
MHHMCTEPCTBO B^PABOOXPAHEHMH 
POCCMMCKOH (DFvlEPAHHH

PerHCTpaijHOHHoe vvioc i oBcpciiife 
jieKapcxBeHHoro npenapaxa Me^HpHHCKoro npHMeneHHH

J1 CP-009187/09
(HOMep perncxpauHOHHoro yflocroBepeHHa JieKapcxBeHHoro npenapaxa)

xaGnexKH, noKpbixbie nneHOHnon oSononKofi, 50 mx. 
100 Mr, 150 mx, 200 mx (6jincxep) 14 x 1/4 (nanKa 
KapxoHnaa)

<J>opMa BbinycKa (jieKapcrBCHHaa (j)opMa, 
aoinpoBica, nepBHHHaa ynaKOBKa, kojihhcctbo 
JICKapCTBCHHOH (J)OpMtI B nepBHHHOH 
ynaKOBKe, kojibhcctbo nepBHHHofl ynaKOBKH b 
norpeOHrejibCKOH ynaKOBKe, KOMnjieKTHOCTb)

JICP-009187/09-061221PeKBHSHTbl HOpiViaTHBHOH aOKyMCHTaUHH

039435

HaHMCHOBaHHe Aep^KaTejin (BjiaAejibua) 
perHCTpauHOHHoro yAoexoBepeHHH 
jieKapcTBCHHoro npenapaxa

K)CE OapMa CA, Eeabxna
UCB Pharma S.A.

A^pec MecTonaxoacfleHHH flepacarejia 
(BJiaaejibiia) perHcrpauHOHHOxo yaocroBepeHHa 
JieKapcxBeHHoro npenapaxa

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

^axa rocyaapcTBennon perncxpannH 
JieKapcxBeHHoro npenapaxa

16.11.2009

CpoKaeiicxBHH pexHCxpannonnoro 
yilocxoBepenna JieKapcxBeHHoro npenapaxa

GecepOMHO

/laxa Bnecenna naMenennH b perncxpannoHHoe 
yflocxoBepenne JicKapcxfiennoxo npenapaxa 
(aaxa xaMenbi perncxpannoHnoro 
yaocxoBepenna JieKapcxBennoro npenapaxa)

06.12.2021

HiKjjopManna o xapexHcxpupoBaimoM jieKapcxBCHHOM npenapaxe:

ToproBoe nanMenoBaHHe Bnivinax®

Me^KAynapoAHoe nenaxeHxoBannoe, hah 
rpynnnpoBOHHoe, hah xHMHMecKoe
naHMenoBanHe

JlaKocaMi-m

JIcKapcxEennaa (jjopivia xa6aexKH, noKpbixwe naenouHofi oSoaoHKon

flosnpoBKa 50 Mr, 100 mx, 150 mx, 200 mx

KaMecxBennbiH cocxaB n KoanHecxBennbiH cocxas aeiicxByiomHX BemecxB n KaaecxBenHbiB cocxas 
BcnoMOxaxeabHbix BemecxB

jiaKocaMHa 50.00/100.00/150.00/200.00 mx, BcnoMoxareabUbie Bemecxsa (nejuirojiosa MHKpoKpHcxajijiHMecKa^
(TYP102), XHnpojioaa HH3K03aMemeHHaa, uejunojiosa MHKpoKpncxajuiHHecKasi cnjincftHunpoBaHHaa (neajnojiosa 
MHKpoKpHcxajuiHMecicaH 98 %, Kpewnna aHOKCHa KonnoHanwH 6e3BoaHbifi 2 %), icpocnoBnaoH, Marnna cxeapax, 
XHnpoaosa, oSoaonKa Onaapan II (uBexHon) [85F20249 nypnypHbin/ 85F38040 aceaTbiii/ 85F27043 aoaoTHCTbin/ 
85F30675 chhhh: nonHBHHHaoBbift cnHpx, xaabK, Manpoxoa 3350, THxana anoKCHa, El 71, KpacHxeab *eae3aoKcna 
>KeaTbiti, E172 -/+/+/-, Kpacnxeab Keaesa OKcna Kpacnbiil, El 72 +/-/+/-, KpacHTeab >Keae3a OKCHa nepabin +/-/+/-, 
icpacHreab HHanxoKapMHH FD&C ChhhB 2 +/-/-/+])



CxpaHHua 2 perHcrpauHOHHoro yflocroBepeHHH JVe J1CP-009187/09

ripoH3BoacTBeHHbie njiouiaaKH, ynacrByiomHe b npouecce npoHjBoacxBa jicKapcxaenHoro 
npenapaxa, c yicasaHHeivi cxa^Hii npoH3BoacxBa, HasBaHHH h <J)aKxnHecKHx aapecos
1VI ecro H a XO^KiieH H5I
Ilpouseodcmeo zomoeoit neKapcmeennoit cpopMbi 3ficnKa OapMactKDXHKajiB Fm6X, FepMaHHa 

/ Aesica Pharmaceuticals GmbH, Germany

Galileistrasse 6, 08056 Zwickau, Germany

IJepeiwnaM ynaKOBKa SiicHKa cpapMacbK>xnKan3 Fm6X, FepMaHna 
/ Aesica Pharmaceuticals GmbH, Germany

Mittelstrasse 15, 40789 Monheim am Rhein, Germany

BmopuHHOH/nompedumejibCKaft ynaKOBKa 3HCHKa OapMacbioxHKans Fm6X, FepManHa 
/ Aesica Pharmaceuticals GmbH, Germany

Mittelstrasse 15, 40789 Monheim am Rhein, Germany

ripomeodume.nb (BunycKaioiifuu Kownponb Kanecmea) 3ftcnKa OapMacbroxHKans Fm6X, FepManHa 
/ Aesica Pharmaceuticals GmbH, Gennany

Alfred-Nobel-Strasse 10, 40789 Monheim am Rhein, Germanly

3aMecTHxejib MHHHCipa. EjiarojiCB
(noarmct)

M.n.


