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OokymeHT ana cepun <UB366AD> ToBapa <MeHaKTpa BakuuHa MeHUHr. nonvcax.(A,C,Y,W-135), KoHbtor.c
avndT.aHaToKc.,p-p A/8/m BB.,dn 0,5mn/no03aNel>

SANOFI PASTEUR «p

CepTuduxar aHaIH3a U COOTBETCTBHS

Hanmenosanue npenapata: 284 Menaktpa® BakuMHZ MEHHHNOKOKKOBAS noJiRcaxapyaHast
(ceporpynn A, C, Y u W-135), koHbIOrpOBaHHas ¢ DAQTePHHHEIM aHATOKCHHOM, (IIAKOH C
OIHOM f030# - Poccus

Oran npouecca: npoMapKHpoOBaHO
Homep cepun: U6366AD Homep Matepuana/kon npoayxra: 3000595

O6pem/konugectso: 70 391 d:raxon
Yenosusa xpasenus: ot +2 °C go +8 °C

Hara npoussonctea: 11 CEHTSIBPS 2018 r. Cpok roanoctu: ABIYCT 2020

Moxazatens Hopma PesynsTar HaTs aHannza
3akmountenshas Q96-102 | [TonowuTenbHbE TeoTH! 107 rpynn | [MonoxurensHeie TecTsl 10 DEKAEPH
vneHTHGHKaLUS A, C 'Y uW-135, ang nonyrpymn A, C, Y u | 2018
KOHbBIOIHPOBAHHLIX C W-135,
auTepHitHBIM BHATOKCHHOM KOHBHOIHPOBAHHLIX €
nudrepulineM
AHATOKCHHOM

CEPTHOUKALIUA [TPOM3BOIUTEJIA

HacToamum s noareepxaaio, uto NpeNCTaBIcHHas Bbillle HHGOPMALIHA ABNAETCS MOATUHEHON U
TouHoH. [lanHas cepus npemapara Gouia TPOH3BEICHA/H3rOTOBNIEHA M NpOlNa KOHTPONh
KayecTBa Ha YKa3saHHOH HHXKe MJoanKe(ax) B MOJTHOM COOTBETCTBHH C TpeboRaHHAMHK
Hagnesxaue# npoussoacTeeH o npaxktukd (GMP), ycTaHOBNAEHHBIMY MeCTHBIM PErYASATOPHBIM
OpraHoM, a TakK¥ke B COOTBETCTBHH CO CHEHHQJHKHHHEMH, YKa3aHHBIMH B pCrHCTp&LIHOHHOM
YAOCTOBEPCHHH CTPaHBI-UMIIOPTEPA HAH AJA [penapaTa IS KIHHHYECKOTO HCCIIEIOBaHUS
(uccnenyeMoro  eKapcTBEHHOTO npenapata) B COOTBETCTBHM C JOCEE  KAHHUYECKOTO
uccnenobanus. Otyetst mo obpaboTke u aHaU3y CEpHH OBUIM MPOBEPSHBI M MPH3HAHEI
COOTBETCTBYIOLMMY TpeGosanuam Hanneskatue#t nponssoncTeeH Ol npaxkteke (GMP), a Takxe
MOATBEPXACHA TPHEMIEMOCTD CEPTHOHKATOR HAa BBINYCK CEpH PEryNATOPHLIM OpPraHOM.
OJNEKTPORHAA NOANHCh, YKA3aHHAS HUKE, HMeeT IODHAHYECKYI0 CHIY M paBHO3HAYHa
COOCTBEHHOH pYKONHCHOH INOINHCH B COOTBETCTBHE G Tpebosanuamu  Haanexauel
poussoncTeenHol npaktuky (GMP) n Csona deaepansusix HOpMaTHBHEIX akToB CLIA (CFR)
21, gacte 11.
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Bea wnu uacte undopmaunm, conepxauweiics B nassom AoKyMeHTe, pomkHa oBpabarmiBaThes kak
“acTHas cobcTaeHHOCTs KoMnankK «Canodu ITactep» nnu ee adduAMpoBaHHLIX KoMnanit. 3anpewena
MyG/IMKaUMA WK pasTialienne ais Kakux-nu6o Lened MOCTOPOHHHM JIHUAM WAH TPETHHM CTOPOHAM B
nroGok Gopme Ge3 NpeaBaPHTENBHOTO THCLMEHHOTO paspellieHis komnaHun «Canodu [acrep».



DOokymeHT gns cepun <U6366AD> ToBapa <MeHakTpa BaKuMHa meHuHr. nonucax.(A,C,Y,W-135), KoHbior.c
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[BakuMHA MEHHHTOKOKK:
noaucaxapuIHas (ceporpynn

W-135), kousioruposan
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AXapUR COPOrpyIIEl A 4 MKr, noJMcaxapus ceporpynms: C 4 MKT, TTomica)
MY 4 MKT, nonucaxapun ceporpynnst W-135 4 mkr, mapTepHithE
TOMOTaTenbEbIe BemecTsa (HaTpus XI0pHL 4.35 Mr, HaTpns runpodocdar
Jmraapogocara morornpar 0.352 mr, Boza ¥ useKIHH 10 0.5 M)
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LokymeHT ana cepum <U6366AD> ToBapa <MeHaKTpa BaKuMHa MEHWUHT. NOAMUCaX. (A,C,Y,W-135), KoHblor.C
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