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MHHHUCTEPCTBO 3/IPABOOXPAHEHMS
POCCHHUCKOH ®EJEPALIMU

Perncrpaunounnoe yrocrosepenue

JACKAPCTBEHHOIO Npenapara i MeIHIMHCKOTO It HMCHCHMUSA
¢ ﬁ'l'l-&%ﬂZHS[-(PFI}RU[ it i i

(HOMEp PErHCTPaLHOHHOTO YAOCTOBEPEHHS NeKAPCTBEHHOIO Npenapara)

B coorsetersin ¢ [paBunamu perucTpaunm i SKCHepTH3bI IeKapCTBEHHbIX CPEACTS 419 MEAMUIHHCK
NpUMEHEHMNA, HACTOSLIEE PErHCTPALIMOHHOE YAOCTOBEPEHHE BbLIAHO: '

T Hanmenosatme aepKaTes Tépaitsep Uuk., CLUA / Pfizer Inc., USA
PErHCTPAUHOHHOIO YAOCTOBEPEHHST: it
| Apec epraTesi pernCTPALHOHROTO 66 Xancon Byabsap Hct, Heio-Mopk, mrar Heio-
YAOCTOBEPEHMSI: 10001-2192, CLLA / 66 Hudson Boulevard East,
York, NY 10001-2192, USA '
06.04.2023 =

[ara perucrpaunn:

JlaTa ueredenns cpoka aeiicTBus
PErucTPaHOHHOI0 YAOCTOBEPEHHSI:
JAara noATBepPKACHUS PerucTpanmm
(mepeperucTpammun):

Jara BHeceHns U3MeHenuii
(nepeoopmiaeHst) B perucTpaunoHHoe
YAOCTOBEpEeHHE:

Hata perucrpauun B pedepeHTHOM
rocyaapcrse:

H MOATBEPHKAACT, YTO JIEKAPCTBEHHBII NMpenapar 3aperucTpUpoBaH H paspeiie K MEAULIMHCKOMY NPUMEHE
Ha TEPPUTOPUH:

13.12.2023

06.04.2023

Poccuiickoit Pexepaunn

(rocyaapcTso ~ uneH EBpasuiickoro 3K0HOMHYECKOro coi03a)
Hudopmauns 0 3aperncTpupoBaHHOM IEKapCTBEHHOM Npenapare
Kcankopu®

Toprosoe nanMeHoBaHueE JIEKAPCTBEHHOIO
npenapara:

Meiynapoanoe HeNnaTeHTOBaHHOE
naumenosanne (MHH), nan obuwenpunsnroe
(rpynnupoBOYHOE) HAMMEHOBAHNE, HIAH
XHMHYECKOE HAHMEHOBAHHE AKTHBHOI
GapmaneBTHYeCcKoi cyGeTaHuHn

(apu orcytersun MHH):
JlekaperBennas popma;

Hosuposka(-n):

‘Mopma(-1) BLIIyCKA:

Kpu3o‘rnﬁn6' .

Karncynsl
200 mr, 250 mr

kancybt, 200 mr, 250 mr (6auctep) 10 x 1/6 (nayk:
KApTOHHAS)

Kpu3oTHHUG 200/250 Mr, BCIOMOTATENbHbIE BELLl!
(KpeMHHUA AHOKCH KOMAOHAHbLA, LENIIono3a
mukpoxpuctainnnyeckas (PH 102), npysametuen
KaiabLua hochar Ge3BoaHBIH, :
KapOOKCHMETHIKpaxMall HaTpus (THIT A), MarHns
cTeapar, skelaTHHOBas Karicyia [kOpase/xaridy s

_ JKENaTHH, THTAHA Iu

1114114 Ty &

Cocras JieKapCcTBeHHOI0 NpenapaTa;
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CTpaHuu@a 2 perucTPaUMOHHOrO YAOCTOBEpEHUs No JI1-Ne(002125)-(PI'-RU)

THTAHA AMOKCHA, KPACHTEb KeJ1e3a OKCH/L KpacHbIi
(E172); uepHuaa; wie/iax, AeruapaTposatHblil
CHUPT, H30Mponaxo, OyTaHos, NPONUIEHTIHKOIb,
aMMHaKa pacTBOpP KOHUEHTPUPOBAHHbIH, KpaCHTEIb
senesa okc vepnbtil (E172), kanus ruapokcu,
BOJIA QUUILEHHAs])

14

CpoK rogHocTh:

4 roga

Wndopmauus o pOH3BOAHTENE JEKaPCTBEHHOrO Npenapara (HassaHis 1 a1peca MpOM3BOCTBEHHLIX I0LANI0K,
yHacTBYIOIUX B NPOLECCE NPOM3BOACTBA JIEKAPCTBEHHOrO Mperapara)

Ne | Crapus npouseoacTBa | Haseanue opraHu3aunm AJpec POU3BOACTBEHHOIl NIIOALAKH
(BCE YUACTHHKH
NPOU3BOACTBEHHOTO
npotecca)
| Tpou3BoncTBO rOTOBOH Taiizep Mantodakuyprnr Moocsansaanaee 1, 79090 @paitbypr,
nexapcrerHoit popmbl | Jlofunenn IM6X, I'epmannsa / [epmatns /
Pfizer Manufacturing Mooswaldallee 1, 79090 Freiburg,
Deutschland GmbH, Germany Germany
2 | lepsuunas ynakoBka [daiizep MoHOGIKUYPHHT Moocsaneaannee 1, 79090 dpaiidypr,
Jloitunenn Tm6X, lepmanus / I'epmauus /
Pfizer Manufacturing Mooswaldallee 1, 79090 Freiburg,
Deutschland GmbH, Germany Germany /
3 | BropuuHas ynakoBka Tdaiizep Manodakaypunr Moocsansaannee |, 79090 dpaibypr,
Hoitunena Mm6X, Fepmanus / Cepmanna /
Pfizer Manufacturing Mooswaldallee i, 79090 Freiburg,
Deutschland GmbH, Germany Germany
4 | Beinyckaioumii Tdaiizep MaHOGIKUYPUHT Mooceaneaaniee 1, 79090 @paiibypr,

KOHTPOJIb Ka4eCTBa

Hotunena M'm6X, lepmanus !
Pfizer Manufacturing

Deutschland GmbH, Germany 1

I'epmanus /

Maldalle? 79090 Freiburg,

Germany

3amecTuTenh MunucTpa

(noanwcs)
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