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Ceopac JlaGoparopus oraenerne bpucron-Maiiepe Ckan66 Kpysepar buonomsuke, Kpysepar Poya, Many iuapr,
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CEPTUOUKAT AHAJIN3A

Ha3ranue npenapara:

(Ipnakon x 10 mn)

ONJIMRBO KOHIEHTPAT JUTH NPHFOTORIIEHIS PACTROPA JUIs undy3mii 100 mr

CAITl ko 1334202

Homep cepuu: ACBB8755

Homep PV: JIIT-004026 ot 22 nexabpa 2016 (1ara samentt 01okTsGps 2020)
Homep HJI: JIM-004026-271219, Uam. 1,23

Jlata npoussojcrsa; 25 wone 2021

lNonen no: 05.2024

UCHBITAHHUE COEHNMDUKALIUS PE3YJbLTATDI

Omnucanue (Lsernocts)

Pacreop ot Gecupetioro no
CBETNIO-/KENTOrO UBETa

becuperniii

Onucanue(ITpospaunocts)

Tlpospaunsiit wik
OnajieCUMpy UL pacTeop

Onanecuupyroiii

Benok — 9.0 ~ 11.0 Mr/ma FO1 mr/ma
H 5.5-6.5 6.1

[Monmcopbart 80 100 — 300 mr/ma 213 Mr/ma

OcMonanbHoCThL 310-370 mOcm/sr 339 MOceM/kr

Mexanuueckue BKIOUEHHS

Hepunuvnie

>= 10 MUKpoH
>= 25 MHKpOH

<= 600 nactuw/drakon

139 yactu/dnakon
0 wacruu/drakon

Hasekaemblii 00béM > 10.0 M 10.6 amn
OnnoponnocTs HHBOIYMABA 110 MOTEKY g pHOI
Macce:
= NJIOUAAL NHKa MOHOMepa ) )
P > 97.0% 99.2 %
- MJIOWANk MHKA BEICOKOMOIEKYIISPHbIX
OeIHHEHHI
EEA <=21% 0.7%
- NNOWAAL MHKOB HH3KOMOMEKYAPHLIX
COCAHHEH M
<=0.9% 0.1 %
Yucrora:
- Kanunsiproe uzoonexrpuueckoe
dhox 'CHPOSaHHe P Kucnas rpynna <=49.0% 32.8%
yeup [Mnasusiii nuk >=43.0% 62.4 %
- Kanusumpnwii anexropodopes ¢
noseunncynbharom HaTpus
- HEBOCCTAHOBIEHHLIE 06pasiiLl, .
pasii =049/ 90 05,
OCHOBHbIE MHKH
- BOCCTAHORNEHHbLE 00pasiibl, Mukm _
e >=97% 100 %
TAAE/bIX H NETKUX Lenei
Obpasen

[MoanuuuocTs
TpunTuyeckoe nenTHaHOE KapTHpOBaKIE

HAEHTHRUUHPYETCA Kak
HHBOAYMAD

Obpazen unenruduumpyercs kak
HHBOYMA0

(AO0KYMEN

Crpanvua Tus 3

TOR|

s



i Bristol Myers Squibb

Ceopice JlaGoparopus oieienue bpucton-Maitepe CksuG0 Kpyaepat broaosnke, Kpysepar Poyn, Many xaapt.

Tly6aun 15, Upnanoua, Texedon + 353, 1. 8854000 dakc + 353.1.8854001

Ha3panue npenapara:

CAIl ko

Howmep cepuu:
Homep PY:

Homep HI:

Jlata npoH3BoACTRA:

OnamMpo KOHLEHTPAT UIA NPHIroToBIeH A pacTBopa A1 HHdy3uii 100 mr

(1dpnaxon x 10 mn)
1334202
ACBR8755

CEPTU®PUKAT AHAJIM3A

JI1-004026 or 22 nexabps 2016 (1ara 3amens! 0loktaops 2020)

JIT-004026-271219, Ham. 1,23
25 mona 2021

Tonen o: 05.2024

HCIIBITAHHUE CIHEHNHPHKAILINSA | PE3YJIbTATHI
Creuuduueckas akTHRHOCTE!

- ELISA (MDA ¢ dpukcupopanibim

AHTHIEHOM ) 80-120% 99 %

- ELISA (KOHKYPEHTHBIH aHaIu3) 70-130% 100 %
baktepranbhble 3HAOTOKCHHBI <= 0,20 E3/mr < 0,05 E9/mt

Coorsercreyer USP

Coorsercrayer USP rpebopanuam

CrepHsibHOCTS TpeGOBAHUAM «pPOCT He
CPOCT HE BHIABICH»
HbISBIIEH)

OcratoyHoe pemMs npedbIBAHHA BHE 30HbI

: S L >=135.00 u 248.254
2 °C no 8 °C » nuanosone 8°-25 °C Ha caery
OcratouHoe ppeMa rpebbiBaHs BHE 30HbI

HEEE b 5-352.00 4 583.15 4

2 °C no 8 °C B nuanosone 8°-25°C Ge3 cpeTa

Cocrasaen: [Hoonucs

Jara: 29 nostps 2021

HacToAwnM MOATBEPIKAAIO, YTO BCE ATANBI TPOHIBOACTEA AAHHOH CEPHM FOTOBOTO MPOILYKTA ObLIH BbIIOIHEHb! B
nOMHOM cooTBeTCTBHH ¢ Tpebosanusmn GMP EC u rpeGosanusiMu CTpanbl -uMnoptépa.

Vnonuomouenuoe nuno: oonuce

Jara: 29 Hoadpa 2021

CrpaHuua 213 3

SR e
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{h Bristol Myers Squibb®

Cropac Jlabopatopus otaencune Bpucron-Maiiepe Creubd Kpysepar buonomxure, Kpyzepar Pova, Manyauapr, JyGaun
15, Upnanaus. Tenedon + 353, |. 8854000 axc + 353.1.8854001

3asiBjIeHHEe POU3BOAHTEJIS

HA3BAHWE On1180 KOHUEHTPAT 18 NPHIOTORIEHUS PacTBOPA U1 HHDYIHii
ITPETTAPATA. 100mr (Idpaakon x 10 M)

CAITKOJI: 1334202

HOMEP CEPHUM: ACBS8755

HOMEP PY;

JIT-004026 ot 22 nekabpa 2016 (sara samennt 01 okrabps 2020)

HOMEP HJI:

JIMT-004026-271219 U3M. 1,23

HA3BAHHUE CYBCTAHLIHUH:

Husoaymad

TTPOU3BOJHUTEIDL Jlonaa buonozkuke Mukopnopaiiten, CIHA
CYBCTAHILIMHM: 101 International Drive, Portsmouth New Hampshire 03801, USA
TTPOU3BOJIMTEIDb

~-'H Bpucron-Maiiepe Cxpudd Xomunnre ®apwva JtaJlwaGunuru KoMnaim,
['OTOBOM | CLUA
LEKARCTREHHOM Road State 686 Km 2.3 Bo. Tierras Nuevas, Manati, Puerto Rico
—— 00674, FEI#2650089
TIEPBHUYHAS VITAKOBKA: a T ‘
HOMEP CEPHUH
CYBCTAHLIMH: ik

BTOPHUYHASA VIIAKOBKA:

Karaneut Anausn C.p.a. , Mrains
Localita Fontana del Ceraso SNC, Strada Provinciale 12, Casilina 41,
Anagni (FR), 03012, ltaly

HOMEP CEPHMH: ACBB666
BbIMYCKAIOIIMIA ; :Zﬁf;; f:ffpﬁ:]ﬁ: l({);[i‘,’_lt‘ﬂek-iiw bpucron-Maliepe Crkaubd Kpyiepar
KOHTROIR EAHBUTRA: Cruiserat Road, Mulhuddart, Dublin15, DI5 H6EF, Irland
[To 10 ma Bo dnakoH 11pozpauroro GecliseTHoro cTekna Tina l,
VIAKOBKA - FepPMETHYHO 3aKPbITHIT Oy THIIPE3nHOBOIT NMPoBKOIT # ATOMHIHEBRIM
§ ’ KOJINAYKOM ¢ 3aUTHON naactukesoii kpeiukoit. Mo 1 duiakony suecte ¢
MHCTPYKUKEH 110 [MPUMEHEHMIO TOMEIIAIOT B MAYKY KAPTOHHYIO,
MAPKHPOBKA: B cootretcTBHM ¢ HJL
5] =7l T S H Y " P e
XPAHEHMUE: I'pu remmeparype ot 2 go 8 °C B 3alIMIIEHHOM OT cBeTa MecTe. He
3aMopaxuBath. He BeTpaxusars,
CPOK I'OJJHOCTH: 3 rona

YTTOJTHOMOYEHHOE JIMLO: noonuce
HATA: 29 nosGpa 2021

IlepeBoil COOTBETCTRYET OPUTHHAILY
Metejukep no kaueetry bMC, Poccus,
Abawnna LA,
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