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MHHHCTEPCTBO 3/IPABOOXPAHEHHA
POCCHUHMCKOH OEAEPALIUHU

Perncrpannonnoe yiocroBepenue
JACKAPCTBEHHOIO Npenapara s MEJIHHHHCKQI‘O NPpHMEHEH U

JICP-006031/09
(HOMEp PErucCTPaLOHHOr0 YI0CTOBEPEHHS JIEKAPCTR2HHOrO Npenapara)

HanmenoBaHue aepkaTtesisi (Bnaenbua)

PErHCTPAUOHNOI0 YA0CTOBEPEHHS!
JIEKAPCTBEHHOT O Ipenapara

Mpaiizep Uuxk., CLLIA/
Pfizer Inc., USA

'AZIPeC MECTOHAXOKIEHHS e PIKATEIsI

(Baajenbla) PErHcTPALHOHHOTO
YAOCTOBEpPEHHs IeKAPCTBEHHOr0 NMpenapara

66 Xancon Byassap Her, Heio-Hopk, wrar an«- 1
Hopk 10001-2192 C111A/66 Hudson Boulevard |
East, New York, NY 10001-2192 iy

| AaTa rocyaapcrBenHol perncTpanun

JleKapCTBEHHOTO npenapara

$ 23.07.2009

Cpok aeficTBusi perHcTpauHoHHOro
YAOCTOBepeHHs JIeKapcTBeHHOro npenapara

GeccpouHo

JaTta BHeceHHS! H3MeHEeHHIl B perncTpanHoHHoe
YA0CTOBEPEHHE .newlpc'rnennom npenaparta
(1aTa 3ameHbl perHcTPalHOHHOTO
YAOCTOBEPEHHS JIEKAPCTBEHHOr0 npenapara)

21.06.2024

Hndopmauus o 3aperucTpHpoOBAHHOM JIEKAPCTBEHHOM u'penapa*re:

TO]J!‘OBOB HaAHMEHOBaAHHE

Inbpen®

MexkayHapoaHoe HenaTeHTOBAHHOE, HJIH
TPYNITHPOBOMHOE, WIH XHMHYECKOE
HauMeHoOBaHue

Sranepuent

Jlexkapersennas Ggopma

Ano(GuaAN3aT A NPUrOTORIEHNA PacTBOPA A
11GIKOKHOrO BBE/IEHHA

Jo3uposka

25 mr

KadecTpeHHBIii cOCTAB M KOJHYECTBEHHBIH COCTAB AeCTBYIOLINY 3€1IECTB H KAYeCTBEeHHbIH

COCTAB BCNOMOTaTe/IbHBIX BEIECTB

ITaHepuent 25 Mr, BCoMOraTeNbHble BelecTsa (MaHHUTO, Caxapo3a, TPOMETaMon (B BHAE CMECH

TPOMETaMOJ1a B TPOMETaMOJIa MHAPOXIOpHA)
PacTBOPUTENIb: BOJIA ANl HHBEKLMIT

®opma Bbinyeka (MekaperBeHnas Gopma,
A03HPOBKA, NEPBUYHAS YNAKOBKA, KOJHYECTBO
JiekapcTeenHoi (popmbl B nepsHuHO
YHOaKOBKe, KOJIHYECTBO NepBHYHOI YNAKOBKH B
noTpelHTeILCKO YNAKOBKE, KOMIIEKTHOCT)

[Moduawsar ans NpPUroTOBNCHMS pPACTBOpA A
MOAKOKHOTO BBeAeHHA, 25 Mmr ((uakon) X 1 +/
pactsoputens (unpyu) 1.0 ma x 1 + mrma
uHbeKUMOHHas X | + amantep ans daakosa X | + |
canerka cnapToBad X 2] x 4 (nauka KapToHHas)

PekBH3NTEI HOPMATHBHON JOKYMEHTALIHN

JICP-006031/09-090321

Y Y Y

ARADAAARONNALARANAOEEARANDAAUNABLGNARBOAARAAGSS
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LAGBAASARAAAN




Crpanuiia 2 peructpauonHoro yrocrosepenus Ne JICP-006031/09

NpoussoacTBeHHbIC MVIOWAAKH, YHACTBYIOLINE B NIPOLECCe NPOU3BOACTBA JIEKAPCTBEHHOIO
npenapaTa, ¢ yKa3aHHeM CTajuii IPOM3BOACTBA, HAIBAHHIL H (DAKTHYECKHX aApecoB
MECTOHAXOHICHHS

Mpouseooumens (Bce cmaduu npouseodcmea) Tldaiizep Manodakuypunr beabrus HB,
Benorusa/Pfizer Manufacturing Belgium NV,

Belgium

Rijksweg 12, Puurs-Sint-Amands, 2870, Belgium

B.C. ®ucenko

Ilepsriii 3amecTuTens Munucrpa ,\H




