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MHHHCTEPCTBO 3IPABOOXPAHEHHSA
POCCHUHCKOH ®EJEPALIHU

PerncrpanHoHuoe yiocroBepenue

JACKAPCTBEHHOIO npena%m&w%xmo NpuMeHeHus g

(HOMEp PErHCTPAIIKOHHOIO YAOCTOBEPEHN JICKAPCTBEHHOTO Mpenapara)

B coorgercTann ¢ Hpasunami perncTpaiyy i 9KCIEPTH3bI ACKAPCTBCHHAIX CPEACTE A Mcmimmc
NPUMEHEHHA, HACTOAIICE PErHCTPALMOHHOE YAOCTOBCPEHHUE BLIAHO:

Haumenonanue aepxareis
PErHCTPALMOHHOrO YI0CTOBEPEHUs:

Hdasisep Unk., CIIA /
Pfizer Inc., USA

- AZipec JlepiKaTelIs PerucTPauHoOHHOTO
YAOCTOBEPEeHHs:

66 Xancon byassap Ver, Heto-Mopk,

urrat Heo-Mopx 10001-2192, CHIA /-

66 Hudson Boulevard East, New Ym'k,
N.Y. 10001-2192, USA

Jara perucTpanun:

15.02.2024

' Jara neredennsi cpoka geicTBus
PerncTpanHoHHOr0 Y0CTOBePEHHS:

15.02.2029

Jarta noATBepKRICHHS PerucTpauun
(nepeperncTpanun):

Jdara BHeceHns H3MeHeHMI
(nepeoopmiieHus) B perncTpannonHoe
YAOCTOBEpEHHE:

15.02.2024

Jlata perucTpainu B peepentHom
rocyaperee:

1 5.02.2024

U TIOTBEPI/IACT, UTO JICKAPCTBEHHBIIT IIPENIAPAT 3APETHCTPHPOBAH U PA3PEIICH K MEULMHCKOMY np;men
Ha TEPPUTOPHI:

Poccuniickoit Geaepanym

(rocyaapeteo — wieH EBpasuiickoro 3K0HOMHYECKOTO CO103a)

Hudopmalng o 3aperHcTpHpOBANHOM JISKAPCTBEHHOM NpenapaTe

Toprosoe HaEMeHOBAHUE JIEKAPCTBEHHOTO
npenapara:

3asnuedra

| MesayHapoiHoe HenaTeHTOBAHNOE
naumenosanne (MHH), wiu obmenpuusroe
(rpynnupoBounRoe) HAUMEHOBAHHE, WIH
XHMHYeCKOe HAUMEHOBAHME ARTHBHOI
dapmanesTHueckoii cyberanumun

(npm orcyrereum MHH):

[edrasnaum + [Asubaxram] ==

Jlekapersensas gopma:

NOPOIOK [UIs BPHIOTOBICHH KOHLCHTPATa

Hosuposka(-u):

UPUTOTOBICHHSA PACTROPA At MHGY3uil =
2000 mr + 500 mr -

®opma(-b) BBITYCKA:

[OPOLIOK s IPHIOTOBICHHS KOHIEHTPaTa m
HPHTOTOB/ICHHA PacTBOPa [ MH(Y3Mi, A=
2000 mr+500 mr (dnakon) x 10 (mauka kKapToH

| CocraB ueicape'rmmm) npenapara:

Ha (iako: aBubaxTam Hatpus 550.7 Mr
(>xBuBancHTHLIA aBubakTamy 506.6 mr),
uerasuanMa neataruapar 2360.7 mr
(31csnnanemuﬁ ue@’raanunmy 200568 &ﬁ’?




Crpannua 2 peructpannonnoro ygocrosepenus Ne JITT-No(004632)-(PT-RU)

Ha 103y: aBubaktaM Hatpra 543.5 Mr
(9xBUBaneHTHHIH asubakTamy 500.0 mr),
uedrasuuMa nenraruapar 2329.7 mr
(oxBuBancHTHEIH HedTasuanmy 2000.0 mr),
BCIIOMOraTe/IbHbIE BEIIECTRA (HaTpus KapOoHaT
(6e3B0THBII))

14 Cpoxk roanocru: 2 rosa

Mrgopmars 0 nponsBoauTese AeKapeTBEHHOr0 Npenapata (Ha3BAHNS U aAPECca NPOM3BOCTBEHHBIX MIOMIANOK,
YHAcTBYIOIMX B IPOUECCE NPOH3BOICTBA JCKAPCTBEHHOTO Ipenapara)

Ne | Crapus npoussogersa | Hasmanue opranusaumun AJipec NPON3ROACTBEHHOI IJI0MATKN
(Bce yuacTHHKH
IIPOU3BOACTBEHHOIO
npouecca)

1 [Tponssosctso rorosoii | ACS Dobfar S.p.A., Italy/ Via Alessandro Fleming, 2 37135,

nexapcrsennoit popmer | DiiCudc JloGdap C.n.A., Utanus | Verona (VR), Italy/ Bua Aneccannpo
Gnemunr, 2 37135, Bepona (BP),
Wranus

2 | Tlepsuuuag ynakoska ACS Dobfar S.p.A., Italy/ Via Alessandro Fleming, 2 37135,
2iCu3c Jlobdap C.n.A., Uramus | Verona (VR), Italy/ Bua Aneccannpo
Dnemunr, 2 37135, Bepoua (BP),
Hranunn

3 | BropuuHas ynaxoBka ACS Dobfar S.p.A., Italy/ Via Alessandro Fleming, 2 37135,
iCunDc¢ Hobdap C.i.A., Hramus | Verona (VR), Ttaly/ Bua Aneccanapo
®nemunr, 237135, Bepona (BP),

Hranusa
4 | Brmyckarommii ACS Dobfar S.p.A., Italy/ Via Alessandro Fleming, 2 37135,
KOHTPOJIb KauecTBa 9iCn3c Nobdap C.n.A., Wramus | Verona (VR), Italy/ Bua Aneccanpo
@nemunr, 2 37135, Bepona (BP),
Hranus
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