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JO INIPUTEXATEJIUTE HA
PA3SPELHIEHUE 3A THPI'OBUSI HA
EJIPO C JIEKAPCTBEHH
MPOAYKTMU INOJYYEHO I10 PEJIA
HA I''IABA JTEBETA OT 3JIIIXM

IIOKAHA

32 npeaocTaBsiHe HA oepTa 32 JIEKAPCTBEH NPOAYKT, BKJIKYeH B CNIUCHKA 110
wi. 266a, aJ. 2 or 3JIIIXM, no peaa na Hapea6a Ne 10/17.11.2011 r. na M3

Ha ocuosanue wir. 266a, ar. 5, m. 3 om 3axon 3a jexapcmeenume npooykmu 6
xymannama meouyuna, 6v6 ép. ¢ ya. 1, an. 1, m. 2, un. 3, an. 3, wn. 156, an. I uun. 156 om
Hapeota Ne 10/17.11.2011 2. na Munucmepcemeo na 30paseonaséanemo

YMBAIJI ..Csera Exkarepuna™ EAJ], nybiukyBa HacTos1aTa IOKaHa 3a NpeocTaBsHe
Ha o(epTH 3a JEKapCTBEH [POLYKT C MEKIYHAPOHO HENATEHTHO HAMMEHOBAHHE, BKJIIOYEH B
cruucbKa 1o uii. 266a, an. 2 or 3JIIIXM, kaxkrto cneasa:

ATC | Memnynaponﬂo Jieh:z_lpcmeua dopma ‘ 00610 nporuosuo
' HeNATEHTHO H KOJIHYECTBO HA | KOJIMYeCTBO B
HAHMEHOBAHHE AKTHBHOTO BeHECTBO i ML
i BO5XA16 | Cardioplegie Solution ot 1000MmJ1. | 200000
| ' solution A I ml./2006p./

[TokanaTa ce oTHnpaBs 0 BCHYKH MPHUTEkKATEIM HA Pa3pelIeHue 3a ThProBUs Ha eJ1po ¢
JIEKapCTBEHHM 1IPOJLYKTH, OJTy4YeHo 1o peaa Ha ' aBa nesera ot 3JITIXM.
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Ha pasriexiane 1oJuieskar eIMHCTBEHO Oo(epTH, KOMTO OTroBapsT Ha yC/10BHsITa

[IOCOYEHH B HACTOALATA [TOKAHA W ITPHJIOKEHUTE 06pa3uu_. KaKTO CcliciaBa:

1.
2.

3.1,

Oobexr: JlocraBka.
[peamer: M360p Ha U3IBJIHUTEN 3a JOCTABKA HA JICKAPCTBEHHU POJIYKTH, BKJIIOYCHH B
CIUCHKA 110 4L 266a, an. 2 ot 3JITTXM.

Msicro na m3nbianenune: rp. Codus, Oyn. . Ilenyo Cnaseiikos™ Ne52 A - YMBAIJI
..Csera Exarepuna™ EAJI, boanuuna anrexa.
OcrarbuyeH CpPOK HA T[OAHOCT HA JIieKapeTBeHHAT mnpoaykr: KoM jara Ha

l‘I3BbpllIBaHeJ'fl'lpl‘IeMaHC Ha JocTaBKara, JOCTABCHHUAT JICKAPCTBCH MPOAYKT ClJie/IBa d € C
OCTAThYeH CPOK HA FOJIHOCT HE 10-MaJIKo oT | /enna/ roauna.
H3HCcKBAHHS KbM Ch/AbP/KAHHETO HA ofepTara:

Hpn're)xaTenHTe Ha pa3pelicHHEe 3a ThProBHA Ha €/1p0 ¢ JIEKApPCTBEHHU IPOJYKTH,

nozasar oepra/cBoboeH TeKCT/ KbM KOATO CE NPUIIAraT CJIeAHUTE JOKYMEHTH.

5.2,

JIALE;

5.3
5.4.
8.5,
5.6.
.7
.8,
5.9
5.10.
311
6.

ITbIHOMOLIHO 32 1ToaBaHe Ha 0[1)ep'1‘a. KoraTro otbepra'ra CC nmoaasd OT YUbJIHOMOUICHO

MesK1lyHapoAHO HelaTeHTHO HAUMEHOBAHHE HA AKTUBHOTO BELIECTBO;
TbproBcko HAMMEHOBAHUE HA JIEKAPCTBEHUS IPOLYKT;

Bun Ha nexaperBeHara opMa M KOJIMUYECTBO BELLECTBO B J1030Ba €HMHHUIA;
IIpousBoauTen;

KonnyecTBo B €1Ha OnakoBKa;

Llena Ha JlekapcTBEHHS POJAYKT;

Cpok 3a jiocTaBKa;

Cpok Ha BaJIMIHOCT Ha NpejacraBeHara odepra;

JIpyru OTHOCHMMH JIOKYMEHTH [10 MpelieHKa Ha JIMLETO 1oAasaio odeprara.

Besika 0[]Jep'1'a [10 HacToduara nokKaHa, ., €€ noaaBar 1o cJICKTpoOHEH [IbT B_CPOK 10

11.08.2026r. BKJIIOYUTEIHO.

6.1.

O[]Jep'ra. 11oJjiaJieHa 1o eJICKTPOHEH ITbT CJIEJIBA /1a OTrOBAPAT HA YCJIIOBHATA [IOCOYCHH

B HacTosllaTa nokaHa u npu ycuaosusta u pena Ha 3EJIEYY u noxmajnesa na email:

iy anova d'uhisek.com, npenchey @ uhsek comg v lalova d uhisek col
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%% Jabenencka: He ce pazznexcoam oghepmu, nojiy4eHu U36H OnpedeneHiin CPoK Ha

HOKaHamda.




