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10 IPUTEKATEJIMTE HA
PA3PELLIEHUE 3A ThbPTOBUSI HA
EJIPO C JIEKAPCTBEHH
MPOAYKTH IMOJYUYEHO [0 PEJIA
HA I'JIABA JIEBETA OT 3JIIIXM

IIOKAHA

32 npejocTaBsiHe HA o(epTa 3a JIEKAPCTBEH NPOAYKT, BKJIIOYEH B CIHCHKA N0 4L
266a, an. 2 ot 3JII1XM, no pexa na Hapeada Ne 10/17.11.2011 r. na M3

Ha ocuosanue wi. 266a, ar. 5, m. 3 om 3axon 3a jpexapcmeenume npoOyKmu 6 Xymannama
meouyuna, 6v6 6p. cya. 1, an I, m. 2, wi. 3, an. 3, wi. 156, an. 1 uwun. 156 om Hapeoba Ne 10/17.11.2011
2. na Munucmepemeo na 3opaseonazearemo

YMBAIJI ..Csera Exarepuna™ EAJl, nyOiukyBa Hacrosimiata rnokaHa 3a [pejocTaBsiHe Ha

odepTu 3a JIeKapCTBEH MPOAYKT ¢ MEKIYHAPOJIHO HEIIATeHTHO HAMMEHOBAHH e, BKJIIOUEH B CIIUCHKA 110
wi. 2664, an. 2 ot 3JIITXM, kakro cnexasa:

i ATC MexayHapoiaHo
! HEINMATEHTHO
HAHMECHOBAHHEC
Kardioplegische
BOSXAIL6 perfusionslosung

JlekapcrBena popma u
KOJIHYeCTBO HA AKTHBHOTO

BCILLIECTBO

Kapﬂuonﬂe 'MYEH

KpHCTaJlOWaAHa
Kapna Honnema/}cup K.]]I/IH;CT.TOM dac

[/

Solution ot 1000mt

pa3TBOp 3a

Oomo
[POrHO3HO
KOJIHYECTBO B
ML

200 bP

[lokanarta ce ornpasst 10 BCHUKM INPHTEkKATENH HA paspelleHHe 3a TbProBUSL HA €Ipo ¢
JIEKapCTBEHU NPOAYKTH, 110J1yHeHO 1o pena Ha | nasa nesera ot 3JITIXM.

Ha pazrnexciane nojexar eqMHCTBEHO o(epTH, KOUTO OTrOBapsT HA YCJIOBHATA MOCOUYEHH B
HacTosIIATa [I0KaHA U NPHJIOKEHHTEe 00pa3siii, KakTo cJjie/iBa:
1. Obexr: JlocraBka.
2. Ipeamer: M3060p Ha U3nbJIHKUTEN 3a IOCTABKA HA JICKAPCTBEHH MPOJAYKTH. BKJIFOUEHH B CIIUCHKA

1o ui1. 266a, an. 2 or 3JIITXM.
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3. Msicro na waubadenue: 1p. Cogusi. 0yn. . Ilenuo Cnaseiiko™ Ne52 A — YMbBAIJI ,.Csera
Exarepuna™ EA/l. bonuuuna anreka.

4. OcrarbieH CpoK Ha TOMHOCT Ha JeKapcTBeHussiT npoaykr: KbM  gara  Ha
M3BbPLUBAHE/IIPHEMAHE HA JOCTABKATA, JOCTABECHHST JICKAPCTBEH [POJAYKT ClleaBa Ja € ¢
OCTATHYCH CPOK HA I'OJHOCT HE M0-MaJKO OT | /eaHa/ rojnHa.

5. H3nckBannst KbM ChAbpP/KAHHCTO HA odepTara:

5.1.  llpurexarennre na paspeiieHHE 3a TbProBHs Ha €4po C JIEKAPCTBEHH MPOLYKTH, 1101aBaT

oepra/cBOOOAEH TEKCT/ KbM KOSITO C€ HPHJAIAT CICAHHTE JOKYMEHTH.

5.2.  llbaHoMouIHO 3a MojaBaHe Ha odepra, korato oeprara ce 1104aBa OT YI'bIHOMOLIEHO JIHLE;

5.3. MexayHapoaHo HenaTeHTHO HAWMEHOBAHHE HAa aKTHBHOTO BEULIECTBO;

5.4.  TobproBcko HAMMEHOBAHHME HA JIGKAPCTBEHHUS MPOUYKT;

5.5. Bua na nekapcrseHara (popMa M KOJHUECTBO BELIECTBO B J1030Ba CAHHHLIA;

6. llpoussouuren;

7 Konunuectso B e/1Ha o11aKOBKa:
5.8.  llena Ha siekapcTBEHHS HPOUYKT;
9.  Cpok 3a 1ocTaBka;
10. Cok Ha BanuuHOCT HA upejacraBenara oepra;
1. Jlpyr# oTHOCHMH JIOKYMEHTH [10 [PCUEHKA Ha JIMLETO ojasaulo ofeprara.

0. Besika opepra no Hacrosiliara rnokasa. ce nojasar 1o eJeKTpoHeH nbT B cpok a0 04.02.2025

I. BRAIOYHTC/THO.

0.1.  Ogepra, nojazeHa no eJEKTPOHEH NbT ClEABA Ja OTroBapsAT Ha YCJOBHSATA 1IOCOYCHH B
Hacrosiara [1OKaHa M npu  ycnosusita W pena Ha 3EAEYY u nopaneda Ha  email:

nparvanova@uhsek.com. npenche v@uhsek.com, lvasilev@uhsek.com. vlalova@uhsek.com .

*** Jadeaexcka: He ce pazeneacoam odhepmu, no.iyienn uievH 0npeoeieuss Cpox Ha HORAHaAmd.
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