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A0 NIPUTEXATEJIUTE HA
PA3PELLIEHUE 3A TbPI'OBUSI HA
EJAPO C JIEKAPCTBEHHU
INPOAYKTH IMOJIYYEHO I10 PEJJA
HA I'V/TABA IEBETA OT 3JIIIXM

IIOKAHA

32 npeaocraBsiHe HAa oepTa 3a JTIeKAPCTBEH NPOAYKT, BKJIYEH B CHHCHKA M0 41
2664a, an. 2 ot 3JIIIXM, no pexa na Hapen6a Ne 10/17.11.2011 r. ua M3

Ha ocnosanue wi. 266a, air. 5, m. 3 om 3axon 3a aekapemeenume npodykmu 6 xymannama
meduyund, 66 6p. ¢y 1, an. 1, m. 2, un. 3, an. 3, wn. 156, ar. 1w 156 om Hapeoba Ne 10/17.11.2011
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YMBAIJI ..Csera Exarepuna™ EAJL. nyGimukyBa Hacrosiiuata okaHa 3a 1peocTaBsiHe Ha
ochepTH 3a JleKapeTBeH NPOAYKT ¢ MEXK/YHAPOIHO HENATEHTHO HAUMEHOBAHUE, BKIIIOUEH B CIIHCHKA MO
us1. 266a. an. 2 ot 3JIIIXM, kakro ciiensa:

A'I'C Mcmynﬁpomm Jlekapcrsena gopma O6umo nporuosuo
HENaATeHTHO H KOJIHYECTBO HA KOJIHYeCTBO B
HAaHMEHOBAHHC AKTHBHOTO BCIIECTBO MII.
B05XA16 Cardiopegie 1000 ml- 50000 ml/50br./
solution A sol.forperfusion
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" BO5XA09 | Natrium |1 mmol/ml +0.6 m 4000 ml/200 by/ |
; phosphate mol/ml sol.for inf./20
| ml

[lokanara ce OTNpaBst /0 BCHYKH IPHTEXKATEIH HA PaspellicHME 3a THPrOBHS HA eapo
JI€KapCTBEHHU IIPOJYKTH, T0JIYUEHO 110 peaa Ha ['nasa aesera ot 3JITIXM.

Ha pasraexnane 1omiexar eMHCTBEHO OepTH, KOUTO OTrOBAPST HA YCAOBHATA [MOCOYEHH B
H ACTOSILIATA [IOKAHA U IPHJIOIKEHUTE 00pa3iii, KaKTo CJie/1Ba:
O OoexT: /locraska.
e Ipeamer: M300p Ha n3nbanuTeN 33 J0CTAaBKA HA JIEKAPCTBEHH [1POJLYKTH, BKIIFOUEHH B CIIHCHKA
no ui. 266a, an. 2 ot 3JITTXM.

3. Msicro na msnbanenue: rp. Codus, Oyi. .Ilenuo Cnaseiikos™ Ne52 A — YMBAJI . .Cgera
Exarepuna™ EAJl, boiinnyna anrexa.

4. Ocrarbuen CpoK Ha TI'0JAHOCT HAa JIeKApCTBeHHST npoaykr: KoM jara  wHa
M3BbPIIBAHC/IPHEMAHE HA JIOCTABKaTa, JIOCTABEHMST JICKAPCTBEH HPOAYKT CjelBa 1a € ¢
OCTaThYEH CPOK HA N'OJHOCT HE MO-MAJIKO OT 1 /enna/ rouna.

5. M3nekBaHHs KbM ChAbP:KAHHETO HA odeprara:

5.1.  llpurekarennte Ha paspelleHHE 3a ThPIOBHSI HA PO C JIEKAPCTBEHW MPOJYKTH, 110/aBar

odepra/cBob0/IeH TEKCT/ KbM KOSATO CE IPHIAraT Cle/IHUTE J0KYMEHTH,

5.2.  IIpanomouiHo 3a nmoaasane Ha oepra, KOrato odeprara ce 1noaaBa OT YIrbJIHOMOIIEHO JIHLLE;

5.3.  MexayHapoaHO HenaTeHTHO HAMMEHOBAHHE HA aKTUBHOTO BELECTBO;

5.4.  TbproBcko HAaMMEHOBAHHE HA JICKAPCTBEHHUS IPOLYKT;

5.5. Bua na nexaperseHara ¢popma M KOJIHYECTBO BELIECTBO B 1030Ba €AMHHULA;

5.6. [IpousBoauren;

5.7. KoJaunyecrBo B €/1Ha ONAKOBKA;

5.8.  llena na nexapcTBeHHS POIAYKT;

5.9. Cpok 3a nocraBka;

5.10. Coxk Ha BanIMAHOCT Ha npe/crasenara odepra;

5.11.  Jlpyru OTHOCHMH [IOKYMEHTH I10 1IPELIEHKA Ha JHIETO [01aBaio ofeprara,
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. Besika 0(l)€p'l'2l 110 Hacrosara HoKaHa. . ce nodasal 110 €JIEKTPOHEH II'bT B €POK 10 ]5.!!4,;!!;5

[ -BRJOMHTETHO.

.l.  Ofepra. nosaltena 110 E€NEKTPOHCH MbT ClIEABA Jda OTIOBapsT Ha YCJIOBHSTA 1OCOYEHH B
gacrosiara  Hokana M tupn  yciaosusita v pera Ha 3SEAEYY u uosatena na  email:

n parvanova@uhsek.com. npenchev@uhsek.com, vlilova@uhsek.com. Ivasilevi@uhsek.com .
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