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PASPEHIEHUE 3A ThbPI'OBUSA HA
EJPO C JIEKAPCTBEHMU ITPOAYKTH

IHOKAHA

3a
nojaBaHe Ha odept 3a JlocTaBka Ha JIEKapCTBEH MPOIYKT, BKIOYEH B CIHCHKA IO YL
266a, ai. 2 oT 3aKoHa 3a JIEKapCTBEHUTE MPOJAYKTHU B XyMaHHATa MEAULIMHA

YBAXKAEMU JAMHU U T'OCITIOJA,

,KoMrIuiekceH oHkosiornueH neHtbp-Bpana® EOO/], na ocHoBanue wi.266a, aiu.s,
T.3 OoT 3aKoHa 3a JIKApCTBEHUTE NMPOAYKTU B XyMaHHaTa meaununa /3JIIIXM/ u umn. 15
,0“ or Hapenb6a NelO ot 17 moemBpu 2011 r., ¢ Hacrosimata nokaHa, Bu kanum na
npencTaBuTe odepra 3a JOCTaBKAa Ha JIEKAPCTBEH MPOIYKT, BKIoueH B CHUCHKa MO
y1.266a, an. 2 ot 3JIIIXM, npu crnegHuTe yCIOBUS:

|. IPEAMET HA ITPOLLEAYPATA:

[Ipeamer Ha mpomeaypaTa € JOCTaBKara Ha JIEKQPCTBEH MNPOAYKT, BKIIOUEH B
CHHCHKa 1Mo 4i1.266a, an.2 oT 3akoHa 3a JIEKAPCTBEHUTE MPOJYKTH B XyMaHHAaTa MEIUIIMHA
3a HyxauTe Ha ,,KoMiiekceH oHkonoruueH neHTsp-Bpama®“ EOO/I, chrinacHO TexHUYecKa
crenuguKanus, NpuiaokeHa B HacTosmara [lokana.

Il. TEXHUYECKA CIIEHU®UKATIA:
VYyacTHUIIMTE cesiBa 1a moaaaT odepra 3a JIEKapCTBEHHU NMPOIYKTH, KAKTO CIIE/BA:

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

1. UBUCKBAHUWA KbM YYACTHUIIUTE:

[Tokanara ce oTmpaBst JO BCHYKH NPUTEKATEIN HA pa3pelieHUE 3a ThProBHs Ha
eApo C JEKApCTBEHH MPOIYKTH, MOIyYeHO no pena Ha ['naBa nesera ot 3JIIIXM. YuacTtHuk
Yy)KJECTPaHHO JIMIE ClelBa Ja MpUTEkaBa pa3peuleHUue 3a TBbPrOBHS Ha €Ipo ¢
JICKapCTBEHU TMPOAYKTH, H3J3JEHO OT CHOTBETHUS KOMIIETEHTEH OpraH, CbIJIACHO
3aKOHOJIATEJICTBOTO Ha JbpPKaBATa, B KOATO € YCTAaHOBEH. B ciydail ue ThproBeusT Ha €1po
C JIEKapCTBEHW MPOAYKTH HMMa CKIAJOBH IOMEIICHUS Ha TepuTopusita Ha PemybOmmka
bearapus, To TOH cienBa Aa MNpUTEXkaBa pa3pelieHHe 3a ThProBHs, H3AANEHO OT
U3IBIHUTENHUS AupekTop Ha MAJL

IV. YCJIOBUA U PEJ 3A NIPEACTABAHE, PA3IVIEXKJIAHE Y OLTEHKA HA
ODEPTUTE
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1. Mscro 3a mogaBane Ha odeptu: Beeku paboren nen, ot 07:30 4. go 15:00 4. B
aJMUHUCTpaTUBHATa crpajga Ha ,,KoMIuiekceH oHkoJiormueH IeHThp-Bpama®“ EOO/I, Oyi.
,,BTopu roHU* Ne68 mnu nmoanucana ¢ KBaTM(UIMPAH €. TOIUC U U3MPATCHA HA CIICTHUS
e-mail: mdozs_vratza@abv.bg. Odeprara ce aapecupa mo a-p I'eopru E3exues - ynpasuren
U ce MOAMKMCBA OT 3aKOHHUS/TE MPEACTABUTEN/M HA IPYKECTBOTO WJIM ITBIHOMOIIHHK C
MIPEICTaBEHO IMbJIHOMOIIIHO.

2. Kpaen cpok 3a monaBane Ha oeptu: 12.06.2025 r.

3. OrtBapssue Ha mnomydyeHute odepru: 13.06.2025r., or 10:30 wyaca B
aJMUHUCTpaTUBHaTa crpaga Ha ,,Kommiekcen onkosnoruden ueHtbp-Bpama® EOO/, B
kaOuHera Ha ynpasutens. OdepTute mie ce pasmiexaar OT KOMHCHS, Ha3HAYeHa CbC
3aroBe]] Ha YIPaBUTEIIS.

Pesynrarture ot paboraTta Ha KOMUCHSTA C€ OTpa3aBaT B IPOTOKOJ, KOWTO ce MOJMUCBA OT
BcHYKM wicHOBe. Komucusta Kiacupa YYacCTHHIIMTE, KAaToO pa3liekaa IPEICTABCHHUTE
odepTu, ycTaHOBsIBA CHOTBETCTBHETO MM C HM3UCKBAHMITA Ha Bb3iokurens M oueHsBa
odepTUTe HA TOIMYCHATUTE YYACTHHIIH, ChTIIACHO KPUTEPHHUTE 32 OIICHKA HAa OPEPTHUTE.

4. Ha pasrnexnaHe Mojasiexar €IWHCTBEHO o(epTH, KOUTO ChIbPXKAT CieqHaTa
uHpOpMAaLIHS:

»MexnyHaponHo HenareHTHO HauMeHoBaHue (INN) Ha akTUBHOTO BEIIECTBO;

»THpProBcKO HAMMEHOBAHKE HA JICKAPCTBEHUS IPOAYKT;

» Buj Ha nekapcTBeHaTta (hopMa M KOJMYECTBO HAa aKTUBHOTO BEILIECTBO B J030Ba
SIMHHUILIA;

»IIpousBoauredr;

»KommnguecTBo B €/1HA OITAKOBKA;

»1lena Ha nexkapcTBEHUS MPOIYKT;

»CpOK 3a T0CTaBKa;

» Cpok 3a BamuAHOCT Ha TMpeJocTaBeHaTa IeHoBa odepra — munumym 30
KQ1eHOapHU OHU,

* [IvainomowHo 3a nooasane Ha oghepma, Koeamo ogepmama ce nooasa om

VIBIHOMOUEHO TuYe,

5. OcTarpyeH CpOK Ha TOJHOCT Ha JICKAPCTBEHUSAT MPOTYKT:

KbM naTata Ha mpueMaHe Ha JOCTaBKaTa, JIOCTAaBEHUSAT JIEKApPCTBEH MPOIYKT CIIe/Ba
Jla € C OCTaThUCH CPOK HA TOAHOCT HE MO-MaJIKo oT 1 /eqHa / roquHa.

*3abenexka: He ce pasranexnat odepTH, monydeHu cjied onpeesieHus: CpoK, TOCOUEH B

MOKaHaTa.

V. KPUTEPHUUA 3A OILIEHKA

M300pbT Ha HM3OBIHUTEN e C€ MPOBEIE BB3 OCHOBA HA UKOHOMUYECKU HAl-
useoonama ogepma. Coiiarta 1e ce onpe/ e o KPUTEPUid, KOWTO OIICHSIBA ,,HAl-HUCKATA
Npeai0KeHa eIMHNYHA IeHa“.
VYyacTHUIIUTE Ce KJIacUpaT Mo BB3XOAI] pell B3 OCHOBA Ha MPEIJIOKEHATa OT TSX IICHA.
[IbpBUAT OT TIX ce ompezens 3a YYaCTHHUK, CHEeUeIu] M3MBJIHEHHETO Ha JIoCTaBKaTa Ha
MTOCOYCHUSI/UTE JICKAPCTBEH/U MTPOIYKT/U B HACTOSAIIATA TIPOLIeIypaTa.

ITpunoxenue: [Ipoekt Ha Jlorosop 3a /focTtaBka Ha IeKapCTBEHU NPOAYKTH.
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