MHHUCTEPCTBO 3/IPABOOXPAHEHIS
POCCHHCKON ®E/IEPALLIN

Perncrpannonnoe yiocroBepenue
TEKAPCTBEHHOIO NPEnapara Lt M IHINHCKOTO NPUMEHEHH S
e PP G N 006897)-(PTRU) p

(HOMep perncTpanuoHHOr0 yA0CTOBEPEHHS TEKAPCTBEHHOTO Hpenapara)

B cooteetctauy ¢ [TpaBuiaMi PeruCTPaLiiH U SKCIIEPTH3EI JIEKAPCTBEHHBIX CPEACTR TSl MEIHITHEK
NPUMEHCHHS, HACTOAIEE PETHCTPALHOHHOE YAOCTOBEPEHHE BhIIAHO:

Hanmenosanne aepxartens Idaiizep Unk., CLIA/ Pfizer Inc., USA -
PErHCTPAMOHHOTO YAOCTOBEpEH ST /
Anpec JIepKaTessi PErncTPanHoOHHOro 66 Xancon B}’J'I]:Bﬂ.p HCT, HH:Q'HOPK, mwrrar
YAOCTOBEpeHHsi: 10001-2192, CILIA / 66 Hudson Boulevard E
New York, NY 10001-2192, USA

Hara perncrpanun: 17.09.2024

Hara ucreyenns cpoka geiicreus 2
| PErHCTPANHOHHOIO YAOCTOBEPEHUST:

Hata noaTBepkAeHHsI perucTpanum
(nepeperucrpanun):

JaTta BHeceHus1 H3MeHeHmii
(nepeopopmaennus) B perncTpannonHoe
YAOCTOBepeHHe:

7 | Mara perncrpauun B pedepentrom 17.09.2024
rocyaaperae: : B
H NIOATBEPXKIACT, YTO JICKAPCTBEHHbIH Mpenapar 3aperucTpHpPOBaH | Paspelled K MeIMIHHCKOMY HpHME

HA TePPHTOPHH: 3
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Poccuiickoii Denepauun

(rocynaperso — wien EBpasuiickoro sxoHOMUgECKOro co103a)
Hudopmanus 0 3aperncTpHpOBAHHOM eKapCTBEHHOM npenapare

Toprosoe HanMeHOBaHNE J1EKAPCTBEHHOIO Inbpen®
npenapara:

MesxayHapoAHOe HeNATEeHTOBAHHOE Oranepuent
Haumenoaune (MHH), wan obwenpunsitoe
(rpynnupoBoYHOE) HAMMEHOBAHHE, I
XHUMHYECKOe HANMeHOBaHNe aKTHBHOII
(apmauesTHaeckoii cyberanuun

(npn orcyrersun MHH);

Jlexapereennas dpopma: PacTBOp Jif NOJKOMKHOTO BBEACHHUSA
Hosuposka(-n): 50 Mo/

@opma(-bi) BLITYCKA: [pacTBop s moakoskHOro BBeaEHNS, SO Mr/Mn (Inp
0.5 M1 (25 mr) x 4 + canderka cnuprosas X 4] X
(nayka KapToHHas)

[pacTBOp Ana nomkoxKHOTO BBENEHNAS, 5O MI/MT (111

1 M (50 Mr) x 4 + candperka criuprosas x 4] x 1/2/3
(mauka KapTOHHas)

[pacTeop niis noakoxkHOro BBEAEHM, 50 Mr/Mi (1N
pyuka) 1 mn (50 mMr) x 4 + can

(nauka KapToHHAR)
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CrpaHuua 2 perucTpaluoHHoro yaocropepens Ne JHI-No(006897)~(PI'-RU)

13 CocTas JIEKApCTBEHHOr 0 npenapara: JTaHepLUenT 50 Mr/mn, BCIOMOTaTeNEHEIE BEECTRA (Lr‘
aprudiHa rHOpOXTIOpHA, HATpHUA XJIOpHI, caxaposa,
HaTpUA ruapodocdara JUTHapar, HATpHA
puruapodocdara TUCHAPAT, BOAA 1A HHBEKLHIA)

14 3 rona

Cpok roasocTn:

Wndopmarius 0 TpOM3BOAMTENE IEKAPCTBEHHOTO Mpenapara (Ha3BaHus U apeca NPOU3BOJCTREHHBIX MIOIIALOK,
YUacTBYHOMIHX B MMPOLECCE NPOU3BOJCTBA JIEKapCTBEHHOIO npenapa’ra)

Ne | Cragns npowssoacrea | Haseaumne opranuzaunu Ajpee NPOM3BOACTBEHHOI IIOIAAKH
(BCe y4ACTHHKN
HpPOM3BOACTBEHHOIO
npouecea)
1 | Ipoussoacteo rotopoii | [Taiizep Mamodakuypuar Puitkeser 12, ITiope-Cunr-Amanzc,
nexapcrBerHON Gopmbl | Bensrus HB, Benwrus/ Pfizer 2870, Benwrus / Rijksweg 12, Puurs-
Manufacturing Belgium NV, Sint-Amands, 2870, Belgium
Belgium
2 | Tlepsuunas ynakoBka Iaiizep Manrodakaypusr Puiikeser 12, Thope-Cunr-Amanzg,
Bensrust HB, Benbrus/ Pfizer 2870, bensrus / Rijksweg 12, Puurs-
Manufacturing Belgium NV, Sint-Amands, 2870, Belgium
Belgium
3 | Bropuunas yrnakoBka daiizep Maurodoakuypuur Puiixcser 12, [Mopc-Cunt-Amanzc,
Bensrus HB, Benbrusa/ Pfizer 2870, Bensrus / Rijksweg 12, Puurs-
Manufacturing Belgium NV, Sint-Amands, 2870, Belgium
Belgium
4 | Beimyckaroumit ITpaiizep Mantodakuypunr Puitkeser 12, [Tiopc-Cunt-AmManzc,

KOHTPOJIb KauecTsa

Benvrus HB, bensrus/ Pfizer

Manufacturing Belgium NV,

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

ITepBblii 3amecTHTEH
Munncrpa

Belgium -
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