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I4H(J)opMaiiiui o aapeniCTpnpoBaHHOM jieicapCTBeHHOM npenapaxe:

ToproBoe HaiiMenoBaniie Kennpa®

JleBeTiipaijeTaM

MM3

J1CP-003170/09-260623

053940

[pacTBop ana npnewa BHyrpb, 100 mf/mji ((|)naKOH) 
300 mji x 1 + mnpHU MepHbiii x 1] x 1 (nanica 
KapTOHHaa)

MI4HHCTEPCTBO 3APABOOXPAHEHH5I 
POCCHMCKOH 0EAEPAI4HH

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

Pei HCipanHoiiHoe 
neicapcTBeHHoro upenapaTa ^jisi Me;iMmiiici<oi o iipiiMCHeiiiisi 

JICP-003170/09
(homcp perncTpaijiioHHoro yflocTOBepem-iH neKapcTBCHHoro npenapaia)

•Dopma Bbinycica (jieicapcTBeHHaii (popwa, 
AoaiipoBica, nepBHHHan ynaicoBica, kojiipicctbo 
jieKapcTBeimoH (popMbi b nepBiiMiioii ynaicoBKe, 
KojiHHecTBO nepBiriHoii ynaKOBKii b 
noTpeOiiTejibCKoii ynaicoBKe, KOMiuieicTHocTb)

PeKBHSHTbl HOpMaTlIBHOH flOKyMeHTaiJHII

MeacayHapoAHoe HenaTeHTOBaHHoe, iijiii 
rpynniipoBO’iHoe, hjih xiiMHHecKoe 
HaiiMeHOBaniie

JleKapcTBCHHan (jiopMa

HaiiMeHOBaniie flep>KaTejui (BJiaaejibija) 
periiCTpauiioHHoro yaocTOBepeHiia 
jieKapcTBCHHoro npenapaxa

Ajipec MecTOHaxo>KneHiiH aepacaTejm 
(BJiaaeJibpa) periiCTpaiiiioHHoro yflocTOBepemia 
JieKapcTBCHHoro npenapara

JlaTa rocyaapcTBeHHoft penicTpamin 
JieKapcTBCHHoro npenapara

Cpoic aencTBiin periicTpamionnoro 
yaocTOBepeHiin jieicapcTBeiiHoro npenapara

/Jara BHeceHim niMeiieHiiii b perHCTpayiioHHoe 
yflocTOBepcHiie JieKapcTBCHHoro npenapaja 
(aaia saiweHbi perncTpamioHHoro 
yjIocTOBepeHiiH JieKapcTBCHHoro npenapaja)

Ka’ieCTBCHHblH COCTaB H KOJIUHCCTBeUHblii COCTaB ACi'lCTByiOmilX BCineCTB II Ka’ieCTBCKHblH 
cocraB BcnoMoraTCJibHbix BenjecTB

jieBCTupaueraM 100 mt, BcnoMorarejibHbie BemecTBa (Harpua miTpar, jihmohhoh KHcnoTbi MOHonmpaT, 
MeTHjinapariiapoKcndeHsoaT, riporiMjmapariijipoi<CH6cH3oaT, awMOHiia raiiuMppuaaT, rjimjepon 85 %, 
MaiibTHTOJi, auecyjib(|)aM Kamm, apowaTiiaaTOp BHuorpajinbiii 501040A, Bo/ja omnneHHaa)

pacTBop AJis npi-teMa nnyipb

100 mf/mjiJI,03IipOBKa

K)CB OapMa CA, Bejibrna 
UCB Pharma S.A.



FaiarojieB

HeKCT<5apMa C.a.C., Opaiimi;! / NpxtPharma
S.a.S.,'France /
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17 Route de Meulan, F-78520 Limay, Fiance

C.B.SaiwecTMTejib Miimfcrpa

IIpoH3BOjiCTBeHHbie njioiuaaKii, yiacTByiomne b npoyecce nponsBo/xcTBa jieKapcTBeiirioro 
npenapaxa, c yicaaaiineM CTaflHii npoii3BoacTBa, HasBamiH ii (|>aKTH»iecKHx aapecoB 
MecTonaxoacaeHiin

ripoiKSBodiunejib (Bee cinaduu npousBodcniBa)


