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A0 NNPUTEXATEJIMTE HA
PASPELLIEHUE 3A ThbPI'OBUSI HA
EJIPO C JIEKAPCTBEHH
NPOAYKTHU MNOJYUYEHO I10 PEJA
HA I'JIABA JEBETA OT 3JUIXM

IIOKAHA

3a npegocTaBsine Ha oepTa 3a JeKAPCTBEH NPOAYKT, BKJIKYEH B CIUCHKA [0
4. 2662, aua. 2 ot 3JIIIXM, no peaa na Hapeada Ne 10/17.11.2011 r. na M3

Ha ocuoBauue wi. 266a, ar. 5, m. 3 om 3axon 3a aexkapcmeenume npooyKkmiu 6
xymannama meduyund, 6v6 6p. ¢ ya. 1, ar. 1, m. 2, un. 3, an. 3, wi. 136, an. I wwn 156 om
Hapeota Ne 10/17.11.2011 e. na Munucmepcemeso na 30paseonazeaneno

YMBAIJI ..Csera Exarepuna™ EAJ], ny6inkyBa Hacrosiara nokaHa 3a rnpejocTaBste
Ha ohepTH 3a JIeKapCTBEH NPOAYKT ¢ MEKIYHAPOAHO HENATEHTHO HAUMEHOBAHHE, BKIIIOYEH B
CIMCHKA 110 . 266a, ai. 2 or 3JIIIXM, kakro ciensa:

ATC _ MesxyHapoaHo Jlekapcrsena dgopma ' O6mo ﬁpbmomo
HEMATEHTHO H KOJIHYECTBO HA ! KOJIH4eCcrBso B
HAHMCHOBAHHE AKTHBHOTO Bemecrso l MJI.
C04AB01 | Phentolamin 'Phentolamin Mexylate | 60 ml./60Gp./ |
g | Amp.10mg/1ml |

[Tokanara ce OTHpaBs 0 BCHUKH MPUTEkKATEIM HA Pa3pelIeHUE 3a ThProBUs Ha epo C
JIeKapcTBEHH NPOYKTH, [10J1y4eHO 1o pexa Ha ['iaBa nesera ot 3JITIXM.
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Ha pasriexjaaHe [OJIEKAT €IHHCTBEHO O(epTH, KOMTO OTIoBapsAT Ha yC/IOBUSATA
[OCOYEHH B HACTOALIATA NOKAHA U MPHIOKEHUTE 00pa3iLi, KaKTo Clie/iBa:
1 Obekr: JlocraBka.
2. [peamer: U360p Ha M3MbIHUTEN 33 JOCTABKA HA JICKAPCTBEHH NPOAYKTH, BKJIFOUCHH B
CHHCHKA 110 4L 266a, an. 2 ot 3JITTIXM.

B Msicto na wsnbanenne: rp. Codus, Gy .llenyo Cnaseiiko” Ne52 A - YMBAIJI
Csera Exarepuna™ EAJI, boanuyna anreka.

4. Ocrarbiued CPOK HA TOAHOCT HA JIEKAPCTBEHHAT npoaykr: KbMm jara Ha
M3BBbPILBAHE/IPHEMAHE HA JI0CTaBKaTa, IOCTABEHHSAT JICKAPCTBEH ITPOLYKT CJIC/IBa /1a € €
OCTATBYEH CPOK HA FOHOCT He MO-MaIKo oT 1 /ennal rojuHa.

5. U3ucKBaHHi KbM ChAbpPKAHHETO HA odeprara:

5.1. llpurexarenure Ha paspelleHHe 3a TbPrOBUA HA €1p0O ¢ JIEKAPCTBCHH IPOIYKTH,

nojasar odepra/cBo00AeH TEKCT/ KbM KOATO €€ NpHiarar CJIe/IHUTE JOKYMEHTH.

5.2. [IbaHomouiHO 3a nojasane Ha odepra, Koraro odeprara ce 1ojasa or YirbJIHOMOIICHO

JHLE;

5.3. MexyHapo/IHO HENAaTEHTHO HAUMEHOBAHUE HA AKTHBHOTO BELIECTBO;

5.4. TbproBcko HAaMMEHOBAHME HA JICKAPCTBEHUS IPOIYKT]

5.5. Buj na nexapcrBeHara popMa M KOJIMYECTBO BEHICCTBO B /1030Ba €JIMHHLA;

5.6. llpoussoaurei;

5.7. KouuuecTBO B €/1HA OIIAKOBKA;

5.8.  lleHa Ha JieKapCTBEHHS NTPOYKT;

5.9. Cpok 3a nocraBka;

5.10. Cpok Ha BaJaMIHOCT Ha Npe/cTaBeHara opepra;

5.11. Jlpyrs OTHOCMMH JIOKYMEHTH I10 [IPELIEHKA Ha JIMIETO [01aBaio odeprara.

6. Beska odepra 1o Hacrosiiara okaHia, , €€ 1101aBar 10 eJICKTPOHEH IbT B CPOK 10

13.01.2026r. BKJIIOYHTEIHO.

6.1. Odepra, nojaaeHa 1o eJEKTPOHEH BT CJIC/BA /1a OTIOBAPST HA YCIOBHATA IOCOUCHH

B HacTosl@Ta [OKaHa M npu ycaosusara u pena Ha 3EJIEYY u nonanesa na email:

iiheal 14l
UESUR CUHTE, V1
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*%% 3apenencka: He ce pazenexncoam odepmu, noayieHu U36bH onpedeienus cpox Ha

NHOKaAHamd.
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