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[MPUTEXKATEJIVTE HA
PA3PELIEHHE 3A ThPTOBHSA HA
EJIPO C JIEKAPCTBEHHU ITPOYKTH

IHOKAHA

3a
nojaBane Ha odeptH 3a JlocTaBKka Ha JIEKapCTBEHU MPOIYKTH, BKIIOUeHH B CITUCHKA O WJI.
266a, ai. 2 oT 3aKoHa 3a JIEKapCTBEHUTE MPOJAYKTHU B XyMaHHATa MEAULIMHA

YBAKAEMU JAMUA U I'OCIIOJIA,

,KoMrIuiekceHn onkosioruueH nentbp-Bpana® EOO/l, na ocHoBanue wi.266a, ai.5,
T.3 oT 3aKoHa 3a JIEKapCTBEHUTE MPOAYKTH B XyMaHHaTa Meaununa /3JIIIXM/ u un. 156
or Hapemb6a NelO or 17 moemBpu 2011 r., ¢ Hacrosimara mokana, Bu kanum na
npencraBuTe odepTa 3a I0CTaBKa Ha JIEKAPCTBEHU MPOAYKTH, BKIOYeHH B CHHCHKa 1O
y1.266a, an. 2 ot 3JIIIXM, npu ciegHuTe yCIoBUs:

|. IPEAMET HA ITPOLLEAYPATA:

[IpenMer Ha mpoleaypara € AOCTaBKaTa Ha JIEKAPCTBEHU MPOIYKTH, BKIIOYECHH B
CHMChKa 1o wi.266a, ai.2 oT 3akoHa 3a JEKapCTBEHUTE MPOJIYKTH B XyMaHHATa MEAUIIMHA
3a Hy)KauTe Ha ,,KomruiekceHn oHkonornyeH neHTsp-Bpama® EOO/L, cbriacHo TexHUUecKa
crenuguKanus, NpuiaokeHa B HacTosmara [lokana.

Il. TEXHUYECKA CIIEITUOUKATINA:

Yuact HHUIOUTC CJICABA Ja 1ogaaart O(I)epTa 34 JICKApCTBCHUTC NIPOAYKTH, KAKTO CJICABA:
- Fentanyl 50 mcg/ml inj. 2ml — 400 amm.
- Fentanyl 50 mcg/ml sol.for inj. 10 ml — 500 amm.
- Flumazenil 0,1 mg/ml sol. for inj. 5ml — 150 amm.

1. UIBSUCKBAHWA K'bM VYACTHUIINTE:

IToxanara ce oTIpaBs 40 BCUYKHU IIPUTEKATENH Ha PA3PEILICHKE 32 TBPrOBUS Ha €PO
C JICKapCTBEHHU TPOJYKTH, MONydeHo 1o pena Ha ['nmaBa mesera ot 3JIIIXM. VuactHuk
Yy)KIECTPAaHHO JIMIIE CJIe[Ba Ja IPUTEKaBa pa3pelICeHHe 3a THPrOBHS Ha €Ipo ¢
JIEKAPCTBEHW NPOAYKTH, W3JAJE€HO OT CHOTBETHHS KOMIIETEHTEH OpraH, CbIJIACHO
3aKOHOJATEIICTBOTO HA AbpKABaTa, B KOSATO € YCTAaHOBEH. B cily4ail ue ThproseusT Ha €1po
C JIEKapCTBEHU NPOAYKTH HMMa CKJIAJOBM TMOMENIEHMs] Ha TepuTopusTa Ha PemyOnuka
bearapus, TO TOM cienBa Ja IpUTEXaBa pPa3pelIeHUE 3a THPrOBHs, H3LANECHO OT
M3IBJIHATENHUA qupekrop Ha MAJL

IV. YCJIOBUA U PEJL 3A TTIPEJICTABAHE, PA3TJIEXKJIAHE 1 OHEHKA HA
ODEPTUTE
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1. Mscro 3a nonaBane Ha odept: Beeku padoren aeH, ot 07:30 u. go 15:00 4. B
aJIMUHHUCTpaTUBHAaTa crpaga Ha ,,KommiekceH onHkonorudeH ueHThp-Bpama®“ EOO/I.
Odeprara ce agpecupa a0 a-p I'purop I'puropoB - ympaBuTen ¥ ce HOIINKMCBA OT
3aKOHHHUSA/TE€ TPEACTABUTEN/W HA JAPYKECTBOTO WU IIBIHOMOIIHUK C MPEICTaBEHO
I'BJIHOMOIIHO.

* Bceku ydacTHHK MOXKE Jla y4yacTBa 3a BCska HOMeHKJaTypa. Knacupanero Ha
YYaCTHHUIIUTE CE U3BBPIIIBA OTJCIHO 33 BCSKa HOMEHKJIATYpA.

2. Kpaen cpok 3a mogaBane Ha opeptu: 18.10.2024 r.

3. OrBapsne ©Ha mnomyuenure odepru: 21.10.2024 r., or 10:30 dyaca B
aJIMUHHUCTpaTUBHAaTa crpaja Ha ,,KoMmiuiekceH oHkosiormyeH LeHTbp-Bpana®“ EOO/, B
kabuHera Ha ympasurens. OdepTuTe IIe ce pasriexgaT OT KOMHUCHS, Ha3HaueHa ChC
3aroBe]] Ha yIpaBUTEJIS.

Pesynrarure ot paborara Ha KOMUCHSATA C€ OTPa3sABAT B IPOTOKOJI, KOMTO CE MOAMUCBA OT
BcHukd uwieHoBe. Komucusta kiacupa y4aCTHHMIIMTE, KaTO pasriiexia IpeICcTaBeHUTE
oepTH, ycTaHOBSBa CHOTBETCTBHETO MM C WM3MCKBAHMATA Ha BB3IOXKHUTENS U OICHSABA
odepTuTe Ha JOMYCHATUTE YYACTHUIIM, ChITIACHO KPUTEPUUTE 32 OLICHKA Ha OepTHUTE.

4. Ha pasriexnaHe MoJUIeXaT eIWHCTBEHO O(EepTH, KOUTO ChIBPKAT CIETHATa
nHpopMarus:

»MexayHaponHo HenareHTHO HanMmeHoBaHue (INN) Ha aKTHBHOTO BEILIECTBO;

»THpProBcKO0 HAMMEHOBAHKE HA JICKAPCTBEHUS IPOAYKT;
» Bun Ha nekapcTBeHata popMa M KOJHMYECTBO Ha aKTUBHOTO BEIIECTBO B J030Ba
€IMHULIA;

»IIponsBonuren;

»KonnuecTBo B elHa OMIAKOBKA;

»1leHa Ha neKapCTBEHHUs IPOAYKT;

»CpoK 3a 10CTaBKa;

» Cpok 3a BaJMTHOCT Ha IMpeloCTaBeHaTra LeHoBa odepra — munumym 30
KaneHOapHu OHuU;

* [vinomowHo 3a nooasane Ha ohepma, koeamo oghepmama ce nooasa om

VABIHOMOUEHO TuYe,
5. OcTaTpyeH cpoK Ha TOJHOCT Ha JIEKAPCTBEHUST MPOAYKT:
K®M nmatara Ha nprieMaHe Ha JOCTaBKaTa, JOCTABEHUSAT JICKAPCTBEH MPOAYKT CIIEBA
Jla € C OCTaThu€H CPOK Ha T'OJHOCT HE Mo-Mayko oT 1 /eHa / roauHa.
*3abenexka: He ce pasrnexnaar odpepTy, MoIydeHU CJIe OTpeAeNieHUs] CPOK, MOCOUYEH
B MTOKaHaTa.

V. KPUTEPHUU 3A OILIEHKA

N360pbT HAa M3MBIHHUTEN 1€ CE TMPOBEAEC BB3 OCHOBA HA UKOHOMUYECKU HAll-
uzeoonama ogepma. Coiliata 1ie ce orpeae o KpUTepHil, KOUTO OlIeHsIBa ,,HAli-HIUCKATa
NMpeAJIoKeHa eIUHUYHA [eHa*.
VYyacTHULIUTE c€ KJacupaT N0 Bb3XOIAI pell Bb3 OCHOBA Ha MPEJI0KEHATa OT TAX LEHA.
[TepBUAT OT TSAX ce ompeAens 3a y4aCTHHUK, CIEYEIWI M3IBJIIHEHUETO Ha JIOCTaBKaTa Ha
IOCOYEHUTE JIEKAPCTBEHU MPOJYKTHU B HACTOALLIATA IIPOLIEAYpATa.

H[!I/IHO)KCHI/ICZ HpOCKT Ha I[OI‘OBOp 3a I[OCTaBKa Ha JICKapCTBCHU MPOAYKTHU.
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