MUHUCTEPCTBO 3/IPABOOXPAHEHHS
POCCUHCKON ®E/{EPALIH

Perucrpannontoe yi0cropepenue

'.rlercapc'rn'eanom npenapara s Mennuﬂﬂclwm npnmuem
JITI-Ne(005340)(T'TI-RU)

(HOMep perucTpaLoOHHOr0 YA0CTOBEPEHHA nexspc'menmm upenqaam

B cooteercTeaE ¢ [IpaBuiaMn pericTpamii 1 SKCIEPTH3bI neicapcmmmx cpenm M
OpPHMEHEHHS, HACTOALIEE PErHCTPALIHOHHOE YAOCTOBEPEHHE BELIAHO:

HaunmeHoBaHHe AepkaTens I'Iclnaﬁaepﬁnx. ClIA

| PErHCTPANHOHHOIO YA0CTOBEPEHHS: Pﬁzarlnc USA . .

Ajlpec AepKaTeNs PerneTPauHoOHHOT0 66 Xancou bynsBap I’[cr Hmy- px,m’m !

i A 100012192, CIUA/

66 Hudson Boulevard East, New York, N.Y. ',
2192, USA -

JlaTa perucrpanuu: 30.05.2025

JlaTa ucTedyeHHs cpoKa jgeiicTBHS -
pPerHcTpauHoOHHOTO YAOCTOBEPeHH !

JlaTa noATBEpIKAEHHS pPerHCTPalHH
(nepeper_nc‘rpam): .
JlaTa BHeCEeHHs H3MeHeHHit 08.12.2025
(nepeodopmienns) B perncTpauHOHHOE
YAOCTOBEpeHHe: :
| 7 | Nara perncrpaunu B pedepentHOM 29.04.2025
] rocyaaperse: o
H [IOATBEPIRAACT, YTO JIEKAPCTBEHHBIH NPENapar 3aperucTpHpoBaH i paspetier Kuemmcxomy pUMe

Ha TEPPHUTOPHA: .‘
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Poccuiickoit ®enepanuu

(rocynapctso — uner EBpasniickoro 3KOHOMHUYECKOro COH3a)
HHpopmaims 0 3aperncTpHpOBaHHOM JIEKapCTBEHHOM Nperiapare
Toproeoe HaNMeHOBaHHE JIEKAPCTBEHHOTO Mposepa
| mpenapaTta:
MexayHapoAHOe HeMATEeHTOBAHHOE MeapoKCHIPOTeCTEpOH.
wanmenosaune (MHH), wiau o6menpunsitoe SR
(rpynnupoBoYHOE) HAHMEHOBAHHE, HIIH
XHMHYECKOe HAHMEHOBAHHE AKTHBHOM
(apmaneBTHYeCKOH cybcTaHIIH

(npu orcyrersun MHH): AN
JlexaperaeHnas Gopma: G m
Jlosnposka(-u): 500 mMr
@opma(-bi) BBITyCKa: Tabnetkn, 500 Mr (ﬁmmep} 10 53 {m

Cocras lekapcTBEHHOIO Npenapara:
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Crpanuua 2 peructpaionsoro yaocrosepenus Ne JIII-Ne(005340)~(1'TI-RU)

L“ I CpoK roaHOCTH: ] 5 ner

Mudopmatins o mpou3BOAUTE N e IEKAPCTBEHHOTO Npenapara (Ha3BaHus | aapeca NPOM3BOACTBEHHBIX MIOLIAMOK,
YYacTBYIOLIHX B MPOLECcce NPOU3BOACTBA IeKapCTBEHHOTO Npernapara)

Ne | Cragus npouseogcTea | Hasgaume opranuszaumnn AJpec npou3BoACTBEHHOM MI0IAAKH
(BCE YHACTHUKH
NPOH3BOACTBEHHOI O
npouecca)
1 ITpoussoacTeo rotosoii | [Mdaiizep Mranus C.p.., Wranus / | Hacenennsiit mynkr Mapuno [lens
JiexapcTBeHHOH opmbr | Pfizer Italia S.r.l., Italy Tponro, 63100 - Ackonu [TiieHo
(ATIT), Hranus /

Localita Marino del Tronto, 63100,
Ascoli Piceno (AP), Italy

2 | TlepBuyHas ynakoBka [Tdpaiizep Uranua C.p.n., Mranusa / | HaceneHHbii mynkt Maputo Jlens
Pfizer Italia S.r.1., Italy Tponto, 63100 - Ackosu MuyeHo
(AIT), MUramus /

Localita Marino del Tronto, 63100,
Ascoli Piceno (AP), Italy

3 | Bropu4Has ymakoBKa [Tdaitsep Mranus C.p.n., Utanusa / | HacenenHsiii myuxt Mapuno Jlens
Pfizer Italia S.r.1., Italy Tpowuto, 63100 - Ackonu [Tauero
(AIT), Utamus /

Localita Marino del Tronto, 63100,
Ascoli Piceno (AP), Italy

4 | Brmyckarommii Idaiizep Uranus C.p.n., Mranusa / | Hacenennsiit mynkt Mapuno Jlens
KOHTPOJIb Ka4ecTBa Pfizer Italia S.r.1., Italy Tpouro, 63100 - Ackoau [Muueno
(AIT), Uranus /

Localita Marino del Tronto, 63100,
Ascoli Piceno (AP), Italy
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