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CHEMIN DU FORIEST B-1420 BRAINE-L'ALLEUD BELGIUM
L J Tel: +32 2 386 21 11

Nepesog,

CEPTHDUKAT AHAJIM3A

Kennpa ra6neru, IOKPEITEIE ITEHOuHOK 060m0uKoi, SO0 Mr — 60 Tabnerox

Homep cepun : 326887

Kon npoaykra : CIA00516

Crpaua Hasnauenns * Poccutickas ®eneparua
3aperucTpupoBanusie YCIOBHA XpaHeHus ! Xpauurts npu Temueparype e Bple 25 °C
[poussoutens : 1OCB ®apma C.A., Bensrus (BRAINE)

Cootsercrsyer Tpefosamuam CrenudUKaLKy Kax
IOKA38HO HMXE:

Iloxazarenn Cueunduxanus PesyanTartni
Pesyasrarni anannsa pannoro NpoayKTa

Onucanue Kenrere  oBampmoii dbopMer  Tabnerxu, Coorsercrayer
NOKpEITEIE IeHOuIOl 060osouKoi, ¢ PHCKOH M
TPaBHpoBkamu «ucb» u «500» Ha omnoif

cTopoue
Ouanopoanocrs gosuposanns B cooteretsum ¢ Th. Eur, 2.9.40 Coorsercreyer
Onnopoaunocts JMO3HPOBAHUA L1=150uL2=250
oxasarens npremmemocty He Gosnee 15,0 24
Munnvansroe 3Ha%eHHe Hannslie otyera 98,6 %
Maxcumansoe 3Hagenue Jlanusie otvera 101,8 %
Cpennee snauenne Jlannsie oTuera 100,0 %
Hogauunocrs Bpewms YICPKHBAHHA OCHOBHOTO IMKAa Ha CODTBCTCTByCT
Jleserupauerama (B22KX) XpOMATOTpaMMe  HCIIBITYEMOro pacTeopa

JIOJDKHO COOTBGTCTBOBATH BpeMeHH

YACPKHBAHHA [HKA JICBETMpaleTaMa Ha
xpomamrpame CTa}UIapTHOFD paC’I‘BGpa
(oTKNOHEHME MOKeT COCTaBNATE He Hoslee

3,0 %)
Mommmuuocers OcuoBHOe  naTHO | ma Xpomarorpamme CooTseTcTRYET
Jlesernpauerama (TCX) HCIINITYEMOT0 pacTB(pa Mo nonoxenio (Rf ~

]|
0,4 = 0,1), Benuunie u OKpacKe JOJIKHO

COOTBETCTBOBATE ~ OCHOBHOMY NATHY -~ Ha
XPOMaToOrpaMMe CTaHA2PTHOrO pacTBoOpa

Homep Bepesn

ByTpennnit nomep LIMS Coanan (JULMM.ITTT)

Jlata
Buytpeunnii Kon SAP

C.lus3l
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Tel: 432 2 386 21 11

CEPTHU®UKAT AHAJIH3A

Kernpa TableTky, TOKPEITEIE 11eHOYHO oBonoukoit, 500 mr — 0 Tabnetox

Howmep cepun

Koa nponyira
Crpana nassayenug

3aperueTpuposanmse YCIOBUA Xpauenuy
[Ipoussonurens

1326887

: CIAQ0516

: Poccuiickag Denepanug

: Xpauuts mpy TeMNEparype He prime 25 °C
: IOCE ®apma C.A., Benbrus (BRAINE)

Cootsercnyer TpeboBanmam crennduxanmn kax

TIOKa3aHo Huxe:

Horazareny

Pacreopenue

Konnuecrsennoe onpeacienue;
Jleserupanerama (BIXKX)

Hocroponnue npuMecu (non
Enantiomeric) (B2XKX):

Huenrudmmposanpas:
Z-HﬂpponnnoH-N—MacnzHax KHCIIOTA

Jobas eapnuumnas
HeHMREeHTHOMUIMpOBanHas
IpuMecs

Cymma npumeceis, HAeHTHOUUHpPOBaImEX
H HCHACHTHOHIMPOBaHHLIX

Oupegenennye (BIXX xupansmo-
cneunpuycckas) HIEHTHHIMpORankay
(Enantiomeric) apuMecs uch LO60

Muxpoﬁnmmrwlecxan 4HCTOTA
B cooteercteuu ¢ Ph, Eur, 5.1.4

Howmep Bepewn
Brymennuii Honen LIMS

Crennduranus PeayneraTe,
Q=80 %3a 30 MHHYT 101 103 103 103
Kputepun lpuemiemoctn USP, 103 103 %
YPOBEHE 2

Hopmer: 95,0 % . 105,0 % or sassnennore

KostmyecTsa 500 mr ya onny tabnerky 100,0 %

He 6onee 0,50 o <IIKO (0,10 %)

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

He Gonee 0,80 % He nomuaercs KOIHICccTRCHHOMY

onpexaenenuio %

He Gonee 0,80 v, <IIKO (0,10 %)

Cosnan (AAMM.ITIT)

Jara

Buymcinmii Kon SAP
C.2u33
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CEPTHOU

Kermpa TabileTKK, NOKPHITEIC NIEH

Homep cepHi

Koa nponyxra

CtpaHa Ha3HAYCHHA
3apernCTPHPOBAHHbIE YCIOBHS XPAHEIHA
[Ipou3BOAUTEIE

CoorsercTayetr TpeboBaHHAM crenudUKany Kak
[I0KA32HO HHXKE!

IloxazaTeu

O6uce ucIo
aspoOHBIX OPTAHWIMOB (TAMC)

Q61mee YMCIIO IPOAGKEBEIX
u miecuessix rpubos (TYMC)

Escherichia coli

JasiBiicHHE O cep‘rﬂqualmn:

UCB PHARMA SA

CHEMIN DU FORIEST B-1420 B
Tel: +322 38

1 326887

: CIAQ0516

: Pocc
: Xpai
: 10C1

He 6Gonee 100

OtcyTeTBHe /T

CrnenndguKauns

He Gonee 1000 KOE/r

KOE/r

Hacroammum MOATBCP /AL, 4TO IIpHUBEASHHAA BBILIE

POIYKT2 npomscncna, BKJIIOYAss KOHTPONbL Katc cTBA, B TIOJHOM COOTBETCTBUH

Nepeson

RAINE-L’ALLEUD BELGIUM
652111

KAT AHAJIM3A

hunoii o6o0:10uKoH, 500 Mr— 60 TabneTox

wiickan Pepepanni
(1T TIpY TeMIepaType e Bbllie 259C

5 dapma C.A., Benbrus (BRAINE)

Pe3y.abTaThl

< Penopr. topma (50 KOE/r)

< Penoprt. Hopma (20 KOE/T)

OT1eyTCTBYET

nHbopMalKs ABIACTCH [1OUTHHHOM ¥ TOYHOH, Y Kajanuad cepri

¢ TpcOOBAHMAMH Hapnexamed

IpomsposcTBeHRON IIpaKTHKH (GMP) n0Kais1Oro PEryisTOpHOTO oprasa. 3amwcu mo obpafoTke W aHATH3Y CEPHH
6BUIM IPOBCPEHBI U NIPHU3HAHEI COOTBETCTBYIOIMUMH TpeboraisaM GMP.

JlaTa npou3BOACTBA (AOAMM.ITIT) 26.02.2021 r.

Comer a0 (JULMM.ITTT) 31.01.2024 1.

JnexTpOHHAaA TIOANHKCE

BunyueHo : UMs1. DAMAIIVA

ABTOPU30BAHHOE JTMIO

JlaTa BBITYCKa (IOMMITIT) . 26.04.2021 1.

Tomep Bepenn
Duyrpenunii nosmcp LIMS

C.3433

Ot nuua
YHOHHOMO‘{EHHOI‘O JIULA IJIOLIAJIKH:
DE KEYSER JEAN-LUC

<TIOANUCH>

Conan (JULMM.ITIT)

Hama
Buyrpernni Kon SAP



