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MMHHCTEPCTBO SAPABOOXPAHEHMil 
POCCHMCKOM OEAEPAUWH

PerMCTpauHOHHoe y^ocroBepcHHe

jieKapci BCHnoro npenapara ^jih MeawaHHCKoro npHivieHeHiia
JUT-000325

(noiviep perncxpauHOHMoro yaocxoBepeHMa aeKapcxBenHoro npenapaxa)

HaHMeHOBaHtie aepiKaxeiia (sjiaaejibua) 
perHcxpauHOHHoro yaocxoBepeHHH 
jieKapcxBCHHoro npenapaxa

K3CE Oapwa C.A., Eeabrna 
UCB Pharma S.A.

Aapec MecxonaxoacaemiH aepacaxenn 
(BJianejibna) perncxpannonnoro yaocxoBepenna 
jieKapcxsennoro npenapaxa

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

JTaxa rocyaapcxEennon perncxpaunn 
jieKapcTBenHoro npenapaxa
CpoK flencxBHH perHCTpannonnoro 
ynocxoBepenna JieKapcTBenHoro npenapaxa
/I,axa Bnecenna HrMenennii b perncxpannonnoe 
ynocxoBepenne jieKapcxBennoro npenapaxa 
Caaxa raMeiibi perncxpannonnoro 
yaocxoBepenna neKapcxsennoro npenapaxa)

Hn^opMauua o aaperHcxpnpoBaHHOM JieKapcxBenHOM npenapaxe

ToproBoe nanMenoBaHHe Kennpa®

Meacflynapo/iHoe HenaxenxoBannoe, hjih 
rpynnnpoBOHHoe, hjih xnMHHecKoe 
HauMeHOBanne

JlcBexupaueraM

JlcKapcxEennaa (jiopMa KOHixenxpax ana npHroxoBaenna 
pacxBopa ana hh^yshh

JToanpoBKa 100 Mr/Mji

KaMecxBennbin cocxas n KOJiHHecxBenHbin cocxaB aencxByioinHX BemecxB n KaHecxBennbiH 
cocxas BcnoMoraxejibHbix BemecxB
jieBexupaueTaM 100 Mr, BcnoMoraxejibHbie BeuiecxBa (naxpua apexax xpHrnapax, naxpHa xjiopua, 
yKcycnaa KHcaoxa aeaanaa 10 %, Boaa ana uhbckuuh)
OopMa BbinycKa (aeKapcxEennan (JiopMa, 
aoanpoBKa, nepEnman ynaKOBKa, kojihmccxbo 
JlCKapCXECHHOH ijjOpMbl B nepBHMHOH VnaKOBKC, 
KOHHHeCXBO nepBHHHOH ynaKOBKH B 
noxpeOnxejibCKon ynaKOBKe, KOMnacKxnocxb)

KOHuenxpax aaa riphtotobjiehha pacxBopa ana 
HH<j)y3HH, 100 mc/mb (4»aaKon) 5 mb x 10 (nauKa 
KapxoHnaa)

J1U-000325-221122PeKBHsnxbi HopMaxiiBHon aoKyMeHxauiiH

044741



CrpaHHua 2 perHCTpauHOHnoro yflocxoBepeHHa >fo Jin-000325

npoH3BOflCTBeHHbie luiomaaivH, yHacTByiomHe b npouecce npoHSBoacTBa jicKapcrBCHHoro 
npenapara, c yKasaHHew craanii npon3BoacTBa, HasBaHHH h (jjaKTHHecKHx aapecos 
MeCTOHaXOJKaCHHH
ripoineodcmeo zomoeou jieKapcmeeHHOU tfiopjiibi FlajeoH HxajiHH C.n.A., Hxajrna /

Patheon Italia S.p.A., Italy

Viale G.B. Stucchi, 110 - 20900 Monza (MB), Italy

nepemHcm ynaKoeica HaxeoH HxaJina C.n.A., HxanHa /
Patheon Italia S.p.A., Italy

Viale G.B. Stucchi, 110 - 20900 Monza (MB), Italy

Bmopii'iHOx/nompeQumejibCKaR ynciKoem OilcHKa OapMacbioxHKajra C.p.Jl., Plxanna /
Aesica Pharmaceuticals S.r.l, Italy

Via Praglia, 15, 10044 Pianezza (TO), Italy

IJpoweodumejib (BbinycKawipitu Koumponb 
Kanecmea)

OftcHKa OapMacbioxnKaji3 C.p.Jl., Hxajma /
Aesica Pharmaceuticals S.r.l, Italy

Via Praglia, 15, 10044 Pianezza (TO), Italy
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