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MHHUCTEPCTBO 3/IPABOOXPAHEHHA
POCCHHCKOH ®EJAEPALIMA

Perncrpannonnoe yiocToBepenue

' HEKSPCTBGHHOFO llpcnapMMmﬁiﬂlﬂ) NPpHMEHEHHS

(HOoMep perucTpauHOHHOTO YA0CTOBEPeHHA JIEKAPCTBEHHOTO Tipenapara)

B coorsercTamn ¢ [IpaBuiaMu PeruCTPaLIAH i SKCTIEPTH3b! J1EKAPCTBEHHBIX CPEeACTB ISt MeIHLIWHC
NPHMEHEHNsA, HACTOALLEE PErHCTPALMOHHOE YAOCTOBEPEHHE BbIIAHO: ’

HaumeHoBaHue xepxarens Mdatizep Huk., CLIA /
 PEFHCTPAIHOHHOTO YAOCTOBEPEHHS: : Pfizer Inc., USA
AZpec 1epKATEAS PErHCTPALHOHHOTO 66 Xancou Byaissap Flcr, Huio-Hopk, urrar Her
YAOCTOBEpeHHs: 10001-2192, CIIIA / 66 Hudson Boulevard East,
York, NY 10001-2192, USA
31.07.2024

JaTa perucrpaunm:

Jara neredenHs cpoka aeficTeus
PerucTpauHOHHOI0 YAOCTOBEPEHHA:

JaTa noaTBepkIeHHs perucTpanuy
(nepeperncrpaunn):

Jlara BHeceHHSI H3MeHeHHIi
(nepeodopmiieHnsi) B perHcTpanuoHHOe
YAOCTOBEpEHHE:

Jara perncrpauun B pepepenTHOM
rocyaapcrae:

H NOATBEP/KAET, UTO JIEKAPCTBEHHBIN MPEnapaT 3aperHcTPHPOBAH U paspelieH K Memsmmcxouy NpHMEH
HE TEPPUTOPHH:

02.04.2026

31.07.2024

Poccuiickoit ®epepaunn

(rocynapctso — unen EBpasuiickoro 3x0HOMHYECKOro cOH03a)
Hndopmaims o 3aperHcTpHpOBaHHOM JIEKapCTBEHHOM Tipernapare

ToproBoe HAHMEHOBAHHE JEKAPCTBEHHOIO Inbpen”
npenapara:
MexaynapoaHoe HenaTeHTOBaHHOe Oranepuent
Hanmenoeanne (MHH), nin obmenpunsroe
(rpynnupoBovyHoe) HANMEeHOBAHNE, HIIH

| XAMHYeCKOe HAHMEHOBAHHE AKTHBHOI
papmanesTHyeckoil cyGcTanunu

(npu orcyrersun MHH): _ : :
Jlexapersennan dpopma: AMO(HINIAT AN NPHTOTOB/CHHSA PACTBOPA /L

HORGAHIED nagm

Jlosnposka(-n);

@opma(-bl) BeIMyCKa: [AHopuiM3aT ANl IPArOTOBAEHHS PACTBOPA /NA
HOMKOKHOTO BBENCHHS, 10 w' (Qmm&) 10Mrx 1+

pacmopm(mnpmg) 1 ﬁfmx.l + (uEbeKD
caml?m)ﬂ]x‘i(wampmm}

CocTaB JieKapeTBEHHOI0 Npenapara: sranepuent 10.0 mMr, Bcror
(MannuTON, Caxapo3a, Tpol

B ARBNARRERORALLARARAALARSAARASLE ARBEREY n




Crpannia 2 pericTpaudoHHoro yaocrosepenus Ne JII-Ne(006397)-(PL-RU)

[ 14 | Cpox roaHocTu:

4 ropa

Wndopmanus o NpOR3BOAHTENE JIEKAPCTBEHHOTO Npenapara (Ha3BaHus ¥ aIipeca NPOU3BOACTBEHHEIX IIOIANOK,
Y4aCTBYIOUIHX B MPOLECCe NPOM3BOACTBA JIEKAPCTBEHHOTO NperiapaTa)

Ne | CraaMs NpoH3BOACTBA
(BCe YYACTHHKH
11POH3BOACTBEHHOTO
npoiecca)

Hassanne opranusanyH

Agpec NpoH3BOACTBEHHOM NIOLAXKH

1 | Ilpou3sBOACTBO rOTOBOMH
JleKapcTBEHHOH (OpMBI

[daiizep Mauo(aK9ypHHT
Bensrua HB, Bensrus / Pfizer
Manufacturing Belgium NV,
Belgium

Puiikcser 12, 2870 ITrope-Crat-
Awmannc, Beasrus / Rijksweg 12, 2870
Puurs-Sint-Amands, Belgium

2 | TlepsuyHas ynakoBKa

Tdaiizep Maurodokdypusr
Bensrust HB, Bensrus / Pfizer
Manufacturing Belgium NV,
Belgium

Puiikceer 12, 2870 IMopc-CaHT-
Awmanc, beabrus / Rijksweg 12, 2870
Puurs-Sint-Amands, Belgium

3 | BropuuHas ynakoBKa

aiizep Mauogakuypuur
Bensrus HB, Bensrus / Pfizer
Manufacturing Belgium NV,

Belgium

Puiixcser 12, 2870 Thopc-Cunt-
Awmanpe, Bensrus / Rijksweg 12, 2870
Puurs-Sint-Amands, Belgium

4 Brinyckarommi
KOHTpOJIb Ka4uecTBa

Idaiizep MauioaKyypHHT
Benwsrus HB, Bensrus / Pfizer
Manufacturing Belgium NV,

Belgium

Puitkeser 12, 2870 Iiope-Caur-
Awmannc, Beasrus / Rijksweg 12, 2870
Puurs-Sint- ds, Belgium

3amecruTess MuaHCTpa

C.B. I'iarones




