FocypapcTBeHHbIN peecTp

I'PJIC BMKII EBK POIT Cepsuc

JIeKapCTBEHHbIX CpeacTB

PerucrpanuonHoe ynocroBepeHue

Homep |JIII-N2(000343)-(PI'-RU)

Hara perucrpanuu 30.08.2021

Jara nepeopopmaenust |22.09.2022

HaunmenoBanue nepxxarens

WK BJIQJIEITbIIa
2 PpEeTHUCTPanOHHOTO
YAOCTOBEPCHUS

JICKaAPCTBCHHOTI'O IpCIiapara

3 ToproBoe HauMEHOBAaHHE
JIEKapCTBEHHOT'O IIpenapara

MexnyHapoaHoe

HEMaTeHTOBAHHOE
4 | wuau rpynnupoBoYHOE

AT XUMHYIECKOe

HaMMEHOBAHHE
5 MDOpMBI BEITYCKa
6 CBefieHNs 0 CTaIusIX
[POM3BOJICTBA

VYrakoBIIHUK/(PacoBIIKK (BTOPHYHAS/TPETHIHAS
YIaKOBKa) 11.0.0.

2 YmakoBIuK/(hacoBIIUK (B MEPBHYHYIO YITAKOBKY) 1.0.0

3 |[Ipomssoxuterns (roToBoit JID) 0.0

4 | Beimyckaronuii KOHTPOJIb Ka9ecTBa 1.0.0

[InuBa XpBarcka
[TnuBa XpBarcka
IInuBa XpBarcka

IInuBa XpBarcka

CrnpaBka BoWiTu

Jara
peuieHust

JlaTa okoHuaHMs
aeiicTBus

30.08.2026 22.09.2022

Pa3pemén BBOa B rpakIaHCKHi
P P 5 ger

o0oport 10
Hanmenosanue TeBa @apmaneBruuyeckue Ipennpusitus Jitn
Hszpanab
Crpana

Kopungap® perapa
Hudeaunun

Cpox

YcioBus XpaHeHust
JlexapcTBeHHas ¢popma Jlo3upoBka  TOXHOCTH
YnakoBku
5 1ot ITpu Temneparype He BbIIIE 25 Tpaf., B
OpUTMHAJIBHOH yIIaKOBKE

e 10 wrt. - Gnuctepsl (3 wrt.) - nauku kaproHusle (30 wr.) - [To

TabJIETKH C TIPOIOHTMPOBAHHBIM BEICBOOOKIEHUEM, TIOKPHITHIE 20 Mr erte
o o T

TUTEHOYHOH 000JI09KOMH peLeITy

e 100 mr. - ¢naxonsl - mauku kaproxHasle (100 mrt.) - ITo

peuenry

e 50 mrT. - ¢rakons! - mauku kapToHHEIE (50 mT.) - [To pernenty

Ne n/
. Craagusa npousBoACTBa NMpoussoaurennb Appec npousBoauTens CrpaHa

Prilaz Baruna Filipovica 25, 10000 Zagreb, Republic Pecny6nuka

of Croatia Xopsarus
Prilaz Baruna Filipovica 25, 10000 Zagreb, Republic Pecmy0nuka
of Croatia Xoparust
Prilaz Baruna Filipovica 25, 10000 Zagreb, Republic Pecmy0nmka
of Croatia XopBarus
Prilaz Baruna Filipovica 25, 10000 Zagreb, Republic Pecmybnuka
of Croatia XopBarus
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Wuctpyknus o

7 MPUMEHEHUIO Iloxa3ars HHCTpYKIUH
JIEKapCTBEHHOTO Ipernapara
8 HopmarusHhas Ne n/m Homep H/I T'on Ne uzm HaumeHoBanue
JIOKYMEHTALUs 1 JITTI-Ne(000343)-(PT-RU)-220922 2022 Kopunoap® perapn
dapmMako-TepanesTuyeckas rpynna
®dapmaxo-TepaneBTHYECKast . o .
9 roVIIa OJIOKATOPBI KATBIIMEBBIX KAHAJIOB; CEJIEKTUBHBIC OJI0KATOPHI KaJBIIMEBHIX KAHAIOB C MTPEUMYIIECTBEHHBIM JIEHCTBUEM Ha COCY/bI; POU3BOIHEIC
Py TUTUPOTTHPUINHA
10 AHaToMO-TepaneBTHICeCKas Koa ATX ATX
XUMUYecKas
CO08CAO05 Hudenuman
KIaccuukanms
MesxayHapoaHoe
HEeNaTeHTOBAHHOE HJIN dapmaxon. BxoauT B nepedenn HapK.
Topr. Cpox Yenopus
TPYNIMPOBOYHOE HIH Ipou3BoauTeNb Anpec crarbsi / Homep = cpeacTB, MCHX. BELIECTB U
anMm. TOTHOCTH | XpaHeHHs:
1 1 CDapMaI.leBTI/I‘{eCKaSI XHMHYECKOE HI[ HX NMPEKypCcopoB
cyGCTaHIs HanMeHOBaHHe
Monsxe Karanana Poligono Industrial Sur, Cesar
Hudenumun cl Martinell i Brunet, 12A, 08191 ~ ~
o Rubi, Barcelona, Spain
Hanuuue nexapcreenHoro npenapara B nepeune JXHBJIITT Hda
12 Ocob Hanuuue B nexapCcTBEHHOM IIpernapaTe HApKOTUUECKUX CPEACTB, IICUXOTPOIHBIX BELECTB U UX MIPEKYPCOPOB, MOUIEKALIUX KOHTPOIIIO B
coOble OTMETKH

Poccuiickoii @enepaiiuu B COOTBETCTBUH C 3aKOHOMATENILCTBOM Poccuniickoit denepannu, MexXIyHapOIHBIMH ToToBopaMu Poccuiickoit

Oenepanuu, B ToM uncie EquHol koHBeHIMEH 0 HapkoTHuueckux cpeactBax 1961 roga u KoneHiue o ncuxorponHeix Bemecrsax 1971
roza
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