,I[EKJIAPAL[I/IH 0 COOTBETCTBHH

OEKJAPAHT, IPUHUMAIOLMHA AEKJIAPALIMIO O COOTBETCTBHH
000 "sSPHCTON-MAHEPC CKBHEE"

Ceedenun o peaucmpayun opzanuzayun: Meacpaionnasn uncnexyua Pedepansiioil nanozocoii cnyaucbor Ne 46
no 2. Mocxae 01.01.2008, OFPH 1027739068026, dama npuceoenus OIPH 14.08.2002.

Adpec: 105064, 2. Mocxea, yn. 3eananoit Ban, dom 9, smadic 9, nost. 11, xom. 8-11,13-16 Tenechon:
8(495)755-92-67

B nuye: I'enepansrotii Oupexkmop Mapex Bawtnvex
Joaepennoe auyo: acanoaa H.X., dosepennocmn BMS-023/05-20- 201 9o0m 20.05.2019a.

3ASIBJSLET, UTO
nexapemeennoe cpedemeo.; Bapaxniod® mabneniki, noxpoimete naenounoit obonovxoti I sz 10 wnn., Gnucmepnl

(3), nauxu kapmownvie, PY Ne JICP-000035 om 10.04.2007 (oama saxmenn PY 07.11.2018) uidano bpucmon-
Maiiepe Cxaubb Kosnanu, cepus ABHO158, napmus 7320 ynaxoeok, 200eH 0o 30.11.2021, npouseodcmaa
Acmpa3enexa Papmacviomuxanc JIT, CHIA, AsiraZeneca Pharmaceuticals LF, 4601 Highway, 62 Lust,
Mount Vernon, Indiana, 47620, USA / Bpucmon-Matiepe Cxau66 C.p.J1., Amanun, Bristol-Myers Squibb S.»:L.,
Localita Fontana del Ceraso, 03012 Anagni (FR), ltaly, x0d OKII/[2 21.20.10.194, ked TH B[ 3004900002,
konmparm Ne 643/402265599/2010/4560/196 om 11.10.2010, unaotic Ne 2310104953 om 05.07.2019

COOTBETCTBYET TPEEOBATTHIM
JICP-000035-120717 wzm. Ne 1-4

JEKJAPALLU S TIPHHSITA HA OCI[OBAHHM
npomoxon ucnetmanuit Ne 898 om 22.07.2019 HJI 000 HI] "®APMOEOPOHA", ammecmam

axxpedumayuu POCC RU.0001.21DJI40, Cepmudpukam POCC IT. OM15.C82440 om 23.07.2019

I"acanona M. X.

OPTAH 110 CEPTUDUKAIIWHY, 3APETUCTPHPOBABILHH ALKJIAR g
POCC RU.0001.11dMIS OPTAH 110 CEPTHOHKALIHH ITPOLYKIIHM O5 IR
O PAHHYEHHOHA OTBETCTBEHHOCTBIO "OKPY)XXHOH LIEHTP KOHTP {
| aopec opeanuzayun: 115280, 2. Mockea, ya. Macmepxoaa, 0. 4, am. 5, nom. I, koa, 1., 4". eI no
cepmuchuxayuu. 143581, Mocxkoackas obnacmu, Hempuitekwi paiion, dep. Jlewxoaco, 0. 248, cmp. 1, men.:
(495)640-9G-69, (495)787-92-78 aebi-caiim: oijxk.pah.

JEKJAPAIIUSA O COOTBETCTBHY 3APETUCTPHPOBAHA M POCCRU,«!I-I? OMI15.A.19726/19
OATA PEI'MCTPALIMH 24.07.2019




&VA X % MpeanpuaTie B AnaHLH

N4 BPUCTOJI-MAHUEPC CKBHBb et
KOMITAHMR ¢ SAIHCTBEHILM YUECTHHROM 03012 Amngnen (DP), Hranma
Kounminuw on ynp! M KOOPIDUIHPORRHMEN «Bpueron-Mafiepc Cxsut6 Komnanios Paapenierue Ha NPOH3BOACTRO
Yeranmudt xameran 45 000 000,00 espo, nreceit nOHOCTLIO Ne aAMM 100-2017 o7 24.05.2017
Koxt wanoronnaremmuxa 00082130592 Koa nraremmina HIC 01726510595

Jara: 26 wmona 2019

CEPTHOHKAT AHAJIM3A 1 COOTBETCTBHSA

MHKPOGIONOrHYECKAT YHCTOTA KOHTPONHPYETCA NpH BELITYCKe kaxnofl 10-0H cepitk W Kaxipe 6 MECALIER
Ha3sanne npenapata: Bg PaKJIXOX TabneTikd MOKpPLITHIE MiteHOo4YHO# o6onoukoi no | Mr (3 61 no 10 Tab)

RU
Kon SAP: 1214107
Cepusa Ne: ABHO0158

Hacroswuxm noaTsepicaato, 4To NpHeepeHHan Hivke HHopMauus goctosepHas W ToyHas. JauHas
cepHs npenapara NpoH3BeieHa, BKIIFOUYas YNaKoBKY U KOHTPO/b Ka4yecTsa, B [I0JHOM COOTBETCTBHH C
Tpebonannamu GMP, neficTByIOLUMMH B CTPaHe, HA TEPPHTOPHH KOTOPOH OCYLUIECTBIIAETCA NPOH3BOACTRO
H TpeboBaHMAMH CTPaHBI-HMMopTepa. [IpoTOKOMEl NPOH3BOACTBA, YNAKOBKH H NMPOBENEHHBIX aHAIH3OB M1t
NAHHO# cepHit BbUIH NpoaHANHIHPOBAHbI H CAENAHO 3AKTIOYEHHE, YTO OHH cooTBeTcTRYIoT GMP.

NMOKA3ATEJIN PE3YJbTATBI HOPMA

OrmcaHue CooTBeTCTBYET Tpeyrossnele TaGAETKH, MOKPHITHIE UIEHOYHOH

Ha ofHOt cTOpoHe H «1612» Ha Apyro#t cTopoHe.

o6onoako#, po3oBOro LUBeTa, ¢ rpaBHpoBKoH «BMS»

KonuwyecTseHHoe onpencneHue

(BIXKX) 0,985 0,935-1,050 mrfra6

BPCMH YIepXKHBaHHA QCHOBHOro NHKa

XpoMaTorpaMme HCIBITYEMOro pacTBOpa NOJKHO
[TommurHoCcTE (BOXKX) CooTBETCTBYET COOTBETCTBOBAaTh BPEMEHH YAEPKUBAHHA ITHKA
JHTEKABHpA HAa XpOMATOrPaMMeé CTaHOapTHOro

pacTBOpa.
Enunuuno# npumecu 0,0 <0,5%
Cymma npumeceii 0,0 <2,0%
OAHOPOAHOCTE A03INPOBAHHS CootnercTByeT CooreTcTByeT
PactBopenne 98 >85%
Harta npowssoacTsa: JHexabpe 2018
Hara seinycka: Hrons 2019
["omex no: Hos6pb 2021 _
Jaminit cepriuxat Obin CreHepHPOBaH ¢ NOMOILBIO CHCTEMBI YnpanacHHa naGopaTopHoll HudopMmaui MEHCHHON co
ctoponst Giovanna Talenti 26 uons 2019 rona; INCKIPOHHAN NOANICH IAMEHALT TpeGoBaHHE HANKMHA DY
BRADE THLIO
/.|
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