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MHHHCTEPCTBO 3IPABOOXPAHEHMS
POCCUICKON ®F IEPALIUN

P("l'l!C'l'pﬂllllOllHOt‘ YAO0CTOBEPCHHC
ACKAPCTBEHHOFO HpenapaTa /Lt MeIHUMHCKOTO NIPHMEHeH s

I1 N015350/01
(HOMEP PErNCTPaLlMOHHOTO YA0CTOBEPEHHUS IEKAPCTBEHHOTO Npenapara)

HanvenoBaune gepxkarens (Baensbua)
PerHeTpauHoOHHOr0 y10CTOBEPEHUS
JIEKAPCTBEHHOrO mpenapara

Mdaiizep Unk., CLLIA,
Pfizer Inc.

AZIpec MECTOHAXOAICH NS AepRaTe s
(BJIa/IeZIbIIa) PErHCTPALMOHHOIO YA0CTOBEPEH S
JIGKAPCTBEHHOr0 Mpenapara

66 Hudson Boulevard East, New York, NY
10001-2192, USA
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(1aTa 3aMeHBI pErucTPaHOHHOro
YAOCTOBEPEHHs! IEKAPCTBEHHOr0 Npenapara)

JIEKAPCTBEHHOI0 npenapaTa A%E42008
Cpoxk eficTBHS perncTpauHoHioro

YAOCTOBEPEHN JIEKAPCTREHHOTO Npenapara BeccpouHo
Jata BHecenusi N3MeHeHNH B PErHCTPANMOHHOE

YAOCTOBEPEHHE JIEKAPCTBEHHOT0 Npenapara 11.06.2024

Wropmanus o 3aperucTpupoBaHHOM JIEKApPCTBEHHOM Npernapare:

Toprosoe HanmeHOBaHME Meapoa®
MexaynapoiHoe HeNATEHTOBAHHOE, HJIH

CPYNIHPOBOYHOE, HIH XHMHYECKoe MerunnpeaHu30ioH
HAHMEHOBAHUE

JlekapcrBennas gopma TabneTKH
Hosuposka 4 mr, 16 mr, 32 Mr
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COCTAB BCNOMOTaTE/IbHBIX BEIIECTB

Kauecrsennplil cOCTaB H KOJIMYECTBEHHDII COCTAB AeHCTBYIOMINX BEMECTB H KA4eCTBEHHbIH

¥
<im

METHANPEAHN301I0H 4/16/32 Mr, BcrioMoraTelibHbie BEMIECTBA (1aKTO361 MOHOTUPAT, caxaposa, napadua |-
KHAKHH ~/+/+, KaAbLMA CTeapaT, Kpaxman KyKypy3Hbiii) :
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®opma BeInycka (TekaperBennas gpopma,
M03MPOBKA, NEPBHYHAA YIAKOBKA, KOJHYECTBO
NeKAPCTREHAHOH GOPMBI B IEPBHYHOI yIAKOBKeE,
KOJHYeCTBO NEPBHYHOI YNaKOBKH B
HoTpefHTEILCKON YNAKOBKE, KOMIVIEKTHOCTH)

rabnetku, 4 mr (Gmucrep) 10 x 1/3/10 (maua |

KapToHHas);
TabaeTkn,
KApPTOHHAS);
TabneTKH,
KapToHHad);
TabaeTKH,
KapToHHAasM);
TabneTKH,
KapTOHHaA):
TabaeTky, 32 mr (duaxod) 20/50 x 1 (mauka
KapToHHas)

4 wmr (dmakoH) 30 x 1

16 wmr (Gauerep) 14 x |1

16 mr (Gamerep) 10 x 5 (mauka

16 mr (daakon) 50 x 1 (nauka
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PekBH3NTBI HOPMATHBHON JOKYMEHTAHH
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Crpanuiia 2 perucrpaumonnoro yaocrosepenns Ne ITN015350/01

IMpousBoacTBeHHbIE MIOWANKH, Y4aCTBYIOLIHE B NpoLiecce NPOH3BOACTBA JIEKAPCTBEHHOI0
npenapara, ¢ yKazaHueM cTaaui NpoM3BOACTBA, HA3BAHNI H PAKTHYECKHX a/IpecoB

MECTOHAXOMAeHHH

Ipouseodumens (Bee cmaduu npouseodcmea)

MMpaitzep Uranua C.p.J1., Uranus /
Pfizer Italia S.r.L., Italy

Marino del Tronto 63100, Ascoli Piceno, Italy

[lepeoiii 3amecTureas Munnerpa

B.C. ®ucenko




