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MHHHUCTEPCTBO 3/IPABOOXPAHEHWA
POCCHHCKOH OEAEPAIINH

Perucrpaunonnoe yl0croBepenune

1}
JAERKAPCTBEHHOI0 npenapara /IJist MEIHUHHCKOTO NPHMEHEHHS

JITI-002007
(HOMep PerucTpPallMOHHOTO YI0CTOBEPEHHS JIEKAPCTBEHHOTO Npenapara)

Hanvenopanue aepxaTen (BJage/bua) 1 :
| PErHCTPANHOHHOIO YI0CTOBEPEHUS d:,?;ﬁi“
~ | JIeKapcTBEHHOTO Mpenapara :

| Adpec MeCTOHAX0KACHHS JeprKaTe.Is ;
(BiIaxeb1A) PErHCTPALMOHHOIO yaocTOBepenns | 235 East 42nd Street, New York, NY 10017, USA
| leKapeTBEHHOrO Npenapara /

| JlaTa rocyzapcreenHoii perucrpauun

JIeKapcTBEHHOIO IpenaparTa 19.02.2013

Cpok felicTBHS PErHCTPALHOHHOIO 31.12.2025
YAOCTOBEPeHHs JleKapCTBEHHOT o Npenapara e

Jlara BHeceHusi H3MeHeHHi B perncTpauioHHoe
YAOCTOBEPEHHE JIEKAPCTBEHHOI'0 NpenapaTa 10.10.2022
(1aTa 3aMeHbl PErHcTPAaUHOHHOr0 "
| YI0CTOBEPEHHS JIEKAPCTBEHHOI' 0 Npenapara)

Hudopmanus 0 3aperucTpHpoBaHHOM JIEKAPCTBEHHOM Mpenapare:
Toproeoe HauMeHoBanne FIHKBHC®

LA dAd LA

MexayHapoIHOE HENATEHTOBAHHOE, HIH
rpyNHPOBROYHOE, HIH XHMHYECKOe AnukcabaH
HanMeHOBaHHE

Jlekapcreennas gopma TabNeTKH, NOKPBITHIE TUIEHOUHOH 0007104KOil

JHo3npoBka 5wmr

KauecTBeHHbIH cOCTAB H KOJIHUECTBEHHBII{ COCTAB JeiiCTBYIOIIHX BeleCTB H Ka4ecTBEeHHbIH
€OCTaB BCOOMOIaTe/IbHbIX BelleCTB

| anukcaGan 5.00 Mr, BcnoMoraTelibHble BEILECTBA (AKTO3a, LE/UTI0N03a MHKPOKPUCTANIMYECKas,

| KpockapMeILio3a HaTpHs, HaTPUs JaypuiaCyab(har, MarHua cTeapar, nieHouHas odonouka Onaapaii 11
Pozosbiit [runpomenosa 15 cps, 1akTo3bl MOHOTHPAT, THTAHA AHOKCH L, TPHALIETHH, KPACHTE/b Kee3a -
OKCHJL KpacHbIii])

Dopma BLINYCKa (JekapeTBenHas popma, TabIeTKH, TOKPbITHIE TLIEHOUHOI 060104KOl, 5 MF
A03MpOBKA, MEPBH'IHAS YNIAKOBKA, KOIMIECTBO | (Gauctep) 10 x 2/6/10 (nmauka KapToHHas) |
JieKapery BeHHOIT (hopMBI B NEPBHYHOI yNaKoBKe, TabAeTKH, MOKPLITHIE TUIEHOYHOH 000J04KOH, 5 MT
KOJIHYECTBO NePBHYHOI YNIAKOBKH B (Gnuctep) 14 X 4 (nauka KaproHHas) TAONCTKM.
NOTPe0HTEIbCKOI YNAKOBKE, KOMILIEKTHOCTD) FOKPBITHIE ML1CHOYHOI 060I04KOH, 5 Mr (GaHCTep
20 x 1/3 (mauka kapTOHHAA)

| PeKBH3NTBI HOPMATHBHOIT JOKYMEHTALMN JIT-002007-220817

044105
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Crpanuua 2 perucrpaimoHtoro yaocropepeHus Ne JIT-002007

IIpou3BoACTBEHHbIE NJOWAAKH, YYACTBYIOUIHE B POLECcCe NPOH3BOACTEA JIEKAPCTBEHHOI 0
npenapara, ¢ yKasaHHeM CTaiuii NpoU3BOACTBA, HA3BAHHI H (PAKTHYECKHX a/IpecoB

MECTOHAXO0KIEHHS

[pouszsodcmeo comosoit rexapcmaeenHou hopmel

Bpucron-Maiiepc CkBub6 MautodIkuypuHr
Komnaun Aunumurten Komnauw/ Bristol-Myers
Squibb Manufacturing.Company Unlimited
Company

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

Rico

[Ipoussodcmeo 20MoBoL NEKAPCMBEHHON (PopMbI

[daiizep Alipmana @apmacoiotukans/Pfizer Ireland
Pharmaceuticals

Little Connell, Newbridge, Co Kildare, Ireland

[Tepsuynas ynaxosxa

[dpaiizep Moautogokuypunr oiunenn FmoX/Pfizer
Manufacturing Deutschland GmbH

Mooswaldallee 1, 79090 Freiburg, Germany

Bmopuunas/nompebumenvcras ynaxoska

[daiizep Mantodokuypunr Hoiunena I'm6X/Pfizer
Manufacturing Deutschland GmbH

Mooswaldallee 1, 79090 Freiburg, Germany

Ipouszeooumens (Beinyckaiowuii Konmpons
Kayecmsaj

[epaiizep Mamodokaypunr Joiunenn I'moX/Pfizer

Manufacturing Deutschland GmbH

Mooswaldallee 1, 79090 Freiburg, Germany
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