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MMHHCTEPCTBO 3ZIPABOOXPAHEHM51
POCCHHCKOH OEAEPAUMH \. r

Pemci pamiOHiioe y^oc roBepeiiwe 
jieKapcTBCHHoro npenapaya zvisi Me;inmincKOi o npwMCHeHMii 

Jin-JV2(004074)-(Pr-RU)
(nowep pei’HCTpauiiOHHoro y/iocTOBcpeiinn jieKapcTBCHHOro npenapaia)

B COOTBCTCTBHH C FIpaBUJiaMH pefHCTpaUHH H 3KCnepTH3bl JieKapCTBCHHblX CpeflCTB flJIM MCflHLlMHCKOrO 
npiiMeneHHB, nacToamee perncTpaunoHHoe yflocTOBepemie Bbiaano:

ii noATBcpjKuaeT, hto jieKapcTBemibiii npenapaT 3aperiiCTpnpoBan n pajpeinen k Me/uiiiHHCKOMy npHMenenwo 
Ha TeppHTopviH:

3
~4

HaiiMCHOBamie aepacarejin 
perncTpamioHHoro y/ioCTOBepeHiiH:

Aapec AepjKaTe.na perncTpamioHHoro
yflOCTOBepeHim:

/taxa penicTpamin:

/JaTa iicTeHeHiiii cpoica aeiicTBiiH 
perncTpamioHHoro y/jocTOBepeHiiH:

4aTa noATBep/KHCHiiH penicTpamin
(nepeperiicTpamni):

/lara BHeceHiia inMeHeHiiii
(nepeotjiopMjieHHH) b pemcTpamioHHoe
yaocTOBepeHiie:

4ara perncTpamni b pecjiepeHTHOM
rocyaapcTBe:

K)CE (Papwa CA, EeJibrna/
UCB Pharma SA, Belgium

Ajuie ae jib Petuepm 60, E-1070 Eptoccejib, Sejibrna/
Allee de la Recherche 60, B-1070 Brussels, Belgium

F.BFA JMHCKMH 0103

20.12.2023

Pocchhckoh OeaepatiHii

(rocyaapcTBO - hjibh EapasiiHCKoro 3KOHOMi-iHecKoro coiosa) 

HtbopMauHM o aapentcTpupoBaHHOM neKapcTBeHHOM npenapa'

8 ToproBoe HaiiMCHOBaHiie jieicapcTBeHHoro 
npenapaTa:

___________ •___________‘z-
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9 Me>KayHapoflHoe HenareHTOBaHHoe 
HaiiMCHOBaHiie (MHH), hjiii ogmenpiiHsrroe 
(rpynnupoBOHHoe) HaiiMeHOBanne, iijih 
XIIMHHCCKOe HaiiMCHOBaHiie aKTHBHOH 
(jjapMaueBTHHecKOH cyScTaHuiin 
(npn OTcyrcTBini MHH):

IJepTOJiHsyMaSa naroji

10 JleicapcTBeHHasi (|)opMa: paci Bop AJia noziKorKHoro BBeaeHHsi

11 )lo:nipoBKa(-H): 200 mf/mji

12 <PopMa(-bi) BbinycKa: [paci Bop ruia noAKOMHoro BBerieumi, 200 mp/mji 
(loiipim) 1.0 mb x 2 + (cajitjieTKa) x 2] x 1 (KHHweHKa 
KapTomiasi "SyMa>i<HiiK")]

13 CocraB jieKapcTBCHHoro npenapaTa: ueprojinsyMaO naroji 200 mt/mji BcnoMoraTejibHbie 
BemecTBa (Ha rpua aueraT, narpmi xjiopna, Boaa aiui ' 
HHbeKUHH)

14 CpoK roflHocTii: 2 rona



CTpaw-ma 2 perwcTpauHOHHoro yAOCTOBepew-ia Ke Jin-Xs>(0040 =74)-(Pr-RU)

Jfs CTaaiifl npoiBBOflCTea 
(see yHacTHiiKii 
npOHSBO/ICTBeHHOrO 
npouecca)

HaasaHiie opraHiisamni Aapec nponsBOflCTBeHHoii njwma/ucii

1 ripoH3BOaCTBO POTOBOH
JieKapCTBCHHOH (|)OpMbl

Berrep (PapMa-OepTHryi-ir 
EmBX h Ko. KF, repwaHHJi/ 
Vetter Pharma-Fertigung GmbH 
& Co KG, Germany

ArBeHSamuTpacce 2-4, 88085 
JlaureHapreH, FepMaHtta/ 
Eisenbahnstrasse 2-4, 88085 
Langenargen, Germany

2 riepBHMHaa ynai<0Bi<a Berrep <PapMa-4>epTnryHr 
FmBX h Ko. KF, FepMaHmi/ 
Vetter Pharma-Fertigung GmbH 
& Co KG, Germany

ArneHBaHuiTpacce 2-4, 88085 
JlaureHapreH, FepMaHuri/ 
Eisenbahnstrasse 2-4, 88085 
Langenargen, Germany

3 BTopiriHas ynaKOBKa K)CE> Oapwa CA, Eenbrmi/ 
UCB Pharma SA, Belgium

UJeMHH tuo <bope, E-1420 Bpafiu- 
ji’Ajijiio, Bejibnm/ Chemin du Foriest 
1420 Brainc-l'Alleud. Belgium

4 BbinycKaiomnfi
KOHTpOJlb KaMCCTBa

K)CE> <I>apMa CA, Bejibn-ia/ 
UCB Pharma SA, Belgium

UIcmiih mo <I’ope, B-1420 BpanH- 
jf Ajjjno, Bejibripr Ehemin du Foriest 
1420j3wmTe?jl'Alleud, Belgium

Safriecnrrejib Mnmicrpa C.B. FjiarojieB
(noanacb)

M.n.


