
MHHMCTEPCTBO 3APABOOXPAHEHRR 
POCCHHCKOM <DE^EPAL1,MM

Pei Hc rpaiiMoiiHoe y^ocToeepeHMe 
jieKapcTBeHHoro npenapara /ijih MeaHpHHCKoro npHMeHeHMH

Jin-004084
(HOMep perHCTpauHQHHoro yjocTOBepeHHH jieKapcTBeHHoro npenapaxa)

HaimeHOBaHiie aep>KaTejiH (BJia/iejibua) 
periicrpamioHHoro yaocroBepeHHB JieKapcTBeHHoro 
npenapara

K)CE OapMa CA, Eeabraa 
UCB Pharma SA

Aapec .MecTOHaxo>K,icHiiH aepyKare/m (B^aaejibua) 
periicrpamioHHoro yflocroBepeHiia JieKapcTBeHHoro 
npenapara

Allee de la Recherche 60,1070 Brussels, Belgium

^ara rocyaapcTBeMHOH periicrpaumi 
JieKapcTBeHHoro npenapara

CpoKueiicTBiiH perncTpamioHnoro yflOCTOBepemiH 
JieKapcTBeHHoro npenapara

Tiara BHeceHim inivieHeHiin b perncrpamioHHoe 
yaocroBepeniie JieKapcTBeHHoro npenapara (aara 
saMCUbi periicrpamioHHoro yaocroBepemiH 
JieKapcTBeHHoro npenapara)

HucJiopMauHsi o 3aperHCxpnpoBaHHOM jicKapcrBCHHOM npenapaxe:

Toproaoe HamvieHOBaHue EPHBHAK

Me/KaynapoAiioe HenareHTOBaHHoe, hjih 
rpynnnpoBOHHoe, iijin xiiMimecKoe HaiiMeHOBamie EpuBapaueraM

JleKapcrBeHHaii (jiopMa xaOjiexKH, noKptixbie nnenouHOH o6ojiohko0

Tl03lip0BKa

KaHecTBeHHbiii cocras h KoaiiHecrBeHHbiH cocras aencrByioimix BemecrB h KanecTBeHHbin cocras 
BcnoMorarejibHbix BemecrB

SpHBapauexaM 10.00/25.00/50.00/75.00/100.00 mt, BcnoMoraxejitHbie BemecxBa (KpocKapMeauosa naxpHa, jiaKXOSM 
MOHoniapax, OexaaeKc, jiaKxosa OeaBoaHaa, Maxima cxeapax, ruieHOHHaa oOaoHKa - Onaapaft II 85F18422 Seabifl 
[nouHBHHHJioBbifl cnHpx, xajibK, nouMaxHueHraHKOUb 3350 (MaKporoa 3350), xuranaawoKCHa]/ OnaapaH II 85F27501.4 
cepbifi [noaHBHHHaoBbiH cnirpx, xajibK, noaMaxHaenraHKoab 3350 (MaKporou 3350), THxanaaHOKcna, Kpacuxeab aceaeBa' 
OKCHa areaxbiii, KpacHxeab iKeaesa okchu MepHuil]/ OnaapaH II 85F38197 *euxbiH [noauBHHHaoBbin cnupr, xaabK, 
noauaxHaeuraiiKoab 3350 (MaKporou 3350), THxana auoKCHa, Kpacuxeab iKeaesa okchu acearbiH, KpacHxeab areaesa 
OKcna KpacHbiB]/ Onaapaft II 85F200021 ([moueTOBbiH [noaHBHHHaoBbiH cnupr, xaabK, nouHoxHaenraHKOub 3350 
(MaKporou 3350), xHxana anoKCHa, Kpacuxeab iKeaesa okchu areuxbiH, KpacHxeab aceuesa OKCHa KpacHbiB, KpacHxeab 
iKeueaa OKCHa uepHbifl]/ OnaapaB II 85F270000 iKeuxo-KopHuHeBbiH [nouHBHHHuoBbiH cnHpx, xaabK, 
nouHaxHueHruHKOUb 3350 (MaKporou 3350), XHxana aHOKcna, Kpacuxeab areaesa okchu areuxbiH, KpacHxeab areuesa 
okchu HepubiR])

TaOuexKH, noKpbixbie nueHounofi oOouohkoh, 10 Mr (OuHcxep) 
14x1 (naHKa KapTOHHas);
xaOaexKH, noKpbixbie naenouHOH oGouohkoh, 25 Mr, 50 Mr,
75 Mr, 100 Mr (OuHcxep) 14x4 (nauKa KapTOHnaa);
TaOaexKH, noKpbixbie nueHOHHOft oOouohkoh, 10 Mr, 25 Mr,
50 mx, 75 mx, 100 mx (HHaHBHayaubHbifi OuHcxep) 1 x 100 
(namra KapTOHuan)

OopMa BbinycKa (aeKapcrBCHHan i|)opMa, aosupoBKa, 
nepBiiHHan ynaKOBKa, kojiiihcctbo aeKapcrBeHHofi 
(jiopMbi b nepBiiMiion ynaKOBKe, KOJiimecrBO 
nepBHHHon ynaKOBKii b norpediireabCKon ynaKOBKe,
KOMnaCKTHOCTb)

Jin-004084-180117PeKBiniiTbi HopMariiBHon aoKyMenramiH
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CrpaHHua 2 perHcrpauHOHHoro yaocTOBepeHHH JVe Jin-004084

FIpoH3BoacTBeHHbre njiomaaKH, ynacTByioinHe b npouecce npoHSBoacrBa jieKapcTBeHHoro 
npenapara, c yKasaHHCM craanH npoH3BoacTBa, HasBaHHH h {JjaKTHHecKHx aapecos 
MecroHaxoataeHHH
ripou3eodume}ib (Bee cmaduu npouseodemea) K3CB OapMa CA, Beatraa / 

UCB Pharma SA, Belgium
Chemin du Foriest, Braine L'Alleud, B-1420
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