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.7 IEKJAPAIHSI O COOTBETCTBHH

IMEKJAPAHT, IPIHIMAIOIIAIL JEKJIAPAIIMIO O COOTBETCTBHH

000 “Iaconcon & Jorconcon" E :

Bapezucmpuposano : Hucnexyun Munucmepemea PO no nanozam u cbopam Ne25 no IOxcromy
admunnempamuenomy oxpyey 2.Mocxkaw OFPH 1027725022940 om 23.12.2002 - o
Adpec: 121614, 2. Mocxaa; ya. Kpviramexas, 0. 17, xopn. 2. Teaeghon: 8(495)580-77-77.

B auye: Fenepansusiii dupexmop Iempoc Kanxkanuc

Jlosepennoe auyo: Hobedxcumoscxar A.JO., dosepennochiv 3462 om 21.11,2016 2,

3AABJIAET, YTO

nexapemeensoe cpedemeo: Haoduym matnemxu noQHuAUIUPOCARNbIE 2 M2 6 wim., ynaxoeKu AHEUKo6uEe
xonmypuwie (1), nauxu xapmounvte, PY Ne IT N016140/01 om 03.12.2009 (dama nepeoghopmaenua 25.02.2015)
autdano 000 "Unconcon & Joconcon”, cepus 1627694, napmun 176800 ynaxoeox, 20den 00 30.09.2021,
npoussodcmea Kamanenm IOK Cyundon 3aiiduc Jumumed, Benurobpumanus, Catalent UK Swindon Zydis
Limited, Frankland Road, Blagrove, Swindon, SN5 8RU, United Kingdom, / Sneccen-Cunaz C.n.A., Hmamnea,
Janssen-Cilag S.p.A., Via C, Janssen (loc. Borgo S. Michele) - 04010 Latina, Italy, x00 OKII[2 21.20.10.116,

x0d TH B3] 3004900002, xonmpaxm Ne CilagRU3 om 12.12.2016, uneoiic Ne 7004633143 om 01.02,2017

COOTBETCTBYET TPEEOBABHSIM

HIT 42-8950-04 usm. Ne 1-3

JIEKJIAPALAST IPHHSITA HA OCHOBAIIH

npomoxon uenvimanuii Ne 603 m om 13.02.2017 HIT 000 HI[ "®APMOBOPOHA', ammecmam
axxpedumayuu POCC RU.0001.21PJ140 om 07.07.2016, Cepmugpuxam POCC IT.dM08.C78001 om

13.02.2017
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CBEJEHMA O PETUCTPAIIU

OPI'AH IIO CEPTHOHKAITHH, 3APEIICTPUPOBABIINI JEKTAPAIIMIO

RA.RU.11®MO08 OPTAH ITO CEPTH®HKALTHH TPONVKI[HH OFLJECTBO C Or’ PAHHYEHHOH
OTBETCTBEHHOCTbIO "OKPY)KHOH I[EHTP KOHTPOJIA KAYECTBA", adpec opzanusayuu: 105062,
2. Mocxaa, Gypmannoui nep., 3.10,-cmp.1, adpée opeana no cepmugpuxayuu: 115280, 2. Mocxea, ya. ’
Macmeproea, 0. 4, men.:(495)788-02-88, eeb-caiim: oyxk.pg.
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JEKJAPALTIS O COOTBETCTBUM 3APETHCTPUPOBAHA & POCC IT.®M08 451775
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Janssen Cilag $.p.A., Via C, Janssen (Borgo S. Michele),
04010 Latina (LT)

Tenedou: +39 0773 6161 - dake: +39 0773 241312

janssen f

Ceptudnkar anaimsa

C17001677/1

Hmoanys, TaGnerxn astodunnranposanneie, 2 Mr 6 TaGnerox JIC-RUS

Kon npenapara: 387174 Jlata npou3BOACTDA: 10-2016
Homep cepn: 1627694 Cpok roaHocTi: 09-2021
Haentndurarop cepui: GJZS031 akns: 000020535059
Mmmn.crpana: Dpanunn Konuyecrno: 176960.000
Ananus Cuneunduxams PesynuTaTal
Benbie 1w noutH Gensie Kpyraeie
Buewrnnii ona ' IOBHAMIHPOBAKKBIE TAGETKN Cootpercreyer TpeGosaHiam|
| Tuanerp 8,5 MM~ 10,5 mms 9.9 mm
PacnapaeMocTs <=10 CEKYHA 1
|Concpacanne noant <ul,5 % 44%|
Koanyceraennoe onpeaeienue 95,0 % ~ 105,0 % or sananenioro 99.5%
oncpamig HCI (BIXKX) COACPMHARIR
Hupranayansasie nuentidnunposatise nocroponine npumeci (BIMX)
R21169 <=0,25 % 0,00 %
R54659 <=0,25 % 0,00 %
R58425 <=0,25 % 0,00 %
R60204 <=0,25 % 0,00 %
CyMma nocroponnek npumecedi <=1,5% 0.0 %
HiugunayantHolt neszenTHMUBPOBAIHOIL
Lucmpouucii npuntecu (BOXAN) o2 % 00%
[TTomnunHocTs 3HauCHME BPEMEHH YAESPKUBAHHA Covr WO —
nonepamin HCI (BRKX) o6pa3iia COOTRETCTRYET INAYEITHIO i,
[Tocroponnue npumecn(TCX): R1515 <=(,5 CootpercTayer medomnml
Onnoponrocts aoauposanua (BIMX)
Moxasatens npHeMatMocTH <a15.0% 20%
iﬂauopunnocﬂ: SJHHHIE] AO3HPOBRHHA Cootsercraue TpeGoraunant Ph, Eur. | Coorsercrsyer tpeGosannam
Pactnopenie Q=75 % 3a 15 mumyr 95%
QBinee wieno aapobiLiX MEKPOOPIAHHIMOD:
Baxrepuit <=1000 KOE/r <10 KOE/T|
I'puGon it sposoxell <=100 KOEA <10 KOE/r
Escherichia coli Orcyterone B | r npenapara Qreyrernyer
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Hndbapnatiis

3amnioueHne:  YTRepROCHO YNaxoBxa: GucTep i
Coctas npenapara; NONCPAMHAA THAPOXTOPHA 2 MT, KENATHH, MAHHIHTON, ACTAPTAM, APOMATHIATOP MATILIH, HATPHA
nipoxapGoar n OCTATOMNOM KOAHUCCTBE ANA nomyucHua | TaGnerk,

Iopspox MottTopkira MUXPOGHONOrHYCCKOIE YHCTOTI: HENBITAHHA HR MHKPOGHONOrHUECKY 10 HACTOTY NPOBOAAT ©
ycTanoRnennoi NepHOANTHOCTbIY

Howmep nunetsun na npoussoncTso H ceprudikuta coorsercrsnn GMP: aM - 13172015

1aCTOAIUEM YAOCTOREPAEM, NTO BLILICTPHDEAEIAR HIGOPMALKA ABMRCTCA ocTosepHoili i TouHoR. Cepua npenapara,
prAOYAA Tek.cyGeTanno, Guna nponInencHa, NIUTIONAR ONEPALIH YNAKODKI If XOHTPOAA KANCCTBA, HA
Bsineyxkasaknoil nponazoncreenHolt noowanke (-ax), » noAHoM cootaercrann ¢ Tpefosanusmu GMP,
YCTAHOBACHHBIMK MCCTHBIMH PCTYAATOPHEIMH OPTaHaMH H B COOTBETCTBHH CO cieundmxanseii cTpaibl-HMIOpTCpa.
IpoTorons! NPOUECCOB HIPOTORNCHHA, YIAKOBKH H HCMATan{t GhinK npOBENSILl # NPHIIIANLI COOTRETCTDYIOLIMMH
GMP,

Oror cepridixar airanmsa cosgan 11.01.2017

# Brtyck cepin Oei yTeepxaeh ANGELA CONSTANTINO ynonnomouennoe A1110, HOCPCACTEOM 3NeKTPOHHOS
noanaen 10.01.2017, 3ot cepTRpHKAT co3AAK BaMMAKPORAKNOI nabopaToproii HindopmanuorHoit cuereMoil B
NOJTOMY HE COUEPHUT PYKONHCHOM moannCcH.
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