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JEKJIAPAITHSI O COOTBETCTBUA

NMEKJTAPAHT, IPHHUMAFOIIAN JEKJIAPAITHIO O COOTBETCTBHH

Q00 "Jouconcon & LJoicorcon"
3apezucmpuposano : Hucnexyus Munucmepemea PO no nanozam u coopam Ne25 no FOxcromy

| aOMunucmpamuernomy oxpyey 2.Mocxewr OI'PH 1027725022940 om 23.12.2002

Adpec: 121614, 2. Mocxea, yn. Kpvinamexas, 0. 17, xopn. 2. Tenegoun: 8(495)580-77-77.

B nuye: I'enepansubrii dupexmop Ilempoc Kankanuc
Hosepennoe auyo: Iobeocumoscrasn A.JO., doeepenrocmp 3462 om 21.11.2016 2.

~
3ASIBJIAET, UTO
aexapemeennoe cpedcmeo: Hmoouym mabnemxu nuogunusuposannvie 2 mz 10 wm., ynaxoexu aueuxkogsie

xonmypnuie (2), nauxu kapmonnste, PY Ne I N016140/01 om 03.12.2009 (dama nepeoghopmaenun 25.02.2015)
gurdano OO0 "Iriconcon & Jowconcon”, cepus 17A08/77, napmus 53800 ynaxoeox, zodew do 31.12.2021,
npowseodcmea Kamanenm FOK Cyundon 3aiiduc JTumumed, Benurobpumarnus, Catalent UK Swindon Zydis
Limited, Frankland Road, Blagrove, Swindon, SN5 8RU, United Kingdom, / Huccen-Cunaz C.n.A., Hmanus,
Janssen-Cilag S.p.A., Via C, Janssen (loc. Borgo S. Michele) - 04010 Latina, Italy, koo OKITH2 21.20.10.116,
ko0 TH B3] 3004900002, xonmpaxm Ne CilagRU3 om 12.12.2016, unsoiic Ne 7004634466 om 15.03.2017

COOTBETCTBYET TPEBOBAHWSIM

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

JEKJIAPATIA S ITPAHATA HA OCHOBAHHH .

npomoxon ucnermanuii Ne 1700 m om 28.03.2017 HJI OO0 HI] "®APMOEOPOHA", ammecmam
axxpedumayuu POCC RU.0001.21@JI40, Cepmughuxam POCC IT. ®M08.C81693 om 28.03.2017

TAST JNEKIAPATTHI 28,03.2017
[T
LI CTBHTETBHA JIO 31.72.2021

. e BT

& Tlobexumonckas A.JO.
OANKCE O.U.0

CBEJIEHHS O PETUCTPAIIAA

OPTAH IO CEPTHOHKAIIAH, 3APECACTPHPOBABIIHAA TEKJIAPATTIIO
RA.RU.11 MO8 OPTAH ITO CEPTH®HUKAIIHH ITPONVKLHH OBI[ECTBO C OI PAHHYEHHOH
OTBETCTBEHHOCTBIO "OKPYV)KHOM IEHTP KOHTPOILA KAYECTBA", adpec opeanuzayuu: 105062, Poccus,
2. Mockea, ®ypmannuiii nepeyaok, 10, 1, adpec opeana no cepmugpurayuu: 115280, Poccua, 2. Mockea, yn.
Macmeprosa, 4, 5, men.:(495)788-02-88, aeb-caiim: oyxx.pg.
xkn 45 .
ll:EKJIAPéﬁ[_[HSI 0O COOTBETCTBIH 3APETUCTPUHPOBAHA N POCC IT.®MO08. 56700

AP LPAITAM 28.03.2017

N
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Janssen Cilag S.p.A., Via C. Janssen (Borgo S. Michele),
04010 Latina (LT)
Tenedon: +39 0773 6161 — Pake: +39 0773 241312

C17012105/1
Ceptudurar anamiaa
monmym, TaGneTku anoprinsuposanHbe, 2 Mr 20 Tabnerok JJC-RUSSIA
Kox npenapara: 414743 JlaTa npou3IBOACTBE: Susaps 2017
Homep ceprm: 17A08/77 Cpoxk rogxocri: JlexaGps 2021
HnexTnuduxarop cepus: HAZS01Z Jakas: 000020547016
Hmn.cTpana: @ parnus Konuyectso: 53890.000
AHanu3 Crenugurais PesyneTarsl
BrewHuit A Beunsle HnH nouTH Gensie KpyTake CooTBeTcTRYET
nuodHK3NPOBaHHEIE TaONETKN TpeCoBaHHAM
Juametp 8,5 MM — 10,5 MM 9.8 MM
PacnanaeMocThb <=10 cexyHp, 1
Concp:xanue BOJIL <=75% 4.1%
KonxuecTBeHHOE OMpPEACICHHE 95,0 % — 105,0 % oT 3aqBIEHHOrO 100.0 %
nonepamua HCI (BRXX) conepaHuA '
UHveHIyanbHEE naeHTHGULIHPOBaHHbIE NOCTOpPoRHHE npuMecH (BIXX)
R21169 <=0,25 % 0,00 %
R54659 <=0,25 % 0,00 %
R58425 <=0,25 % 0,00 %
RG60204 <=0,25 % 0,00 %
CyMMa [OCTOPOHHUX MpHMeceil <=1,5% 0,0%
Huzueugyansuoit HenneHTHQUUKPOBAHHOR o
nocroponeii npumecu (BIMX) i sl i
n 3HaveHHe BpeMEHH YACPHBAHHA
RUSBREIT: 06pasua COOTBETCTBYET IHAYEHHIO Coamecrommyet
nonepamug HCI (B3XX) ADEMEHH YIepiHBARHS CTARAADTA TpeGoBaHUAM
: _ CooreeTcTBYET
Mocroponnne npumecu(TCX): R1515 <=0,5 pcomES
OnuoponHocTs Ao3npobanua (BOXX)
JlomycTiMoe OTKIOHEH e <=15,0% 15%
CooTsercrayeT
OnuoponHoeTs no3uposaiua (B3XX) Cootsercrpue Tpefoannam Ph. Eur. TpCGoBRHMI
PacTROpEHHE B TEHEHHE 15 MUHYT Q=75 % B Teyenenne 15 MHHYT 96%
O6mmee uncno adpoGHbX GakTepRit <=1000 KOE/r <10 KOE/r
OGmee uncno rpufos u gpojoieii <=]00 KOE/r <10 KOEfr
E. coli Otcyrcreue B | r npenapara OtcyrcTyer
Wndopmanus

3akmoyenne: YTeepiaeHo Ynakoska: Gnuctep

Cocras npenapara: onepaMuAa rHAPOXNOPHA 2 MT, KCIATHH, MAHHHTOJ, 8CTIAPTAM, APOMATH3IATOP MSATHEIH, HATPHA
rvapokapGORAT B IOCTATOYKOM KOAHYECTBE AR NomyucHus 1 Tabnetxn.
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[Mop#noK MOHKTOPHHIA MHUKPOGHONOrHYECKOH HHCTOTEL: HCMBITARMA Ha MHKpOGHOIOrHYECKYIO UHCTOTY MPOBOJAT ¢
;’C‘I'aHOBJIBHHOﬁ NEepHOAHIHOCThIO

Homep npoussoncTBeRHOM MuueH3nM 1 ceprrdukara cootsercteus GMP: aM ~ 3272014

HacrosLim yAOCTOREPSEM, UTO BhiLIENpUBEAeHKAs MHGOPMALHL ABAACTCA NOCTOREPHOi 1 TodHoit. Cepun
npenapara, BKAKOYas nek.cyGeraniiio, 6bl1a npoH3BEcHa, BKII0YAS ONepalii YIAKOBKH H KOHTPOIA KAYeCTRa, HA
BbILIEYKA3aHRO} TPOH3BOICTREHHOIE ITOMAAKE (-2X), B MONHOM COOTBETCTBHH € Tpeboraumamu GMP,
YCTaHOB/IEHHEIMH MECTHBIMH PEry/IATOPHBIMH OPraHaMH H B COOTBETCTRHM CO cretudiKauyell CTpab-HMIOpTEpa.
TTpoTOKOME! POLIECCOB M3TOTOBICHH!S, YIIAKOBKH M HCNBITAHNH GLUTH POBEPERBI H MPH3HAHBI COOTBETCTBY IOLIHMH
3toT cepTudHKAT aHanH3a co3naH 06.03.2017

u Brimyck ccpuk 6511 yreepxaen ANGELA CONSTANTINO, ynonHOMOYEHHOE THLO, IOCPEACTBOM IACKTPOHHOMH
noamick 02.03.2017. D10T cepTHOHUKAT Co3aH BATMAMPOBaHHOI naGoparoproii nrdopMannonHoit cucremoit 1
MO3TOMY He COIEPXKHUT pyKonucHolt moamues.
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