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J0O INIPUTEXATEJIUTE HA
PASPEHIEHUE 3A TbPI'OBUS HA
EJPO C JIEKAPCTBEHHU
INPOAYKTHU MMOJIYHYEHO I10 PEJIA
HA I'JTABA JJEBETA OT 3JIIIXM

INOKAHA

3a npejocTaBsiHe HA odepTa 3a JieKAPCTBEH NPOAYKT, BKJIKYeH B CIIHCHKA MO
1. 266a, aJ. 2 ot 3JIIIXM, no pena na Hapenta Ne 10/17.11.2011 r. na M3

Ha ocuoBanue wi 266a, air. 5, m. 3 om 3akon 3a jrexapcmeenume Npooykmu 6
Xymannama meouyund, 6v6 6p. ¢ yi. 1, an. 1, m. 2, ya. 3, au. 3, wa. 156, ar. 1w ya. 156 om
Hapeoba Ne 10/17.11.2011 2. na Munucmepemeo na 30paseonazéanemo

YMBAIJI ,,Ceera Exarepuna™ EAJI, ny0iuKyBa HacTos11ara noKaHa 3a npejaocraBsHe
Ha ohepTH 3a JIEKApPCTBEH NMPOYKT C MEWLYHAPO/IHO HENATEHTHO HAMMEHOBAHUE, BKJIIOUEH B
crnuchbKa no ui. 266a, an. 2 or 3JIIIXM, kakro ciejBa:

‘ ATC Me.;llcuyuapt;,fi_uo JlekapcrBena gopma .(_)-ﬁmo HPOrHO3HO
| HEIATEHTHO M KOJIHYeCTBO HA KOJIHYECTBO B
HAHMEHOBAHHE AKTHBHOTO BeleCcTBO ML
C04AB01 Phentolamin Phentolamin Mexylate 30 ml./306p./
' Amp.10mg/1ml

llokanara ce oTmpaBsi 10 BCHYKH NPUTEXKATEIIN HA Pa3pelCHUe 32 ThProBHs Ha €Apo ¢
JEKapCTBEHM NPOJIYKTH, MOJAy4eHO 110 peja Ha ['nasa aesera ot 3JITIXM.
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Ha pasraexnane nopexar eauHCTBEHO OQepTH, KOMTO OTroBapsAT Ha YCJIOBHsTA
[IOCOYEHH B HACTOALLATA NOKAHA U NpUIOkKeHUTe 00pa3Lu, KaKTo cie/iBa:
P Ooexr: JlocraBka.
2. IIpeamer: M300p Ha M3NBIHUTE! 3 JIOCTABKA HA JICKAPCTBEHH MPOJYKTH, BKJIIOYEHH B
CIHCBKA 110 uil. 2664, an. 2 ot 3JITIXM.

3. Mscro Ha msnbjaHenue: rp. Codus, Oyn. .llenyo CnaseiikoB”™ Ne52 A - YMBAIJI
..Crera Exarepuna™ EAJl, bonHuuHa anreka.

4. OcrarbyeH CpPOK HAa rOJAHOCT HAa JieKapcTBeHHST mnpoaykr: Kbm jara Ha
H3BbpLIBaHEe/IPHEMaHe Ha I0CTaBKaTa, JOCTABEHHUST JIEKAPCTBEH MPOJLYKT CJIe/Ba 1a € C

OCTATBHHYCH CPOK HA 'OAHOCT HE [10-MaJIKO OT 1 /enna/ roguHa.

n

. H3ucKkBaHus KbM ChAbP/KaHHETO HA oepTaTa:

5.1. llpurexarenure Ha paspelleHHe 3a THProBHS HA €pO0 C JIEKApCTBEHHM IPOJYKTH,
nojasat oepra/cBod0/ICH TEKCT/ KbM KOATO CE [IPHJIArar CIeHUTE JOKYMEHTH.

5.2. IlbaHomouHo 3a nojaBaHe Ha odepra, koraro odeprara ce 1101aBa 0T YII'bJIHOMOILEHO
JIALE;

5.3.  MexayHapoaHO HENAaTEeHTHO HAUMEHOBAHHE HA AKTHBHOTO BEILECTBO,

5.4. TbproeBcko HaMMEHOBAHHE HA JIEKAPCTBEHHS MPOYKT,

5.5. Bwuna Ha nexapcrBeHara ¢GopMa H KOJMYECTBO BEIIECTBO B 1030Ba €/IMHULA;

5.6. Ilpoussoaurei:

5.7. KosiMuecTBO B €/1HA OIIAKOBKA;

5.8. llena na nekapcrBeHHs IPOIAYKT;

5.9. Cpok 3a jocraBka;

5.10. Cpok Ha BaJIMAHOCT HA l1pejcTaBeHara odepra;

5.11.  Jlpyru OTHOCHMH JIOKYMEHTH 110 PeLeHKa Ha JIMLETO 1101aBaLlo odeprara.

6. Besika ogepra nmo Hacrosuara 110KaHa, , Ce [0/1aBar 1o €JIeKTPOHEH MbT B_CPOK 10

19.05.2025r. BKJIWYHTEIHO.

6.1. Odepra, nosaaeHa no eIEKTPOHEH BT CJIEJBA J1a OTFOBAPAT HA YCIIOBHATA [TOCOYEHH
B HACTOSLIATAa 10KaHa ¥ 1pH yciaoBusta u pena va 3EJJEYY u nomazena Ha email:
nparvanova@uhsek.com, npenchev/@uhsek.com, vlalova@uhsek.com, lvasilevi@uhsek.com .

**% 3apenencka: He ce pasenescdam ohpepmu, noayueHu u36bH Onpede/ieHus CpoK Ha

HOKdHama.,
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