MUHUCTEPCTBO 3[iPABOOXPAHEHIA |
POCCHHCKO (DEI[EPAU,I/II/I W

JIeKapCTBeHHOFO Hpenapara ajis Me)IH]IHHCKOFO npn eHeHnﬂ
JITI-Ne(000275)- (PF RU) T Hinh

Halmeﬂonanu 3 uepﬂca'renﬂ
E pemc'rpaunonﬂoro YOOCTOBepeHHs

|Anpec nepmaTenﬂ perucTpanuoHHOro

YAOCTOBEPEHHUS:
430, East 29th street, 14th ﬂoor,;
USA

JaTa perucrpanuu: 10.06.2021

JlaTa McTe4YeHHUs: CpoKa AefcTBUS 10.06.2026
PEerucTPaLHOHHOrO YA0CTOBEPEHH S : :

JlaTa MoATBepXKIeHHS PerucTpauun
(nepeperncrpanmnm):

JlaTa BHeCeHHSI HU3MEHEHH 27.06.2023
(nepeodopmJieHHs) B perucTPallHOHHOE
|yAocToBepeHue:

/- |aTa perucTpaumu B pe)epeHTHOM 10.06.2021
_|rocynaperse:

= noz{'rBepxcnaeT 4TO JIEKApCTBEHHbIN Mpenapar 3apernucTpUpOBaH U pa3peleH K Memmmlcxomy np
Hi Teppmopml
Poccuiickoii @enepanun

(rocynapctBo — uieH EBpa3uifickoro 5kOHOMHYECKOTO COH03a)

HWHdopMawus 0 3aperucTpUupoBaHHOM J€KapCTBEHHOM npenapaTe

ToproBoe HaHMeHOBaHHe JIeKAPCTBEHHOTO 3mnnuchn®
npenapara:

MexayHapoaHOe HeaTEHTOBaHHOE Hil ,3110Ty3yma5 28
HanMmeHosanune (MHH), unu o6iienpuHsaToe ] ' SHENER
(rpynnnpoBOYHOE) HAUMEHOBAHUE, HJIH
XMMUYeCKOe HaMEHOBaHHe AKTHBHOH
d)apmaueBanecKon cyOcTaHInM

(npu oteyrcTBun MHH):

JlexapcTrennas popma:
i NPUrOTOBJICHHS pacmopa s mnbysn

Josuposka(-u): 300 M 400mr

®opma(-br) Bl;l‘nycxa‘_‘: JMO(UNU3AT M1 IPUTOTOBJICHUS KOHLEHTPATA /I
NPUTOTOBJIEHNS PacTBOpa [ist HH(y3ui, 300 M,
(¢nakon) x 1 (mauka xapmﬂaax)

CocraB nexapcinenuoro npenapara: anoty3ymab 340/440 mr, Bcnomorglsjﬁwfe




CtpaHnua 2 peructpalMoHHoro yaocrosepenus Ne JITT-Ne(000275)-(PT-RU)

MOHOTHM/IAT, caxapo3a, monucop6ar 80)

14

Cpox roqHocTH:

4 rona

Hudopmaris o npousBoauTee JJeKapcTBEHHOTO Npenapara (Ha3BaHus U afpeca NPOM3BONCTBEHHBIX MIOMANOK

Y4acCTBYIOIIMX B MPOLECCE IPOM3BOACTBA JICKapCTBEHHOT' O npenapa"ra)
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Cragusi Npou3BOACTBA
(Bce yqacTHUKH
HPOH3BOICTBEHHOI 0
npoiecca)

Haspanue opraHnzauuu

Ajpec MpOU3BOJCTBEHHOI NJIOLIANKH

TIpou3BoACTBO TOTOBOA
JIEKapCTBEHHOU (hOpMBI

Bpucron-Maitepc Cku66
Xonpunre ®apma, Jita. Jinabunuru
Komnanwu, CLLA / Bristol-Myers
Squibb Holdings Pharma, Ltd.
Liability Company, USA

Poyn 686, Km. 2.3, Bo. Tueppac Hyssac,
Manaru, Ilyapro-Puko 00674, CI1IA /
Road 686, Km. 2.3, Bo. Tierras Nuevas,
Manati, Puerto Rico 00674, USA

[epBuuHas ynakoBka

Bpucron-Maiiepc CkBu66
Xonpuure @apma, JIta. JIuabunutu
Komnanu, CLIA / Bristol-Myers
Squibb Holdings Pharma, Ltd.
Liability Company, USA

Poyn 686, Km. 2.3, Bo. Tueppac Hyagsac,
Manaru, I1y3pro-Puko 00674, CIIIA /
Road 686, Km. 2.3, Bo. Tierras Nuevas,
Manati, Puerto Rico 00674, USA

BropriHas ynakoBka

KATAJIEHT AHAHBHU C.P.JL.,
Hrtannsa /| CATALENT ANAGNI
S.R.L,, Italy

Jlok. @onTaHa penp Yepazo CHK —
Crpana ITposnnunane 12 Kasununa, 41.
03012 — Ananbu (®P), Urtamusa / Loc.
Fontana del Ceraso SNC - Strada
Provinciale 12 Casilina, 41, 03012 -
Anagni (FR), Italy

Brimyckaromuii
KOHTPOJIb KaueCcTBa

Bpucron-Maitepc CkBu66 Kpysepat
Buonomxuke, Upnanaus /
Bristol-Myers Squibb Cruiserath
Biologics, Ireland

Kpysepar Poyn, Manynnapr, dy6aun 15,
D15 H6EF, Upnauaus / Cruiserath Road,
Mulhuddart, Dublin 15, D15 H6EF,
Ireland

3amecturear MuHucTpa
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