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MHHHUCTEPCTBO 3J/IPABOOXPAHEHWH
POCCHMCKOH ®EJIEPALIMH

Pern CTPALHOHHOE YIOCTOBEPECHHE
JEKAPCTBEHHOro npenapara i MEIHIHHCKOTO NPpHMCHEHHH

11 N013294/01
(HOMep PerucTPaLMOHHOTO YAOCTOBEPEHHA JIEKAPCTBEHHOTO Mpenapara)

HaumenoBanue aepxaTens (BAaxebua)
|peracTpanioHHOre yAOCTOBEPEHN
JIEKAPCTBEHHOIO Mpenapara

Maitzep Uuk., CHIA
Pfizer Inc.

- |AApec MeCTOHAXOKACHHS AePIKaTEst

(Bafeabla) perncTPANHOHHOTO YAOCTOBEPEHHS
- HIekapcTBEHROr'0 Mpenapara

235 East 42 Street, New York, New York 10017, USA

(xaTa 3aMeHBl PErHCTPANMOBHOTO
YAOCTOBEPEHHs JEKAPCTBEHHOTO Npenapara)

aTa roc CTBEHHOI perucrpaunun
A yrap opatach . 04.02.2010
AeKapCTBEHHOro Mpenapara
oK He perncTPalHoOHHOro
Cpoxaeiicrans b patt GeccpouHo
YHOCTOBEPEHHS JIEKAPCTBEHHOrO Mpenapara
Hara BHeceHns H3MEHEHNN B PErACTPALlMOHHOE
CTOBE] JieKapcTBEHHOr0 Npenapara
JrCR A penapa 07.05.2020

Hndopmauus 0 3aperHCTPHPOBAHHOM JIEKapCTBEHHOM Npenapare:

TOPFOBOC HaMMEHOBAHHE

Meponem®

MezayHapoaHOE HENATEHTOBAHHOE, HIH
rpYNANPOBOTHOE, HIIH XHMHYECKOE
HaHMEHOBAHNE

Meponenem

JlexapcTBennas opma

MOPOLIOK AJi NPUrOTOBJICHHUA pacT BOpa 1A
BHYTPHBEHHOTO BBEACHUA

Jo3znposka

05r,1r

~ |KadecTBeHHBIii COCTAB H KOJIHYECTBEHHBIN COCTAB AEHCTBYIOWHX BEMECTE H KauecTBeHHbIH cocras
~ |BCHOMOTraTeJbHbIX BEHICCTB

: /i MepONeHeMa TPUrHAPAT (FKBUBATIEHTHBIA 6€3BOAHOMY MepoTIeHeMy 500.0/1000 mr) 570.0/1140 mr,
| BemomoraTeibHbIe BemmecTBa (HaTpus kapGoHar (Ge3BoaHbIi))

@opMa BHINYCKA (NeKapcTBenHas Gopma,
A03UPOBKA, NEPBUTHAA YIAKOBKA, KOJINMECTBO
AeKapcTBeHHOi (opMbl B NEPBHYHOM
YHAKOBKE, KOJIH4YECTBO NEPBHYHOH YNAKOBKH B
noTpebHTeNLCK O YIAKOBKE, KOMNJIEKTHOCTD)

MOPOINOK JJIf NPUrOTOBNCHHA PacT BOpa IUiA

BHYTpMBEHHOTO BBefeHus, 0.5 T, 1 r (pnakon) 0.5/1rx

10 (mauxa KapTOHHAaA)

| PeKBHIHTHI HOPMATHBHOM A0KYMEHTANKM

I1N013294/01-070520

029971
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Crpanniia 2 perucrpaumonHoro yrocrosepenns Ne T1N013294/01

NponsBojcTEeHHbIE IVIOMIANKH, YIACTBYIOLIME B MPONECce NPOH3BOACTBA JIEKAPCTBECHHOTO
Npenapara, ¢ yKasaHHeM CTajuil IPON3BOACTEA, HA3BaHHI 1 (AKTHIECKHX a1pecoB
MECTOHAXOXKACHHS

ITpou3so0cmeo 20mo8otl 1eKapCmeerHol Hopmel Cymuromo Hatiaunnon ®apma Ko., Jitn,,
Snonws / / Sumitomo Dainippon Pharma

i {Co., Ltd., Japan

3200 Qaza Tsurusaki, Oita, Oita 870-0106. Japan

TIpouzsodcmeo 20mogoii 1eKapCmeeHHol (hopmbl iCuDc Hdobdap CuA, Uranus [ ACS
‘Dobfar Spa, Italy

Viale Addetta 4/12, Tribiano, Milan, 20067, Italy

Ilepsuunan ynakoexa \3ambon Ceuruepnaug Jita, Hsefinapns /
{ |Zambon Switzerland Ltd, Switzerland

Via Industria 13, 6814 Cadempino, Switzerland

Bmopuunas/nompebumensckas ynokosxka ' 3am6on Cauruepianz JIta, LIseiinapya /
Zambon Switzerland Ltd, Switzerland

Via Industria 13, 6814 Cadempino, Switzerland

Tpouseooument (Boinycxalowuit KOHmMpons Kaiecmsad) 13am6bon Ceuruepnadn JIta, Hiseiinapns /
Zambon Switzerland Ltd, Switzerland

Via Industria 13, 6814 Cadempino, Switzerland

A.B. Jiponosa

Crarc-ceKperaph - 3aMecTHTeb
Munncrpa

(noamues)

M.IT.



