NEPENIK

Jonarok 2

no Hakazy MiHicTepcTBa OXOPOHH 3IOPOB’S
Vkpainn «[Ipo nepkaBHY peecTpamiio Ta
BHECEHHS 3MiH 0 peeCTpallifHuX MaTepialiB
JMiKapchKUX ~ 3aco0iB,  SAKi  3apeecTpoBaHi
KoMIeTeHTHUMHU opranamu Cronydyenux LlTatiB
Awmepuxy, [IBefinapcpkoi Kondenepanii,
Agcrpauii, €Bporeiicbkoro Coro3y»

Big 03 tpaBHs 2022 poky Ne 725

NIKAPCbKUX 3ACOBIB (MEAUWYHUX IMYHOBIOJIOINYHUX NMPEMNAPATIB), LLIOAO AKUX BYNIU BHECEHI 3MIHU
A0 PEECTPALIMHUX MATEPIATNIB, AKI BHOCATbLCA A0 AEP>XXABHOIO PEECTPY JIIKAPCbKUX 3ACOBIB

YKPAIHU, AKI SAPEECTPOBAHI KOMNETEHTHUMU OPTAHAMWU CMONYYEHUX LUTATIB AMEPUKW,

LUBEULAPCbHKOI KOH®EOEPALIL, ANOHII, ABCTPANII, KAHAOW, NIKAPCbKNX 3ACOBIB, LLO 3A

LLEEHTPANI3OBAHOIO NMPOLIEQYPOIO 3APEECTPOBAHI KOMNETEHTHUM OPFAHOM EBPOMEUCBLKOIo

(60) 0}

Ne Haszea ®Popma sunycky 3asieHUK Kpaina BupobHuk Kpaina Peecmpauitina npoyedypa Ymoeu Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, eidnycky |peecmpauyiliHo2
n 3acoby ynakoeka) 0 noceid4yeHHs
1. AOBEUT NMOPOLLIOK Ta Bakctep Al ABCTpis BTOPWHHE NaKyBaHHSA rOTOBOrO NikapCbKoro 3acoby Ta Benbria/ B.l.b.2.e, IB - 3amiHa cuctemu 3a UA/16801/01/01

PO3YMHHUK AN PO3YMHHMKA, YACTKOBUIA KOHTPOSb SIKOCTi FOTOBOMO LLsenuapis/ niymMnbHUKa Ta aHanisaTtopa peuenmom

po34nHy Ans nikapcbkoro 3acoby, BUNYyCK cepii rOTOBOro NikapCbKoro AscTpis/ kniTuH (CASY model) Ha

iH'ekuin, no 250 MO; 3acoby Ta po3unHHuKa: bakcanTta bengxiym Himeyumna aBTOMaTnyHe obnagHaHHs (Vi -

1 pnakoH 3 MaHydekTypiHr CA, Benbrisi; BUpoGHULTBO CELL) ans BUKOHaHHS

NOPOLLIKOM Y Hepo3dacoBaHOro NPoAyKTy, NEPBUHHE NaKyBaHHS koHTporto Cell Density, Cell

KOMMMeKTi 3 1 rOTOBOrO fiKapCbKOro 3acoby Ta YacTKOBUI KOHTPOIb Viability Ta Contamination B

dnakoHoM 3 SIKOCTi FOTOBOrO Nikapcbkoro 3acoby: bakcanTa npoueci BUPOOGHULTBA aKTUBHOI

PO34YMHHMKOM (BOAA MaHnydaktypuHr Capn, LLBenuapis; BUpobHULITBO PeYoBUHM OKTaKor anbda Ha

Ans iH'ekuin) no 5 Hepo3dacoBaHOro NPoAyKTy, NEPBUHHE NaKyBaHHS BVMPOGHMYOMY MangaHumKy

MnTanol roTOBOrO MikapCbKOro 3acoby Ta YacTKOBUI KOHTPOIb Neuchatel, LLisenuapis.

NPUCTOCYBaHHIO ANg SIKOCTi rOTOBOrO nikapcbkoro 3acoby: bakctep Al

po3BedeHHs ABCTPpIsi; YaCTKOBUIA KOHTPOIb SKOCTi FOTOBOTO

BAKCIKEKT Il y nikapcbkoro 3acoby: bakctep All, ABcTpis

Kopobui BMPOGHMLTBO, NEPBUHHE NaKyBaHHA Ta KOHTPOIb SKOCTI

po3uunHHuka: 3ircppig XamensH M'm6X, HimeyunHa

2. | ABBEUT NopoLLOK Ta Bakctep Al ABcTpis BTOPUHHE NaKyBaHHS FOTOBOrO NikapCbKoro 3acoby Ta Benbrisi/ B.l.b.2.e, IB - 3amiHa cuctemu 3a UA/16801/01/02

PO3YMHHUK AN PO3YMHHIMKA, YACTKOBMI KOHTPOMb SAKOCTi rOTOBOIO LLisenuapis/ niynnbHWKa Ta aHanisatopa peuernmom

PO34mMHY Ans nikapcbkoro 3acoby, BUNYCcK cepii FOTOBOro NikapCbkoro AscTpis/ kniTuH (CASY model) Ha

iH'exuin, no 500 MO; 3acoby Ta po3unHHuKa: BakcanTta Bengxiym HimeuunHa aBToMaTuyHe obnagHanHs (Vi -

1 dprakoH 3
MOPOLLIKOM Y
KOMMAEKTi 3 1
cdnakoHoM 3
PO34YMHHUKOM (BOda
ans iH'ekuin) no 5
mn Tano 1
NPUCTOCYBaHHIO ANs

MaHydpexkTypiHr CA, Benbrisi; BUpoOHULTBO
Hepo3dacoBaHOro NPoayKTYy, NEPBUHHE NaKyBaHHS
roTOBOrO fikapCbKoro 3acoby Ta YacTKOBUI KOHTPOIb
SIKOCTi rOTOBOrO nikapcbkoro 3acoby: bakcanTa
Manydaktypunr Capn, Lseruapisi; BUpobHMLTBO
Hepo3dacoBaHOro NPoAyKTY, NEPBUHHE MaKyBaHHS
rOTOBOrO fiKapCbKOro 3acoby Ta YacTKOBUI KOHTPOIb
SIKOCTi FOTOBOrO Nikapcbkoro 3acoby: bakctep AT,

CELL) ans BUKOHaHHSA
koHTpornito Cell Density, Cell
Viability Ta Contamination B

npoueci BAPOOGHMLITBA aKTUBHOI
PeYOBUWHM OKTaKor anbda Ha
BMPOBOHNYOMY MangaH4uKy
Neuchatel, LLisenyapis.
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MO; 1 cpnakoH 3
MOPOLLIKOM Y
KOMMAEKTi 3 1
¢nakoHoMm 3
PO34MHHUKOM (BOAA
ans iH'ekuin) no 5
Mn Tano 1
NPUCTOCYBaHHIO A1s
po3BefeHHs
BAKCIKEKT Il y
KopobLi

MaHydekTypiHr CA, Benbrisi; BUpoGHULTBO
Hepo3dacoBaHOro NPoayKTy, NEPBUHHE NaKyBaHHs
roTOBOrO fikapCbKoro 3acoby Ta YacTKOBWIA KOHTPOIb
SIKOCTi FOTOBOrO Nikapcbkoro 3acoby: bakcanTa
MaHnydaktypuHr Capn, LLBenuapisi; BUpobHULITBO
Hepo3cacoBaHOro NPOAYKTY, NepBUHHE NaKyBaHHS
roTOBOrO MiKapCbKoro 3acoby Ta YacTKOBWIA KOHTPOIb
SIKOCTi rOTOBOro Nikapcbkoro 3acoby: bakcrep Al
ABCTPIsl; YaCTKOBWUI KOHTPOSIb SIKOCTi FOTOBOTO
nikapcbkoro 3acoby: bakctep All, ABcTpis
BMPOBOHMLTBO, NEPBMHHE NaKyBaHHSA Ta KOHTPOMb SKOCTI
po3uunHHuka: 3ircppia XamensH Mm6X, HimeyunHa

CELL) ans BUKOHaHHS
koHnTponto Cell Density, Cell
Viability Ta Contamination B

npoueci BUPOGHMLTBA aKTUBHOI
PEYOBUHM OKTAKOT anbga Ha
BUPOGHMYOMY MaaaH4nKy
Neuchatel, LLsenuapis.

Ne Haszea ®Popma sunycky 3asieHUK Kpaina BupobHuk Kpaina Peecmpauyitina npoyedypa Ymoeu Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, sidnycky |peecmpauyiliHo2
n 3acoby ynakoeka) 0 noceidyeHHs1
po3BefeHHs ABCTpIfl; YaCTKOBUIN KOHTPOSb SKOCTi FOTOBOTO
BAKCIKEKT Il'y nikapcbkoro 3acoby: bakctep All, ABcTpis
KopobLi BMPOBOHMLTBO, NEPBMHHE NaKyBaHHS Ta KOHTPOMb SKOCTI
po34mHHuMKa: 3irdopig XamenosH Mvb6X, HimeyunHa
3. AOBEUT NMOPOLLIOK Ta Bakctep Al ABcTpis BTOPWHHE NaKkyBaHHS rOTOBOro Nikapcbkoro 3acoby Ta Bbenbrisi/ B.l.b.2.e, IB - 3amiHa cuctemm 3a UA/16801/01/03
PO3UYNHHUK AN PO3YUHHIMKA, YACTKOBMI KOHTPOMb SKOCTi rOTOBOro LLisenuapis/ nivynnbHMKa Ta aHanisatopa peuernmom
PO34MHY Ans nikapcbkoro 3acoby, BUNycK cepii roTOBOro NnikapCbKoro AscTpis/ kniTuH (CASY model) Ha
iH'ekuin, no 1000 3acoby Ta po3unHHuKa: bakcanTta bengxiym Himeyumna aBToMaTunyHe obnagHaHHs (Vi -
MO; 1 dpnakoH 3 MaHydekTypiHr CA, benbrisi; BAPoOHWULTBO CELL) ans BMKoHaHHSA
NOPOLLIKOM Y Hepo3dacoBaHOro NPoAyKTy, NepBUHHE NaKyBaHHS koHTporto Cell Density, Cell
KoMnnekTi 3 1 roTOBOrO fikapCbKOro 3acoby Ta YacTKOBUI KOHTPOIb Viability Ta Contamination B
dnakoHom 3 SKOCTi FOTOBOTO Nikapcbkoro 3acoby: bakcanTa npoueci BUPOOGHMLITBa aKTUBHOI
PO34YMHHMKOM (BOAa MaHnydaktypuHr Capn, LLBenuapisi; BUpobHULTBO peYvYoBMHM OKTaKor anbda Ha
ans iH'ekuin) no 5 Hepo3dacoBaHOro NPoAyKTy, NepBUHHE NaKyBaHHS BMPOGHMYOMY MangaHunKy
M Tano 1 rOTOBOrO fiKapCbKOro 3acoby Ta YacTKOBUI KOHTPOIb Neuchatel, Wsevuapis.
NPUCTOCYBaHHIO A11A SIKOCTi FOTOBOrO Nikapcbkoro 3acoby: bakctep AT,
po3BeeHHs ABCTpIfl; YaCTKOBWIN KOHTPOSb SIKOCTi FOTOBOrO
BAKCIPKEKT Il'y nikapcbkoro 3acoby: bakctep Al, ABCTpis
KopooLi BMPOOHMLTBO, NEPBMHHE NakyBaHHSA Ta KOHTPOMb SKOCTI
po34ymHHMKa: 3irdopig XamenosH Mvb6X, HimeyunHa
4. | AODBEUT NMOPOLLIOK Ta Bakctep Al ABCTpis BTOPWHHE NaKyBaHHSA rOTOBOrO NikapCbKoro 3acoby Ta Benbrisa/ B.l.b.2.e, IB - 3amiHa cuctemm 3a UA/16801/01/04
PO3YMHHUK ANg PO3YMHHUKA, YaCTKOBUIA KOHTPOSb SIKOCTi rOTOBOTO Lseviuapis/ niYvnbHWKa Ta aHanisatopa peuenmom
PO34mMHY Ans nikapcbkoro 3acoby, BUNyck cepii FoTOBOro NikapCbKoro AscTpis/ kniTuH (CASY model) Ha
iH'ekuin, no 1500 3acoby Ta po3umHHuKa: bakcanta benmxiym Himeyumna aBTOMaTnyHe obnagHaHHs (Vi -
MO; 1 cpnakoH 3 MaHydekTypiHr CA, Benbrisi; BUpobHULTBO CELL) ans BUKOHaHHS
NOPOLLIKOM Y Hepo3dhacoBaHOro NPoAyKTy, NepBUHHE NaKyBaHHS koHTporito Cell Density, Cell
KOMMMeKTi 3 1 rOTOBOrO MiKapCbKOro 3acoby Ta YaCTKOBUI KOHTPOIb Viability Ta Contamination B
dnakoHoM 3 SIKOCTi FOTOBOrO Nikapcbkoro 3acoby: bakcanTa npoueci BUPOOGHULTBA aKTUBHOI
PO34MHHMKOM (BOAA MaHydaktypuHr Capn, LLBeiuapisi; BUpoGHMLTBO peyoBUHU OKTaKor anbda Ha
Ans iH'ekuin) no 5 Hepo3sdacoBaHOro NPoAyKTy, NEPBUHHE NaKyBaHHS BVMPOGHMYOMY MangaHumKy
mn Tano 1 roTOBOrO MikapCbKOro 3acoby Ta YacTKOBUI KOHTPOIb Neuchatel, LLisenuapis.
NPUCTOCYBaHHIO ANs SIKOCTi FOTOBOrO Nikapcbkoro 3acoby: bakctep AT,
po3BeeHHs ABCTPpisi; YaCTKOBUIA KOHTPOIb SKOCTi FOTOBOTO
BAKCIKEKT Il'y nikapcbkoro 3acoby: bakctep All, ABcTpis
KopobLi BMPOOHMLTBO, NEPBMHHE NaKyBaHHSA Ta KOHTPOMb SKOCTI
po3uuHHuka: 3ircppig XamensH M'm6X, HimeyunHa
5. | ABBEUT NopoLLOK Ta Bakctep Al ABcTpis BTOPUHHE NaKkyBaHHs1 FOTOBOrO NikapCbkoro 3acoby Ta Benbrisi/ B.l.b.2.e, IB - 3amiHa cuctemu 3a UA/16801/01/05
PO3YMHHUK AN PO3YMHHMKA, YACTKOBUI KOHTPOSb SIKOCTi FOTOBOMO LLisenuapis/ niymnbHWKa Ta aHanisaTtopa peuenmom
pO34nHy Ang nikapcbkoro 3acoby, BUNyCcK cepii roTOBOro NikapCbKOro ABcTpisi/ kniTuH (CASY model) Ha
iH'ekuin, no 2000 3acoby Ta po3unHHuKa: bakcanta Bengxiym HimeuunHa aBToMaTuyHe obnagHanHs (Vi -
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Ne Haszea ®Popma sunycky 3asieHUK Kpaina BupobHuk Kpaina Peecmpauyitina npoyedypa Ymoeu Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, sidnycky |peecmpauyiliHo2
n 3acoby ynakoeka) 0 noceidyeHHs1
6. AOBEUT NMOPOLLIOK Ta Bakctep Al ABcTpis BTOPWHHE NaKyBaHHS rOTOBOro NikapcbKoro 3acoby Ta Bbenbrisi/ B.l.b.2.e, IB - 3amiHa cuctemm 3a UA/16801/01/06

PO3YMHHUK ANg PO3YMHHMKA, YaCTKOBUIA KOHTPOSIb SIKOCTi rOTOBOrO LLseviuapis/ nNiYvnNbHWKa Ta aHanisatopa peuenmom

po3unHy Ans nikapcbkoro 3acoby, BUMYCK cepii roTOBOro fikapCbkoro AscTpis/ kniTuH (CASY model) Ha

iH'ekuin, no 3000 3acoby Ta po3unHHuKa: bakcanTta bengxiym Himeyumna aBToMaTunyHe obnagHaHHs (Vi -

MO; 1 cpnakoH 3 MaHydekTypiHr CA, Benbrisi; BUpobHULTBO CELL) ans BUKOHaHHS

NOPOLLIKOM Y HeposdacoBaHOro NpoAyKTy, NepBUHHE NaKyBaHHA koHTporto Cell Density, Cell

KOMMMeKTi 3 1 roTOBOrO fikapCbKOro 3acoby Ta YaCTKOBUIA KOHTPOIb Viability Ta Contamination B

dnakoHoMm 3 SIKOCTi FOTOBOrO Nikapcbkoro 3acoby: bakcanTa npoueci BUPOBGHMLTBA aKTUBHOI

PO34YMHHMKOM (BOAA ManydaktypuHr Capn, LLBenuapis; BUpobHMULTBO PeYoBMHM OKTaKor anbda Ha

Ans iH'ekuin) no 5 Hepo3sdacoBaHOro NPoAyKTy, NEPBUHHE NaKyBaHHS BVMPOBHMYOMY MangaH4mKy

Mn Tano 1 roTOBOrO fikapCbKOro 3acoby Ta YacTKOBUIA KOHTPOIb Neuchatel, LLBenuapis.

NPUCTOCYBaHHIO OIS SIKOCTi FOTOBOrO MikapCbKoro 3acoby:

pPO3BEAEHHSA Bakctep All, ABCTpis;

BAKCIKEKT Il'y YaCTKOBUI KOHTPOSb SKOCTi FOTOBOMO NiKapCbKOro

Kopoo6ui 3acoby:

Bakctep Al', AscTpis
BMPOGHMLTBO, NEPBUHHE NaKyBaHHS Ta KOHTPOb SKOCTI
po3uunHHuka: 3ircppig XamensH M'm6X, HimeyunHa

7. AOBEUT NOPOLLIOK Ta BakcTtep Al ABcTpis BTOPWHHE NaKkyBaHHS rOTOBOro NikapcbKoro 3acoby Ta Benbrisi/ 3miHu | Tuny - 3miHn wWoao 3a UA/16801/01/01

PO3YMHHUK ANg PO3YMHHMKA, YaCTKOBUIA KOHTPOSb SIKOCTi rOTOBOTO Lseviuapis/ 6e3nekn/edeKkTMBHOCTI Ta peuenmom

po34nHy Ans nikapcbkoro 3acoby, BUNYyCK cepii FOTOBOro NikapCbKOro AscTpis/ dapmakoHarnsay. BeegeHns

iH"ekuin, no 250 MO; 3acoby Ta po3unHHuKa: bakcanta Bengxiym HimeuuunHa abo 3miHW [0 y3aranbHeHnX

1 donakoH 3
NOPOLLIKOM Y
KOMMAEKTi 3 1
dnakoHoM 3
PO34YMHHMKOM (BOAA
ans iH'ekuin) no 5
MnTtanol
NPUCTOCYBaHHIO OIS
po3BefeHHs
BAKCIKEKT Il'y
KopobLi

MaHydekTypiHr CA, Benbrisi; BUpoGHULTBO
Hepo3dacoBaHOro NPoAyKTy, NEPBUHHE NaKyBaHHS
roTOBOrO fiKapCbKOro 3acoby Ta YacTKOBWIA KOHTPOIb
SIKOCTi FOTOBOrO Nikapcbkoro 3acoby: bakcanTa
MaHnydaktypuHr Capn, LLBenuapisi; BUpobHULITBO
Hepo3dacoBaHOro NPOAYKTY, NePBUHHE NaKyBaHHSA
roTOBOrO fiKapCbKOro 3acoby Ta YacTKOBWIA KOHTPOIb
SIKOCTi rOTOBOrO nikapcbkoro 3acoby: bakctep Al
ABCTPIsl; YHaCTKOBWUI KOHTPOSb SIKOCTi FOTOBOMO
nikapcbkoro 3acoby: bakctep All, ABcTpis
BMPOBHMLTBO, NEPBNHHE NaKyBaHHA Ta KOHTPOb SKOCTI
po3uunHHuka: 3irdppia XamensH M'm6X, HimeyunHa

OaHux npo cuctemy
apmakoHarnagy (BBegeHHs
y3aranbHeHNX AaHunxX Npo
cucTeMy chapmakoHarnsay,
3MiHa YNOBHOBaXeHOi ocobu,
BiANoBiganbHOI 3a 34iNCHEeHHs
dapMakoHarnagy; KOHTakTHOl
ocobu 3 chapMakoHarnagy
3asBHMKa ANS 34iNCHEHHS
apmakoHarnagy B Ykpaii,
SIKLLIO BOHA BiAMiHHA Big
YNOBHOBaXeEHOT ocobu,
BiAnoBiganbHOI 3a 34iNCHEeHHs
dapmakoHarnsay (Bknoyawym
KOHTaKTHi AaHi) Ta/abo 3miHn y
po3MilLeHHi MacTep-cainna
cucteMun hapmakoHarnsay)
(Haka3 MO3 Big 17.11.2016 Ne
1245) 3miHa ynoBHOBaXeHOi
ocobu 3asBHKKa, BignoBigansHoI
3a chapmakoHarnsg: Lirova
peaakuis: MoxaH Xenwmep.
MponoHoBaHa pepakuisi: o-p
Cymit Mynmxkan / Sumit Munjal.
3MiHa KOHTaKTHUX OaHUX
yNOBHOBaXeHoi ocobun
3asiBHMKA, BignoBiganbHoi 3a
papmakoHarnag. 3miHa
KOHTaKTHOI 0cobu 3asiBHUKa,
BiANoOBIganbHOI 3a 3AiCHEHHs




4 ITponoBkeHHs moxaTka 2

BupobHuk Kpaina Peecmpauyitina npoyedypa Ymoeu Homep
sidnycky |peecmpauyiliHo2
0 noceidyeHHs1

Haszea ®Popma sunycky 3asieHUK Kpaina
JNikapcbko2o | (nikapcbka ¢ghopma,
3acoby ynakoeka)

dapmakoHarnsays YkpaiHi:
[itoua pepakuisa: YepHaesa
OneHa AHatoniiBHa.
[NponoHoBaHa peakuis: BeHrep
NMiogmuna AnatoniisHa. 3miHa
KOHTaKTHUX AaHUX KOHTaKTHOI
ocobun ynoBHOBaXeHoi ocobu
3asBHUKa, BignoeiganbHoi 3a
dapmakoHarnag B
YkpaiHi. T3miHa Micus
3[iNCHEHHSA OCHOBHOI AOisiNbHOCTI
3 chapmakoHarnsgy. 3miHa
MiCcLie3Hax0MKEHHS MacTep-
anna cuctemmn
dapmakoHarnsgy Ta voro
HOMepy.

AOBEUT NMOPOLLIOK Ta BakcTtep Al ABcTpis BTOPWHHE NaKkyBaHHS rOTOBOro NikapcbKoro 3acoby Ta Benbrisi/ 3miHu | Tvny - 3miHn wWoao 3a UA/16801/01/02
PO3UYMHHUK AN PO3YUHHIMKE, YACTKOBMI KOHTPOMb AKOCTi rOTOBOIO LLisenuapis/ 6esnekn/edekTMBHOCTI Ta peuernmom
PO34nHYy Ans nikapcbkoro 3acoby, BUNycK cepii roTOBOro NikapCbKoro ABcTpisi/ dapmakoHarnagy. BeegeHns
iH"ekuin, no 500 MO; 3acoby Ta po3unHHuKa: bakcanTta bengxiym HimeuuunHa abo 3miHW [0 y3aranbHeHnX
1 dprakoH 3 ManydekTypiHr CA, benbris; BUpobHMLTBO [aHnX nNpo cuctemy
MOPOLLKOM Yy Hepo3dacoBaHOro NPOAYKTY, NEPBUHHE NaKyBaHHS dapmakoHarnsgy (BBeAeHHs
KomnnekTi 3 1 roTOBOrO fiKapCbKOro 3acoby Ta YacTKOBWIA KOHTPOIb y3aranbHeHUX AaHnx npo
dnakoHom 3 SIKOCTi FOTOBOrO Nikapcbkoro 3acoby: bakcanTa cvctemy chapmakoHarnsgy,
PO34MHHMKOM (BOAA MaHnydakTypuHr Capn, LLBeiuapisi; BUpobHULTBO 3MiHa YNoBHOBaXeHoi ocobu,
ans iH'ekuin) no 5 Hepo3dhacoBaHOro NPoAyKTy, NepBUHHE NaKyBaHHS BignoBiAanbHOI 3a 30iNCHEHHS
M Tano 1 rOTOBOrO MiKapCbKOro 3acoby Ta YaCTKOBUI KOHTPOIb dapmakoHarnsay; KOHTaKTHOI
NPUCTOCYBaHHIO ANS SIKOCTi FOTOBOrO Nikapcbkoro 3acoby: bakctep AT, ocobu 3 chapmakoHarnsgy
po3BedeHHs ABCTPIsl; YaCTKOBWUI KOHTPOIb SIKOCTi FOTOBOIO 3asiBHMKa ANs 34iNCHEeHHSA
BAKCIPKEKT Il'y nikapcbkoro 3acoby: bakctep All, ABcTpis hapmakoHarnsgy B YKpaiHi,
KopooLi BMPOOHMLTBO, NEPBMHHE NaKyBaHHSA Ta KOHTPOMb SKOCTI AKLLO BOHA BiAMiHHa Bif
po3uunHHuka: 3ircdppig XameneH MM6X, HimewunHa YMNOBHOBaXeHOI ocobu,
BiANoOBiAanbHOT 3a 3AiNCHEHHS
dapmakoHarnsay (Bkoyawym
KOHTaKTHi faHi) Ta/abo 3miHn y
po3MilLieHHI macTep-anna
cucteMun hapmakoHarnsay)
(Haka3 MO3 Big 17.11.2016 Ne
1245) 3miHa ynoBHOBaXeHOi
ocobu 3asBHUKA, BiAMOBIiAANbLHOT
3a papmakoHarnsg: firova
peaakuis: MoxaH Xenwmep.
lMponoHoBaHa pepakuis: A-p
Cymit MyHgxan / Sumit Munjal.
3MiHa KOHTaKTHUX AaHuX
yNoBHOBaXeHoi ocobun
3asBHMKA, BianoBiganbHoI 3a
papmakoHarnag. 3miHa
KOHTaKTHOI 0COOM 3asiBHMKA,
BiAnoBiganbHOI 3a 34iNCHEeHHs
dapmakoHarnsays YkpaiHi:
[itoya pegakuis: YepHsera
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Haszea ®Popma sunycky 3asieHUK Kpaina BupobHuk Kpaina Peecmpauyitina npoyedypa Ymoeu Homep

JNlikapcbKko20 | (nikapcbka ¢hopma, sidnycky |peecmpauyiliHo2
0 noceidyeHHs1

3acoby ynakoeka)

OneHa AHaToniiBHa.
[NponoHoBaHa pefakuisi: BeHrep
Ilogmuna AxatoniiBHa. 3miHa
KOHTaKTHMX JaHWX KOHTaKTHOI
0ocobu ynoBHOBaXeHoi ocobu
3asiBHMKA, BignoBiganbHoi 3a
dapmakoHarnsg B
YkpaiHi. T8miHa Micus
3AiNCHEHHS1 OCHOBHOI OisiNIbHOCTI
3 chapmakoHarnsgy. 3miHa
MicLile3HaxXoXKeHHs MacTep-
arina cucremm
dapmakoHarnsgy Ta vioro
HoMepy.

AOBEUT NMOPOLLIOK Ta Bakctep Al ABcTpis BTOPWHHE NaKyBaHHS rOTOBOTO NikapCbKoro 3acoby Ta Benbrisa/ 3miHu | Tvny - 3miHn wopo 3a UA/16801/01/03
PO3YMHHUK ANg PO3YMHHMKA, YaCTKOBUIA KOHTPOSb SIKOCTi rOTOBOTO Lseviuapis/ 6e3nekn/edeKkTMBHOCTI Ta peuenmom
PO34nHYy Ans nikapcbkoro 3acoby, BUNycK cepii roTOBOro NikapCbKoro ABcTpisi/ dapmakoHarnagy. BeegeHns
iH"ekuin, no 1000 3acoby Ta po3umHHuKa: bakcanta bengxiym HimevumHa abo 3MiHM 00 y3aranbHEeHNxX
MO; 1 cpnakoH 3 MaHydekTypiHr CA, Benbrisi; BUpoGHULTBO OaHuX Npo cuctemy
MOPOLLIKOM Y Hepo3dacoBaHoro NPoayKTy, NEPBUHHE NaKyBaHHs! hapmakoHarnsigy (BBeAeHHs
KoMnnekTi 3 1 roTOBOrO MikapcbKoro 3acoby Ta YacTKOBWI KOHTPOIb y3aranbHeHuX AaHux npo
dnakoHoMm 3 SIKOCTi FOTOBOrO Nikapcbkoro 3acoby: bakcanTa cuctemMy chapmakoHarnsay,
PO34MHHMKOM (BOAA MaHnydaktypuHr Capn, LLBeiuapisi; BUpobHULTBO 3MiHa YNoBHOBaXeHOi ocobu,
Ans iH'ekuin) no 5 Hepo3dacoBaHOro NPoAyKTy, NEPBUHHE NaKyBaHHS BiANOBIAanNbHOI 3a 3AiNCHEHHS
mn Tano 1 roTOBOrO MikapCbKOro 3acoby Ta YacTKOBUI KOHTPOIb dapMakoHarnagy; KOHTakTHol
NPUCTOCYBaHHIO ANS SIKOCTi FOTOBOrO Nikapcbkoro 3acoby: bakctep AT, ocobu 3 chapmakoHarnsgy
pO3BEeAEHHSA ABCTpiIsl; YaCTKOBUIA KOHTPOIb SIKOCTi FOTOBOTO 3asiIBHMKA ANs 34iNCHEHHS
BAKCIKEKT Il'y nikapcbkoro 3acoby: bakctep All, ABcTpis apmakoHarnagy B Ykpaii,
KopoobLi BUPOGHMLTBO, NEPBUHHE NaKyBaHHS Ta KOHTPOIb SIKOCTI SIKLLIO BOHA BigMiHHa Big,

po3umHHuKa: 3irdpig XamenosH Mb6X, HimeyunHa YNOBHOBaXeEHOT ocobu,

BiAnoBiganbHOI 3a 34iNCHEeHHs
apmakoHarnsay (Bkrovawym
KOHTaKTHi AaHi) Ta/abo 3miHn y
po3MilLieHHi macTep-anna
cucTeMu chapmakoHarnsigy)
(Haka3 MO3 Big 17.11.2016 Ne
1245) 3miHa ynoBHOBaXeHOi
ocobu 3aaBHMKKa, BianosiganbHoOI
3a chapmakoHarnsg: Lirova
peaakuis: MoxaH Xenwmep.
[MponoHoBaHa pepakuis: a-p
Cymit Myngxan / Sumit Munjal.
3MiHa KOHTaKTHUX AaHuX
yNOBHOBaXeHoi ocobu
3asiBHMKa, BignoBiganbHoi 3a
papmakoHarnag. 3miHa
KOHTaKTHOT 0co0M 3asiBHUKA,
BiAnoBiaanbHOT 3a 3AiNCHEHHS
dapmakoHarnsays YkpaiHi:
[itova pepakuis: YepHsea
OneHa AHatoniiBHa.
[MponoHoBaHa pegakuis: BeHrep
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ITponoBkeHHs moxaTka 2

Ne
n/

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢popma,
ynakoeka)

3asieHUK

Kpaina

BupobHuk

Kpaina

Peecmpauyitina npoyedypa Ymoeu
sionycky

NMiogmuna AnatoniisHa. 3miHa

KOHTAKTHMX OAHWUX KOHTaKTHOT

0cobu ynoBHOBaXKeHOi 0ocobu

3asBHUKa, BignoeiganbHoi 3a

dapmakoHarnsg B
YkpaiHi. T3miHa micus
30iNCHEHHS1 OCHOBHOI AisiNbHOCTI

3 chapmakoHarnsgy. 3miHa

MicLie3Hax0MKEHHS MacTep-

arina cuctremm
dapmakoHarnagy Ta noro
HOMepY.

10.

ADBEWT

NOPOLLIOK Ta
PO3YMHHUK NS
PO34MHy Anis

iH ekuin, no 1500
MO; 1 cpnakoH 3
NOPOLLIKOM Y
KOMMAEKTi 3 1
¢nakoHoMm 3
PO34YMHHMKOM (BOAA
ans iH'ekuin) no 5
Mn Tano 1
NPUCTOCYBaHHIO OIS
po3BefeHHs
BAKCIKEKT Il'y
KopobLi

Bakctep Al

ABCTpis

BTOPVHHE NakKyBaHHS roTOBOrO fikapcbKoro 3acoby Ta
PO3YMHHWKA, YaCTKOBUIA KOHTPOIb AKOCTi FOTOBOrO
nikapcbKoro 3acoby, BMMNycK cepii FOTOBOro NikapCbKoro
3acoby Ta po3unHHuKa: bakcanTta bengxiym
MaHydekTypiHr CA, Benbrisi; BUpoGHULTBO
Hepo3dacoBaHOro NpoAyKTy, NEpBUHHE NaKyBaHHS
roTOBOrO fiKapCbKOro 3acoby Ta YaCTKOBWI KOHTPOb
SIKOCTi FOTOBOrO Nikapcbkoro 3acoby: bakcanTa
MaHnydakTypuHr Capn, LLsenuapisi; BUpobHULITBO
Hepo3dacoBaHOro NPOAYKTY, NEPBUHHE NaKyBaHHS
roTOBOrO fiKapCbKOro 3acoby Ta YacTKOBWIA KOHTPOIb
SIKOCTi rOTOBOrO nikapcbkoro 3acoby: bakcrep Al
ABCTPISl; YaCTKOBWUI KOHTPOIb AKOCTi FOTOBOMO
nikapcbkoro 3acoby: bakctep All, ABcTpis
BMPOBHMLTBO, NEPBNHHE NaKyBaHHA Ta KOHTPOIb SKOCTI
po3uunHHuka: 3irdpia XamensH MM6X, HimeyunHa

Benbrisi/
Lseviuapis/
AscTpis/
Himeyumna

3miHu | Tvny - 3miHn wWoao 3a
6e3nekn/edeKkTMBHOCTI Ta peuenmom
dapmakoHarnagy. BeegeHns
abo 3miHW [0 y3aranbHeHnX
OaHux npo cuctemy
hapmakoHarnsigy (BBeAeHHs
y3aranbHeHNX AaHunxX npo
cvcTemMy chapmakoHarnsay,
3MiHa YNoBHOBaXeHOi ocobu,
BignoBiganbHOI 3a 34iNCHEeHHs
dapMakoHarnagy; KOHTakTHOl
ocobu 3 hapMakoHarnagy
3asBHMKa ONS 34iNCHEHHS
apmakoHarnagy B Ykpaii,
SIKLLIO BOHA BiAMiHHA Big
YMNOBHOBaXeHOI ocobu,
BiAnoBiganbHOI 3a 34iNCHEeHHs
dapmakoHarnsay (Bkoyawym
KOHTaKTHi faHi) Ta/abo 3miHu y
po3MiLLeHHi MacTep-caina
cucTeMun hapmakoHarnsay)
(Haka3 MO3 Big 17.11.2016 Ne
1245) 3miHa ynoBHOBaXeHOI
ocobu 3asBHKKa, BignoBigansHoI
3a chapmakoHarnsg: Lirova
peaakuis: MoxaH Xenwmep.
MponoHoBaHa pepakuisi: o-p
Cymit Myngxan / Sumit Munjal.
3MiHa KOHTaKTHUX OaHUX
yNOBHOBaXeHoi ocobun
3asiBHMKa, BignoBiganbHoi 3a
hapmakoHarnsg. 3MiHa
KOHTaKTHOI 0COOM 3asiBHMKA,
BiANoBiaanbHOT 3a 3AiNCHEHHS
dapmakoHarnagys YKpaiHi:
[itova pepakuis: YepHsiesa
OneHa AHatoniiBHa.
[MponoHoBaHa peaakuis: Bexrep
Tlogmuna AHaTtoniiBHa. 3miHa
KOHTaKTHWX JaHWUX KOHTaKTHOI

Homep
peecmpauyiliHo2
0 noceif04YeHHs

UA/16801/01/04
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ITponoBkeHHs moxaTka 2

Ne
n/

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢popma,
ynakoeka)

3asieHUK

Kpaina

BupobHuk

Kpaina

Peecmpauyitina npoyedypa Ymoeu
sionycky

0ocobu ynoBHOBaXeHoi ocobu
3asBHUKa, BignoeiganbHoi 3a
dapmakoHarnag B
YkpaiHi. T8miHa Micus
30iNCHEHHS1 OCHOBHOI AisiNbHOCTI

3 chapmakoHarnsay. 3miHa

MicLie3HaxomKeHHs MacTep-

anna cuctemun
dapmakoHarnsgy Ta voro
HOMepY.

11.

ADBEWAT

NMOPOLLIOK Ta
PO3YMHHUK ANs
PO34MHY Ans

iH ekuin, no 2000
MO; 1 cpnakoH 3
MOPOLLIKOM Y
KOMMAEKTi 3 1
dnakoHom 3
PO34YMHHMKOM (BOAA
ans iH'ekuin) no 5
MmnTano 1
NPUCTOCYBaHHIO ANs
po3BefeHHs
BAKCIDKEKT Il y
KopoobLi

Bakctep Al

ABCTpis

BTOPWHHE NaKkyBaHHS FOTOBOro NikapcbKoro 3acoby Ta
PO3YUHHWMKA, YACTKOBUI KOHTPOIb SKOCTi FOTOBOro
nikapcbkoro 3acoby, BUNycK cepii roTOBOro NikapCbKoro
3acoby Ta po3unHHuKa: bakcanTta bengxiym
MaHydexTypiHr CA, Benbrisi; BUpoOHULTBO
Hepo3dacoBaHOro NPoayKTy, NEPBUHHE NaKyBaHHS
roTOBOrO fikapCbKOro 3acoby Ta YacTKOBUI KOHTPOIb
SIKOCTi FOTOBOro nikapcbkoro 3acoby: bakcanTa
MaHnydaktypuHr Capn, LLBenuapisi; BUpobHULTBO
Hepo3dacoBaHOro NPoayKTy, NEPBUHHE NaKyBaHHS
roTOBOrO MikapcbKoro 3acoby Ta YacTKOBWI KOHTPOIb
SIKOCTi FOTOBOrO Nikapcbkoro 3acoby: bakctep AT,
ABCTPIsl; YaCTKOBWUI KOHTPOIb IKOCTi FOTOBOMO
nikapcbkoro 3acoby: bakctep Al', ABcTpis
BUPOGHMLTBO, NEPBUHHE NaKyBaHHS Ta KOHTPOIb SIKOCTI
po3uunHHuka: 3irdpia XamensH MM6X, HimeyunHa

Benbrisi/
LLiBeviuapis/
ABcTpisi/
Himeyumna

3miHu | Tvny - 3miHn woao 3a
6esnekn/edekTMBHOCTI Ta peuenmom
dapmakoHarnagy. BeegeHHs
abo 3miHW [0 y3aranbHeHnX
OaHWX Npo cucTemy
hapmakoHarnsigy (BBeAeHHs
y3aranbHeHWX AaHunX nNpo
cuctemy papmakoHarnsgy,
3MiHa yNoBHOBaXeHoi ocobu,
BignoBiganbHOI 3a 34iNCHEeHHs
dapmakoHarnsay; KOHTaKTHOI
ocobu 3 chapmakoHarnsgy
3asBHMKa ONS 34iNCHEHHS
hapmakoHarnsgy B YKpaiHi,
KO BOHAa BigMiHHA Big
YMNOBHOBaXeHOI ocobu,
BiANoOBiAanNbHOT 3a 3AiNCHEHHS
apmakoHarnsay (Bkrovawym
KOHTaKTHi gaHi) Ta/abo 3miHu y
po3MilLieHHi macTep-anna
cucTeMu chapmakoHarnsigy)
(Haka3 MO3 Big 17.11.2016 Ne
1245) 3miHa ynoBHOBaXeHOI
ocobu 3asBHYKKa, BignosiganbHOI
3a papmakoHarnsg: firova
penakuis: VloxaH Xenmep.
MponoHoBaHa pepakuisi: o-p
Cymit MyHgxan / Sumit Munjal.
3MiHa KOHTaKTHUX AaHuX
yNOBHOBaXeHoi ocobun
3asBHMKA, BiaNoBiganbHoI 3a
papmakoHarnag. 3miHa
KOHTaKTHOI 0COOM 3asiBHUKa,
BiAnoBiganbHOI 3a 34iNCHEeHHS
dapmakoHarnsays YkpaiHi:
[itova pepakuis: YepHsiesa
OneHa AHatoniiBHa.
MponoHoBaHa pepakuis: BeHrep
Jlogmuna AHatoniiBHa. 3miHa
KOHTaKTHUX JaHUX KOHTaKTHOI
0cobu ynoBHOBaXeHOi ocobu
3asBHUKA, BignoBiganbHoi 3a

Homep
peecmpauyiliHo2
0 noceif04YeHHs

UA/16801/01/05




8 ITponoBkeHHs moxaTka 2
Ne Haszea ®Popma sunycky 3asieHUK Kpaina BupobHuk Kpaina Peecmpauyitina npoyedypa Ymoeu Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, sidnycky |peecmpauyiliHo2
n 3acoby ynakoeka) 0 noceidyeHHs1
dapmakoHarnsg B
YkpaiHi. T3miHa Micus
3AiNCHEHHS1 OCHOBHOI isiNbHOCTI
3 chapmakoHarnsgy. 3miHa
MicLie3Haxo)KeHHs MacTep-
hanna cuctemm
dapmakoHarnagy Ta noro
HoMepy.
12. | AABEUT NMOPOLLIOK Ta Bakctep Al ABcCTpis BTOPVHHE NakyBaHHS roTOBOro fikapcbkoro 3acoby Ta Benebrisa/ 3miHu | Tuny - 3miHn wopao 3a UA/16801/01/06
PO3YMHHUK ANg PO3YMHHUKA, YaCTKOBUIA KOHTPOSb SIKOCTi rOTOBOTO Lseviuapis/ 6e3nekn/edeKkTMBHOCTI Ta peuenmom
PO34nHYy Ans nikapcbkoro 3acoby, BUNyck cepii roTOBOro nikapcbKoro ABcTpisi/ dapmakoHarnagy. BeegeHns
3acoby Ta po3dmHHuKa: bakcanta bengxiym HimeuunHa abo 3MiHM 00 y3aranbHEeHNxX

iH ekuin, no 3000
MO; 1 cpnakoH 3
MOPOLLIKOM Y
KOMMNeKTi 3 1
¢nakoHoMm 3
PO34YMHHMKOM (BOAa
ans iH'ekyin) no 5
Mn Tano 1
NPUCTOCYBaHHIO ANs
po3BEeAEHHS
BAKCIKEKT Il'y
KopoobLi

MaHydekTypiHr CA, Benbrisi; BUpoGHULTBO
Hepo3dacoBaHOro NPoayKTy, NEPBUHHE NaKyBaHHS
roTOBOrO MikapcbKoro 3acoby Ta YacTKOBWI KOHTPOIb
SIKOCTi FOTOBOrO Nikapcbkoro 3acoby: bakcanTa
MaHnydaktypuHr Capn, LLBeiuapisi; BUpobHMLTBO
Hepo3dhacoBaHOro NPoAyKTy, NEPBUHHE NaKyBaHHS
roTOBOrO fikapCbKOro 3acoby Ta YacTKOBUI KOHTPOIb
SIKOCTi FOTOBOrO Nikapcbkoro 3acoby: bakctep AT,
ABCTPpisi; YaCTKOBMIN KOHTPOIb SKOCTi FOTOBOTO
nikapcbkoro 3acoby: bakctep Al, ABcTpisi
BUPOGHMLTBO, NEPBUHHE NaKyBaHHS Ta KOHTPOIb SIKOCTI
po3uunHHuka: 3ircppia XamensH Mm6X, HimeyunHa

OaHux npo cuctemy
hapmakoHarnsigy (BBeAeHHs
y3aranbHeHUX AaHux npo
cvcTemMy chapmakoHarnsay,
3MiHa YNoBHOBaXeHoi ocobu,
BiANoOBiAanbHOI 3a 3AiINCHEHHS
dapMakoHarnagy; KOHTakTHOl
ocobu 3 chapmakoHarnsgy
3asiBHMKA ANs 34iNCHEHHS
hapmakoHarnagy B Ykpaii,
KO BOHA BiAMiHHA Big
YNOBHOBaXeEHOT ocobu,
BiAnoBiganbHOI 3a 34iNCHEeHHs
apmakoHarnsay (Bkrnovarym
KOHTaKTHi AaHi) Ta/abo 3miHn y
po3MiLLeHHi MacTep-caina
cucTeMu chapmakoHarnsigy)
(Haka3 MOS Big 17.11.2016 Ne
1245) 3miHa ynoBHOBaXeHOi
ocobu 3asBHKKa, BianosigansHoOI
3a chapmakoHarnsg: firova
penakuis: VloxaH Xenmep.
lMponoHoBaHa pepakuis: a-p
Cymit Myngxkan / Sumit Munjal.
3MiHa KOHTaKTHUX AaHuX
yNOBHOBaXeHoi ocobu
3asiBHMKA, BignoBiganbHoi 3a
papmakoHarnag. 3miHa
KOHTaKTHOT 0COOM 3asiBHUKA,
BiANoBiAanbHOT 3a 3AiNCHEHHS
dapmakoHarnsays YkpaiHi:
[itova pepakuis: YepHsiesa
OneHa AHatoniiBHa.
MponoHoBaHa pepakuis: BeHrep
Miogmuna AnaroniisHa. 3miHa
KOHTaKTHUX AaHUX KOHTaKTHOI
0cobK yNoBHOBaXEHOT 0CO6U
3asBHMKA, BianoBiganbHOI 3a
dapmakoHarnag B
YkpaiHi. T3miHa Micus
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ITponoBkeHHs moxaTka 2

Ne Haszea ®Popma sunycky 3asieHUK Kpaina BupobHuk Kpaina Peecmpauyitina npoyedypa Ymoeu Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, sidnycky |peecmpauyiliHo2
n 3acoby ynakoeka) 0 noceidyeHHs1
30iNCHEHHS1 OCHOBHOT AisiNbHOCTI
3 chapmakoHarnsgy. 3miHa
MicLie3Hax0mKeHHS MacTep-
anna cuctemun
dapmakoHarnagy Ta noro
HOMepy.
13. | AIIbTPEHO™ | nocbiioH, 0,05 %, no | TOB «BAYLL YkpaiHa Brnpo6HMLTBO, NaKyBaHHS, MapKyBaHHs1, BUNycK cepii Ta CronyyeHi BiANOBIOHO 4O OHOBMNEHUX AaHMX 3a UA/18447/01/01
45 ry 1y6i, no 1 Ty6i XENC» pocnigpkeHHs ctabinbHocTi: bayw Xenc Komnanic IHk., WTaTtn [OBroTpUBanoro JOCHiMKEHHS | peuernmom
B KapTOHHIl Kopobui Kanapa; Amepukun/ cTabinbHOCTi rOTOBOrO
AnbTepHaTMBHA AiNbHULS, Ha AKi NPOBOAATLCS BUMYCK Kanaga nikapcbkoro 3acoby TepMiH
cepii Ta gocnigeHHs cTabinbHOCTI (BUNYyCK cepii, npuaaTHOCTI AN TOpriBenNbHUX
BUPOBNEHUX TiNbKW AN KNiHIYHWMX JOCNIOKEHD): yMakoBOK 30inbLueHo 3 24
Bayw Xenc Amepukac IHk., Cnonyyeni LLtatn AMepuku; MicsuiB oo 36 micsauis.
AnbnTepHaTUBHA OiNbHULSA, Ha AKi NPOBOAATHCS BuesasHayeHa 3amiHa nogaHa
MiKpOBIONOriyHiI AOCHiAXEHHS: 00 komneTeHTHoro opraHy CLUA
Macudik bioJlabc, CnonyyeHi Ltatn Amepuku; - Food and Drug Administration -
LinbHWUS, Ha SiKii NPOBOAATLCS BUNPOOYBaHHSI pO3Mipy K A4OAATOK A0 LLOPIYHOro 3BiTY
Kpanenb eMyrbCii Ta po3Mipy 4acTok: (Amendment to Annual Report:
MapTtukan TekHonogxu Jlabe, Cnonyyeni LLtatu Reporting Period from August
Amepukn; AnbTepHaTUBHI AiNbHULI, Ha AKNX 23, 2018 through August 22,
NpoBOAATLCHA BUNPOOYBaHHA AOMOMIKHNX PEYOBUH: 2019). BHeceHHs Takoi 3mMiHn o
EnemeHT MarTipianc TekHonogxun Kanaga IHk., KaHaga; BiANOBIQHOrO peecTpaLiiHoro
EcOxiEc Kanapa IHk., KaHapa; Ec[xiEc KaHaga IHk., nocbe B CLUA 3rigHo i3
Kanapa; 3aKOHOABCTBOM AaHOI KpaiHu
Heodapwm abe IHk., KaHapa 3aincHI0eETLCA 6e3 Buaadi
BiANOBIOHUM KOMMNETEHTHUM
opraHom (FDA) okpemoro
niaTBEpPAHOro AOKYMEHTa.
Takum YMHOM, TEPMIH
NpMaaTHOCTI NPOMOHYETHLCSA
36inbwKnTK 3 24 MmicauiB go 36
MmicsliB BignoBiaHoO Ao
MaTepianis, Ha NiaCTaBi AKNX
3MiHN Bynu BHECEHi y
peecTpauinHe focbe
KOMMeTeHTHUM opraHom FDA.
BBegeHHs 3MiH npoTsrom 6-Tu
MicsILiB Micnsi 3aTBEPOXKEHHS.
14. | BAPTATE®® | kancynu M'siki no BepiHrep HimeyumHa BMPOGHWK, LLIO BiAMOBiAae 3a BUMYCK cepii: HimeuumHa 3miHu | Tvny - 3miHn woao 3a UA/16651/01/02
150 mr; no 10 IHrenbxanm BepiHrep IHrenbxanm ®apma MvbX i Ko. KI', HimewunHa; 6e3nekn/edekTMBHOCTI Ta peuenmom
Kancyn M'skux B IHTepHeLwHN BMPOGHMLTBO, yNakoBKa Ta KOHTPOSb SIKOCTi kancyn in apmakoHarnsay (iHwi amiHm) -
antomiHieBomy m6X

GnicTepi, no 6
GnicTepiB y
KapTOHHiI kopobLyi

bulk (Hepo3dacosaHoi npoaykuii fMikapcbKkoro 3acoby):
KataneHTt HimeuunHa EGepbax M'm6X, HimeuunHa;
nepBuUHHe (GnicTepu) Ta BTOPUHHE NakyBaHHs (KOPOOKM),
MapKyBaHHs1 (NEPBUHHOIO Ta BTOPUHHOIO NakyBaHHs1) Ta
KOHTPOMb SIKOCTi nikapcbkoro 3acoby: bepiHrep
IHrenbxaim ®apma M'mbX i Ko. KI', HimewunHa;
anbTepHaTMBHI AiNbHULI 455 BTOPUHHOIO NakyBaHHSA Ta
MapKyBaHHSI:
dapmllor dapma NogxicTik MMBX, HimewunHa;
LreremanH JlboHdbepnakyHreH yHa JloricTiwep Cepsic
e. K., HimevunHa;

(3rigHo Haka3y MO3 Big
17.11.2016 Ne 1245) - B TekcT
MapKyBaHHS1 yMakoBKM
nikapcbkoro 3acoby [oaaTkoBo
BHECEHO OAMHUL BUMIpIOBaHHS
naTtuHuueto 3a cuctemotro Sl (Ha
BVKOHaHHS1 BUMOT
3aKoHOAaBCTBa, a came Hakasy
Ne914 Big 04.08.2015 p.
MiHicTepcTBa €KOHOMIYHOTO
pO3BUTY i TOpriBNi YkpaiHn) Ta
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ITponoBkeHHs moxaTka 2

Ne Haszea ®Popma sunycky 3asieHUK Kpaina BupobHuk Kpaina Peecmpauyitina npoyedypa Ymoeu Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, sidnycky |peecmpauyiliHo2
n 3acoby ynakoeka) 0 noceidyeHHs1
anbTepHaTUBHI NabopaTopii Anst NpoBefeHHs KOHTPOS0 iHWi pegakuivHi npaBku
SIKOCTi (32 BUKIIOYEHHAM MiKpObBionoriyHoT YncToTn):
A eng Em LWTabrect MM6X (TabopaTopisi kKOHTporio
SIKOCTi Ta TecTyBaHHs cTabinbHocTi), HimewunHa;
Hygican MTM6X, HimeuunHa; anbTepHaTuBHi naboparopii
NS NPOBeAEHHS KOHTPOIO SIKOCTi 3@ MOKa3HUKOM
MikpobGionoriyHa uncroTa:
CI'C InctutyT Ppeseniyc MM6X, HimeuumnHa;
Jla6op JIC CE eHg Ko. KI', HimevynHa
15. | BAPTATE®® | kancynu m siki no BepiHrep Himeyumna BMPOGHMK, LLIO BiAMNOBiAae 3a BUNYCK cepii: Himeyumna 3MiHu | TUny - 3MiHM Wwopo 3a UA/16651/01/01
100 mr; no 10 IHrenbxanm BepiHrep IHrenbxanm ®apma M'voX i Ko. KI', HimeuunHa; 6e3nekn/edeKkTMBHOCTI Ta peuenmom
Kancyn M'skux B IHTEepHeLHN BMPOGHMLITBO, yrakoBKa Ta KOHTPOSb SKOCTi Kancyn in dapmakoHarnsaay (iHwi 3amiHm) -
antoMiHieBomy m6X bulk (Hepo3dacoBaHoi npoaykuii nikapcbkoro 3acoby): (3rigHo Haka3y MO3 Big
Gnictepi, no 6 abo KataneHT HimeyunHa E6epbax Mm6X, HimeuunHa; 17.11.2016 Ne 1245) - B TekcT
12 6nicTepiB y nepBuHHe (bnicTepn) Ta BTOPMHHE NaKyBaHHS (KOPOGKM), MapKyBaHHSs YNakoBKu
KapTOHHiI kopobui MapKyBaHHS! (NepPBUHHOIO Ta BTOPUHHOIO NakyBaHHs) Ta nikapcbkoro 3acoby foaaTkoBo
KOHTPOMb SIKOCTi nikapcbkoro 3acoby: bepiHrep BHECEHO OAWHWUL BUMIPIOBaHHA
IHrenbxanm ®apma M'moX i Ko. KI', Himewunna; natuHuueto 3a cuctemotro Sl (Ha
anbTepHaTMBHI AiNbHULI A5 BTOPUHHOIO NakyBaHHA Ta BWKOHAHHS BUMOT
MapKyBaHHS: 3aKoHOAaBCTBa, a came Haka3sy
®apwmSlor ®apma JlogxicTik TM6X, HimeuunHa; Ne914 Big 04.08.2015 p.
LteremanH JlboHdbepnakyHreH yHa JloricTiwep Cepsic MiHicTepcTBa EKOHOMIYHOIO
e. K., HimeuunHa; po3BuTY i TopriBni YkpaiHu) Ta
anbTepHaTUBHI NabopaTtopii Anst NpoBeAeHHS KOHTPOSO iHLWIi peaakuinHi npaBku
SIKOCTi (32 BUKIOYEHHAM MikpoBionoriyHoi YncToTu):
A eHp Em Wtabrect M'M6X (JlTabopaTopist KOHTponto
SIKOCTi Ta TeCTyBaHHs CTabinbHOCTI), HimeuuunHa;
Hygican MTmM6X, HimeuuunHa; anbTepHaTuBHi naboparopii
ANs NpoBeAEeHHS KOHTPOSIO AKOCTi 3@ MOKa3HUKOM
MikpobionoriyHa uncrora:
CIC IHctutyT Ppeseniyc Mv6X, HimeuuunHa;
Jla6op JIC CE eHng Ko. KI', HimevynHa
16. | BI3KblO PO34MH AN iH'eKLN, Hosapric LLisenuapis BUNYycCk cepin: AnkoH-KyBpbop, benbris; BUpobHMLTBO Benbria/ C.1.4.1l — Update of section 4.2 3a UA/18277/01/01
120 mr/mn; no 1 Ogepci3 CTepUIbHOro nikapcbkoro 3acoby - rotTyeTbes LLisenuapis of the SmPC to update the peuenmom
dnakoHy B IHBECTMEHTC acenTUYHO; NepBUHHE NaKyBaHHS; KOHTPOSb AKOCTI - wording of the posology,
KOMMMEKTi 3 rosikoo Al XiMIYHWI/Di3NYHUIA, KOHTPOIb SKOCTI - MIKpOBIONOoriYHNMiA following the assessment of

iNbTpyBanbHOO B
KopoOLji 3 KapTOHY

- HE CTEPUIbHICTb; KOHTPOIb SIKOCTi - MIKPOGIONOriYHNIA -
CTEepUnbHICTb; BTOPUMHHE NakyBaHHA: HoapTic ®apma
LtenH AT, LLiBenLapisa; KOHTPOMb SKOCTI - GionorivYHuMiA:

Hoeaptic ®apma Arl, Lsenuapis

procedure
EMEA/H/C/004913/11/0002. In
addition, section 4.4 of the
SmPC is updated to inform that
the interval between two Beovu
doses during maintenance
treatment should not be less
than every 8 weeks as
warranted and the package
leaflet is updated accordingly.
Furthermore, the marketing
authorization holder has taken
the opportunity to implement
minor editorial changes in
section 6.5 of the SmPC.
C.1.4.,Il — Update of section 4.4
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of the SmPC with a subsection
on intraocular inflammation and
update of the warning on
intraocular inflammation
including retinal vasculitis and/or
retinal vascular occlusion, and
update section 4.8 of the SmPC
ito update the frequency of the
ADRs "Retinal vasculitis" and
"Retinal vascular occlusion” to
"uncommon" to merge "Retinal
artery occlusion" and "retinal
vascular occlusion” into "retinal
vascular occlusion" and update
the description of
immunogenicity. All of this is
based on the final results of 2
retrospective real-world studies
that evaluated patients with
nAMD for up to 6 month after
initiating treatment with
brolucizumab and a mechanistic
study BASICHR0049 that
identified an immune cause of
intraocular inflammation
including retinal vasculitis and
retinal vascular occlusion. The
Package leaflet is updated
accordingly. The update RMP
vertion 7.0 has been submitted.

17.

IMYHAT

NOpOLLIOK Ta
PO3YMHHUK AN
PO34MHy Anis

iH ekuin no 250/190
MO, 1 cpnakoH 3
NOPOLLIKOM Y
KOMMNeKTi 3 1
dnakoHOM
pO34MHHKKa (BOAA
ans iH'ekuin) no 5
Mn Ta Habopom ansi
PO3UYMHEHHS i
BBEeJEHHS Y Kopoobui

Bakctep Al

ABcTpis

Bunyck cepii 113 Ta po3umHHuka: Bakctep All, ABcTpist;
Bupo6HMUTBO, NepBuHHe nakyBaHHs 113, BTOpUHHe
nakyBaHHs 113 Ta po3umHHUKa, KOHTpOrnb AkocTi M3:
Bakctep Al', AscTpis; KoHTponb sikocTi [T13: bakctep
Al', ABcTpisi; BupoGHMUTBO, NepBrHHE NakyBaHHSA Ta
KOHTPOMb SKOCTi po3vnHHuKa: 3irdpig XamensH MmbX,
HimeuunHa

AscTpis/
Himeyumna

3miHu | Tvny - 3miHn wWoao
6e3nekn/edekTMBHOCTI Ta
hapmakoHarnsgy. BeeaeHHs
abo 3miHM J0 y3aranbHeHnx
OaHux npo cuctemy
dhapmakoHarnsiay (BBeAeHHs!
y3aranbHeHUX AaHunx npo
cuctemMy chapmakoHarnsay,
3MiHa YNOBHOBaXeHOi ocobu,
BiANoBiAanbHOT 3a 3AiNCHEHHS
dapmakoHarnagy; KOHTakTHOl
ocobu 3 chapMakoHarnagy
3asiBHMKA ANs 34iNCHEHHS
apmakoHarnagy B Ykpaii,
SIKLLIO BOHA BiAMiHHA Bif
YNOBHOBaXeHOT ocobu,
BiAnoBiganbHOI 3a 34iNCHEeHHs
dapmakoHarnsay (Bknovawum
KOHTaKTHi AaHi) Ta/abo 3miHn y
po3MilLeHHi MacTep-danna
cmucTeMu dhapmakoHarnsay)
(raka3z MO3 Big 17.11.2016

3a
peuerimom

UA/16963/01/01
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Ne1245) 3miHa ynoBHOBaXeHOI
ocobu 3asBHKKa, BianoBigansHoI
3a papmakoHarnsa: Hitoya
pepakuis: Vloxan Xenwep.
[ponoHoBaHa pepakuis: o-p
Cymit Myngxan / Sumit Munjal.
3MiHa KOHTaKTHMX SaHWX
ynoBHOBaXeHoi ocobun
3asiBHMKA, BignoBiganbHoi 3a
apmakoHarnag. 3miHa
KOHTaKTHOI 0CO0M 3asiBHWMKA,
BiANoOBiAanNbHOI 3a 3AiINCHEHHS
hapmakoHarnsgy B YKpaiHi:
[itova pepakuin: YepHaesa
OneHa AHatoniiBHa.
MponoHoBaHa pepakuis: BeHrep
Miogmuna AnatoniisHa. 3miHa
KOHTaKTHUX AaHUX KOHTaKTHOI
0cobu ynoBHOBaXEHOT 0CO6U
3asBHMKA, BigNoBiganbLHoI 3a
hapmakoHarnsg B YkpaiHi.
3MiHa Micus 34iNCHEHHs
OCHOBHOI OisiNbHOCTI 3
dapmakoHarnsaay. 3miHa
MiCcLie3HaxX0MKEHHS MacTep-
harina cuctemm
dapmakoHarnsgy Ta voro
HOMepy.

18.

IMYHAT

NOpOLLIOK Ta
PO3YMHHUK Ans
PO34mMHY Ans
iH'ekuin, no 500/375
MO; 1 cpnakoH 3
NOPOLLIKOM Y
KOMMAEKTi 3 1
dnakoHoM
pO34MHHKKa (BoAa
ans iH'ekuin) no 5
M Ta Habopom ans
PO3UYMHEHHS i
BBEAEHHS Y Kopoobui

Bakctep Al

ABcTpis

Bunyck cepii 113 Ta po3umHHuka: Bakctep All, ABcTpist;
BrpobHnuTBO, NepBuHHe nakyBaHHA 113, BTOpuHHE
nakyBaHHs 113 Ta po3umHHUKa, KOHTponb sikocTi MN3:
Bakctep Al', AscTpisi; KoHTponb sikocTi [T13: Bakctep
ATl’, ABcTpisi; BUpoOHULITBO, NEPBMHHE NaKyBaHHs Ta
KOHTPOMb SKOCTi po3vnHHMKa: 3irdppig XamensH MmbX,
HimeuunHa

AscTpis/
HimeuunHa

3miHu | TNy - 3miHn WwWoao
6e3nekn/edeKkTMBHOCTI Ta
dapmakoHarnagy. BeegeHns
abo 3miHW [0 y3aranbHeHnX
[aHuX Npo cuctemy
dhapmakoHarnsiay (BBeAeHHs!
y3aranbHeHNX AaHuxX Npo
cuctemy hapmakoHarnsgy,
3MiHa YNOBHOBaXeHOi ocobu,
BiAnoBiganbHOI 3a 34iNCHEeHHs
dapmakoHarnsay; KOHTaKTHOI
ocobu 3 hapMakoHarnagy
3asBHMKa ONS 30iNCHEHHS
hapmakoHarnsgy B YkpaiHi,
SIKLLIO BOHA BiAMiIHHA Bif
yMNOBHOBaXeHOI ocobu,
BiANoBiaanbHOT 3a 3AiNCHEHHS
dapmakoHarnsay (Bkovawum
KOHTaKTHi faHi) Ta/abo 3miHu y
po3MiLLeHHi MacTep-caina
cmucTeMu hapmakoHarnsay)
(Haka3z MO3 Big 17.11.2016
Ne1245) 3miHa ynoBHOBaXeHOI
ocobu 3asBHMKA, BiAMOBiganbHOI

3a
peuernmom

UA/16964/01/01
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3a papmakoHarnag: Hitova
pepakuis: Vloxan Xenwep.
lMponoHoBaHa pepakuis: A-p
Cymit Myngxxan / Sumit Munjal.
3MiHa KOHTaKTHMX SaHWX
yNOBHOBaXKeHOi 0cobu
3asBHWKa, BignoeiganbHoi 3a
hapmakoHarnag. 3miHa
KOHTaKTHOT 0cobu 3asiBHUKA,
BiANOBiAanNbHOI 3a 3AiINCHEHHS
dapmakoHarnagys YKpaiHi:
[itova pepakuis: YepHsiesa
OneHa AHatoniiBHa.
[NponoHoBaHa pefakuis: BeHrep
JTogmuna AxatoniiBHa. 3miHa
KOHTaKTHUX AaHUX KOHTaKTHOI
0cobun ynoBHOBaXeHOi ocobu
3asiBHUKA, BiANOBiganbHoi 3a
hapmakoHarnsg B YkpaiHi.
3MiHa Micus 3aiNCHEeHHs
OCHOBHOI AisiNbHOCTI 3
dapmakoHarnsgy. 3miHa
MicLie3HaxomKeHHs MacTep-
(parina cuctremm
dapmakoHarnsgy Ta voro
HoMmepy.

19.

IMYHAT

NoOpoOLLIOK Ta
PO3YMHHUK ANs
pPO34nHy Ans
iH'ekuin, no
1000/750 MO; 1
(NaKoH 3 MOPOLLKOM
y KOMMnekTi 3 1
dnakoHOM
pO34MHHKKa (BoAa
ans in'ekyin) o 10
Mn Ta Habopom ansi
PO3YMHEHHS i
BBEeJEHHS Y Kopoobui

Bakctep Al

ABcTpis

Bunyck cepii 113 Ta po3umHHuka: Bakctep All, ABcTpis;
Brpo6HMUTBO, NepBuHHe NakyBaHHs 113, BTopuHHE
nakyBaHHs 113 Ta po3ymHHUKa, KOHTpOnb AkocTi M3:
Bakctep Al', AscTpisi; KoHTponb sikocTi [T13: Bakctep
Al', ABcTpisi; BupoGHMLUTBO, NepBrHHE NakyBaHHSA Ta
KOHTPOMb SKOCTi po3vnHHMKa: 3irdppia XamensH Mm6X,
Himeuunna

AscTpis/
Himeyumna

3miHu | TNy - 3miHK WwWoao
6e3nekn/edekTMBHOCTI Ta
papmakoHarnsay. BeegeHHs
abo 3miHW [0 y3aranbHeHNX
OaHux npo cuctemy
(hapmakoHarnsgy (BBeAeHHs
y3arasnbHeHNX AaHuUX Npo
cuctemMy chapmakoHarnsay,
3MiHa YNOBHOBaXeHOi ocobu,
BiANoBiganbHOT 3a 3AiNCHEHHS
dapmakoHarnagy; KOHTakTHOl
ocobu 3 chapMakoHarnsgy
3asiBHMKA ANs 34iNCHEHHSA
hapmakoHarnagy B Ykpaii,
SIKLLIO BOHA BiAMiHHA Bif
yMOBHOBaXeHoi ocobu,
BiAnoBiganbHOI 3a 34iNCHEeHHs
dapmakoHarnsay (Bkovawum
KOHTaKTHi AaHi) Ta/abo 3miHn y
po3MilLeHHi MacTep-daina
cucTeMu hapmakoHarmsay)
(Haka3 MOS3 Big 17.11.2016
Ne1245) 3miHa ynoBHOBaxeHOoi
ocobu 3asBHUKa, BiANOBIAANbHOI
3a chapmakoHarnsg: fdirova

3a
peuerimom

UA/16964/01/02




14

ITponoBkeHHs moxaTka 2

Ne
n/

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢popma,
ynakoeka)

3asieHUK

Kpaina

BupobHuk

Kpaina

Peecmpauyitina npoyedypa

Ymoeu
sionycky

Homep
peecmpauyiliHo2
0 noceif04YeHHs

pepakuis: Vloxan Xenmep.
[ponoHoBaHa pepakuis: o-p
Cymit Myngxan / Sumit Munjal.
3MiHa KOHTaKTHMX SaHWX
ynoBHOBaXeHoi ocobun
3asiBHMKA, BignoBiganbHoi 3a
hapmakoHarnag. 3miHa
KOHTaKTHOI 0COOM 3asiBHWMKA,
BigNoOBiganNbHOI 3a 3AiNCHEHHSA
dapmakoHarnsays YkpaiHi:
[itova pepakuin: YepHaesa
OneHa AHatoniiBHa.
MponoHoBaHa peaakuis: BeHrep
Miogmuna AnaroniisHa. 3miHa
KOHTaKTHUX AaHUX KOHTaKTHOI
0cobu ynoBHOBaXEHOT 0cobu
3asBHMKA, BignoBiganbHoI 3a
hapmakoHarnsg B YkpaiHi.
3MiHa Micus 34iNCHEHHSsI
OCHOBHOI OisiNbHOCTI 3
dapmakoHarnsagy. 3miHa
MiCcLie3HaxX0MKEHHS MacTep-
anna cuctemun
dapmakoHarnsgy Ta voro
HOMepy.

20.

MAUINOTAPI

NOPOLLIOK ANA
KOHLeHTpaTy Ans
PO34MHyY Ans
iHdysin, 4,5 mr, no
4,5 mry cpnakoHi, no
1 donakoHy y
KapTOHHiI kopobLyi

Mdpansep
Eny.Ci.nMi.
KopriopenLuH

CLA

BTOPWHHE NaKyBaHHs, MapKyBaHHsl, 36epiraHHsi, BUNyck

cepii:

dapmadis i AngxxoH Komnani J1I1C, CLUA;
BMPOBHMLTBO, NEPBUHHE NaKyBaHHS, TECTYBaHHS Npu
BUMYCKY cepii, TeCTyBaHHSA NPW AOCHiAXKEHHI
cTabinbHocTi, 36epiraHHs:
Baet ®apmacetotikan [iBixH o Baet Xonginrc JNC,

CLUA;

TECTYBaHHs Ha LiNiCHICTb yNakoBKM (Mpu JOCHIAXEHHI

cTabinbHocTi):

Bect ®apmacbtoTikan Cepsicec, IHk., CLUA

CLA

Ctmcnun onuc 3miH: AkicTb
- OHOBIEHHS KpPeCreHHs 3aBoay
Lonza Slough onsi 6aHky KnituH
remMTy3ymaby, BUpPOGHNYMX 30H,
e 3[iNCHI0ETLCSA KOHTPOTb.
MepernaHyTo ans
BiJOBPaKEHHS HE3HAYHUX 3MiH
Ta mogudikauii NPUMILLEHHS,
BNPOBaA)XeHHA HOBOrO
BMPOOHMYOro obnagHaHHsa Ta
3MiHM MicLisl MPOBEAEHHS
TECTyBaHHS.

- po3gin 3.2.P.3.1 Bupo6Huk(1)
6yno oHoBrEHO, o6 y3roamTn
Ha3By Ta agpecy BignosigHoI
BMPOBHWYOI AinbHNLi 3 6a3oto
AaHuX caniTy NOTOYHOI
peecTpauii FDA Drug
Establishment. ®yHkuii
BMPOGHMKA HE 3MIHWUIUCS.
BBeaeHHs 3MiH npoTsirom 6-tu
MiCSILIiB Micnsi 3aTBEPOKEHHS.

3a
peuerimom

UA/18298/01/01




15 ITponoBkeHHs moxaTka 2

Ne Haszea ®Popma sunycky 3asieHUK Kpaina BupobHuk Kpaina Peecmpauyitina npoyedypa Ymoeu Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, sidnycky |peecmpauyiliHo2
n 3acoby ynakoeka) 0 noceidyeHHs1
21. | PIKCYBIC NMOPOLLIOK Ta bakcanta ABcTpis MapKyBaHHs1, BTOPMHHE NMakyBaHHs Ta Bunyck cepii 113 Bbenbrisi/ 3minu | Tvny - 3miHn woao 3a UA/16879/01/01

PO3YMHHUK ANg IHHOBEWLLH3 Ta PO3YMHHUKA: CLIA/ 6e3nekn/edeKkTMBHOCTI Ta peuenmom

po3unHy Ans mM6X BakcanTta Bengxiym ManydektypiHr CA, Benbris AscTpis/ dapmakoHarnsgy. Beegerns

BMPOGHMLTBO, KOHTPOIb SKOCTi Ta MEPBUHHE MaKyBaHHSA HimeyumHa abo 3miHM J0 y3aranbHeHnx

iH"ekuin, no 250 MO,
1 conakoH 3
MOPOLLIKOM Y
KOMnnekTi 3 1
¢nakoHoM 3
PO34YMHHMKOM (BOAA
ans iH'ekyin) no 5
Mn Tano 1
NPUCTOCYBaHHIO Ans
po3BEeAEHHS
BAKCIKEKT Il'y
KopobLi

Ma3:

BakcanTta KOC Ink, CLUA
YaCTKOBUI KOHTPOSb siKocTi [T13:
BakcTep Al', ABCTpis
YaCTKOBUI KOHTpOrb skocTi [J13:
Bakctep Al', AscTpis
Y4aCTKOBUI KOHTPOSb sikocTi [T13:

Oi TexHonomku eHd IHHOBewWWwioH TMBX, ABCTpis
BUPOBHMLTBO, KOHTPOSb SKOCTi Ta MEPBUHHE MaKyBaHHS
PO3YUHHNMKA:
3irdpig XamenbH MvbX, HimeyunHa
cTepuni3auis NpoboK i MiLLKIB A5 NEPEHECEHHS:
Bect ®apmacktoTikan Cepsices, IHk., CLLUA

OaHux npo cuctemy
hapmakoHarnsgy (BBeAeHHs
y3aranbHeHVX AaHnx npo
cvcTemMy chapmakoHarnsagy,
3MiHa ynoBHOBaXeHoi ocobu,
BiANOBiAanNbHOI 3a 3AiINCHEHHS
dapMakoHarnagy; KOHTakTHOl
ocobu 3 chapmakoHarnagy
3asiBHMKA ANs 34iNCHEHHS
hapmakoHarnagy B Ykpaii,
SIKLLIO BOHA BiAMiHHA Big
YMOBHOBaXeEHOI ocobu,
BignoBiganbHOI 3a 34iNCHEeHHs
dapmakoHarnsay (Bkovanym
KOHTaKTHi AaHi) Ta/abo 3miHn y
PO3MiLLeHHi MmacTep-daina
cucTeMun hapmakoHarmnsay)
(Haka3 MO3 Big 17.11.2016
Ne1245) 3miHa ynoBHOBaXeHOI
ocobu 3asBHKKa, BignoBigansHoI
3a papmakoHarnsa: Hitoya
peaakuis: MoxaH Xenwmep.
lMponoHoBaHa pepakuis: A-p
Cymit Myngpxkan / Sumit Munjal.
3MiHa KOHTaKTHUX JaHUX
yNOBHOBaXeHoi ocobun
3asiBHMKA, BignoBiganbHoi 3a
hapmakoHarnsg. 3MiHa
KOHTaKTHOI 0COOM 3asiBHUMKA,
BiANoOBiAanbHOT 3a 3AiNCHEHHS
dapmakoHarnagys YkpaiHi:
[itova pepakuis: YepHsera
OneHa AHatoniiBHa.
MponoHoBaHa peaakuis: Bexrep
JTogmuna AHatoniiBHa. 3miHa
KOHTAKTHMX OAHUX KOHTAKTHOT
0cobu ynoBHOBaXeHoi ocobu
3asiBHMKA, BignoBiganbHoi 3a
hapmakoHarnsg B YkpaiHi.
3MiHa Micus 3aiNcCHEeHHs
OCHOBHOI AisiNbHOCTI 3
dapmakoHarnsaay. 3miHa
MicLie3HaxX04XKEeHHS MacTep-
parina cucremm
dapmakoHarnagy Ta noro
HoMepy.




16 ITponoBkeHHs moxaTka 2

Ne Haszea ®Popma sunycky 3asieHUK Kpaina BupobHuk Kpaina Peecmpauyitina npoyedypa Ymoeu Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, sidnycky |peecmpauyiliHo2
n 3acoby ynakoeka) 0 noceidyeHHs1
22. | PIKCYBIC NMOPOLLIOK Ta bakcanta ABcTpis MapKyBaHHs1, BTOPMHHE NMakyBaHHs Ta Bunyck cepii 113 Bbenbrisi/ 3minu | Tvny - 3miHn woao 3a UA/16879/01/02

PO3YMHHUK ANg IHHOBEWLLH3 Ta PO3YMHHUKA: CLIA/ 6e3nekn/edeKkTMBHOCTI Ta peuenmom

po3unHy Ans mM6X BakcanTta Bengxiym ManydektypiHr CA, Benbris AscTpis/ dapmakoHarnsgy. Beegerns

BMPOGHMLTBO, KOHTPOIb SKOCTi Ta MEPBUHHE MaKyBaHHSA HimeyumHa abo 3miHM J0 y3aranbHeHnx

iH"ekuin, no 500 MO,
1 conakoH 3
MOPOLLIKOM Y
KOMnnekTi 3 1
¢nakoHoM 3
PO34YMHHMKOM (BOAA
ans iH'ekyin) no 5
mnTtanol
NPUCTOCYBaHHIO Ans
po3BEeAEHHS
BAKCIKEKT Il'y
KopobLi

a3:

BakcanTta KOC IHk, CLUA
YaCTKOBUI KOHTPOSb sikocTi [T13:
BakcTep Al', ABCTpis
4aCTKOBUI KOHTpOMb skocTi [13:
Bakctep Al', AscTpis
Y4aCTKOBUI KOHTPOSb sikocTi [T13:

Oi TexHonomku eHd IHHOBewWWwioH TMBX, ABCTpis
BUPOBHMLTBO, KOHTPOSb SKOCTi Ta MEPBUHHE MaKyBaHHS
PO3YMHHWMKA:
3irdpig XamenbH MvbX, HimeyunHa
cTepunisauis NpobokK i MiLLKIB A5 NEPEHECEHHS:
Bect ®apmacktoTikan Cepsices, IHk., CLLUA

OaHux npo cuctemy
hapmakoHarnsgy (BBeAeHHs
y3aranbHeHVX AaHnx npo
cvcTemy chapmakoHarnsgy,
3MiHa ynoBHOBaXeHoi ocobu,
BiANOBiAanNbHOI 3a 3AiINCHEHHS
dapMakoHarnagy; KOHTakTHOl
ocobu 3 chapmakoHarnagy
3asiBHMKA ANs 34iNCHEHHS
hapmakoHarnagy B Ykpaii,
SIKLLIO BOHA BiAMiHHA Big
YMOBHOBaXeEHOI ocobu,
BignoBiganbHOI 3a 34iNCHEeHHs
dapmakoHarnsay (Bkovanym
KOHTaKTHi AaHi) Ta/abo 3miHn y
PO3MiLLeHHi MmacTep-daina
cucTeMun hapmakoHarmnsay)
(Haka3 MO3 Big 17.11.2016
Ne1245) 3miHa ynoBHOBaXeHOI
ocobu 3asBHKKa, BignosiganbHOI
3a chapmakoHarnsg: firova
peaakuis: MoxaH Xenwmep.
lMponoHoBaHa pepakuis: A-p
Cymit Myngxkan / Sumit Munjal.
3MiHa KOHTaKTHUX JaHUX
yNOBHOBaXeHoi ocobun
3asiBHMKA, BignoBiganbHoi 3a
hapmakoHarnsg. 3MiHa
KOHTaKTHOI 0COOM 3asiBHUMKA,
BiANoOBiAanbHOT 3a 3AiNCHEHHS
dapMakoHarnagys YKpaiHi:
[itova pepakuis: YepHsiesa
OneHa AHatoniiBHa.
MponoHoBaHa peaakuis: BeHrep
JTogmuna AHatoniiBHa. 3miHa
KOHTAKTHMX OAHUX KOHTAKTHOT
0cobu ynoBHOBaXeHoi ocobu
3asiBHMKA, BignoBiganbHoi 3a
hapmakoHarnsg B YkpaiHi.
3MiHa Micus 3aiNcCHEeHHs
OCHOBHOI AisiNbHOCTI 3
dapmakoHarnsaay. 3miHa
MicLie3HaxX04XKEeHHS MacTep-
parina cucremm
dapmakoHarnagy Ta noro
HoMepy.




17 ITponoBkeHHs moxaTka 2

Ne Haszea ®Popma sunycky 3asieHUK Kpaina BupobHuk Kpaina Peecmpauyitina npoyedypa Ymoeu Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, sidnycky |peecmpauyiliHo2
n 3acoby ynakoeka) 0 noceidyeHHs1
23. | PIKCYBIC NMOPOLLIOK Ta bakcanta ABcTpis MapKyBaHHs1, BTOPMHHE NMakyBaHHs Ta Bunyck cepii 113 Bbenbrisi/ 3minu | Tvny - 3miHn woao 3a UA/16879/01/03

PO3YMHHUK ANg IHHOBEWLLH3 Ta PO3YMHHUKA: CLIA/ 6e3nekn/edeKkTMBHOCTI Ta peuenmom

po3unHy Ans mM6X BakcanTta Bengxiym ManydektypiHr CA, Benbris AscTpis/ dapmakoHarnsgy. Beegerns

BMPOGHMLTBO, KOHTPOIb SAKOCTi Ta MEPBUHHE MaKyBaHHSA HimeyumHa abo 3miHM J0 y3aranbHeHnx

iH"ekuin, no 1000
MO, 1 cpnakoH 3
MOPOLLIKOM Y
KOMnnekTi 3 1
¢nakoHoM 3
PO34MHHMKOM (BOAA
ans iH'ekyin) no 5
mnTtanol
NPUCTOCYBaHHIO Ans
po3BEeAEHHS
BAKCIKEKT Il'y
KopobLi

Ma3:

BakcanTta KOC IHk, CLUA
YaCTKOBUI KOHTPOSb sikocTi [T13:
BakcTep Al', ABCTpis
4aCTKOBUI KOHTpOMb skocTi [13:
Bakctep Al', AscTpis
Y4aCTKOBUI KOHTPOSb sikocTi [T13:

Oi TexHonomku eHd IHHOBewWWwioH TMBX, ABCTpis
BUPOOHMLTBO, KOHTPOSb SKOCTi Ta MEPBUHHE NaKyBaHHS
PO3YMHHMKA:
3irdpig XamenbH MvbX, HimeyunHa
cTepunisauis NpobokK i MiLLKIB A5 NEPEeHECEHHS:
Bect ®apmacktoTikan Cepsices, IHk., CLLUA

OaHux npo cuctemy
hapmakoHarnsgy (BBeAeHHs
y3aranbHeHVX AaHnx npo
cvcTemy chapmakoHarnsgy,
3MiHa ynoBHOBaXeHoi ocobu,
BiANOBiAanNbHOI 3a 3AiINCHEHHS
dapMakoHarnagy; KOHTakTHOl
ocobu 3 chapmakoHarnagy
3asiBHMKA ANst 34iNCHEHHS
hapmakoHarnagy B Ykpaii,
SIKLLIO BOHA BiAMiHHA Big
YMOBHOBaXeEHOI ocobu,
BignoBiganbHOI 3a 34iNCHEeHHs
dapmakoHarnsay (Bkovanym
KOHTaKTHi AaHi) Ta/abo 3miHn y
PO3MiLLeHHi MmacTep-daina
cucTeMun hapmakoHarmnsay)
(Haka3 MO3 Big 17.11.2016
Ne1245) 3miHa ynoBHOBaXeHOI
ocobu 3asBHKKa, BignoBigansHoI
3a chapmakoHarnsg: firova
peaakuis: MoxaH Xenwmep.
lMponoHoBaHa pepakuis: A-p
Cymit Myngxkan / Sumit Munjal.
3MiHa KOHTaKTHUX JaHUX
yNOBHOBaXeHoi ocobun
3asiBHMKA, BignoBiganbHoi 3a
hapmakoHarnsg. 3MiHa
KOHTaKTHOI 0COOM 3asiBHUKA,
BiANoOBiAanbHOT 3a 3AiNCHEHHS
dapmakoHarnagys YkpaiHi:
[itova pepakuis: YepHsiesa
OneHa AHatoniiBHa.
MponoHoBaHa peaakuis: BeHrep
JTogmuna AHatoniiBHa. 3miHa
KOHTAKTHMX OAHUX KOHTAKTHOT
0cobu ynoBHOBaXeHoi ocobu
3asiBHMKA, BignoBiganbHoi 3a
hapmakoHarnsg B YkpaiHi.
3MiHa Micus 3aiNcCHEeHHs
OCHOBHOI AisiNbHOCTI 3
dapmakoHarnsaay. 3miHa
MicLie3HaxXO4)KEeHHs1 MacTep-
parina cucremm
dapmakoHarnagy Ta noro
HoMepy.




18 ITponoBkeHHs moxaTka 2

Ne Haszea ®Popma sunycky 3asieHUK Kpaina BupobHuk Kpaina Peecmpauyitina npoyedypa Ymoeu Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, sidnycky |peecmpauyiliHo2
n 3acoby ynakoeka) 0 noceidyeHHs1
24. | PIKCYBIC NMOPOLLIOK Ta bakcanta ABcTpis MapKyBaHHs1, BTOPMHHE NMakyBaHHs Ta Bunyck cepii 113 Bbenbrisi/ 3minu | Tvny - 3miHn wWoao 3a UA/16879/01/04

PO3YMHHUK ANg IHHOBEWLLH3 Ta PO3YMHHUKA: CLIA/ 6e3nekn/edeKkTMBHOCTI Ta peuenmom

po3unHy Ans mM6X BakcanTta Bengxiym Manydektypinr CA, Benbris AscTpis/ dapmakoHarnsgy. BeegerHs

iH"ekuin, no 2000 BMPOGHMLTBO, KOHTPOIb SKOCTi Ta MEPBUHHE MaKyBaHHSA Himeyumna abo 3miHM J0 y3aranbHeHnx

MO, 1 cpnakoH 3
NOPOLLIKOM Y
KOMnnekTi 3 1
¢nakoHoM 3
PO34MHHMKOM (BOAA
ans iH'ekyin) no 5
Mn Tano 1
NPUCTOCYBaHHIO OIS
po3BEeAEHHS
BAKCIKEKT Il'y
KopobLi

Ma3:

BakcanTta KOC Ink, CLUA
YaCTKOBUI KOHTPOSb sikocTi [T13:
BakcTep Al', ABCTpis
4aCTKOBUI KOHTpOMb skocTi [13:
Bakctep Al', AscTpis
Y4aCTKOBUI KOHTPOSb sikocTi [T13:

Oi TexHonomku eHd IHHoBewnwioH TMBX, ABCTpis
BUPOOHMLTBO, KOHTPOSb SKOCTi Ta MEPBUHHE NaKyBaHHS
PO3YUHHNMKA:
3irdpig XamenbH MvbX, HimeyunHa
cTepunisauis NpobokK i MiLLKIB A5 NEPEeHECEHHS:
Bect ®apmacktoTikan Cepsices, IHk., CLLUA

OaHux npo cuctemy
hapmakoHarnsgy (BBeAeHHs
y3aranbHeHVX AaHnx npo
cvcTemy chapmakoHarnsgy,
3MiHa ynoBHOBaXeHoi ocobu,
BiANOBiAanNbHOI 3a 3AiINCHEHHS
dapMakoHarnagy; KOHTakTHoT
ocobu 3 chapmakoHarnagy
3asiBHMKA ANs 34iINCHEHHS
hapmakoHarnagy B Ykpaii,
SIKLLIO BOHA BiAMiHHA Big
YMOBHOBaXeEHOI ocobu,
BignoBiganbHOI 3a 34iNCHEeHHs
dapmakoHarnsay (Bkovanym
KOHTaKTHi AaHi) Ta/abo 3miHn y
PO3MiLLeHHi MmacTep-daina
cucteMu hapmakoHarnsay)
(Haka3 MO3 Big 17.11.2016
Ne1245) 3miHa ynoBHOBaXeHOI
ocobu 3asBHKKa, BignoBigansHoI
3a papmakoHarnsa: Hitoya
peaakuis: MoxaH Xenwmep.
lMponoHoBaHa pepakuis: A-p
Cymit Myngxkan / Sumit Munjal.
3MiHa KOHTaKTHUX JaHUX
yNOBHOBaXeHoi ocobun
3asiBHMKA, BignoBiganbHoi 3a
hapmakoHarnsg. 3MiHa
KOHTaKTHOI 0COOM 3asiBHUKA,
BiANoOBiAanbHOT 3a 3AiNCHEHHS
dapmakoHarnagys YkpaiHi:
[itova pepakuis: YepHsiesa
OneHa AHatoniiBHa.
MponoHoBaHa peaakuis: BeHrep
JTogmuna AHatoniiBHa. 3miHa
KOHTAKTHMX OAHUX KOHTAKTHOT
0cobu ynoBHOBaXeHoi ocobu
3asiBHMKa, BignoBiganbHoi 3a
hapmakoHarnsg B YkpaiHi.
3MiHa Micus 3aiNcCHEeHHs
OCHOBHOI AisiNbHOCTI 3
dapmakoHarnsaay. 3miHa
MicLie3HaxXO4)KEeHHs1 MacTep-
parina cucremm
dapmakoHarnagy Ta noro
HoMepy.




19 ITponoBkeHHs moxaTka 2

Ne Haszea ®Popma sunycky 3asieHUK Kpaina BupobHuk Kpaina Peecmpauyitina npoyedypa Ymoeu Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, sidnycky |peecmpauyiliHo2
n 3acoby ynakoeka) 0 noceidyeHHs1
25. | PIKCYBIC NMOPOLLIOK Ta bakcanta ABcTpis MapKyBaHHs1, BTOPMHHE NMaKyBaHHs Ta Bunyck cepii 113 Benbrisi/ 3minu | Tvny - 3miHn wWopo 3a UA/16879/01/05

PO3YMHHUK ANg IHHOBEWLLH3 Ta PO3YMHHUKA: CLIA/ 6e3nekn/edeKkTMBHOCTI Ta peuenmom

po3unHy Ans mM6X Bakcanta Bengxiym Manydektypinr CA, Benbris AscTpis/ dapmakoHarnsgy. Beegerns

BMPOGHMLTBO, KOHTPOIb SKOCTi Ta MEPBUHHE MaKyBaHHSA HimeyumHa abo 3miHM J0 y3aranbHeHnx

iH"ekuin, no 3000
MO, 1 cpnakoH 3
MOPOLLIKOM Y
KOMnnekTi 3 1
¢nakoHoM 3
PO34YMHHMKOM (BOAA
ans iH'ekyin) no 5
Mn Tano 1
NPUCTOCYBaHHIO Ans
po3BEeAEHHS
BAKCIKEKT Il'y
KopobLi

Ma3:

BakcanTta KOC Ink, CLUA
YaCTKOBUI KOHTPOSb sikocTi [T13:
BakcTep Al', ABCTpis
4aCTKOBUI KOHTpOMb skocTi [13:
Bakctep Al', AscTpis
Y4aCTKOBUI KOHTPOb sikocTi [T13:

Oi TexHonomku eHp IHHoBewWwioH TMBX, ABCTpis
BUPOBHMLTBO, KOHTPOSb SKOCTi Ta MEPBUHHE MaKyBaHHS
PO3YUHHNMKA:
3irdpig XamenbH MvbX, HimeyunHa
cTepunisauis NpobokK i MiLLKIB A5 NEPEeHECEHHS:
Bect ®apmacktoTikan Cepsices, IHk., CLLUA

OaHux npo cuctemy
hapmakoHarnsgy (BBeAeHHs
y3aranbHeHVX AaHnx npo
cvcTemy chapmakoHarnsgy,
3MiHa ynoBHOBaXeHoi ocobu,
BiANoOBiganbHOI 3a 3AiNCHEHHS
dapMakoHarnagy; KOHTakTHOl
ocobu 3 chapmakoHarnagy
3asiBHMKA ANs 34iNCHEHHS
hapmakoHarnagy B Ykpaii,
SIKLLIO BOHA BiAMiHHA Big
YMOBHOBaXeEHOI ocobu,
BignoBiganbHOI 3a 34iNCHEeHHs
dapmakoHarnsay (Bkovanym
KOHTaKTHi AaHi) Ta/abo 3miHn y
PO3MiLLEeHHi MmacTep-daina
cucTeMun hapmakoHarmnsay)
(Haka3 MO3 Big 17.11.2016
Ne1245) 3miHa ynoBHOBaXeHOI
ocobu 3asBHKKa, BignoBigansHoI
3a papmakoHarnsa: Hitoya
peaakuis: MoxaH Xenwmep.
lMponoHoBaHa pepakuis: A-p
Cymit Myngxkan / Sumit Munjal.
3MiHa KOHTaKTHUX JaHUX
yNOBHOBaXeHoi ocobun
3asiBHMKA, BignoBiganbHoi 3a
hapmakoHarnsg. 3MiHa
KOHTaKTHOI 0COOM 3asiBHUMKA,
BiANoOBiAanbHOT 3a 3AiNCHEHHS
dapmakoHarnagys YkpaiHi:
[itova pepakuis: YepHsiesa
OneHa AHatoniiBHa.
MponoHoBaHa peaakuis: BeHrep
JTogmuna AHatoniiBHa. 3miHa
KOHTAKTHMX OAHUX KOHTAKTHOT
0cobu ynoBHOBaXeHoi ocobu
3asiBHMKA, BignoBiganbHoi 3a
hapmakoHarnsg B YkpaiHi.
3MiHa Micus 3aiNcCHEeHHs
OCHOBHOI AisiNbHOCTI 3
dapmakoHarnsaay. 3miHa
MicLie3HaxXO4)KEeHHs1 MacTep-
parina cucremm
dapmakoHarnagy Ta noro
HoMepy.




20 ITponoBkeHHs moxaTka 2
Ne Haszea ®Popma sunycky 3asieHUK Kpaina BupobHuk Kpaina Peecmpauyitina npoyedypa Ymoeu Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, sidnycky |peecmpauyiliHo2
n 3acoby ynakoeka) 0 noceidyeHHs1
26. | CIBPABA PO34MH ANIs iH'EKLN, Hosapric LLiseviLapis Br1po6HMLTBO CTEPUNBHOrO NikapcbKoro 3acoby - ITanis/ BUMNpPaBIIEHHS TEXHIYHOI 3a UA/19037/01/01
284 mr/1,5 mn; no Ogepci3 acenTnyHa nigrotoeka Ctepunisadis - dinbTpadis, HimeuyunHa nomunku B MKA, a came: peuenmom
1,5 M1 po3unny y IHBECTMEHTC KOHTPOIb SKOCTi (di3nko-XiMiuHUIA, BionoriyHui, - 3a3HaYeHHs nikapcbKoi hopmu
nonepegHbo Al MiKpOBIOnOriYyHUiA - CTEPUIBHICTL), NEPBUHHE Ha TUTYNbHOMY apKyLui;
HarnoBHEHOMY nakyBaHHs): [Litova pepakuis:
wnpwui; no 1 Kopaen ®apma C.n.A, Migposgin UP3, ITanis; METOOUN KOHTPOINKO AKOCTI
nonepegHLo BTOPWHHE NaKyBaHHS: JIIKAPCbKOIO 3ACOBY
HanoBHEHOMY KopaeH ®apma C.n.A., ITanis; CIBPABA
LUNPpULI B KAPTOHHIN BMNYCK Cepin: no 1,5 mn po3uuHy y
Kopoo6uLi Hosaptic ®apma N'M6X, HimevumHa; nonepegHb0 HarnoBHEHOMY
BUMYCK Cepint: Lwnpuui; no 1 nonepeaHL0
CaHnpgo3s 'mM6X, ABcTpis; HarnoBHEHOMY LUNpULi B
KOHTPOIb AKOCTIi (i3nKO-XiMiYHWN): KapTOHHIN kopobui no 284 mr
Yenab C.p.n., Itania MponoHoBaHa peaakuis:
METOAN KOHTPOIMIO AKOCTI
JIKAPCbKOIO 3ACOBY
CIBPABA
po34unH ang iH'ekuin, 284 mr/1,5
mn no 1,5 mn po3unHy y
nonepeaHL0 HanoBHEHOMY
wnpwui; no 1 nonepeaHbLo
HarnoBHEHOMY LUNpULi B
KapTOHHiIl kopoOLj
- BUNPaBMEHHS 3a3HayYeHHs
KOHLUeHTpauii (mr/mn) Ta
ynaKoBKU fikapCbKoro 3acoby B
po3aini «cknag»
27. | CIBPABA PO34MH ANs iH'eKLin, HoBaprTic LLisenuapis Br1po6HMLTBO CTEPUNBHOrO NikapcbKoro 3acoby - ITanis/ [aHa 3miHa € nokanbHoo i He 3a UA/19037/01/01
284 mr/1,5 mn; no Osepcis acenTtunyHa nigrotoBka Ctepunisauis - dinbTpadis, Himeuuumna/ Mae MigTBepAKEHHS peuernmom
1,5 Mn po3umnHy y IHBECTMEHTC KOHTPOMb SKOCTi (i3nKo-XiMiYHWIA, GionoriyHui, ABCTpiIs 3aTBepOKeHHs 3MiH 3 EMA. B
nonepegHL0 Al MiKpOBIONOriYHUiA - CTEPUIBHICTL), NEPBUHHE €BpOMNencbKoMy A0ChbE, AaHe
HarnoBHEHOMY nakyBaHHs1): Kopaen ®apma C.n.A, lMigpo3gin UP3, nakyBaHHs Oyro 3apeecTpoBaHe
wnpwuui; no 1 ITanis; BTOpUHHE NaKkyBaHHSA: npu peectpadii, Togi SK npu
nonepegHL0 KopaeH ®apma C.n.A., ITanis; Bunyck cepin: HoBapTic peecTpauii B YkpaiHi faHe
HarnoBHEHOMY ®apma 'mbX, HimewunHa; Bunyck cepin: Cangos MvbX, nakyBaHHs He byno

LUNPpUL B KAPTOHHI
KopoOGLi

ABCTPpIsi; KOHTPOMb AKOCTI (hi3vKo-xiMiyHWIA): Yenab
C.p.n., Itanis

neTanisoBaHo. [1aHO 3MiHOH
MPOMNOHYETLCS YTOYHUTU
MapkyBaHHs Ta 3a3HaunTH
HasiBHICTb NPOMIXKHOI YNaKkoBKv B
SKiN PO3MILLYETBCSA NEePBUHHA
ynakoBka. [laHa ynakoBka
Cryrye B SIKOCTi yTpumMyBaya
NepBMHHOI YNakoBKW ANs KpaLoi
dikcauii i He JonyLUeHHsI
MexaHi4YHOro BrnnuBy npwu
TpaHcnopTyBaHHi. B pe3synbTrari
BHECEHHS 3MiHM He byae
3MIHIOBATUCS KiNbKiCTb NayoK Ha
PWHKY YKpaiHu, OCKINbKy 3MiHa
CTOCYETBLCS TiMbKN NPOMIKHOT
ynakoBku. BBegeHHs 3MiH




21 ITponoBkeHHs moxaTka 2
Ne Haszea ®Popma sunycky 3asieHUK Kpaina BupobHuk Kpaina Peecmpauyitina npoyedypa Ymoeu Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, sidnycky |peecmpauyiliHo2
n 3acoby ynakoeka) 0 noceidyeHHs1
NpOTArom 6-Tn MicsLiB nicnsi
3aTBEPKEHHS.
28. | PEUBA NMOPOLLIOK Ta Bakctep Al ABcTpis Bunyck cepii: ABcTpisi/ 3miHu | Tvny - 3miHn wWopo 3a UA/16954/01/01
PO3UYNHHUK AN Bakctep Al', AscTpis HimeyunHa 6e3nekn/edeKTUBHOCTI Ta peuernmom

PO34MHY Ans
iH"ekuin no 500 Oa.;
NMOPOLLIOK Y
cnakoHax Ta
PO34MHHUKK (BoAa
ans iH'exuin) no 10
M abo no 20 mny
cnakoHax. Mo 1
dnakoHy 3
NOPOLLIKOM Y
KoMnnekTi 3 1
dnakoHom 3
PO34YNHHUKOM Ta 3
NpUCTOCYBaHHAM
ONs po3BeAeHHs!
BAXJECT Il Xai
droy Ta Habopom
ans seegeHHs (1
OfHOpa3oBUi
wnpwy, 1
OfHOpa3oBa rorka,
1 ronka-meTenuk) y
KopoobLi

BionoriyHe TecTyBaHHSA, cTepunisauisi, KOHTPOSb SKOCTI,
nepBUHHE NaKyBaHHS, BTOPUHHE NaKyBaHHs,
BUpOGHMUTBO [J13:

BakcTep Al', ABCTpis
Brnpo6HMLTBO roToBOro fnikapcbkoro 3acoby:
Bakctep Al', AscTpis
BionoriuHe TecTyBaHHs:

BakcTep Al', ABCTpis
Bupo6HMLTBO po34MHHMKA:
3irdpia XamenbH Mvbx, HimevunHa

dapmakoHarnagy. BeegeHns
abo 3MiHW Jo y3aranbHeHUX
AaHuX nNpo cuctemy
dapmakoHarnsgy (BBeAeHHs
y3aranbHeHUX AaHnx npo
cuctemy papmakoHarnsgy,
3MiHa YNoBHOBaXeHOi ocobu,
BignoBiganbHOI 3a 34iNCHEeHHs
dapmakoHarnsay; KOHTaKTHOI
ocobu 3 chapmakoHarnagy
3asBHMKaA ONS 34iNCHEHHS
hapmakoHarnsgy B YKpaiHi,
SIKLLIO BOHA BiAMiHHA Big
yMNOBHOBaXeHOI ocobu,
BiANoOBiAanNbHOI 3a 3AiINCHEHHS
dapmakoHarnsay (Bkovanym
KOHTaKTHi gaHi) Ta/abo 3miHu y
po3MilLieHHi macTep-anna
cucTeMun hapmakoHarmsay)
(naka3 MO3 Big 17.11.2016
Ne1245) 3miHa ynoBHOBaXeHOI

ocobu 3asBHMKa, BianoBiganbHOI

3a (pbapmakoHarnsg: firova
penakuia: VloxaH Xenmep.
lMponoHoBaHa pepakuis: A-p
Cymit MyHgxkan / Sumit Munjal.
3MiHa KOHTaKTHUX AaHuX
yNOBHOBaXeHoi ocobun
3asBHMKA, BignoBiganbHoI 3a
papmakoHarnag. 3miHa
KOHTaKTHOI 0COOM 3asiBHUKa,
BiAnoBiganbHOI 3a 34iNCHEeHHS
dapmakoHarnsays YkpaiHi:
[itoya pepakuis: YepHsera
OneHa AHatoniiBHa.
MponoHoBaHa pepakuis: BeHrep
Jlogmuna AHatoniiBHa. 3miHa
KOHTaKTHUX AaHUX KOHTaKTHOI
0cobu ynoBHOBaXKEHOT 0COOU
3asiBHMKA, BignoBiganbHoi 3a
dapmakoHarnsag B YKpaiHi.
3MiHa Micus 3AiNCHEHHs
OCHOBHOI AisiNbHOCTI 3
dapmakoHarnagy. 3miHa
MicLie3HaxomKeHHs MacTep-
harina cuctemm




22 ITponoBkeHHs moxaTka 2

Ne Haszea ®Popma sunycky 3asieHUK Kpaina BupobHuk Kpaina Peecmpauyitina npoyedypa Ymoeu Homep

n/ | nikapcbko2o | (nikapcbka ¢hopma, sidnycky |peecmpauyiliHo2
n 3acoby ynakoeka) 0 noceidyeHHs1

dapmakoHarnagy Ta noro
Homepy.
29. | PEUBA NMOPOLLIOK Ta BakcTtep Al ABcTpis Bunyck cepii: ABcTpisi/ 3miHu | TNy - 3miHn woao 3a UA/16954/01/02
PO3UYNHHUK AN Bakctep Al', AscTpis HimeyvunHa 6e3nekn/edeKTUBHOCTI Ta peuernmom

PO34MHY Ans
iH"ekuin no 1000
Opa.; nopoLuoK y
cnakoHax Ta
PO34MHHUKK (BoAa
ans iH'exuin) no 20
My donakoHax; no
1 dnakoHy 3
NOPOLLIKOM Y
KoMnnekTi 3 1
¢nakoHoMm 3
PO34YNHHUKOM Ta 3
NPUCTOCYBaHHAM
Onsi po3BeaeHHs
BAXJECT Il Xan
drioy Ta Habopom
Onsi BBeaeHHs (1
OfHOpa3oBUi
wnpw, 1
ofHOpa3oBa rorka,
1 ronka-meTenuk) y
KopobLi

BionoriyHe TecTyBaHHSA, cTepunisauisi, KOHTPOSb SKOCTI,
NnepBUHHE NaKyBaHHS, BTOPUHHE NaKyBaHHs,
BUpOGHMUTBO [J13:

BakcTep Al', ABCTpis
Brnpo6HMLTBO roToBOro nikapcbkoro 3acoby:
Bakctep Al', AscTpis
BionoriuHe TecTyBaHHs:

BakcTep Al', ABCTpis
Bupo6HMLTBO po34MHHMKA:
3irdpia XamenbH Mvbx, HimevunHa

dapmakoHarnagy. BeegeHHs
abo 3miHM J0 y3aranbHeHnx
[OaHux npo cuctemy
hapmakoHarnsigy (BBeAeHHS
y3aranbHeHWUX AaHux npo
cuctemy papmakoHarnsgy,
3MiHa YNoBHOBaXeHOi ocobu,
BignoBiganbHOI 3a 34iNCHEeHHs
dapmakoHarnsay; KOHTaKTHOI
ocobu 3 chapmakoHarnagy
3asBHMKaA ONS 34iNCHEHHS
hapmakoHarnsgy B YKpaiHi,
SIKLLIO BOHA BiAMiHHA Big
yMNOBHOBaXeHOI ocobu,
BiANOBiAanNbHOI 3a 3AiINCHEHHS
dapmakoHarnsay (Bkovanym
KOHTaKTHi gaHi) Ta/abo 3miHu y
po3MilLieHHi macTep-anna
cucTeMun hapmakoHarnsay)
(naka3 MO3 Big 17.11.2016
Ne1245) 3miHa ynoBHOBaXeHOI
ocobu 3asBHKKa, BignosiganbHOI
3a (pbapmakoHarnsg: firova
penakuia: VloxaH Xenmep.
lMponoHoBaHa pepakuis: A-p
Cymit MyHgxkan / Sumit Munjal.
3MiHa KOHTaKTHUX AaHuX
yNOBHOBaXeHoi ocobun
3asBHMKA, BigNoBiganbLHOI 3a
papmakoHarnag. 3miHa
KOHTaKTHOI 0COOM 3asiBHUMKA,
BiANoBiganbHOI 3a 34iINCHEeHHS
dapmakoHarnsays YkpaiHi:
[itoya pepakuis: YepHsera
OneHa AHatoniiBHa.
MponoHoBaHa pepakuis: BeHrep
Jlogmuna AHatoniiBHa. 3miHa
KOHTaKTHUX AaHUX KOHTaKTHOI
0Ccobu yNoBHOBaXEHOT 0CO6U
3asiBHMKA, BignoBiganbHoi 3a
dapmakoHarnsag B YKpaiHi.
3MiHa Micus 3AiNCHEHHS
OCHOBHOI AisiNbHOCTI 3
dapmakoHarnagy. 3miHa
MicLie3HaxomKeHHs MacTep-
harina cuctemm




23 ITponoBkeHHs moxaTka 2

Ne Haszea ®Popma sunycky 3asieHUK Kpaina BupobHuk Kpaina Peecmpauyitina npoyedypa Ymoeu Homep

n/ | nikapcbko2o | (nikapcbka ¢hopma, sidnycky |peecmpauyiliHo2
n 3acoby ynakoeka) 0 noceidyeHHs1

dapmakoHarnagy Ta noro
Homepy.
30. | PEUMBA NMOPOLLIOK Ta BakcTtep Al ABcTpis Bunyck cepii: ABcTpisi/ 3miHu | TNy - 3miHn woao 3a UA/16954/01/03
PO3UYNHHUK AN Bakctep Al', AscTpis HimeyvunHa 6e3nekn/edeKTUBHOCTI Ta peuernmom

PO34MHY Ans
iH"ekuin no 2500
Opa.; nopoLuoK y
cnakoHax Ta
PO34MHHUKK (BoAa
ans iH'exuin) no 50
My donakoHax; no
1 dnakoHy 3
NOPOLLIKOM Y
KoMnnekTi 3 1
¢nakoHoMm 3
PO34YNHHUKOM Ta 3
NPUCTOCYBaHHAM
Onsi po3BeaeHHs
BAXJECT Il Xan
drioy Ta Habopom
Onsi BBegeHHs (1
OfHOpa3oBUi
wnpw, 1
ofHOpa3oBa rorka,
1 ronka-meTenuk) y
KopobLi

BionoriyHe TecTyBaHHSA, cTepunisauisi, KOHTPOMb SKOCTI,
NnepBUHHE NaKyBaHHS, BTOPUHHE NaKyBaHHs,
BUpOGHMUTBO [J13:

BakcTep Al', ABCTpis
Brnpo6HMLTBO roToBOro fnikapcbkoro 3acoby:
Bakctep Al', AscTpis
BionoriuHe TecTyBaHHs:

BakcTep Al', ABCTpis
Bupo6HMLTBO po34MHHMKA:
3irdpia XamenbH M'vbx, HimevunHa

dapmakoHarnagy. BeegeHns
abo 3miHM J0 y3aranbHeHnx
[OaHux npo cuctemy
hapmakoHarnsigy (BBeAeHHS
y3aranbHeHNX AaHnx npo
cuctemy papmakoHarnsgy,
3MiHa YNoBHOBaXeHOi ocobu,
BignoBiganbHOI 3a 34iNCHEeHHs
dapmakoHarnsay; KOHTaKTHOI
ocobu 3 chapmakoHarnagy
3asBHMKaA ONS 34iNCHEHHS
hapmakoHarnsgy B YKpaiHi,
SIKLLIO BOHA BiAMiHHA Big
yMNOBHOBaXeHOI ocobu,
BiANoOBiAanbHOI 3a 3AiINCHEHHS
dapmakoHarnsay (Bkovanym
KOHTaKTHi gaHi) Ta/abo 3miHu y
po3MilLieHHi macTep-anna
cucTeMun hapmakoHarnsay)
(naka3 MO3 Big 17.11.2016
Ne1245) 3miHa ynoBHOBaXeHOI
ocobu 3asBHKKa, BignoBigansHoI
3a (pbapmakoHarnsg: firova
penakuia: VloxaH Xenmep.
lMponoHoBaHa pepakuis: A-p
Cymit MyHgxkan / Sumit Munjal.
3MiHa KOHTaKTHUX AaHuX
yNOBHOBaXeHoi ocobun
3asBHMKA, BigNoBiganbLHOI 3a
papmakoHarnag. 3miHa
KOHTaKTHOI 0COOM 3asiBHUMKA,
BiAnoBiganbHOI 3a 34iNCHEeHHs
dapmakoHarnsays YkpaiHi:
[itoya pepakuis: YepHsera
OneHa AHatoniiBHa.
MponoHoBaHa pepakuis: BeHrep
Jlogmuna AHatoniiBHa. 3miHa
KOHTaKTHUX AaHMUX KOHTaKTHOI
0Ccobu yNoBHOBaXEHOT 0CO6U
3asiBHMKA, BignoBiganbHoi 3a
dapmakoHarnsag B YKpaiHi.
3MiHa Micus 3AiNCHEHHs
OCHOBHOI AisiNbHOCTI 3
dapmakoHarnagy. 3miHa
MicLie3HaxomKeHHs MacTep-
harina cuctemm




24 ITponoBkeHHs moxaTka 2
Ne Hasea ®dopma sunycKy 3asisHuUK Kpaina Bupob6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, sidnycky |peecmpauyiliHo2
n 3acoby ynakoeka) 0 noceidyeHHs1
dapmakoHarnagy Ta noro
Homepy.
31. | XAUPIMO3 po34mH ans iH'ekuin, |CaHgo3 MM6X | ABCTpisi KOHTpOrb (XiMiuyHWI/disnyHuin): HoBapTic ®apma WranH | Lseriuapis/ IB, Beaneka C.1.11.z - IB: To 3a UA/17973/01/01
40 40 wmr/0,8 wmr; no 0,8 Al LWBeriuapisi; koHTponb cepii (bionoriyHuin): HosapTic CnoseHis/ align the additional peuernmom

MIT PO3YUHY Y ®apwma AT, LLBenuapist; kKOHTponb cepii (6ionoriuHni): AscTpis/ pharmacovigilance activities as

nonepegHLo Jlex a.4., NE Bupo6bHuuTteo MeHreLl, CrnoBeHist; NOBHUI Himeyumna category 3 with the updated

HanoBHEHOMY upmkn BupobHuuTea: CaHgos MvoX - BupobHuua version of the reference product

wnpwuj; no 1 abo 2 AinbHuus AcenTunuHi Nikapcbki 3acobu LWadTeray RMP, as guided by

nonepegHLo (AcenTtuyuni N3LU), ABcTpis; KOHTpOnb cepii EMEA/CHMP/BMWP/42832/200

HarnoBHEHUX (ximivyHWI/disndnni): €spodiHc PACT MmGX, 5 Revl. The following registries

wnpuuis y HimeuumHa; koHTponb cepii (MikpobionoriyHni - were removed from the RMP:

Gnictepax y CTepuribHi MOKa3HMKK, MiKpOBIONOriYHMIA - HECTEPUIbHI - The Rheumatoid Arthritis

KapTOHHIN kopobui

nokasHuku): Cangos M'm6X - BupobHuya ginbHuus
BiotexHonoriuHi Jlikapceki Cybetanuii Kynane (BT JICK),
ABCTpis; KOHTpOnb cepii (6ionoriyHnin): CUHINAB
Ananitukc eHp Cepsicuc Wsenuapia Al', LLisenuapis

Observation of Biologic Therapy
(RABBIT, Germany)

- The British Association of
Dermatologists Biological
Interventions Register (BADBIR,
UK)

- The Inflammatory Bowel
Disease Registry (UKIBD, UK)

B.o. NeHepanbHOro anpeKkropa

AupekTopaTy thapmaueBTUYHOro 3abe3neyvyeHHs

IBaH 3AABOPHUX




