FITVErY eI

MHHUCTEPCTBO 3/IPABOOXPAHEHHA
POCCHHCKOH ®EJEPALIMA

Perunpaunmmoe yrocrosepenue
JACKAPCTBEHHOIO Npenapara /i MeAIHUMHCKOTO NPUMEHEeHHs

JITT-002007
(HOMEp PEruCTPaUNOHHOTO YI0CTOBEPEHHS IEKaPCTBEHHOIO Npenapara)

‘| HaumenoBanue aepxarens (Baajenua)
| PErHCTPANHOHHOTO YAOCTOBEPEHHSA
| lekapeTBEHHOro npenapara

INpaitzep Uik,
Pfizer Inc.

- | Anpec MECTOHAXOKAEHHUS ePAKATEIS
= | (Baanesbua) perncTpanHoHHOIO YI0CTOBEPEHH S
| 1ekapeTBeHHOrO Npenapara

66 Xancon Byabsap Hcr, Helo-Hopk, mrar Heto- |
Hopk 10001-2192 CIIA/66 Hudson Boulevard |
East, New York, NY 10001-2192 USA

| Jlata rocynapetsennoif perncrpaunm

JIeKAPCTBEHHONO Npenapara

19.02.2013

Cpoxk xeiicTBuS perucTpaHOHHOIO
YAOCTOBEPEHNS JEKAPCTBEHHOI0 NpenapaTa

31.12.2025

Jata BHecenus u3MeHeHHil B perncTpaunoHHoe

| yAocToBepenne JIeKapCTBEHHOIO NpenapaTa

(1aTa 3aMEeHBI PErHCTPANHOHHOTO
YAOCTOBEPEHNs JIEKAPCTBEHHOT 0 Npenapara)

03.11.2023

Hudopmatus o 3aperucTpHpoBaHHOM JIEKAPCTBEHHOM Npenapare:

ToproBoe HaumMeHoBaHHe

IIHMKBHC®

Menmy HAPOAHOE HENATEHTOBAHHOE, HIIH
rPpYNIHPOBOYHOE, HITH XHMHYECKOe
HauMeHoBaHuE

Anukcaban

JlekapcrBennas dopma

TabAeTKH, MOKPBITHIE MIECHOYHOH 060104KO#H

JlosupoBka

5 wmr

| KauecTeenusiii cOCTAR M KOIHYECTBEHHBII COCTAB ASHCTBYIOUHX BEIIECTB H KAYeCTBEHHbII
COCTAB BCIIOMOIATE/ILHBIX BElIeCTR

{ anykcaban 5.00 mMr, BcnomoratenbHble BeleCTsa (1akTo3a Ge3ojHas, LeTI0N03a
MUKPOKPHCTaIIHYECKAdA, KPOCKapMeJijio3a HaTpus, HaTpUs Jaypuicyabgar, Marius creapar, fnjieHouHas |
oBosouka Onazpait 11 Pososeiii [runpomennosa 15 ¢ps, 1akTo3bl MOHOMHAPAT, THTAHA AHOKCHL,
| TPUALIETHH, KPACHTEIh AKe/e3a OKCHA KpacHblii])

| ®opma BLmycka (rekapeTBennas Gopma,

DO3HPOBKA, NEPBHYHAN YNIAKOBKA, KOJHYECTRO
JexapeTBeHHoil hopmMBl B mepBHYHOIl ynaKkoBKe,
KOJIHYeCTBO NePBHYHOIN YNAKOBKH B
norpedUTENbCKO YIIAKOBKE, KOMILIEKTHOCTD)

TalAeTkH, TIOKPLITHIC MICHOUHOH 000N0uKOMH, 5 Mr |
(bamcrep) 10 x  2/6/10 (nauka KapToHHas)
TabNeTKN, MOKPHITHIE TUIEHOUHOH 060104 KOH, 5 MI
(Gnmctep) 14 x 4 (nauka kapToHHAA)

TabNeTKH, MOKPBITHIE MIEHOYHOH 06010uKOH, 5 Mr
(6nucrep) 20 x 1/3 (mauxa kapToHHas)

PexBH3INTBLI HOPMATHRHOI JOKYMEHTALHN

JII-002007-220817
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Crpanuua 2 perucrpaunondoro yaocrosepenus Ne JIN-002007

npOl‘l]BO)],CTBBHHI:IE NA0IAAKH, YYACTBYHOLIHE B NIpollecce NPOH3BOACTBA JIEKAPCTBEHHOTO
npenapara, ¢ yrasanuem C¢Taauil NPOH3IBOACTRA, HA3BAHUI H q)al\‘TlillBCKHX aapecos

MECTOHAXOWIACHHA

Ipouzsodcmeo 20moson Nekapemeenton hopib

Bpucrosn-Maiiepc Ckpu66 Mantodakuypianr
Komnanu Aunumuren Komnanu, [Tyspro-
Puxko/Bristol-Myers Squibb Manufacturing
Company Unlimited Company, Puerto-Rico

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

Rico

Tpouseo0cnieo 2omogol 1eKapemeentou dopysl

[daiizep Alipaana PapMacbIOTHKANS,
Upsanaus/Pfizer Ireland Pharmaceuticals, Ireland

Little Connell, Newbridge, Co Kildare, Ireland

Hepsuunas ynakoska

[paiizep Manrodarkuypunr Jlokiuneun 'moX,
I'epmanus/Pfizer Manufacturing Deutschland
GmbH, Germany

Mooswaldallee 1, 79090 Freiburg, Germany

Bmopuunas/nompebumensckas Ynakora

[aiizep Mautodaxuypuur Hoiunena ['mMeX,
Iepmanus/Pfizer Manufacturing Deutschland
GmbH, Germany

Mooswaldallee 1, 79090 Freiburg, Germany

[pouseodumens (Beinyckaowui KoHmpois
Kavecmea)

[aiizep Moutodaxuypunr Hokunena 'm6X,
I'epmanus/Pfizer Manufacturing Deutschland

GmbH, Germany

Mooswaldallee 1, 79090 Freiburg, Germany
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