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NOATBEPKIEHUE
Ne 04-2020/RP
F N sop-af-103164
ch O COOTBETCTBUU JIEKAPCTBEHHOT'O Ref. sop-100062
A 4 IIPEITAPATA TPEBOBAHMSIM, Page 1 of 1
YCTAHOBJIEHHBIM ITPH ET"O
'OCYJAPCTBEHHOU PETUCTPAITUH
Toprosoe HauMeHOBaHHE Kennpa®
Meunc1yHapo/IHO€ HEelIaTEeHTOBaHHOe Jleserupaueram
HAMMEHOBAHUE (IPYNIIHPOBOYHOE HIIH
XHMHYECKOE)
JlexapcTrenHas ¢popma Tab1eTKH ITOKPBITHIE [IIEHOYHOM
obonoukoi
JHo3suposka 250 mr
Popma BBIyCKA 10 wr. - YIaKOBKH A4YEHKOBBIE KOHTYPHBIE
(3 wir.) - mauxu kaproHanie (30 wr.)
Homep cepun (mapTun): 297458
O6beM cepuH (MapTHH): 15840 ym.
JlaTa mpou3BOACTBA: 06.08.2019
['onex no: 31.07.2022
Haumenosaunue u anapec nponszsogutens (¢ | IOCE ®apma C.A., Bensrua (Chemin du
yKa3aHHUEM CTaAMi IPOU3BOICTBRA) Foriest 1420 Braine-1'Alleud, Belgium) —
BCE CTaIUH
Homep w  para  perucrpan#oHHOro ITN014627/01 ot 28.05.2009
YIOOCTOBEpPEHUS
HoMep HOpMaTHBHO TOKyMEHTALUH I1 N014627/01-280509 (MzmM.Ne 1-10)
HaumenoBanue u  azpec fnepwkarens | FOCE ®apma C.A., bensrus (Allee de la
PErHCTPALIMOHHOTO YAOCTOBEPEHHS Recherche 60, B-1070 Brussels, Belgium)

PaccmoTpes npesocTaBieHHbIC DPOH3BOAHMTENEM JAOKYMEHTHI M COAEPXKAIMECT B HUX
CBEIICHHs, HACTOALIMM MOATBEPHIAIO, 4YTO CEpHS JIEKApPCTBEHHOrO [MpenapaTa
COOTBETCTBYET TPeOOBAHUSM, YCTAHOBIIEHHBIM TIPH €0 OCYIapCTBEHHON PErHCTPALIHH.
Matrosa E, A,
110 JI0BEPEHHOCTH B/H
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UCB Pharma SA
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Belgium

Chemin du Foriest, B-1420 Braine I'olleud

Cepmuguxam ananuza

Mepesod

Kennpa Ta6netku, nokpeitsie naenouroi 06omoukoi, 250 Mr — 30 tabreTox

Homep cepun

Kon npoayxra

3aperm:‘rpupona|-|ume YCIOBISY XpAHeHU!:

XpauuTe npu Temnepatype He Bhiuie 25 °C B cyxom Mecte

Jpyras unopmanys o xpanenun

CootseTcTayeT TpehHOBaHUAM CIIEUMDUKALMH KAK TTOKA3AHO HIKE:

IMokazaTenn

Onucanne

OaHOPOAHOCTH AO3HPOBANHS

Copeprcanue Boabl
Pacrpopenue

IMopmuuuoeTn
JleBerupauerama (axupanbuas
BXKX)

Jlesernpauerama (TCX)
Turana puokenn (E171)

FD&C Blue #2 Indigo Carmine
aluminium lake (E132)

Konnueersennoe onpeaenenic:
JleBernpauerama

ITocTroponuue npumecu:
Hunenruduunposanuasn:
2-nupponuoH-N-MacasaHas KHCIoTa
Jliobasn eguHuuHasn
HeWaeHTH(PULUMpOBaHHAs

npumecs

Cymma npumecei,
HAEHTHPHUMPOBAHHBIX H
HEUIEHTHHLIHPOBAHHEIX

MukpobGuoyiornyeckast 4neToTA
Cymma aspobueix Gakrepuit (TAMC)
Cymma rpu6oe (TYMC)

KuleuHas nanouxa

: 297458

: CIA00517

| He yKazaHa
Creundunraygns PesyasTarsi
["ony6sie opanbHoi GopMbl TabreTky, Coorsetcrayer
NOKPLITHIE MIEHOUHOH 06010UKOH, ©
ABOSKOBBINYK/IBIMY TTIOBEPXHOCTAMH, C
OJAHOCTOPOHHEH PHUCKOM, O OfIHY
CTOPOHY OT KOTOPO# UmeeTcs
rpaBupoeka “ucb”, no gpyrywo - 250
B coorserctare ¢ Ph, Eur. 2.9.40 CooTpetcTByeT

He 6onee 2,0 %

Q =80 % 3a 30 MunHyT
Kpurepun npuemnemocta USP,
YPOBEHb 2

[MonoyxuTensHpli pesynsrar
TonoxwrtensHeli pesynsrar
[Monosxkurensupiii pesynsTat
(ecnu BHIMOTHAETCS)
[Monoxurenshbll peaynsrar
(ecnu Buinonusercs)

250 mr va omury Tabneriy
95,0 % - 105,0 %

He 6onee 0,50 %

He Gonee 0,10 %
He Gonee 0,80 %

I
f
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He Gonee 1000 KOE/r
He 6onee 100 KOE/r
Orcyrereyer sl r

Crpannua | u3 2

BeinonHsercs nepuoanyecku

CoorsercteyeT

CoorsetcTByer
CootseTtcTayer

Beinonnserca NMEPHOOHYECKH

Beinonusercs NEPHOOHYECCKH

100,1 %

<0,10 %

<0,05%

He nonnacres
KO/TAYECTBEHHOMY
ornpeaeneHuo %

Brimonuserca nepuognuecku
Brinonusercs nepuonuyecky
Beinosnserca nepuogaiecku
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} hl UCB Pharma SA

Chemin du Forijest, B-1420 Braine Valleud
i ‘ Belgium

Cepmugpuxam ananuza

Kenmpa ra6neriu, noxpeirsie nnenoymoi obonouKoi, 250 mr — 30 Tabnetok

Mepesod

Homep cepiu 1297458

Kon npoaykra : CIA00517

3aperncrpuposanunie yenosna XpaHeH s
XpaHuts npu TeMNepatype He Briwe 25 °C B cyxoM mecTe

Hpyras unchopmanma o xpanennn ! HE yxazaHa

3anBaenne o ceprudmkaumn;

Hacrosummm nopreepicnaio, uro NPHBEACHHAA Bblle HH(OPMAUMA ABNAETCH MOANMHHONW H TOYHOM.
YKasaunas cepus nponyicra MPOM3BE/ICHA, BKIIOYAS KOHTPOJb KAUECTBA, B MONHOM COOTBETCTBHH G
tpebopanuamu Hannexauweii [lpoussoacrsennoi Mpaktiku (GMP) noxanbHbIX peryaMpyiowmux OpraHos.
IIpoTokonsl npoussoacTsa M ananuza CEPHH [IPOBEPEHLI M MNPU3HAHEI COOTBETCTBYIOWHMH TPeGoBaHHAM

GMP.
Hara npoussoacrsa : 06 aBrycra 2019 r.

Cpox roanocrn 131 vrons 2022 T,

HauHas noanuck sRnsercs JMIEKTPOHHOM
: Cun lvie

Kem Brigano Cung Sy

Ynonnomouentoe nuuo

Jata Beinycka : 03 mapra 2020 r/

Y101H0MO4EHHOE JINL0 NA0LAAKI : De Keyser Jean-Luc

«lOCb @apma C.A.» Ten.: +32 2386 2111

Crpanunua 2 u3 2 iTR0BA. £, hoo 44/
10 JI0BEPEHHOCTH B1H
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