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NPUTEXATEJUTE HA

PASPEHIEHUE 3A ThbPI'OBUSA HA
EJPO C JIEKAPCTBEHMU ITPOAYKTH

IHOKAHA

3a
nojaBaHe Ha ogeptu 3a JlocTaBka Ha JIEKapCTBEH MPOIYKT, BKIO4YeH B Cruchbka mo wi. 266a,
al. 2 oT 3aKOHa 3a JICKAPCTBEHUTE NPOAYKTH B XyMaHHAaTa MEAUIIMHA

YBAKAEMU JAMUAU U T'OCIIOJIA,

,,KOMIUIeKCeH oHKojIorudeH neHThp-Bpana“ EOO/I, Ha ocHoBaHme wi.266a, an.5, 1.3 ot
3akoHa 3a JIGKApCTBEHUTE MPOIYKTH B XymanHata MemuiuHa /3JIIIXM/ u un. 15 ,,6° ot
Hapen6a NelO ot 17 moemBpu 2011 r., ¢ Hacrosmiara mokaHa, Bu kaHUM Ja TpencTaBUTE
odepra 3a JOCTaBKa Ha JIEKapCTBEH MPOIYKT, BKItoueH B Crnmchka mo uin.266a, am. 2 oT
3JIIIXM, npu ciieqHUTE YCIOBUS:

|. IPEAMET HA ITPOLLEAYPATA:

[IpenMer Ha mponeaypara € JocTaBKara Ha JIEKapCTBEH MPOAYKT, BKIIOUEH B CIUCHKA
1o 4wi.266a, an.2 oT 3akoHa 3a JEKapCTBEHUTE NMPOJAYKTH B XyMaHHATa MEAUIIMHA 3a HYXIUTE
Ha ,,Kommekcen onkonoruueH 1eHTbp-Bpama®“ EOO/], cprmacHo TexHU4ecka crenudukarms,
IpuiIoKeHa B Hacrosiara [lokana.

. TEXHUYECKA CIIEHUDPUKATINA:
VYyacTHULIMTE cesBa 1a nojaaaT odepra 3a JIEKapCTBEHHU NMPOIYKTH, KAaKTO CIIE/Ba:

- Flumazenil 0,1 mg/ml sol. for inj. 5ml — 300 amm.

1. UIBSMCKBAHUA KbM YYACTHUILIMUTE:

IToxanara ce oTIpaBst 1O BCUUKHU IPUTEKATEIN HA pa3pelIeHUe 3a ThbProBUs Ha €1Ipo ¢
JIEKApCTBEHW MPOJYKTH, TMOJy4dyeHo Mo peaa Ha [naBa neeera ot 3JIIIXM. VYuyactauk
Yy)KJIECTPAHHO JIMIIE CJIe/IBa Ja NPUTEKaBa pa3pelieHUe 3a ThPTOBHs HA €IpO C JIEKaPCTBEHU
MIPOAYKTH, U3JAJEHO OT CHOTBETHUsS KOMIIETEHTEH OpIaH, CBIVIACHO 3aKOHOJIATEICTBOTO HA
’bP’KaBaTa, B KOATO € YCTAaHOBEH. B ciydail ye ThproBebT Ha €IpO € JEKAPCTBEHU IPOIYKTH
UMa CKJIaJ0BM TOMEIIEHUS Ha TepuTopusta Ha PenyOnuka bwiarapus, To Toil ciexsa na
MIpUTEkKABA PA3PEIICHNE 3a ThPTrOBUs, U3/1aJICHO OT U3ITBIHUTEIHUSA AupeKkTop Ha AL

IV. YCJIOBUA U PEA 3A TIPEACTABAHE, PASTJIEXKIAHE U OIIEHKA HA
ODEPTUTE

1. Mscro 3a mogaBaHe Ha o(epTH: aJAMHUHUCTpaTHBHaTa crpaja Ha ,,KommiekceHn
OHKOJIOTMYeH MLeHThp - Bpama“ EOO/], O6yn. ,,Bropu ronu*“ Ne68 wunu mnoxamucana c
KBaTM(UIMPaH €. TOJNUC U M3MpaTeHa Ha cieanus e-mail: mdozs_vratza@abv.bg. Odeprara
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ce aapecupa 10 na-p l'eopru E3ekueB - ympaBuTen U ce TMOANMKMCBA OT 3aKOHHUS/TE
IIPEICTaBUTEIN/H Ha JPYKECTBOTO WM II'BJIHOMOIIHUK C ITPEJICTABEHO ITJIHOMOIIHO.

2. Cpok 3a nonaBane Ha odeptu: Beeku padoren aen, ot 07:30 4. na 19.06.2025r. no
15:00 4. Ha 26.06.2025r.

3. OrBapsae Ha mnonyuyenure odeptu: 27.06.2025r., or 10:30 wyaca B
aIMUHHUCTpaTUBHATa crpajga Ha ,,KoMmrmuiekceH oHKoJiorudeH HeHThp - Bpama®“ EOO/, B
kabuHera Ha ynpaButens. OdepTure 1me ce pasriexaaT OT KOMUCH, Ha3Ha4YeHa ChC 3all0BE]] Ha
yIpaBUTENs.

Pesynrature or paborara Ha KOMHCHSATA C€ OTpa3sBaT B MPOTOKOJ, KOMTO Ce MOANKCBA OT
BCHYKM uwieHoBe. Komucusara kiacupa ydacTHULIUTE, KaTo pasriiex/a MpeacTaBeHuTe odepty,
YCTAaHOBSIBA CHOTBETCTBHUETO MM C M3UCKBAaHUATa Ha Bb3noxurens u oneHsBa opeprute Ha
JOIyCHATUTE YYaCTHUIIM, ChIVIACHO KPUTEPUUTE 32 OLIEHKA Ha oepTuTe.

4. Ha pasrnexnaHe MOJUIeXKaT €IWHCTBEHO O(EpTH, KOUTO ChIBp)KAT CJeaHATa
nHpopManus:

»MexnyHaponHo HenaTreHTHO HauMeHoBaHue (INN) Ha akTHBHOTO BELIECTBO;

»TBproBcko HaMEHOBaHHE Ha JIEKAPCTBEHUSI IPOAYKT;

» Bun Ha nexapcTBeHata (opMa M KOJIMYECTBO HAa AKTUBHOTO BELIECTBO B J030Ba
eIMHUIIA;

rIIponussonurer;

»KonuuecTBo B e/1Ha ONIaKOBKA;

»1leHa Ha neKapCTBEHHUs IPOAYKT;

»CpoK 3a 0CTaBKa;

» Cpok 3a BaIMJHOCT Ha MpeAOCTaBeHaTa 1eHoBa odepra — munumym 30 KareHoapHu

onu,;

* [TvinomowHo 3a nodasame Ha ogepma, Koeamo ogepmama ce nooasa om

VHBIHOMOUIEHO TiuYe,

5. OcTaTbhyeH cpoK Ha FOJHOCT Ha JICKAPCTBEHUST MPOAYKT:

K®M natara Ha mpremMaHe Ha JOCTaBKaTa, JOCTABEHUST JIGKAPCTBEH MPOIYKT CJIEBA J1a €
C OCTaThbU€H CPOK Ha FOJHOCT HE MO-MaJKo OT 1 /exHa / ronuHa.

*3abenexka: He ce pasriexnar odepTu, MOJydeHH CJIe[l ONpPEACNIeHUs] CPOK, MOCOYCH B

MOKaHaTa.

V. KPUTEPHUUA 3A OILIEHKA

N360pbT HAa M3MBJIHUTEN I1I€ CE€ TTPOBEIEC B3 OCHOBA HA UKOHOMUUECKU HAU-U3200HAMA
ogepma. Cpiara 1e ce ompeeNyd Mo KPUTepuid, KOWTO OIEHSBA ,,Hali-HUCKATAa MpeIIo:KeHa
eIMHHYHA eHa*,
VYyacTHULIUTE c€ KJIacupaT 10 Bb3XOIAI pell Bb3 OCHOBA Ha MPEJI0KEHATa OT TAX LEHA.
[TepBUAT OT TAX ce€ ompenens 3a YYACTHUK, CHEYENTWJ HW3IBJIHEHUETO Ha JIOCTaBKaTra Ha
MMOCOYCHHUSI/UTE IEKaPCTBEH/H MPOIYKT/U B HACTOSIIIATa IPOIEeAypaTa.

ITpunosxxenue: ITpoexrt Ha JloroBop 3a JlocTaBka Ha J€KapCTBEHU IPOILYKTH.
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