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MI4HI4CTEPCTBO 34PABOOXPAHEHW5I 
POCCPB4CKOH OEHEPA11WH

PerHCTpauMOHHoe y/iocTOBepeuMe 
jieKapcTBemioro npenapaTa .MtviMnifiicKoro npuMeHCH 

n N014627/01
(Howep perwcTpauHOHHoro yAOCTOBepeHHa jieKapcTBeHHoro npenapaTa)

HaiiMenoBaHiie aepwaTejiH (Bjiaaejibna) 
pei HCTpaUHOHHOl O yflOCTOBepeHHH 
jieicapcTBeHHoro npenapara

KDCE Oapwa CA, Beabrua 
UCB Pharma SA

Aapec MecTOHaxoacaeHHH aep/Ka rejia 
(BJia4ej11.ua) periiCTpamiouHoro 
yflocTOBepeuMH JieKapcTBCHHoro npenapaTa

JXaTa rocyaapcTBennon perncTpaunH

Allee de la Recherche 60, B-1070 Brussels, 
Belgium

JieKapcTBCHHoro npenapaTa

Cpoic aencTBiin penicTpamioHHoro 
yaocTOBepeniiH JieKapcTBennoro npenapaTa

23.12.2008

SeccpoHuo

,ZI,aTa BHCceuna iBMenennH b penicTpamionnoe 
yaocTOBepemie JieKapcTBennoro npenapaTa 
(aaTa aawenbi perucTpauHonnoro 
yaocTOBepeniiH JieKapcTBennoro npenapaTa)

25.01.2024

HH(|)opMami5i o 3aperncTpnpoBaHHOM JieKapcTBeuHOM npenapaTe:

Toprosoe HaiiMeHOBanne Kennpa®
MoKaynapoanoe nenaTeHTOBannoe, iijih 
rpynnupoBonnoe, nan xiiMimecKoe 
HaiiMeHOBaHne

JleseTupaueTaM

JleKapcTBennafl (JiopMa TaOaeTKii noKpbiTbie naenouHon oSoaouKoii

)l,O3HpOBKa 250 MF, 500 MF, 1000 MF

KaHecTBennbin cocTaB n KoanHecTBennbin cocTas aencTByiomux BemecTB n KanecTBennbin 
COCTaB BCHOMOi aTCJlbHblX BCIlieCTB

neseTHpaueTaM 250,000/500,000/1000,000 wr, BcnoMoraTeabHbie BemecTBa (KpocKapMeaaoaa uaTpua, 
MaKporoa 6000, KpeMHHM auoKcua, MaruHa cxeapaT, oOojioHKa: Onaapau 85F20694/ 85F32004/ 
85F18422 [icpacHTeab iicejieaa OKCiia iKenTbiti (E172): -/+/-, Kpacirreab nnaHroKapMnn (E132): +/-/-, 
MaKporoji3350: +/+/+, noaHBUHiuioBbiii cniipT aacTHHuo ruapoansoBauHbiiii +/+/+, TaabK: +/+/+, 
TnTaua auoKcua (El71): +/+/+])

(popwa Bbinycica (neKapcTBennan ijiopMa, 
aoanpoBica, nepBHHHan ynaKOBica, KOJinnecTBO 
jieKapc rBeHHoii ifiopMbi b iiepBunnoii 
ynaKOBiee, icoanuecTBO nepBUHnofl ynaicoBKTi b 
noTpeOiiTejibCKoii ynaicoBice, KOMnaeiornocTb)

TaSaeTKM noKpbiTbie naeHOUHon oSoaouKofi, 
250 mf, 500 mf, 1000 mf (KOHTypuan aaeiiKOBaa 
ynaKOBKa(6ancTep)) 10x3/6 (nauxa KapTOHnaa); 
ynaKOBKa «UH-6aaK»: TaSaeTKH noKpbiTbie 
naeHOMHOH oSoaouKOti, 250 mf, 500 mf, 1000 mf 
(KOHTypnaa aueriKOBas ynaKOBKa(SancTep)) 10 x 
120-1000

PeKBIBHTbl HOpMaTHBHOH aOKyMeHTaUIIH FI NO 14627/01-010 823
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CrpaHtma 2 perncTpaiinoHHoro y/jocTOBepeHMfl Xs H NO 14627/01

ripoiBBO/iCTBeHHbie njiomaAKii, yHacTByiomne b npouecce nponsBO/icTBa jieicapcTBeHHoro 
npenapaya, c yKasaHiieivi cTaanii nponsBoacTBa, iiaiBaHini n (|)aKTiiHecKiix aapecoB 
MecTOHaxowieHiiH

npou3Bodnmejib (Bee cmaduu npouseodcmBa) 1OCE Oapwa C.A., Eejibnia/UCB Pharma S.A., 
Belgium
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