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A0 NPUTEXATEJIMTE HA
PA3SPELLHEHME 3A TbPI'OBUS HA
EJAPO C JIEKAPCTBEHHU
NMPOAYKTHU NOJIYHYEHO I10 PEJA
HA I'VIABA JEBETA OT 3JIIIXM

IIOKAHA

3a npegocTaBsine Ha odepTa 32 JleKapcTBeH NPOAYKT, BK/JIKYEH B CIHCHKA 110
4. 2664, au. 2 or 3JIIIXM, no peaa ua Hapea6a Ne 10/17.11.2011 r. na M3

Ha ocuoBauue wi. 266a, ai. 5, m. 3 om 3axkon 3a aexapcmeenume npooykmu 6
xymannama meouyuna, 6v6 6p. ¢ ui. 1, an. 1, m. 2, un. 3, an. 3, wir. 156, an. 1 u wn. 156 om
Hapeota Ne 10/17.11.2011 &. na Munucmepcemeo na 30paseonaseanemo

YMBAIJI ,.Ceera Exarepuna™ EAJL, ny0nukyBa HacToslara oKaHa 3a NpeaocTaBsHe
Ha opepTH 3a JEKapCTBEH MPOAYKT ¢ MEHKILYHAPOIHO HENATEHTHO HAMMEHOBAHHE, BKIIIOUCH B
CHHUCBHKA 110 Wi, 266a, an. 2 ot 3JIIIXM, kakTo ciensa:

ATC Mem;:(yr;apounn Jlekapersena gopma | O6mo nporﬂ(ﬂuo
l HEMATEHTHO H KOJIHYECTBO HA KOJIH4YEeCTBO B
| HAHMeHOBaHHe AKTHBHOTO BEHIECTBO MJL
| | |
C04ABO01 Phentolamin ' Phentolamin Mexylate = 60 ml./606p./
Amp.10mg/Iml

[Tokanara ce oTnpass 70 BCHUKH MPUTEKATEJIM HA pa3pelleHre 3a ThProBUs Ha eIpo C
NEeKapCTBEHU NPOJAYKTH, 0Jy4eHOo 1o peaa Ha ['nasa nesera ot 3JITIXM.
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Ha pasraexiade nojjexar eIMHCTBEHO O(epTH, KOMTO OTroBapAT Ha YCIOBUsITA
MOCOYEHH B HACTOSLIATA [IOKaHA U NPHJIOKEHNUTE 00pa3iii, KaKTo clle/IBa:
1. Ooexr: JlocraBka.
2. Ipeamer: M300p Ha M3bJIHKTEN 3a 10CTABKA HA JIEKAPCTBEHU IIPOJIYKTH, BKJIIOYECHHU B
cruchKa 1o wi. 266a, ain. 2 ot 3JIIIXM.

3. Msicto Ha m3nbadenne: rp. Codus, Oy .llenyo CnaseiikoB”™ Ne52 A - YMbBAIJI
..Csera Exarepuna” EAJI, Bosinnuna anreka.
4. Ocrarb4eH CPOK HA TrOJHOCT HA JexKaperBeHusT npoaykr: Kbm jara Ha

M3BBPIIBAHE/TIPHEMAHE HA JIOCTABKATA, JOCTABEHHAT JIEKAPCTBEH NPOYKT ClIe/IBa J1a € C
OCTATBYEH CPOK HA FOAHOCT HE Mo-Maliko ot 1 /eana/ roauxa.

3. H3nckBaHHs KbM Ch/AbP/KaHHETO HA ofeprara:

5.1. llpurexarejiure Ha pa3pellieHHE 3a TbProBUs HA €1p0O C JIEKAPCTBEHH MPOILYKTH,

nojasar odepra/cBodoaeH TeKeT/ KbM KOATO €€ NPHJIAraT CJI€HUTE JOKYMEHTH.

5.2. IlsanomonHo 3a nojasane Ha odepra, korato odeprara ce 1ojasa OT YiIbJIHOMOIIEHO

JIMLE;

5.3. Mex/IyHapoaHO HENATEHTHO HAMMEHOBAHHE HA AKTHBHOTO BELIECTBO;

5.4. TBproBcko HAMMEHOBAHHUE HA JIEKAPCTBEHUS MIPOJYKT;

5.5. Bwuj na nekapcrBenara ¢opma M KOJIMYECTBO BEILECTBO B 1030Ba €IHHHLA;

5.6. IlpomsBoaurern;

5.7. KonuuecrBo B €1Ha ONIAKOBKA;

5.8. llena Ha nekapcTBEHUS NPOAYKT;

5.9. Cpok 3a nocraBka;

5.10. Cpok Ha BaJHIHOCT Ha npejacraBeHara odepra;

5.11. Jlpyru OTHOCHMH JOKYMEHTH 110 MPELEeHKa Ha JIMIETO 110/aBailo odeprara.

6. Besika odepra no Hacrosiara noxkasa, . €€ 10JaBar 110 €JIEKTPOHEH IIbT B_CPOK /10

31.08.2026r1. BKJIIOYHTEIHO.

6.1. Odepra, noxageHa Mo eNEKTPOHEH MBT CJIEABA Ja OTIOBAPST HA yCJIOBHATA [IOCOUYEHH
B HacTosiiata nokaHa u npu ycuoBusta u pena Ha 3EJIEYY u noaanesa na email:

nparvanova@uhsek.com, npenchev@uhsek.com, vlalova@uhsek.com. vranev@uhsek.com.
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**% Jabenencka: He ce pazznexcoam oghepmu, nojyuenu u3gbH onpedeieHus CpoxK Ha

NHOKAHAama.

Cvenacysanu:
VA

en

10/160p

WIHUYHG anmeka

Yrebpaua:
IIpod. n-p I
3a U3nba

1
YMBAJI%BET(J Exasepaua” EAL
Coriaacno: 3an. Ne 18-195/13.08.2026r.



