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CEPTU®UKAT COOTBETCTBHSL

Haspanune npenapara: Homep Matepuana Homep cepun:
OpeHcHs pacTBOp Ui MOJKOIKHOIO 1316358 ABES857
BeencHu 125 Mr/mn

[ HCeKIIMOHHBIN HOMEP CepHH ABC1562

Iara npou3noscrsa

07 ¢enpanz 2019

Cpoxk rofIHOCTH:

07.2021

Konwgectso

1000 yrakoBoOK

OCTaToOUHOE BPeMs BHE 30HLI QXJIAHACHAS
+2+8C:

122 yaca 47 MUHYT

M3pacxo/0BaHHOE BPeMs BHE 30HEL
oxnaknenus +2+8C:

45 uacon 13 MuuyT

[ara BslTycka 18 anpena 2019
Homep cepnu cybeTanimy AAXI578
Tporssojurels CyOCTAHIMH Bristol-Myers Squibb

18 Jackson Road, Devens, Massachusetts 01434 Manufacturing
Authorization # (FEI 3008455069)

Homep cepuil HANOTHEHNA ABCI559
ABC1561
Lens JList KOMMEPHIECKOI0 HCTIOME30BAHMI

Tloppeprayto nepepalorke: HeT
Ilepepaborano: Het
OTKJIOHCHHUS: HET

KomMmerTapun

Cepns  npenapata NPOH3BEJCHA W ylakopaHa B COOTBCTCTBHH ¢ TpOM3BOACTBEHHOH AOKyMeHTaumel,
TpeGopannamMu  GMP, perHcTpanHoHHOH [OKyMeHTALWeH Ha NPORYKIT, H TNPOTECTHPOBAHA  COMNIACHO
yrBepuenHol cneundukamyy. JioGke OTKIOHEHHS —PacClIe/yloTCs  COMacHo CTAHOAPTHBIM PrEPALHOHHBIM

MpoLELYPaM.

Cepusa onobpena: Rodrigues-Ramos, Orlando
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W Bpucron-Maiiepe Cxpu66 Xonminre Papma, Jitn JluaGumrs Komnanu, ITyapro-Prko
B.O.Box 30100 * Payo 686, Km. 2.3 * Manamu, Iyapmo-Puro 00674-3000 * men. (787) 8§15-1000

CEPTHOHKAT AHATA3A
Haspanue Opescust PACTBOP IS MOAKOKHOI0 BBEACHHS Homep ceprn: ABES857
npenapaTa;
JlosupoBka: 125 mr/wit Homep ceprn xortpori  ABC1362
Kou SAP: 1316358 Crienmuranys:  00011496/28/06-01-18
(RG 2Mask)
00011625/10/05-21-17
{REG Mask)
Henwimanue Pespnomamst Cneyugpurxayis }
Onucanue pacTsopa COOTBETCTBYET TMpo3pavHelif WK CHerka ona.‘xecuupyroumiﬂ
- UBeT pactBop 0T GECLBETHOTO A0 CBETAO-
- onanecueHIHs JEJITOTO 1IBETA, IPaKTHYECKH cBOBOMHBIN
- MEXAHHYCCKME BKTIOUSHMA OT BHAMMBIX MEXAHHYECKHX RKTOYennH
Hsnnexaempiii ofnem 1,0 _>=1,0mn
pH 7,2 6,8-74
QeMONsUTLHOCTE 759 725-810 MOCM/Kr
TToWHHEOCTS KaWLIAPHAIE anextopodopes BnekrpodoperpayMma DnexrpodoperpamMma HCIBITYeMOTO
ucnbiTyeMoro ofpasna ofpasua JI0IDKHA COUTBETCTBCBATS
COOTBETCTBOBYET 3:1eKTpodOperpamMMe CTaHAaPTHOTO
anextpodoperpaMme obpa3sua
crapjapTHOro obpasua
Conepxarime Geika (YP) 124 mrimn 116 — 134 mr/mn
(99,2%) (92,8-107,2 % o1 sasBieHHOI0)
TTornHHHOCTD 1lpoguis HenbiTyeMoro 0bpasiia ZoIKeH
TpHITTHIECKOE TIEIITHAHOE KAPTHPOBAHHCE COOTRETCTRYET COOTBETCTRORATH MPOQHIIO CTAHAAPTHOTO
ofpasua
IlpouenT leaMHAKPOBAHKSA acnapariia 5,0 <= 16,1 %
TlpoueHT OKHCIEHHA METHOHHHA 0,7 <=4,0%
TlomMHHEOCTD %% Il'l'p)mna; f(—‘ ool
Kanmuisipuoe Hsosekipraeckoe Gokycuposanne 9%}% I};;E: i< gu%:s,,
5% Tpynnia 2A 0,3 = 1,5 OTHOGHTEIRHO CTAHIBPTHOTO
1.0 ofpasua;
ug M1 0,5 - 1,4 ornocHrefbitd CTaIaprHOre
1.0 obpasua;
Ik M2 0,6 - [4 OTHOGMTCABHO CTRHAAPTHOrO
1.0 obpasna;
Ik M3 0,7 -~ [, 4 OTHOCHTEIBHO CTAHAAPTHOrO
0.9 0hpa3ug;
1.0 g M4 0,5 ~ 1,7 OTHOCHTENBHO CTRHARPTHOTO
: ofpadi;
1.0 Mg M5 0,2 - 2,3 OTHOCHTEALNO CTAHAZPTIIOLO
! obpasug;
12 Ik M6 0,0 ~ 2,0 OTHOCHTCABMO CTAHAAPTHOIO
) obpaiua.
OntopossocTs abaraueirma no MONeKyJIEpHOH Macce:
H.rmmam, HKA MOHOMEDA 98,7 % > =040
TI70IAs THKA BRHICOKOMONEKYTAPHLIX H30GOpM 13 % <=55
TLIOmELE 1HKOB HH3KOMONCKYJLIPHBIX COSINHEHHH 0,0% «=(),5
S—
YucroTa OcHosHas TIoN0ca aGaTaientTa: He meiee 94:%,
SDS§- anexrpodopes(okpacka 1o Kymaccn) 99 % Kasaoit oTae/bHoR 0O nonocsr: )
BoccTanoB/cHHbIE 00pasibl <=1% uc Gonee 1 %. o ey

Homep cepun: ABESSS7
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Y4 Bpucron-Maitepc Cxeu66 Xonmuure dapva, Jita TTwabumara Komnanw, [Tyapro-Prko
B.0.Box 30100 * Poyo 686, Kou. 2.3 * Mawamu, [Tyspmo-Puxo 00674-3000 * men. (787) 815-1000

CEPTHOHKAT AHAJTHU3A
HesoccranoBneHHble 00pasibl 99 % OgHosHas 11010ca afarauenta: He MeHee 94 %,
<= 1% Kanaoi oTensHO# HOBOH NONOCH:
ne Gosee 1 %
Crieupnduueckas akruBHOCTB (in vilro)
6uocnemmpuicckoe caabpanne BT 117 % 70-130%
(I1oBEpXHOCTHO-IUIA3MOHHbIH pe3oHaHC) ]
CriendHIecKas aKTHBHOCT
Mevon nurbuposanus 1L-2 n KynsTypax KneTox 83 % 70-130 %
9eNIOBEKA
MexaHHueckHe BKITIOYEHHA
CooTBeTCTRYET JlOIiKHE! COOTBETCTROBATE TePGORAHIAM
eBPONEHCKOH, AMEPHKAHCKOH 1 ATIOHCKOH
tdapmakoneh
CTeprIBHOCTL CooTBeTCTBYCT CooTBETCTRYET
BakTepuanbHbie SHIOTOKCHIBI <{1,04 DE/Mr <= {},25

Cepmugpuxam o npoeedenuy UCHbIManuii

youpaiowgeticsi uznoti, 125 sz / wnpuy (125 ma/mn)

BUIYAILHO20 KOHMPOA

U QYRKYWI winpuya ¢ aQeMOMAamuYecKu

- o Hensimanue Pesynvmatinsl Creynghuxauna
DBuzyansHeiil KOHTPOE CoOTRETCTBYCT COOTBETCTRHE KPHTEPHAM BH3YATBHOIO
1. KOHTpPO/IA
(DYHKIIMOHAIHBIE TECTH CooTBeTCTBYET Bee samuTHbie YCTPOHCTRE AOMKHDI
- YHEPXHBAHHE HITLbI ynepxusath H GIOKHPOBATE HITY
CooTBercTByer < 12,0 BploTOHOR
- ITHK CHIbI BRICBODOWKACHUA (5,2 HEIOTOHOR) < 15,4 HLIOTOHOB
- CpeMHsA CHAA CKONBKCHNA CoOTBETCTBYET
(10,5 HBIOTOHOB)
O6beM B KoHTElHHEPS 1,0 MR > 1,0 mn (125MrY 1OmpHIL)
VTBepIKICHHE CEPTH(PUKATA AHAIH3A COOTBETCTBYCT CooTBeTcTREE cepTHHKATE AHANH3A
TpeGopanusM No npenapary ASarauenTt
s MEpeKumi, 125 Mr/MiL
Ieyars
3aBo[a-H3roTOBHTENA
IMoarorosieno / para: <[IOANMCAHO>, Ono6peHo / pata: <[IOMTHCAHO>,
18/04/2019 18/04/2019
HaywHpI# COTPYAHHK [lyspro-Prko
oTaena ofecniedenys Y noasoMoseHHsIH
KagecTna ” XHMHUK,

Homep cepun: ABESSS7
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