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MHHHUCTEPCTBO 3/IPABOOXPAHEHMA
- POCCHUCKOH ®EJEPALIMH

Perucrpannonnoe yrocrosepenue.
.nexapcrseanoro Hpenapara st MeInIHHCKOTO nplmenemm

{mep PeruCTPALHOHHOTO YA0CTOBEPEHNS IEKAPCTBEHHOTO npenapm)

= Haﬂﬂmmmm mpmranﬂ (Bnagenbua)

f'i_mmmunro YAOCTOBEPEHHS
~ JIEKapCTBENHOTO NPENapaTa

Tlgaiisep Maxk., CLIA
Pfizer Inc.

- |AZpec MecToHAXOKACHHS AepRaTest
~{(Baanebla) PErucTPAUHOHHOTO YI0CTOBEPEHHS
~ [JIeKapcTBEHHOIO mpenapaTa

235 East 42nd Street, New York, NY 10017, USA j

Jlata rocyAapcTBeHHON perneTpanun
JIERAPCTBEHHOTO Npenapara

12.08.2009

Cpok AeHCTBHS PErueTPALHOHHOTO
YAOCTOBEePEHHS JIEKAPCTBEHHOr0 npenapara

BeccpouHo

Jlata BHeceHHs H3IMEHEHHIT B PerHCTPaLHOHHOE
YAOCTOBEpPEHHE JIEKAPCTBEHHOTO NpenapaTa

~ {(1aTa 3aMeHBI PEruCTPAIHOHHOIO

YAOCTOBEepPeHHS JIEKAPCTBEHHOr0 Npenapara)

25.04.2022

HMudopmalins 0 3aperucTpupoBaHHOM JIEKapCTBEHHOM Mpernapare:

- |Toprosoe nanvenoBaHme

Cony-Mez(po.n’

; ﬁlewu!ylnlpmnmntnsuen1a1eu11@nalnuoe,lLun

TPYNIMPOBOYHOE, HIH XHMHYECKOe
HAUMEHOBAHHE

MeTtuanpeaHH30n0H

JlekaperBennas opma

oG UIM3AT A1 TPHTOTOBIEHUS pacrsopaimn

BHYTPHBCHHOIO H BHYTPHMBIIIEYHOTO BBEACHHA |

~ |losupoBka

500 mr, 1000 mMr

KayecTBeHHBIii COCTAB M KOMYECTBEHNBIH COCTAB ACHCTBYIOMMX BEMECTB U mqecmenﬂuﬁ coc'ran
~ |BCTIIOMOTATE/LHBIX BEECTR

| MeTHInpeaHK3070H (B BHE Memnnpenauscnoua narpus cykuunar) 500/1000 Mr, BemomMorarensHee
 [BeluecTBa (HaTpusa Anruapodocdara MoHOrHApaT, HaTPHA ruapodocdar);
~ |pactsopuTend (GeH3HITOBEI CIUPT, BOAA [UIA HHBEKLHIT)

Dopma BrIycKa (IekapeTBennast popma,
i ;mnpossca, AEPBHYHAS YIAKOBKA, KOTHYECTBO

JIeKapcTBeHHOH GopMBI B NEPBHYHON

' |ynakosKke, KoaHuECTBO NEPBUTHON yTAKOBKN B
- |OTPEGHTEILCKON YIIAKOBKE, KOMILIEKTHOCTS)

[nuopunmzar 11s MpUroToBNeHKs pacTBopa AR ]
BHYTPHBEHHOTO H BHYTPHMBILIEUHOrO BBEACHNS, S00 ¥
(pnakon) x 1 + PacTBOPHTEITh 7.8 Mt (brakon) x I}
(nayka KapTOHHAsA); : '
[mmodunusar ans npUroTOBIEHHS pacTBOpa ANs
BHYTPHBCHHOTO H BHY TPHMbILIEYHOTO BBEACHHS,
1000 mr (dprakon) X 1 + pacreoprrens 15,6 mi
(maxon) x 1] x 1 (nauka kapToHHas)

| PexBu3nTLI HOpMATHBHOI X0KyMeHTALH

[1N014983/01-250422




Crpanuua 2 perueTpaiioHHOro yaoctosepeHus Ne T N014983/01

TpousBojcTBeHHBIE MIIOUIAAKH, YHACTBYIOLIHE B IPOLiecce NPOH3BOACTRA JIEKAPCTBEHHOTO
Apenapara, ¢ yKazaHueM eTajiuii NpoOu3BOACTBA, Ha3BaHHI B PAKTHYECKHX a/IpecoB
MeCTOHAXOKACHHS

Hpoussodumens (Bee emaduu npousgodcmsa) [Taiizep MOTI". Bensrus H.B., Bensras /
Pfizer MFG Belgium N.V., Belgium

Rijksweg 12, 2870 Puurs, Belgium | e, /
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