MHHUCTEPCTBO 3/IPABOOXPAHEHHSA
POCCHNCKOH ®EAEPALIMH

Perncrpaunonnoe yiocropepenne
JIEKAPCTBEHHOIO Npenapara st MeAHUNHCKOT0 IPUMEHeHHs

JI-002026
{HOMep PerucTpPaHOHHOTO yA0CTOBEPEHHS JICKAPCTBECHHOTO fipenapara)

HanmenoBanue Jep:Kareisi (Bjajeabia) Tipaiizep Y, CHIA

PErHCTPANMOHHOrO Y10CTOBEPEHUS Pfizer Inc.
- | IeKapCTBEHHOTO Mpenapara :

ARAMARANAAARAL]

AJipec MECTOHAXOKACHHS AepKaTe/Is : ‘
(BJ1ajieJIb11) PETHCTPAHOHHOIO YI0CTOBEPEHHUS 235 East 42™ Street, New York, NY 10017, USA

NeKapCTBEHHOT0 IpenapaTa

JlaTa rocyiapcTBeHHOMH perucTpauuu 16032013
JIEKapCTBEHHOT0 Npenaparta 5

Cpok aeficTBHSI pErHCTPALAOHHOI0
yIOCTOBEPEeHHS JIEKAPCTBEHHOT0 MpenapaTa

€O CPOKOM AeHCTBHS 5 JIeT

JlaTa BHeCeHHS H3MeHEeHHIi B PerHCTPAHOHHOE ,
YAOCTOBEPeH!He JIEKAPCTBEHHOT0 MpenapaTa 02.02.201 8
(aaTa 3aMeHbI PErHCTPALHOHHOTO

|ynocroBepeHusi J1eKapCTBEHHOT0 NPenapaTa)

HUndopmaius 0 3aperucTpUpOBAHHOM JIeKapCTBEHHOM Mpenapare:

ARAMASARSARANAALAA RAAAAAARAA LA

Toprosoe HauMeHOBaHHE SIkBuHyC

MesxaysapoaHoe HenaTeHTOBAHHOE, HIIH 7
TPYNNMPOBOYHOE, HJIH XHMHUYECKOe TodauutuaNG
HanmMeHOBaHHe e

JlexapcTBenHas popma TaOJIETKH, TOKPBITHIE IIIEHOYHO 0007104KOH
,&osnpomca o 5w, 10mMr

KaueeTBeHHbIii COCTAB U KOJTHYECTBEHHBIH cOCTaB neﬁc'myxomnx BellleCTB H KaYeCTBEHHBIN cOCTaB E
BCHOMOraTeJIbHbIX BeECTB -

‘todauurnanG 5.00/10.00 mr (B Bune TodanuTuHKOa nuTpara 8.078/16.155 Mr), BCnomorarebHble BﬂﬁB‘GTBa =
(LeNTI0N032 MHKPOKPHCTAMLTHYECKAs, JJAKTO3bI MOHOIMPAT, KPOCKAPMeIIIo3a HaTpHsl, MarHUA CTEapar,

‘Omaapait Oenblif [runpoMeniosa, TATaHa JUOKCHL, JIAKTO36I MOHOTH/IPAT, MaKpOrot, Tpnauemn}fcr{a&paﬁ
rostyGoi [rurpoMeniosa, THTaHa JUOKCHJL, JIAKTO36l MOHOTHAPAT, MAKpOroJl, TPHALIETHH, AIOMAHAEBBI Ak | :
Ha OCHOBE MHIMIOKAPMHHA, ATIOMUHHEBBIH J1aK Ha OCHOBE GPIHILTHAHTOBOTO CHHETO]) 5

@opma BhINycKka (JekapcTBennas gopma, TabMeTKH, TIOKPHITHIE IEHOUHOM 0B0IOUKOH,
A03MPOBKA, EPBHYHAS YNAKOBKA, KoJIHdecTBO |5 Mr, 10 Mr (Gnmep{xomypﬂaa sueHKoBas yn&mnka}
NexapcTBEHHOH (OPMBI B ePBHYHOM 14 x 4 (nauka KapTOHHas)

yHAKOBKe, KOJIHYECTBO NEPBHYHOH YNIAKOBKH B :
NOTPeGHTENbCKOMN YIaKOBKe, KOMIIEKTHOCTD)

'PeKBH3UTHI HOPMATHBHOM TOKYMEHTALMU JII1-002026-020218

AR kKA AR ARAAA




Crpanuua 2 peructpauroHsoro yaocropepenns Ne JIT1-002026

TlponsBoacTBenHbIe NVIOMIANKH, Y42aCTRYIOIINE B IPOLECCE MPOU3BOACTBA JIEKAPCTBEHHOI0
TIpenapara, ¢ ykasanuem cTaauii NPOM3BOACTBA, HA3BaHMIi 1 (PAKTHYECKHUX aXpecoB
MECTOHAX0KACHHS

Ipoussooumens (Bce cmaduu npouseodcmaa) Hatizep Manrodoxuypunr Joitaren
I'M0X, I'epmanmns / Pfizer Manufacturing
Deutschland GmbH, Germany

Mooswaldallee 1, 79090 Freiburg, Germany

Ipouseooumens (Bee cmaduu NPOU3B0OCHBQ) IOGIHGCTBO C OrpaHUYEHHOH
| OTBETCTBEHHOCTHIO "Hayumo-
| TEXHONOrH4ecKas (hapMaueBTHYeCKas
|upma "TTOJIUCAH" (OO0 "HTOD
I"TIOJTUCAH"), Poccust

r. Cankr-TletepOypr, yi1. Canosa, A. 72, kopm. 2, jut. A
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