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Certificated QM-System

JMéM “Ceera Exatopuna” 3 1ISO 9001:2008
Max. Ne %hﬂ? éj{ﬂw /;M/{‘j
J0O NPUTEXATEJIUTE HA
PABPEIIEHHUE 3A TbPI'OBUS HA
EAPO C TEKAPCTBEHH

NPOAYKTHU ITOJIYHEHO I10 PEJIA
HA I'TABA JIEBETA OT 3JIIIXM

IIOKAHA

3a npeaocraBsine HA odepTa 32 JIeKAPCTBeH NPOAYKT, BKJIIOYeH B CIIHCHKA MO0
1. 2662, aua. 2 ot 3JIIIXM, no peaxa na Hapen6a Ne 10/17.11.2011 r. na M3

Ha ocuosanue wi. 266a, ar. 5, m. 3 om 3akon 3a jnexkapcmeenume npoOyKmu 6
xymannama meouyuna, 6v6 6p. ¢ a1, ar. 1, m. 2, yn. 3, ar. 3, un. 156, an. 1 u 4. 156 om
Hapeoba Ne 10/17.11.2011 2. na Munucmepcmeo na 30paseonazeaneno

YMBAIJI ..Cera Exkarepuna™ EAJ], nybiaukyBa HacToAmaTa 0KaHa 3a Mpe/locTaBsiHe
Ha o(epTH 3a JIEKApCTBEH NPOLYKT ¢ MEK/YHAPOHO HENATEHTHO HAUMEHOBAHHE, BKJIIOYCH B
cnuchKa 1o wi. 266a, an. 2 ot 3JIIIXM, kakro cinenpa:

ATC Memyuapoziuo Jlekapcreena dgopma OO0 nporuo3Ho
HEIATEeHTHO H KOJIN4eCTBO HA KOJIH4eCTBO B
HAHMEHOBaHHE AKTHBHOTO BELIECTBO MUL
BO5XA16 Cardioplegie Solution ot 1000mu1. | 200000
solution A ml./20006p./
|

[Tokanara ce OTnpass 1O BCHUKH MPUTEXKATEIH HA Pa3pelIeHHe 3a ThProBusl Ha e1po C
JIeKapCTBEHH [IPOIYKTH, [OJy4eHo 1o pexa Ha I'asa nesera ot 3JITIXM.
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Ha pasrnexnane nojuiekar eJMHCTBEHO OgepTH, KOUTO OTroBapsT Ha YCIIOBHSATA
MOCOYEHHU B HACTOSLIATA NOKaHA U NPHIIOKEHUTE 00pa3iy, KaKTo cle/iBa:
1. Ooexr: Jlocraska.
2. Ipeamer: M300p Ha U3N'BJIHUTE! 3@ 10CTABKA HA JIGKAPCTBEHU NPOAYKTH, BKJIIOYEHH B
crnucbKa 1o wi. 266a, an. 2 or 3JIITXM.

3 Msicro nHa m3nbadenne: rp. Copusd, Oy ,llenuo Cnaseiiko” Ne52 A - YMBAIJI
..Csera Exarepuna” EAJl. bonnuuha anreka.

4. Ocrarb4eH CpPOK HA TOAHOCT HAa JIEKAPCTBEHHAT nNpoaykr: KbMm jgara Ha
U3BbPLIBAHE/ IPUEMaHe Ha JI0CTaBKaTa, JI0CTaBEHUSAT JIEKApCTBEH MPOYKT Clle/1Ba 1a € ¢
OCTAaTBYEH CPOK HA FOIHOCT He 110-Masko o1 1 /eana/ roauHa.

5. M3uckBaHus KbM ChAbpP/KAaHHETO HA ofeprara:

5.1. Ilpurexarenure Ha pa3pelieHHE 3a ThPrOBHsS Ha €JIp0 C JIEKAPCTBEHH HPOYKTH,

nojasar odepra/cBodojieH TEKCT/ KbM KOSTO CE NpHJjaraT CJaeJHUTE JOKYMEHTH.

5.2. IlwsanomouiHo 3a nojasase Ha odepra, koraro odeprara ce 104asa OT YII'bJIHOMOUIEHO

JIHLIE;

5.3.  Mexk/ayHapoHO HENATEHTHO HAMMEHOBAHHE HA AKTHBHOTO BELIECTBO;

5.4. TbproBcko HAMMEHOBAHHUE HA JIEKAPCTBEHUS IIPOJIYKT;

5.5. Buj Ha nexapcrBeHara popMa M KOJIMHYECTBO BEUIECTBO B J1030Ba €/IMHULIA;

5.6. IlpousBoaurern;

5.7. KouunuecTBo B €/1Ha OIIAKOBKa;

5.8. llena na niekapcTBeHHUs IPOAYKT:

5.9. Cpok 3a jocraBka;

5.10. Cpok Ha BaJHIHOCT Ha npejcTaBeHara odepra;

5.11. Jlpyrd OTHOCHMH JOKYMEHTH [0 MPELEeHKa Ha JIKIIETO 110/1aBallo odeprara.

6. Besika odepra no Hacrosinara 1nokasa, , Ce 110/asat 110 eJ€KTPOHEH IIbT B_CPOK /10

24.10.2025r. BKIAIOYHTEIHO.

6.1. Odepra, nogajeHa 1o €JeKTPOHEH BT CJIE/BA Ja OTIOBAPST Ha YCJOBHATA MOCOYCHH
B HACTOsLIATA MOKaHa W npu yciosusta U pena Ha 3EJIEVY u noszanena na email:

nparvanova/@uhsek.com, npenchev(@uhsek.com, vlalovai@uhsek.coni. vranevi@uhsek.com,
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**% 3abenexncka: He ce pazznexcdam odhepmu, nojyueHu u3evH onpedeieHus cpoK Ha

NHOKaAHamda.

Yrebpani:




