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YCTAHOBJIEHHBIM ITPH EI'O
IOCYIIAPCTBEHHOM PEI'MCTPAILIUUA

Topronoe HauMeHOBaHIE Kermpa®

MG}I(JIYHapOILI'l 0O€ HENATEHTOBaHHOE HEBETP[paIICTaM

HAaHMEHOBAHHE (IPYNINHPOBOUHOE UITH

XHMHYECKOoe)

Jlexapcreennas hopma TabNeTKH NOKPEITHIE [IEHOYHOH
obonouxoit

JHosuposia 500 Mr

dopma BEITYCKA 10 T, - ymakoBKku SUEHKOBEIE KOHTYPHBIE

(3 wr.) - nauku kapToHHEIE (30 1IT.)

Howmep cepun (maptun): 301905

Obpem cepun (napTin): 62338 yn.

Ilara npoussoncTBa: 13.01.2020

[ouen no: 31.12.2022

Hanmenoaune u anpec npoussonutens (¢ | IOCE Mapma C.A., Bensrus (Chemin du

yKasaHueM CTaJui NpoM3BOJCTBA) Foriest 1420 Braine-I'Alleud, Belgium) —
BCE CTaIUH

Homep wu pata  peructpaunonuoro ITNO014627/01 o1 23.12.2008

YJOCTOBEPEHHS

Homep HOpMaTHBHOMH MOKYMEHTAITHH 1 N014627/01-280509 (M3m.Ne 1-10)

Hanmenosanne u  azpec pepxarens | IOCB dapma C.A., Bensrua (Allee de la

PErHCTPALIMOHHOIO YAOCTOBEPEHH Recherche 60, B-1070 Brussels, Belgium)

PaCCMOTpf.B IIPEOOCTABIICHHEIE ITPOU3BOJUTEIIEM JOKYMEHTLI H COAEpXallluecd B HHX
CBCIACHHS, HaCTOALUMM TIOATBEPMAAN, 9TO CCpHA  JIEKapCTBEHHOT'O  IIpernapara

CDOTBCTETByeT TpEGOBaHHRM, YCTaHOBJIEHHEIM IIpH ero FOCY,E[EpCTBEHHOﬁ perncrpauuﬂ.
Marposa E, A,
B N0 J10BEPEHHOCTH B/H

ol / f‘
Toankcs OTBETCTBEHHOO NHUA: @/ I R Vi

(monmnuce) (®HUO)

Tlata 29.06.2020 r.




I hl UCB Pharma SA

Nepesod
Chemin du Foriest, B-1420 Braine l'alleud
‘ Belgium
Cepmugpurxam ananusa
Kennpa TabneTku, NOKpLIThie NeHouHoi 060104KOH, 500 mr — 30 Tabnerok

Homep cepuu

1301905
Kox npoaykTa : CIA00514
3aperncTpHPOBANKbBIC YCA0BHS XPAaHEHHIT:
XpaHuTh Npi TEMNEPATYPE HE BbllLE 25 °C B cyxoM MecTe
Jpyras uHhOPMALHA O XPAHEHUH : HE yKa3aHa
CooTsetcTByeT TpebOBAHUIM CTIEUNQUKALNHN KAK TIOKA3AHO HIKC:
ITokazaTesn Cnenuguxanns Pe3yabTaThl
Onucanue Cperno-ikentoie  osanbHoi  Gopmbl COOTBETCTBYET
TabneTkH, NOKpHITHIE  TIEHOYHOH
oGonoykoif, ¢  ABOAKOBLIMYKILIMH
NOBEPXHOCTAMH,

C O/IHOCTOpPOHHEH PHCKOH, IO ONHY
CTOPOHY OT KOTOPOil HMeeTCA

rpaBHpOBKa «UCby», Mo APYryIo —«500»
OALOPOAHOCTE JO3HPOBAHHS

Cojepianme BOAbI
PacrBopenue

T1oMINHHOCTD

JleseTupauerama (axupablias
BOHX)

Jesernpauerama (TCX)
Turana anokens (E171)

Kenesa oxcua wearbiit (E172)

KoanuccTeeinoe onpeae/cHmne:
JlereTnpauerama

IocTopoHHIE MPHMECH:
HaentuduurposanHas:

2-nupponnnoH-N-MacsiHas KKMCnoTa

Jlio6as equnuyHas
HeMJEHTHOHLUKPOBAHHAS
MpUMECH

Cymma npumecet,
MOEHTHOHUHPOBAHHBIX U
HeMAEHTHOHUHAPOBANHBIX

Mukpofionoryyeckasn 4YMCToTa

B cooreercTBie ¢ Ph. Eur. 2.9.40

He Gosnee 2,0 %
Q = 80 % 3a 30 MHHYT

Kpurepuu npuemnemoctn USP,
ypoBeHE 2

MonoxuTensHsIH pe3yabTar
[TonoXKKUTENBHBIA pe3yabTaT
TlonoxHTeIbHbIH pe3ynbTar
(ecnU BBITONHAETCH)

TTonoKHTENBHBIH pe3ynbTaT
(ecnu BLIMOMHACTCA)

500 mr Ha ofHy TabneTky
95,0 % - 105,0 %

He 6onee 0,50 %

He 6onee 0,10 %
He 6onee 0,80 %

. ih

B COOTBETCTBHH c;‘,Ph B804

Crpanuua f‘m,f;l -y

CoOTBETCTBYET

BrinonuseTcs NepuoAnyecK
CooTBETCTBYET

CoOTBETCTBYET
CooTBeTcTBYET

BBINONHAETCA NEPHOAHUECCKH
BoinoaHAeTes NepUOANHECKH

101,0 %

<0,10 %

<0,05 %
He nonnaeTcs
KONHYECTBEHHOMY

" onpeneneHuio %o

i

-]
BrinonuseTcs nepuoguyecki



l hl UCB Pharma SA

Mepesod
Chemin du Forlest, B-1420 Braine I'olleud
‘ Belgium

Cepmugpuram ananuza
Kennpa tabnetky, NOKPEIThIE MNeHouHoH obonoukol, S00 Mr — 30 Tabnetox

Homep cepun

1301905
Kox npoayxra : CIAQ0514
3aperucTpHpoBaHNbLIC YCHOBMSI XPAHCIIHSE:
XpanuTh NpK TeMNepaType He Boiwe 25 °C B CYXOM MECTe
Apyras nudopmauus o xpaHenun : HE YKasaHa

3asBaenne o cepruduKanun;

HacTosiliMM noaTBepicaaio, 4To NpuBEAeHHAs BbILE uH(popMaLIHA SBJIAETCS NOMIMHHON M TOYHOI.
YkazanHas Cepus npoaykra NpOU3BENeHa, BKITIOYad KOHTpPO/IbL Ka4€CcTBa, B NOJIHOM COOTBETCTBHH C
TpeGosanusmu Hannesxawe#t [poussoacTsentoi paktiiu (GMP) TOKaNEHbIX PETYNHpPYIOLIHUX OpPraHoB.
[lpoTokons! NPOH3BOACTBA M aHanM3a cepuu NpOBEPENbl M MPH3HAHL! COOTBETCTBYIOMIUMH TpebOBaAHMAM

GMP.
JaTta nponszsoxcTsa : 13 supapsa 2020 r.
Cpox roauocTn :31 nexabps 2022 r.

HlaHHas NoANUCEH ABMAETCA 3NEKTPOHHOM

: i ephi
Kem Bu11ano Samain Josephine

YoonuomoyexnHoe nuuo

Jata Belnycka 2 13 man 2020 .

Ynoanomouennoe JIHIXO TUIOHIaKH

: De Keyser Jean-Luc

«lOCB ®apma C.A.» Ten.: +32238621 11

Crpanuua 2 u3 2







