NOATBEPXXIEHUE

Ne 52-2020/RP
F N sop-af-103164
ch 0] COOTI?ETCTB:I/II/I JIEKAPCTBEHHOI'O Ref. sop-100062
A 4 TPEITAPATA TPEEOBAHUSIM, Page1of ]
YCTAHOBJIEHHBIM ITPU ETO
'OCYTAPCTBEHHOU PETUCTPALIUU
Toprosoe naumenopauune Kenmnpa®
' MeskiyHapoJHOe HelaTeHTOBaHHOe Jlererupaueram
HauMEHOBAHHUE (IPYIIIMPOBOYHOE HIIH
XHMHYECKOE)
JlexapcreenHas dopma TA0JIETKHA [OKPHITHIE TIEHOYHOH
obonoukoit
Ho3uposka 500 mr
Dopma BeIIIyCKa 10 wr. - ynakoBku sueikoBsle KOHTYpHBIE
(3 wr.) - mayky xkapTorusie (30 wr.)
Homep cepuu (maprun): 312217
O6bem cepun (naptuu): 58800
[ara npoussozcTaa: 08.06.2020
I'onen po: 31.05.2023
Haumenosanue 1 anpec npoussomutens (c | IOCB ®apma C.A., Bensrus (Chemin du
yKazaHHeM CTaJuil IIPOH3BO/CTBA) Foriest 1420 Braine-I'Alleud, Belgium) —
BCE CTalHH
Homep u nara permcrpanmonsoro ITN014627/01 ot 28.05.2009
YHOCTOBEPEHHS
Homep HOpMaTHBHOI JoKyMeHTaLHK [I1N014627/01-140220 (M3m.Ne 1)
Hanmenosaune u  agpec mepxarens | HOCE Papma C.A., Beasrus (Allee de la
PETHCTPALHOHHOTO Y10CTOBEPEHMS Recherche 60, B-1070 Brussels, Belgium)

PaccMoTpes npenocrapnenusie npou3soauTenem JOKYMEHTBI H COJEPIKAIUHecs B HUX
CBCNCHHA,  HACTOAMM  TOATBEPXNIAIO, 9YTO CEPUS JIEKAPCTBEHHOTO —Mpelapata
COOTBETCTBYET TPECOOBAHMAM, YCTAHOBIEHHBIM NIPH €TO roCy/apCTRAHHAH peRucTpaLyH.

no JI0BEPEHHOCTH B/H

T o o3, (1 dol9
[Toanuce OteercTREHHOrO NHLA: Zj L//‘/f /b  lin
(nommucs) (OHO)

Hara 09.11.2020 r.
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UCB PHARMA SA

CHEMIN DU FORIEST B-1420 BRAINE-L’ALLEUD BELGIUM

Tel: +32 2386 21 11

CEPTU®HKAT AHAJIM3A

Mepesoa

Kermpa TabneTky, NoKpeIThie NeH04HOA 0G0a0ukoi, 500 mr — 30 tabneTok

Homep cepuu

Kon mpoayxra

Crpana HazHAYeHHs

3ﬂpBI”MCTpHp033HHLIB YCJIOBHA XpaHeHHA

ITpoussonurens

1312017

: CIA00514

: Poccuiickas ®eneparus

: Xpauuts npu Temneparype He sbiuie 25 °C
: FOCB ®apma C.A., Bensrus (BRAINE)

CootgercTryer TpeboBaHMAM crienMdHKALMH KAk OKA3aHO HHKE;

IlokaszaTenu

PesynbraTsl aHanyM3a JaHHOTO MPOAYKTA

Onucanue

OaHOpOAHOCTS J03MPOBAHUS

ORHDPOHHOCTI: A03MPOBAHUA

ITokazaTens OpHMEMIEMOCTH
MHuHHMaNbHOE 3HAYEHHE
MakcHMansHOe 3HAYEHHC
CpenHee 3HaYCHHUE

IMonaunnoers
Jleserupanerama (BIKX)

HomHHHOCTH
Jleserupauerama (TCX)

llomep Bepeun
Buytpenunit nomep LIMS

Creundurauus

XKenrsie oBannHOH  dopmbl  TabneTkH,
MOKPBITHIE ILIEHOYHOH 000I04KOH, C PHCKOI 1
rpaBupoBkamM  «ucb» ¥ «500» Ha oaHOH
cTopoxe

B cootserctsuiz ¢ Ph. Eur. 2.9.40
L1=150uL2=250

He 6onee 15,0

Jlanusie oTyeTa
JlaHuuele oTueTa
JlaHugIe O0TUeTa

Bpems yamepxiBaHHA OCHOBHOIO NMKAa Ha
XpoMaTorpaMMe  HCHEITYEMOIO  pacTBOpa
JOJDKHO COOTBETCTBOBATE BpeMEHH
YOCpPXKHBAaHUS | [HKa JeBeTHpaueTaMa Ha
XpOMaToOrpaMMe CTAHIAPTHOIO  pacTBOpa
(OTKJIOHEHHe MOXKET COCTaBIATE He Bonee

3,0 %)

OcHOBHOE TIATHO HA  XPOMATOTpaMMe
HCIIBITYEMOTO pacTeopa Mo nosoxenuio (R ~
0,4 = 0,1), BeiM4YMHE M OKPAacKe AO/KHO
COOTBETCTROBATL OCHOBHOMY TIATHY Ha
XpOMaTorpaMMe cTaHAapTHOTO PacTBOpa

C.1us3l

PesyabTaTh!

CooTtBercTBYET

CoorBeTcTBYET

29

97.5 %
101,8 %
99,5 %

CoOTBeTCTBYCT

CoOTBETCTBYET

BuyTpsinuii Koa SAP w jama
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UCB PHARMA SA

CHEMIN DU FORIEST B-1420 BRAINE-L’ALLEUD BELGIUM

Tel: +322386 21 11

CEPTHOUKAT AHAJIM3A

Nepesog

Kenupa Tabnerku, [OKPBITBIE TIEHOYHOH 000m04k0i, 500 Mr — 30 TabneTok

Homep cepuu

Kon mpouykra
Crpana HasHaueHus
3aperncTPUPOBAHHBIE YCIOBUA XPaHEHUs

[Iponssogurens

PacTsopenue

KoJimuecTBenioe onpenenenme:
JlepeTnpauerama (BIXKX)

IlocToponnue npumecn (non
Enantiomeric) (B37X):
Waentuduumposannasn:
2-nmppomuaos-N-MacisHas Kucnota
Jliobas exunryHas
HEUASHTH(OHUHPOBAHHAs

IPHMECDH

Cymma npumeceif, HACHTHQMIPOBAHBIX
M HEMJEHTHQHLMPOBAHIEIX

Onpenenenne (BOXX xupansno-
creLu(uIeckas) HACHTHGHIMPOBaHHAs
(Enantiomeric) npumeccs ucb L0O60

Muxpo6Honoruucckas YHcToTa
B COOTBETCTBHH ¢ Ph. Eur. 5.1.4

Tlomep Bepenn
BuyTpennuii Homep LIMS

+512217

: CIA00514

: Poccuiickan denepaums

: XpaHHUTE IIpH TeMIepaType He Bbiuie 25 °C
: OCE ®apma C.A., Bensrusa (BRAINE)

Q =80 % 3a 30 MuuyT
Kpurepuu npuemnemoctn USP,
YpOBeHSb 2

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

komnyectsa 500 mr Ha oy TabneTky

He 6onee 0,50 %

He 6onee 0,10 %

He 6ouee 0,80 %

He 6oance 0,80 %

C.2m3

100 102 102 100
102 101 %

99,5 %

<0,10 %

<0,05 %

He nopnaercs komiuectsennomy
onpeaeneHuo %

<0,10 %

Brympennyii Koa SAP u sata
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C UCB PHARMA SA

. ‘ CHEMIN DU FORIEST B-1420 BRAINE-L'ALLEUD BELGIUM
Tel: 4322386 21 11

Nepesog

CEPTH®UKAT AHAJIM3A

Kennpa tafnetky, noxpeITsie meHouHoM# 000710uk0i, 500 Mr — 30 Tabnetok

Howmep cepuu 1312217

Koa npoayxra : CIA00514

CTpana Ha3HaueHH: : Poccuiickan @enepauus
3aperHCTPHPOBAHHEIE YCIORMS XPAaHEHU : Xpasuts npy Temiieparype He Bbiure 25 °C
Ipouseoaurens : JOCB ®apma C.A., Beasrus (BRAINE)

O61uee yncno
BQpOﬁHbIX oprauusmos (TAMC) He 6osee 1000 KOE/r <50 KOE/r

Obuiee YUCIIO OPONOKEBBIX He Gonee 100 KOE/r <20 KOE/r
1 nnecteBsx rpudos (TYMC)

Escherichia coli OtcyrctBhe /T OtcyTcTBYET

3amBaenne o ceprudHKANMM:

HacTosmum noATBep:k1aio, 4TO IPHBEAEHHAA BBINIE HHGOPMALHS ABIAETCA NOUTHHHON 1 TOYHOM. Y Ka3aHHas cepus

OpOIyKTa ITPOHM3BEAECHA, BKJIHOYAas KOHTPOJL KauecTsd, B IMOJIIHOM COOTBCTCTBHH C Tpcﬁona}mnm I-ia;mex{amcﬁ
IIponssoacreeHHO [IpaxTHky (GMP) nokaisHOro PeryisaTopHOro oprana. 3anucH rmo o0padoTKe ¥ aHAIH3Y CEPHH
OBLTH NPOBEPEHBI U IIPH3HAHEL COOTBETCTBYIOMMUMH Tpebosanusm GMP.

JHata npousponctsa (JJJIL.MM.ITIT) : 08.06.2020 r. Or nHua
YIIOJTHOMOYEHHOTI'O JIMUA IVIOUAIKH:
DE KEYSER JEAN-LUC

Tomen oo (A MM.ITTT) + 31.05.2023r.
OneKTpoHHAas TOAMHCH <ITOAINUCH>
Beimymeno : GREGORY KINNARD
ABTOPH30BAHHOE JTHLID
Jata Bemycka (I MM.ITTT) 0 08.10.2020 1.
Homep Bepeun
BuyTperunii komep LIMS Brympeunsi Koa SAP w ama

C.3ms3



