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/MBAN “Csera Emm o [SO 9001:2008
A7 4 ) MWD 4
U3x. Ne o107 @@? '5"? P25
A0 NPUTEXATEJIMTE HA
PA3BPELLEHHUE 3A TbPI'OBHS HA
EJAPO C JIEKAPCTBEHHA

MPOAYKTH NNOJYYEHO I10 PEJA
HA I'/TABA JIEBETA OT 3JIIIXM

IIOKAHA

3a npejgocTaBsine HA odepra 3a JieKAPCTBEH NPOAYKT, BKJIKYEH B CIIHCbKA 10
4. 266a, aj. 2 or 3JIIIXM, no peaa na Hapeata Ne 10/17.11.2011 r. na M3

Ha ocHoBanue wi. 266a, ar. 5, m. 3 om 3axkon 3a jiexkapcmeéenume MpoOYKmMu 6
xymannama meouyuna, 6v6 6p. ¢ wu. I, ar. I, m. 2, un. 3, an. 3, un. 156, an. 1 u un. 156 om
Hapeoba Ne 10/17.11.2011 2. na Munucmepcmeo na 30paseonazsanemo

YMBAIJI ..Cera Exarepuna™ EAJL, nydiHKyBa HacTosiiaTa [oKaHa 3a rpejocTaBsiHe
Ha oepTH 3a JIeKapCTBEH HPOYKT ¢ MEK/YHAPOJIHO HENATEHTHO HAMMEHOBAHHE, BK/IIOYEH B
CIMCBKA 110 Wi, 266a, an. 2 ot 3JIIIXM, kakro ciejBsa:

ATC MexayHapoaHo JlekaperBena gopma O6mo nporuo3Ho ‘
HEIMATEHTHO H KOJIHYEeCTBO HA KOJIHYCCTBO B
HAHMEHOBaHHE AKTHBHOTO BEIECTBO ML ‘
I
BO5XA16 Cardioplegie Solution or 1000Mm1. 200000
solution A ml./2006p./
i

ITokanara ce oTnpass 10 BCHUKH IPUTEkKATE/IN HA pa3pelicHHe 3a ThbProBUs Ha €J1po ¢
JIEKapCTBEHHU NPOAYKTH, 10JIyyeHo 1o pena Ha ['nasa nesera ot 3JITIXM.
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Ha pasrieixjadHe 1noAjekar eIHHCTBEHO O(];!epTlr'I, KOHTO OTroBapsaT Ha YCIIOBHATA
IMOCOYCHH B HACTOALATA MOKAHA U IIPUJIOKCHHUTE 06]3&3!.[14. KaKTO CJIeIBd:

1. Ooexr: JlocraBka.

2 IIpeamer: M300p HA H3I'BIHMTE 3a JOCTABKA HA JIEKAPCTBEHHU [IPOJLYKTH, BKJIIOYEHH B
CrUchKa 1o wi. 266a, an. 2 ot 3JIIXM.

3. Msicro Ha m3nbadenue: rp. Codus, Oyi. . llenyo Crnaseiikop”™ Ne52 A - YMBAJI

.Csera Exarepuna” EAJI, bosnuuna anreka.
4. OcrarbueH CpPOK HA TOAHOCT HAa JIEKAPCTBEHHAT npoaykr: KbMm jara Ha

W3BbpIIBAHE/IPUEMAHE HA JIOCTABKATA, JIOCTABEHHST JIEKAPCTBEH NPOAYKT ClIE/1BA Jd € C
OCTAaTh4eH CPOK HA FOJHOCT HE [0-MalKo oT 1 /eqHa/ roanHa.

D H3nckBanus KbM ChAbpRaHueTo HA odeprara:

S5.1. llpurexarenure Ha paspellEHHE 3a ThPrOBUS HAa €IpO C JICKAPCTBEHH NPOIYKTH,

nojasat oepra/cBod0/1eH TEKCT/ KbM KOATO C€ [IPHJIarar cJeJAHUTE JOKYMEHTH.

5.2.  IlbanomormHo 3a nojasane Ha odepra, Koraro odeprara ce noaaBa OT YIbJIHOMOLIEHO

NH1IE;

5.3. MexayHapo/IHO HENaTeHTHO HAMMEHOBAHUE HA AKTUBHOTO BELLECTBO;

5.4. THproBcko HAHMEHOBAHME HA JIEKAPCTBEHUS MPOAYKT;

5.5. Bupa na nexkapcrBeHara popMa M KOJIMYECTBO BEIIECTBO B 1030Ba €AMHULIA;

5.6. IlpousBonurern;

5.7. KosauuecTBO B €]HA OIIAKOBKA;

5.8. llena Ha nexapcTBeHMs IPOIYKT;

5.9. Cpok 3a nocraBka;

5.10. Cpoxk Ha BaJIMAHOCT Ha npejcTaBeHara odepra;

5.11. Jlpyru OTHOCHMH JOKYMEHTH I10 IPELeHKa Ha JIMLETO 11o/1aBaio odeprara.

6. Besika odepra no Hactosuiara nokasa, , ce 10JaBar 10 eJeKTPOHEH [I'bT B _CPOK J10

04.11.2025r. BRJAKNYHTEIHO.

6.1. Odpepra, nomaneHa 1o eNeKTPOHEH ITBT CJIE/BA /1a OTIOBAPST HA YC/IOBUSTA [10COYEHH
B Hacrosiuara nokasa u npu yciaoBusta M pera Ha 3EJIEYY u nomanesa na email:

nparvanova@uisek.com, npenchev(i@uhsek.com, vlalova@uhsek.com. vranevia'uhsek.com.
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**% Jadenexncka: He ce pasanedxcoam oghepmu, noay4eHu u3bH onpederetusn Cpox Ha

HNOKaHamad.
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