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

IHOKAHA

3a
nojaBane Ha odeptH 3a JlocTaBka Ha JIEKapCTBEHH MPOAYKTH, BKIIOYeHH B CIIMCHKA 110 1II.
266a, ain. 2 oT 3aKoHa 3a JIEKapCTBEHUTE MIPOJYKTH B XyMaHHaTa MEAUIMHA

YBAKAEMU JAMUA U I'OCIIOJIA,

,KoMrIuiekceHn onkosioruueH nentbp-Bpana® EOO/I, na ocHoBanue wi.266a, ain.s,
T.3 oT 3aKoHa 3a JIEKapCTBEHUTE MPOAYKTH B XyMaHHaTa Meaununa /3JIIIXM/ u un. 156
or Hapemba NelO or 17 moemBpu 2011 1., ¢ Hacrosmata MokaHa, Bu kaHuMm J1a
npencraBuTe odepTa 3a I0CTaBKa Ha JIEKAPCTBEHU MPOAYKTH, BKIOYeHH B CHHCHKa 1O
y1.266a, an. 2 ot 3JIIIXM, npu ciegHuTe yCIoBuUs:

|. TIPEAMET HA ITPOLIEJIYPATA.:

[IpenMer Ha mporneaypara € AOCTaBKaTa Ha JIEKAPCTBEHU MPOIYKTH, BKIIOUYECHU B
cHuchKa 1o wi.266a, ain.2 ot 3akoHa 3a JEKapCTBEHUTE NMPOJYKTH B XyMaHHAaTa MEIULIMHA
3a Hy)KauTe Ha ,,KommiekceHn oHkonorudeH neHTbp-Bpama®“ EOO/I, cbriacHo TeXxHUUYECKa
crenuguKanus, NpuiaokeHa B HacTosmara [lokana.

Il. TEXHUYECKA CIIEITUOUKATINA:

yLIaCTHI/II_[I/ITe cJcaBa aa mmogaaar 0(pepTa 3a JICKapCTBCHUTC IPOAYKTH, 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 BCUYKU IIPUTEKATENN HA PA3PEILIECHUE 32 THPIOBUS Ha €PO
C JICKapCTBEHHU TPOJYKTH, MONydeHo 1o pena Ha ['nmaBa mesera ot 3JIIIXM. VuactHuk
Yy)KIECTPAaHHO JIMILIE CJIe[Ba Ja IPUTEKaBa pa3pelICHHE 3a THPrOBUSA Ha €Apo ¢
JIEKAPCTBEHW NPOAYKTH, H3JAJE€HO OT CBHOTBETHUS KOMIIETEHTEH OpraH, CbIJIaCHO
3aKOHOJATEIICTBOTO HA AbPKABaTa, B KOSATO € YCTAaHOBEH. B cilydaii ye ThbproBenbT Ha €1pO
C JIEKapCTBEHU NPOAYKTH HMMa CKJIQJJOBH IMOMEMICHHUs Ha TepuTopusTa Ha PemyOnuka
bearapus, TO TOHM cienBa Ja IpUTEXKaBa pA3pEIICHHE 3a THPrOBHs, H3LANECHO OT
M3IBJIHATENHUA qupekTop Ha MAJL

IV. YCJIOBUA U PEJL 3A TTIPEJICTABAHE, PA3TJIEXKJIAHE 1 OHEHKA HA
ODEPTUTE
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1. Mscro 3a nmonaBane Ha odeptu: Beeku padoten neH, ot 07:30 u. 1o 15:00 4. B
aJMUHUCTpaTUBHATA crpaja Ha ,,KoMIuiekceH oHkosornueH neHTsp-Bpamna®“ EOO/I, Oy
Bropu 1onu 68. Odeprara ce anpecupa 10 1-p ['purop ['puropos - ynpaBuren u ce HoanucBa
OT 3aKOHHMSI/T€ TMPEACTABUTEI/U Ha APYKECTBOTO WJIM ITBIHOMOIIHMK C MPEICTaBEHO
II'BJIHOMOIIHO.

* Bceku ydacTHHK MOKE Jla y4yacTBa 3a BCska HOMeHKJaTypa. Knacupanero Ha
YYaCTHUIIUTE CE U3BBPIIIBA OT/IEIHO 32 BCIKAa HOMEHKJIATYpa.

2. Kpaen cpok 3a mogaBane Ha opeptu: 31.10.2024 .

3. OtBapssae ©Ha mnomydenute odeptu: 01.11.2024 r., or 10:30 dwaca B
aJIMUHHUCTpaTUBHAaTa crpaja Ha ,,KoMmiuiekceH oHkosiormyeH LeHTbp-Bpana®“ EOO/, B
kabuHera Ha ympasurens. OdepTuTe IIe ce pasriaekgarT OT KOMHCHS, Ha3HaYeHa CbhC
3aroBe]] Ha yIpaBUTEIs.

Pesynrarure ot paborara Ha KOMUCHSATA C€ OTPa3sABAT B IPOTOKOJI, KOMTO CE MOAMUCBA OT
BcHukd uwieHoBe. Komucusta kiacupa y4aCTHHMIIMTE, KaTO pasriiexia IpeICcTaBeHUTE
oepTH, ycTaHOBSIBa CHOTBETCTBHETO MM C M3MCKBAaHUATA HAa BB3moXuTens u oueHsBa
odepTuTe Ha JOMYCHATUTE YYACTHHUIIM, ChITIACHO KPUTEPUHUTE 32 OLIEHKA Ha opepTuTe.

4. Ha pasriexnaHe moJyUIekaT eIWHCTBEHO O(EpTH, KOUTO ChIBPIKAT CIeTHATa
nHpopMarus:

»MexnyHaponHo HenaTreHTHO HauMeHoBaHue (INN) Ha akTUBHOTO BELIECTBO;

»THpProBcko HaMMEHOBAHKE Ha JICKAPCTBEHUS TPOAYKT;
» Bun Ha nekapcTBeHata opMa M KOJIMYECTBO HAa aKTHBHOTO BEIIECTBO B JI030Ba
€IMHULIA;

»IIponsBonuren;

»KonnuecTBo B elHa OMIAKOBKA;

»1leHa Ha neKapCTBEHHUs IPOAYKT;

»CpoK 3a 10CTaBKa;

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

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

VABIHOMOUEHO TuYe,

5. OcraTbyeH CPOK Ha FOJTHOCT HA JIEKAPCTBEHHUSAT MPOTYKT:

KbM narata Ha nmpueMaHe Ha 1I0CTaBKaTa, JOCTABEHHUSAT JIEKAPCTBEH MPOJIYKT CJe/iBa
Jla € C OCTaThu€H CPOK Ha T'OJHOCT HE Mo-Mayko oT 1 /eHa / roauHa.

*3abenexka: He ce pasriexnaar opepTu, MoydeHU CJie ONpeaesieHUs] CPOK, TOCOUYEH

B [TIOKaHaTa.

V. KPUTEPHUU 3A OILIEHKA

N360pbT HAa M3MBIHUTEN 1€ CE MPOBEAEC BB3 OCHOBA HA UKOHOMUYECKU HAll-
uzeoonama ogepma. Coliiata 1ie ce orpeae o KpUTepHil, KOUTO OIIeHsIBa ,,HAli-HHUCKATA
NMpeAJIoKeHa eIUHUYHA [eHa*.
YyacTHULIUMTE c€ Ki1acupaT 10 BB3XOIAI PEI Bb3 OCHOBA Ha IIPEUIOKEHATA OT TAX LIEHA.
[TepBHUAT OT TSAX ce ompeAens 3a YyYaCTHUK, CHEYENIHJI W3I'bJIHEHUETO Ha JOCTaBKaTa Ha
IOCOYEHUTE JIEKAPCTBEHU MPOJYKTH B HACTOSAIIATA MPOLIEAYypaTa.

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