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Aax. N2 .........

JO NPUTEXATEJIUTE HA
PABPELIIEHUE 3A TbPI'OBHUS HA
EAPO C JIEKAPCTBEHU
MNPOAYKTHU INOJIYHEHO I10 PEJIA
HA I''TABA JIEBETA OT 3JIIIXM

IIOKAHA

3a mpeaocTaBsiHe HA o(epTa 3a JIeKAPCTBEH NPOAYKT, BKJIKYEH B CIIUCHKA 110
4J1. 2662, au. 2 ot 3JIIIXM, no peaa na Hapeada Ne 10/17.11.2011 r. na M3

Ha ocuoBanue wi. 266a, ar 5, m. 3 om 3axkon 3a aexapcmeenume npooyKkmu 6
xymannama meduyuna, 6v6 6p. ¢ a1, ar. 1, m. 2, un. 3, an. 3, un. 156, an. 1 uun 156 om
Hapeoba Ne 10/17.11.2011 2. na Munucmepcmeo na 30pageonazeanemo

VYMBAIJI ..Csera Exatepuna™ EAJI, nyOiuKyBa HacTosLaTa 0KaHa 3a 1pejocTaBsiHe
Ha o(epTH 3a JIEKapCTBEH MPOIYKT ¢ MEXK/LyHaPOJAHO HENATEHTHO HAMMEHOBAHKE, BKIIFOUCH B
cruchbKa 1o ui1. 266a, an. 2 or 3JITIXM, kakro ciejiBa;

ATC Memnyﬂaﬁourro | JlekapcTBeHa [lmp-ma O061mo nporLo3Ho
HENATEHTHO H KOJIHYECTBO HA KOJIHYECTBO B
HAHMEHOBaHHE AKTHBHOTO BEIECTBO MU
B05XA03 | Sodium chloride Sodium chloride 20% 5000
/Natrium chloride amp./ ml./5006p./

of 10 ml contains = 2.0
g sodium chloride 1 ml
concentrate for sol. Inf.
Contains 200mg
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sodium chloride,
equivalen to 3,4 mmol .
Na+ and 3,4 mmol CI/ - |
500 op.

Ilokanara ce OTIpaBs /10 BCHYKM [IPHTEKATEIH HA Pa3pelIeHUe 3a ThProBUsi Ha €1po C

JIeKapCcTBEHH POJIYKTH, MOJy4eHo 1o peja Ha ['aBa nesera ot 3JITIXM.

Ha pasrmiexzane mnojuiekar eIHMHCTBEHO O(epTH, KOMTO OTroBapsAT Ha yclaoBusTa

IMOCOYEHH B HACTOALATA [IOKAHA H ITPHIIOKEHHUTE 06p33LlH, KakKTo cjic/Ba.

1.
2.

5.
5.1

Obexr: JlocraBka.
Ipeamer: M360p Ha U3IIBIHNTEN 3a JIOCTABKA HA JIEKAPCTBEHH [IPOAYKTH, BKIIOYEHH B
CrHCHhKa 110 4wi. 266a, an. 2 ot 3JIIIXM.

Msicro Ha msnbanenne: rp. Codus, Oyn. Ilenuyo Cnaseiikos” Ne52 A - YMbBAJI
.Csera Exarepuna” EAJ|, bosinuyna anreka.
OcrarbueH CPOK HAa TOJHOCT HA JeKapcTBeHHAT mnpoaykr: Kbm jgara Ha

M3BbPIIBAHE/IPHEMAHE Ha J0CTABKATA, JIOCTABEHHAT JIEKAPCTBEH IPOAYKT ClIe/Ba J1a € ¢
OCTaThbyYeH CPOK Ha FOJAHOCT He Mo-Mako oT 1 /enna/ ronuua.
H3ucKBAHHS KbM ChAbPKAHHETO HA oeprara:

[IpuTekarenure Ha paspelicHHe 3a ThProOBHS Ha €IPO C JIEKAPCTBEHH MPOLYKTH,

nozaasar oepra/cBob0AeH TEKCT/ KbM KOSTO CE€ NpHJIaraT ClIeJIHUTE JOKYMEHTH.

s

JIULIE;

5.3
5.4.
5.9,
5.6.
Nl
3.8,
5.9,
5.10.
5.11.

ITb1HOMOIIHO 34 110/1aBaHe Ha orbepTa, Koraro oq.‘)epTaTa ce 110/J1aBa OT YII'bJIHOMOLICHO

MeKyHapoiHO HEelaTeHTHO HAMMEHOBAHHE HA AKTHUBHOTO BELIECTBO;
TbproBeko HaMMEHOBAHHE Ha JIEKAPCTBEHUS IPOLYKT;

Buji Ha siekapcTBeHata (popMa M KOJIMYECTBO BELIECTBO B /1030BA €AUHULA;
IIpousBoaure;

KonuuecTBo B e/1Ha ON1aKOBKA;

Ilena Ha JieKapcTBEHUs IPOJYKT;

Cpok 3a ocraBka;

Cpok Ha BAJIMIAHOCT HA rpejcraBeHara odepra;

Jlpyru OTHOCHMH JJOKYMEHTH [0 [IPEeLeHKa Ha JIHLETO MojaBamo opeprara.
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6. Besika odepra 110 HacTosmIaTa MOKaHa, , Ce [0/JaBaT 10 €JIEKTPOHEH IIbT B_CPOK /10

13.10.2026r. BKJIIOUYHTEJHO.

6.1.  Odepra, nojazaeHa 10 €NEKTPOHEH BT CJIE/BA J1a OTIOBAPST HA YC/IOBUATA [10COYEHH
B HACTOSILATA NOKaHa M npu yciaoBusta u peaa Ha 3EJIEYY u nojajnena na email:

nparvanova@uhsek.com, npenchev@uhsek.com, vlalova@uhsek.com. yranev@uhsek.com.

***% Japenencka: He ce pazenexcoam odepmu, nonyuenu u3gbH onpedeieHus cpox Ha

NOKaHamd.

YrBbpawi:
Ilpod. a-p Aumi
H3nbiaHuTe/1eH

YMBAIL ..C

p Ilerkos, 1.M.H.




