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- MHHHCTEPCTBO 3/IPABOOXPAHEHWS
POCCHHCKOM ®EJEPALIUH
. Peruwpauuormoe yaocrosepenue Y
,-'JICRQPCTBQHHOFO npenapa'ra E'IJIH Mej‘lHI%HHCKOI 0 npumeuemm

{HOMEP pemcrpmmounoro YA0CTOBEPEHHUS JEKAPCTREHHOTO npenapm)

B coe'rwrc-mmc [MpaBnnam# perneTpaLtay H IKCIEPTH3bI JEKAPCTBEHHBIX cpe,nc-m s mm
: NPHMEHEHHS, HACTOALIEE PErHCTPALOHHOE YAOCTOBEPEHNE BhIIAHO!

1 | Haumenosanne nepxarens paiisep Unxk. /
| PerHCTPAUMOHHOIO YI0CTOBePEHMNSL: Pfizer Inc. ;
: Mpec AdepiRaTens PErHCTPAUHOHHOTO 66 Hudson Boulevard East, New York,: N
YAOCTOBEpeHNsE: 2192, USA/
66 Xancon Bysssap Hcr, Helo-Hopk, wrrat Ha
10001-2192, CIIA

Jara peruerpaunn: | 12.04.2022

| JaTa neredenusi cpoka aeiicTBus TP
PErHCTPANHOHHOTO Y1I0CTOBEPEHHS: .

Jdata noATBepKAEHHS PErHCTPALHK
(mepeperncrpain): =
JlaTa BHeCeHHUsI H3IMEeHeHHii '25.-03-2925
(mepeodopMiIeHNs) B perucTpannoHHoe :
YaocToBepenue: ,
Jata perucrpanun B pedepenTHom 1_3:2.04,2022 =
rocynaperse: R
AR nen’t‘ﬂe'pwerr 4TO JIeKapCTBEHHBIH Npenapar 3aperucTpUpoBaH U pasperieH xmnnumcxouy r:pn EHi
‘Ha TePPUTOPHH;

Poccuiickoii ®eaeparun

(rocynapcTso — uneH EBpasuifickoro 59KOHOMHYECKOro COK3a)
Hudopmauus o 3aperucTpupoBaHHOM JIeKapCTBEHHOM Npenapare

| Toprosoe HanmMeHOBANNE JeKAPCTBEHHOTO Hnjmra®
mnpenapara:

‘MezkayHapoaHoe HeNATEHTOBAHHOE Axentiund
‘nanmenosanne (MHH), nim oburenpunsroe :
(rpYNNHPOBOYHOE) HAHMEHOBAHNE, HIH
XHMHYECKOe HANMEHOBAHHE AKTHBHOI
- papmanerTHUEcKOl cyGeTaHUNH

(mpm orcyrersum MHH):

it Jlexapersennas q;opm
: xoanpoam(vt).
Dopma(-bi) amynm

oﬁonbwﬁ;,
Mr (ﬁmcrep) téx 2/4 (gawa KapTOHa%) =
CocTaB J1eRaPCTREHHOI0 Npenapara: akcutunnd 1.00 mr, 5.00 mr, BCiloMOrar »1bHbE
BellleCTRa (Mnkpempmwmm e
JaKTO3I MOHOTHAPAT, KPOCKapMe103a
maruus cteapar, Onaapai® I Kp :
[rHnpomesiosa (rmm 29 1%
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CrpanHuua 2 perucTpaudoHHoro yaocrosepenus No JII-No(000687)-(PI™-RU)

15 cIl), TTaHa AHOKCUIL, JTAKTO3bI MOHO MIpAT,
TPHUALETUH (rUUEePHHA TPHALLETAT), KpacHTelb

KEIE3a OKCHT KPACHHKITT])

14 | Cpox roanoctn:

3 roja

[k

HHC]JODMallI{H 0 NPOUIBOJANUTENE JICKAPCTBEHHOIO Nperapara (Ha3BaHus u ajipeca Npou3BOJICTBEHHBIX [LI0MMAN0L,
YHACTBYIOLIMX B NNPOLICCCE MPOH3BOJICTEA JIEKADCTBEHHOTIO npenapaTa)

Ne | Craaus npon3BoacTBa
(BCE Y4aCTHHKH
NPOH3BOACTBEHHOIO

npouecca) .

Hazsanne OpraHH3annyn

[ Ajapec NpoH3BOACTBECHHOH IL 101IAAKHK

] [Tpou3BOACTBO FOTOROA
JieKapCcTBEHHOI GOpMbI

[aiizep Mantodakuypusr
Howunenn I'moX / Pfizer
Manufacturing Deutschland
GmbH

Mooswaldallee 1, 79090 Freit urg,
Germany / Mooceaneaaniee ', 79090
Mpaiidypr, ['epmanna

2 | TlpoussoacTBo roToBOM
JleKapCTBEHHOI hOpMBI

OTKpbITOE aKLHOHEPHOE
obutecTBo «PapmerannapT-
Vdumekuii BHTAMHHHBII 3201
(OAO «@apmcTanaapT-
VpaBUTA»), Poccuiickas
Denepauus

Pecnybnuka bawkoproctas, 1. Ya, yi.
XynaiibepauHa, 1. 28

3 | Tlepsuunag ynakoBka

[paiizep ManrodakuypuHr
Hoiunenn ['M6X / Pfizer
Manufacturing Deutschland
GmbH

Mooswaldallee 1, 79090 Freiburg,
Germany / Moocsanspaniee i, 79090
Dpaiibypr, I'epmanus

4 | IlepBuuHas ynakoska

OTKpBITOE aKIHOHEPHOE
obuiectso «PapmcTaHaapT-
Vdumckuii BATAMHHHBII 32BOA»
(OAO «DapmcTanaapt-
VpaBHTA»), Poceniickas
Dejiepauus

Pecny6auka bamkoprocran, 1. Va, yu.
Xynaitbepnouna, 1. 28

3 BTopuyHad ynakoBka

[Ndaitzep Maniodakuypusr
Joitanena I'm6X / Pfizer
Manufacturing Deutschland
GmbH

Mooswaldallee 1, 79090 Freib-urg,
Germany / Moocsanbgannee . 79090
Dpaiibypr, 'epmanus

6 | Bropuunas ynakoBka

OTKpBITOE aKUHOHEPHOE
obiectso «PapmcTanaapT-
VimMckHii BATAMHHHBIN 3aBOAY
(OAO «DapmcTannapT-
YdaBUTA»), Poccuiickas
Denepallis

Xynaiibepauna, 1. 28

7 | Boinyckarouiuii
KOHTPOJIb KauecTRa

Lidaitzep MoHwodaKkayprHr
Jolunena I'm6X / Pfizer
Manufacturing Deutschland
GmbH

Mooswaldallee 1, 79090 Freil.urg,
Germany / Moocsanbaaniee -, 79090
®paiibypr, epmanus

8 | Boinyckaronmit
KOHTPONb KauecTsa

OTKpBITOE aKLMOHEPHOE
00uiecTBo «DapmMeTaHaapT-
Y dumckuii BUTAMUHHLLH 3aBOA»

Xynalibepnuna, 1. 28

Jamecruress MuanCTpa

(OAO «®Dapmcranpapt-
Pace "3 pre il o td i+ T
YpaBHTA»), | ULLHﬁLﬁw ; Ry
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Pecny6nnka Bawkoproctas, 1. Yda, yi. ]

PecnyOsivka Balukoprocras, 1. Yda, yo. ]

AEVAEVAENRIAN S MNP [




