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MHHHUCTEPCTBO 3/IPABOOXPAHEHH#A
POCCUHCKOH GEAEPALIHH

Perucrpannonnoe yiocroBepenne

ACKAPCTBEHHOIO Apenapara 1 MeIHIMHCKOTO NPHMEHCHHS

JIT1-Ne(005340)-(I'TI-RU)

(HOMEp PeriCTPaLMOHHOrO YIOCTOBEPEHHS JIeKapCTBEHHOTO NIpenapara)

B coorsercTsiii ¢ [IpasiiamMu perucTpatn 1 SKCepTH3b JeKapCTBEHHbIX CPEICTS 414 Me,n.l-muum
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MPUMEHCHNA, HACTOALLEE PErHCTPALMOHHOE YAOCTOBEPEHHE BBIAAHO: i) I,b "
i/ k’:' A
I | Haumenosaune repxarens epatizep Unk., CLIA / i
PErHCTPAUHOHHOIO YAOCTOBEPEHHS: Pfizer Inc., USA %
2 Apec JepaaTesi perHcTpalHoHHOr0 66 Xancon Byassap Uct, Hpto- ﬁopx, WITaT Hb',
YAOCTOBEPEHHS: 10001-2192, CILA /
66 Hudson Boulevard East, New York, N.Y. 1
2192, USA
Jata perncrpaunu: 30.05.2025
4 | lara ucredenns cpoka aeiicTaus *
PerHCTPaUHOHHOIO YAOCTOBEPEHMUS
5 | Jlara noareepxaenns perucrpaunn e
(nepeperucrpaumnn): '
6 | Nara Buecenns nimenenuii -
(nepeodopmiieHns) B perucTpauuoHmoe
YAOCTOBEpeHHe:
7 | Jlata peructpaumuu B pedpepentom 29.04.2024
rocyaaperse;

1 TIOATBEPIKAACT, HTO JIEKAPCTBEHHbIH Npenapar 3aperncTpUpOBaH U PA3PELIEH K MEAHLIMHCKOMY IPHMEHEH
Ha TePPUTOPHH:

Poccuiickoii ®epepauun

Rohsten
blafag Lt

?

(rocynapctso — unen EBpasuiickoro 5K0HOMHUYECKOTO coK3a)
HMugopmaiis 0 3aperiucTpHpoOBAHHOM JIeKapCTBEHHOM Aperiapare

E: |
8 | Toprosoe naumenosanue JIEKaPCTBEHHOI'0 Hposepa = I
npenapara; | ::;i
9 | Meaaynapoanoe HenaTeHTOBAHHOE Menpokcennporectepona auerar :;
Haumenosatine (MHH), uau oGuenpunstoe =3
(rpynnupoBo4HOe) HAUMEHOBAHNE, HIIH =
XHMHYEeCKOe HAHMEHOBAHHE AKTHRHOH =
¢apmauesTHueckoii cyGeranuum =
(np# orcyrereun MHH): §
10 | Jlexa pcrBenHas gopmar Tabnerkn =
-
.-E
11 | Nosuposka(-n): 500 mr zl
12

®opma(-b1) BEIIYCKA:

Tabnerku, 500 mr (Gmictep) 10 x 3 (mayka icapmt@ﬂ




CTpanuiia 2 perucTpaliMoHHOro ynocTosepetms No JIT-Ne(005340)~(I'TI-RU)

13 | Cocrag nekapeTBeHHOr0 MpenaparTa:

meapokcurporecrepona anerar 500.0 mr,
BCIIOMOTaTe/IbHbIE BELECTRa (LeNTi0103a
MUKPOKpHCTAITHYeCKas, Kpaxman KyKypy3HbIi,
sxenaTuH ruaponuszosanHeiit (buko C), natpus
KpaxMana riuKonat (Tun A), NoJIMITUICHTTUKOb
(maxporos 400), Hatpus nokysart (85%) ¢ Hatpus
Gensoarom (15%), MarHus creapar)

14 | Cpok roanocTu:

5 ner

Muopmanys o Npou3BOHTEIE IEKaPCTBEHHOTO npenapara (Ha3BaHUA 1 apeca NPOH3BOACTBEHHBIX TLIOMWALOK,
YUACTBYIOLMX B NIPOLIECCE MPOM3BOACTBA IEKAPCTBEHHOTO Mpernapara)

Ne | Craansi npoH3BOICTBA
(BCE YUACTHHKH
NpOU3BOJACTBEHHOI0
npouecca)

HaseaHHe opraHU3aUHNA

Afipec NPOU3BOACTBEHHOMH NJIOMEAAKH

1 | Ilpou3BOACTBO rOTOBOM
NIeKapCTBEHHOM (POPMBI

INpaiizep Uranus C.p.n., Utanus /
Pfizer Italia S.r.1., [taly

Hacenennbiit ynkt Mapuno Jlens
Tpouto, 63100 - Ackonu [Tuueno
(AIT)., Uranua /

Localita Marino del [ronto, 63100,
Ascoli Piceno (AP), Italy

2 | [NepBuyHas ynakoBKa

Taiizep Uranua C.p.an., Uranus /
Pfizer Italia S.r.1., Italy

Hacenenusiii nynkt Mapuno Jlens
Tponro, 63100 - Ackonu [TnyeHo
(AIT), Uranus /

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

3 | BropuuHas ynakoska

Mpaiizep Uranns C.p.a., Uranus /
Pfizer Italia S.r.1., ltaly

Hacenennsiii nynxr Mapuno Jlens
Tpouto, 63100 - Ackonu [Tuyeno
(AIT), Uranus /

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

4 | Boimyckawoummuii
KOHTpOIIb KauecTsa

Mdaiizep Uranns C.p.n., Utanus /
Pfizer Italia S.r.l., Italy

Hacenennsiit nynkt Mapuso Jlens
Tpouro, 63100 - Ackonu [Tnueno
(AIT), Utanua /

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

ITepBbIii 3aMeCTHTEID
Mununcrpa

(FIOAMNKUCH)
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