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Cothus, ..o
O NPUTEXATEJMUTE HA
PA3PELLHIEHHUE 3A TbPI'OBUSI HA
EAPO C JIEKAPCTBEHHU
[MNPOAYKTH INOJYHEHO I10 PEJA
HA I'/IABA IEBETA OT 3JIIIXM

INIOKAHA

32 npeaocTaBsine HA oepTa 32 JIeKaAaPCTBEH NPOAYKT, BKJIIYEH B CIIHCHKA 110 4JI.
266a, an. 2 ot 3JIIIXM, no peaa na Hapeada Ne 10/17.11.2011 r. na M3

Ha ocuosauue wi. 266a, ai 3, m. 3 om 3axkon 3a iexapecmeenume npooykmu 6 XyMauHamd
Mmeduyuna, 6v6 6p. c v 1, an. 1, m. 2, un. 3, an. 3, wn. 156, an. 1 uwn. 156 om Hapeova Ne 10/17.11.2011

2 Hd A’flﬂ!l&'(‘ﬂ?(’pt‘ﬂ?ﬁi) Ha 30})(16’t’(H?(BG’(l.'N:‘H?D

VYMBAIJI ,.Cera Exarepuna” EAJl, nyGamkyBa Hacrosulata rnokaHa 3a IpejlocTaBsHe Ha
oepTH 3a JIEKapCTBEH NMPOAYKT C MEIKIYHAPOHO HENATEHTHO HAMMEHOBAHHE, BKJIFOUEH B CIIUCHKA 110
yi1. 266a, an. 2 ot 3JITIXM, kakTo cliejiBa:

MexyHnapojasHo JlekapcrBena ¢popma n - Kouanuecrso/
|
HEeNATeHTHO KOJIHYECTBO HA AKTHBHOTO Opoit '
HAHMEHOBAHHE BelEeCTBO
Levosimendan 2,5mg/ ml 5 ml 100 Gpos

Ilokanara ce ornpaBst 70 BCHUKHM IPHTEKATEIM HA paspelleHHe 3a TbProBUS HA €Ap0 ¢
JIeKapCTBEHH MPOAYKTH, OJIyueHo 1o peia Ha ['nasa nesera ot 3JIIIXM.

Ha pasriesxiane nojjexar eMHCTBEHO 0depTi, KOUTO ChAbpiKaT cllieiHara HHpopmaLus:
1. MexyHapoiHo HenateHTHO HaumeHnoBaHue (INN) Ha akTHBHOTO BeLIECTBO

2 T‘bpl"OBCKO HAHMCHOBAHUWEC HaA JICKAPCTBCHHA ITPOIAYKT

3. Bua na JIEKApCTBCHATa (1)0]3?\-18. H KOJIMYECTBOTO HA AKTHBHOTO BCUICCTBO B 1030Ba €/JHHHLA



=

[1poussoauTen

tn

KonuuecTBo B e/1Ha onakoBKa

6 llena Ha nexkapcTBeHHs NPOAYKT

¥ Cpox 3a 10cTaBka

8. Cpok 3a BaWIMAHOCT Ha MpejocTaBeHara 1eHosa odepra

* [TbIHOMOLLLHO 3@ NojaBaHe Ha quep'ra. KOrato o¢|epTaTa ce nojaapa oT YNnbJIHOMOIUCHO JIHLE.

Ocrarb4yeH CPOK HA IOJAHOCT Ha JICKApCTBEHUAT NpoayKT: KbM jarara Ha W3BbpllBaHe/lipuemMaHe Ha
JI0CTaBKaTa, JI0CTABEHUAT JIEKAPCTBEH MPOJYKT CJIe/IBa /1A € C OCTAaTh4eH CPOK HA IMOJAHOCT HE 110-MAIIKO
or | /eana / roauna.

Cpok 3a npejpocrassine Ha opepru: do 03.06.2024 2. ernovumento.

[MogaBane Ha odeprH : 110 CNESKTPOHEH BT / 1Py yenoBusiTa W peaa Ha 3EJIEYY /na @

nparvanova@uhsek.com, npenchev@uhsek.com. vlalova@uhsek.com. lvasilev@uhsek.com u
dgrancharova@uhsek.com :

Ouenka Ha noay4uenure oepru: Komucusra no wi. 4, an. 1 oupejesnesa o peaa va Hapenba Ne
10/17.11.2011 r. na M3, u30upa 3a usnbinures odeprara Ha THProBell HA €1PO C JIEKAPCTBEHH

MPOIYKTH, P yCJIOBUATA IOCOueHH B 4. 15 6, an. 4 ot Hapenba Ne 10/17.11.2011 r. na M3.

*** 3aoenexncka: He ce pazaiexcoam ohepmu, nojaydeHu U36bH onpeoeieH s CpoK Ha NOKaHamad.




