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J1O NIPUTEXXATEJIMTE HA
PA3PELIEHME 3A TbPI'OBUS HA
EJAPO C JIEKAPCTBEHU
NMPOAYKTHU IMOJYUYEHO I10 PEJA
HA I''TIABA JIEBETA OT 3JIIIXM

IIOKAHA

3a npeocTaBsiHe Ha odepTa 3a JJeKapCTBeH NPOAYKT, BK/IIOUEH B CIIHCHKA 110
4. 2662, aa. 2 ot 3JIIIXM, no peaa na Hapeada Ne 10/17.11.2011 r. na M3

Ha ocuosanue wi. 266a, ar. 5, m. 3 om 3axon 3a Jaexapcmeenume npooykmu 6
Xymannama meouyuna, 666 6p. ¢ 4. 1, ar. 1, m. 2, un. 3, ar. 3, un. 156, an. I uyn 156 om
Hapedoa Ne 10/17.11.2011 2. na Munucmepemeo na 30paseonaséanemo

YMBAJI ..Ceera Exkatepuna™ EAJI, nyObnukyBa HacTosiniara okaHa 3a npeocTaBsHe
Ha ohepTH 3a JIEKAPCTBEH [IPOAYKT ¢ MEKIYHAPOAHO HEIATeHTHO HAMMEHOBAHHE, BKIIIOYCH B
cnMchKa 1o wi. 266a, an. 2 or 3JIIIXM, kakro cnensa:

JlekapcrBena dgopma

ATC Mem’uaponim- O010 HPOrHO3HO
HENATEeHTHO H KOJIHYECTBO HA KOJIH4Y€CTBO B
HAHMECHOBAHHE AKTHBHOTO Belecreo MJI.
B05XAO03 Sodium chloride Sodium chloride 20% 5000
/Natrium chloride amp./ ml./5006p./

o

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 Cl/ -
500 op.

Ilokanara ce OTIpaBsi J10 BCHYKH NPHTEKATE/IM HA pa3speliCHUE 3a ThProBHs Ha €1po ¢
JIeKapCTBEHH NPOJYKTH, 10J1y4eHO 1o pesia Ha ['nasa neseta ot 3JIIIXM.

Ha pasrmiexiane nouiexar eiAMHCTBEHO odeprH, KOHUTO OTroBapsT Ha ycCloBUATa
OCOYEHH B HACTOALIATA [MOKAHA U HPUJIOKEHHUTE 00pa3iid, KAKTO Clie/iBa:
1: Ooekr: JlocTaBka.
2. [Ipeamer: M300p Ha U3MBbIAHKTE 3@ JIOCTABKA HA JICKAPCTBEHH POJYKTH, BKIKOUCHH B
CIUChKa 110 i 266a, ain. 2 ot 3JIIIXM.

3. Msicro ua m3nbanenne: rp. Codus, Oyi. .Ilenuo Cnaseiikos”™ Ne52 A - YMbAIJI
..Csera Exkarepuna™ EAJL, boannyna anrexa.

4. OcrarbueH CPOK HA TOAHOCT HA JIEKAPCTBEHHST mnpoaykr: KbM jara Ha
W3BBbPILBAHE/[IPHEMAHE HA JI0CTABKATa, JIOCTABEHHAT JICKAPCTBEH IIPOJIYKT ClIe/Ba [1a € C
0OCTAThY€H CPOK HA FOJHOCT HE MMO-MAJIKO OT 1 /equa/ roguna.

S M3HCKBaHNS KbM Ch/bP/KaHHETO HA odeprarTa:

5.1. [lpurexatenurte Ha paspelleHHE 3a ThProBHs HA €pO C JICKApCTBEHH NPOAYKTH.

noaasar opepra/cBodoieH TEKCT/ KbM KOATO €€ NpHJIarar Ciie/iHUTe JOKYMEHTH.

5.2. IlvnnomouHo 3a nojasade Ha oepra, Koraro oeprara ce 1oaasa oT yi'bJIHOMOLIECHO

JIHLE;

5.3.  MexayHapoaHO HelaTeHTHO HAUMEHOBAHHE HA AKTHBHOTO BELLIECTBO;

5.4.  THpProBcko HaMMEHOBAHHME HA JICKAPCTBEHUS [IPOYKT]

5.5. Bua Ha siekapcrBeHaTta (JopMa M KOJMUYECTBO BEIIECTBO B /I030Ba €AHHHLAL

5.6. llpoussonure;

5.7. KoumuecrBo B e1HA OMAKOBKA;

5.8. llena na nekapcTBeHMs! HIPOJIYKT;

5.9. Cpok 3a J10cTaBKa;

5.10. Cpok Ha BaJIMJHOCT Ha npejcTaBeHara opepra;

5.11. JIpyru OTHOCHMH JIOKyMEHTH [0 [IPELeHKa Ha JMLETO 10/1aBaimo odeprara.
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6. Besika odepra no Hacrosiiara rnokaia, , Ce [10/aBar 110 eJICKTPOHEH NbT B CPOK /10

11.06.2025r. BKJIIOYHTEIHO.

6.1.  Odepra, nosajieHa 1o eJECKTPOHEH BT ClIE/BA Ja OTIOBapsAT HA YCJIOBHATA MOCOUCHH
B Hacrosiuara nokana M npu yciosusta W pexa Ha 3EJIEYVY u noganena na email:

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

*%% Zapenexcka: He ce pasznescoam oepmu, nojayuenu u3ebi onpedeieHus Cpox Ha

HOKaHamid.

Y rBbpauiI:

Ipod. x-p 1
Hsnbaanren
YMBAJL ,,€



