MHHHUCTEPCTBO 3/IPABOOXPAHEHHSA
POCCUNCKOM ®EJEPALIMU

Perncrpannonnoe yiocrosepenne

JIEKAPCTBEHHOI0 NPEnapara /uig MeaHUMHCKOT0 NPUMEeHeHHS
AN (00068 |

(HOMEP PerHCTPALIONHOTO YAOCTOBEPCHIS IEKAPCTBEHHOTO NpenapaTa)

B cootsercotsin ¢ IpaBuiamMu perncTpauui 1 3KCHepTHIB! JIEKAPCTBEHHBIX CpeACTR 1id Memmnex
NPHMEHCHHS, HACTOALICE PErHCTPALHOHHOE YAOCTOBEPEHNHE BBIIAHO; -

1 | HanmenoBanue jaepkarens ' Maiizep Muk.
| PETHCTPALMOHHOIO YI0CTOBEPEHMS: Pfizer Inc.

J&JI]TC(:JIG]’”KTTTGUI’i [)ef1ﬂlfrllalrﬂlﬁllll(}l1ﬁ 66 I*‘Jdﬁ()ﬂ.l;(ﬂlle\ﬁifd IEESf IQexv'Y?Baic 4
YAOCTOBEpeHHs: N.Y. 10001-2192, USA/ /
66 Xancon Bynesap HUer, Heio P'l

wrratr Heto-Hopk 10001-2192, CHIA

Jlara permerpanmn: 12.04.2022

Jara ucreueHns cpoka aeiicTBus =
PerncTpanHOHHOro YI0CTOBEPEHUNA:

JlaTa noATBepAKICHUS PerHCTPaNHN
(mepeperncrpanun):

Jlara BHeCeHUst H3MeHeHHii 13.12.2023
(nepeogopmaenns) B perucTpanHonnoe
YAocTOBepenune:

Hara peructpauun B pedepentaom 12.04.2022
rocyjpapcrse:;

H TOATBCPKAACT, UTO NCKAPCTBEHHBII NPENIAPAT 3aPETHCTPHPOBAH U PA3PElICH K MEAHLIMHCKOMY MPHMEH
Ha TEPPUTOPHH:

Poccuiickoii ®egepauuu

(rocynapetso — unen Epasuiickoro skoHOMHuYeCKoro cokosa)
Wrdopmauus 0 3aperncTpipoBaHHOM JEKAPCTBEHHOM Nperapare

8 | ToproBoe HaMMeHOBaHIe JTEKAPCTBEHHOTO Humnra®
| npenapara:

| Meskaynapoanoe nenatentopanmoe AxcHTHHIO
| Haumenosanue (MHH), win obmenpunsntoe
(rpynnupoBoyuHoe) HAMMEHOBANHE, HIM
XHMHYECKOe HAaMMeHOBAHHE AKTHBHOM
papmaneBTHEeckoii cyberanmun
(npu oreyrersun MHH):

JlekapcreenHnas hopma: TabIeTKH, MOKPHITEIC MICHOYHOI 060710uK0i

HMosnposka(-n): 1 mr, 5 Mr

Dopma(-bl) BEITYCKA! TabIeTKH, IOKPHITHIE ICHOYHOI 060T0UKOI,
1 mr, 5 mr (6iucrep) 14 x 2/4 (nayka xaprousas)

CocTaB J1eKapeTBeHHOT0 penapara; akcHTHaUG 1.000/5.000 Mr, BenoMorarenpusie
BELICCTBA (LEUII0N03a MHKPOKPHCTAIHYCCKAS,
JIAKTO36I MOHOTH/IPAT, KPOCKAPMeILI03a HATpHs,
Maruus creapat, Onazpai® 11 Kpacusiii 32K1544

[runpomenosa, THTana AHOKCHA(VRHRIBIRI()
MOHOTH/PAT, TPHAUCTHH, KPACHTEIb JKeJe3a O
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Crpannua 2 perucTpauuoHHoro yiocropepenus Ne JITI-Ne(000687)-(PI'-RU)

[ 14 ' CpoK rogHoCTH:

3 roga

Hmbopmauw[ 0 NMPOM3BOAUTENE JICKAPCTBEHHOTO Npenapata (‘HaSBRHHH H aapeca Npor3BOACTBEHHBIX NMIOLIAA0K,

Y4acTBYHOUIHX B MPOLECCE MPOU3BOJICTBA AEKAPCTBEHHOrO Ipenapara)

(BCe yIACTHUKH
NPOH3BOACTBEHHOIO
npouecca)

Ne | Craaus npoM3BOACTBA

Ha3ssanue opranH3auum

Afpec NpoN3BOACTBEHHON MI0MIAXKH

1 | Ipou3BOACTBO FOTOBOI
nexapcTBeHHOH (HOpMBI

[Ipasizep Monwodaxaypuur
Joitunenn Tm6X / Pfizer
Manufacturing Deutschland
GmbH

Mooswaldallee 1, 79090 Freiburg,
Germany / Moocsansaaniee 1, 79090
Opaitbypr, ['epmanns

2 | IlepBuunas ynakoBxa

[daiizep ManiopaxaypHur
JHoitunenn ['M6X / Pfizer
Manufacturing Deutschland
GmbH

Mooswaldallee 1, 79090 Freiburg,
Germany / Moocsansjamiee 1, 79090
Ppaitdypr, [epmanns

3 | BropuuHas ynakoska

[Taiizep Maurod3K1ypHHT
Hotiunenn I'm6X / Pfizer
Manufacturing Deutschland
GmbH

Mooswaldallee 1, 79090 Freiburg,
Germany / Moocsansaaiiee 1, 79090
Mpaiibypr, ['epmanns

4 | Beinyckatomuii
KOHTPOJIb KauecTsa

paiizep ManodaxuypuHr
Joiiunenn I'm6X / Pfizer
Manufacturing Deutschland
GmbH

Mooswaldallee 1, 79090 Freiburg,
Germany / Moocsansnanznee 1, 79090
Gpaitbypr, l'epmanus
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3amecTHTeab MHUHHCTPA C.B. I'narosien

(noamics)
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