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YMBAJ “Coeta Exarepunyf' A1

A

A0 MNPUTEXATEJIMTE HA
PABPEILIEHUME 3A TbPI'OBHS HA
EJAPO C JIEKAPCTBEHHA
MNPOAYKTHU NNOJYYHEHO I10 PEJA
HA I''IABA JIEBETA OT 3JIIIXM

IIOKAHA

32 npegocTaBsiHe HA oepTa 32 JIEKAPCTBEH NPOAYKT, BKJIIOUYEH B CHHCHKA N0
wi. 266a, aa. 2 ot 3JIIIXM, no peaa na Hapeada Ne 10/17.11.2011 r. na M3

Ha ocuoBauue wi. 266a, ar. 5, m. 3 om 3axkon 3a jnexkapcmeenume npooykmu 6
xymannama meouyuna, 6v6 6p. ¢ ui. 1, an. 1, m. 2, un. 3, ar. 3, un. 156, ar. 1 u un. 156 om
Hapeoba Ne 10/17.11.2011 2. na Munucmepemeo na 30paseonaseanemo

YMBAIJI ..Csera Exatepuna™ EAJ], nyGiaukyBa HacTosaTa nokaHa 3a npeiocraBsiie
Ha oepTH 3a JIEKApCTBEH MPOIYKT C MEXK/YHAPOHO HENATEHTHO HAMMEHOBAHHE, BKJIIOUCH B
CriMchKa 1o wi. 266a, ain. 2 or 3JIIIXM, kakro ciensa:

ATC MEH{JIyHHF;OLIHO - Jlexkapersena gopma O6mo nporLo3Ho
HEIMMATEHTHO | H KOJIHYeCTBO HA KOJIH4YeCTBO B
HAHMCHOBAHHCE | AKTHBHOTO BeLIECTBO MJL.
A12CC30 Kalii aspartas & | Kalii aspartas & 21600 ml./2160
Magnesii aspartas Magnesii aspartas | op./
/1033 mgK"33.7mg |
Mg 27 for injection 10 |
ml /
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[Tokanara ce OTIpaBs JI0 BCHYKU [IPHTEKATEIH HA pa3pelIeHHe 3a ThProBus Ha €/Ipo ¢

JleKapCTBEHH TPOAYKTH, 110y4eHo 1o peza Ha I'nasa nesera ot 3JIIIXM.

Ha pasraexaase [OJIeKaT €JUHCTBEHO O(EPTH, KOMTO OTTOBAPSAT HA yCIOBHATA

[TOCOYEHH B HACTOSALATA [IOKAHA A ITPHJIOKCHHTC 06pﬂ3].l,ld.. KaKTo Clic/Ba:

1.
2.

=

Obexr: JlocraBka.
Ipeamer: U300p Ha U3NBIHKUTEN 3a JIOCTABKA HA JICKAPCTBEHH POYKTH, BKJIIOUCHH B
CIUCHKA 1O Wi. 2664a, an. 2 ot 3JITIXM.

Msicro Ha m3nbanenne: rp. Codus, Oyi. ,Ilenyo CnaseiikoB” Ne52 A - YMBAIJI
..Csera Exarepuna™ EAJl, boanuuna anreka.

Ocrarb4eH CPOK HA TOJAHOCT HA JIeKApPCTBeHHAT mnpoaykr: KbpM jnata Ha
H3BbpILIBAHE/ IPUEMAHE Ha JI0CTABKATa, JI0CTABEHHUAT JICKAPCTBEH POYKT CJIC/1BA /1a € C
OCTATBHYEH CPOK HA I'OJHOCT HE 10-MalIko oT | /enna/ rojuua.

H3uckBaHust KbM ChAbpP/KaHueTo Ha odeprara:

[Ipurexarenure Ha pas3pellleHHe 3a ThProBHA HA €IPO C JICKAPCTBEHH NPOIYKTH,

nojasat odepra/cBod0/IeH TEKCT/ KbM KOATO €€ IPUJIAraT cJIeIHUTe 10KYMEHTH.

3.2.

JIMLEe;

3.3
5.4.
-
5.6.
o e
5.8.
3.9,
5.10.
3:11:
6.

[IbHOMOLIHO 32 nojaBane Ha opepra, Koraro odeprara ce 110/,1asa oT YIIbJIHOMOLIEHO

MeKayHapoAHO HeNaTeHTHO HAMMEHOBAHHE HA AKTHBHOTO BEIIECTBO;
ThproBcko HAMMEHOBAHHE HA JIEKAPCTBEHHUS [1POJIYKT;

Buz na nexapcrBenara opMa M KOJIMYECTBO BELIECTBO B JI030BA €AMHUIA;
[IponssBoaurel:

KoauuectBo B e/lHa OnaKoBKa;

IleHa Ha JeKapCTBEHUS MPOJYKT;

Cpok 3a fjocTaBKa;

Cpok Ha BaJIMIHOCT Ha Npe/cTaBeHara odepra;

JIpyrs OTHOCHMH JOKYMEHTH 110 [PEIEHKa Ha JIMLETO 11ojaBauio opeprara.

Besika 0(1)ep'1'a [10 HacTofAuaTra noKaHa, , c€ nojaBsar 1o €JEeKTpPOHEH IIbT B CPOK 10

13.01.2026r. BKJIIOYHTEIHO.

6.1.

O(bepTa, [ojiajieHa 110 eJIeKTPOHEH NbT ClIe[Ba JAa OTroBapsT Ha YCJIOBHATA [TOCOUCHH

B HACTOSIATa NMokaHa M npu ycnosusita u pena Ha 3EJIEYY wn nomanesa na email:

nparvanova@uhsek.com, npenchevi@uhsek.com, vlalova@uhsek.com, vranev wuhsek.com.
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*%% 3apenencka: He ce pasziexncdam ohepmu, nojyueHu U36vH 0npedeenus cpox Ha

HOKAHamda.
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