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JAO NPUTEXATEJIMTE HA
PA3PEILIEHHME 3A TbPI'OBUSI HA
EJPO C JIEKAPCTBEHHU
[MPOAYKTH MNOJYUYEHO I10O PEJIA
HA I'JIABA JEBETA OT 3JIIIXM

IIOKAHA

3a npeAocTaBsiHe HA oepTa 32 JIeKAPCTBEH NPOAYKT, BKJIIOUYEH B CIIHCbKA 110
4j1. 266a, au. 2 ot 3JIIIXM, no peaa na Hapeada Ne 10/17.11.2011 r. na M3

Ha ocnoBauue uwi. 266a, ar. 5, m. 3 om 3axkon 3a aexapcmeenume npooykmu 6
xymannama meduyuna, 6v6 6p. ¢ wi. 1, an. 1, m. 2, un. 3, an. 3, un. 156, an. 1 u . 156 om
Hapeota Ne 10/17.11.2011 e. na Munucmepcmeo na 30paseonassanento

YMBAIJI ,.Cgera Exatepuna™ EAJI, nyOnukyBa HacTosara nokaHia 3a npeaocraBsHe
Ha o(epTH 3a JIeKapCTBEH NPOAYKT ¢ MEK/IYHAPOIHO HENATEHTHO HAMMEHOBAaHHE, BKIIFOUCH B
CIMCBHKA 110 wi. 266a, an. 2 ot 3JIIIXM, kakro ciensa:

ATC Memynapoﬁﬂu | Jlekapcrsena q:bprua O0u10 NporHo3Ho
HEMATEHTHO H KOJIHYEeCTBO HA KOJIHYECTBO B
HAHMEHOBAHHC . AKTHBHOTO Beulecrso MJI.
A12CC30 Kalii aspartas & Kalii aspartas & 21600 ml./2160
Magnesii aspartas | Magnesii aspartas op./
' /103.3 mg K™ 33.7 mg
Mg 2" for injection 10
ml /
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[Tokanara ce oTnpaps 10 BCHUKH MPUTEKATENH HA paspelIeHHE 3a ThProBUs HA €1p0 ¢
NEeKApCTBEHM HPOLYKTH, MOJYYeHO 1o peja Ha I iasa nesera ot 3JIIIXM.

Ha pasrnexiase noJyieskar €QHHCTBEHO O(QEpTH, KOMTO OTroBapsAT Ha ycJoBHsTA
[IOCOYEHH B HACTOSINATA NOKAHA U MPHJIOKEHUTE 00pa3Li, KaKToO CJe/1Ba:
1. Obexr: JlocTaBka.
A Ilpeamer: M300p Ha H3NBIHMTE 3@ JOCTABKA HA JIEKAPCTBEHH POJIYKTH, BKJIIOUCHH B
cnuchKa 1o 4. 266a, an. 2 or 3JIIIXM.

3. Msicro na usnbanenne: rp. Codus, Oy llenuo CnaseiikoB™ Ne52 A - YMBAIJI
..Ceera Exarepuna” EAJ|, bosinnuna anreka.
4. Ocrarb4eH CpPOK HA TOJAHOCT HA JIeKAPCTBeHHHT npoaykr: KoM jara na

H3BbPLIBaHE/IpHEMaHe Ha JI0CTaBKaTa, JI0CTaBEHUAT JIEKAPCTBEH [IPOJIYKT Clle/Ba Ja € ¢
OCTaTh4€H CPOK HA FOAHOCT HE 110-MaJIKO OT | /enna/ roauna.

= H3ucKkBaHHSI KBM ChAbP’KaHHETO HA odepraTa:

5.1. IlpurexareiuTe Ha pa3pelieHHE 3a ThProBUS Ha €Ip0 C JIEKAPCTBEHH INPOJYKTH,

no/asar oepra/cBob0aeH TeKCT/ KbM KOSITO C€ IPUJarar CJICAHUTE JOKYMEHTH.

5.2.  IIbaxomoinHo 3a nojaBane Ha odepra, koraro odeprara ce n104asa oT yl'bJIHOMOLIEHO

JIMLE;

5.3.  MexayHapoHO HEelaTeHTHO HAUMEHOBAHUE HA AKTHBHOTO BELIECTBO;

5.4. TpproBcko HAMMEHOBAHHE HA JIEKAPCTBEHUS IPOJIYKT;

5.5. Buj Ha nexapcrBeHara (popMa M KOJIMYECTBO BELIECTBO B JI030Ba €IMHULA;

5.6. IllpousBoauren:

5.7. KosmuecTBo B eHa 0l1aKOBKa;

5.8. llena Ha nexapcTBEHHS [IPOJIYKT;

5.9. Cpok 3a nocraska;

5.10. Cpok Ha BaaMJHOCT HA npejacTaseHara odepra;

5.11. Jlpyru OTHOCHMH JIOKYMEHTH 110 [IpelieHKa Ha JIMIETO 110/1aBailo odeprara.

6. Beska odepra 1o HacTosara nokaHa, , ce 10JaBaT 1o €JeKTPOHEH BT B_CPOK 10

22.05.2026r. BKJIIOYHTEIHO.

6.1. Odepra, nojazneHa 1o eIEKTPOHEH BT CJIE/BA JIa OTrOBAPSAT HA YCIIOBHSTA [IOCOYCHH
B HACTOSLIATAa 10KaHa ¥ npu yciosusita u pera Ha 3EJIEYY u noganena na email:

HPpAry dilovd o UHSCR.COIRT, NPCciicy ok UsCh Ol v IdIVY AW Ulsch. culll, vidlicy (L UINSCR. LU
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**% 3apenencka: He ce pasziexcoam opepmu, noiy4eHu u3gbH onpedeienun Cpox Ha

HOKaHamada.

Yrebpani: e —
[Ipod. a-f
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