SANOFI PASTEUR g

Ceprudukar aHaJn3a ¥ COOTBETCTBHA

HaumeHoBaHne npoxykra: saxuuHa 284 Menaktpa® MEHHHIOKOKKOBAS TIONHCAXAPHAHAS (ceporpynnst A, C, Y u
W-135), koHblOrHpoBaHHas ¢ AMGTEPHIHLIM aHATOKCHHOM, OXHON030BbI (nakoH - Poccus

3tan npouecca: cHabXeHO STHKETKAMH
Homep cepun: UG415AA Homep marepuana/kon npoayxra: 3000595
O6bem/konuuectso: 100 100 ynakosok

Ycnosma xpaHeHus: IpH TeMnepatype ot 2 1o 8 °C

[Hata npouseoactea: 16 OKTABPA 2018 1. Hara ucredenns cpoka rogHocty; 09.2020
IMoxa3zaTens(H) Hopmebi Peaynbrar Jara
HCNLITAHNS

TMommuunoctes Q96-102 TlonoxHTENbLHEIE TECTHI IS Tlonoxxutensheie TecTe! | 14 ®EBPAJIA
NpH BbIMyCKe ceponornyeckux rpynn A, C, Y u W- CEepONOTHYECKHX 2019,

135, KOHBIOTHPOBAHHBIX ¢ ynn A, C, Y u W-135,

M TEpHAHLIM aHATOKCHHOM KOHBIOTHPOBAHHAIX C

ik dhrepuiinbiM
HATOKCHHOM

CEPTUDUKAT ITPOU3BOIUTEJISA
Hacrosmum noarsepixnaro, uto npeAcTasnenHas Bbmne HEGOPMALHMS ABASETCS NOUTHHHON ¥
TouHOH. Hacrosmas cepus nponykra Obuta nmpouspeneHa M WMCHEITAHA HA yKa3aHHOH BhIOE
mnomazke(ax) B MOTHOM COOTBETCTBHH ¢ TpeGoBamusmu Hamuexameit IIPOH3BOJICTBEHHOU
npaxktuxky (GMP) MecTHOro perynupyromero opraia B COOTBETCTBHH CO cnenuUKauHIMH,
YKa3aHHBIMM B DCIHCTPAllMOHHOM  YAOCTOBEPEHHHM CTPaHBI-UMIIOPTEPA MJIH  COIVIACHO
CreUMGRKALMAM Ha KIMHHYECKHH NPOAYKT (HCCIenyeMele JIEKapCTBEHHBIE CpElACTBa) B
COOTBETCTBHH € JOChE KIMHHYECKOTo HccnenoBaHus. Otyersl no o6paGoTke u aHanusy cepuit
OBUIM MpOBEpEHB! M NPH3HAHBI COOTBETCTBYIOMMMH TPeGOBAHUAM npaBun GMP, a raxxe
AOKYMCHTaM,  NOATBEPXIAOMMM  NpUEMKY  CepTHOUKATOB Ha BBUIYCK [penapara
perynupylomum opraioM. IlocTaBnenHas Hike 3MEKTPOHHAS TOANMCH MMEET IOPHAHUECKYIO
Culy ¥ OKBHBAICHTHA COOCTBEHHOPYYHOM MHOANMCH B COOTBETCTBMM ¢ Hamnexameil

npon3BojcTBeHHON mnpakTHKod (GMP) m KopexcoM denepansupix nocranosnenmii CIIIA
(CFR), Tom 21, wacTs 11.

YTBEpKACHO B ®UO  JIuza Ham (Lisa Nam)
JNEKTPOHHOM BHIE: Hara 05 MAPTA 2019 r. 11:59:44
UTC -5 u.

Oraen onepauuii no ofecnieuennio
Ka1ecTBa H BRIYCKY cepuii

Hujopmauus, conepxaliancsa B AaHHOM JOKYMEHTE, PABHO KaK H 9aCTH 3TOI nHpop
00pabaTpiBaThes Kak YacTHas COBCTBEHHOCTH KOMNAHUK «Carotu IlacTep» uiu ee nou
3anpeiena myGanKaLUMa WIK pasryialienye 1 KakuX 6bi To By 6hu10 nenel NIOCTOPOH
CTOpOHaM B N060# (opme Ge3 NpeABAPHTENEHONO MHCHMEHHOTO PA3PEIIEHHS KOMITa



