
Monblya; gogaTkosa
AiNbHMLA 3 NePBUHHOIO Ta
BTOPUHHOIO NaKyBaHHS:
AKKOP[I-FOKEM NIMITEA,
Benvka bputaHis;
KOHTPO/Ib SIKOCTI,
foAaTkosa fiNbHNUA 3
BTOPVHHOTIO NakKyBaHHS:
NNTABOPATOPI
®YHOACIO LAY, IcnaHis;
JoAaTkoBa finbHUUA 3
BTOPUHHOIO NaKyBaHHS:
CEHTPA/T dAPMA
(KOMEKIHI NAPTHEP)
NIMITEA, Benuka
BputaHis; gogarkosa
AiNbHMLA 3 BTOPMHHOTO
nakysaHHs: CK ®apma

IHCTPYKUT 4719 MeANYHOro 3acTOCyBaHHSA
nikapcbKoro 3acoby y po3ainm "OcobnnBocTi
3actocyBaHHs", "lNo6iyHi peakuii" BiANOBIAHO

[0 iHdhopmau,i Woao MeguyHoro
3aCToCyBaHHA pedhepeHTHOro Nikapcbkoro
3acoby (Jlipvka, kancynu TBepAi no 75 wmr,

150 mr a6o 300 wmr).
BBefeHHs 3MiH NpOTAroM 6-Tu MicALiB nicas
3aTBEPAKEHHSA
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Ne Hassa ®dopma BUnycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKA Bionycky MyBaH | peecmpayiliHo2o
3acoby ynakoska) Hs nocsioYyeHHs1
NoricTikc TM6X,
HimeuunHa
128. | NPEFABANIH Kancynv Teepgi no Akkopg, Icnanis BVMPOGHMLTBO NiKapCbKoro IHgis/ BHECEHHS 3MiH [0 peecTpaLinHmx 3a He UA/19209/01/03
HEKCT®APM 300 wr; no 14 Xenckea 3acoby, nepBMHHE Ta YropwwmHa/ Marepianis: 3miHu | Tuny - 3MiHK LWoA0 peyenmom | nidnse

Kancyn y énictepi; C.JLY. BTOPVHHE NakKyBaHHS, ITania/ 6e3nekn/edekTMBHOCTI Ta thapmakoHarnagy. ae

no 4 6nictepu y KOHTPO/Ib SIKOCTI cepii: Himeuunna/ 3MiHN Y KOPOTKili XapakTepmcTuuj

nauuj IHTac ®apmacbloTikasnic Monbuwa nNikapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta

Nimiten , IHAis;
BVMPOGHMLTBO NiKapCbKoro
3aco0by, nepeuHHE Ta
BTOPWHHE NakyBaHHS
(anbTepHaTMBHUI
BMPOGHUK): IHTac
dapmacsloTikasic Nlimites,
IHAiA; KOHTPO/b AKOCTI:
€BpodpiHc AHaniTikan
Cepsices XaHrepi K.,
YropLumHa; KOHTPOo/ib
saKkocTi: PAPMABANIL,
Nta. Mikpo6ionoriyHa
naboparopis, YropLimHa,;
foAaTkosa finbHNUA 3
BTOPWHHOTO NakKyBaHHS:
A4 CANJII YENH
(Itanis) CNA, Itanis;
JoAaTkoBa finbHUUA 3
BTOPUHHOIO NaKyBaHHS:
CuHonTtus IHgacTpian Cn.
30.0., MonbLua;
Aopartkosa AiflbHULA 3
BTOPVHHOTO NakKyBaHHSA:
MpecTtmx NMpomoyLuLH
depkaydcdepaepyHr eHg
depbcepsic MM6X,
HimeuunHa; goaaTkoBa
AiNbHULA 3 NEPBUHHOTO Ta
BTOPVHHOTO NakKyBaHHSA:
AKKOP/[, XE/ICKEA
NIMITEA, Benuka
BpuTaHis; BignoBigansHuii
3a BMNyCK cepil: AKkopa,
Xenckea Moncka Cn. 3
0.0. Cknag, Imnoprepa,
Monblya; goaaTkosa
AINbHULA 3 NEPBUHHOTO Ta
BTOPVHHOTO NakKyBaHHSA:
AKKOPA-FOKEM NIMITEA,
Benuka BputaHis;

IHCTPYKLUT A8 MeAUYHOro 3acTOoCyBaHHA
reHepuyHuX/ribpuaHMx/6ionoaibHNX
nNikapcbKnx 3acobiB Nicas BHECEHHS Tiel
camoi 3MiH1 Ha pechepeHTHUIA npenapat
(3MiHa He NOTpebye HaAaHHS XXOAHUX HOBUX
[0[aTKOBUX fiaHnX) - 3MiHM BHECEHO A0
IHCTPYKLUT ANA MeAMYHOro 3acToCyBaHHA
nNiKapcbKoro 3acoby y po3gisim "OcobamnBocTi
3acTocyBaHHs", “lNo6ivHi peakuii" BiANOBIAHO
[0 iHchopmadii Wwoao MeguyHoro
3acTOCyBaHHA pethepeHTHOro Nikapcbkoro
3acoby (Jlipuka, kancynv TBepgi no 75 wmr,
150 mr a6o 300 mr).

BBefeHHs 3MiH NpoTArom 6-T1 MicAuiB nicns
3aTBEPAKEHHS
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pekna
myBaH
HS

Homep
peecmpayitiHo2o
nocsioYyeHHs1

KOHTPO/Tb AKOCTI,
Aopartkosa AiflbHULA 3
BTOPUHHOIO NaKyBaHHS:
NNTABOPATOPI
®YHOACIO OAY, IcnaHis;
Aopartkosa AiflbHULA 3
BTOPUHHOTO NaKyBaHHS:
CEHTPA/T ®APMA
(KOMEKIHI MAPTHEP)
NIMITEL, Benvka
BpuTaHis; gogarkosa
AiNbHULSA 3 BTOPUHHOIO
nakysaHHs: CK ®apma
NoricTikc MTM6X,
HimeuumnHa

129.

MPErABANIH
HEKCT®APM

Kancynu TBepgi no
150 wr; no 14
Kancyn y énictepi;
no 4 6nictepu y
nauui

AkKopa
Xenckea
C.JLY.

IcnaHis

BVMPOGHMLTBO NiKapCbKOro
3acoby, nepBuHHE Ta
BTOPWHHE MaKyBaHHS,
KOHTPO/Ib SKOCTI cepii:
IHTac ®apmacbioTikanc

Niviten , IHgjs;

BVMPOGHMLTBO NiKapCbKOro
3acoby, nepBuHHE Ta
BTOPWHHE NakKyBaHHS

(anbTepHaTUBHWIA
BUPOGHMK): IHTac
dapmacstoTikasc Nlimites,
IHAiA; KOHTPO/Ib AKOCTI:
€BpodoiHc AHaniTikan
Cepsices XaHrepi K.,
YropLyyHa; KOHTPO/Ib
akocTi: PAPMABANIL,
NTa. Mikpo6ionoriuHa
naboparopis, YropLiHa;
JoAaTkoBa finbHUUA 3
BTOPVHHOTO MaKyBaHHS:
A4 CANI YEMH
(Itanis) CMA, ITanis;
Aopartkosa AiflbHULA 3
BTOPVHHOTO NakKyBaHHSA:
CwuHonTus IHgactpian Cn.
30.0., MonbLa;
foAaTkosa finbHNUA 3
BTOPWHHOTO NakKyBaHHSA:
MpecTmx MpomoyLuH
depkaydcepaepyHr eHa
$epbeepsic MTMOX,
HimeyunHa; gogaTkoBa

IHgis/
YropwumHa/
ITanis/
HimeuyunHa/
MonbLa

BHECEHHS 3MiH 0 peecTpavinHmx
MaTtepianis: 3miHu | TMny - 3MiHK WoA0
6e3nekn/ethekTMBHOCTI Ta thapmakoHarnsgy.
3MiHM Y KOPOTKili XapakTepucTuyj
NiKapcbKoro 3acoby, TEKCTI MapKyBaHHA Ta
IHCTPYKL|i 4115 MeAUYHOr0 3aCTOCyBaHHS
reHepuyHuX/ribpuaHMx/6ionoai6HNX
niKapcbKkunx 3acobiB Nic/s BHECEHHSA Tiel
camoi 3MiHM Ha ped)epeHTHUIA Nnpenapar
(3MiHa He NoTpebye HagaHHs XOOHUX HOBUX
[04aTKOBUX AiaHnX) - 3MiHU BHECEHO A0
IHCTPYKL|i 415 MeAUYHOr0o 3aCTOCyBaHHS
nikapcbKoro 3acoby y po3ainm "OcobnnBocTi
3acTocyBaHHSA", "Mo6ivHi peakuii" BignoBigHO
A0 iHchopmau,i Woao MeguyHoro
3aCTOCyBaHHA pethepeHTHOro Nikapcbkoro
3acoby (Jlipyka, kKancynu TBepAi no 75 mr,
150 mr a6o 300 wmr).

BBefeHHs 3MiH NpoTArom 6-T1 MicAuiB nicns
3aTBEPAKEHHSA

3a
peyenmom

He
nionsie
ae

UA/19209/01/02
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pekna
myBaH
HS

Homep
peecmpayitiHo2o
nocsioYyeHHs1

AiNbHNLA 3 NEPBUHHOIO Ta
BTOPUHHOIO NaKyBaHHs:
AKKOPJ, XENNCKEA
NIMITEL, Benvka
BpuTaHis; BignoBiganbHWiA
3a BUNycK cepii: AKkopa,
Xenckea Moncka Cn. 3
0.0. Cknag ImnopTepa,
Monblya; gogarkosa
AiNbHNLA 3 NEPBUHHOIO Ta
BTOPUHHOIO NaKyBaHHs:
AKKOP[-FOKEM NIMITEA,
Benuka BputaHis;
KOHTPO/Ib AKOCTI,
Aopartkosa AiflbHULA 3
BTOPUHHOTIO NaKyBaHHSA:
NABOPATOPI
®YHOACIO JAY, IcnaHis;
foAaTkosa fiNbHNUA 3
BTOPUHHOIO NaKyBaHHs:
CEHTPA/T dAPMA
(KOMEKIHI NAPTHEP)
NIMITEL, Benuka
BpuTtaHis; gogarkosa
AiNbHMLA 3 BTOPMHHOTO
nakysaHHs: CK ®apma
NoricTtikc TM6X,
Himeuynna

130.

MPOKCIYM®

TabneTku, BKPUTI
060/10HKOIO,
KMLUKOBOPO3YUHHI,
no 40 mrno 8
TabneTtok y 6nictepi,
no 4 6nictepu y
KapTOHHI nauui

NPO®APMA
IHTepHeLHN
TpeanHr
Nimiteq

ManbTa

Nab6opaTopioc HopmoH
C.A.

IcnaHis

BHECEHHS 3MiH [J0 peecTpaLiinHmx
marepianis: 3mMiHu | Tuny - 3MiHK LWOA0
6e3nekn/edheKTUBHOCTI Ta hapMakoHarnsgy.
3MiHW Y KOPOTKill XapakTepucTuLi
NiKapcbKoro 3acoby, TEKCTi MapKyBaHHA Ta
IHCTPYKUT 4719 MeANYHOro 3acTOCyBaHHSA
reHepuyHUX/ribpuaHnx/éionodibHmx
NiKapcbknx 3acobiB Nic/isi BHECEHHS Tiel
camoi 3MiHM Ha peddepeHTHUIA Nnpenapar
(3MiHa He NoTpebye HaAAHHS XOAHUX HOBUX
[0[AaTKOBMX AaHuX) - 3MiHN BHECEHO A0
IHCTPYKUT 4719 MeANYHOro 3acTOCyBaHHSA
niKkapcbKoro 3acoby y po3ainu:
"papmakoTepanesTuyHa rpyna. Kog,
ATX"(YyTOUHEHHS Ha3BW 6e3 3MiHU Koay
ATX),"dapmakonoriyHi BnactmeocTi",
"B3aemogis 3 iHWVMW NikapCbKumum
3aco6amu Ta iHWi Buan B3aemMogiin”,
"Oco611BOCTI 3aCTOCYBaHHA",
"3acTocyBaHHs y nepiog BaritTHocTi abo

3a
peyenmom

He
nionsie
ae

UA/13996/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pekna
myBaH
HS

Homep
peecmpayitiHo2o
nocsioYyeHHs1

rogysaHHs rpyagr”, "Cnocibé 3actocyBaHHs
Ta go3u", "Mo6iyHi peakwyii” BignoBigHO A0
iHchopmawii LWoA0 MeANYHOro 3aCTOCYBaHHS
pedhepeHTHOro /likapcbkoro 3acoby
(KoHTponok, TabneTkn racTpope3nuCcTeHTHI,
40 mr). BBefieHHs 3MiH NpoTArom 6-u
MicsILiB Mic/1A 3aTBepAKEHHS!

131.

MPOKCIYM®

NOPOLLOK AnA
PO34unHy Ans
iH’ekuji1, no 40 Mr no
1 chnakoHy y
KapTOHHIW nayu,i

NPO®APMA
IHTepHeLHN
TpeiiguHr
Nimiteq

ManbTa

Nab6opaTopioc HopmoH

IcnaHis

BHECEHHS 3MiH [J0 peecTpaLiinHmx
marepianis: 3mMiHu | TUny - 3MiHY LWOA0

6e3nekn/edheKTUBHOCTI Ta hapMakoHarnsay.

3MiHW Y KOPOTKIll XapakTepucTuLi
NiKapcbKoro 3acoby, TEKCTi MapKyBaHHA Ta
IHCTPYKUT 4719 MeANYHOro 3acTOCyBaHHSA
reHepuyHUX/ribpuaHnx/6ionodibHmx
NiKapcbknx 3aco6iB Nic/is BHECEHHS Tiel
camoi 3MiHM Ha peddepeHTHUIA Nnpenapar
(3MiHa He NoTpebye HaAAHHS XXOLHUX HOBUX
[04aTKOBMX AaHuX) 3MiHN BHECEHO A0
IHCTPYKUT 4719 MeANYHOro 3acToCyBaHHS
niKkapcbKoro 3acoby y po3ainu:
"papmakoTepanesTuyHa rpyna. Kog ATX"
(YTOYHeHHs1 Ha3Bu 6e3 3miHn kogy ATX),
"Moka3saHHs", "B3aemogist 3 iHWnmu
nikapcbkvMu 3acobamu Ta iHLWi BUan
B3aemogiit", "OcobMBOCTi 3aCTOCYBaHHS",
"3acTocyBaHHS y nepiog, BariTHOCTi abo
rogysaHHA rpyaaro”, "Cnocib 3actocyBaHHsA
Ta go3u", "Mo6iyHi peakwyii" BignoBigHO A0
iHhopmaLii o0 MeanyHOro 3acTocyBaHHs
pediepeHTHOrO /likapCbKoro 3acoby
(KOHTPOJIOK, nopoLok As18 po34uHy ANns
iH'exuili, 40 Mr). BBefeHHs1 3MiH NpoTsirom 6-
TN MiCALB NicNs 3aTBEPMAKEHHS.

3a
peyenmom

He
nionsie
ae

UA/13996/02/01

132.

NPOCMAH®
NACTUNKA
ans
PO3CMOKTYB
AHHS BIZ,
KALL/TIO

nacTuIkn ans
PO3CMOKTYBaHHS NO
26 wmr; no 10
nacTuiokK y bnictepi;
no 2 6nictepu B
KapTOHHI KopoobLi

EHrenbrapg
ApuHaiimitTTen
b 'M6X & Ko.
Kr

HimeuyunHa

Bupo6Huk in bulk: Bongep

ApuHaiimitTens M6X &

Ko. KI', HimeuunHa,;

MepBuHHE Ta BTOPUHHE

EHrenbrapg

nakyBaHHs, BUMYCK cepii:

ApuHaiimitTens N6X &

Ko. KI', HimeuyynHa

HimeyunHa

BHECEHHS 3MiH [0 peecTpavinHmx
mMaTtepianis: 3miHu | TMny - 3MiHK WoA0
6e3nekn/edpeKTUBHOCTI Ta hapMakoHarisgy
(iHWi 3miHM). OHOBNEHHSA TEKCTY
MapKyBaHHA NepBUHHOT Ta BTOPUHHOT
yNaKoBOK NiKapCbKoro 3acoby.

be3s
peuenma

UA/0672/05/01

133.

MPOCMNAH®
PO34UMH BI4
KALLHO

PO34MH OpasibHUNA,
35 wmr/5 mn; no 5 mn
PO34MHY OpasIbHOro
y CTuKy; no 21 a6o
30 cTukiB y
KapTOHHiA KOpOGL

EHrenbrapp,
ApuHaiimitTTen
b 'M6X & Ko.
Kr

HimeyunHa

EHrenbrapp,

ApuHaiimitTens N6X &

Ko. KI'

HimeuunHa

BHECEHHS 3MiH 40 peecTpauiiHnX
MaTtepianis: 3miHu | TUny - 3MiHK Woa0
6e3nekn/edekTBHOCTI Ta hapMakoHarisgy
(iHWi 3MiHW). 3MiHVM BHECEHO Y TEKCT
MapKyBaHHA nepBuHHOI (N. 1, 3, 4,) Ta
BTOpPUHHOI (N. 1, 8, 13, 16, 17) ynakoBoOK
NiKapCcbKoro 3acooby.

6e3
peyenma

UA/0672/03/01
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Ne Hassa ®dopma BUnycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKA Bionycky MyBaH | peecmpayiliHo2o
3acoby ynakoska) Hs nocsioYyeHHs1
134. | NPOCMAH® TabneTku Wwunydi no Exrenbrappg, HimeuyunHa BMPO6HUK in bulk, HimeuunHa BHECEHHS 3MiH O peecTpavinHmx 6e3 UA/12942/01/01
DOPTE 65 mr, no 1 Tabnetyi | ApuHaiimiTTen nepBuHHE Ta BTOPUHHE MaTtepianis: 3miHu | TUNy - 3MiHK WoOA0 peuyenma
TABJTIETKN y calle; no 2 cawle b 'M6X & Ko. nakysaHHs: TEPMEC 6e3nekn/edekTBHOCTI Ta hapMakoHarisgy
wnnydi BiAg, cnosyyeHi B KIr ®APMA M'm6X, (iHWi 3MiHM) OHOB/IEHHSI TEKCTY MapKyBaHHS
KALUMO nepcgopoBaHuii HimeuunHa; BUpOGHMK NepPBUHHOI Ta BTOPUHHOI YNakoBOK
cTpun; no 5 abo no BiZANOBiAaNbHMIA 3a BUNYCK nikapcbKoro 3acoby
10 cTpuniB y cepii:
KapTOHHilA KopooLi EHrenbrapg
ApuHaiimiTTenb MM6X &
Ko. KI', HimeuunHa
135. | MPOTAMIHY PO34UH A1 iH'EKLLNA, MpAT "Mo Ykpaina MpAT "Mo BUPOGHULTBY YkpaiHa BHECEHHS 3MiH [J0 peecTpaLiinHmx 3a He UA/9616/01/01
CYNb®AT 1000 MO/mn, no 5 BMPOGHMLTBY iHcyniHis "IHOAP" marepianis: 3miHu Il Tvny - 3MiHK 3 AKOCTI. peyenmom nionse
My chnakoHi; no 5 iHCyniHIB [oTOBMIA Nikapcbkuii 3aci6. Onuc Ta cknag, ae
hnakoHiB B nauLi 3 "IHOAP" 3MiHa y cknagi (4oNoMKHMX peyoBUHAX)
KapToHy; no 10 mny roTOBOrO /1iKapCbKOro 3acoby (iHLi
thnakoHi; no 1 [O0MNOMIXHI peYOBMHM) - 3MiHa Y Nlikapcbkomy
donakoHy B nauui 3 3aco6i 6i0/10r4YHOro/iMyHON0rYHOToO
KapToHy NOXOMKEHHSA. BunyueHns 3i cknagy
niKapcbKoro 3acoby A0MNOMIXHOT peHOBUHN
M-Kpe30/1 3 METOH YJ0CKOHa/IeHHS!
BMPOGHNYOT hOPMY N JTiIKAPCLKOTO 3acoby; y
3B'A3KY 3 Y/M BUNYYaOTLCA MiATECTN «M-
Kpe3os1» 3 TECTiB «laeHTudikalisa» Ta
«KinbkicHe BU3HaueHHs» y cneuudikadii Ta
MeToAax KOHTPO/H0, @ TakoX MOKa3HWK
cneumaikauii "OCMONANBHICTL" 3HUKYETLCS.
3MiHM BHECEHO B iHCTPYKLUiO AN MEeAUYHOT0
3aCTOCyBaHHS ikapcbKkoro 3acoby Ao
po3giny "Cknag" (3miHa B cknagi
[OMOMDKHUX PEYOBWH - BUTYYEHHS
[LOMOMiXHOI PEYOBMHW M-KPe30/1) Ta 5K
HacnifokK - BIANOBIAHI 3MiHN BHECEHO B TEKCT
MapKyBaHHS YNakoBKW NiKapCbKoro 3acoby.
136. | NY/IbMIKOPT NMopoLLIoK AN AcTpa3eHeka Lsewis BUTOTOB/IEHHS, LWsewis BHECEHHS 3MiH [J0 peecTpaLjiinHmx 3a He UA/5552/02/01
TYPBYXANEP iHranauin, 100 Ab HanoOBHEHHS, KOHTPO/1b MaTepianis: 3MiHu | TMny - 3MiHK WOA0 peyenmom nionsie
MKr/go3a; no 200 AKOCTi, MapKyBaHHS, 6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsgy ae

[103 y NNacTUKOBOMY
iHranaTopi; no 1
iHranaTopy y
KapTOHHIlA KOopooLi

BTOPVHHE NakyBaHHA Ta
BUMYCK Cepii:
Actpa3eHeka Ab

(iHWi 3MiHW) - 3MiHX BHECEHO A0 IHCTPYKLUIT
ANs MeAMYHOro 3acTocyBaHHS NikapCbKoro
3acoby Ao po3giny "Cnocib 3acTocyBaHHs Ta
[o3n" (aofasaHHA nigposginy "lHwa
iHchopmavis” 3 po3'ACHEHHAMY LLLOAO
no3HayeHHs undpy 2 wpudtom Bpaiing Ha
[o3aTopi, Wo obepTaeTbcs) Ta 3MiHW 40
TEKCTY MapKyBaHHA NepBUHHOT yNakoBKN
nikapcbKoro 3acoby B n.2, n.5, n.6 Ta
BTOPUHHOI YNakoBKM NikapCbKoro 3acoby B
n.2,n.3, nb5, n16,n.17.
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Ne Hassa ®dopma BUnycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKA Bionycky MyBaH | peecmpayiliHo2o
3acoby ynakoska) Hs nocsioYyeHHs1
BBefeHHs1 3MiH NpoTArom 6-T1 MicAuiB nicns
3aTBEPAKEHHS.
137. | NYNIbMIKOPT NMopoLUOK ANs AcTpa3eHeka LLBeuis BUTOTOB/IEHHS, LLIseuis BHECEHHS 3MiH 40 peecTpavliiHnX 3a He UA/5552/02/02
TYPBYXANEP iHranaujn, 200 ABb HamnoBHEHHS, KOHTPO/Tb Marepianis: 3miHu | Tuny - 3MiHK LWoA0 peyenmom | nidnse
MKr/go3a; no 100 SAKOCTI, MapKyBaHHS, 6e3nekun/edekTBHOCTI Ta hapMakoHariagy ae
003y N1aCTUKOBOMY BTOPVHHE NaKyBaHHSA Ta (iHWi 3MiHW) - 3MiHK BHECEHO A0 IHCTPYKLT
iHranaTopi; no 1 BUNYCK cepii: AN MeANYHOro 3acToCyBaHHSA NMiKapCbKoro
iHranatopy y Actpa3eHeka Ab 3acoby [0 po3ainy "Cnocib 3acTocyBaHHsA Ta
KapTOHHI KopoobLyi [o3n" (aogasaHHA nigposginy "lHwa
iHchopmavis” 3 po3'ACHEHHAMY LLOAO
nosHayveHHs Uuudpm 2 wpudptom Bpaiina Ha
[03aTopi, Wo 06epTaeTbCsl) Ta 3MiHW 40
TEKCTY MapKyBaHHS NePBUHHOI YNakoBK/
nikapcbKoro 3acoby B n.2, n.5, n.6 Ta
BTOPUHHOI YNakoBKM NikapCbKoro 3acoby B
n.2, n.3, n.5, n.16, n.17.
BBefeHHS 3MiH NPOTAroM 6-Tu MicALiB nics
3aTBEPKEHHS.
138. | PABICO/I® HacToiika no 100 mn MPAT Ykpaina MPAT "XIM®GAPM3ABO/ Ykpaina BHECEHHS 3MiH [0 peecTpaviinHmx 6e3 niosnsie UA/9617/01/01
y 6aHuji; no 1 6aHuiy | "XIMOAPM3A "UEPBOHA 3IPKA" marepianis: 3MiHu | Tuny - AgMiHiCTpaTUBHI peuyenma ae
nauuj 3 KapToHy; No BOA 3MiHW. 3MiHa HalilMeHyBaHHs Ta/abo agpecu
100 mn y dprnakoHi "YEPBOHA 3asBHMKa (BNacHvka peecTpauiiHoro
noniMepHomMy a6o 3IPKA" NoCBiAYEHHS) 3MiHA HaliMEeHyBaHHSs!
cknsgHomy; no 1 3as1BHMKA Ta 3MiHW Yy HanucaHHi agpecu
donakoHy B nauui 3 3asBHMKa (BNacHvka peecTpauiiHoro
KapToHy nocBig4eHHs). 3MiHu | Tuny -
AAMIHICTpaTMBHI 3MiHW. 3MiHa
HaliMeHyBaHHs Ta/abo agpecy Micus
NPOBaKEHHSA AiSNIbHOCTI
BMPO6GHMKa/iMnopTepa roToBOro /likapcbkoro
3ac00y, BKIOYAKUN AiNTbHUL BUNYCKY cepil
abo Mmicue NpoBefeHHs KOHTPOO SKOCTI.
(misnbHiCTb, 3a AKy Bignosigae
BUPOGHMK/iMNOPTEp, BK/IOYAKOUN BUMYCK
cepiii) 3miHa HaliMeHyBaHHs BUpPO6HuKa N3
Ta 3MiHWM Y HanucaHHi agpecn BUPOOHMKa
'N3. 3miHM BHeceHo y po3ainu "Bupo6bHuK"
Ta "MicLe3HaxoMKeHHs1 BUPOOHMKa Ta
afpeca MicLsA NpoBaKEHHS Noro
OiS/IbHOCTI" B IHCTPYKLi0 4151 MeANYHOro
3acToCyBaHHSA Ta 5K HacNifokK - y TeKcT
MapKyBaHHS! yNakoBKU NiKapcbKoro 3acoby.
BBefeHHA 3MiH NPOTATroM 6-Tu MicALiB nics
3aTBEPKEHHS.
139. | PENAPUN®- renb; no 40 r rento B Biatpic HimeyunHa MALAYC T'mbeX HimeuunHa BHECEHHS 3MiH 40 peecTpauiiHnX 6e3 niosnsie UA/7224/01/01
FENb H anoMiHieBili abo Xenckea M'M6X marepianis: 3miHa 3asBHuka /13 (MIBI) peyenma ae

namiHartHii Ty6i; no
1 Ty6i B KAPTOHHIl

(BNacHvKa peecTpauiiHoro NocBigYEHHs)
(3rigHo Haka3zy MO3 Big 23.07.2015 Ne 460)
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pekna
myBaH
HS

Homep

peecmpayitiHo2o

nocsBi0YeHHs

Kopobui

TepmiH BBeAi€HHS 3MiH - NpoTsArom 12
MicsILiB nicns 3aTBepKeHHS. 3MiHn | Tuny -
3MiHu Wwopao 6e3nekn/edekTUBHOCTI Ta
thapmakoHarnsgy. BeegeHHs abo 3miHv o
y3arasbHeHUX JaHuX Npo cucTemy
thapmakoHarnagy (BBefeHHs y3arasibHeHux
AaHuX Npo cuctemy hapmakoHarnsgy, smiHa
YNOBHOBaXXEHOT 0co6M, BigNoBifabHOI 3a
3AiicCHeHHA hapMakoHarnaay; KOHTaKTHOT
0cobu 3 thapmakoHarnsgy 3assHuka Ans
3[ificHEeHHs hapMakoHarnsay B YkpaiHi,
AKLLLO BOHA BigMiHHA Bif, yNOBHOBaXeHOT
oco6w, BignoBiga/IbHOI 3a 34iCHEHHSI
thapmMakoHarnagy (BK1ovatoUum KOHTaKTHI
[AaHi) Ta/abo 3MiHV y po3MiLLeHHi MacTep-
thaiina cuctemun chapmakoHarnsgy) 3miHa
KOHTaKTHUX AaHnX YNOBHOBaXEHOI 0co6u
3asBHVKa, BifNOBiAabHOI 3a
thapmakoHarnsag,.
3MiHa MicLe3HaxomKeHHs MacTep-daiina
cuctemu dhapmakoHarnsagy. 3miHa micus
3[iAiCHEHHS1 OCHOBHOI AisANIbHOCTI 3
dhapmakoHarnsgy.

140.

PUDAMMILMH,
I3OHIA3WA,
NIPA3VHAMIZ,
TA
ETAMBYTOMNY
rAPOX/TIOPUA,
TABMETKU

TabneTkn, BKPUTI
NNiBKOBOIO
060/10HKO10, No 150
Mmr/75 mr/400 mr/275
Mr, Mo 28 TabneTok
y 6nictepi, no 24
6nictepn y
KapTOHHIA ynakoBsL,i

Tonin Nimiten

IHais

JroninH NimiTeq

IHais

BHECEHHS 3MiH [0 peecTpaLinHmx
Marepianis: 3miHu | Tuny - 3MiHK LWoA0
6e3nekn/edekTMBHOCTI Ta thapmakoHarnagy.
3MiHa y KOpOTKili XapakTepucTuuj
nikapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta
IHCTPYKLU|i 4118 MeANYHOro 3acTOCYBaHHA Ha
nigcTasi peryaspHO OHOB/HOBAHOIO 3BITY 3
6e3nekun nikapcbkoro 3acoby, abo
focnifmkeHb 3 6e3nekn 3acToCyBaHHs
nikapcbKoro 3acoby B nicispeecTpavyiiHmi
nepiog, abo Ak pe3ynbTaTt OLiHK/ 3BTy 3
nocnigpkeHb, NpoBeAeHuX BigNoBigHO A0
nnaHy negiatpnyHux gocnigpkers (PIP)
(3MiHy y3rofkeHO 3 KOMMETEHTHUM
YNOBHOB&XXEHNM OpraHom)
3MiHV BHECEHO A0 IHCTpyKLii ans
MeAMYHOro 3acTOCyBaHHA NMiKapCbKoro
3acoby Ao po3ainis "Oco6/MBOCTi
3actocyBaHHs", "lNo6iyHi peakuii" BiANOBIAHO
00 iHbopmau,ii 3 6e3nekun Ajtoyoi pevyoBUHU
eTambyTon. BBeAeHHS 3MiH NpoTArom 6-Tn
MicsILiB MiCNsA 3aTBEPAKEHHS

3a
peyermom

He
niosnsie
ae

UA/19841/01/01

141.

POKCUNEP

TabneTku, BKpUTI
nniBKOBOK
0060/10HKOK, 20 mr/4

KPKA, a.4.,
HoBo mecTo

CnoseHis

BMPO6HMLTBO “in bulk”,
NepBUHHE Ta BTOPUHHE
nakyBaHHs, KOHTPO/b Ta

CnoseHis

BHECEHHS 3MiH [0 peecTpaviinHmx
mMaTtepianis: 3miHu | TMny - 3MiHK WoA0
6e3nekn/edhekTMBHOCTI Ta hapmakoHarnsgy.

3a
peyenmom

He
nionsie
ae

UA/17731/01/01




109

Ne Hassa ®dopma BUnycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKA Bionycky MyBaH | peecmpayiliHo2o
3acoby ynakoska) Hs nocsioYyeHHs1

mr/1,25 wr, no 10

Tabnetok y 6nicrepi,
no 3 a6o 9 6nictepis
Y KapTOHHIli kopoobLi

BMNyck cepiii: KPKA, a.4.,
HoBo mecTo, CnoBeHis;
KOHTPONb cepii (¢hi3nyHi

Ta XiMiuHi MmeToan
KoHTponto): KPKA, a.4.,
Hoso mecTo, CnoseHis

3MiHa y KOpOTKili XapakTepucTuyj
nNiKapcbKoro 3acoby, TEKCTI MapKyBaHHA Ta
IHCTPYKL|i 415 MeAUUYHOro 3aCTOCyBaHHS Ha
nigcTasi perysisipHO OHOB/THOBAHOIO 3BITY 3
6e3nekun nikapcbkoro 3acoby, abo
nocnimpkeHb 3 6e3nekn 3acTocyBaHHS
nNikapcbKoro 3acoby B Mic/isipeecTpaviiiHmi
nepiog, abo Ak pe3ynbTart OLiHKM 3BITY 3
[ocnigKeHb, NPoBeAeHNX BIANOBIAHO A0
nnaHy negiatpnyHux gocnigpkers (PIP) (iHwi
3MiHW) - 3MiHVW BHECEHO [0 IHCTPYKUIT Ansa
MeAMYHOr0o 3aCTOCYBaHHSA NiKapCbKoro
3acoby Ao posginis "OcobmBocTi
3acTocyBaHHs", "TMob6i4HI peakuii” 1oa0
TSOKKUX LLKIPHWUX NOBIYHUX peakLili
BiANOBIAHO [0 OHOBMEHOI iHGhopMaLi 3
6e3nekun 4ityoi pevyoBuHY (po3yBacTaTuHy)
3rigHo 3 pekomeHgauiamv PRAC. BeegeHHs
3MiH NpoTArom 6-Tu MicAuiB nicns
3aTBEPKEHHSA. 3MiHU | TNy - 3MiHW Woa0
6e3nekn/ethekTUBHOCTI Ta thapmakoHarnsgy.
3MiHa y KOpOTKili XapakTepucTuuj
nNiKapcbKoro 3acoby, TEKCTI MapKyBaHHA Ta
IHCTPYKL|i 415 MeAUUYHOro 3aCTOCyBaHHSA Ha
nigcTasi perysispHO OHOB/THOBAHOIO 3BITY 3
6e3nekun nikapcbkoro 3acoby, abo
nocnimpkeHb 3 6e3nekn 3acTocyBaHHS
nNikapcbKoro 3acoby B Mic/sipeecTpaviiiHmi
nepiog, abo Ak pe3ynbTart OLiHKM 3BITY 3
JocnigKeHb, NPoBeAeHNX BIANOBIAHO A0
nnaHy negiatpnyHux gocnigpkens (PIP) (iHwi
3MiHW) - 3MiHVY BHECEHO [0 IHCTPYKUIT Ans
MeAMYHOro 3aCTOCYBaHHSA NiKapCbKoro
3acoby Ao po3giny "MobiyHi peakuyii woao
OHOBJIEHHS NepeniKy NobivHKX peakLiii
BiANOBIAHO [0 OHOBMEHOT iIHGhopMaLii 3
6e3neku Ajtoyoi pevoBunHN (MepUHAONPUY)
3rifHO 3 pekoMmeHpauismm PRAC. BBefeHHs
3MiH NPOTArom 6-Tn Micauis nicns
3aTBep/MKeHHsA. 3MiHu | Tuny - 3MiHW WoAo
6e3nekn/edheKTMBHOCTI Ta thapmakoHarnagy.
3MiHa y KOpOTKili XapakTepucTuLi
nikapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta
IHCTPYKLU|i 419 MeANYHOro 3acTOCYBaHHA Ha
nigcTasi perynspHO OHOB/IOBAHOIO 3BITY 3
6e3nekun nikapcbkoro 3acoby, abo
pocnifmkeHb 3 6e3nekn 3acToCyBaHHs
nikapcbkoro 3acoby B nicnspeecTpauinHuii




Popma sUMYCKY

3asiBHUK

Kpaina
3asiBHUKa

Bupo6HuK
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KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa Ymosu
Bionycky

nepiog, abo sk pe3ynbTaTt OLiHK/ 3BTy 3
JocnigpkeHb, NpoBeAeHuX BifgnoBigHoO A0

Pekna
myBaH
HS

Homep
peecmpayitiHo2o
nocsioYyeHHs1

n/n

Hassa
JliKapcbKo20 (nikapcbka ¢hopma,
3acoby ynakoska)

nnaHy negiatpnyHux gocnigpkes (PIP) (iHwi
3MiHM) - 3MiHU BHECEHO [0 IHCTPYKUIii Ans

MeAMYHOro 3acToCyBaHHA NikapCbKoro
3acoby [0 po3ainis "B3aemMogis 3 iHWMMK
nikapcbkvMu 3acobamMu Ta iHLWi BUau
B3aemogijit", "Ocob/MBOCTi 3aCTOCYBaHHA",
"Mo6iuHI peakwyii" WoA0 ONMcy OKpPemumx
nobiYyHVX peakLiii BiANoBIAHO 4O OHOBMEHOI
iHbopmaii 3 6e3neku Ajtyoi pevyoBUHN
(iHpanamigy) 3rigHo 3 pekomeHgauismu
PRAC. BBefeHHs 3MiH MPOTAroM 6-Tu
MicsILiB Micns 3aTBepKeHHS. 3MiHun | Tuny -
3MiHu Wwopao 6e3nekn/edekTUBHOCTI Ta
thapmakoHarnsgy. 3MiHa y KOpoTkiii
XapakTepucTuLi nikapcbKoro 3acoby, TekcTi
MapKyBaHHS Ta IHCTPYKUiT AN Mean4HOro

3aCTOCyBaHHA Ha MigcTasi perynspHo
OHOBJ1HOBAHOrO 3BITY 3 6e3Mekn NikapCbKoro
3acoby, abo fgocnigkeHb 3 6e3nekn
3aCTOCyBaHHSA /ikapcbkoro 3acoby B
nicnsipeecTpadiiiuii nepiog, abo sk
pe3ynbTaT OLiHKV 3BITY 3 AOC/IKEHD,
npoBefeHNX BigMOBIAHO A0 NnaHy
negiatpuyHux gocnigpxkeHb (PIP) (iHWwi 3MiHK)
- 3MiHM BHECEHO [0 IHCTPYKUIT An1A
MeAMYHOro 3acTOCYBaHHSA NiKapCbKOro
3acoby [0 po3giny "B3aemogis 3 iHWMMKN
nikapcbKvMun 3acobamu Ta iHLWi BUan
B3aeMOZjin" Wwo40 B3aeMogji 3
TUKarpesiopoM BifgNOBIAHO [0 OHOB/EHOT
iHbopmawii 3 6e3neku Aityoi pevyoBUHN
(po3yBacTaTvHy) 3rifHO 3 pekoMeHaauismMn
PRAC. BBefieHHs 3MiH NpOTArom 6-Tu
MiCALIB MiCNA 3aTBEPMKEHHSA. 3MiHun | Tuny -
3MiHu Wwopo 6e3nekn/edeKTUBHOCTI Ta
hapmakoHarnagy (iHwi 3MiHu) - 3MiHK
BHECEHO [0 IHCTPYKLiT 418 MeguyHoro
3aCTOCyBaHHS iKapcbKoro 3acoby Ao
po3giniB "Oco6MBOCTi 3acToCcyBaHHsA",

"Mo6ivHI peakuil WoA0 04HOI MiacTeHil Ta
MiacTeHii gravis BignoBiAHO A0 OHOBEHOT
iHbopMmaii 3 6e3neku Ajtyoi pevyoBUHU
(po3yBacTaTtunHy) 3rigHO 3 pekomeHzauiamu
PRAC. BBefgeHHs 3MiH MPOTAroM 6-Tu

MicaLiB nicna 3aTBepkeHHs. 3MiHu Il Tuny -
3MiHu Wwoao 6esnekn/edekTUBHOCTI Ta
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pekna
myBaH
HS

Homep
peecmpayitiHo2o
nocsioYyeHHs1

thapmakoHarnagy. 3MiH1 y KOpOTKiii
XapakTepucTuLi nikapcbKoro 3acoby, TekcTi
MapKyBaHHS Ta IHCTPYKUiT AN Mean4HOro
3aCTOCYBaHHSA Y 3B'A3KY i3 HOBUMYW AaHUMK 3
AKOCTI, AOKMIHIYHUMU, KIHIYHUMU AaHUMK Ta
AaHyMK 3 hapmakoHarniagy - 3MiHun
BHECEHO [0 iHCTPYKLIi 415 MeanyHoro
3acTOCyBaHHS MikapcbKoro 3acoby Ao
po3sginis "MpoTunokasaHHs", "B3aemogis 3
HLUIMMK NiKapCbKMKM 3aco6amMu Ta iHLWi B1uam
B3aemMopijii". BBeaeHHs 3MiH NpoTsAroM 6-Tu
MicsLiB nicnsa 3aTBepKeHHs. 3MiHu |l Tuny -
3MiHu Wwopo 6e3nekn/edeKTUBHOCTI Ta
thapmakoHarnagy. 3MiHU y KOPOTKiii
XapakTepucTuLi Nikapcbkoro 3acoby, TeKcTi
MapKyBaHHS Ta iHCTPYKLiT 415 MeAnyHOro
3aCTOCYBaHHSA Y 3B'A3KY i3 HOBUMYW AaHUMK 3
AKOCTI, AOKNIHIYHUMMU, KTIHIYHUMUN AaHUMU Ta
OaHnMu 3 hapmMakoHarisay - 3MiHu
BHECeHO [0 iHCTPYKLIT 413 MeanyHoro
3aCTOCYBaHHSA NikapCbKoro 3acoby A0
po3ginis "lNpoTunokasaHHs", "B3aemogis 3
IHLWIMMK NikapCcbKMK 3acobamu Ta iHWi BUAK
B3aemogijin", "Ocob/IMBOCTi 3aCTOCyBaHHA",
"3acTocyBaHHs y nepiog, BaritTHocTi abo
rogyBaHHs rpyaat”, "MobidHi peaxuii”.
BBefeHHs1 3MiH NpoTArom 6-T1 MicAuiB nicns
3aTBEPAKEHHSA

142.

POKCUNEP

TabneTku, BKPUTI
nNiBKOBOIO
o6onoHkoto, 10 mr/8
mr/2,5 mr, no 10
TabneTtok y 6nictepi,
no 3 a6o 9 6nictepis
Y KapTOHHIli kopobLi

KPKA, a.4.,
HoBso mecTo

CnoBeHisa

BMpOo6HULTBO "in bulk”,
nepBrHHE Ta BTOPVHHE
nakyBaHHS, KOHTPO/b Ta

BMNYycK cepiii: KPKA, a.4.,

Hoso mecTo, CnoBeHis;
KOHTPO/b cepili (Pi3nyHi
Ta XiMiYHi meToau
KoHTpont): KPKA, a.4.,
HoBo mecTto, CnoseHis

CnoBeHis

BHECEHHS 3MiH [J0 peecTpaLiinHmx
marepianis: 3mMiHu | Tuny - 3MiHK LWOA0
6e3nekn/edheKTUBHOCTI Ta hapMakoHarnsgy.
3MiHa Y KOpPOTKiil XxapakTepucTuLi
NiKapcbKoro 3acoby, TEKCTi MapKyBaHHA Ta
IHCTPYKLUT 4719 MeANYHOro 3aCTOCYBaHHSA Ha
nigcTasi perynsipHO OHOB/IOBAHOrO 3BITY 3
6e3nekun nikapcbkoro 3acoby, abo
focnifmKeHb 3 6e3nekn 3acToCyBaHHs
nikapcbKoro 3acoby B nicnspeecTpaviiiHmii
nepiog, abo sk pe3ynbTar OUiHK/ 3BTy 3
JocnigKeHb, NPoBeAeHNX BiANOBIAHO A0
nnady negiatpuyHmx gocnigpkers (PIP) (iHwi
3MiHW) - 3MiHU BHECEHO [0 IHCTPYKUii Ans
MeAMYHOro 3acTOCyBaHHA MiKapCbKoro
3acoby Ao po3ainis "Oco6/MBOCTi
3actocyBaHHs", "Mob6iyHI peakuii" Wwoao
TSOKKMX LLKIPHUX NOBGIYHMX peakLiiii
BiANOBIAHO 4,0 OHOBNEHOT iHChopMaLi 3
6e3nekun 4ityoi pevyoBuHM (po3yBacTaTuHy)

3a
peyenmom

He
nionsie
ae

UA/17731/01/02
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Ne Hassa ®dopma BUnycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKA Bionycky MyBaH | peecmpayiliHo2o
3acoby ynakoska) Hs nocsioYyeHHs1

3rigHo 3 pekomeHpauismy PRAC. BeegeHHs
3MiH NPOTArom 6-Tu MicaLiB nicns
3aTBEPMKEHHSA. 3MiHKM | TNy - 3MiHK Woao
6e3nekn/eheKTUBHOCTI Ta hapmMakoHarnsgy.
3MiHa y KOpOTKiil XxapaKTepucTuLi
NiKapcbKoro 3acoby, TEKCTI MapKyBaHHA Ta
IHCTPYKLUT 4719 MeANYHOro 3aCTOCYBaHHA Ha
nigcTasi perynspHoO OHOB/IOBAHOrO 3BITY 3
6e3nekun nikapcbkoro 3acoby, abo
JocnimkeHb 3 6e3nekn 3acToCyBaHHs
nikapcbKoro 3acoby B nicispeecTpaviiiHmi
nepiog, abo Ak pe3ynbTar OUiHK/ 3BTy 3
JocnigpKeHb, NPoBeAEeHNX BiANOBIAHO A0
nnaxy negiatpuyHmx gocnigpkers (PIP) (iHwi
3MiHM) - 3MiHU BHECEHO [0 IHCTPYKUiT Ans
MeAMYHOro 3aCTOCYBaHHSA NiKapCbKOro
3acoby Ao po3giny "Mo6iyHi peakui™ woao
OHOB/IEHHA Nepeniky NoGiYHKX peakw;iii
BiANOBIAHO [0 OHOBMEHOI iIHGhopMaLi 3
6e3neku Ajtoyoi pevoBunHN (MepUHAONPUNY)
3rigHo 3 pekomeHgauiamv PRAC. BeegeHHs
3MiH NpoTArom 6-Tu MicauiB nicns
3aTBEPKEHHSA. 3MiHU | TNy - 3MiHW Woa0
6e3nekn/ethekTUBHOCTI Ta thapmakoHarnsgy.
3MiHa y KOpOTKili XapakTepucTuuj
nikapcbKoro 3acoby, TEeKCTi MapKyBaHHA Ta
IHCTPYKL|i 415 MeAUUYHOro 3aCTOCyBaHHSA Ha
nigcTasi perysiSipHO OHOB/THOBAHOIO 3BITY 3
6e3nekun nikapcbkoro 3acoby, abo
nocnimpkeHb 3 6e3nekn 3acTocyBaHHS
nNikapcbKoro 3acoby B Mic/sipeecTpavyiiHmi
nepiog, abo Ak pe3ynbTart OUiHKM 3BITY 3
[ocnigKeHb, NpoBeAeHNX BIANOBIAHO A0
nnaHy negiatpnyHux gocnigpkeHs (PIP) (iHwi
3MiHW) - 3MiHVY BHECEHO [0 IHCTPYKUIT Ansa
MeLMYHOro 3aCTOCYBaHHA NiKapCbKoro
3acoby [0 po3ginis "B3aemogis 3 iHWMK
nikapcbknMuy 3acobamu Ta iHWi BUAn
B3aemogiin", "Ocob/IMBOCTi 3aCTOCYBaHHSA",
"Mo6iuHi peakwyi" WoA0 ONMCcy OKPemmx
No6iYHMX peakLiii BiANOBIAHO 4O OHOBMEHOI
iHbopmawii 3 6e3neku Aityoi pevyoBUHN
(iHpanamigy) 3rigHo 3 pekomeHgauisimMu
PRAC. BBefieHHs 3MiH NpOTArom 6-Tu
MiCALIB MiCNA 3aTBEPMKEHHSA. 3MiHun | Tuny -
3MiHu Wwopo 6e3nekn/edeKTUBHOCTI Ta
thapmakoHarnagy. 3MiHa y KOpoTkiii
XapaKTepucTuLi Nikapcbkoro 3acoby, TeKcTi
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Ne Hassa ®dopma BUnycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKA Bionycky MyBaH | peecmpayiliHo2o
3acoby ynakoska) Hs nocsioYyeHHs1

MapKyBaHHS Ta iHCTPYKLiT 415 MeAnyHOro
3aCTOCyBaHHA Ha MigcTasi perynspHo
OHOB/OBAHOTO 3BITY 3 6e3neKkn NikapCbKoro
3acoby, abo gocnimkeHb 3 6e3neku
3aCTOCyBaHHS Nikapcbkoro 3acoby B
nicnapeecTpaviiiHnii nepiog, abo sk
pe3ynbTaT OLiHKV 3BITy 3 AOC/iHKEHD,
npoBeAeHnX BignoBigHO A0 niaHy
negiatpuyHnx gocnigkeHs (PIP) (iHLwi 3miHKn)
- 3MiHM BHECEHO [0 IHCTPYKUIT An1A
MeAMYHOro 3acTOCyBaHHA NikapCbKoro
3acoby [0 po3giny "B3aemogis 3 iHWMMK
nikapcbkvMu 3acobamu Ta iHLWi BUau
B3a€eMOfji" Wwoao B3aemogii 3
TMKarpesiopom BifnoBiAHO 4,0 OHOBEHOT
iHchopmawii 3 6e3nekun Ajtoyoi pevyoBUHN
(po3yBacTaTtuHy) 3rigHO 3 pekomeHzauiamu
PRAC. BBeieHHs 3MiH NPOTAroM 6-Tu
MiCALIB MiCN1A 3aTBEPMAXEHHS. 3MiHu | Tuny -
3MiHM Woao 6e3nekn/edekTMBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHK) - 3MiHK
BHECEHO [0 iHCTPYKLIT 415 MeanyHoro
3acTOCyBaHHS NikapcbKoro 3acoby Ao
po3ainis "OcobMBOCTI 3aCTOCYBaHHSA",
"Mo6iyHi peakuyii" WOA0 OYHOT MiacTeHil Ta
MiacTeHii gravis BignoBigHO [0 OHOB/IEHOT
iHbopmawii 3 6e3neku Ajtyoi pevyoBUHN
(po3yBacTaTvHy) 3rifHO 3 pekoMeHaauismMn
PRAC. BBefieHHs 3MiH NpOTArom 6-Tu
MicsLiB nicnsa 3aTBepKeHHs. 3MiHu |l Tuny -
3MiHu Wwopo 6e3nekn/edeKTUBHOCTI Ta
thapmakoHarnagy. 3MiHU y KOPOTKiii
XapakTepucTuLi Nikapcbkoro 3acoby, TeKcTi
MapKyBaHHS Ta iHCTPYKLiT 415 MeAnyHOro
3aCTOCYBaHHSA Y 3B'A3KY i3 HOBUMYW AaHUMK 3
AKOCTI, AOKNIHIYHUMMU, KTIHIYHUMUN AaHUMU Ta
OaHnMu 3 hapmMakoHarisay - 3MiHu
BHECeHO [0 iHCTPYKLIT 413 MeanyHoro
3aCTOCYBaHHSA NikapCbKoro 3acoby A0
po3ginis "lNpoTunokasaHHs", "B3aemogis 3
IHLWIMMK NikapCcbKMK 3acobamu Ta iHWi BUAK
B3aEMOZjiA". BBeEHHA 3MiH NPOTAroM 6-Tu
MicsAUiB nicnsA 3aTBepKeHHs. 3MiHu |l Tuny -
3MiHM Woao 6e3nekn/edekTMBHOCTI Ta
thapmakoHarnsgy. 3mMiHN y KOpOTKild
XapaKTepucTuLi Nikapcbkoro 3acoby, TeKCTi
MapKyBaHHS Ta iHCTPYKL,iT 4158 MeAnyHoro
3aCTOCYBaHHSA Y 3B'SI3KY i3 HOBUMW @aHUMK 3
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pekna
myBaH
HS

Homep
peecmpayitiHo2o
nocsioYyeHHs1

SIKOCTi, AOKMIHIYHMMM, KTIHIYHMKW AaHUMK Ta
LaHuMmn 3 dhapmakoHarnsgy - 3miHu
BHECEHO [0 IHCTPYKLiT 418 MeguyHoro
3aCTOCyBaHHS /iKapcbKoro 3acoby Ao
po3ainis "MNpoTunokasaHHA", "B3aemogis 3
HLUIMMK NiKapCbKMKM 3aco6amMu Ta iHLWi BUam
B3aemogii", "OcobmMBOCTi 3aCTOCYBaHHS",
"3acTocyBaHHSs y nepiog, BaritTHocTi abo
roflyBaHHs rpyaar”, "ro6iyni peakuii”.
BBefeHHs 3MiH NpoTArom 6-T1 MicAuiB nicns
3aTBEPAKEHHS

143.

POKCUNEP

TabneTkn, BKPUTI
NNiBKOBOIO
060/10HKO10, 20 Mr/8
mr/2,5 wmr, no 10
Tabnetok y 6nictepi,
no 3 abo 9 6nictepis
Y KapTOHHIl kopoobLi

KPKA, a.4a.,
HoBo mecTo

CnoBeHisa

BMPO6HULTBO "in bulk”,
nepBUHHE Ta BTOPVHHE
nakyBaHHS, KOHTPO/b Ta
Bunyck cepiii: KPKA, a.4.,
HoBo mecTto, CnoseHis;
KOHTPO/Ib cepili (chi3nuHi
Ta XimMiuHi meToan
KoHTponio): KPKA, o.4.,
Hoso mecTo, CnoseHisi

CnoBeHis

BHECEHHS 3MiH [0 peecTpaLinHmx
Marepianis: 3miHu | Tuny - 3MiHK LWoA0
6e3nekn/edekTMBHOCTI Ta thapmakoHarnagy.
3MiHa y KOpOTKili XapakTepucTuj
nNiKapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta
IHCTPYKLUT 4118 MeANYHOro 3acTOCYBaHHA Ha
nigcTasi perysspHO OHOB/IOBAHOIO 3BITY 3
6e3nekun nikapcbkoro 3acoby, abo
pocnifmkeHb 3 6e3nekn 3acToCyBaHHs
nikapcbKoro 3acoby B nicispeecTpavyiiHmi
nepiog, abo Sk pe3ynbTaTt OLUiHK/ 3BTy 3
nocnigpkeHb, NpoBeAeHWX BigNoBigHO A0
nnaHy negiatpnyHux gocnigpkeHs (PIP) (iHwi
3MiHM) - 3MiHU BHECEHO [0 IHCTPYKUIii Ans
MeAMYHOro 3acTOoCyBaHHA NikapCbKoro
3acoby Ao po3ginis "Oco6mBOCTi
3actocyBaHHs", "lMob6iyHI peakuii Wwoao
TSDKKUX LUKIPHUX NOBGIYHMX peakLiiii
BiANOBIAHO [0 OHOBMEHOI iHGhopMaLi 3
6e3neku fjloyoi pevyoBUHU (PO3yBacTaTuHy)
3rifHO 3 pekomeHpauismm PRAC. BBefeHHs
3MiH NpOTArom 6-Tn Micauis nicns
3aTBepMKeHHSA. 3MiHu | Tuny - 3MiHW WoAo
6e3nekn/edekTMBHOCTI Ta thapmakoHarnagy.
3MiHa y KOpOTKili XapakTepmcTuyj
nikapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta
IHCTPYKLU|i 4118 MeANYHOro 3acTOCYBaHHA Ha
nigcTasi peryaspHoO OHOB/HOBAHOIO 3BITY 3
6e3nekun nikapcbkoro 3acoby, abo
focnifmkeHb 3 6e3nekn 3acToCyBaHHs
nikapcbKoro 3acoby B nicispeecTpavyiiHmi
nepiog, abo Ak pe3ynbTaTt OLiHK/ 3BTy 3
nocnigpkeHb, NpoBeAeHWX BigNoBigHO A0
nnaHy negiatpnyHux gocnigpkeHs (PIP) (iHwi
3MiHM) - 3MiHU BHECEHO [0 IHCTPYKUIii Ans
MeAMYHOro 3aCTOCyBaHHA NikapCbKoro
3acoby Ao po3ainy "MobiyHi peakuii” woao

3a
peyenmom

He
niosnsie
ae

UA/17731/01/03
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Ne Hassa ®dopma BUnycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKA Bionycky MyBaH | peecmpayiliHo2o
3acoby ynakoska) Hs nocsioYyeHHs1

OHOBJIEHHS NepeniKy NobiuHMX peakLiii
BiANOBIAHO 4,0 OHOBNEHOT iHChopMaLi 3
6e3nekun Ajtoyoi pevoBuHN (NepuHAoNPUNY)
3rigHo 3 pekomeHpauismy PRAC. BeegeHHs
3MiH NPOTArom 6-Tu MicaLiB nicns
3aTBEPMKEHHSA. 3MiHKM | TNy - 3MiHK Woao

6e3nekn/edhekTUBHOCTI Ta hapmMakoHarnsgy.

3MiHa y KOpPOTKiil XapakTepucTuLi
NiKapcbKoro 3acoby, TEKCTI MapKyBaHHA Ta
IHCTPYKLUT 4719 MeANYHOro 3aCTOCYBaHHSA Ha
nigcTasi perynspHoO OHOB/IOBAHOrO 3BITY 3
6e3nekun nikapcbkoro 3acoby, abo
focnimkeHb 3 6e3nekn 3acToCyBaHHs
nikapcbKoro 3acoby B nicisipeecTpaviiiHmii
nepiog, abo sk pe3ynbTar OUiHK/ 3BTy 3
[ocnigpKeHb, NPOBeAEHNX BiAMNOBIAHO A0
nnady negiatpuyHmx gocnigpkers (PIP) (iHwi
3MiHM) - 3MiHW BHECEHO [0 IHCTPYKUii Ans
MeAMYHOro 3acTOCyBaHHSA NikapCbKoro
3acoby Ao posainis "B3aemMogisi 3 iHLLIMMK
nikapcbKvMun 3acobamu Ta iHLWi BUan
B3aemogii", "OcobMBOCTi 3aCTOCYBaHHS",
"Mo6iyHI peakuii" WoA0 onncy OKpemmnx
no6iYHNX peakwiil BiANOBIAHO A0 OHOBMEHOT
iHchopMmawii 3 6e3nekun Ajtoyoi pevyoBUHN
(iHpanamigy) 3rigHo 3 pekomeHzauisimu
PRAC. BBeieHHs 3MiH NPOTAroM 6-Tu
MiCALIB MiC/1A 3aTBEPMAXEHHS. 3MiHu | Tuny -
3MiHM Woao 6e3nekn/edekTMBHOCTI Ta
thapmakoHarnsgy. 3MiHa y KopoTkiii
XapaKTepucTuLi Nikapcbkoro 3acoby, TeKCTi
MapKyBaHHS Ta iHCTPYKL,iT 415 MeAnyHoro
3aCTOCYBaHHSA Ha MifcTasi perynspHo
OHOB/IIOBAHOTO 3BITY 3 6e3MNekn NiKapCbKoro
3acoby, abo focnimkeHb 3 6e3neku
3acTOoCyBaHHS MikapCcbKoro 3acoby B
nicnspeecTpauiiinii nepiog, abo sk
pe3ynbTaT OLiHKM 3BITY 3 AOCNIIKEHD,
npoBefeHnX BignoBigHO 40 nnaHy
negiatpuyHux gocnigkenb (PIP) (iHwwi 3miHKW)
- 3MiHWM BHECEHO A0 iHCTPYKUIT ANs
MeLMYHOro 3aCTOCYBaHHA NiKapCbKoro
3acoby fo po3giny "B3aemogis 3 iHWumun
nikapcbknMuy 3acobamu Ta iHWi BUAn
B3aEMOZj" Woa0 B3aemMog;i 3
TUKarpesiopoM BifNOBIAHO O OHOB/IEHOI
iHbopmaii 3 6e3neku Ajtoyoi pevyoBUHU
(po3yBacTaTtunHy) 3rigHO 3 pekomeHgauiamum
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pekna
myBaH
HS

Homep
peecmpayitiHo2o
nocsioYyeHHs1

PRAC. BBefgeHHs 3MiH MPOTAroM 6-Tu
MicsILiB nicns 3aTBepKeHHS. 3MiHn | Tuny -
3MiHu Wwopao 6e3nekn/edekTUBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHK) - 3MiHKn
BHECEeHO [0 iHCTPYKLIT A1s MeanyHoro
3aCTOCYBaHHSA NikapCbKoro 3acoby A0
po3ginis "Ocob6MBOCTI 3acTOCyBaHHSA",
"Mo6ivHI peakuil™ Wo[0 04HOI MiacTeHil Ta
MiacTeHii gravis BignoBifHO A0 OHOBMEHOT
iHchopmawii 3 6e3nekun Ajtoyoi pevyoBUHN
(po3yBacTaTtuHy) 3rigHO 3 pekomeHzauiamu
PRAC. BBeieHHs 3MiH NPOTAroM 6-Tu
MicsAUiB nicnsA 3aTBepKeHHs. 3MiHu |l Tuny -
3MiHM Woao 6e3nekn/edpekTMBHOCTI Ta
thapmakoHarnsgy. 3mMiHN y KOpOTKild
XapaKTepucTuLi Nikapcbkoro 3acoby, TeKCTi
MapKyBaHHS Ta iHCTPYKLiT 415 MeAnyHOro
3aCTOCYBaHHS Y 3B’A3KY i3 HOBUMM AaHMU 3
SIKOCTi, AOKMIHIYHMMM, KTIHIYHMKW AaHUMK Ta
LaHuMmn 3 dhapmakoHarnsgy - 3miHu
BHECEHO [0 IHCTPYKLiT 418 MeguyHoro
3aCTOCyBaHHS /iKapcbKoro 3acoby Ao
po3ainis "MNpoTunokasaHHA", "B3aemogis 3
HLUIMMK NiKapCbKMKM 3aco6amMu Ta iHLWi BUam
B3aemogijit". BBegeHHs 3MiH MpoTsroMm 6-Tu
MicaLiB nicna 3aTBepkKeHHs. 3MiHu Il Tuny -
3MiHu Wwopao 6esnekn/edekTUBHOCTI Ta
thapmakoHarnagy. 3MiH1 y KOPOTKiii
XapakTepucTuLi nikapcbKoro 3acoby, TeKcTi
MapKyBaHHS Ta IHCTPYKUiT AN Mean4HOro
3aCTOCYBaHHSA Y 3B'A3KY i3 HOBUMY AaHUMK 3
AKOCTI, AOKMIHIYHUMU, KIHIYHUMU AaHUMK Ta
AaHyMu 3 hapmakoHarnisgy - 3MiHun
BHECEHO [0 iHCTPYKLIi 415 MeanyHoro
3acTOCyBaHHS MikapcbKoro 3acoby Ao
po3sginis "MpoTunokasaHHs", "B3aemogis 3
HLUIMMK NiKapCbKMKM 3aco6amMu Ta iHLWi B1uam
B3aemogii", "Ocob/MBOCTi 3aCTOCYBaHHA",
"3acTocyBaHHA y nepiog, BaritTHocTi abo
roflyBaHHs rpyaar”, "ro6ivHi peakuii”.
BBefeHHs 3MiH NpOTAroM 6-Tu MicALiB nicns
3aTBEPAKEHHSA

144.

POKCUNEP

TabneTku, BKpUTI
nNiBKOBOIO
o6onoHkoto, 10 mr/4
mr/1,25 wr, no 10
Tabnetok y 6nictepi,
no 3 abo 9 6nictepis

KPKA, 4.4.,
HoBo mecTo

CnoBeHis

BMPO6HMLTBO “in bulk",
NepBUHHE Ta BTOPUHHE
nakyBaHHS, KOHTPO/b Ta

BMnyck cepiii: KPKA, a.4.,

Hoso mecTo, CnoBeHis;
KOHTPO/b cepili (i3nyHi

CnoBeHis

BHECEHHS 3MiH 0 peecTpaLinHmx
MaTtepianis: 3miHu | TUny - 3MiHK WoA0
6e3nekn/ethekTMBHOCTI Ta thapmakoHarnsgy.
3MiHa y KOpOTKili XapakTepucTuuj
NiKapcbKoro 3acoby, TEKCTI MapKyBaHHA Ta
IHCTPYKL|i 415 MEANYHOTO 3aCTOCYBaHHS Ha

3a
peyenmom

He
nionsie
ae

UA/17731/01/04




117

Ne Hassa ®dopma BUnycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKA Bionycky MyBaH | peecmpayiliHo2o
3acoby ynakoska) Hs nocsioYyeHHs1

Y KapTOHHIli kopoobLi

Ta XiMiuHi meToan
KoHTponto): KPKA, a.4.,
Hoso mecTo, CnoseHis

nigcTasi perysispHO OHOB/THOBAHOIO 3BITY 3
6e3nekun nikapcbkoro 3acoby, abo
nocnimpkeHb 3 6e3nekn 3acTocyBaHHS
nikapcbKoro 3acoby B Mic/isipeecTpaviiiHmi
nepiog, abo Ak pe3ynbTart OLiHKM 3BITY 3
[ocnigKeHb, NPoBeAeHNX BIANOBIAHO A0
nnaHy negiatpnyHux gocnigpkeHs (PIP) (iHwi
3MiHW) - 3MiHVY BHECEHO [0 IHCTPYKUIT Ansa
MeAMYHOro 3aCTOCYBaHHSA MiKapCbKoro
3acoby Ao posginis "OcobmBocTi
3acTocyBaHHs", "TMob6i4HI peakuii” o040
TSOKKUX LLKIPHWUX NOBIYHUX peakLili
BiANOBIAHO [0 OHOBMEHOT iHGhopMaLi 3
6e3nekun 4ityoi pevyoBuHY (Po3yBacTaTuHy)
3rigHo 3 pekomeHgauiamv PRAC. BeegeHHs
3MiH NpoTArom 6-Tu MicAuiB nicns
3aTBEPKEHHSA. 3MiHU | TNy - 3MiHK Woa0
6e3nekn/etheKTUBHOCTI Ta thapmakoHarnsgy.
3MiHa y KOpOTKili XapakTepucTuyj
nNikapcbKoro 3acoby, TEKCTi MapKyBaHHA Ta
IHCTPYKL|i 415 MeAUUYHOro 3aCTOCyBaHHS Ha
nigcTasi perysisipHoO OHOB/THOBAHOIO 3BITY 3
6e3nekun nikapcbkoro 3acoby, abo
nocnimpkeHb 3 6e3nekn 3acTocyBaHHS
nNikapcbKoro 3acoby B Mic/isipeecTpavyiiHmi
nepiog, abo Ak pe3ynbTart OLiHKM 3BITY 3
[ocnigKeHb, NpoBeAeHNX BIANOBIAHO A0
nnaHy negiatpnyHux gocnigpkeHs (PIP) (iHwi
3MiHW) - 3MiHVY BHECEHO [0 IHCTPYKUIT Ansa
MeAMYHOro 3aCTOCYBaHHSA NiKapCbKoro
3acoby Ao po3giny "MobiyHi peakuyii” woao
OHOBJIEHHS NepeniKy Nobi4HKX peakLiiii
BiANOBIAHO [0 OHOBMEHOT iIHGhopMaLii 3
6e3neku Ajtoyoi pevoBunHN (MepUHAONPUY)
3rifHO 3 pekomeHpauismm PRAC. BBefeHHs
3MiH NpOTArom 6-Tn Micauis nicns
3aTBep/MKeHHs. 3MiHn | Tuny - 3MiHW Woao
6e3nekn/edhekTMBHOCTI Ta thapmakoHarnagy.
3MiHa y KOpOTKili XapakTepucTuLi
nNikapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta
IHCTPYKLU|i 4719 MeANYHOro 3aCTOCYBaHHA Ha
nigcTasi perynspHO OHOB/IIOBAHOIO 3BITY 3
6e3nekun nikapcbkoro 3acoby, abo
pocnifmkeHb 3 6e3nekn 3acToCyBaHHs
nikapcbKoro 3acoby B nicnsapeecTpauinHuii
nepiog, abo sk pe3ynbTaTt OLiHK/ 3BTy 3
JocnigpkeHb, NpoBeAeHuX BifgnoBigHoO A0
nnaHy negiarpnynux gocnimpkeb (PIP) (iHwi
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Ne Hassa ®dopma BUnycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKA Bionycky MyBaH | peecmpayiliHo2o
3acoby ynakoska) Hs nocsioYyeHHs1
3MiHM) - 3MiHU BHECEHO [0 IHCTPYKUIii Ans

MeAMYHOro 3acToCyBaHHA NikapCbKoro
3acoby [0 po3ainis "B3aemMogis 3 iHWMMK
nikapcbkvMu 3acobamu Ta iHLWi BUau
B3aemogii", "Ocob/MBOCTi 3aCTOCYBaHHA",
"Mo6iuHI peakwy,ii" WoA0 ONMcy OKpemumx
no6iYHVX peakLiii BiANOBIAHO 4O OHOBMEHOI
iHbopmaii 3 6e3neku Ajtyoi pevyoBUHU
(iHpanamigy) 3rigHo 3 pekomeHgauismu
PRAC. BBefeHHs 3MiH MPOTAroM 6-Tu
MicsILiB Micns 3aTBepKEHHS. 3MiHun | Tuny -
3MiHu Wwopao 6e3nekn/edekTUBHOCTI Ta
thapmakoHarnagy. 3MiHa y KOpoTkiii
XapakTepucTuLi nikapcbKoro 3acoby, TeKcTi
MapKyBaHHS Ta IHCTPYKUiT 4N Mean4HOro
3aCTOCyBaHHA Ha MigcTasi perynspHo
OHOBJ1HOBAHOrO 3BITY 3 6e3Mekn NikapcbKoro
3acoby, abo fgocnigpkeHb 3 6e3nekn
3aCTOCyBaHHSA /ikapcbkoro 3acoby B
nicnsipeecTpadiiiuii nepiog, abo sk
pe3ynbTaT OLiHKV 3BITY 3 AOC/IKEHD,
npoBeAeHnX BigMNOBIAHO A0 NnaHy
negiatpuyHux gocnigpkeHb (PIP) (iHWi 3MiHK)
- 3MiHM BHECEHO [0 IHCTPYKUIT An1A
MeAMYHOro 3acTOCyBaHHA NMiKkapCbKOro
3acoby [0 po3giny "B3aemogis 3 iHWMMKN
nikapcbKvMu 3acobamu Ta iHLWi BUan
B3aEMOZjin" o040 B3aeMogji 3
TUKarpesiopoM BifgNOBIAHO [0 OHOB/EHOT
iHbopmawii 3 6e3neku Aikyoi pevyoBUHN
(po3yBacTaTvHy) 3rifHO 3 pekoMeHaauismMn
PRAC. BBefieHHs 3MiH NpOTArom 6-Tu
MiCALIB MiCNA 3aTBEPMKEHHSA. 3MiHun | Tuny -
3MiHu Wwopo 6e3nekn/edeKTUBHOCTI Ta
hapMakoHarnagy (iHwi 3MiHu) - 3MiHK
BHECEHO [0 IHCTPYKLiT 418 MeguyHoro
3aCTOCyBaHHS /iKapcbKoro 3acoby Ao
po3gainiB "Oco6MBOCTI 3acToCcyBaHHsA",
"Mo6ivHI peakui™ WoA0 04HOI MiacTeHil Ta
MiacTeHii gravis BignoBiAHO A0 OHOB/EHOT
iHbopmaLii 3 6e3neku Ajtoyoi pevyoBUHU
(po3yBacTaTtunHy) 3rigHO 3 pekomeHzauiamu
PRAC. BBefgeHHs 3MiH MPOTAroM 6-Tu
MicaLiB nicna 3aTBepakeHHs. 3MiHu Il Tuny -
3MiHu Wwopao 6e3nekn/edekTUBHOCTI Ta
thapmakoHarnagy. 3MiH1 y KOPOTKiii
XapakTepucTuLi nikapcbKoro 3acoby, TeKcTi

MapKyBaHHS Ta iHCTPYKUiT AN MeAW4HOro
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Ne Hassa ®dopma BUnycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKA Bionycky MyBaH | peecmpayiliHo2o
3acoby ynakoska) Hs nocsioYyeHHs1
3aCTOCYBaHHSA Y 3B'A3KY i3 HOBUMYW aHUMK 3
AKOCTI, AOKMIHIYHUMU, KIHIYHUMU AaHUMK Ta
AaHvMK 3 hapmakoHarnisgy - 3MiHun
BHECEHO [0 iHCTPYKLIT 415 MeanyHoro
3acTOCyBaHHS NikapcbKoro 3acoby Ao
po3sginis "MpoTunokasaHHs", "B3aemogis 3
HLUIMMK NiKapCbKMKM 3acobamMu Ta iHLWi B1uam
B3aemMopijii". BBegeHHs 3MiH NpoTsAroM 6-Tu
MicsLiB nicnsa 3aTBepKeHHs. 3MiHu |l Tuny -
3MiHu Wwopo 6e3nekn/edeKTUBHOCTI Ta
thapmakoHarnagy. 3MiHU y KOPOTKiii
XapakTepucTuLi Nikapcbkoro 3acoby, TeKcTi
MapKyBaHHS Ta iHCTPYKLiT 415 MeAnyHOro
3aCTOCYBaHHSA Y 3B'A3KY i3 HOBUMYW AaHUMK 3
AKOCTI, AOKNIHIYHUMMU, KTIHIYHUMUN AaHUMU Ta
OaHnMu 3 hapmMakoHarisgy - 3MiHu
BHECeHO [0 iHCTPYKLIT A1s MeanyHoro
3aCTOCYBaHHSA NikapCbKoro 3acoby A0
po3ginis "lNpoTunokasaHHs", "B3aemogis 3
iHLWIMMK NikapCcbKMK 3acobamu Ta iHWi BUAK
B3aemogiin", "Ocob/IMBOCTi 3aCTOCYBaHHA",
"3acTocyBaHHA y nepiog BaritTHocTi abo
rofyBaHHs rpyaato”, "MobidHi peaxuii”.
BBefieHHs1 3MiH NpoTArom 6-T1 MicAuiB nicns
3aTBEPAKEHHSA
145. | CIHAPTA® PO34UH OS5 iH'EKLiA, AT "dapmak" Ykpaina AT "dapmak” YkpaiHa BHECEHHS 3MiH [J0 peecTpaLiinHmx 3a UA/12122/01/01
200 mr/mn, no 2 mn marepianis: 3miHu | TUny - 3MiHK LWOA0 peyenmom
pO34nHy B amnyni 6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsgy
(amnyna A) y (iHWi 3MiHW)
KoMnaekTi 3 1 mn OHOB/EHO TEKCT MapKyBaHHSA NEPBUHHOI Ta
PO3YMHHMKA BTOPWHHOT YNakoBKM /liKapCbKOro 3acoby, a
(pieTaHonamiH, Boga came BUy4eHO iHhopMaLito, 3a3HavYeHy
08 iH'eKuin) pocCiiicbkoto MOBO0. BBeAEHHS 3MiH
(amnyna B); no 5 NpPOTAroM 6-T1 MiCALIB MiCNA 3aTBEPIXKEHHS.
amnyn Aino5 3MiHu | TMNYy - 3MiHK Woao
amnyn By 6e3nekn/edpeKkTBHOCTI Ta hapMakoHarisgy
6nictepax (iHwWi 3mMiHK) 3MiHM BHeceHo y N. 11 TekcTy
BignosigHo; no 1 MapKyBaHHA BTOPUHHOT YNaKkoBKM
6nictepy 3 (mopaBaHHA OPUANYHOI agpecy BUPO6HUKa)
amnynamm Aino 1 Ta n. 6. TEKCTY MapKyBaHHS NEPBUHHOI Ta n.
6nictepy 3 17 BTOPUHHOI YNakoBKW NikapCbKOro 3acoby
amnynamu B B nayui LLIOA0 YTOYHEHHS NI0rOTUNY Ta 3p061eHO
He3HauHi peJakLiliHi MpaBKu No TeKCTy
MapkyBaHHs. BBeieHHs 3MiH NpoTArom 6-Tn
MicsILiB MiCNsA 3aTBEPAKEHHS
146. | CTEATE/b pO34MH OpasibHUIA No MPOPAPMA ManbTa XENN C.A. peuis BHECEHHS 3MiH [0 peecTpaviinHmx 6e3 UA/12945/01/01
1r/10 manno 10 mny IHTepHeLwwHN mMaTtepianis: 3miHu | TMny - 3MiHK WoA0 peuyenma
donakoHi; no 10 TpengnHr 6e3nekn/edpeKTUBHOCTI Ta hapMakoHarasgy
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Ne Hassa ®dopma BUnycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKA Bionycky MyBaH | peecmpayiliHo2o
3acoby ynakoska) Hs nocsioYyeHHs1
h1aKkoHIB y Nimiten (iHWi 3miHW). 3MiHM BHeceHO y Nn. 15 TekcTy
KapTOHHI navui MapKyBaHHSA BTOPUHHOI yMakoBKW
niKapcbKoro 3acoby, a caMme BUy4YeHO
iHchopMmaLito LWoA0 NoKa3aHb /ikapcbkoro
3ac00y Ta BHECEHO He3HauHi pefakuiiiHi
npaskn y n. 17. IHWE. BeeAeHHA 3MiH
NPOTArom 1 poKy nicnisa 3aTBepKEHHS.
147. | CYNPACTUH® Tabnetku no 25 mr 3AT YropwmHa 3AT dapmaneBTUYHKIA YropwmHa BHECEHHS 3MiH [J0 peecTpaLiinHmx 6e3 UA/9251/01/01
no 10 TabneTok y PapmaneBTny 3asopg ElIC marepianis: 3mMiHu | TUny - 3MiHY LWOA0 peyenmom
6nicTepi; no 2 HW1 3aBOS, 6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsgy
6nictepu B ErC (iHWi 3MiHW). 3MiHVM BHECEHO Y TEKCT
KapTOHHI Kopobui MapKyBaHHS BTOPUHHOI (M. 7, 17) ynakoBkn
nikapcbKoro 3acoby. TepMiH BBEAEHHS 3MiH
- NPOTAroM 6 MicsAUIB NicNs 3aTBEPKEHHS.
148. | TABNETKU BIA, | TabneTkn no 50 wmr; dapmacaiHc KaHaga dapmacaiHc IHk. KaHapa BHECEHHS 3MiH 40 peecTpauiiHnX 6e3 UA/0653/01/01
3AXUTYBAHH no 25 a6o 10 IHK. mMaTtepianis: 3miHu | TUny - 3MiHK WoA0 peyenma
A TA HYAOTU Tabnetok y 6nictepi; 6e3nekun/edekTBHOCTI Ta hapMakoHariagy
no 1 6nictepy y (iHLLi 3MiHKM). 3MiHV BHECEHi y TekCT
KapTOHHIA ynakoBL,i MapKyBaHHsA nepBuHHOI (n. 6. IHLWE) Ta
BTOPWHHOI (M. 17. IHLWE) ynakoBkun
nikapcbKoro 3acoby. TepMiH BBEAEHHS 3MiH
- NPOTAroM 6 MicsLiB MiCNA 3aTBEPAKEHHS.
149. | TAXOKOMB mMarpuus ana Kop3sa HimeuyunHa BMPOGHULITBO 38 MOBHUM AscTpisi/ BHECEHHS 3MiH 10 peecTpaLiiHnX 3a UA/8345/01/01
CK/MIEI0BaHHSA TKaHWH, | Megikan Mv6X uukiom: Takega ABCTpis HimeuyunHa MaTepianis: 3miHu | TMNy - 3MiHK 3 AKOCTI. peyenmom
no 1 marpuui 'mM6X, ABCTpiS; A®|. KoHTposib A®L. 3miHa y MeToAax

po3mipom 2,5 cM X
3,0 cm y 6nicTepi; no
1 6nicTepy B NakeTi;
no 1 nakety B
KapTOHHI KopoobLii,
no 1 marpuui
po3mipom 4,8 cMm X
4,8 cm y 6nicTepi; no
1 6nicTepy B MakeTi;
no 2 nakeTtu B
KapTOHHI KopoobLii,
no 1 marpuui
po3mipom 9,5 cM X
4,8 cm y 6nicTepi; no
1 6nicTepy B NakeTi;
no 1 nakety B
KapTOHHI KOpoOLyi

cTepunisauis: Bb®
CTtepwunisaLjioHcepsic
M6X, HimeuunHa;
KOHTPO/b AKOCTI cepii
"CTepwnbHicTb": Jlabop
NC C€ T1a Ko. KT,
HimeyumHa; KOHTpONb
AKOCTI cepil
"CTepubHICTb":
ABCTpilicbke areHTCTBO
OXOPOHU 340pPOB'A Ta
npoAoBosbYOI 6e3nekn
(AGES) 'm6X IHCTUTYT
Meau4yHoi Mikpobiosiorii Ta
ririeHn (IMED), AscTpis

BMNpobysaHHsA A®| abo BuxigHoro
mMartepiany/npomMiKHOro NPOAYKTy/peareHTy,
LLI0 BMKOPUCTOBYETLCS Y NpOLECi
BMPOGHULTBA AP (iHLI 3MiHK Yy MeToAax
BMNPOGYBaHHs (BK/IOUAKOUM 3aMiHy abo
[0NoBHEHHs) AdD| abo
BWXiHOro/MPOMIXHOro NPOAYKTY) - 3MiHa
3aTBEPKEHOr0 2-r0 M>KHApPOAHOro
ctaHgapTy BOO3 ans Tpomb6iHy (NIBSC
code 01/580), sikuii 6inbLue He € AOCTYMHUM,
HOBWM 3-M MXHapPOAHNM CTaHAApPTOM
BOO3 (NIBSC code 19/188) - 3miHu Il Tuny -
3MiHK 3 aKkocTi. A®Il. KoHTponb A®I. 3miHa y
MeTogax BunpobyBaHHa A®| abo BUXigHOro
mMartepiany/npomiKHOro NPoAyKTy/peareHTy,
LLIO BUKOPUCTOBYETLCSA Y NpoLEeCi
BMpO6HMUTBa ADI (CyTTEBA 3MiHA Y
6ionoriyHoMy/iMyHONOriYHOMY/iMyHOXiMIYHO
My MeTogi BUnpobysaHHs abo meTogi, y
SIKOMY BUKOPVCTOBYETLCS Gi0NOrYHNIA
peareHT ans 6ionoriyHoro A®l, abo noro
3amiHa) - BBEJEHHA HOBOro
KBanigikaLinHOro NpoTokony ans
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Ne Hassa ®dopma BUnycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKA Bionycky MyBaH | peecmpayiliHo2o
3acoby ynakoska) Hs nocsioYyeHHs1
NpuUroTyBaHHs/kanibpyBaHHS BTOPUHHOIO
cTaHfapTy, K1 BUKOPUCTOBYETLCA NpU
BM3HAYEHHI aKTUBHOCTI [il040i peYoBUHU
TPOMOIHY.
150. | TUPO30/1® TabneTku, BKPUTI Mepk Xenckea HimeyunHa Mepk Xenckea KraA HimeuyunHa BHECEHHS 3MiH [J0 peecTpaLiinHmx 3a UA/8848/01/01
nNiBKOBOIO KraA MaTtepianis: 3miHu | TMny - 3MiHW WoOA[0 peyenmom
060/10HKOI0, N0 5 Mr; 6e3nekn/edheKTUBHOCTI Ta hapMakoHarnsgy.
no 10 TabneTtok y BBefeHHA abo 3MiHM [0 y3arasibHeHNX
6nictepi; no 5 LaHuX Npo cuctemy dhapmakoHarnsgy
6nictepiB y (BBEAEHHSA y3araslbHEHMX AaHKX NPo
KapTOHHI Kopo6Lyj; cuctemy hapmakoHarnsgy, 3miHa
no 25 TabneTtok y YNOBHOBaXXEHOT 0CO6MU, BifgnoBiganLHOI 3a
6nicTepi; no 2 3[jificHeHHs hapMakoHarnsay; KOHTaKTHOI
6nictepu y 0cobu 3 hapmakoHarnsagy 3asBHuKa s
KapTOHHI Kopobui 3piicHeHHs hapmakoHarnsgy B YkpaiHi,
AKLLO BOHA BigMiHHA Bif, yNMOBHOBaXeHOT
0oco6u, BiANOBIfa/IbHOI 3a 3A4iACHEHHS
thapmakoHarnsgy (BKIovaoum KOHTaKTHi
[AaHi) Ta/abo 3MiHV y po3MiLLEeHHi MacTep-
thaiina cuctemu chapmakoHarnsgy) - 3miHa
YNOBHOBaXEHOT 0CO6YM 3asBHYIKa,
BiANOBIAa/IbHOI 32 hapmakoHarnsag.
[itoyva pegaxkuis: Dr. Sabine Hackel.
MponoHoBaHa pegakuisi: Dr. Elke Sylvester.
151. | TPO30/1® TabneTku, BKpUTI Mepk Xenckea HimeyunHa Mepk Xenckea KraA HimeuyunHa BHECEHHS 3MiH [0 peecTpavinHmx 3a UA/8848/01/02
nNiBKOBOIO KraA mMaTtepianis: 3miHu | TMny - 3MiHK WoA0 peyenmom
o6onoHkoto, no 10 6e3nekn/ehekTMBHOCTI Ta thapmakoHarnsgy.
mr; no 10 TabneTtok BBegeHHs ab0o 3MiHM [0 y3arasibHeHNX
y 6nictepi; no 5 LaHuX Npo cuctemy dhapmakoHarnsay
6nicTepiB y (BBEAEHHSA y3araslbHEHUX AaHKX NPo
KapTOHHI Kopo6Lyj; cuctemy hapmakoHarnsgy, 3amiHa
no 25 tabneTtok y YNOBHOB&XEHOT 0CO6M, BigNoBigaNLHOI 3a
6nicTepi; no 2 3[ificHeHHs thapMakoHarnsay; KOHTaKTHOI
6nictepn y 0cobu 3 chapmakoHarnsgy 3asBHuka Ans
KapTOHHIlA KopooLi 3piicHeHHs1 hapMakoHarnsay B YkpaiHi,
AKLLLO BOHA BigMiHHA Bif, yNOBHOBaXeHOT
oco6w, BignoBiganbHOI 3a 34iACHEHHS!
hapmakoHarnagy (BK1ovatoUun KOHTaKTHI
AaHi) Ta/abo 3MiHV y po3MiLLeHHi MacTep-
thaiina cuctemu chapmakoHarnsgy) - 3miHa
YNOBHOB&XXEHOT 0CO6U 3aABHMKA,
BigNoBigasIbHOI 3a hapMakoHarnsg.
[itoyva pegakuis: Dr. Sabine Hackel.
MponoHoBaHa pepaakuis: Dr. Elke Sylvester.
152. | TUPO3YP NMOpPOLLOK EHrensrapg HimeyunHa EHrenbrapg, HimeuunHa BHECEHHS 3MiH 40 peecTpauiiHnX 6e3 UA/7786/01/01
HaluKipHuiA, 1 mr/r, ApuHaiimitTTen ApuHaiimitTens N6X & MaTtepianis: 3miHu | TUny - 3MiHK WoA0 peyenma
no5ra6ono20r b 'M6X & Ko. Ko. KI 6e3nekn/edekTUBHOCTI Ta hapMakoHarisgy
NOPOLLKY Y d0NaKoHi; Kl (iHWi 3MiHW) - 3MiHN BHECEHO Y TEKCT
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Ne Hassa ®dopma BUnycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKA Bionycky MyBaH | peecmpayiliHo2o
3acoby ynakoska) Hs nocsioYyeHHs1
no 1 dpakoHy B MapKyBaHHS NepBUHHOT (MPUBELEHO TEKCT
KapTOHHIA KOpo6L MapKyBaHHS NepBUHHOT yNakoBKM Y
BIANOBIAHICTL A0 3aTBEPKEHOI hopmMM) Ta
BTOpPUHHOI (n. 1, 3, 8, 13, 15, 17) ynakoBoK
nikapcbKoro 3acoby; BuaaneHo iHhopMaLiiio
LLIO/I0 EKCK/TIO3MBHOIO NpefcTaBHVKa B
YKpaiHi
153. | TPO3YP renb, 1 mr/r,no5r, EHrenbrapg HimeyunHa EHrenbrapg HimeuyunHa BHECEHHS 3MiH [J0 peecTpaLiinHmx 6e3 UA/7786/02/01
251y Ty6i, no 1 Ty6i | ApuHarimitTen ApuHarimitTens M6X & marepianis: 3mMiHu | TUny - 3MiHY LWOA0 peyenma
B KapTOHHIi kopo6uyi b 'M6X & Ko. Ko. KI 6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsgy
KIr (iHWi 3MiHM) - 3MiHN BHECEHO Y TeKCT
MapKyBaHHS nepBuHHOI (N. 3, 4) Ta
BTOpPUHHOI (n. 1, 3, 8, 13, 17) ynakoBokK
nikapcbKoro 3acoby
154. | TOXEO PO34NH A5 iH'EKLIN, CaHodi- HimeuunHa CaHodhi-ABeHTic HimeuunHa BHECEHHS 3MiH [0 peecTpalinHmx 3a UA/14720/01/01
COJTIOCTAP 300 Og./mn; Ne 1, Ne ABEHTIC [Loliunang TM6X mMaTtepianis: 3MiHu | TUNY - 3MiHU 3 AKOCTI. peyenmom
3,Ne5:no1,5mny Loiunang A®I. KoHTponib AdL. 3miHa y MeToAax
KapTpuaxi, M6X BMNpo6yBaHHA A®| abo BuxigHoro

BMOHTOBaHOMY B
0[lHOpPa3oBYy LUNPULL-
pyuky; mo 1, 3 a6o 5
LUINPUL-PYYOK B
KapTOHHIlA KOopooLi

mMartepiany/npomiKHOro NPoAyKTy/peareHTy,
LLI0 BUKOPUCTOBYETLCS Y NPOLECI
BMPOGHMLTBA ADI (iHLWI 3MiHM Yy MeToAax
BUMPOOYBaHHA (BKIOYA04M 3aMiHy abo
[0noBHeHHs) Adl abo
BWXi4HOrO/MPOMiXXHOro NPOAyKTY) -
BNPOBa/KEHHA HOBOrO Cy4acHOro meTogy
BEPX 3DR ans igeHTudikadii, KinbkicHoro
BM3HAYEHHS IHCY/iHY rnapriHy Ta
BM3HAYEHHS CMOPiAHEHNX BINKIB Npy

BMNYCKY cepii Ta BUBYEHHI cTabinbHoCTi Ad|
iHcyniHy rnapriny (Sum of 3B-Asp, 3B-

iISOAsp- and 3B-succinimide-insulin glargine

< 0,3 %) pefakuiiiHi 3MiH1 f,O OHOBIEHUX
posginis.

TepMiH BBEEHHSA 3MiH B YepBHi 2025 poky.
3MiHu | TUNY - 3MiHK 3 siKOCTi. FoTOBWMIA
nikapcbkuii 3aci6. KOHTponb roToBOro
nikapcbkoro 3acoby. 3miHa napameTpis
cneumdikauin Ta/abo gonycTumMmnx Mex

rOTOBOrO /1iKapCbKOro 3acoby (40NOBHEHHS

cneuuaqikaLii HOBUM NOKa3HUKOM 3
BiANOBIAHUM METOAO0M BUNPOOYBaHHS) -
[0MNOBHEHHS creumndikadii MN13 HoBuUM

nokasHnkom «Cyma 3B-Asp-,3B-iSpoAsp- i
3B-CYKLUHIMIf, iHCYNiHIB rnapriHy» npu

BMNycky cepii (£0,5%) Ta NpoTArom TepmiHy
npugartHocTi (£2,0%) AN18 BUABNIEHHSA

crnopigHeHnx 6inkiB OkpeMo BifJ OCHOBHOIO

niKy iHCYNiHy rnapridy i3 BigNOBigHWUM
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pekna
myBaH
HS

Homep
peecmpayitiHo2o
nocsioYyeHHs1

MeTOA0M BUNPO6YBaHHA. TepMiH BBEAEHHS
3MiH B YUepBHi 2025 poky. 3MiHu | Tuny -
3MiHu 3 sikocTi. FoTOBWMIA Nikapcbkuii 3aci6.
KOHTpO/1b roTOBOrO NiKapCcbKOro 3acoby.
3MiHa y meTogax BUnpobyBaHHA roTOBOrO
nikapcbKoro 3acoby (iHLWi 3MiHM y MeToAax
BMNpoOyBaHb (BK/OUaoUM 3amMiHy abo
[OMOBHEHHS)) - BNPOBa)KEHHS HOBOrO
cyyacHoro metogy BEPX 3DR gns
ineHT1dikauii, KilbKiCHOro BU3HaYeHHs
IHCY/iHY rnapridy, M-Kpe3osy Ta BUHauYeHHs
CYNPOBIAHMX JOMILLOK NpU BUMYCKY cepii Ta
NPOTAroM TepMiHy NpuaaTHocTi. TepmiH
BBEJEHHS 3MiH B YepBHi 2025 poky. - 3MiHU
Il TMNY - 3MiHK 3 AKoCTi. FOTOBMIA NiKapCbkwii
3aci6. KOHTpos1b rOTOBOrO NiKapCbKOro
3acoby. 3miHa napameTpiB cneyudikawlii
Ta/abo foNyCTUMUX MEX roTOBOro
nikapcbKoro 3acoby (3mMiHa 3HaxoAMTbCA
nosa 3aTBepmKeHMI AONYCTUMUMM
mMexamu crneumdikaviin) — 3miHa 4onycTUMUX
Mex cneuudikauii [/13 npoTarom TepmiHy
NpUAATHOCTI 3a NOKa3HNKOM «CynpoBiaHi
JOMILKM» (Halibinblua okpema cynpoBigHa
[oMmilKa/mpoayKT po3knagaHHs) 3 <0,5% ao
<0,6%. TepMmiH BBeZleHHS 3MiH B YEPBHI
2025 poky.

155.

TOMPA3

TabneTkn
racTpopesnCTEeHTHI,
20 mr, no 10
Tabnetok y 6nictepi;
no 3 6nictepu y
KapTOHHI Kopobui

Aypo6iHao
dapma /114,

IHais

Aypo6iHgo ®apma Jlimites,
- FOHIT VI, IHAis;
Aypobingo ®apma /114,
dopmyneiwH KOHIT XV,
IHAis

IHais

BHECEHHS 3MiH 0 peecTpaLinHmx
MaTtepianis: 3miHu | TMny - 3MiHK WoOA0
6e3nekn/ethekTMBHOCTI Ta thapmakoHarnsgy.
BeepgeHHs ab0 3MiHM A0 y3arasibHeHNX
JaHuX Npo cuctemy hapmMmakoHarnagy
(BBEAEHHSA y3araslbHEHUX AaHKX NPO
cucTemy chapmakoHarnsgy, 3miHa
YNOBHOB&XEHOT 0CO6M, BignNoBigaNbHOI 3a
3[ificHEHHs hapMakoHarnsaay; KOHTaKTHOI
0cobu 3 hapmakoHarnsgy 3asBHuka Ans
3[ificHEHHs1 hapMakoHarnsay B YkpaiHi,
AKLLLO BOHA BigMiHHA Bif, yNOBHOBaXXeHOT
oco6w, BignoBigabHOI 3a 34iACHEHHS]
hapmakoHarnagy (BK1ovatoUum KOHTaKTHI
AaHi) Ta/abo 3MiHV y po3MiLLEeHHi MacTep-
haiina cuctemu hapmakoHarnsgy). 3miHa
KOHTaKTHOI 0CO6M 3asiBHMKA, BignoBigasibHOT
3a hapmakoHarnag B Ykpaini. [itoua
pepakuisi: CamoiineHko Aptem MNasnosuy.
MponoHoBaHa pepakuis: CaByeHko AMUTpo
CeprilioBny. 3MiHa KOHTAKTHUX AaHWX

3a
peyenmom

UA/16735/01/02
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pekna
myBaH
HS

Homep
peecmpayitiHo2o
nocsioYyeHHs1

KOHTaKTHOI 0CO6M 3asiBHYMKA, BignoBiga/bHOI
3a thapmakoHarnag B YkpaiHi. 3miHa
MicLle3HaxopKeHHs1 MacTep-daiina cuctemu
chapMakoHarssgy Ta moro Homepa.

156.

TOMNPA3

Tabnetku
racTpope3nCTEHTHI,
40 wmr, no 10
TabneTtok y 6nictepi;
no 3 6nictepu y
KapTOHHIA KopoobLi

Aypob6iHa0
Papma /114

IHais

AypobiHao dapma Jlimites,

- FOHIT VI, IHgis;

Aypob6iHgo ®apma /114,
dopmyneiwH KOHIT XV,

IHais

IHais

BHECEHHS 3MiH [J0 peecTpaLiinHmx
marepianis: 3mMiHu | TUny - 3MiHK LWOA0
6e3nekn/edheKTUBHOCTI Ta hapMakoHarnsgy.
BBegeHHs ab0 3MiHU A0 y3arasbHeHNX
AaHyx Npo cuctemy chapmakoHarnsgy
(BBEAEHHSA y3araslbHEHVX AaHWX NPO
cuctemy hapmakoHarnsgy, 3miHa
YNOBHOBaXXEHOT 0CO6MU, BifgnoBiganLHOI 3a
3[jificHeHHs hapMakoHarnsay; KOHTaKTHOI
0cobu 3 chapmakoHarnagy 3asBHuka Ans
3piicHeHHs hapmakoHarnsgy B YkpaiHi,
AKLLO BOHA BigMiHHA Bif, yNMOBHOBaXeHOT
0oco6u, BiANOBIfa/IbHOI 3a 3A4iACHEHHS
thapmakoHarnsgy (BKIovaoum KOHTaKTHi
[AaHi) Ta/abo 3MiHV y po3MiLLEeHHi MacTep-
(paiina cuctemu hapmakoHarnsgy). 3miHa
KOHTaKTHOI 0CO6M 3asBHVKa, BifnoBiAaIbHOI
3a hapmakoHarnag B Ykpaiti. ditoua
pepakuisi: CamoiineHko Aptem MNaBnosuy.
MponoHoBaHa pepakuis: CasueHko AMuTpo
CeprilioBny. 3MiHa KOHTAKTHUX AaHKX
KOHTaKTHOI 0CO6Y 3asiBHMKA, BignoBigasibHOT
3a hapmakoHarnag B Ykpaini. 3miHa
MicL,e3HaxoMKeHHs1 MacTep-daiina cucremu
chapmakoHarnsay Ta iioro Homepa.

3a
peyenmom

UA/16735/01/01

157.

TOP-NYN

Tabnetkun no 10 wmr;
no 10 TabneTok B
6nictepi; no 3
6nictepy B
KapTOHHIA KopoobLi

Aypo6iHao
dapma /114

IHais

Aypob6iHgo ®apma Jlimiteg,

(FOHiIT 1)

IHais

BHECEHHS 3MiH 40 peecTpalinHmx
MaTtepianis: 3miHu | TUny - 3MiHK WoA0
6e3nekn/edekTMBHOCTI Ta thapmakoHarnagy.
BBeaeHHs abo 3MiHU [0 y3arasibHeHNX
[aHvX Npo cuctemy hapmakoHarnsagy
(BBEAEHHSA Y3araslbHEHUX AaHKX Npo
cuctemy chapmakoHarnsgy, 3amiHa
yMNOBHOBaXeHOT 0cobw, BignoBiganbHOI 3a
3AilicCHeHHA hapMakoHarnaay; KOHTaKkTHOT
ocobu 3 chapmakoHarnsgy 3asBHVKa 415
3pificHeHHs hapMakoHarnsay B YkpaiHi,
AKLLO BOHA BigMiHHA Bif, yNOBHOBaXEHOI
0co6w, BigNoBiAa/IbHOI 3a 34iACHEHHS
hapmakoHarnagy (BK1ovaroUun KOHTaKTHI
[AaHi) Ta/abo 3MiHV Y po3MiLLEeHHI MacTep-
thaiina cuctemmn chapmakoHarisgy) 3miHa
KOHTaKTHOI 0CO6M 3asiBHMKA, BignoBigabHOI
3a (papmakoHarnsg, B YkpaiHi.

[itova pegakuis: CamoiineHko Aptem

3a
peyerimom

UA/14721/01/01
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Ne Hassa ®dopma BUnycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKA Bionycky MyBaH | peecmpayiliHo2o
3acoby ynakoska) Hs nocsioYyeHHs1
MasnoBwuy. MponoHoBaHa pefakyis:
CaBueHko Amutpo CepriiioBuy. 3MiHa
KOHTaKTHUX AaHWNX KOHTaKTHOI 0co6u
3as1BHMKA, BigNoBiAa/IbHOI 3a
hapmakoHarnsg B YkpaiHi. 3miHa
MicLle3HaxopKeHHs1 MacTep-aiina cuctemu
cdhapMakoHarssgy Ta moro Homepa.
158. | TOPHIA Pr PO34MH A8 iH KL, MpusatHe Ykpaina MpuBaTHe akujioHepHe YkpaiHa BHECEHHS 3MiH [J0 peecTpaLiinHmx 3a UA/18488/01/01
5 wmMr/mnno 4 mn B akujioHepHe TOBapUCTBO "/lekxim- marepianis: 3mMiHu | TUny - 3MiHY LWOA0 peyenmom
amnyni; no 5 amnyn TOBapUCTBO Xapkis" 6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsgy
y 6nictepi; no 1 "Jlekxim- (iHWi 3MiHW).
6nicTepy B naui Xapkis" OHOB/1EHHA TEKCTY MapKyBaHHS NEPBUHHOT
Ta BTOPVHHOI YNakoBOK /likapCbKoro 3acoby,
a came: BUyYeHHS iHdhopMaLiil, 3a3Ha4eHol
POCIliCbKOK0 MOBOIO; YTOUYHEHHS iHChopmaLi
B M. 3 BTOPMHHOT yNakoBKW; BUTyYEHHS
iHhopmaLii o0 BNacHUKa TOProBoi Mapku;
B N. IHWE koHKpeTn3awis iHLWOi TEXHIYHOT
iHcbopMmaLii Ta BHeCeHi pefaKuiiiHi npaBku
N0 TEKCTY MapKyBaHHS ynakoBok. TepMiH
BBEJEHHS 3MiH - NpoTArom 6 micsuis nicns
3aTBEPAKEHHS.
159. | TPUNENTAN TabneTtku, BKPUTI Hosapric LLiseiiuapis Midpapm C.n.A., ITanis ITania BHECEHHS 3MiH [J0 peecTpaLjiinHmx 3a He UA/12884/01/01
NiBKOBOO dapma Al (nepBuHHe Ta BTOPUHHE matepianis: 3miHu Il Tuny - 3miHn Woao peyenmom nions2
o6onoHkoto, no 300 nakyBaHHs 6e3nekn/edheKTUBHOCTI Ta hapMakoHarnsgy. ae
Mmr; no 10 TabneTok (anbTepHaTMBHUIA 3aB0OA)); 3MiHW Y KOPOTKiil XapakTepucTuLi
y 6nicTepi; no 5 HoBaprtic ®apma C.n.A, NiKapcbKoro 3acoby, TEKCTi MapKyBaHHA Ta
6nicTepiB y ITanis (BupobHuuTeo, IHCTPYKLiT AN19 MeAUYHOro 3aCTOCYBaHHA y
KapTOHHIlA KOopooLi nepBuHHE Ta BTOPVHHE 3B'A3KY i3 HOBMMM AaHUMU 3 SKOCTI,
nakyBaHHs, BUNyCK cepii) OOKAIHIYHUMK, KNIHIYHAMW JaHuMK Ta
[aHumn 3 dpapmakoHarnsgy - 3miHu
BHECEHO B iHCTPYKLit0 415 MELUYHOrO
3aCTOCYBaHHSA NikapCbkoro 3acoby A0
po3ainy "3acTtocyBaHHSA y nepiog, BariTHOCTI
ab0 rogyBaHHA rpyaa” Ta goaaHo
iHchopmaw,ito Wwoa0 NoBigOMAEeHb NPo
nifo3proBaHi NobiyHi peakLii Ta BiACYTHOCTI
e eKTMBHOCTI NiKkapcbKoro 3acoby A0
po3giny "Mo6iuHi peakyii”. BBeAeHHS 3MiH
NPOTArom 6-T1 MicsAUIB NicNs 3aTBEPAYKEHHS.
160. | TPUNENTAN TabneTkun, BKPUTI HosaprTic LLBeliLapis Micbapm C.n.A., ITanis ITanisa BHECEHHS 3MiH 10 peecTpaLiiHnX 3a He UA/12884/01/02
NAiBKOBOIO dapma Al (NepBuHHE Ta BTOPUHHE martepianis: 3miHu Il TUny - 3MiHK WoA0 peyenmom niosnsie
060n0HkKot0, No 600 6e3nekn/eheKTUBHOCTI Ta hapMakoHarnsgy. ae

Mr; no 10 TabneTok
y 6nicTepi; no 5
6nicTepiB y
KapTOHHiA KOpOGL

nakyBaHHs
(anbTepHaTuBHMIA 3aB0L));
Hosaprtic ®apma C.n.A,
ITanis (BupobHuuTeo,
nepBUHHE Ta BTOPVHHE
nakyBaHHs1, BUMYCK cepil)

3MiHK y KOpPOTKili xapakTepuctuLi
NiKapcbKoro 3acoby, TEKCTi MapKyBaHHA Ta
IHCTPYKLUii 4151 MeAUYHOro 3aCTOCYBaHHA y
3B’AA3KY i3 HOBUMM AaHNMU 3 AKOCTI,
LOKNIHIYHUMM, KNIHIYHUMW JaHUMK Ta
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Ne Hassa ®dopma BUnycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKA Bionycky MyBaH | peecmpayiliHo2o
3acoby ynakoska) Hs nocsioYyeHHs1

OaHnMu 3 hapmMakoHarisay - 3MiHu
BHECEHO B iHCTPYKLit0 4151 MEAUYHOrO
3aCTOCYBaHHSA NikapCbKoro 3acoby A0

po3ainy "3actocyBaHHs y Nepios BariTHOCTI
ab0o rogyBaHHA rpyaar” Ta gogaHo
iHchopMmaw,ito WoA0 NoBigOMIEeHb NPO
nifo3proBaHi NobiyHi peakLii Ta BiACYTHOCTI
eheKTNBHOCTI SlikapcbKoro 3acoby Ao
po3ainy "Mo6iyHi peakyii”. BBeAeHHS 3MiH
NpOTSArom 6-Tv MicsILiB Mic/1s 3aTBEPAKEHHS.

161. | TPUTTIKO Tabnetku AsieHge Kimike ITania AsieHge Kimike PiyHiTe ITania BHECEHHS 3MiH [J0 peecTpaLiinHmx 3a UA/9939/01/02
MPOJIOHroBaHoOI fji PiyHiTe AHXeniHi dPpaHyecko marepianis: 3MiHu | TUny - 3MiHK 3 AKOCTI. peyenmom
no 150 mr; no 10 AHXeniHi AK.P.A®. C.nA. CeprtudpikaT BignosigHocTi/l E-cepTudpikat
Tabnetok y 6nictepi; $paHuyecko BiANOBIAHOCTI EBponeiichbkili
no 2 6nictepu B AKP.A®. thapmakonei/MoHorpadii. MogaHHsA HOBOrO
KapTOHHI navu,i C.n.A. abo oHoBNEHOro cepTudiikaTa BifNOBIAHOCTI

ab0o BUNy4YeHHs cepTudikarta BiANOBIAHOCTI
€Bponeiicbki hapmakonei: agns A®l; ona
BVXiHOTO Matepiany/peareHTy/npomMiKHOro
NPOAYKTY, WO BUKOPUCTOBYHOTHLCS Y
BMPOGHULTBI API; AN [ONOMIXHOT
peyoBuMHM (cepTudiikaTt BigMnoBigHOCTI
€Bponelicbkiii hapmakonei) - Howii
cepTudiikaT Bif BXe 3aTBEPAXEHOr0
BMpO6HMKa. MNogaHHa HOBOro cepTudikara
BignosigHocTi €EP ana API (TpasogoHy
rigpoxnopug) RO-CEP 2021-511-Rev.00 Big
BXE 3aTBepXeHOoro BupobHuka (AsieHge
Kimike PiyHiTe AHxeniHi ®paHyecko
AK.P.A®. C.n.A.) pnss PROCESS | (batch)
Ha 3amiHy ASMF Version July 2021. 3miHu |
TMny - 3MiHK 3 AKoCTi. CepTudikar
BignosigHocTi/l E-cepTudikar BignosigHocTi
€Bponelicbkii hapmakonei/MmoHorpadii.
MogaHHA HOBOro abo OHOBIEHOTO
cepTugikaTa BignoBigHOCTI a60 BUYYEHHS
cepTudikaTa BiANOBIAHOCTI EBPONECHKIi
thapmakonei: gns A®l; ans BUXiAHOrO
marepiany/peareHTy/npomMiKHOro NPoAyKTY,
LLI0 BUKOPUCTOBYHOTLCS Yy BUPOOHNLTBI ADI;
0151 [OMNOMDKHOT peyoBUuHU (cepTudiikat
BiANOBIAHOCTI €Bponeiichbkili hapmakonei) -
HoBwuii cepTudpikat Bif BXe 3aTBEPAXEHOr0
BMpo6HUKa. MogaHHs HOBOro cepTudpikata
BignosigHocTi E® ans AdPI(TpasogoHy
rigpoxnopug) RO-CEP 2023-098-Rev.00 Big
BXe 3aTBepKeHOro BUpobHuka (AsieHae
Kimike PiyHiTe AHxeniHi PpaHyecko
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Ne Hassa ®dopma BUnycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKA Bionycky MyBaH | peecmpayiliHo2o
3acoby ynakoska) Hs nocsioYyeHHs1

AKP.A®. C.n.A.) ana PROCESS Il (flow)
Ha 3amiHy ASMF Version July 2021. 3MiHu |
TMny - 3MiHK 3 AKkocTi. CepTudikat
BignosigHocTi/l E-cepTudikar BignosigHocTi
€Bponelicbkil hapmakonei/MoHorpadii.
MoaaHHA HoBOro abo OHOB/IEHOTO
cepTudikaTa BiANOBIAHOCTI 260 BUYYEHHS
cepTudikaTa BiANoBiAHOCTI EBpONEiCHKiit
hapmakonei: gna A®l; gns suxigHoro
matepiany/peareHTy/npomMiKHOro NPoAYKTY,
IO BUKOPUCTOBYHOTLCA Y BUPOGHULTBI AdI;
ANa JONOMKHOT peyoBuHY (cepTuddikat
BiANOBIgHOCTI E€Bponelickbkili hapmakonei) -
OHoB/EHWIA cepTUdikaT Bif yxe
3aTBEPKEHOr0 BMPOOHUKa. MofaHHA
OHOBJ/IEHOTO cepTudikaTta BignoBigHoCTI EP
ansa A®l (TpasogoHy rigpoxnopug) CEP
2021-511-Rev.01 (nonepenHs sepcis RO-
CEP 2021-511-Rev.00) Big BXe
3aTBEpAXEHOro BupobHuka (AsieHae Kimike
PiyHiTe AnxeniHi ®paHuecko A.K.P.A.®.
C.n.A)) pnsa PROCESS | (batch), y 38's3ky i3
3MiHOK B aApeci BUPOGHMKA MPOMIXHOI0
npoaykty AMI Organics Limited, a came
BK/IIOUEHHS AinsHkm 8206-B, npu3HaveHoi
[Ans 36epiraHHsA Ta 06P06KY PO3UNHHIKIB.
3MiHn | TURY - 3MiHK 3 aKocTi. API.
KoHTponb A®I. 3miHa y napameTpax
cneuudikayin Ta/abo fonycTUMUX MEX,
BM3HAYeHWX Yy cneundikauisx Ha A®l, abo
BVXiAHWA/NPOMDKHUIA NpoAyKT/peareHT, wo
BUKOPWCTOBYIOTHCS y NpoLeci BUPO6HMLTBA
A®| (BUyYEHHA HE3HAYHOIO MOKa3HMKa
AKOCTI (HanpvKiag, BUTy4YeHHs 3acTapisioro
nokKasHuka)). BunydeHHs 3i cneundikadii
A®| (TpasofoHy rigpoxiopus) He3HauYHoro
noKasHUKa AKOCTi «3-X/10paHiniH»
(cnekTpohOoTOMETPUYHE BU3HAYEHHS).
3MiHn | TURY - 3MiHK 3 aKocTi. API.
KoHTponb A®l. 3miHa y napameTpax
cneuudikayin Ta/abo fonycTUMUX MEX,
BM3HAYeHWX Yy cneundikauisx Ha A®l, abo
BVXiAHWA/NPOMDKHUIA NpoAyKT/peareHT, wo
BUKOPWCTOBYIOTHCS y NpoLeci BUPO6HMLTBA
A®| (BUyYEHHA HE3HAYHOrO MOKa3HMKa
AKOCTI (Hanpvkiag, BUTyYeHHs 3acTapisioro
nokasHuka)). BunyudeHHs 3i cneundikadii
A®| (Tpa3ofoHy rigpox1opua) He3Ha4YHoro
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Ne Hassa ®dopma BUnycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKA Bionycky MyBaH | peecmpayiliHo2o
3acoby ynakoska) Hs nocsioYyeHHs1

nokasHuka skocTi «Filter test» (BidyasibHa
OUujiHKa). 3MiHuW | TUNY - 3MiHK 3 AKOCTi. ADI.
KoHTponb A®I. 3miHa y napameTpax
cneuudikauin Ta/abo fonycTMMmNX MeX,
BM3HaYeHUX y crneyndikauisx Ha A®l, abo
BUXiAHWIA/NPOMIDXHUIA NpOAYKT/peareHT, Wwo
BUKOPVCTOBYIOTHCS y NpoLeci BUPObHMLTBA
AD| (BUYyYEHHSA HE3HAYHOrO MOKa3HMKa
AKOCTI (HanpuKnag BUNy4YeHHs 3acTapisnioro
nokasHuka)). BunyueHHs 3i cneumdikawi
A®I (TpazogoHy rigpoxnopua) HesHauHoro
noKasHMKa IKOCTi «PO3UYMNHHICTb Y
xnopodphopMix» (BisyanbHWIA ornag).
3MiHu | TUNY - 3MiHK 3 AKocTi. AdI.
KoHTponb A®I. 3miHa y napameTpax
cneuudikauin Ta/abo fonycTMMNX MeX,
BM3HaYeHUX y crneyndikauisx Ha A®l, abo
BMXiAHWIA/NPOMIDXKHUIA NpOAYKT/peareHT, Wwo
BUKOPVCTOBYIOTHCS y NpoLeci BUPOOHMLTBA
AD| (BUYyYEHHSA HE3HAYHOrO MOKa3HMKa
AKOCTI (HanpuKnag, BUNy4YeHHs 3acTapisnioro
nokasHuka)). BunyueHHs 3i cneumdikawi
A®I (TpazogoHy rigpoxnopua) HesHauHoro
nokasHMKa SIKOCTi «PO3UYMHHICTb Y BOA|
ouunLeHiny» (BisyanbHuit ornag). 3minu | Tuny
- 3MiHK 3 AkocTi. APl KoHTponb A®I. 3miHa
y NnapameTpax cneuudikaLiii Ta/abo
[OMYCTUMNX MEX, BUSHAYEHNX Y
cneuudikalisx Ha A®l, abo
BUXiAHWIA/NPOMIDXKHUIA NpOAYKT/peareHT, Wwo
BUKOPVCTOBYIOTHCS y NpoLeci BUPOOHMLTBA
AD| (BUYyYEHHSA HE3HAYHOTO MOKa3HMKa
AKOCTI (HanpuKnag, BUNy4YeHHs 3acTapisnioro
nokasHuka)). BunyueHHs 3i cneumdikawi
A®I (TpazogoHy rigpoxnopua) HesHauHoro
NoKasHUKa AKOCTi «30BHILLHINA BUrIAg 1%
BOJHOTO PO34uHy>» (Bi3yasibHWIA OrNsg).
3MiHY | TUNY - 3MiHK 3 AKocTi. AdI.
KoHTponb A®I. 3miHa y napameTpax
cneuudikauin Ta/abo fonycTMMmNX MeX,
BM3HaYeHUX y crneyndikauisx Ha A®l, abo
BUXiAHWIA/NPOMIDKHUIA NpOAYKT/peareHT, Wwo
BUKOPVCTOBYIOTHCS y NpoLeci BUPObHMLTBA
AD| (BUYyYEHHSA HE3HAYHOTO MOKa3HMKa
AKOCTI (HanpuKnag, BUNy4YeHHs 3acTapinioro
nokasHuka)). BunyueHHs 3i cneumdikawi
A®I (TpazogoHy rigpoxnopua) HesHauHoro
noKasHWKa SIKoCTi «BMICT xsiopnay»
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Ne Hassa ®dopma BUnycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKA Bionycky MyBaH | peecmpayiliHo2o
3acoby ynakoska) Hs nocsioYyeHHs1
(noTeHuioMeTpUYHe BU3HAYEHHS). 3MiHu |
My - 3MiHK 3 AkocTi. APl KoHTposnb AdI.
3MmiHa y napameTpax cneupudikaLiin Ta/abo
[OMYCTUMNX MEX, BUSHAYEHNX Y
cneuudikalisx Ha A®l, abo
BUXiAHWIA/NPOMIDXHUIA NpOAYKT/peareHT, Wwo
BUKOPVCTOBYIOTHCS y NpoLeci BUPObHMLTBA
AD| (BUYyYEHHSA HE3HAYHOrO MOKa3HMKa
AKOCTI (HanpuKnag BUNy4YeHHs 3acTapisnioro
nokasHuka)). BunyueHHs 3i cneumdikawi
A®I (TpazogoHy rigpoxnopua) HesHauHoro
nokasHuka skocTi «CynbdaTn» (BisyasibHWi
NOPIBHANILHUIA TPAHNYHNIA TECT).
162. | TPUTTIKO Tabnetku AsieHge Kivike ITania AsieHge Kimike PiyHiTe ITania BHECEHHS 3MiH [J0 peecTpaLiinHmx 3a UA/9939/01/01
MPOJIOHroBaHoOI fji PiyHiTe AHXeniHi dPpaHyecko marepianis: 3MiHu | TUny - 3MiHM 3 AKOCTI. peyenmom
no 75 wr; no 10 AHXeniHi AK.P.A®. C.nA. CeprtudpikaT BignosigHocTi/l E-cepTudpikat
Tabnetok y 6nictepi; $paHyecko BiANOBIAHOCTI EBponechbkili
no 3 6nictepu B AKP.A®. thapmakonei/MoHorpadii. MogaHHsA HOBOrO
KapTOHHI/ nayuj; no C.n.A. abo oHoBNEHOro cepTudiikaTa BigNOBIAHOCTI

15 TabneTok y
6nictepi; no 2
6nictepy B
KapTOHHI nauui

ab0o BUNyYeHHs cepTudpikarta BiANOBIAHOCTI
€Bponeiicbkin hapmakonei: ans A®l; ona
BVXiHOTO Matepiany/peareHTy/npomMiKHOro
NPOAYKTY, WO BUKOPUCTOBYHOTHLCS Y
BMPOGHULTBI API; AN ONOMIXHOT
peyoBuMHM (cepTudiikaTt BigMnoBigHOCTI
€Bponelicbkiii hapmakonei) - Howii
cepTudiikaT Bif BXe 3aTBEPIKEHOr0
BMpO6HMKa. MNogaHHa HOBOro cepTudikara
BignosigHocTi €EP ana API (TpasofoHy
rigpoxnopug) RO-CEP 2021-511-Rev.00 Big
BXE 3aTBepXeHOoro BupobHuka (AsieHge
Kimike PiyHiTe AHxeniHi ®paHyecko
AK.P.A®. C.n.A.) pnss PROCESS | (batch)
Ha 3amiHy ASMF Version July 2021. 3miHu |
TMny - 3MiHK 3 AKoCTi. CepTudikar
BignosigHocTi/l E-cepTudikar BignosigHocTi
€Bponevicbkiit hapmakonei/MmoHorpadii.
MogaHHA HOBOro abo OHOB/IEHOTO
cepTugikaTa BignNoBigHOCTI a60 BUIYYEHHS
cepTudikaTa BiANOBIAHOCTI EBPONECHKIi
thapmakonei: gns A®l; ans BUXiAHOrO
marepiany/peareHTy/npomMikHOro NPoAyKTY,
LLI0 BUKOPUCTOBYHOTLCS Yy BUPOOHNLTBI AdI;
0151 [OMNOMDKHOT peyoBUHM (cepTudiikat
BiANOBIAHOCTI €Bponeiichbkili hapmakonei) -
HoBwuii cepTudpikat Bif BXXe 3aTBEPAXEHOT0
BMpo6HUKa. MogaHHs HOBOro cepTudpikata
BignosigHocTi E® ans AdI(TpasogoHy
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Ne Hassa ®dopma BUnycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKA Bionycky MyBaH | peecmpayiliHo2o
3acoby ynakoska) Hs nocsioYyeHHs1

rigpoxnopug) RO-CEP 2023-098-Rev.00 Big
BXe 3aTBepKeHOro BUpobHuka (AsieHae
Kimike PiyHiTe AHxeniHi ®paHyecko
AKP.A®. C.n.A.) ana PROCESS Il (flow)
Ha 3amiHy ASMF Version July 2021. 3MiHu |
TMny - 3MiHK 3 AKkocTi. CepTudikat
BignosigHocTi/l E-cepTudikar BignosigHocTi
€Bponelicbkili hapmakonei/MoHorpadii.
MoaaHHA HoBOro abo OHOB/IEHOTO
cepTuddikaTa BiANOBIAHOCTI 260 BUYYEHHS
cepTudikaTa BiANoBiAHOCTI EBpONEiiChKiit
hapmakonei: gna A®l; gns suxigHoro
matepiany/peareHTy/npomMiKHOro NPoAYKTY,
IO BUKOPUCTOBYHOTLCS Y BUPOGHULTBI AdI;
ANa JONOMKHOT peyoBuHY (cepTuddikat
BiANOBIAHOCTI E€Bponelickbkili hapmakonei) -
OHoB/EHWIA cepTUdikaT Bif yxe
3aTBEPKEHOr0 BMPOOHUKa. MoaaHHA
OHOBJ/IEHOTO cepTudikaTa BignoBigHoOCTI EP
ansa A®l (TpasogoHy rigpoxnopug) CEP
2021-511-Rev.01 (nonepenHs sepcis RO-
CEP 2021-511-Rev.00) Big BXe
3aTBEpAXEHOro BupobHuka (AsieHae Kimike
PiyHiTe AnxeniHi ®paHuecko A.K.P.A.®.
C.n.A)) pnsa PROCESS | (batch), y 38's3ky i3
3MiHOK B aApeci BUPOGHMKA MPOMIXXHOIO
npoaykty AMI Organics Limited, a came
BK/IIOUEHHS AinsHkm 8206-B, npu3HaveHoi
[Ans 36epiraHHsA Ta 06P06KN PO3UNHHIKIB.
3MiHn | TURY - 3MiHK 3 aKocTi. API.
KoHTponb A®l. 3miHa y napameTpax
cneuudikayin Ta/abo fonycTUMUX MEX,
BM3HAYeHWX Yy cneundikauisx Ha A®l, abo
BVXiAHWA/NPOMDKHUIA NpoAyKT/peareHT, wo
BUKOPWCTOBYIOTHCS y NpoLeci BUPO6HMLTBA
A®| (BUyYEHHA HE3HAYHOrO MOKa3HMKa
AKOCTI (Hanpvkiag, BUTyYeHHs 3acTapisioro
nokasHuka)). BunyudeHHs 3i cneundikadii
A®| (TpasofoHy rigpoxiopus) He3Ha4YHoro
noKasHUKa SIKOCTi «3-X/10paHiniH»
(cnekTpothOoTOMETPUYHE BUIHAYEHHS).
3MiHn | TURY - 3MiHK 3 aKocTi. API.
KoHTponb A®l. 3miHa y napameTpax
cneuudikayin Ta/abo fonycTUMUX MEX,
BM3HAYeHWX Yy cneundikauisx Ha A®l, abo
BVXiAHWA/NPOMDKHUIA NpoAyKT/peareHT, wo
BUKOPWCTOBYIOTHCS y NpoLeci BUPO6HMLTBA
A®| (BUIyYEHHA HE3HAYHOrO MOKa3HMKa
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Ne Hassa ®dopma BUnycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKA Bionycky MyBaH | peecmpayiliHo2o
3acoby ynakoska) Hs nocsioYyeHHs1

AKOCTI (Hanpvkiag, BUTy4YeHHs 3acTapisioro
nokasHuka)). BunyudeHHs 3i cneundikadii
A®| (TpasofoHy rigpoxiopus) He3Ha4YHOro
nokasHuka skocTi «Filter test» (BidyasibHa
OujiHKa). 3MiHuW | TUNYy - 3MiHK 3 AKOCTi. ADI.
KoHTponb A®I. 3miHa y napameTpax
cneuudikaLin Ta/abo fonycTMMNX MEX,
BM3HaYeHuX y crneyndikauisx Ha A®l, abo
BUXiAHWIA/NPOMIDXKHUIA NpOAYKT/peareHT, Wwo
BUKOPVCTOBYIOTHCS y NpoLeci BUPObHMLTBA
AD| (BUYyYEHHSA HE3HAYHOTO MOKa3HMKa
AKOCTI (HanpuKnag, BUNy4YeHHs 3acTapisnioro
nokasHuka)). BunyueHHs 3i cneumdikawi
A®I (TpaszogoHy rigpoxnopua) HesHauHoro
noKasHUKa AKOCTi «PO3UYNHHICTb Y
xnopocpopMix» (BisyanbHWA ornag).
3MiHu | TUNY - 3MiHK 3 AKocTi. AdI.
KoHTponb A®I. 3miHa y napameTpax
cneuudikauin Ta/abo fonycTMMmNX MeX,
BM3HaYeHUX y crneyndikauisx Ha A®l, abo
BUXiAHWIA/NPOMIDXKHUIA NpOAYKT/peareHT, Wwo
BUKOPVCTOBYIOTHCS y NpoLeci BUPOOHMLTBA
AD| (BUYyYEHHSA HE3HAYHOTO MOKa3HMKa
AKOCTI (HanpuKnag, BUNy4YeHHs 3acTapinioro
nokasHuka)). BunyueHHs 3i cneumdikawi
A®I (TpazogoHy rigpoxnopua) HesHauHoro
nokasHuKa SIKOCTi «PO3UYMHHICTb Y BOA|
ouunLeHiny» (BisyanbHuit ornag). 3minu | Tuny
- 3MiHK 3 AkocTi. A®L. KoHTponb A®I. 3miHa
y NnapameTpax cneuudikaLiii Ta/abo
[OMYCTUMNX MEX, BUSHAYEHNX Y
cneuudikalisx Ha A®l, abo
BUXiAHWIA/NPOMIDKHUIA NpOAYKT/peareHT, Wwo
BUKOPVCTOBYIOTHCS y NpoLeci BUPObHMLTBA
AD| (BUYyYEHHSA HE3HAYHOrO MOKa3HMKa
AKOCTI (HanpuKnag, BUNy4YeHHs 3acTapisnioro
nokasHuka)). BunyueHHs 3i cneumdikawi
A®I (TpazogoHy rigpoxnopua) HesHauHoro
NoKasHUKa AKOCTi «30BHILLHINA BUrIAg 1%
BOJHOTO PO34uHy>» (Bi3yasibHWIA OrNsg).
3MiHY | TUNY - 3MiHK 3 AKocTi. AdI.
KoHTponb A®I. 3miHa y napameTpax
cneuudikaLin Ta/abo fonycTMMNX MEX,
BM3HaYeHUX y crneyndikauisx Ha A®l, abo
BUXiAHWIA/NPOMIDXKHUIA NpOAYKT/peareHT, Wwo
BUKOPVCTOBYIOTHCS y NpoLeci BUPObHMLTBA
AD| (BUYYEHHSA HE3HAYHOrO MOKa3HMKa
AKOCTI (HanpuKnag BUyYeHHs 3acTapisiioro
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pekna
myBaH
HS

Homep
peecmpayitiHo2o
nocsioYyeHHs1

nokasHuka)). BunyueHHs 3i cneumdikawi
A®I (TpazogoHy rigpoxnopua) HesHauHoro
nokasHuka siKocTi «BMIiCT xsiopnay»
(noTeHuioMeTpUYHe BU3HAYEHHS). 3MiHu |
My - 3MiHK 3 AkocTi. APl KoHTposnb AdI.
3MmiHa y napameTpax cneupudikaliin Ta/abo
[OMYCTUMNX MEX, BUSHAYEHNX Y
cneuudikalisx Ha Ad®l, abo
BUXiAHWIA/NPOMIDXKHUIA NpOAYKT/peareHT, Wwo
BUKOPVCTOBYIOTHCS y NpoLeci BUPObHMLTBA
AD| (BUYyYEHHSA HE3HAYHOTO MOKa3HMKa
AKOCTI (HanpuKnag, BUNy4YeHHs 3acTapisnioro
nokasHuka)). BunyueHHs 3i cneumdikawi
A®I (TpaszogoHy rigpoxnopua) HesHauHoro
nokasHuka skocTi «CynbdaTn» (BisyasibHWi
NOPIBHANILHUIA TPAHNYHNIA TECT).

163.

TPUTTIKO XR

TabneTku, BKPUTI
NiBKOBOO
060/10HKOIO,
NPOIOHIOBaHOT Aji
no 300 mr; no 10
Tabnetok y 6nictepi;
no 1 a6o no 2, a6o
no 3 6nictepu y
KapTOHHI ynakoBL,i;
no 7 Tabnetok y
6nictepi; no 2 abo
no 4 6nictepu y
KapTOHHIiA ynakoBL,i

AsieHge Kimike
PiyHiTe
AHXeniHi
®paHyecko
AKP.AOD.
C.n.A.

ITanis

AsieHge Kimike PiyHiTe
AHXeniHi dpaHyecko

AK.P.A®. C.nA.

ITanis

BHECEHHS 3MiH [J0 peecTpaLiinHmx
marepianis: 3MiHu | TUny - 3MiHK 3 AKOCTI.
CeprtudpikaT BignosigHocTi/l E-cepTudpikat

BiANOBIAHOCTI EBponechkili
hapmakonei/moHorpadii. NMogaHHA HOBOrO
abo oHoBNEHOro cepTudiikaTa BigNOBIAHOCTI
ab0o BUNy4YeHHs cepTuddikarta BiANOBIAHOCTI
€poneiicbki hapmakonei: agns A®l; ona
BVXiHOTO Matepiany/peareHTy/npomMiKHOro
NPOAYKTY, WO BUKOPUCTOBYHOTLCS Y
BMPOGHULTBI API; AN [ONOMIXHOT
peyoBuMHYM (cepTudiikaTt BigMnoBigHOCTI
€Bponelicbkiii hapmakonei) - Howii
cepTudiikaT Bif BXe 3aTBEPAXEHOr0
BMpO6HMKa. MNogaHHa HOBOro cepTudikara
BiANOBIAHOCTI EBponeiickbkit hapmakonei
ana A®l (TpasogoHy rigpoxnopug) RO-CEP
2021-511-Rev.00 Big BXe 3aTBEPAKEHOIO
BMpOOHUKa (AsieHae KiMike PiyHiTe AHxeniHi
dpaHyecko A.K.P.A.®. C.n.A) ana
PROCESS | (batch) Ha 3amiHy ASMF
Version July 2021. 3miHu | Tuny - 3MiHK 3
akocTi. CepTtudikaT BignosigHocTI/lE-
cepTudikaT BignoBigHOCTI EBponeichkiii
thapmakonei/MoHorpadii. MogaHHsA HOBOroO
abo oHoBNeHoro ceptudiikaTa BignNOBIAHOCTI
abo BUNyYeHHs cepTudikaTta BifgMnoBigHOCTI
€Bponeiicbkili hapmakonei: ans A®l; ons
BMXifHOro Marepiany/peareHTy/npomMiKHOro
NPOAYKTY, WO BUKOPUCTOBYHOTLCS Y
BUPOGHMUTBI A®I; AN1a AONOMDKHOT
peyoBUHM (cepTudiikaTt BifMoBIgHOCTI

3a
peyenmom

UA/15577/01/02
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Ne Hassa ®dopma BUnycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKA Bionycky MyBaH | peecmpayiliHo2o
3acoby ynakoska) Hs nocsioYyeHHs1

€Bponelicbkiin hapmakonei) - Howii
cepTudikaT Bif BXe 3aTBepKEHOro
BMPOGHMKA
MopaHHA HoBOro cepTudiikaTa BigNOBIAHOCTI
€Bponeiicbkili hapmakonei gns
Adl(TpasogoHy rigpoxnopua) RO-CEP 2023-
098-Rev.00 Big, BXe 3aTBEPAKEHOTO
BMpo6HUKa (AsieHae Kimike PiyHiTe AHXeniHi
®paHyecko A.K.P.A.®. C.n.A) ana
PROCESS Il (flow) Ha 3amiHy ASMF Version
July 2021. 3MiHu | TUNY - 3MiHK 3 AKOCTI.
CeprtucpikaT BignosigHocTi/l E-cepTudikart
BiANOBIAHOCTI €BpONechbkili
thapmakonei/MoHorpadii. MogaHHsA HOBOro
abo oHoBNEHOro cepTudiikaTa BigNOBIAHOCTI
abo BuNyYeHHs cepTudikarta BifgnoBigHOCTI
€Bponeiickkili hapmakonei: ans A®l; ons
BMXifHOro Marepiany/peareHTy/npomMiKHOro
NPOAYKTY, WO BUKOPUCTOBYHOTLCS Y
BMPOGHULTBI A®I; AN 4ONOMIXHOT
peyoBuHU (cepTudiikaTt BiANoBIAHOCTI
€Bponelicbkin dhapmakonei) - OHOBEHWIA
cepTuaikaT Bif yxe 3aTBepIKeHoro
BMPOGHUKA. [ogaHHA OHOBIEHOTO
cepTudikaTa BiANOBIAHOCTI EBPONECHKIi
hapmakonei gns APl (TpasofoHy
rigpoxnopug) CEP 2021-511-Rev.01
(nonepepHs Bepcis RO-CEP 2021-511-
Rev.00) Bif BXe 3aTBep)KEHOr0 BUPOOHMKA
(AsieHge Kimike PiyHiTe AHXeniHi
®paHyecko A.K.P.A.®. C.n.A) ana
PROCESS | (batch), y 38’3Ky 3 HE3HA4YHOI
3MIHOIO B aApeci BUPOGHMKA MPOMIKHOIO
npoaykty AMI Organics Limited, 6e3 3miHn
Micua BUPOGHULTBA. 3aTBepaxeHo AMI
Organics Limited Plot No 440/4, 5, 6
G.I.D.C. Sachin Surat- 394230, Gujarat,
India 3anponoHosBaHo AMI Organics Limited
Plot No 440/4, 5, 6, & 8206-B G.I.D.C.
Sachin Surat- 394230, Gujarat, India
3MiHY | TUNY - 3MiHK 3 AKocTi. AdI.
KoHTponb A®I. 3miHa y napameTpax
cneuudikaLin Ta/abo fonycTMMNX MEX,
BM3HaYeHUX y crneyndikauisx Ha A®l, abo
BUXiAHWIA/NPOMIDXKHUIA NpOAYKT/peareHT, Wwo
BUKOPVCTOBYIOTHCS y NpoLeci BUPObHMLTBA
AD| (BUYYEHHSA HE3HAYHOrO MOKa3HMKa
AKOCTI (HanpuKnag BUyYeHHs 3acTapisiioro
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Ne Hassa ®dopma BUnycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKA Bionycky MyBaH | peecmpayiliHo2o
3acoby ynakoska) Hs nocsioYyeHHs1

nokasHuka)) BunyueHHs 3i cneumdikanii AdI
(TpasopoHy rigpoxnopua) HesHavyHoro
nokasHuKa SIKOCTi 3-XN0paHiniH
(cnekTpodhoTOMETPUYHE BU3HAUEHHS).
3MiHY | TUNY - 3MiHK 3 AKocTi. AdI.
KoHTponb A®I. 3miHa y napameTpax
cneuudikaLin Ta/abo fonycTMMNX MEX,
BM3HaYeHuX y crneyndikauisx Ha A®l, abo
BUXiAHWIA/NPOMIDXKHUIA NpOAYKT/peareHT, Wwo
BUKOPVCTOBYIOTHCS y NpoLeci BUPObHMLTBA
AD| (BUYyYEHHSA HE3HAYHOTO MOKa3HMKa
AKOCTI (HanpuKnag, BUNy4YeHHs 3acTapisnioro
nokasHuka)). BunyueHHs 3i cneumdikawi
A®I (TpaszogoHy rigpoxnopua) HesHauHoro
nokasHuka sikocTi Filter test: (Visual
evaluation). 3miHu | TMNy - 3MiHW 3 AKOCTI.
A®|. KoHTposnb A®I. 3miHa y napameTtpax
cneyudikauin Ta/abo fonycTMMmnX MeX,
BM3HA4YeHNX y cneundikauisx Ha A®l, abo
BMXi4HWIA/NPOMDXHUIA NpOAyKT/peareHT, Wwo
BMKOPUCTOBYIOTLCSA Y NPOLLECi BUPOBHULTBA
A®| (BUyYEHHA HE3HAYHOTO MOKa3HUKa
AKOCTI (Hanpukiag, BUNyYeHHs 3actapifioro
nokasHuka)). BunyuenHs 3i cneymdikawi
A®| (Tpa3ogoHy rigpoxiopus) He3Ha4YHOro
NnoKasHWMKa IKOCTi PO3YMHHICTb Y
xnopocpopmi (BisyasnbHuii ornag).
3MiHu | TURY - 3MiHK 3 aKocTi. AP,
KoHTposb A®I. 3miHa y napameTpax
cneyudikayiin Ta/abo fonycTMMmUX MEX,
BM3HA4YeHNX Yy cneundikauisx Ha A®l, abo
BMXiAHWIA/NPOMDKHUIA NpOAyKT/peareHT, wo
BMKOPUCTOBYIOTLCSA Y NPOLLECi BUPOBHULTBA
A®| (BUyYEHHS HE3HAYHOTO NMOKa3HUKa
AKOCTI (Hanpukiag, BUNyYeHHs 3actapifioro
nokasHuka)). BunyuenHs 3i cneymdikawii
A®| (Tpas3ogoHy rigpoxsiopus) He3Ha4YHOro
noKasHUKa SIKOCTi PO3UMHHICTb Y OuYMLLEHIl
Bogi (BisyanbHuii ornsg). 3mikv | tuny -
3miHu 3 gKocTi. A®l. KoHTponb A®l. 3miHa y
napameTpax cneuudikauii Ta/abo
O0NYCTUMUX MEX, BUSHAYEHUX Y
cneuudikauisx Ha Adl, abo
BMXiAHWIA/NPOMDXHUIA NpOAyKT/peareHT, Wwo
BMKOPUCTOBYIOTLCSA Y NPOLECi BUPOBHULTBA
A®| (BUlyYEHHA HE3HAYHOTO NMOKa3HUKa
AKOCTI (Hanpukiag, BUNyYeHHs 3actapifioro
nokasHuka)). BunyueHHs 3i cneuymdikauii
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pekna
myBaH
HS

Homep
peecmpayitiHo2o
nocsioYyeHHs1

A®| (TpasogoHy rigpoxiopus) He3Ha4YHOro
noKasHuKa SKoCTi 30BHILLHLOro BUrnsaay 1%
BOZHOI0 po34mnHy (BisyasibHuii ornsg). 3MiHu
| Tuny - 3miHK 3 skocTi. A®I. KoHTposnb AdI.

3MiHa y napameTpax cneuudikauii Ta/abo

O0NYCTUMUX MEX, BUSHAYEHUX Y
cneuudikayisx Ha Adl, abo

BMXiAHWIA/NPOMDKHUIA NpoAyKT/peareHT, Wwo
BMKOPUCTOBYIOTLCSA Y NPOLLECi BUPOBHULTBA

A®| (BUlyYEHHA HE3HAYHOTO NMOKa3HUKa

AKOCTI (Hanpukiag, BUNyYeHHs 3actapifioro

nokasHuka)). BunyueHHs 3i cneymdikavii

A®| (TpasogoHy rigpoxiopus) He3Ha4YHOro

nokKasHuka siKocTi BmicT xnopuay

(MoTeHuioMeTpryHe BU3HAYEHHST). 3MiHK |

Tuny - 3MiHn 3 skocTi. A®I. KoHTponb AdI.

3MiHa y napameTpax cneuudikauii Ta/abo

O0NYCTUMUX MEX, BUSHAYEHUX Y
cneuudikalisx Ha Adl, abo

BMXi4HWIA/NPOMDXHUIA NpOAyKT/peareHT, Wwo
BMKOPUCTOBYIOTLCSA Y NPOLLECi BUPOBHULTBA

A®| (BUyYEHHA HE3HAYHOTO MOKa3HUKa

AKOCTI (Hanpukiag, BUNyYeHHs 3actapifioro

nokasHuka)). BunyuenHs 3i cneymdikawi

A®| (Tpa3ogoHy rigpoxiopus) He3Ha4YHOro

nokasHuka sikocti Cynbdparty (BisyanbHuii
NOPIBHSNIbHWIA TPAHNYHKIA TECT).

164.

TPUXONON®

TabneTkn BariHa/bHi
500 wr; no 10
TabneTtok y 6nictepi;
no 1 6nictepy y
KapTOHHIlA KOpooLi

PapmaueBTny
HWi 3aBOf,
"MONb®APM
A" C.A.

MonbLa

dapmaueBTUYHUIA 3aBoA,

«Monbhapma» C. A.

MonbLa

BHECEHHS 3MiH 0 peecTpaLinHmx
MaTtepianis: 3miHu | TMny - 3MiHK WoOA0
6e3nekn/edeKkTBHOCTI Ta hapMakoHarisgy
(iHWi 3MiHW). 3MiHM BHECEHI Y TEKCT
MapKyBaHHs nepsuHHOI (n. 6. IHLWE) Ta
BTOPUHHOI (n. 17. IHLWE) ynakoBok
NiKapCbKoro 3acooby.

3a
peyenmom

UA/1306/02/01

165.

TPOCAH

TabneTtku, BKPUTI
nNiBKOBOIO
o6onoHkoto, no 50
Mmr, no 10 TabneTok
y 6nicTepi; no 3
6nictepy B
KapTOHHIlA KOopooLi

AypobiHao
Papma /114,

IHais

AypobiHgo dapma Jlimiteq,

- FOHIT Il

IHais

3MiHu | TMNYy - 3MiHK Woao
6e3nekn/ethekTMBHOCTI Ta thapmakoHarnsgy.
BBegeHHsA ab0o 3MiHU [0 y3arasibHeHNX
[JaHux Npo cuctemy hapmMakoHarnagy
(BBEAEHHSA y3araslbHEHUX AaHKX NPo
cuctemy hapmakoHarnsgy, 3amiHa
YNOBHOB&XEHOT 0CO6M, BigNoBigaNLHOI 3a
3[ificHeHHs thapMakoHarnsay; KOHTaKTHOI
0cobu 3 chapmakoHarnsgy 3asBHuka Ans
3piicHeHHs1 hapMakoHarnsay B YkpaiHi,
AKLLLO BOHA BigMiHHA Bif, yNOBHOBaXeHOT
oco6w, BignoBiganbHOI 3a 34iACHEHHS!
hapmakoHarnagy (BK1ovatoUun KOHTaKTHI
[AaHi) Ta/abo 3MiHV Y po3MilLeHHi MacTep-

3a
peyenmom

UA/11737/01/02
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pekna
myBaH
HS

Homep
peecmpayitiHo2o
nocsioYyeHHs1

thaiina cuctemun chapmakoHarnsgy) 3miHa
KOHTaKTHOI 0CO6U 3asBHIKA, BifnoBiAaNbHOI
3a thapmakoHarnsg B Ykpaii.

[itoua pepakuis: CamoiineHko Aptem
MasnoBwuy. MNponoHoBaHa peakuis:
CasueHko AmuTpo CeprilioBuy. 3miHa
KOHTaKTHUX JaHNX KOHTaKTHOI 0cobu
3asBHVKa, BigNoBiAaIbHOI 3a
thapmakoHarnag B YkpaiHi. 3miHa
MiCL,e3HaxoMKeHHs1 MacTep-daiina cucremu
dhapmakoHarnsgy Ta oro Homepa

166.

TPOCAH

TabneTkn, BKPUTI
NNiBKOBOIO
060/10HKO10, No 100
mr, no 10 TabneTok
y 6nicTepi; no 3
6nictepu B
KapTOHHI Kopobui

Aypo6iHgo
dapma /114

IHais

Aypo6iHgo ®apma Jlimiteg,

- FOHIT Il

IHais

BHECEHHS 3MiH [0 peecTpaLinHmx
Marepianis: 3miHu | Tuny - 3MiHK LWoA0
6e3nekn/edekTMBHOCTI Ta thapmakoHarnagy.
BeeaeHHs abo 3MiHu [0 y3arasibHeHNX
AaHux nNpo cuctemy apmakoHariagy
(BBEAEHHSA y3araslbHEHNX AaHWX NPO
cuctemy chapmakoHarnsgy, 3amiHa
yNOBHOBaXeHOT 0cobw, BignoBiganbHOI 3a
34iicCHeHHA hapMakoHarnaay; KOHTaKkTHOT
ocobu 3 thapmakoHarnsgy 3asBHVKa 415
3pificHeHHs hapMakoHarnsay B YkpaiHi,
AKLLO BOHA BigMiHHA Bif, YNOBHOBaXeEHOI
ocobw, BigNoBiAa/IbHOI 3a 34iACHEHHS
thapmakoHarnsgy (Bk4vaouy KOHTakTHi
[AaHi) Ta/abo 3MiHV Y po3MiLLEeHHI MacTep-
thaiina cuctemmn thapmakoHarnsgy) 3miHa
KOHTaKTHOI 0CO6M 3asiBHYMKA, BignoBigabHOI
3a (hapmakoHarnag, B YkpaiHi.

[Litova pepgakuis: CamoiineHko Aptem
MasnoBwuy. MponoHoBaHa pefakyis:
CaBuyeHko Amutpo CepriiioBuy. 3MiHa
KOHTaKTHUX AaHNX KOHTaKTHOI 0co6u
3as1BHMKA, BignoBigabHOI 3a
hapmakoHarnsg B YkpaiHi. 3miHa
MiCLe3HaxX0MKeHHS1 MacTep-aiina cucremu
papMakoHarnsay Ta moro Homepa

3a
peyermom

UA/11737/01/03

167.

TPOCAH

TabneTtku, BKPUTI
NAiBKOBOIO
060n0HKo0, No 25
Mmr, no 10 TabneTok
y 6nicTepi; no 3
6nictepy B
KapTOHHIlA KOopooLi

AypobiHao
Papma /114

IHais

AypobiHgo dapma Jlimiteq,

- FOHIT Il

IHais

BHECEHHS 3MiH [J0 peecTpavjiinHmx
mMarepianis: 3mMiHu | TURy - 3MiHK LWOA0
6e3nekn/edheKTUBHOCTI Ta hapMakoHarnsgy.
BBegeHHs ab0o 3MiHU A0 y3arasibHeHNX
AaHvx Npo cuctemy hapmakoHarnsgy
(BBEAEHHSA y3araslbHEHVX AaHWX NPO
cuctemy hapmakoHarnsgy, 3amiHa
YNOBHOBAXEHOT 0CO6MU, BifnoBiganbHOI 3a
3AiiCHeHHA hapMakoHarAgy; KOHTaKkTHOT
0cobu 3 chapmakoHarnsagy 3asBHuka 4ns
3fificHeHHs hapmakoHarnsay B YkpaiHi,

3a
peyenmom

UA/11737/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pekna
myBaH
HS

Homep
peecmpayitiHo2o
nocsioYyeHHs1

AKLLLO BOHA BigMiHHA Bif, yNOBHOBaXeHOT
oco6u, BiANOBIAa/IbHOI 3a 34iACHEHHS
thapmakoHarnsgy (BKIovaoym KOHTaKTHi
[AaHi) Ta/abo 3MiHM y po3MiLLEeHHi MacTep-
thaiina cuctemu chapmakoHarnsgy) 3miHa
KOHTaKTHOI 0CO6W 3asBHVKa, BifNoBiAaIbHOI
3a thapmakoHarnsg B Ykpaii.

[itoua pepakuis: CamoiineHko Aptem
Masnoswuy. MponoHoBaHa pefakLis:
CaBuyeHko Amutpo CepriioBuy. 3MiHa
KOHTaKTHUX JaHNX KOHTaKTHOI 0cobu
3asBHVKa, Bi4NoBifabHOI 3a
thapmakoHarnag B YkpaiHi. 3miHa
MicLie3HaxopKeHHs1 macTep-aiina cuctemu
dhapmakoHarnsigy Ta oro Homepa

168.

dAMOKC

pO34uH ANs iHQy3il,
400 mr/250 mn, no
250 Mny hnakoHi,
no 1 donakoHy y
nauui

AT "dapmak”

YKpaiHa

MOBHWIA LMKN
BUPOGHMLTBA:

AT "®apmak”,
YkpaiHa,
Bi3yasibHa iHCneKuis
h1aKkoHiB, MapKyBaHHS
h/1aKoHIB Ta BTOPUHHE
nakyBaHHS:
MpAT "lHdpy3is”,
Ykpaina

YkpaiHa

BHECEHHS 3MiH 0 peecTpavinHmx
mMaTtepianis: 3MiHu | TMNy - 3MiHU 3 AKOCTI.
[oTOBMIA Nikapcbknin 3aci6. 3MiHW y
BMPO6HULTBI. 3amiHa abo BBeAEHHS
[04aTKOBOI AifbHULL BUPOBHULTBA A1A
4yacTuHM abo BCbOro BUPOGHNYOro npotecy
roTOBOrO Jlikapcbkoro 3acoby (AinbHuUsA Ans
BTOPWHHOTO MakKyBaHHS) - BBEAEHHS
[04aTKOBOI AiTbHUL 418 BTOPUHHOIO
nakyBaHHs, a came MNpAT «IHdy3isa», 23219,
BiHHULbKa 0611, BIHHWLBKWIA p-H, C.
BiHHWLBKI XyTOpW, BYN. Hemumpiscbke Lwoce,
6. 84A, YkpaiHa. 3MiHu | Tuny - 3MiHn 3
sKocTi. FoTOBWIA Nikapcbkuii 3aci6. 3MiHN y
BMPOOHULTBI. 3amiHa abo BBEEHHS
[04aTKOBOI AiNbHULI BUPOGHMLTBA AN
4acTVHM abo BCbOro BUPOBHMYOro npouecy
rOTOBOrO /iKapCbKOro 3acoby (iHLWi 3MiHK) -
BBEJEHHS A0AATKOBOI AiNbHULi AN cTagi
"MapkyBaHHA chnakoHiB", a came MNpAT
«IHdpy3is», 23219, BiHHULbKa 0671,
BiHHULbKWIA p-H, C. BiHHULKI XyTOpW, By”.
Hemupiscbke woce, 6. 84A, YkpaiHa. 3MiHu |
T™MRY - 3MiHM 3 AKOCTi. OTOBWIA NiKapCbKunii
3aci6. 3MiHM y BUpo6bHMLTBI. 3amiHa abo
BBEJEHHS 404ATKOBOI Ai/IbHUL
BMPOGHMLTBA [/151 HaCTMHW abo BCbOro
BMPOGHNYOro NpoLecy roToBOro NikapCbKoro
3aco06y (iHLWi 3MiHK)- AoAaTKoBa AiNbHULS
0N cTagii "BisyanbHa iHcnekwuis dhiakoHis",
a came lMpAT «lHdoysisg», 23219, BiHHMLbKa
0611., BiHHULbKWIA p-H, C. BiHHULbKI XyTOpW,
BYy/. Hemupiscbke wwoce, 6. 84A, YkpaiHa

3a
peyenmom

UA/20240/01/01
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JliKapcbKo20
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peecmpayitiHo2o
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169.

dAPUCIN

Tabnetkn ans
PO3CMOKTYBaHHS 3i
CMakoM anesibCuHy;
no 10 Tabnetok y
6nictepi; no 2
6nictepy B nauvui 3
KapTOHY

CMEPKO
IHTEPHELLH
N NIMITEL

Kinp

NNABOPATOPIOC
ANKANA ®APMA, C.11.,
Icnanis; CaHeka
dapmacbioTikans a. c.,
CnoBaubka Pecny6nika

Icnanis
/CnoBaubka
Pecny6nika

BHECEHHS 3MiH O peecTpavinHmx
MaTtepianis: 3miHu | TUNy - 3MiHK WoOA0

6e3nekn/ethekTUBHOCTI Ta thapmakoHarnsgy.

BeegeHHs abo 3MiHN [0 y3arasibHeHNX
AaHux Npo cuctemy apmakoHarnagy
(BBEAEHHSA Y3araslbHEHUX AaHKX Npo
cucTemy chapmakoHarnsgy, 3miHa
YNOBHOB&XEHOT 0Co6M, BignoBigansLHOI 3a
3AiicCHeHHA hapMakoHarnaay; KOHTaKTHOT
0cobu 3 thapmakoHarnsgy 3assHuka Ans
3[ificHEeHHs hapMakoHarnsay B YkpaiHi,
AKLLLO BOHA BigMiHHA Bif, yNOBHOBaXeHOT
oco6w, BignoBiga/IbHOI 3a 34iCHEHHSI
thapmMakoHarnagy (BK1ovatoUum KOHTaKTHI
[AaHi) Ta/abo 3MiHV y po3MiLLeHHi MacTep-
thaiina cuctemun chapmakoHarnsgy) 3miHa
YNOBHOB&XXEHOT 0CO6U 3aABHMKA,
Bi4noBigasIbHOI 3a hapMakoHarnsg.
[itoua pepakuis: Xapnamosa €BreHis
AHppiiBHa. MponoHoBaHa pefakuis:
Mavictep MapuHa FeHHagjiiBHa

6e3
peyenma

UA/12843/01/01

170.

dAPUCIN

Tabnetkn ans
PO3CMOKTYBaHHS 3i
CMakoMm JIMMOHY; No
10 TabneTok y
6nictepi; no 2
6nicTepy B nauyuj 3
KapTOHY

CMEPKO
IHTEPHELLH
N AIMITEL

Kinp

NABOPATOPIOC
ANTKANA ®APMA, C.N.,
Icnanis; CaHeka
dapmacbloTikans a. c.,
CnoBaubka Pecny6nika

Icnanis
/CnoBaubka
Pecny6nika

BHECEHHS 3MiH 0 peecTpaLinHmx
MaTtepianis: 3miHu | TMny - 3MiHK WoA0
6e3nekn/ethekTMBHOCTI Ta thapmakoHarnsgy.
BeegeHHs ab0 3MiH A0 y3arasibHeHNX
JaHuX Npo cuctemy hapmMakoHarnagy
(BBEAEHHSA y3araslbHEHUX AaHKX NPO
cucTemy chapmakoHarnsgy, 3miHa
YNOBHOB&XEHOT 0CO6M, BiANoBigaNbHOI 3a
3[ifiCHEHHs thapmakoHarnsaay; KOHTaKTHOI
0cobu 3 hapmakoHarnsgy 3asBHuka Ans
3[ificHEHHs1 hapMakoHarnsay B YkpaiHi,
AKLLLO BOHA BigMiHHA Bif, yNOBHOBaXXeHOT
oco6w, BignoBigabHOI 3a 34iCHEHHS]
hapmakoHarnagy (BK1ovatoUum KOHTaKTHI
[AaHi) Ta/abo 3MiHV y po3MiLLEeHHi MacTep-
thaiina cuctemu chapmakoHarnsgy) 3miHa
YNOBHOB&XXEHOT 0CO6U 3aABHMKA,
BigNoBigasIbHOI 3a hapMakoHarnsg.
[itoua pepakuis: XaprnavoBa €BreHis
AHppiiBHa. MponoHoBaHa pefakuis:
Mavictep MapuHa leHHagjiiBHa

6e3
peyenma

UA/12844/01/01

171.

®EHTAHIN
KAMNLIEKC

PO34MH A4 iH ek
0,05 mr/mn; no 2 mn
B amnyni; no 5
ammnys B KOHTYPHil
YapyHKOBIli ynakoBLj
(nigaoHi); no 1, 2

AT "Kanuekc"

Nartsia

BCi cTagii BUpo6HMYOro
npovecy, KpiMm BUNYCKy
cepii:

XBM ®apma c.p.o.,
CnosayvumnHa;

CnoBayymHa
[ Natsia

BHECEHHS 3MiH [0 peecTpavinHmx
mMaTtepianis: 3miHu | TMny - 3MiHK WoA0
6e3nekn/edeKkTBHOCTI Ta hapMakoHarisgy
(iHWi 3MiHW)

OHOBNEHHA TEKCTY MapKyBaHHA NEPBUHHOT
Ta BTOPVHHOI YNakoBOK JTiKapCbKOro 3acoby,

3a
peyenmom

UA/15323/01/01
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Ne Hassa ®dopma BUnycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKA Bionycky MyBaH | peecmpayiliHo2o
3acoby ynakoska) Hs nocsioYyeHHs1
a60 20 KOHTYpHUX BMPOGHWK, AKWI a came: BWIy4eHo iHdhopmMaLiiio, 3a3HauyeHy
YapyHKOBUX BiAnoBifae 3a KOHTPO/Ib pOCiiCbKOK MOBO. TEPMIH BBEAEHHS 3MiH
ynakoBoK (NiAfO0HIB) cepii/BunpobyBaHHs: npoTArom 6 micsAuiB nicns 3aTBepaKeHHS
y nauui i3 KapToHy; AT "I'piHgekc", Natsis;
no 10 mn B amnyni;
no 5 amnyn B BUPOGHWK, AKUIA
KOHTYPHIi BiANOBigae 3a BMMyCK
YapyHKOBIli ynakoBLj cepit:
(nigaoHi); no 2 AT "Kanuekc", NlaTsis
KOHTYPHI YapyHKOBI
ynakoBku (NigaoHu)
y nayui i3 KapToHy
172. | ®IPIANTA TabneTku, BKpUTI Baiiep Al HimeuyunHa Baiiep Al', HimeuunHa; HimeuyunHa/ BHECEHHS 3MiH 0 peecTpavinHmx 3a UA/20058/01/02
nNiBKOBOIO ITania mMaTtepianis: 3miHu | TMNy - 3MiHU 3 AKOCTI. peyenmom

060/10HKO10, M0 20
Mr; no 14 TabneTok
y 6nictepi; no 2 abo
7 6nicTepiB 3
KaneHaapHo
LLIKa/I00 B KApPTOHHiIl
nauuj

BMPOOGHULITBO MPOAYKL,i in-
bulk, koHTpONb AKOCTI:
Oenbthapm MinaHo
C.P.N., Itanis

[oTOBMIA Nikapcbknit 3aci6. 3MiHW y
BMPOOHULTBI. 3amiHa abo BBeAEHHS
[04aTKOBOI AiNbHULL BUPOBHULTBA AN1A
4yacTuHM abo BCbOro BUPOGHNYOro npotecy
rOTOBOrO J1iKapCbKOro 3acoby (ZibHULSA, Ha
SKili NpoBOAATLCA BY/b-5IKi BUPOOHNYI
cTagii, 3a BUHATKOM BUMYCKY Cepil,
KOHTPOJIIO0 AKOCTi, NEePBMHHOTO Ta
BTOPWHHOTO MakKyBaHHS, A1 HECTEPUTbHUX
nikapcbkux 3acobis). BeeaeHHA
anbTepHaTUBHOI AiNbHULI 418 BUPOOHMLTBA
npoaykuii in bulk Aenbdapm MinaHo C.P.J1.,
ITanisa, Ha gaHuii yac rotoBuii Nikapcbkuii
3acib BMpPo6NSETLCA Ha AinbHULi Baiiep AT,
AKa Bignosigae B TOMy ynchi 3a
BMPOGHMLTBO in bulk. BBegeHHsA 3MiH
NpPOTArom 6-Tu MiCALIB MiC/1A 3aTBEPIXKEHHS.
3MiHu | TUNY - 3MiHK 3 siKocTi. FoTOBMIA
nikapcbkuii 3aci6. 3MiHW Y BUPOGHULTBI.
3MiHa iMnopTepa/3MiHu, L0 CTOCYHThCA
BUMYCKY Cepii Ta KOHTPOJIH0 AKOCTi FOTOBOrO
nikapcbKoro 3acoby (3amiHa abo fogaBaHHSA
OiNbHULI, Ha SIKI 34iACHIOETbCSA
KOHTPO/b/BUNPO6YBaHHSA cepil). BBeeHHs
[04aTKOBOI aflbTEPHATUBHOI AiNbHUL
Jensdpapm Minano C.P.J1., ITania gns
4aCcTUHWM BUPOBHMNYOro NpoLecy rotToBoro
NiKapcbKoro 3acoby, Ae 34iMCHI0ETLCS
KOHTPO/Ib AKOCTi. BBEAiEeHHS 3MiH NpoTSArom
6-TW MicALiB Nicna 3aTBEPAXEHHSA. 3MiHN |
T™MRY - 3MiHM 3 AKOCTi. OTOBWIA NiKapCbKunii
3aci6. 3MiHM Yy BUPOOGHULTBI. 3MiHW Y
npoueci BUpOOHULITBA FOTOBOrO NiKapCbKoro
3aco6y, BK/IKYAKYM MPOMIDKHMIA MPOAYKT,
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pekna
myBaH
HS

Homep
peecmpayitiHo2o
nocsioYyeHHs1

LL|0 3aCTOCOBYETLCA NPU BUPOOHNLTBI
roToBOrO Nikapcbkoro 3acoby (He3HavHa
3MiHa y npoueci BUpobHuLTBa). 3MiHU B
npoveci BUpobHULTBA HA HOBOMY 3aBOJ;
Jenbtapm MinaHo C.P.J1. yepes pi3He

BMPOOHUYE 061a4HAHHSA: 3MiHA LUBUAKOCTI
3MilLyBaHHS; 3MiHa LUBUAKOCTI
pO3NWOBaHHA NPU rpaHyNloBaHHi; 3MiHa

Temneparypu nosiTps. )KOAHUX 3MiH Y

npuHUMNax npoLecy He BigOyBaeTbCs, i BCi
afanTauii noB'A3aHi 3 pisHuM, ane
€KBiBa/IEHTHUM 06/1aHaHHAM, Ke
BuKopucToBye [enbtapm Minarvo C.P.J1.
BBefeHHS 3MiH NPOTAroM 6-Tu MicALiB nicns
3aTBEPAKEHHSA

173.

DIPIANTA

TabneTku, BKpUTI
nNiBKOBOIO
060n0Hkoto, No 10
Mr; no 14 tabnetok
y 6nictepi; no 2 abo
7 6nicTepiB 3
KaneHaapHo
LLIKa/I00 B KApPTOHHiIl
nauuj

Baiiep Al

HimeyunHa

Baiiep Al', HimeuunHa;

BMPOOGHULITBO MPOAYKL,i in-
bulk, koHTpONb AKOCTI:

Oenbthapm MinaHo
C.P.N., Itanis

HimeyuunHa/
ITanis

BHECEHHS 3MiH 0 peecTpavinHmx
mMaTtepianis: 3MiHu | TMNy - 3MiHU 3 AKOCTI.
[oTOBMIA Nikapcbknin 3aci6. 3MiHW y
BMPO6HULTBI. 3amiHa abo BBeAEHHS
[04aTKOBOI AifbHULL BUPOBHULTBA A1A
4yacTuHM abo BCbOro BUPOGHNYOro npotecy
rOTOBOrO /1iKapCbKOro 3acoby (ZibHULSA, Ha
SKili NpoBOAATLCA BY/b-5IKi BUPOOHNI
cTagii, 3a BUHATKOM BUMYCKY Cepil,
KOHTPOJIIO0 AKOCTi, NEPBMHHOTO Ta
BTOPWHHOTO MakKyBaHHS, A1 HECTEPUTbHUX
nikapcbkux 3acobis). BeeaeHHA
anbTepHaTUBHOI AiNbHULI 418 BUPOOHMLTBA
npogykuii in bulk Aenbdapm MinaHo C.P.J1.,
ITania, Ha gaHuii yac rotoBuii Nikapcbkuii
3acib BMpPO6NSETLCA Ha AinbHULi Baiiep AT,
AKa Bignosigae B TOMy yunchi 3a
BMPOGHMUTBO in bulk. BBegeHHA 3MiH
NpPOTAroM 6-T1 MiCALIB MiCNA 3aTBEPIXKEHHS.
3MiHu | TUNY - 3MiHK 3 siKocTi. FoTOBMIA
nikapcbkuii 3aci6. 3MiHW Y BUPOGHULTBI.
3MiHa iMnopTepa/3MiHu, L0 CTOCYHTbCA
BUMYCKY Cepii Ta KOHTPOJIH0 AKOCTi FOTOBOrO
nikapcbKoro 3acoby (3amiHa abo fogaBaHHSA
OiNbHULI, Ha SIKi 34iACHIOETbCSA
KOHTPO/b/BUNPOBYBaHHSA cepil). BBeeHHs
[04aTKOBOI aNlbTEPHATUBHOI AiNbHUL
Jensdpapm Minano C.P.J1., ITania gns
4aCcTUHW BUPOBHMNYOro NpoLecy rotToBoro
NiKapcbKoro 3acoby, Ae 34jMCHI0ETLCS
KOHTPO/Ib AKOCTi. BBEAieHHS 3MiH NpoTSArom
6-TW MicALiB Nicna 3aTBEPAXKEHHSA. 3MiHN |
MRy - 3MiHM 3 AKOCTi. [OTOBWIA NiKapCbkuii

3a
peyenmom

UA/20058/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pekna
myBaH
HS

Homep
peecmpayitiHo2o
nocsioYyeHHs1

174.

3aci6. 3MiHM Yy BUPOOHULTBI. 3MiHW Y
npoueci BUpOBHULTBA rOTOBOrO NiKapCbKoro
3aco0y, BKOYaoUy NPOMKHUIA NPOAYKT,
LL|0 3aCTOCOBYETLCA NPU BUPOOHNLTBI
roToBOrO Nikapcbkoro 3acoby (He3HavHa
3MiHa y npoueci BUpobHuLTBa). 3MiHU B
npoveci BUpobHULTBa HA HOBOMY 3aBOJ;
Jenbtapm MinaHo C.P.J1. yepes pi3He
BMPOOHUYE 061a4HAHHS: 3MiHA LUBUAKOCTI
3MilLyBaHHS; 3MiHa LUBUAKOCTI
pO3NWOBaHHA NPU rpaHyNloBaHHI; 3MiHa
Temneparypu nosiTps. )KOAHUX 3MiH Y
npuHUMNax npoLecy He BigOyBaeTbCs, i BCi
afanTauii noB'A3aHi 3 pisHuM, ane
€KBiBa/IEHTHUM 06/1aHaHHAM, SKe
BuKopucToBye [enbtapm Minatvo C.P.J1.
BBefeHHS 3MiH NpOTAroM 6-Tu MicALiB nicns
3aTBEPAKEHHSA

DNAMIOE3®

TabneTku, BKpUTI
N/1iBKOBOIO
060/10HKOI0, MO 10
Tabnetok y 6nictepi;
no 1 a6o no 3, a6o
no 10 6nictepiB y
KapTOHHI navu,i

OPTAHOCVH
NAV®CAEHC
3 (E® 3ET I

OAE

EBepTomxeH Navich

CaeHcuns JlimiTes, 1HAis;

Cara flaiichcaeHcmns
Nimites, IHAjsA

IHais

BHECEHHS 3MiH 0 peecTpavinHmx
MaTtepianis: 3miHu | TMny - 3MiHK WoOA0
6e3nekn/ethekTMBHOCTI Ta thapmakoHarnsgy.
3MiHa y KOpOTKili XapakTepucTuj
NiKapcbKoro 3acoby, TEKCTI MapKyBaHHA Ta
IHCTPYKLi 415 MeAUUYHOTo 3aCTOCYBaHHSA Ha
nigcTasi perysisipHO OHOB/THOBAHOIO 3BITY 3
6e3nekun nikapcbkoro 3acoby, abo
AocnimpkeHb 3 6e3nekn 3acTocyBaHHS
nikapcbKoro 3acoby B Mic/speecTpaviiiHmi
nepiog, abo Sk pe3ynbTart OLiHKM 3BITY 3
JocnigpKeHb, NPoBeAEeHNX BIANOBIAHO A0
nnaHy neaiatpnyHux gocnigpkeHs (PIP)
(3MiHy y3rokeHo 3 KOMMETEHTHUM
YMOBHOB&XEHVM OpraHom)
3MiHM BHECEHO B iHCTPYKLiO AN MEAUYHOrO
3aCTOCyBaHHS Nikapcbkoro 3acoby B
po3ginuv: "B3aemMogis 3 iHLUMMK NiKapCbKUMn
3aco6amu Ta iHWi Buan B3aemMogiin”,
"Oco6nmBocCTi 3acTocyBaHHA", "Mo6iIYHi
peakujii" BiANOBIAHO A0 OHOBMEHOI
iHchbopmaw,ii Wwoao 6e3nekn 3acTocyBaHHs
Lit040i pevoBUHY iKapCbKOro 3acoby
(napaueTtamor). BBeieHHS 3MiH NpoTSArom 6-
TW MiCALIB Nic/1a 3aTBEpAKEHHS.

3a
peyenmom

He
nionsie
ae

UA/7061/01/01

175.

®JIEBO/IA 600

TabneTtku, BKPUTI
NNiBKOBOKO
060/10HKOI0, N0 600
Mr; no 15 TabneTok

y 6nicTepi; no 1 abo

Nab6opaTtopin
IHHOTEK
IHTepHacbiioH
anb

PpaHuis

IHHOTepa Lysi

dpaHuis

BHECEHHS 3MiH [J0 peecTpaLjiinHmx
mMaTtepiania: yTOUHEHHS HanNnMcaHHsA YMOB
BignycKy B Haka3si MO3 YkpaiHu Ne 456
Bifg 13.03.2025 B npouieci BHECEHHS 3MiH
(3minu | TMNY - 3miHn Woao

6e3
peyenma

UA/8590/01/01
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Ne Hassa ®dopma BUnycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKA Bionycky MyBaH | peecmpayiliHo2o
3acoby ynakoska) Hs nocsioYyeHHs1
no 2 6nictepu y 6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsgy
KapTOHHIlA KopooLi (iHWi 3MiHM). 3MiHW BHECEHO B TEKCT
MapKyBaHHS BTOPUHHOI YNakoBKu
nikapcbKoro 3acoby y po3gin 15 «4/14
NIKAPCBKNX 3ACOBIB, AKI MPU3HAYEHI
019 CAMOCTIVHOIO JIIKYBAHHS —
IHPOPMALIA WLOAO 3ACTOCYBAHHSA».
BBefeHHs 3MiH NpOTAroM 6-Tu MicALiB nicas
3aTBepMXEHHs). Pefakuis B Hakasi - 3a
peuentom. BipHa pegakuis - 6e3 peuenTa.
176. | ®TYKOHA3O/- | kancynu no 50 wmr, MPAT Ykpaina MPAT "XIMGAPM3ABO/ YkpaiHa BHECEHHS 3MiH [J0 peecTpaLiinHmx 3a He UA/14791/01/03
KP no 7 aéo no 10 "XIMOGAPM3A "YEPBOHA 3IPKA" MaTtepianis: 3miHu | TMny - 3MiHK WOA[0 peyenmom nionsie
kancyn y 6nictepi; BO/ 6e3nekn/edheKTUBHOCTI Ta hapMakoHarnsgy. ae
no 1 6nictepy y "UEPBOHA 3MiHa y KOpPOTKiil XapakTepucTuLi
nauuj 3 KapToHy 3IPKA" nNikapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta

IHCTPYKLUT 4719 MeANYHOro 3acTOCYBaHHA Ha
nigcTasi perynsipHO OHOB/IOBAHOrO 3BITY 3
6e3nekun nikapcbkoro 3acoby, abo
pocnifmkeHb 3 6e3nekn 3acToCyBaHHs
nikapcbKoro 3acoby B nicnspeecTpaviiiHmii
nepiog, abo Ak pe3ynbTar OUiHK/ 3BTy 3
JocnigpKeHb, NPoBeAeHNX BiANOBIAHO A0
nnady negiatpuyHmx gocnigpkeHs (PIP)
(3MiHY y3rof)KeHo 3 KOMNETEHTHUM
YNOBHOB&XXEHUM OpraHoM) 3MiHN BHECEHO
[0 IHCTPYKUIT 415 MEAUYHOrO 3aCTOCYBaHHS
nikapcbkoro 3acoby y po3ain "3acTtocyBaHHs
y nepioA BariTHOCTi abo rogyBaHHs rpyaar”
BiANOBIAHO 4,0 OHOBNEHOT iHChopMaLi 3
6e3nekun Ajtoyoi pevOBUHN.
BBefeHHs 3MiH NpoTArom 6-T1 MicAuiB nicns
3aTBEPKEHHSA. 3MiHu | TNy -
AAMIHICTpaTMBHI 3MiHW. 3MiHa
HaliMeHyBaHHs Ta/abo agpecy 3asBHMKa
(BNacHvKa peecTpauiiHoro NocBigYeHHs).
BBefeHHs 3MiH NpoTArom 6-T1 MicAuiB nicns
3aTBEPKEHHS.
3MiHY | TUNY - AgMIHICTPATUBHI 3MiHW. 3MiHa
HalilMeHyBaHHs Ta/abo agpecu mMicus
NPOBaKEHHS AiS/IbHOCTI
BMpOoBHUKa/iMnopTepa roToBoro Nikapcbkoro
3ac06y, BKIOHAKUN AibHNL BUNYCKY cepil
abo micue NnpoBefeHHS KOHTPOJIH0 SKOCTI.
(misnbHICTb, 3a SKy Bignosifae
BMPOGHUK/iIMNOPTEp, BK/IKOYAOUN BUMYCK
cepiii) 3miHa HaliMeHyBaHHs BUpo6Huka N3
Ta 3MiHW Y HanucaHHi agpecy BUpobHUKa
'N13. 3MiHM BHECEHO [0 iHCTPYKLIT Ans
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pekna
myBaH
HS

Homep
peecmpayitiHo2o
nocsioYyeHHs1

MeAMYHOro 3acTOCyBaHHSA NikapCbKoro
3acoby y po3ainu "BMpo6HUK" Ta
"MicLe3HaxokeHHs1 BUPOGHMKa Ta iioro
agpeca Micus NpoBapKEHHS Ais/IbHOCTI" 3
BifNOBiAHVMMN 3MiHAMUW B TEKCTI MapKyBaHHs
ynakoBOK JlikapcbKoro 3acoby. BBeeHHs
3MiH NpoTArom 6-Tu MicauiB nicns
3aTBEPKEHHSA. 3MiHU | TNy - 3MiHW Woa0
6e3nekn/edeKkTBHOCTI Ta hapMakoHariagy
(iHWi 3MiHW) 3MiHN BHECEHO [0 TEKCTY
MapKyBaHHS BTOPUHHOI yMakoBKW
nikapcbKoro 3acoby n. 3 Ta n. 17. BeeAeHHs
3MiH NpoTArom 6-Tu MicauiB nicns
3aTBEPAKEHHS

177.

D/TYKOHASO/1-
KP

kancynun no 100 mr,
no 7 a6o no 10
Kancyn y énictepi;
no 1 6nictepy y
nauuj 3 KapToHy

NPAT
"XIMOAPM3A
BOA
"YEPBOHA

3IPKA"

Ykpaina

MPAT "XIMOPAPM3ABO/[

"UEPBOHA 3IPKA"

Ykpaina

BHECEHHS 3MiH [0 peecTpaLinHmx
Marepianis: 3miHu | Tuny - 3MiHK LWoA0
6e3nekn/edrekTMBHOCTI Ta thapmakoHarnagy.
3MiHa y KOpOTKili XapakTepmcTuyj
nikapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta
IHCTPYKLU|i 4118 MeANYHOro 3acTOCYBaHHA Ha
nigcTasi peryaspHO OHOB/HOBAHOIO 3BITY 3
6e3nekun nikapcbkoro 3acoby, abo
focnifmkeHb 3 6e3nekn 3acToCyBaHHs
nikapcbKoro 3acoby B nicispeecTpavyiiHmi
nepiog, abo Ak pe3ynbTaTt OLiHK/ 3BTy 3
nocnigpkeHb, NpoBeAeHuX BigNoBigHO A0
nnaHy negiatpnyHux gocnigpkeHs (PIP)
(3MiHy y3rofkeHO 3 KOMMETEHTHUM
YNOBHOBaXXEHUM OpraHoM) 3MiHN BHECEHO
00 IHCTPYKLiT 4519 MeAMYHOr0o 3aCTOCYBaHHS
nikapcbkoro 3acoby y po3gin “3acTocyBaHHS
y nepiof BariTHOCTI abo rofyBaHHs rpyaa”
BiANOBIAHO [0 OHOBMEHOI iHGopMaLi 3
6e3neku Aitoyoil peHOBUHH.
BBefeHHS 3MiH NPOTAroM 6-Tu MicALiB nics
3aTBEPAKEHHSA. 3MiHu | TRy -
AAMiHICTpaTMBHI 3MiHW. 3MiHa
HalimeHyBaHHs Ta/abo agpecu 3asBHUKa
(BnacHvKa peecTpauiiHOro noceig4eHHs).
BBefeHHs 3MiH NpoTArom 6-T1 MicAuiB nicns
3aTBEPIKEHHS.
3MiHu | TUNY - AgMiHICTpaTUBHI 3MiHW. 3MiHa
HaliMeHyBaHHs Ta/abo agpecu Micus
NPOBaPKEHHS AiS/IbHOCTI
BMPOGHMKa/iMnopTepa roToBoro /likapcbkoro
3ac00y, BKIOYAKUN [iTbHUL BUNYCKY cepil
abo Mmicue NpoBefieHHs KOHTPOJO SAKOCTI.
(aisnbHICTb, 3a AKy Bignosigae

3a
peyernmom

He
niosnsie
ae

UA/14791/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pekna
myBaH
HS

Homep
peecmpayitiHo2o
nocsioYyeHHs1

BMPOBGHUK/iIMNOpPTEP, BK/THOYAKOUM BUMYCK
cepiii) 3miHa HaliMeHyBaHHs BUpoOHuKa N3
Ta 3MiHWM Y HanucaHHi agpecn BUPOOHMKa
'N3. 3MiHW BHECEHO [0 iHCTPYKUiT Ans
MeAMYHOro 3acToCyBaHHA NikapCbKoro
3acoby y po3ginv "BupobHuk" Ta
"MicLe3HaxomkeHHs1 BUpOGHMKa Ta ioro
agpeca Micus NpoBafkKeHHs AisnbHoCTI" 3
BiANOBIAHMMM 3MiHAMW B TEKCTI MapKyBaHHS
yNakoBOK /liKapCbKoro 3acoby. BeeaeHHs
3MiH NPOTArom 6-Tu MicaLiB nicns
3aTBEPMKEHHSA. 3MiHKM | TNy - 3MiHK Woao
6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsagy
(iHWi 3MiHW) 3MiHM BHECEHO [10 TEKCTY
MapKyBaHHS BTOPUHHOI YNakoBKu
nikapcbKoro 3acoby n. 3 Tan. 17. BBegeHHs
3MiH NPOTArom 6-Tu MicaLiB nicns
3aTBEPAKEHHSA

178.

DTYKOHA3O0/1-
KP

kancynu no 150 mr,
no 1 kancyniy
6nictepi; no 1, abo
2, abo 4 6nictepn y
naJi 3 KapToHy

MPAT
"XIMOAPM3A
BO/
"YEPBOHA

3IPKA"

YKpaiHa

MPAT "XIMOPAPM3ABO/

"YEPBOHA 3IPKA"

YkpaiHa

BHECEHHS 3MiH 0 peecTpavinHmx
MaTtepianis: 3miHu | TMny - 3MiHK WoOA0
6e3nekn/ethekTMBHOCTI Ta thapmakoHarnsgy.
3MiHa y KOpOTKili XapakTepucTuj
NiKapcbKoro 3acoby, TEKCTI MapKyBaHHA Ta
IHCTPYKLi 415 MeAUUYHOTo 3aCTOCYBaHHSA Ha
nigcTasi perysisipHO OHOB/THOBAHOIO 3BITY 3
6e3nekun nikapcbkoro 3acoby, abo
AocnimpkeHb 3 6e3nekn 3acTocyBaHHS
nikapcbKoro 3acoby B Mic/speecTpaviiiHmi
nepiog, abo Sk pe3ynbTart OLiHKM 3BITY 3
JocnigpKeHb, NPoBeAEeHNX BIANOBIAHO A0
nnaHy neaiatpnyHux gocnigpkeHs (PIP)
(3MiHy y3rokeHo 3 KOMMETEHTHUM
YNOBHOB&XEHNM OpraHoM) 3MiHN BHECEHO
[0 IHCTPYKUIT 415 MEeAUYHOrO 3aCTOCYBaHHS
nNiKapcbkoro 3acoby y po3ain "3acTtocyBaHHs
y nepioa BariTHOCTI abo rogyBaHHs rpyaat”
BiANOBIAHO [0 OHOBMEHOT iHGhopMaL;i 3
6e3nekun 4ityoi pevyoBUHN.
BBefeHHs 3MiH NpoTArom 6-T1 MicAuiB nicns
3aTBepMKeHHS. 3MiHn | Tuny -
AAMIHICTpaTVBHI 3MiHW. 3MiHa
HallMeHyBaHHs Ta/abo agpecu 3asBHUKa
(BNacHvKa peecTpauiiHoro nocBifYeHHs).
BBefeHHs 3MiH NPOTAroM 6-Tu MicALiB nicas
3aTBEPLKEHHS.
3MiHu | TUNY - AgMiHICTpaTUBHI 3MiHW. 3MiHa
HaliMeHyBaHHs Ta/abo agpecy Micus
NPOBaKEHHSA AiS/IbHOCTI

Ne 1 — 6e3
peyenma;
Ne 2, Ne 4 -
3a
peyenmom

He
nionsie
ae

UA/14791/01/02
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pekna
myBaH
HS

Homep
peecmpayitiHo2o
nocsioYyeHHs1

BMPO6GHMKa/iMnopTepa roToBoro Jlikapcbkoro
3aco0by, BK/IYauu AinbHuULUI BUNycky cepii
abo Micue NpoBeAEeHHS KOHTPOJHO SIKOCTI.
(misnbHICTb, 3a AKy Bignosigae
BUPOGHMK/iMNOPTEp, BK/IOYAKOUN BUMYCK
cepiit) 3miHa HaliMeHyBaHHS BUpo6HYKa 13
Ta 3MiHWM Y HanMcaHHi agpecu BUPOOHNKa
'N3. 3MiHW BHECEHO [0 IHCTPYKUIT Ansa
MeLMYHOro 3aCTOCYBaHHA NiKapCbKoro
3aco6y y po3ainu "BupobHuk" Ta
"MicLe3HaxomKeHHs BUpOGHMKa Ta iioro
agpeca Micus NpoBafpKEHHNA Ais/IbHOCTI" 3
BiAMNOBIAHVMMM 3MiHaMW B TEKCTi MapKyBaHHS
ynakoBOK flikapcbKoro 3acoby. BBegeHHs
3MiH NPOTArom 6-Tn Micsuis nicns
3aTBep/MKeHHs. 3MiHu | Tuny - 3MiHW Woao
6e3nekn/edheKTUBHOCTI Ta papmakoHarnsgy
(iHWi 3MiHM) 3MiHM BHECEHO [0 TEKCTY
MapKyBaHHSA BTOPUHHOI yakoBKW
nikapcbKoro 3acoby n. 3 Tan. 17. BBefeHHsA
3MiH NPOTArom 6-Tn Micauis nicns
3aTBEPAKEHHSA

179.

DOPKAN®

Mas3b, 3 MKr/r; no 30
raéono 100ry
Ty6ax; no 1 Ty6i B
KapTOHHIA ynakoBL,i

TOB
«MMEA®APM
NTO»

YKpaiHa

KYCYM XENTXKEP MBT
T

IHais

BHECEHHS 3MiH [J0 peecTpaLiinHmx
marepianis: 3mMiHu | TUny - 3MiHK LWOA0
6e3nekn/edheKTUBHOCTI Ta hapMakoHarnsgy.
3MiHW Y KOPOTKill XapakTepucTuLi
NiKapcbKoro 3acoby, TEKCTi MapKyBaHHA Ta
IHCTPYKUT 4719 MeANYHOro 3acTOoCyBaHHA
reHepuyHuX/ribpuaHnx/6ionodibHmx
NiKapcbknx 3aco6iB Nic/isi BHECEHHS Tiel
camoi 3MiHM Ha peddepeHTHUIA Nnpenapar
(3MiHa He NOTpebye HaAAHHS XOAHUX HOBUX
[04aTKOBMX AaHKX). 3MiH/ BHECEHO A0
IHCTPYKUT 4719 MeANYHOro 3acTOCyBaHHSA
nNiKapcbkoro 3acoby y po3zainv
"MpoTrnokasaHHsA", "B3aemMogis 3 iHWNMKN
nikapcbkMu 3acobamu Ta iHLWi BUau
B3aemogii", "Ocob/IMBOCTi 3aCTOCYBaHHA",
"3acTocyBaHHs y nepiog, BarirTHocTi abo
rogyBaHHs rpyaar”, "34atHicTe BNBaTtm
Ha LWWBUAKICTb peakLii Npu kepyBaHHi
aBTOTPAHCMOPTOM ab0 iHWMMKN
MexaHismamu", "Cnoci6 3acTocyBaHHA Ta
nosun”, "Oitn ", "Mepeno3syBaHHa", "Mo6IYHI
peakuii" 3rigHo 3 iHdhopmaLjieto Wwoa0
MeAMYHOr0o 3acTOCYBaHHS ped)epeHTHOro
nikapcbkoro 3acoby (Silkis 3 micrograms per
g ointment). BBefeHHs 3MiH NpoTArom 6-Tu

3a
peyenmom

He
nionsie
ae

UA/0081/02/01
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pekna
myBaH
HS

Homep
peecmpayitiHo2o
nocsioYyeHHs1

MiCALIB MiC/1A 3aTBEPMKEHHS. - 3MiHM | Tuny
- 3MiHM Wwoao 6e3nekn/edhekTUBHOCTI Ta
hapmakoHarnagy. BHeceHHss a6o 3MiHa(u)
[0 3060B'A3aHb Ta YMOB BuAaui
peecTpauiiHoro NocBiAYeHHs, BKIKOYaUN
MnaH ynpaBniHHA py3nkamu (3aCTOCyBaHHS
TEKCTY, AKUIA NOTOMKEHUI 3 KOMNETEHTHUM
opraHom). 3asBHMKOM HajaHO OHOBEHWIA
Mnax ynpaeniHHs pu3vkamu Bepcis 2.0.
3MiHM BHECEHO A0 YacTuH: | «3arasibHa
iHchopmavis» 1l «Cneuudikauist 3 6e3nekn»
V «3axoaun 3 MiHimizavii pu3vkis» VI
«Pe3tome nnaHy ynpasniHHA pusmkamu» VI
«Jopatkn» (fopatku 1-8) y 3B’A3Ky 3
OHOBJ/IEHHAM iHdOpMaLii 3 6e3nekun gjtoyol
PEYOBUHM KasTbLMTPION BiMNOBIAHO A0
aKTyasnbHOI pethepeHTHOT iHpopmalii, a
TakoX Y 3B'A3KY i3 3MiHOIO dhopmaty
BignoBigHO Ao Bumor Evaluation Guidance
on the format of the risk management plan
(RMP) in the EU — in integrated format. 31
October 2018 EMA/164014/2018 Rev.2.0.1
accompanying GVP Module V Rev.2 Human
Medicines). Pe3tome MNnaHy ynpasniHHA
pvi3nkamm Bepcis 2.0 gogaeTbes. - 3MiHu |
Tuny - 3MiHK Woao 6e3nekn/etpeKTUBHOCTI
Ta chapmakoHarnagy (iHwi 3miHun). 3MiHun
BHECEHO [0 iHCTPYKLIT 415 MeanyHoro
3acTocyBaHHA NiKapcbKoro 3acoby y po3ain
"Mo6iuHI peakwuji" WoA0 3BITYBaHHS NPO
nob6iuHi peaxuii. BBegeHHs1 3MiH NpoTsArom 6-
TV MicALIB Nicsa 3aTBepAKEHHSA

180.

®OPMOTEPO/1
IBIXEWNEP

NOPOLLIOK A/1A
iHranauin 12
MKr/go3a; no 120
003 (12 mkr/gosy) B
iHransTopi 3
3aXMCHUM
KOBMaYKoM y
namiHoBaHoOMy
naketi; no 1
namiHoBaHoMy
nakeTy B KapTOHHii
Kopo6ui; no 120 o3
(12 wmkr/po3y) B
iHransTopi 3
3aXMCHUM
KOBMayKoM y

OpioH
KopnopeWiLH

PiHNAHAIA

OpioH KopriopeliluH

PiHNAHAIA

BHECEHHS 3MiH [0 peecTpaLinHmx
Marepianis: 3miHu | Tuny - 3MiHK LWoA0
6e3nekun/edekTBHOCTI Ta hapMakoHariagy
(IHLWi 3MiHW).

OHOB/IEHHS TEKCTY MapKyBaHHS yNakoBK/
nikapcbKoro 3acoby, a came: BUy4YeHHs
iHchopMmawii, 3a3Ha4eHOol PoCiiCbKO MOBOI,
BWy4YEHHS iHdhopmau,ii npo odiliiHoro
napTHepa B YkpaiHi «TOB «tOPIA-GAPM»,
a TaKoX BHECEHO 3MiHV B TEKCT MapKyBaHHsI
NepBMHHOT YNakoBKM (lTaMiHOBaHWI nakeT —
NYHKT 6) Ta BTOPUHHOT YNakoBKuW (NyHKTA 3,
5,9, 17).

3a
peyermom

UA/14856/01/01
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Ne Hassa ®dopma BUnycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKA Bionycky MyBaH | peecmpayiliHo2o
3acoby ynakoska) Hs nocsioYyeHHs1
namiHoBaHoOMy
naketi; no 1
namiHoBaHoMy
nakeTy Ta
3aXMCHOMY
KOHTeliHepy ans
iHransTopa B
KapTOHHI KOopoo6Li
181. | POCPHOKOK rpaHynv ans Mictpan AHrnis Nabiana ®apmacbloTikasc, Icnanis BHECEHHS 3MiH [0 peecTpaLinHmx 3a UA/20101/01/01
0opaibHOro PO34UHY Kenitan C.Ny. Marepianis: 3miHu | TUny - 3MiHK LWoA0 peyenmom
no3r; MeHeKMeHT 6e3nekun/edhekTBHOCTI Ta hapMakoHarniagy
no 8 r rpavyny Nimiteq (iHWi 3MiHM). 3MiHW BHECEHO B TEKCT
cawe; no 1 a6o 2 MapKyBaHHA BTOPUHHOT YNakoBKu
calle B KapTOHHii nikapcbKoro 3acoby n. 17. «IHLWE».
nauuj
182. | LENYNAP PO34MH A4 iH ek MpuBatHe Ykpaina MpuBaTHe akujioHepHe Ykpaina BHECEHHS 3MiH [0 peecTpaviinHmx 3a UA/17259/01/01
no 2 M B amny/ii; akuioHepHe TOBapuCTBO “Jlekxim — MaTtepianis: 3miHu | TMny - 3MiHK WoA0 peyenmom
no 5 amnyny TOBapUCTBO Xapkis” 6e3nekn/edpeKTUBHOCTI Ta hapMakoHarisgy
6nicTepi; no 1 “NlekxiMm — (iHWi 3miHM). OHOBNEHHSA TEKCTY
6nictepy B nauui Xapkis” MapKyBaHHS1 NEPBMHHOI Ta BTOPUHHOI
yNakoBOK MikapcbKoro 3acoby, a came:
YTOUYHEHHS iHdhopMaii B N. 3 BTOPUHHOT
yNakoBKW; BUYyYEHHS iHhopMaLiT LLoao
B/IaCHMKa Toprosoi mapku; B . IHLWE
KOHKpeTun3aLis iHLWOT TeXHIYHOT iHdhopMaLii
Ta BHECEHI pefakLiiiHi NpaBKM Mo TEKCTY
MapKyBaHHS ynakoBOK. TepMiH BBEAEHHS
3MiH NPOTArom 6 Micsuis nicns
3aTBEPKEHHS.
183. | FOHIMAK® PO34MH ONs iH'EKUIN, "HOHiK IHgis "HOHiK ®apmacbioTrKas IHais BHECEHHS 3MiH 40 peecTpauiiHnX 3a He UA/9838/01/02
350 mr/mn: no 20 mn | PapmacboTUK Na6opaTtopi3" (BigaineHHs mMaTtepianis: 3MiHu | TUNY - 3MiHU 3 AKOCTI. peyenmom nionsie
B amnyni; no 5 an ipmu "Ox. b. Kemikans [oToBWI Nikapcbknii 3aci6. Cuctema ae
amnyn Ha NoTKy; No Nab6opaTtopis" eHf PapmacbloTmkani3 KOHTeliHep/3aKynoproBasibHUIA 3aci6. 3mMiHa
1 NOTKy B KAPTOHHiIl (BipaineHHs nrp.™) pO3Mipy yNakoBKM roTOBOrO J1iKapCbKoro
Kopo6Li; no 50 mn cipmm "Ox. B. 3acoby (BUNYyYEHHS YNakoBKW NEeBHOIo
a6o no 100 mn, abo Kemikans eHpg, PO3Mipy) - BUTyYEHHS YNakoBKK ch/iakoH Mo
no 200 mn, y PapmacboTUK 500 M1 Nel (no 500 mn y chnakoHi; no 1
thnakoHi; no 1 ans3 /itg.") thnakoHy B KopobLi) ans go3sysaHHsA 350

onakoHy B KOPOOLi

Mr/MA1. Y 3BA3KY 3 MapKeTUHIOBOIO
NOJIITUKOI0 KOMMNaHiil. TakoX y 3BA3KY i3
3anpornoHOBaHO 3MIHOK BHOCATLCS
YTOUYHEHHS A0 crneungikauii Ta meToais
KOHTpOs1t0 B MKSA 3@ NOKa3HUKOM “"MeXxaHi4Hi
OOMILLKW", & caMe BUTyYeHHs "ans
cnakoHiB no 500 mMa". 3MiHN BHECEHO B
po3ain "Ynakoska" B iIHCTPYKLitO Ans
MeMYHOro 3aCTOCYBaHHA NiKapCbKoro
3aco0y y 3B°A3KY 3 BUJTyYEHHAM NEBHOro
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Ne Hassa ®dopma BUnycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKA Bionycky MyBaH | peecmpayiliHo2o
3acoby ynakoska) Hs nocsioYyeHHs1
PO3Mipy YNakoBKW, SiK HACMILOK - BUNYYEHHS
TEKCTY MapKyBaHHS BifMoBIAHOI yNakoBKM.
BBefieHHs1 3MiH NpoTArom 6-T1 MicAuiB nicns
3aTBEPAKEHHS.
184. | FOHIMAK® PO34UH ON151 iH'EKLLNA, "HOHIK IHais "HOHiIK ®apmacbioTuKas IHais BHECEHHS 3MiH [J0 peecTpaLiinHmx 3a He UA/9838/01/01
300 mr/mn: no 20 ma | PapmacbloTvK Na6opaTtopi3" (BigaineHHs marepianis: 3MiHu | TUny - 3MiHK 3 AKOCTI. peyenmom nionse
B amnyni; no 5 an dipmm "Ox. B. Kemikans [oTOBWIA Nikapcbkmii 3aci6. Cuctema ae
amnyn Ha NnoTKy; No Na6opaTopiz" eHf PapmacbioTrKani3 KOHTelHep/3aKynoptoBasibHUiA 3aci6. 3MiHa
1 NOTKy B KAPTOHHiIl (BigAineHHs nra.") pO3Mipy ynakoBK/ roTOBOTO J1iKapCbKOro
kopo6ui; no 50 mn, chipmm "Ox. B. 3aco6y (BWyYEHHS yNakoBKM NMEBHOMO
a6o no 100 mn, abo Kemikans eHg, pO3Mipy) - BUNYYEHHS YNakoBKX ¢psiakoH Mo
no 200 mny PapmacboTVK 500 mn Nel (no 500 mny donakowi; no 1
thnakoHi; no 1 ans /itg.") chniakoHy B KOpob6Lji) ans go3yBaHHsA 350
hnakoHy B KOPOOL Mr/MA. Y 3BA3KY 3 MapKETUHIOBOKO
NOJIITUKO KOMMaHii. TakoX y 3BSA3KY i3
3anpornoHOBaHOK 3MiHOK BHOCATLCSA
YTOYHEHHSA A0 cneuundikauii Ta MeTosiB
KOHTPOsI10 B MKHA 3a NOKa3HUKOM “"MexaHi4Hi
OOMiLLKM", & caMe BUTyYeHHs "ans
dhnakoHiB no 500 mMn". 3MiHN BHECEHO B
po3gin "Ynakoska" B iHCTPYKLitO AnA
MeAMYHOro 3acTOCyBaHHA NiKapCbKoro
3aco0y y 3B°A3Ky 3 BUTYYEHHAM NEBHOM0
PO3Mipy yNakoBKuW, SIK HACAIAOK - BUSTYYEHHS
TEKCTY MapKyBaHHS BifMOBIAHOI yNakoBKu.
BBefeHHS 3MiH NPOTAroM 6-Tu MicALiB nics
3aTBEPKEHHS.
185. | FOHINAK® PO34UH ON15 iH'EKLLN, "HOHIK IHAjA "HOHIK ®apmacbioTuKaU IHAjA BHECEHHS 3MiH [0 peecTpaviinHmx - UA/9839/01/02
350 mr/mn, in bulk: dapmacboTuK Nab6opatopi3" (BiggineHHs MaTtepianis: 3miHu | TMNy - 3MiHK 3 AKOCTI.
no 20 mn B amnyni; an ipmm "Ox. B. Kemikans [oTOBWIA Nnikapcbkmii 3aci6. Cuctema
no 500 amnyn B Na6opaTtopiz" eHf PapmacbioTmKa3 KOHTelHep/3aKynoptoBasibHWiA 3aci6. 3MiHa
KapTOHHI KopobLyj; (BipfineHHs nra.") pO3Mipy yNakoBK/ roTOBOrO NiKkapCbKoro
in bulk: no 50 mny chipmm "Ox. B. 3ac06y (BUyYEHHS YNakoBKN NEBHOTO
dhnakoHi; no 100 Kemikan3s eHp, PO3Mipy) - BUNYYEHHS YNakoBKK ¢psiakoH no
oNakoHiB y dapmacboTuK 500 mn Nel (no 500 mn y chnakoHi; no 1
KapTOHHI KOpooLyi an3 itg.") donakoHy B KOPO6L,) 415 fo3yBaHHSA 350
Mr/MA. Y 3BA3KY 3 MapKeTVHIOBOIO
NOITUKOO KOMMNaHiil. TakoX y 3BA3KY i3
3anponoHOBAHO 3MiHO BHOCATLCS
YTOUYHEHHA [0 creundikaLii Ta MeToais
KOHTPOs10 B MKA 3@ NOKa3HUKOM "MeXxaHi4Hi
OOMiLLKW", a came BUTyYeHHs "ans
thnakoHis no 500 mn". BBeAeHHA 3MiH
NPOTArom 6-Tv MicALIB MiC/A 3aTBEPAKEHHS.
186. | FOHIMAK® PO34MH ONs iH'EKUIN, "HOHiK IHgis "HOHiK ®apmacbioTrKas IHais BHECEHHS 3MiH 40 peecTpauiiHnX 3a UA/9838/01/01
300 mr/mn; no 20 mn | PapmacboTUK Na6opaTtopi3" (BigaineHHs mMaTtepianis: 3MiHu | TUNy - 3MiHU 3 AKOCTI. peyenmom
B amnyni; no 5 an ipmu "Ox. B. Kemikans [oTOBWIA NiKapcbkuii 3aci6. KoHTpob
amnys Ha /10TKy; Mo Jlaboparopis" eHg PapmacboTukan3 rOTOBOIO J1iKapCbKOro 3acoby. 3miHa




149

Ne Hassa ®dopma BUnycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKA Bionycky MyBaH | peecmpayiliHo2o
3acoby ynakoska) Hs nocsioYyeHHs1
1 NOTKy B KQPTOHHIl (BipgineHHs nrp.") napameTpiB cneuwudikauii Ta/abo
Kopo6ui; no 50 mn, ipmn "Ox. B. O0NYyCTUMUX MEX rOTOBOrO J1iKapCbKoro
a6o no 100 mn, abo Kemikan3s eHg, 3aco6y (iHwi 3MiHK) CynyTHA 3MiHa - 3MiHK 3
no 200 mny dapmacboThK AKocTi. [oToBMIA Nnikapcbkuii 3aci6. KoHTponb
dhnakoHi; no 1 ans itp.") roTOBOrO JliKapcbKoro 3acoby. 3miHa y
h1akoHy B KOPOOGL mMeTofax BUNPo6yBaHHS roTOBOro
NikapcbKoro 3acoby (iHWi 3MiHM y MeToAax
BMNpobyBaHb (BK/OUakoUM 3amMiHy abo
[OMNOBHEHHS)) NpuBeAeHHsA cneuudikadii Ta
MeTOZiB KOHTPOJ1t0 rOTOBOTO NiKapCbKOro
3acoby (MKS), wo 3aTBepaXeHi B YkpaiHi,
[10 OHOB/IEHMX MaTepianis BUPO6HMKa,
pefakuiiiHi npaskn y cneumdikaii Ta
MeTogax KoHTponto 'N13.
BBefeHHs 3MiH NpoTArom 6-T1 MicAuiB nicns
3aTBEPMKEHHS. 3MiHM | TUny - 3MiHKW 3
sKoCTi. [oTOBWMIA Nikapcbkuii 3aci6. KoHTponb
rOTOBOrO /iKapCbkoro 3acoby (iHLLi 3MiHK)
OHOBJIEHHA BXE 3aTBEPMKEHNX MEeTOAIB
KOHTPOJO SIKOCTI JliKapCbKoro 3acoby, a
came: BUKNALEHHS TEKCTY AEPXKaBHO
MOBOIO 3[ifJHO Cy4aCHNX BUMOT 3 BHECEHHSIM
pefakuifiHuX NpaBoK y po3ainuv “YnakoBka’
Ta “MapkyBaHHA". BBefileHHS1 3MiH NPOTArom
6-TN MicALIB Nic/1a 3aTBEPAKEHHS.
187. | FOHIMAK® PO34UH A1 iH'EKLLNA, "HOHIK IHais "HOHIK ®apmacbioTuKas IHais BHECEHHS 3MiH [J0 peecTpaLiinHmx 3a UA/9838/01/02
350 mr/mn: no 20 mn | PapmacbloTvK Na6opaTtopi3" (BiggineHHs marepianis: 3MiHu | TUny - 3MiHK 3 AKOCTI. peyenmom
B amnyni; no 5 an dipmm "Ox. B. Kemikans ["oTOBWIA Nikapcbkuii 3aci6. KoHTponb
amnyn Ha noTKy; no Na6opartopiz"” eHp PapmacboTrkan3 roTOBOrO /liKapcbKoro 3acoby. 3miHa
1 NOTKy B KAPTOHHiIN (BigAineHHs nra.") napameTpiB cneuudikauii Ta/abo
kopo6ui; no 50 mn chipmm "Ox. B. [ONYCTUMMX MEX FOTOBOTO NiKapCbKoro
a6o no 100 mn, abo Kemikans eHg, 3aco6y (iHWi 3miHK) CynyTHA 3MiHa - 3MiHK 3
no 200 mn, y PapmMacboTuK AKOCTi. [oTOBMIA Nikapcbkuii 3aci6. KoHTponb
chnakoHi; no 1 ans /itg.") roTOBOrO JliKapcbKoro 3acoby. 3miHa y

hnakoHy B KOPOOL

mMeToAax BUNpo6yBaHHSA rOTOBOrO
NikapcbKoro 3acoby (iHLWi 3MiHM y MeTodax
BMNpoOyBaHb (BK/OUaoUM 3amiHy abo
[ONOBHEHHS)) NpUBEAEHHSA creundikauii Ta
MeTOZiB KOHTPOJII0 FOTOBOrO J1iKapCbKOro
3acoby (MKS), wo 3aTBepaXeHi B YkpaiHi,
[0 OHOBMIEHNX MaTepiasniB BUPOOHUKA,
pefakuiiHi npaskn y cneumdikavii Ta
MeTogax KoHTposnto M13.
BBefeHHs 3MiH NPOTAroM 6-Tu MicALiB nicas
3aTBEPMAKEHHS. 3MiHM | TNy - 3MiHK 3
AKocTi. [oToBMIA Nnikapcbkuii 3aci6. KoHTponb
roTOBOrO NikapCbKoro 3acoby (iHLi 3MiHK)
OHOBJ/IEHHS BXE 3aTBEPKEHUX METOLIB
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Ne Hassa ®dopma BUnycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKA Bionycky MyBaH | peecmpayiliHo2o
3acoby ynakoska) Hs nocsioYyeHHs1
KOHTPOJIO SIKOCTi /liKapCcbKoro 3acoby, a
came: BUKNafEeHHS TEKCTY AePXKaBHO
MOBOIO 3iJHO Cy4aCHUX BUMOT 3 BHECEHHAM
pefakuifiHuX NpaBoK y po3Ainuv “YnakoBka’
Ta “MapkyBaHHsA". BBejeHHS 3MiH NPOTAroM
6-TV1 MiCALLIB MiC/1A 3aTBEPLKEHHS.
188. | FOHIMAK® PO34MH A8 iH'EKLN, "HOHiK IHais "FOHik ®apmacbioTukan IHais BHECEHHS 3MiH 0 peecTpaLinHmx - UA/9839/01/01
300 mr/mn; in bulk: dapmacboTUK Nab6opatopi3" (BiggineHHs MaTtepianis: 3miHu | TMNy - 3MiHU 3 AKOCTI.
no 20 mn B amnyni; an dipmm "Ox. B. Kemikans ["oTOBMIA NiKapcbkunii 3aci6. KoHTponb
no 500 amnyn B Na6opaTtopiz" eHg ®apmacbloTrKans roTOBOrO JliKapCcbKoro 3acoby. 3MiHa
KapTOHHI Kopo6Lyj; (BipfineHHs nra.") napameTpiB cneuudikauii Ta/abo
in bulk: no 50 mny cipmm "Ox. B. [ONYCTUMNX MEX FOTOBOTO NiKapCbKoro
chnakoHi; no 100 Kemikans eHg, 3aco06y (iHwi 3MiHK) CynyTHSA 3MiHa - 3MiHN 3
hNnakoHIiB y dapmacboTUK siKoCTi. FoTOBWMIA Nikapcbkuii 3aci6. KoHTponb
KapTOHHI Kopobui ans /ita.") roTOBOrO J1iKapCbKOro 3acoby. 3miHa y
mMeToAax BUNpobyBaHHSA roTOBOrO
nikapcbKoro 3acoby (iHwi 3MiHM y MeTogax
BMNpobyBaHb (BKIOUaUM 3amiHy abo
[OMNOBHEHHS)) NpuBeAeHHA cneuudikawii Ta
MeTOZjiB KOHTPO/I0 rOTOBOTO NiKapCbKoro
3acoby (MKS), o 3aTBepaxeHi B YkpaiHi,
[10 OHOBJIEHVX MaTepianiB BUPO6HMKa,
pefakuiiiHi npaBkM y cnevumdikavii Ta
MeTogax KoHTposnto 3.
BBefeHHs 3MiH NpoTArom 6-T1 MicAuiB nicns
3aTBEPLXKEHHSA. 3MiHU | TUNY - 3MiHK 3
AKOCTi. [oTOBMIA Nikapcbkuii 3aci6. KoHTponb
rOTOBOrO Jlikapcbkoro 3acoby (iHLWi 3MiHK)
OHOBJ/IEHHA BXE 3aTBEPMXEHNX MeTOAIB
KOHTPO/IO SIKOCTi JTiKapCbKOro 3acoby, a
came: BUKNafEeHHSA TEKCTY AepXaBHOI0
MOBOHO 3TiJHO Cy4aCHMX BUMOT 3 BHECEHHSIM
pefakuifiHuX NpaBoK y po3ainm “Ynakoska”
Ta “MapkyBaHHs". BBefileHHS1 3MiH NPOTArom
6-TN MiCALLIB Nic/1a 3aTBEPKEHHS.
189. | FOHINAK® PO34NH A5 iH'EKLN, "HOHiK IHAis "FOHik ®apmacbioTukan IHAain BHECEHHS 3MiH [0 peecTpalinHmx - UA/9839/01/02
350 mr/mn; in bulk: PapmacboTUK Na6opaTtopi3" (BigaineHHs mMaTtepianis: 3MiHu | TUNY - 3MiHU 3 AKOCTI.
no 20 mn B amnyni; an dipmn "Ox. B. Kemikana [OTOBWIA Nikapcbkuii 3aci6. KoHTposb
no 500 amnyn B Nab6opaTopis" eHf PapmacbloTrkani3 roTOBOrO NiKapCbKOro 3acoby. 3miHa
KapTOHHI Kopo6Lyj; (BipgineHHs nrp.") napameTpiB cneuudikauii Ta/abo
in bulk: no 50 mny ipmn "Ox. B. [0NYyCTUMMX MEX FOTOBOIO JiKapCbKOro
chnakoHi; no 100 Kemikan3s eHg, 3aco6y (iHwi 3MiHK) CynyTHSA 3MiHa - 3MiHK 3
onakoHiB y PapmacboTUK sKocTi. [oToBWMIA Nnikapcbkuii 3aci6. KoHTponb
KapTOHHIlA KOopooLi an3 itp.") roToOBOro NikapcbKoro 3acoby. 3miHa y

mMeTofax BUNPOOyBaHHS roTOBOro
nikapcbKoro 3acoby (iHLWi 3MiHM y MeToAax
BUNPO6YBaHb (BK/OHAKOUM 3aMiHy abo
[OMNOBHEHHS)) NpuBeAeHHs cneuudikawii Ta
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Ne Hassa ®dopma BUnycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Pekna Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKA Bionycky MyBaH | peecmpayiliHo2o
3acoby ynakoska) Hs nocsioYyeHHs1

MeTOZiB KOHTPOJ1t0 FOTOBOTO NiKapCbKOro
3aco6y (MKS), o 3aTBepxeHi B YKpaiHi,
[10 OHOB/IEHWX MaTepianis BUPO6HMKA,
pefakuiiiHi npaBkm y cneumdikaii Ta
MeTogax KoHTponto MN13.
BBefieHHs1 3MiH NpoTArom 6-T1 MicAuiB nicns
3aTBEPMKEHHS. 3MiHW | TUny - 3MiHKW 3
sKoCTi. FoTOBWMIA Nikapcbkuii 3aci6. KoHTponb
rOTOBOrO /iKapCbkoro 3acoby (iHLLi 3MiHK)
OHOBJIEHHA BXE 3aTBEPMKEHNX MEeTOAIB
KOHTPOJO SIKOCTI JliKapCbKoro 3acoby, a
came: BUK/TafEeHHS TEKCTY [iepXXaBHO
MOBOIO 3[ifJHO Cy4aCHNX BUMOT 3 BHECEHHSIM
pefakuifiHuX NpaBoK y po3ainuv “YnakoBka’
Ta “MapkyBaHHA". BBefileHHS1 3MiH NPOTArom
6-TN MicALIB Nic/1a 3aTBEPAKEHHS.

*y pa3i BHeCeHHs1 3MiH 00 IHCMpYKYii npo medu4yHe 3acmocyBaHHs

B.o. Haua/bLHUKAa
dapManeBTUYHOr0 yIIpaB/IiHHA

Onekcanap I'PINEHKO
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