MEPENIK

NIKAPCbKNX 3ACOBIB LLOAO AKNX 3ABEPLLEHO PO3rNA4 PEECTPALINHNX MATEPIAMIB NMPO BHECEHHA 3MIH A0 PEECTPALINHUX

MATEPIANIB MPOTAroM Ali PEECTPALIAHOINO NOCBIAYEHHSA HA NIKAPCbKI 3ACOBU, AKI SAPEECTPOBAHI KOMMNETEHTHUMM

OPFAHAMU CMOJTYYEHUX LUTATIB AMEPVKW, LUBENLLAPCbKOI KOH®ELEPALL, AMNOHII, ABCTPAII, KAHAAW, NIKAPCLKNX 3ACOBIB, WO
3A LUEHTPA/I30OBAHOIO NMPOLEAYPOKO 3APEECTPOBAHI KOMMETEHTHMM OPFAHOM EBPOMNEVNCBHLKOIO COKO3Y

Ne Ha3ssa snikapcbko20 dopma sunycky 3assHuUK Kpaina Bupo6Huk Kpaina PeecmpayitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka gpopma, BionycKky peecmpayjiliHo2o
YnakoskKa) nocBi04Y€eHHs1
1. HIMEHPUKC® NMOPOLLOK Ta MNOAN3EP CLWA hopMyBaHHs, Benbris 3MmiHn | Tvny B.l.a.2.a., IB - He3HauHi 3a UA/16901/01/01
PO3YMHHUK ANA EAY.CLMI. HamnoBHeHHs, niodpinisauis, 3MiHM y npoueci BUpobHuLTBa peyenmom
pO34uHy aons KOPMOPEWLIH KOHTPO/1b SIKOCTI, Aito4oi pevoBUHY NpasLLEeBOro
iH'ekujin, 1 no3ay nakyBaHHs/MapKyBaHHS, aHatokcuHy (TT) Ans NigBULLEHHS
donakoHi; no 1 BMNYCK CEpii rOTOBOro KOHUeHTpavuji Tetanus Toxoid
dhnakoHy 3 NPOAYKTY; Antigen 3 3500-3700 Lf/mn go
nopotukom (1 fo3a) nakyBaHHs/MapKyBaHHS, 3500-4100 Lf/mn Ta uinboBoi
B KOMM/IEKTI 3 BUNYCK Cepii PO3YMHHMKA: KOHUeHTpauji 3 3600 Lf/mn go 3800
po34nHHMKOM (0,5 Mdpaiizep Lf/mn Ha cTagii UF2 Ha BUpOGHNii
MJ1) Y nonepegHbo MeHtohekyypuHr Benbris ginbHuui Pfizer Ireland
HarnoBHEHOMY HB, Benbris; Pharmaceuticals, Ireland.
Lnpuyi Ta ABoma hopMyBaHHsA Ta
ronkamu HaMoOBHEHHS PO3UYMHHUKA,
3anakoByoTb y MapKyBaHHS!, KOHTPO/Tb
6nictep Ta SAKOCTi PO3YMHHUKA:
BK1afalTb y KataneHT Benbaxiym CA,
KapTOHHY KOPOOKY; Benbrisi;
no 1 cpnakoHy 3 hopMyBaHHS BaKLHMK,
nopotukom (1 fo3a) HanoBHEHHS (h/1aKOHIB,
B KOMM/IEKTI 3 niogpinisauisi, KOHTPO/b
po34mHHMKOM (0,5 AKOCTI:
MJ1) Y nonepegHbo InakcoCMmiTKnsiAH
HanoBHeHOMY Bionogxikanc CA, benbrisa
WiNpuLi 6e3 ronku
3anakoByoTb Y
6nictep; 10
6nicTtepis
BKMafalTb y
KapTOHHY KOPOGKY
2. HIMEHPUKC® NMOPOLLOK Ta MNOAN3EP CLWA hopMyBaHHs, Benbris B.l.b.1.z, IB - 3miHa go crneuudikavii 3a UA/16901/01/01
PO3YMHHKK ANa EAY.CLMI. HanoBHeHHS, niodinisauis, BUXifHOI pevoBnHU Na-glutamate, a peyenmom
PO34urHy ons KOPMOPEWLH KOHTPO/Ib SIKOCTI, came kiacudikauis 3

iH'ekuiin, 1 no3ay
thnakoHi; no 1
donakoHy 3
nopotukom (1 fo3a)
B KOMM/IEKTI 3
po34rHHMKom (0,5
M) y nonepesHbo
HanoBHEHOMY

nakyBaHHs/MapKyBaHHS,
BUMYCK cepii roToBoro

NPOAYKTY;

nakyBaHHs/MapKyBaHHS,

BUNYCK cepii pO34MHHMKA:
Mdpaiizep

MeHtohekyypuHr Benbris

HB, Benbrig;

HedhapmMakoneiHoi (TecTyBaHHS 3a
USP/NF) Ha HethapmakoneiiHy.




Ne HasBga snikapcbko20 dopma BUMYCKY 3assHUK KpaiHa Bupo6HuK KpaiHa PeecmpayitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka gpopma, BionycKy peecmpayjiliHo2o
yrnakoska) nocsi04YeHHs1
Lnpuyi Ta ABoma hopMyBaHHsA Ta
ronkamu HarnoBHEHHSA PO3YMHHMKA,
3anakoByoTb Yy MapKyBaHHS, KOHTPO/1b
6nictep Ta SAKOCTi PO3YMHHUKA:
BKNagaloTb y KataneHT Benbpxiym CA,
KapTOHHY KOPOOKY; Benbrisi;
no 1 cpnakoHy 3 hopMyBaHHS BaKLHM,
nopotukom (1 fo3a) HanoBHEHHS (h/1aKOHIB,
B KOMM/IEKTI 3 niogpinisadisi, KOHTPO/Ib
po34mHHMKOM (0,5 AKOCTI:
MJ1) Y nonepeaHbo nakcoCmiTKnsiiH
HanoBHEHOMY Bionogxikanc CA, benbris
LWNpuLi 6e3 ronku
3anakoByoTb Y
6nictep; 10
6nicTepis
BKNagaTb y
KapTOHHY KOPOGKY
3. HIMEHPUKC® NMOpPOLLOK Ta MNOAN3EP CWA hopMyBaHHs, Benbris 3miHa B.1.b.2.d, Il — BnpoBaxeHHs 3a UA/16901/01/01
PO3YMHHKK ANA EWY.CLMI HanoBHeHHS, niodinisauis, HOBUWX eTa/IOHHWX MaTepianis peyenmom
pPO34unHy Ana KOPMOPEWLLH KOHTPO/Ib SKOCTI, npaBLEBOro aHaTOKCUHY, SKi He
iH'ekuiin, 1 no3ay nakyBaHHs/MapKyBaHHS, OXOMN/ITLCA Hapasi CXBasIeHNM
thnakoHi; no 1 BMNYCK Cepii roTOBOro NPOTOKO/IOM [/151 TECTYBaHHSA
donakoHy 3 NPOAYKTY; aKTUBHWX PEYOBUH, BUPOOIEHNX
nopotukom (1 fo3a) nakyBaHHs/MapKyBaHHS, Pfizer Grange Castle, Ireland.
B KOMM/IEKTI 3 BMNYCK Cepii PO34MHHMKA:
po3unHHMKOM (0,5 Mdpaiizep
MJ1) Y nonepegHbo MeHtohekyypuHr Benbris
HarnoBHEHOMY HB, Benbris;
WwnpuLi Ta ABomMa chopmyBaHHs Ta
ronkamu HaMoOBHEHHS PO3YMHHUKA,
3anakoByloTb y MapKyBaHHS!, KOHTPO/1b
6nictep Ta SAKOCTi PO3UMHHMKA:
BKMafalTb y KataneHT benbmkiym CA,
KapTOHHY KOpPOOKY; Benbrisi;
no 1 dprakoHy 3 hopMyBaHHS BaKLMHH,
nopotukom (1 fo3a) HanoBHEHHS (h/1aKOHIB,
B KOMM/IEKTI 3 niogpinisauisi, KOHTPO/b
po3unHHMKOM (0,5 AKOCTI:
MJ1) Y nonepegHbo nakcoCMmiTKnsiiH
HanoBHeHOMY Bionogxikanc CA, benbrisa
LwinpuLi 6e3 rosku
3anakoBytoTb Y
6nictep; 10
6nictepis
BKMafaTb y
KapTOHHY KOPOGKY
4, HIMEHPUKC® MOPOLLIOK Ta NeANIEP CLWA chopmMyBaHHs, Benebris 3miHa B.1I.b.3.c, || — BBeAeHHS fiHii 3a UA/16901/01/01
PO3YMHHUK AN EVY.CLII. HanoBHEHHS, niodpinizauis, po3nmBy WSL-10 y noegHaHHi 3 peyenmom




iH'ekuinn, 1 gosay
dhnakoHi; no 1
donakoHy 3
nopowukom (1 gosa)
B KOMM/EKTi 3
po3unHHMKOM (0,5
MA1) Y nonepeaHbo
HarnoBHEHOMY
LwnpuLi Ta gsomMa
ronikamu
3anakoByOTb Y

nakyBaHHA/MapKyBaHHS,
BUMYCK Cepii roToBOro
NPOAYKTY;
nakyBaHHA/MapKyBaHHS,
BUNYCK cepil PO3YMHHMKA:
Mdpaiizep
MeHtodekuypuHr Benbris
HB, benbris;
hopmyBaHHs Ta
HaroBHEHHSA PO3YMHHMKA,
MapKyBaHHS1, KOHTPO/Ib

MenY, He BKNOYEHNX 80
3aTBEPKEHOro NPOTOKOY,
BK/IO4At0UM BNPOBAKEHHS
[OBOPIBHEBOI cUCTEMYU AN
eTaIOHHMX nonicaxapugHux

matepianis Pfizer Ta cTBOpeHHsA
NepPBUHHOTO €Ta/IOHHOTO MaTepiany
(PRM), po6040ro etasioHHOro
marepiany (WRM) i HoBMX
NPOTOKONIB KBaidpikaw,i.
Twn 1B, (B.11.z) - Kopekuis

Ne HasBga snikapcbko20 dopma BUMYCKY 3assHUK KpaiHa Bupo6HuK KpaiHa PeecmpayitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka gpopma, BionycKy peecmpayjiliHo2o
yrnakoska) nocsi04YeHHs1
pO34uHy aons KOPMOPEWLLH KOHTPO/1b SAKOCTI, niodpinizaTopamuy aBTOMaTUYHOT
iH'ekuili, 1 no3ay nakyBaHHA/MapKyBaHHs, CUCTEMW 3aBaHTaXKEHHA Ta
donakoHi; no 1 BUMYCK Cepii roTOBOro po3BaHTaxXeHHs (ALUS) Ha ginbHuui
dhnakoHy 3 NPOAYKTY; Pfizer Manufacturing Belgium N.V.
nopotukom (1 gosa) nakyBaHHA/MapKyBaHHs, (Rijksweg 12, B 2870, Puurs,
B KOMM/IEKTI 3 BUNYCK Cepii PO3YMHHMKA: Belgium) ana Bupo6HuLTBa
po34mHHMKOM (0,5 Mdpaiizep rotoBoro npoaykry MenACWY-TT.
MJ1) Y nonepeaHbo MeHtohekuypuHr Benbris 3miHa B.1l.b.4.c, || — 36inbLueHHA
HanoBHEHOMY HB, Benbris; PO3Mipy KiHLLeBOro 6asiky
Lnpuyi Ta Asoma hopMyBaHHs Ta MenACWY-TT i po3mipy naprii
ronkamu HarnoBHEHHS PO3YMHHMKA, roTOBOrO NPOAYKTY Y 3B'A3KY i3
3anakoBytoTb Yy MapKyBaHHS, KOHTPO/1b 36i/IbLIEHHAM MOTYXHOCTI
6nictep Ta SAAKOCTi PO3YMHHUKA: niocpinizaTopis ALUS.
BKNafaloTb y KataneHT Benbpxiym CA, 3mina B.11.b.3.a, IB — He3HauHi
KapTOHHY KOPOOKY; Benbrisi; 3MiHM Y BUPOBHUYOMY MpoLieci
no 1 donakoHy 3 chopMyBaHHS BaKLVHW, roToBOro NPOAYKTY ANA nepernagy
nopotukom (1 gosa) HanoBHEHHS (hNaKoHiIB, NPUIAHATHUX Ajiana3oHiB Yacy
B KOMM/IEKTI 3 niogpinisauisi, KOHTPO/Ib nepemilllyBaHHS KiHLLEeBOro 6asiky
po34mHHMKOM (0,5 AKOCTI: MenACWY-TT ans KkoMepLjiiiHoro
MJ1) y nonepesHbLo rnakcoCMiTKNsiiH BMPOGHMLITBA Ha NiHIAX PO3/IMBY
HanoBHEHOMY Bionogxikanc CA, benbria WSL-5 i WSL-10.
wnpuui 6e3 ronku JloaaTkoBo 3MiHEHO KaTeropusawito
3anakoByloTb y KPUTUYHOCTI ANA ABOX NapameTpis
6nictep; 10 npouecy g MenACWY-TT,
6nictepis BBEJIeHO HOBUIA NapameTp npouecy
BKNajaloTb y (fill weight recipe) Ha niHiax po3nusy
KapTOHHY KOPOGKY WSL-5 i WSL-10.
3miHa B.1l.b.3.c, || — Banigauis
npouecy An1a AOAATKOBOI MiHiT
po3nmBy WSL-10 y noegHaHHi 3
niodpinizaTopamu aBToMaTUYHOT
CUCTEMU 3aBaHTaXKEHHA Ta
po3BaHTaxXeHHs (ALUS) Ha ginbHuui
Pfizer Manufacturing Belgium N.V.,
Puurs, Belgium.
5. HIMEHPUKC® MOPOLLIOK Ta MNeANIEP CLWA chopmMyBaHHs, Benebris Tun |1, (B.l.b.2.d) - BnpoBagxeHHs 3a UA/16901/01/01
PO3YMHHUK AN EVY.CLII. HanoBHEHHS, niodinizauis, HOBWX NonicaxapuaHnx eTasIoHHUX peyenmom
pO3YuHy Ans KOPMOPEWLLH KOHTPO/1b AKOCTI, marepianis MenA, MenC, MenW,




Ne HasBga snikapcbko20 dopma BUMYCKY 3assHUK KpaiHa Bupo6HuK KpaiHa PeecmpayitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka gpopma, BionycKy peecmpayjiliHo2o
yrnakoska) nocsi04YeHHs1
6nictep Ta SAAKOCTi PO3YMHHUKA: pesynbTaTiB TecTiB Protein Content
BKNafaloTb y KataneHT Benbpxiym CA, Ta Nucleic Acid content ans

KapTOHHY KOPOOKY;
no 1 cpnakony 3
nopotukom (1 fo3a)
B KOMIN/IEKTI 3
po34mHHMKOM (0,5
MJ1) y nonepesHbLo
HarnoBHEHOMY
LWNpuLi 6e3 ronku
3anakoByoTb Y
6nictep; 10
6nicTepis
BKMafalTb Yy
KapTOHHY KOPOGKY

Benebris;
hopMyBaHHS BaKLMHH,
HanoBHEHHS (hNaKoHiIB,
niogpinisadisi, KOHTPO/Ib

AKOCTI:

nakcoCMiTKNsiiH
Bionogxikanc CA, benbris

KBanichikoBaHOro nonicaxapuay
MenA po6040ro eTasioHHOro
matepiany cepii HO00017489-
X50157 y po3gini gocke 3.2.P.6.
Pepakuiiini npaBku fo po3giny
pocke 3.2.P.6.




