{h Bristol Myers Squibb®

Csopac Jlabopatopus otaenenue bpucton-Maitepe Ckau66 Kpyaepar buonomiuke, Kpyaepar Poya, Manyanapr,
Jy6mun 15, Mpnanaua. Tenedon + 353, 1. 8854000 haxc + 353.1.8854001

CEPTUOHUKAT AHAJIU3A

2 > o

Haspanue npenapara: OnanBO KOHUEHTPAT 118 NPHIroToRIeHNs pacTropa ans uidysuil 100 mr
(1dpaxon x 10 mn)
CAIl ko 1334202
Homep cepni: ABX9360
Homep PVY: JITT-004026 ot 22 pekadps 2016 (aata 3amensl Oloktabps 2020)
Howmep HJI: JIT-004026-271219, Usm. 1.2,3
Jlata npou3BoACTBa: 28 anrycra 2020
loneH no: 07.2023
HCHIBITAHHE CHETUDUKALIAS PE3VILTATHI
Pactaop 01 DecUBETHOrO 10

becuserubli
Onucanue (LIBeTHOCTH) CBETI0-KENTOr0 UBETA

[Tpoapaunnii win

Onucanne(ITpoapaunocts) 2
onaecUHpyIoLKii pacTaop

Onanecunpyonmi

Besok 9.0 — 11.0 mr/ma 9.9 Mr/mn

pH 55-65 6.1

[Tonucopbar 80 100 — 300 Mr/ma 187 mr/mn
OcMONATLHOCTS 310-370 mOcm/kr 339 MOcm/xr
MexaHuueckHe BKIoUeHu

HEBH.HHM!.:IC <= 6000 vacTuw/dakon 102 wacruw/nakon
A0 oo <= 600 qacTu/hnarkoH | wactHi/nakou
>= 25 MUKPOH

HasnekaeMblii 06bEM >= 10.0 M 10.6 M1

OpnopoaHocTs HHBOTYMaba 1o MosiekynapHoii
Macee:
- [IOWAlL MK MOHOMEpPd

>=07.0 % 99.2 %
- TUIOLLAILL THKA BBICOKOMOIEKYIAPHBIX
cOeHHEHHIH .
<=2.1% 0.6 %
- UIOWA/b THKOB HU3KOMONEKYIAPHBIX
i
COCRUHEHM <= 0.9 % 0.2%
YucroTa:
- Kanunapuoe uiaoamektpuyeckoe
do cwpoaaﬁuc P Kucnas rpynna <=49.0% 33.2%
ey I'nasubii nuk >-43.0% 60.2%
- Kanunasphelii azexkropodopes ¢
AOJeLHNCYALBATOM HATPHA
- HEBOCCTAHOBIEHHBIE 06pa3sLbl ) .
oI >=94% 98%
OCHOBHbIE MHKH
- BOCCTAHOBJIEHHBIE 00pasiibl, MHKH =979 979
TAAENBIX U IErKUX Leneit )
Odpasent
[ToanuuHoCcTs mcpum " N Ob6pazen uuenTnduumupyeTcs kax

Tle‘lTEi‘ICCKOC NENTHAHOC KAPTHPOBAHKHC HHBOJIYM ab

HuBomymMab

CrpaHuua 113 3




U Bristol Myers Squibb®

Cropac JlaGoparopus ornenenue bpucton-Maiiepe Ckent6 Kpysepar buonomknse, Kpy3separ Poya, Maayanapr,
HyGnun 15, Mpaanaus. Tenedon + 353, 1. 8854000 dake + 353.1.8854001

CEPTHO®UKAT AHAJIU3A

Ha3panue npenapara: OnmBO KOHUEHTPAT NS NPUTOTORNCHHSA PacTBOpa IS Hidyanii 100 mr
(lnakon x 10 M)

CAIl koa: 1334202

Howmep cepun: ABX9360

Homep PY: JIT-004026 ot 22 nekabps 2016 (1ara 3amennt 0lokrsdps 2020)

Homep HJI: JITT-004026-271219, Mam. 1,2.3

JHara npoussojcrsa: 28 asrycra 2020

I"onen jo: 07.2023

HCHBLITAHUE CHHENUDHUKALIUSA PE3YJIBTATBI

Creunduueckas aKTHBIIOCTE:
- ELISA (MDA ¢ dbuxcupopanubim

aHTHTEHOM) 80-120% 98 %
- ELISA (KoHKypeHTHbIH aHanu3) 70-130% 97 %
BakrepHaiibibie 3HA0TOKCHHBI <= 0,20 ED/Mr < 0,05 E3/mr

Cootsercrayer USP ; o
d Coorserctyer USP 1peGobannsm

CrepuisHocTh TpeboRAHUAM «POCT HE
«POCT HE BHIARJIEH)
BLISBIICH)

OcTaTouHOE BpeMs MpedLIBAHUS BHE J0HbI

. = AP St >=135.00 u 25124 4
2 °C o 8 °C B nuanosone 8°-25 °C na caety
Ocratounoe BpeMs npedbiBAHUA BHE 30HbI X

e i S >=352.00 4 586.24 u
2 °C no 8 °C B auanosoue 8°-25°C Ges caeta
Cocrasnen: [Toonucs Jlata: 17 utong 2021

Hacrosumm MOATBEPACALD, HTO BCE ITaAMbl NPOH3IBOACTBA JAHHON CCPHM TOTOBOIO HPOAYKTA Gl BRINOJIHEHB B
NOAHOM COOTBETCTBHM ¢ TpedoBannaMu GMP EC u TpeGoBanuaMn cTpaHbi -UMnopTeépa.

Vnonnomouentoe nuno: Hodnuce
Hata: 17 mions 2021

Crparmua 213 3
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¢ Bristol Myers Squibb®

Ceopac Jlabopatopus otienenne bpucron-Maitepe Ckeud0 Kpysepar buonomsnke, Kpysepar Poyi, Maynnapr. Jly6aun
15, Upnanans. Tenedon + 353. 1. 8854000 daxc + 353.1.8854001

JasB/IeHUe MPOU3ZBOJAHUTEIS

HA3BAHHUE Onanuso KOHLEHTPAT 1A HPUTOTOBICHNA PACTROPA LTS HH Y 31T
ITPEITAPATA: 100Mr (1dakon x 10 i)
CAIT KO/ 1334202
HOMEP CEPHUH: ABX9360
HOMEP PY: JIT1-004026 or 22 pexabps 2016 (narta 3amenst 01 okradpsa 2020)
HOMEP HJT: JIT-004026-271219 M3M. 1,23
HA3BAHUE CYBCTAHLIMH: Hunonymat -
JTTPOU3BBOJMTEJb Jlonsa BHOMOKUKE HHKOPTIOpSIiTEe L, CIUIA
CYBCTAHLIMM: 101 International Drive, Potsmouth New Hampshire 03801, USA
TTIPOU3BOJIUTEIB ) )
FOTOROM bpucron-Maitepe Cxkud0 Xonjmure ®apma JlitaJluadumutu Komnann,
e CILIA
#SEALCTBERIOM Road State 686 Km 2.3 Bo. Tierras Nuevas, Manati, Puerto Rico
i 00674, USA
JTIEPBUYHAS YITAKOBKA: T
HOMEP CEPUH :
CYBCTAHLIHH: ARQISTS
Karanest Anansu C.p.n., Mranius
BTOPHYHA S VITAKOBKA: Localita Fontana del Ceraso SNC Strada, Provinciale,4 1. Anagni (F'R)
03012 Italy
HOMEP CEPHMH: ABV6558
BBIMTYCKAIOUIUIA Cropjic Jlabopatopus otjienenne bpucton-Maiiepe Cxaud6 Kpyiepar

buonomxuxe, Mpnanaus

Cruiserat Road, Mulhuddart, Dublinl 3, Ireland

[1o 10 M1 Bo driakoH npo3padHoro GecuBeTHOro cTekna THia i,
repMeTH1HO 3aKpbIThIf By THIPE3HHOBOI TPOGKOIT H aTFOMHHHEBHINM
KOJIIAYKOM € 3alMTHON nhacTukoBoit kpuitukoi. [To 1 duakony smecre ¢
MHCTPYKLHEN M0 NPUMEHEHHIO [IOMELUIAIOT B M18YKY KAPTOHHVIO,
MAPKHUPOBKA: B cooreetcTRmm ¢ HJJ

XPAHEHME: [pu remneparype ot 2 1o 8 “C B 3amanieHHOM 0T cBeTa Mecte. He
3aMOpaXHBaTh. He BCTPAXMBATD.

CPOK I'OJIHOCTH: 3 rona

KOHTPOJIb KAHYECTBA:

YTIAKOBKA:

VITOJIHOMOYEHHOE JTULIO: noonucs
HATA: 17 urons 2021
[lepesol coOTRETCTRYET OPHIHHATY
Mewnerep no kavectsy bMC, Poccus,
Abamna HA.
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