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ISO 9001:2008
VMEAn CseraExaTepma
woxrne 100 5/4/5 w45
J10 IPUTEXXATEJIMTE HA
PA3PELLIEHHUE 3A ThbPI'OBUSI HA
E/IPO C JIEKAPCTBEHU

MNPOAYKTH INIOJIYHEHO 11O PEJA
HA I'JIABA JEBETA OT 3JIIIXM

IIOKAHA

3a npeaocTraBsiie Ha odeprTa 3a JIeKapcTBEH NPOAYKT, BKJIKYEH B CIIHCHKA M0
4. 266a, au. 2 or 3JIIIXM, no peaa na Hapeada Ne 10/17.11.2011 r. na M3

Ha ocHosauue wi. 266a, ar. 5, m. 3 om 3axon 3a jexapcmeenume npooykmu 6
xymaunama meduyund, 6v6 6p. ¢ ur. 1, an. 1, m. 2, un. 3, an. 3, wn. 156, an. 1 u wa. 156 om
Hapeota Ne 10/17.11.2011 &. na Munucmepcmeo na 30paseonazeanemo

YMBAIJI ..Cgera Exarepuna™ EAJL, ny6inkyBa HacTosilara nokasa 3a npeiocraBsie
Ha odepTH 3a AeKapcTBEH MPOAYKT ¢ MEXKIYHAPOIHO HENATEHTHO HAHMEHOBAHHE, BKIIIOUYCH B
crnucbKa nno wi. 266a, an. 2 or 3JIIIXM, kakro cnensa:

ATC MekiyHApOoaHO Jlekapcreena gopma O061mo nporLo3Ho
HENATEeHTHO M KOJHYeCTBO HA KOJIHYECTBO B
HAHMEHOBAHHE | AKTHBHOTO BEWLECTBO ML
A12CC30 | Panangin Kalii aspartas & 21600 ml1./2160
Magnesii aspartas op./
/103.3 mg K" 33.7 mg
Mg 27 for injection 10
ml/ .
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ITokanara ce orTnpassi /10 BCHUKH HPUTEXKATENIH HA Pa3pelleHue 3a ThProBus Ha eJ[po ¢
JIeKapcTBEHH MPOJYKTH, MOJIYYEHO 110 peaa Ha I 'nasa aesera ot 3JIIIXM.

Ha pasraexnane nomiexar €IMHCTBEHO O(QepTH, KOMTO OTroBapsAT Ha YC/IOBHATA
[OCOYEHH B HACTOSIIATA [TOKAHA W NPHIIOKEHHTE 00pa3iii, KaKTo clie/Ba:
1. Oo6exr: JlocTaBka.
2. Ipeamer: M300p Ha U3NBIHKATEN 32 AOCTABKA HA JIEKAPCTBEHU NMPOJAYKTH, BKJIIOYEHH B
clucbKa 1o wi. 266a, an. 2 ot 3JIIIXM.

3 Msicro Ha usobanenue: rp. Codus, Oy . Jlenuo CraseiikoB™ NeS2 A - YMBAJI
.Ceera Exarepuna™ EAJl, bosHuyHa anreka.

4. Ocrarb4eH CPOK HAa TOJHOCT HAa JIeKApCcTBeHUAT npoaykr: Kbm nara Ha
U3BbPLIBaHE/IPHEMaHe Ha A0CTaBKaTa, JOCTABEHUSAT JIEKAPCTBEH NIPOJYKT CJI€/lBa Jla e ¢
ocTaTh4YeH CPOK HA FOJHOCT HE No-Mainko ot 1 /eaua/ roauna.

s 7 H3uckBaHust KbM ChAbP/KAHHETO HA odeprara:

5.1. llpurexarenure Ha pa3pelieHHE 3a ThProBHS Ha €ApO € JEKapCTBEHH HPOILYKTH,

noaasar oepra/csoboieH TEKCT/ KbM KOATO C€ MPHJIATAT CASHUTE JOKYMEHTH.

5.2. IlvanomomHo 3a nojasade Ha odepra, Korato opeprara ce nojasa OT yirbJHOMOLIEHO

JHLE;

5.3. MexayHapoaHo HENaTeHTHO HAUMEHOBAHHE HA AKTHBHOTO BEILIECTBO,

5.4. TbproBcko HAMMEHOBAHUE HA JIEKAPCTBEHHS MPOJYKT;

5.5. Bwua Ha nexapcerBeHara poopMa M KOJIMYECTBO BEILECTBO B [1030Ba €MHHLA;

5.6. Ilpoussoauren;

5.7. KonuuecrBo B e1Ha 011aKOBKa;

5.8. llena Ha nexapcrBeHUs POIYKT;

5.9. Cpok 3a jocraBka;

5.10. Cpok Ha BaJMIHOCT Ha npejcraseHara odepra;

5.11. Jlpyrx OTHOCHMH JIOKYMEHTH 110 [IPeleHKa Ha JHIETO MojaaBalo odeprara.

6. Besika odepra no Hactosiiara 1oKaHa, . €€ NOAaBaT 10 €JIEKTPOHEH BT B_CPOK /10

19.05.2025r. BKJAWYHTEIHO.

6.1. Odepra, nojaaeHa no eJEeKTPOHEH BT CJI€/BA Ad OTIrOBAPAT HA YCIOBHATA IOCOYEHH
B HAcTOsllaTa MOKaHa u npu yciosusta W peaa Ha 3EJIEVY u nonajzena Ha email:

nparvanova@uhsek.com, npenchev(@uhsek.com, vlalova@uhsek.com, lvasilevi@uhsek.com .
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*** 3abenencka: He ce pasenexncoam ogrepmu, noy4enu u3ebH onpeoeienus cpox Ha

HOKaHnamada.

YrBbpani:




