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JNEKJAPAIIASI O COOTBETCTBHH

JEKJAPAHT, IPHHAMAIONUHA JEKIAPAIIIO O COOTBETCTBHU

000 "BPHCTON-MAHEPC-CKBHEB"

3apeaucmpupocano : MedicpaiionHas HHCHERIHR MHC Poccuu Ne 39 no a.Mockae OT'PH 102 7739068026 omn
14.08.2002 :
Aopec: 105064, 2. Mockoa, yn. 3eaungnoit Ban, 0. 9. Teneron: 8(495)755-92-67

B nuye: Tenepanvnuiii Oupekinop Mapex Bawnaex

Jloaepennoe muyo: Conacmosckan E.B., Ovgepennochib BMS-011/09-01-2017 om 09.01.2017 2.

SASIBJSIET, YUTO .

srexapciigenitoe cpedcmeo! Bapaxniod mabreinxy noxpolie naenowiol oGonouxoit 0.5 sz 10 wm., ynaxosky
sueiiroguie ronmypnete (3); nauxu xapmomtp;e,"PV Ne JICP-000035 om 10.04.2007 (dama saxenst 18.08.2016)
suidano Epucmon-Matiepe Cuautb Kosmany, cepun AAR2894, napnun 3980 ynaronok, 200en do 31.12.2018,
npowsaodemed Acmpa3enexa @afy.\mgummmank JTH, ClLITA, AstraZeneca Pharmaceuticals 1.B, 4601 Highway, 62
East, Mount Vernon, Indiana, 47620, USA. / Bpucion-Maiiepc Craubb C.pJL, Hmanun, Bristol-Myers Squibb
S.r.L., Localita Fontana del Ceraso, 03012 Anagni (FR), Ialy, ka0 OKITH2 21.20.10,194, k00 TH B3 o
3004900002, xoumpaxm Ne 643/40226599/2010/4560/196 om 1 1.10.2010, nnootic M 2310097984 om | 4.06.2017

COOTBETCTBYET TPEB OBAHUAM

JICP-000035-010213 usn, A& 1-3

JEXUIAPAIIAN [IPHHSITA HA OCHOBAHHH

npomuxon wernvimanuit Ne 3 741 st om 26.06.2017 HJ1 000 HII *“APMOBOPOHA", ammecman
axxpedumartt POCC RU. 0001.21®J140, Cepmughuxam POCC IT. OM08.C88727 om 27.06.2017
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JEKJIAPAITAH 27.06.201 7
CTBUTEABHA JIO 31.12.2018

é'e/’/ Conoctonckas F.B.
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CBEJIEHMSA O PETHCTPAIIAN éé’

OPIAN ITO CEPTHOMKAIINH, SAPEI‘I/ICTPKPOBABIHKFI JIEKJTAPALUL )
RA.RU. M08 OPTAH L0 CEPTHOHKALMH ITPOUYKUHH OBI{ECTBO C OI'PAH. "‘1;
OTBETCTBEHHOCTRIO COKPYIKHOH HEHTP KOR TPOJIA KAYECTBA®, adpec opzaiu fins
2 Mockea, Pypsianneiti nepeynox, 10, 1, adpec ap2ana no CEPMpURAIHEL: 115280, Pocci, &,
Macmeprosa, 4, 5, men.-(495)788-02-88, ageb-caitm: OUKKp.
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Y 5PHCTOJ-MAMEPC CKBUBB

Crabunuseiito q ARGHLH
Kotrepayu Gourvans Acnt Yepaso
03012 Auanti (OP) Hramus

CEPTUOMKAT AHAJIM3A ¥ COOTBETCTBI

Ha3sanuc npenapara:

(3 6nncrepa no 10} rabnerox) RU

Kon SAP:
Cepus Ne:

1214106
AAR2894

BapaJtio, TaGNCTKH, TOKPLITHIC IICHOUHOH obonouxolt mo 0,5 mMr

Hura: 07 mona 2017 ¢

HacromnmM TOATBEPKAA0, YTO NPUBCACHHAL ke BHAOPMALHA LOCTOBCPHAS K TouHAL. [lAHHAR COPUR
npenapara nponsne}(eua,‘nxmoqms yNaKoBKy H KOHTPOAD KAHECTna, B AOITIOM COOTRCTCTBHH C©
TpeGonanusmu GMP, ISHCTBYIOIMHME B CTPaHe HA TCPPUTOPHH KOTOPOTo OCYIECTBIRCTCH
NPOH3BOACTEO M TPeOOBANUAMH CTPAHA-HMIOPTCPE. TTpOTOKONKI NPOUIROACTEE, YIIAKORKH ¥
{POBENEHHBIX ANAAHI0B JYIA ABHHOH CepHY LI TIPOAHANMIHPOBANE] U CACARHO AKIUOUCHHC, 10 OHH

coorsercTyior GMP.

[OKA3ATER PE3VALTATHI "TIOPMA

Onucanne Cootsercryer | Tpeyronsume Tabmerku 6cnoro win
nourH Genoro 1seTa, NOKPHITHIE
nierouHol 060JI0UKOH, C TPABHPOBKON
BMS na oproli croponie n «1611» na
Apyro#t cropote.

KOonuHecTpenioe onpeaercnue 0,498 0,468-0,525 MG ]

(BIXKX) '

Tonnunitocts (BOXX) Coornercrayes Coo-mercmyc-x'

VL AHBAAYAIBHETE IPHMECH 0,1 1<0,5% o

Cymma npeneceit 0,0 <2,0% IR,

A gf‘i‘:\)‘v\oﬁﬁn!{%%%.
OZHOPOHOCTD IO3HPOBARHS CootsererByer | CooTsercrayer 5,727 < - (\\\
BT 12,’ AN
929 > 85% wri

Pacropenne yepes 30 MuHyT

-
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Jara npoM3BOACTEA: Ausaps 2017 ¥
Jlara Beinycka: Hrous 2017
Tonen 1o: . HexaGpn 2018 R
HOJHOMOYECHHOC JMID
“Francesca Spinglli
P L gy dToortics
e, o Hepeaod coomaemeney N OpuInany

M.C. Tumosa, srenedowep no xquecmay BMC, Poccus, Mockaa
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