ARANA RN

MHUHUCTEPCTBO 3IPABOOXPAHEHUA
POCCHHMCKON ®EJEPAITNU

Pemnpaunonnoe yJJOCTOBepeHHe

JIEKapCTBeHHOFO npepapara s MeANNUHCKOTO HpHMeHeHI’Iﬂ
JIII-Ne(000275)-(PT'-RU)

(Homep pemcrpauuounoro YAOCTOBEPEHHS JIeKapCTBEHHOTO NpernapaTa)

: B COOTBETCTBHM C ITpaBunamu pervcTpaliy i KCIEePTH3bI JIEKAPCTBEHHBIX CpelICTB TSl MEMIAHCK
N NPHMEHEHN, HACTOsLIEE pemcmaunonﬂoe YAOCTOBEpEHHE BHJIlaHO

Han eﬂonaﬂne [epkaTesis
er) CTPaLHOHHOTO YAOCTOBEPEHHSI:

Axpec [epxKaTesisi perucTPaHOHHOr0
YAOCTOBEpEHHUS:

Jersey 08543, USA

Jarta perucrpauuu: 10.06.2021

JlaTa ucreyenus cpoka neiicTBust 10.06.2026
PErHCTPALHOHHOIO YI0CTOBEPEHH S:

JlaTa noATBepKAEHHST perHCTPaLUH
(nepepeructpanun):

JaTa BHeCeHMs] H3MEHEHHI 15.01.2024
(nepeoopmieHHs) B peruCcTpanuoOHHOE
YAOCTOBepeHHe:

| Aara perucrpaunn B pedepeHTHOM 10.06.2021
: rocynapcme-

Poccuiickoli @enepauyu

(rocynapcTBo — usneH EBpa3niickoro 3k0HOMUYECKOTO COH3a)

HHpopmanus 0 3aperucTpupoBaHHOM JIEKAPCTBEHHOM Mpemapare

Toprosoe HauMeHOBaHMeE JIEKaPCTBEHHOTO ImnancuTn®
npemnapara:

Memnynaponﬂoe HenmaTeHTOBAHHOE Jnotysymab
Haumenosanue (MHH), unn oGuuenpuHsToe
(TpynnupoBoOYHOE) HAUMEHOBAHUE, HIIH
‘| XuMHuYecKoe HauMeHOBaHHE AKTHBHOIM
- (papmaueBTHYecKOli cyOcTaHLNH
| (mpn oTcyrerBnn MHH):

" JlekapcTeennas dopma: JMOQUIN3AT IIs TPUTOTOBIEHHs KOHuéHTpa'fa"

°

NIPUTOTOBJICHHMSI PacTBOPA IS mubymn

| )Iosnponka(-u): 300 mr; 400 Mr

®opma(-bi) BhINyCKa: | ModuIM3aT 1N NPUroTOBIEHHs KOHLUEHTpaTa
' NPUrOTOBJIEHHS pacTBopa s HHY3uit, 300 MT:
mr (¢dnakon) x 1 (mauka kapToHHast)

CocTag JieKapcTBEHHOTO Mpenapara: an10Ty3yma6 340 Mr/440 mr, BCIOMOraTe/IbHbl¢
: : BELIECTBA (HATPUA LIMTPATA JAUMUADPAT, TUMOHH
KHC/IOTa MOHOTHIPAT, caxaposd,)xﬁ)ﬂl&&ﬁar

TARAARAALARA




Hndopmanus o MpoM3BOANTENE IEKAPCTBEHHOrO Mpenapara (Ha3BaHus 1 afpeca MPOU3BOACTBEHHBIX TIOLIAA0K,

YHacTBYHOLIMX B MPOLECCE MPOHU3BOACTBA JICKAPCTBEHHOIO npenapaTa)

Ne | Ctagusi npou3BoOACTBa
(BCe y4acTHUKH
NPON3BOICTBEHHOrO
npoiiecca)

Ha3zBanue opranunsauuu

Anpec Mpon3BOACTBEHHOM MIIOIAAKH

1 [Tpou3BoacTBO FOTOBOM
JIEKapCTBEHHON (OPMbI

Bpucron-Maiiepc CxBu66
Xonaunrc @apma, Jita.
JInabunuryu Komnanu, CILA /
Bristol-Myers Squibb Holdings
Pharma, Ltd. Liability Company,
USA

Poyn 686, Km. 2.3, Bo. Tueppac Hyspac,
Manaru, IMyspro-Puko 00674, CLLIA /
Road 686, Km. 2.3, Bo. Tierras Nuevas,
Manati, Puerto Rico 00674, USA

2 | TlepBuuHas ynakoBka

bpucron-Maliepc CkBu06
Xonpunre @apma, JITa.
JIna6umutu Kommanu, CLIIA /
Bristol-Myers Squibb Holdings
Pharma, Ltd. Liability Company,
USA

Poyn 686, Km. 2.3, Bo. Tueppac Hyspac,
Masuaru, [1yspro-Puko 00674, CLLIA /
Road 686, Km. 2.3, Bo. Tierras Nuevas,
Manati, Puerto Rico 00674, USA

3 | BropuuHas ynakoBka

KATAJIEHT AHAHBEHX C.P.JIL.,
HUramusa / CATALENT
ANAGNI S.R.L., Italy

Jlok. ®oHTaHa nenb Yepazo CHK —
Crpapa [Tposunuuane 12 KasunuHa, 41.
03012 — Anausu (©P), Uranus / Loc.
Fontana del Ceraso SNC - Strada
Provinciale 12 Casilina, 41, 03012 -
Anagni (FR), Italy

4 Beimyckaromuii
KOHTPOJIb KayecTBa

Bpucron-Maitepc CkBub66
Kpy3epat bronomkike,
Upnanaus /

Bristol-Myers Squibb Cruiserath
Biologics, Ireland

Kpysepat Poyn, Manyanapt, dy6aux
15, D15 H6EF, Upnannus / Cruiserath
Road, Mulhuddart, Dublin 15, D15
H6EF, Ireland
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