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JEKJTAPAITAS O COOTBETCTBEN

JEKJIAPAIIT, MIPMIMMAIO LN JEKJIAPALIHIO O COOTBETCTBHH
000 “Rarconcon & Hooncon™

Sapeaucmpupoaano : Hucnextjur Munucniepeiisa P® no-uanozan 1t cGopan Ne25 no 1Qoiciony
adxuidicmpannonoay oxpyey 2.Mocwaeot OTPH 1027725022940 o 23.12.2002 _
Adpec: 121614, 2. Mockea, yn. Kpunamexan, 0. 17, xopn. 2. Tenedon: 8(495)580-77-77,
‘B muifes Penepanvitorti dupexmop fTempoc Karkanuue

Hodepeinioe mijo: Hobencusoackas A.J0., doaepennoctn 3167 om 17,12.2015 .

'
1

SASIBJSIET, YUTO

aexapemaennoe cpedcmao: Haoowyat mabneniku Atodnusuposeutnnte: 2 M2 6 ., YRAKooR
(1), Tiamwu kapmonnve, PY Me IT NOI6G140/01 om 03.12.2009 (dama nepeodroppnertun 25,0
“Taiconcon & Hoconcon®, cepun 1615309, napmus 179000 ynaxodox, zoden do 30.06.2021,

“Kamaneun 10K Cywndon 3aiidne Tiwnuned, Benuxobpumaiin, Catalent UK Swindon Zydi
Road; Blagrove, Swindon, SN5-8RU, United Kingdom, /SInccen-Cunaz C.n.A., Hmanun, Ja sven-Cilug S.p.A, Via C,
Janssen(loc. Borgo S. Michele) - 04010 Latina, lialy, ko0 OKIT 93 3674, kod TH BJ[ 3004900002, nomnuparn:
NeUNO2011 om 01,06.20112., unaoiic: Ne7004631587 om 30.1 1.201Gz.; Ne700463 1586 o P0.11.20162

i MUETKOBLIC KORTYPILIC
,2015) avioano GO0
Ipousacdcmen

Limited, Frankland

COGTBETCTBYET TPEGOBAHISIM

HI 42-8950-04 .uam, Ne 1-3

JEICTAPALVSI TIPHESITA HA OCHOBAHHHI
npontoion envinanuii. Ne 6136:m om 12.12.2016 HJI 000 HL{ "PAPMOBEOPOHA", qmmecman
akkpedumayun. POCC RU.0001.210J1H0 om 07.07.2016, Cepnmuditiam POCC IT.hM08.C73687 am
12.12.2016
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.CBEJIEHWSL O PETECTPAIMY .

OPFAM IO CEPTHOMKALNAE, 3APETHCTPHPOBA BLOH JEKJIAPAIIIO )
RARU.JOMO8 QPTAH ITO CEPTH OHKALIHH TPORYKIHH OB ECT. BO C OIfPAHHAEHHOH
OTBETCTBEHHOCTSIO "OKPYIXHOH LEHTR KOHIPOA KAYECTE- “ adpec ppzanusaiine: 105062,
2. Mocxea, Gymiaiinii nep.,, 0,10, cunp. 1, adpec opeaiia vio cepnuchurenyut: 115280, |2, Mockad, yi.
Macnieprooa, 0. 4; men.: (495 )788-02-88, aeb-caiim: oyrK.pih. '

Kn45
AEKJAPALVISI O COOTBETCTBIH SAPEIAICTPHIPOBAHA No POCC IT. ONI08. J4S782
ASOTN GATALLI /2,12,2016
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_ 1 Janssen Cilag S.p.A., Via C. Janssen (Borgo S. Michele),
(] anss 'n . 04010 Latina (LT)
J en - Tenedon: +39 0773 6161 — Paxc: +39 0773 241317
@ bl
C16058575/1
e %
Cepruduxar agamia
HMonuyM, Tabnetkn muodivinsuposarnsie, 2 Mr 6 TaGnerok JIC-RUS
Kox npenapara: 387174 Jlata mpoK3IBOACTBA: 07-2016
Homep cepin: 1615309 CpOK rogHOCTH: 06-2021
Hpenradrkarep cepun: GGZS012 Jaka3: (00020527165
Vmn.cypana: Dpanuus Konnyectso: 179400.000
Ananus Cneundnxanus Pesyayratm
Bensie wnx noutu Gentle kpyrasie

Bueman# BUA RS ——"— Coorsercrayer| TpeGoBannam
Huamerp 8,5 MM~ 10,5 MM 9.9 Mm
PacnagacmocTs <=10 cexyna 1
Copepsxanue BOgL! <=7,5% 4.7%
KonuuepTaeHHOE ONPEACNEHHE 95,0 % — 105,0 % oT 3a9RNEHHOIO 99.0%
nonepameg HCl (BOXCX) COAEpYRAHNUA )
VHIUBHAYAREEEE HASKTHDHIHPOBAHNLIE IOCTOPOHHHKE NpHMecH (BIXKX)

R21169 . <=0,25 % 0,00 %
R54659 =0,25 % 0,00 %
R58425 <=0,25 % 0,00 %!
R60204 <=0,25 % 0,00 %
Cymma fiocTopoHEHX NpaMecei <=1,5% 0,0 %
HHauBuIyansHoll RenieATHGHUHPOBaHROR _
| mocToponneit mprmeci (BINK) =01 90
[TopmHHOCTD 3naueHHe BpeMEHH YACPKHBAHHA 5
nonepamia HCI (BOXKX) ofpa3ia cOOTBETCTBYET SHAYEHHIO Coorscrorayed SR
Tloctopornue npumecu(TCX): R1515 <=0,5 Cootsercrayet TpeGoBanuaM
OnHOPOAHOCTS AC3MPOBARKA (B3XX)

IMoxasare/s NPREMIEMOCTH <=15.0% 1.7%
Omwpon;{ocrb CAHHHUE! AO3HPOBAHHA Coortsercraue tpeGosanuam Ph. Eur. | Coorsercrayef TpeGosatnim
PactBoperuc Q=75 % 32 15 MHHYT 97%
O6uncg uncno 23pobHBIX MHXPOOPraHH3MOB:

Baxrepnit <=1000 KOE/r <10 KOE/r
I'pubos 1 gpoxokeit <=100 KOE/r
Escherichia coli Orxcytcrsue B 1 r npenapara
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YCTaHOBNEHHOH IEPROAHYHOCTEIO .
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Hrdopmauua

Jaxmovenne: Yreepxacso Ynaxoexa: Gucrep

CocTas npenapata: NONEPAMMAA TROPOXIOPHT 2 MT, KEaTHY, MaRHHTON, aCnapTaM, apOMATHIRTOP MATHAIH, HETPHA

THAPOKEDGOHAT B AOCTATOYHOM KONUMECTBE A% NOTyuerus | TaGNETKH.
(¥

TTops 0K MOHHTOPHATA MUKPOGHOMOrHUECKON YHCTOTE!: HCIEATARMS HA MHKPOGHONOrHIECKYIO UHCTOTY (IPOBORT G

Homep muersun Ha NPonIBOACTRO ¥ cepTH(MKaTa CooTBETCTBHA GMP: aM — 131/2015
HacTosngiy ynocToepseM, YTo BELUENPABEACHHAA KHbOPMAMA RENACTCA AOCTOBEPHOMH u TouHOH. Ceprs Mpenapara,
BRII04AS REK.CYGCTAHUNIO, G5UIA NPOUIBENEHE, BRIIOYAS ONEPALMH YIIAKOBKH 1 KOHTPOIX KAYECTBA, Ha
BBILLEYKa3aHHOH NPOK3BOACTBEHHOM ILT0maKe (~axX), B NONHOM COOTBETCTEHH ¢ TpeGosanusamu GMP,
YCTaHOBICHHBIMH MECTHBIMHA PCTYNATODHEIMH OPTaHaMH H B COOTBETCTBHM CO crneuuaxkannei crpank-HMNopTepa.
TIpOTOKONE! NPOLECCOB HITOTORMERMHS, YTNAKOBKH R HCMBITaHHI OsUIH POBCPCHEI X NPH3IHAHET COOTB YIILHMH
GMP,

3710t cepruduxar aHannaa coagan 10.11.2016
¥ 3smycK cepunt Guun yTeepkaen ANGELA COSTANTINO yHONHOMOSEHHOE JIHLO, NOCPEACTROM ane;raunoﬁ
nopmucy 10,11.2016. 3ot cepraduxar cosnan senuauposantoil NaGopaTOPHON HHPOPMAUHOHHOMN CHCTEMOR 1
TI03TOMY HE CONEPMHT PYKONHCHON NOANHCH.
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