MHHUCTEPCTBO 3/IPABOOXPAHEHHA
POCCHUHCKOH ®EJIEPALIUH

PerucrpannoHHoe yIoCTOBEpeHue
JEKAPCTBEHHOIO NPEnapara /it MEIHINHCKOTO NPUMEeHeHns

JITI-002122
(HOMEp PEruCTPaLHOHHOIO YAOCTOBEPEHHS 1eKapCTBEHHOrO Npenapara)

| Hanmenosanne gepxare/s (Blaienbua)
| perneTpauHoHHOro y10CTOBEpeHHs

~ | JieKapcTBeHHOrO Npenapara

Mdaiizep Huk., CLLIA
Pfizer Inc.

Apec MECTOHAXOKIEHHS epiKaTeisi
“(BJIafe/ibIA) PErHCTPAllHOHHOIO Y/10CTOBEPEHHUS!
| 1eKapCcTBEHHOrO Mpenapara

66 Hudson Boulevard East, New York,
NY 10001-2192, USA

~ | Jara rocyraperBennoi perncrpamun
~ | ilekapeTBeHHOr0 Npenapara

04.07.2013

- | Cpox aeiicTBHS PEruCTPALHOHHOIO
YA0CTOBEPEHHS JIEKAPCTBEHHOro Npenapara

31.12.2025

Jlata BHeceHHs H3MeHEHHH B perHcTpauHoHHoe
yA0CTOBEpeHNe 1eKapCTBEHHOI0 npenapara
(1aTa 3aMeHbl pErHCTPaLHOHHOIO
VIOCTOBEPEHIsl JIEKAPCTBEHHOr 0 Npenapara)

16.08.2023

HUndopmanms 0 3aperucTpUpOBAHHOM J€KapCTBEHHOM Mpenapare:

Toprosoe HauMeHOBAHHE

DHOpen®

MeaayHapoanoe HenaTeHTOBAHHOE, HIIH
IPYNNHPOBOYHOE, WIH XHMHUYECKOe
HalMEHOBaHHe

DTaHepuent

- | Jlexapereennas gopma

JmoHIH3aT i NPUTOTOBIICHH: PacTBOpa Ui
TIO/IKOKHOTO BBEAECHHA

3 Jo3upoBka

10 mr

COCTAB BCMOMOTaTe/IbHbIX BellIecTB

KauecTBeHHbIli COCTAB H KOJHYECTBEHHbII COCTAB JeHCTBYIONINX BeilleCTB H KayeCcTBeHHbIH

~ | araniepuent 10.00 Mr, BcrioMoraTesbHbIC BEIECTBA (MAHHHTOJ, CaXaposa, TPOMETaMON (B BHIE cMeCH
TPOMETaMOoa H TPOMETAMONa FAPOXJIOPHA)), PACTBOPHTENb: BOJA /LIl HHBEKLHi

| ®opma Beimycka (iekapeTBennas popma,

- | no3uposka, nepBHYHAn yNaKoBKa, KOIMYECTBO

- | aexaperBennoii hopmbl B nepBHYHOIT yNaKoBKe,
KOJHYECTBO MEPBHYHON YNIAKOBKH B
noTpeduTe1bCKOIN yNnaKkoBKe, KOMILIEKTHOCTD)

[muodunuzaT s TPHrOTOBIEHHA pacTBOpa il =

NOAKOKHOrO BReAeHH, 10 Mr (dmaxon) 10.0 Mrx |
+ pacrsopurens (wmpui) 1.0 ma x 1 + (umma
HHbEKIMOHHas) X 1 + (apanTep s ¢nakona) x 1 +
(canderka crprosas) X 2] X 4 (nayka KapToHHA)

4 I.f PexBH3NTHI HOPMATHBHOH AOKYMEHTANHH

JI-002122-110321
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Crpannua 2 peructpaunoHHoro yaocropepenus Ne JIIT-002122

“pOH]BDJICTBeHHLIE IJIOLIAAKH, Y4acTBYOLIHE B TpoLecce MpPOH3BOACTBA JIEKAPCTBEHHOI O
npenapara, ¢ ykaiaHueMm CTaauii NPON3BOACTBA, HA3BAHHI H PAKTHYECKHX ajpecoB
MECTOHAXOKICHHS

Ipoussooumens (Bee cmaduu npouzsodcmea) iaiizep MOI". Bensrust H.B., benbrus/Pfizer
MFG. Belgium N.V., Belgium

Rijksweg 12, 2870 Puurs, Belgium

3amecTuresss MuHHCTpa H.A. Xoposa




