SANOFI Y |
Cepradukar aHANH3A K COOTBETCTBUSA

Ha3spanue npenapara: PakuuHa Juis npoQuinakTuky cTonOHaKa, AUQTEpHH C yMEHbLIECHHBIM

conepxanueM auTurewa u koxmowa (Gecknerounas), xoMOMHHpOBaHHas, ancopbupoBaHHan
(maxuuna AKJIC)

Cranus npoiiecca: roToBbii lekapcTBEHHBIN

npenapat

Homep cepuu: C5468BA Homep matepuana/kop nponyxra: 2027145
O6nséM/xonnuectno: 19 989 ynakosok Jlosuporka/akTneHOCTH: | 1034

Venosusa xpanenus: 2 °C - 8 °C Jlexapcraennas Gopma: CYCIEH3Ns Ans HHBEKLHH

dbopma seinycka: ¢paxon, 1 x 0,5 mi drakon
Hara npoussoncrsa; 14 mons 2017 rosa  Cpox roanocrs: 05. 2020

IMoxazarenn(n) Hopmut Pesynnrar Hava
npoBexeHs
HENBITANNA
KoHTposs roTosoro Bce roxazareny QOMDKHBI CooTBETCTBYET 07 uronn 2018
npenapara COOTBETCTBOBATH HOPMaM o roja

CEPTUOHUKALIWA IMTPOUSBOAUTEIIA

Hacrosiuum 51 NOATBEPKAAIO, HTO MPEACTABICHHAs Bbille MHQOPMALIHS ABAAETCA MONIMHHON U
Tounol, [annas cepus npenapata Gbula NMpoH3BeJEHa/MIrOTOBNEHA M NPOAHANU3NUPOBAHA HA
cooTBeTCTBHE TpeOOBAHUAM KadecTBa Ha YykasaHHOW Bellue muowanke(ax) B MOMHOM
coorercTBur ¢ Tpebopanuamu Hannewawed npoussoacrsennoli npaktukd (GMP) mecThpix
KOHTPOJIHPYIOIIUX OpPraHoB W B COOTBETCTBHM CO CHELU(DHKAUMAMH, YKA3AHHLIMH B
PETUCTPALMOHHOM YINOCTOBEPEHUM CTPaHbI-MMIOpPTEPa, WJIH B COOTBETCTBHM C JOChE Ha
KNMHHYECKOE UCCIIEMOBAHUE IS JICKAPCTBEHHOTO CPEeACTBa A KIUHAYECKUX HCCNEI0BaHUMN.
OtyeTs NO MPOU3BOACTBY H aHANK3Y cepur ObIAK NPOBEPEHB! M NPU3HAHBI COOTBETCTBYIOLUUMHU
tpebopauuam npasun GMP, ¥ nonyueHo HONTBEPXKACHME TPHHATHA pPETYIUPYIOIHMHU
opranaMu cepTMdHKATOB O BhIMycKe. VYKazaHHas BbllUE 3JIEKTPOHHAS TOANKMCH HMeEeT
IOPUAMYECKYIO CHy W JKBHBANEHTHA cOOCTBEHHON pykonucHON MOANMUCH B COOTBETCTBHU C

npasunamu Hannexaweit nponssoacrsentofl npaxtukd (GMP) n Koapexcom denepanbHbx
nocranosneHuit 21CFR Yacts 11.

JlOKyMEHT yTBEepXKIEH B ®HO  Sandra Trombetta
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Orpen onepauuii no oGecneyeHHI0 KaYeCTBA NPOAYKTA
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NpeABapHTENILHOTO NHCbMEHHOTO paspetuerns Canodu MMacrep.



