MHHHUCTEPCTBO 3/IPABOOXPAHEHHS
POCCHICKOI ®EIEPALIIN

Perncrpannonnoe yiocropepenue i
JEKAPCTBEHHOIO Npenapara m‘};lsmeunuuﬂcxmo npmreuenmﬂ
JII-Ne(005284)-(PT'-RU)

(HOMEp PerHCTPaUMOHHOrO YIOCTOBEPEHHS IEKAPCTREHHOTO npenapara)

B cootsercTBuM ¢ [TpaBuIaMH PETHCTPALIMH | SKCTIEPTH3EI JIEKapCTBEHHBIX CPEJCTB LI Meaﬂlm 1 K¢
TPHMEHEHHA, HACTOAINIEeE PErHCTPALMOHHOE YA0CTOBEPEHHE BHIIAHO: :

Haumenosanue gepxatens Ieaiizep Hnk., CIIA/

| PErHCTPALHOHHOTO YAOCTOBEPEHHS: Pfizer Inc., USA_

AApec AepAaTeNns perncTPalHoHHOro 66 Xazcon Bynbsap Her, Heio-Fopk, wrat |
YAOCTOBEpeHHs: 10001-2192, CLIA / 66 Hudson Boulevard East,
York, N.Y. 10001-2192, USA

Jara peructpaunu: 23.04.2024
JlaTa ucreueHns cpoxa aeiicTBHA 23.04.2029
PErHcTpanMOHHOrO YA0CTOBEPeHHS:
Mara noaTBepiRACHNHs pErHCTPaLIH
(nepeperncrpaumnn);

Jata BHecenus n3MeneHmii

(nepeodpopmnenus) B perucTpaunonnoe
YAocTOBEpeHne:

Hara perucrpaunu B pedepentrom 23.04.2024
rocyaaperse: .

At BIADIRG

AALRAA A RAL LA

Poccuiickoii ®enepauun

(rocynapcTso — unex EBpasuifickoro 3KoHOMHUYECKOro coio3a)
Hudopmaius 0 3aperncTpupoBaHHOM EKaPCTBEHHOM Tpenapare

ToproBoe HAHMEHOBAHMNE JIEKAPCTBEHHOTO Tpasumepa®
npenapara:
MeKayHApOAHOE HENATEHTOBAHHOE Tpactysymat
Haumenosanne (MHH), niau o6uenpuusnToe
(rpynnuposovnoe) HAHMEHOBAHHE, HIH
XHMHYECKO0€¢ HANMEeHOBAHHE AKTHRHOI
t(hapmauesTHYeCKOI cyGeTanLMR
(npu oreyrerenn MHH):
mnapmenﬂan q,opma: J'IHOQ)HﬂmT AnS NPHTOTOBJIEHUA mmm
NPHIOTOBJIEHHS PACTBOPA A miﬁlysmt
Hosuposika(-n): 150 mr, 440 mr :
Dopma(-bi) BhIMyCKa: AnoGuIHIaT ANA NPHIOTOBNEHNA xonuen'rpam )
MPHroTOBJIEHNs pacTsopa Ans uHPysuit 150 mr
(pnaxon) x | (nauxa kapToHHas)
[nuoduansar Ans HPUrOTOBNCHAS KOHUEHTPATA
NPHIrOTOBAEHHUA pacTBOpa Ans HHY3uii 440 Mr
(dnakon) x 1 + pactBopHTens ((uakon) 20 mi x
(mauka KapToHHas) 054497
CocTas ﬂe“apme}[“()ro npenapara: macwsymaﬁ 150 mr 1'{440 MT, BCHOMOFETCJTBHB
| hhaasERN uuuun AkA uununnnnuunu SRARAAI: 1HH, L TH/HHA ;
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Crpanuiia 2 peructpaumonsoro yaoctosepenus Ne JIT-Ne(005284)-(PI'-RU)

pacrBopuTesb (6akreprocTaTHUeCKasn BOAa A
HHbEKLMIT): OEH3HI0BbIH CIUPT, BOJAA [Ji HHBEKLUI

14 | Cpox roanocru:

4 ropa (nuodunuzar); 5 et (pacTBOPHTEND)

HH[IJOPM&LIH!I O TIPOH3BOAMTENE NEKAPCTBEHHOIO Npenaparta (HaSHaHHﬂ H aJpeca NMpoH3BOACTBEHHLIX ITOLIAN0K,
YUaCTBYHOLIHMX B NMPOLECCE NNPOH3BOJCTBA JIEKAPCTBEHHOTO rlpenapa"ra)

Ne | Cragus npoH3BOACTBA
(BCE Yy4aCTHHKH
NpPOH3BOACTBEHHOTO
npouecca)

Hazpanue OpraHusauuH

Ajapec Npon3BOACTBEHHON MJIOILANKH

1 | Ipon3BOACTBO rOTOBO¥
nexapcTBeHHOMN hopMbl

Pfizer Manufacturing Belgium
N.V., Belgium / INaiizep
Moautodakuypunr bensrus HB;
Benbrus

Rijksweg 12, 2870 Puurs-Sint-Amands,
Belgium / Puiikcser 12, 2870 ITiope-
Cunr-Amanac, benbrus

2 | [lepsuynas ynakoBka

Pfizer Manufacturing Belgium
N.V., Belgium / INpaiizep
Manrohakuypusr Beabrus HB;
benbrus

Rijksweg 12, 2870 Puurs-Sint-Amands,
Belgium / Puiixceer 12, 2870 ITiopc-
Cunr-Amanic, benbrus

3 | BropuuHas ynakoBka

Pfizer Manufacturing Belgium
N.V., Belgium / Il¢aiizep
Maniodaxuypunr Bensrus HB;
besbrus

RIJI\_s;wg 12, 2870 Puurs-Sint-Amands,
Belgium / Puitkeser 12, 2870 IMiope-
CuHt-AMmannc, benbrus

4 Bbinyckatolni
KOHTPOJIb Ka4yecCTBa

Pfizer Manufacturing Belgium
N.V., Belgium / [¢aiizep
Mbhiogakuypunr beibrus HB;
Benbrus

Rijksweg 12, 2870 Puurs-Sint-Amands,
Belgium / Puiikcser 12, 2870 ITiopc-

CHHT-Amw, Benbrus
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