VYMBAI ,,Ceera Exkarepuna® EAJL ST
1431 Codus, Brarapus, Oyir. [lenuo Cnaseiikos™ Ne5S2A fo

Py

SGS
Certificated QM-System
it ISO 9001:2008
/MBAJI "Ceera Ena'ropuﬂ
9
w72 //i f% J5
JO MNPUTEXATEJIMTE HA

PA3PEILIEHUE 3A TbPI'OBHUS HA
EJAPO C JIEKAPCTBEHH
MNPOAYKTHU MNOJYYEHO 110 PEJIA
HA I''IABA JIEBETA OT 3JIIIXM

IIOKAHA

32 npegocTaBsine HAa oepTa 32 JIEKAPCTBEH NPOAYKT, BK/IKYEH B CIUCHKA 110
4. 266a, ax. 2 ot 3JIIIXM, no pexa na Hapeada Ne 10/17.11.2011 r. na M3

Ha ocuosanue wi. 266a, ar. 5, m. 3 om 3axon 3a aexapcmeenume npooykmu 6
xymannama mMeouyuna, 6v6 6p. ¢ ui. 1, au. 1, m 2, un 3, an 3, ur. 156, an. 1 u4n. 156 om
Hapeota Ne 10/17.11.2011 2. na Munucmepcmeo na 30paseonaseanemo

VMBAJI ..Cera Exarepuna™ EAJ], nyOnukyBa HacTosiara rokaHa 3a npejiocraBsite
Ha oepTH 3a JIEKAPCTBEH MPOJYKT ¢ MEKIYHAPO/HO HEIIATEHTHO HAMMCHOBAHHUE, BKIIIOYCH B
crnuebKa 1o wi. 266a, an. 2 or 3JIIIXM, kakro ciejsa:

N ATC MeRy HapoHO Jlekapcrsena gopma O06mo npornosxo
HENMATEHTHO H KOJIHYECTBO HA f KOJIH4YECTBO B
HAHMEHOBAHHE AKTHBHOTO BEIECTBO I MJL.
A12CC30 Kalii aspartas & Kalii aspartas & 21600 m1./2160
Magnesii aspartas Magnesii aspartas op./
/103.3 mg K" 33.7 mg

Mg 2" for injection 10
'ml/
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[lokanara ce OTHPaBs J0 BCHUKH IPUTEKATENM HA pa3spellieHHe 3a ThProBus Ha e1po ¢
JIEKAPCTBEHM [IPOYKTH, TI0JIydeHo 110 peia Ha I iasa jesera ot 3JIIXM.

Ha pasriexaane [OUIEKAT €IMHCTBEHO O(QepTH, KOMTO OTroBapsT Ha yCJIOBHATA
[OCOYEHH B HACTOSALIATA [MOKAHA U MPHIOKEHNTE 00pa3iii, KAKTO Clie/1Ba:
1. Ooekr: Jlocraeka.
p4 [peamer: M360p Ha U3TBIHATE 3a J0CTABKA Ha JIGKAPCTBEHH NPOJYKTH, BK/IIOUCHH B
CIHCHKA 110 wi. 2664, an. 2 ot 3JITIXM.

3. Msicro na msnbaaenue: rp. Codust, 6y, Jlenuo Cuapeiikos”™ Ne52 A - YMbAJI
.,.Ceera Exarepuna” EAJI, bonnnyna anrexa.

4. OcrarbyeH CPOK HAa TOJAHOCT HA JIEKAPCTBEHHAT NPOAYKT: Kbm jgata Ha
U3BBPIIBaHe/IPHEMAHE Ha JOCTABKATA, JIOCTABEHUST JIGKAPCTBEH IPOAYKT C/IE/1BA 14 € C
OCTaTbueH CPOK HA FOJAHOCT HE [10-MalKo oT 1 /e/Ha/ roauHa.

> H3ucKBaHHS KbM ChAbP/KAHHETO HA odeprara:

5.1. Ilpurekarenure Ha paspelicHHE 3a THPrOBHS HA €1pO C JICKAPCTBCHH [IPOJYKTH,

nozasat ohepra/cBob0/IeH TEKCT/ KbM KOSITO C€ NPUJIAraT CJICHUTE JOKYMCHTH.

5.2. [IbaHOMOLIHO 34 1104aBaHe Ha oepra, Koraro odeprara ce 10jasa oT yir'bJIHOMOILICHO

nMLe;

5.3.  MexayHapo/iHO HeNaTEeHTHO HAWMEHOBAHHE HA AKTUBHOTO BEILIECTBO;

5.4. TbproBcko HAMMEHOBAHHUE HA JICKAPCTBEHUSL TPOLYKT]

5.5. Buy na nekapcrsenara (popMa M KOJMYECTBO BELIECTBO B 103082 C/IHHULLA,

5.6. IlpousBoauren;

5.7. KoumuecTBo B €1Ha OI1AaKOBKa;

5.8. llena Ha nexkapcTBEHHS MPOILYKT;

5.9. Cpoxk 3a 10CTaBKa;

5.10. Cpok Ha BaJMJHOCT Ha NpejcTaBeHara odepra:

5.11. Jlpyrx OTHOCHMH JIOKYMEHTH I10 [IPELEHKA Ha JIMLETO [10/1aBallo odeprara.

6. Besika odepra 110 HAacTosilaTa NOKaHa, , e M04aBaT Mo €JICKTPOHCH BT B CPOK /10

16.07.2025r. BRIIOYHTEAHO.

6.1.  Odepra, nojajeHa 1o eJIEKTPOHEH IbT ClIE/BA J1a OTIOBAPST HA yCJIOBHATA II0COUCHH

B HacToslaTa nokaHa M npu yciosusita u pera na 3EJIEYY u noxazesa Ha email:

nparvanova@uhsek.com, npenchev(@uhsek.com, vlalova@uhsek.com, lvasilev (@uhsek.com .
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wx% Jugenencra: He ce pazeneyicoam odyepmu, noIy4eHU U36bH ONPeOe/IeHUA CPOK 1A

HOKAHama.




