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MHHHCTEPCTBO 3/IPABOOXPAHEHUA

POCCHUHCKO

1 ®EJIEPALIIU

Perucrpanuonnoe yiocrosepenue
JEKAPCTBEHHOI0 NPEnapara st MeIHIHHCKOTO IPUMEHeH S

JITI-001475
(HOMEp PerucTpaMoHHOro YI0CTOBEPEHHUA JIEKapCTBEHHOTO Npenapara)

[ 'Haumenonanue AepaTens (Baajge/bua)
| perueTpanMoONNOro YI0CTOBEPEHAS
| rexapcrentoro npenapara

Hipaiizep Hnk.
Pfizer Inc.

| Aipec MeCcTOHAXOXKACHHS! ACPIKATEIsI
| (BAa3eb1A) PErHCTPAUMOHHOIO YA0CTOBEPEHHS
~| JIEKAPCTBEHHOr 0 Mpenapara

235 East 42nd Street, New York, NY 10017, USA.

Jara rocyaapcTBeHHOIH DerHcTpauHn
| MeKkapcTBEHHOIO NMpenapara

03.02.2012

| Cpok 1eiicTBHS PErucTPaHOHHOTO
YA0CTOBEPEHHUSI JIeKAPCTBEHHOr0 NpenapaTa

Beccpouno

JlaTa BHeceHHsl H3MEHEHHIl B PerHCTPaLHOHHOE
YAOCTOBEpeHHe JIeKapcTBEHHOI0 npenapara
(1aTa 3aMeHbI PErHCTPALHOHHOTO
YAOCTOBEPEHHS JIEKAPCTBEHHOTO Npenapara)

10.10.2022

Hudpopmanns o 3aperncTpHpOBaHHOM JIeKapCTBEHHOM Npenapare:

Topropoe HanMeHOBaAHHE

IIHKBHC®

MexayHapoaHoe HEeNATEHTOBAHHOE, HITH
rPYNNHPOBOYHOE, IJIH XHMHYECK0e
HaHMeHOBaHHe

AnukcabaH

JlekapcerBenHasn dopma

TabNeTKH, NOKPLIThIE IUIEHOYHON 000m0UKOiT

JlozupoBka

2.5mr

€OCTaB BCNOMOraTe/IbHbIX BeleCTB

KadecTBeHHbII COCTAB H KOJIHYECTBEHHBII coCTaB Ileﬁ(‘.TBlell.lHX BelleCTB H KauecTBeHHbIi

anukcabax 2.5 Mr, BerioMoraTe/ibHbIE BELIECTRA (1akTo3a 6e3B0/1Had, LELTI0N03a :
| MUKpOKpHCTaNIMYeCKas, KPOCKAPMEILIO3a HATPHSI, HATPHS IaypUACY.b(AT, Maruus CTeapar, nieHouHas
| oboaouka [Onaapaii 11 Kearsiii (runpomennosa 15 cps, 1aKTO36 MOHOTHIPAT, THTAHA JHOKCHA, :

| TPUALIETHH, KPACHTEJb JKeJle3a OKCH JKeNThbli)])

@opma BbINycKa (JeKapeTBenHas popma,

‘| ao3npoBKa, nepBHUHAs YIAKOBKA, KOJIHYECTBO

JekapcTBeHHON GOPMBI B IEPBHYHOI YIAKOBKE,
KOJIHY€eCTBO NEPBHYHOI YNAaKOBKH B
HOTPeOHTETLCKON YNIaKOBKe, KOMIIJIEKTHOCTD)

TabneTKy, NOKPHITEIE MIEHOUHOH 06010UKOH,

Ta0AeTKH, TIOKPHITBIE MIEHOYHOMH 0600 KO,
2.5 mr (dnucrep) 20 x 1/3 (nauka kapToHHasA)

2.5 wr (6metep) 10 x 1/2/6/10 (nauxa Kaprotan) =

| PexBuzurer HOPMATHBHOI TOKYMeHTAIHH

JII1-001475-070817

044104
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Crpanuiia 2 peructpauuoHHoro yaocrosepenus Ne JITT-001475

np0H3BOj]CTBEHH]xlE IVIOIAAKH, YYacTBYHOLIHE B Mpoliecce NMPOU3BOACTBA JIEKAPCTBEHHOIO

npenapara, ¢ yKa3aHnem crajuii npou3BoacTea, H
MECTOHAXOMKACHHUHA

a3BaHHIT H PAKTHYECKHX apecoB

Ipoussodcmso 20mogol AeKapcmeentoil hopmbl

Bpucron-Maitepc Ckpgdo MauiodokuypHHr
Komnann Aunumuren Komnanw/ Bristol-Myers
Squibb Manufacturing Company Unlimited
Company

State Road 3, Km 77.5, Humacao, PR-00791, Puerto

Rico

Ipouszeodemeo 20mogotl 1ekapcmeeHHoll hopmbl

Iaiizep Aiipasna PapmacsioTuxans/ Pfizer
Ireland Pharmaceuticals

Little Connell, Newbridge, Co Kildare, Ireland

Iepeuunas ynakoska

[daiizep Manodakaypunr Toitunena I'moX/Pfizer
Manufacturing Deutschland GmbH

Mooswaldallee 1, 79090 Freiburg, Germany

Bmopuunaa/nompebumenscrasi ynakosxka

[aiizep Mautodakaypunr Hoiiunena I'moX/Pfizer
Manufacturing Deutschland GmbH

Mooswaldallee 1, 79090 Freiburg, Germany

TTpouseooumens (Boinyckarowuil KOHMpOib
Kawecmea)

Maiizep Mantodakaypunr Hoituneny I'moX/Pfizer
Manufacturing Deutschland GmbH

Mooswaldallee 1, 79090 Freiburg, Germany
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