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386 21 11

HKAT AHAJIM3A

Nepesog

Kennpa TabiieTxu, NOXpeITHE IIEHOUHOH 060on0ukoii, SO0 Mr — 30 TabneTok

Howmep cepun 1326886
Kou npoayxra : CIA00S514
Crpana HasHaueHHs : Poqcuiickan Peaepanms

3aperncTPHPOBAHHBIE YCIOBKA XPaHEHHH
[IpoussoauTens : HO(

CootBercTBYET TpeGOBaHNAM CTELMOUKALIMY KAK
[IOKa3aHO HUIKE:

: XpaHuTh NpH Temnepatype He Boiure 25 °C

‘b ®apma C.A., Bensrus (BRAINE)

IMoxkazarenu Coenuduxanis PesyabraThl
PesyabTaTel anamuza JanHoro npoayKTa
Onmmcanne Kenrsie osanenoiél  dopmbt  Tabnerxn, CoorsercTByer
HOKPBITHIE IU1EHOUHOH 000/104KO0H, ¢ pHCKOH 1
rpaBupoBKamHu | «ucb» u «500» wHa oamcH
CTOpOHE
OnuopoaHocTs 03HpOBAIIMA B cooteerersui ¢ Ph. Eur. 2.9.40 CooteerctByer
OJHOPOAHOCTL AOZUPOBAHMA L1=150uL2=250
[ToxaszaTems NpHEMIEMOCTH He 6onee 15,0 2,2
MHuHHMansEHOE JHAYEeHHE Jlauuwie otyeTa 100,1 %
MakcuManeHOe 3HAUCHHE Jlammele 0TICTY 103,2 %
CpenHce 3HayeHHe Jlamueie otyers: 101,3 %

MogiauuuocTs

Bpems yaoepxusamus ocroBnoro nuka Ha COOTBETCTBYET

JleseTnpanerama (BIXKX) xpoma’rorpam.wie HCIIBITYEMOIO  pacTBopa
JOJIKHO COOTBETCTBOBATH BPEMEHH
Y/IepXKHBAHHs | [IMKA JICBETHpaueTaMa Ha
XpOMATOTPaMME  CTaHJapTHOTO  pacrBopa
(OTKIOHCHHE MOXET COCTABIATS He Bojee
3,0 %)

HopHHIOCTE
Jleserupanerama (TCX)

Ocwuoerioe 1

THO Ha XpoMaTorpamMme

HCIIBITYEMOIO PACTBOPA 10 MoTokeHn o (R ~

|
0,4 + 0,1), BgnMuuHEe W OKpACKe JIOIKHO

COOTBETCTBOBA'
XpoMarorpamMmm

llouep Bepeuun
BuyTpensui nomep LIMS

C.lus3

I'b OCHOBHOMY IATHY
€ CTAHapPTHOrO PAcTROPA

Ha

CooteeTCTBYET

Coznan (UIMM.ITTT)
Jama
Buytpennnii Koa SAP
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CHEMIN DU FORIEST B-1420 BRAINE-L'ALLEUD BELGIUM
L J Tel: +32 2386 21 11

CEPTUD®HKAT AHAJIH3A

Kennpa ra6nerky, HOKPBITEIC IUIEHOMHOI 060104KOi, 500 Mr — 30 Tabnetox

Howmep cepun

Koa nponyxra
Crpana nasnaverms
3apemc‘rpupoaa1{}me YCIOBHA XPancHHs

[poussogurens

326886

: CIAQ0514

: Poccuiickas Denepauns

: XpaHuTh npu TeMilepatype ne seime 25 °C
:YOCB ®apma C.A., Bennrus (BRAINE)

CootsetcrByeT Tpebopanmsam crreudpukany xag

IMOKa3aHO HUXKE:

IokazaTennu

Pacreopenne

Koanuecrrennoe onpeaenenue:
JepeTupaucrama (BIXKX)

IocToponuue npuvecn (non
Enantiomeric) (BI2KX):

WUnentuduunposannas:
2-mappoannon-N-MacisHag KHCIIOTa

JIrobas equnnynas
HCHICHTH(HIMPOBAHHAN
[IpUMeECE

Cymma mpumceceit, HICHTHHIMPOBAHHLIX
H lIeH,llGHTHE}]HLIMpOBaHHLlX

Onpenenenne (BXKX XHpansHo-
cneuuduyeckas) HACHTHOMIIHPOBaHHAY
(Enantiomeric) npumecs uch LO60

Mukpobuoaoruueckas wncrora
B cooTeercTeuM ¢ Ph. Eur, 5.1.4

Homep Bepeun
BuyTpennuii womep LIMS

Creunduxauun PesyartaTn
Q=80%3a 30 MHHYT 101 102 101 102
Kpurepnu npuemnemocty USP, 105 104 %
YpoBeHs 2

Hopmsr: 95,0 % - 105,0 % or 3a5BACHHOTO

komnuecTsa 500 Mroua opny Tabaerky 101,3 %

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

He Gomnee 0,10 % <IIKO (0,05 %)

He Gouee 0,80 % He mojyraercs KOMHYCCTBEHHOMY

onpenenenuro %

He Gosee 0,80 % <I1KO (0,10 %)

Comnan JULMM.ITTT)
Hata

Buyrpennuii Kog SAP

C.2u13



I h' UCB PHARMA SA

) BRAINE-L'ALLEUD BELGIUM
3862111

CHEMIN DU FORIEST B-142(
L J Tel: +32 2
CEPTHQ®

Kennpa Tabnerky, NOKPLITHIE I

Homep cepun

Kona npoaykra

CrpaHa HasHayeHHus
3aperucTpupOBaHHbIE YCIOBUA XPAHEHHA
[TpousBoanTens

CoorsercTeyeT TpeGOBaHMAM CHEUHDUKALNY KAk
[NOKa3aHO HMXE,

: 326886

: C1A00514

: Pog

- X

: FOC

MMokazaTean Cneunduranus

Obuwee ynucno

aspobusix opranusmor (TAMC) He Goaee 1000 KOE/r

O611ee YHUCNO APOAVKEBBIX He 6onee 100 KOE/r

n nuecHessix rpubos (TYMC)

Escherichia coli Orcyrcreue /1

3ansiienne 0 cepTHHHKALMH!

MNepeeoa

HKAT AHAJIM3A

HOYHOH 000noukoR, 500 mr ~ 30 Tabnerok

cuiickan Penepauns
PAHKTB [IPH TeMIlepaType He Buie 25 °C

°F ®apma C.A., Benbrusi (BRAINE)

PesyabraTsl

< Penopr. Hopma (50 KOE/r)

< Penopt. HopMa (20 KOE/r)

OTcyrcTBYeT

nidopMalyd ABISCTCS TIOLITMHHOH M TOYHOH. YKa3aHHas cepus

Hacrosmum MNOATBEPIKIAKD, UTO [IPHBCACHHAA BRI
[pOJIyKTa MPOH3BCIEHA, BKJIIOUYAA KOHTPOJIL Kaye

TBa, B TIOJHOM COOTBCTCTBHH ¢ Tpebosanuamu Hamnexamiei

TIponssonctaennod [pakruki (GMP) noxamenoro PeryiaropHoro oprana. Zamnucu 110 06paboTke H aHAMU3Y CCpUH

6B1IH TPOBEPEHEl H NPH3HAHLL COOTBETCTRYIOIIHMH

Tpcbosammam GMP.

Jlata npouseoactea (JLUILMM.ITIT) @ 28.01.2021r. Ot nmuua

YIIOJIHOMOUYEHHOT O JIMIA TUTOIIAJIKH:
DE KEYSER JEAN-LUC

loxen a0 (JULMM.ITIT) » 31.12.2023

DNIeKTPOHHAA MOIMHCE

<[TOAIMHCh>

BeinyiueHo : UM DAMUITAA

ABTOPHU30OBAHHOE JJULIO
Mata sermycka (LI MMITTT) : 29.04.2021 r.
losmep Bepenn

Buytpennnit nosep LIMS

C.3m3p

Coanau (JULMM.ITTT)
Jlama
Buympennuii Kon SAP




