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| Toprosoe nanmenosanie Kennpa®: ]
My HapoiHoe HenatenToBanoe JleperTupateram
HAUMCHOBaHMeE (IPy IHPOBOYHOE H.IH
XHMIMCCKOE)
Jlekaperrennas gopma TadICTK uohphnmc MACHOMHOR
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' Homep cepin (mtpmu)' ' 327346
 Otbem ccpuu (ndpnm) 123720 vu.
Ham npou morLL l’Bd . 08.03.2021
l'osen 10 i 29.02.2024
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Hamvenosanie 1 a; 1|wt, npuumo:une;m (¢ | 10CE Mapma C. AL beswrus (Chemin du
YKA3alHeM CTa/tiil MporiBOACTBA) Foriest 1420 Braine-I'Alleud. Belgium) -
BCC CTU/IHN

Ho.\:ep H@ta PerneTpPanMOHHOI0 [1'N014627/01 ot 23.12.2008
YAOCTORCPCIHHS

Houep uopmammum OKY MEHTALAY [1 NOHGZ?/{}]- 140220 (M. Mo 1)

Haumenosanie .ka *u.p}l\arc;m 10CE @ apm.l(_ A, beanrna (Allec de fa

pt.E‘IlCipﬂlJ.llOllllOlO \,mcmscpumsl : Ru.hcnhc 60. B-1070 lhuasds Hd;_,mm)

PilCC.\IUT])CB HPC/OCTARICHHBIC TPOHIBONHTCIEN AOKNMEHTLI I COlEepRalliiecs B HUX |
COC/ICHHA,  HUCTOSIIHM  HOITBEPARAAO, YT CCPHs JICKAPCTBEHHOTO fnpenapata

COOTBCTC TBYCT lpLOOBd!lHHM YCTAHOBICHHLIM HpH €1'0 f()L\"ld])L | IhRjIIHUH per HETPAILI M.
ATPOBA E. A,
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c UCB PHARMA SA

l ' CHEMIN DU FORIEST B-1420 BRAINE-L’ALLEUD BELGIUM
Tel: +32 2386 21 11

Nepesoa

CEPTH®HKAT AHAJIM3A

Kenrnpa Tab;1etxu, noxpeithie mieHoqno# 0601040, 250 Mr — 30 Tab1eTox

Homep cepun 1327346

Koa npoaykra : CIA00517

CrpaHa Ha3HAYeHHA : Poccuiickas ®enepanus
3aperucTpHpOBaHHEIE YCIOBUA XPAHEHHS : Xpanuts nipu TeMnepatype He Buiute 25 °C
Ipoussoaurens : YOCE ®apma C.A., Bensrus (BRAINE)

CooTBeTcTBYT TPeGOBaHMAM CrieMDHKALIMH KaK
[OKA3aHO HUXE:

Moxaszarenn Coeunduxauus Pesyabrarni
Pe3yabTaThl 2HATH3A 1aHHOTO NPOAYKTA

Onucanue PoayGrie  osanpioit  dopmsr  tabrerxu, CoorsercrByeT
[IOKPHITBIE MNEHOYHOM 000I04KOH, ¢ pPUCKOFi #
I'PaBHPOBKAaMH «ucb» u «250» Ha ojHOI

CTOPOHE
OaHopoanocTs 103MPOBaAHMSA B cootserctBuu ¢ Ph. Eur. 2.9.40 Cootsercrayet
OanopoaHoCTs Z03MpORAHMS L1=150uL2=250
[Toxasarens npuemaeMocTH He 6onee 15,0 2,6
MHuHKHMaIbHOE 3HAYECHUC Jlannrle otuerta 99,5 %
MaxcHManbHoe 3HaYcHHE JlaHHble oTueTa 102,8 %
Cpeanee 3HageHHe Jlannsle oTuera 100,8 %
Hoanuuuocrs Bpems ynepsusanus OCHOBHOrO Nuka Ha COOTBETCTBYET
JleseTpanerama (BIHKX) XpOMaTOrpaMMe  HCHBITYEMOTO  PacTBOpA

JIOJIZKHO COOTBETCTBOBAThH BpeMeHH

VIOSPKUBAHHA MKKA JICBETHpaueTraMa Ha
XpOMATOTPAMME  CTAHJApPTHOIO  pacTEOpa
(OTKJIOHEHHE MOKCT COCTABRIATS He Gonee

3,0 %)
IHNopanunocTs OcHoBHOE  naTHO  Ha xpomartorpamme CoOTBETCTBYET
JleseTupanerama (TCX) HCIBITYEMOIO PpacTBOpa Mo 1noJiokenuio (Rf ~

04 £ 0,1), penmiiHe W OKpacke MNOJKHO
COOTBCTCTBORBATH OCHOBHOMY [ATHY Ha
XpOMaTOrpaMMe CTaH[APTHOTO PacTROPA
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_—, Blygehnuii Kon SAP

Liomep Bepenn
BryTpexnnit Homep LIMS
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:h UCB PHARMA SA o
CHEMIN DU FORIEST B-1420 BRAINE-L’ALLEUD BELGIUM
L_ J Tel: +32 2386 21 11

CEPTHOHUKAT AHAJIM3A

Kennpa Ta6neTku, noKpbiThie MTeHOUHOM oGosoukoi, 250 mMr ~ 30 TabneTok

Homep cepuu

Kon nponykra
Crpana Ha3HayeHHA
3aperHCTPHPOBAHHDIC YCIOBHA XPAHEHMS

[TpousBoauTes

1327346

: CIA00517

: Poccuiickas deaeparntn

: XPAHUTD NpH TeMTIepaType He Boiwe 25 °C
: KOCB ®apma C.A., Benbrus (BRAINE)

CooTBeTCTBYET TPeBGOBAHMAM cneuGUKALHK KaK

NMOKa3aHO HHXKE:

IlokasaTenn

Pacreopenne

KoauuecTsennoe onpejaesieHue:
JlegeTupauerama (BIKX)

IlocToponnue npuMecn (non
Enantiomeric) (B39X):

Hpentnduumposannas;
2-muppomuaon-N-MacngHas KHCIoTa

JIroGas equHuyHAS
HEHIEHTH(OHUHPOBAHHAS
NPUMECE

Cymma npuMecei, naeHTudHIHPOBAHHEX
H HCHAECHTHOHUIHPOBAHHBIX

Ounpenenenue (BOXKX xupansho-
creupudeckas) uACHTHOHIHPOBaHHAS
(Enantiomeric) npumecs uch LO60

Muxpoburoaoruyeckas YncTroTa
B COOTBETCTBHH ¢ Ph. Eur. 5.1.4

Iescp Bepeun
Buytpenunii nomep LIMS

Crneunduxauus PesynasTars

Q =80 % 3a 30 MunyT 102 103 102 100

Kputepuu npuemnemoctu USP, 104 103 %

YpOBeHs 2

Hopmsr: 95,0 % - 105,0 % oT 3a8BIe HHOTO

KosmuecTsa 250 Mr Ha ogHy TabneTky 100,8 %

He Gonee 0,50 % <ITKO (0,10 %)

He 6omnee 0,10 % <IIKO (0,05 %)

He 6oxee 0,80 % He nojnaerca xonnyecTseHHOMYy

onpenenennio %

He Gonee 0,80 % <IIKO (0,10 %)
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:h UCB PHARMA SA Nepesog,
I CHEMIN DU FORIEST B-1420 BRAINE-U'ALLEUD BELGIUM
J Tel: +32 238621 11

CEPTHOUKAT AHAJIH3A

Kennpa Ta6ieTky, NOKpHITHE MiIeHoYHO# obonouxo, 250 mr — 30 tabneTox

Howmep cepuu 1327346

Kox npoaykra : CIA00517

Crpana HazHaueHus : Poceuiickaa ®enecpanna
3aperucTpUpoBaHHbIE YCIIOBUA XPaHEHHA : XpaHKTb IIpu TeMmueparype He Buiue 25 °C
IIpoussoaures : YOCb @apma C.A., Bensrus (BRAINE)

CooteTcTBYET TPEGOBAHKAM CIELHBUKALMY KaK
[IOKa3aHO HHXKE:

IMoxa3zaTtenu Cuecundnxauus PezyanTarst

O6wee uncno
aspobHeix opranuamos (TAMC) He 6onee 1000 KOE/r < Penopt. HopMa (50 KOE/T)

Ob1uee uuCcIQ APONCKEBBIX He Gonee 100 KOL/r < Penopt. Hopma (20 KOE/T)
H nnecHesbix rpubos (TYMC)

Escherichia coli OtcyrcTBue /r Orcyrcrayer

3anpacuue o cepruduxaumm:

Hacrosmmm noaTsepsxaato, UTO MpHBejIcHHAS Bhille MHhOPMAIIHA SBISETCS O UTHHHOM 1 TOUHOM, Y Ka3anHas cepus
IpOAYKTa IPOH3BENCHA, BKIIOYAS KOHTPO/IL KA4€CTBA, B MOJHOM COOTBETCTBHH ¢ TpeGoBammamu Hamiexaiueii

[1poussonctaennoit [1pakruku (GMP) nokansHoro Perynstopsoro oprasa. 3armcH o 00paboTKe N aHANH3Y cepuM
LM [IPOBEPEHB] M MPU3HAHET COOTBETCTBYIOIHMHU TpeOoBaHuAM GMP.

Hara npowmasoncrea (AAMMITITT) : 08.03.2021 r. Ot nuua
YIIOTHOMOYEHHOI'O JIMLIA TIJIOIAJIKHA:

JEAN-LUC DE KEYSER
Fomen go (AJMM.ITIT) 1 29.02.2024 1,

AnexrpoHHas noAnuchH <[TOAIMUCBL>

Beinyueso : UM, DAMUIINA
ABTOPHU30BAHHOE JIMLIO

Mara peiycka (JUI.MM.ITTT) : 06.05.2021 r,

Hlomep Bepeun
Buytpernui nosep LIMS

C.3m3



