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INPUTEXKXATEJIMTE HA

PA3PEIIEHME 3A ThPI'OBUS HA

EJAPO C JIEKAPCTBEHU ITPOAYKTHU

IHOKAHA

3a
noaaBaHe Ha odepTH 3a JlocTaBka Ha JeKapCTBEH MPOAYKT, BKiItoueH B Crmchbka mo ui. 266a,
an. 2 oT 3aKOHa 3a JIEKAPCTBEHUTE NPOAYKTH B XyMaHHATA MEIUIMHA

YBAXKAEMU JAMUA U T'OCITIOJIA,

,,KOMIUTeKCeH OHKOJIOTHYeH eHThp-Bpama*“ EOO/I, Ha ocHOBanme Wwi.266a, an.5, 1.3 oT
3akoHa 3a JIEKapCTBEHHUTE MPOAYKTH B XyMaHHata MemunuHa /3JIIIXM/ u un. 15 ,,6° ot
Hapen6a NelO ot 17 moemBpu 2011 1., ¢ HacrosmiaTa mokaHa, Bu kaHUM Ja mpencTaBHUTE
odepTa 3a JOCTaBKAa Ha JICKQPCTBEH NPOAYKT, BKIOYeH B Crnuchka mo 4wi.266a, amd. 2 oT
3JIIIXM, npu ClieaHUTE yCIOBUS:

|. TIPEAMET HA TTPOLEJAYPATA:

[Ipenmer Ha mpoueaypara € AocTaBKara Ha JIEKApCTBEH MPOAYKT, BKIIIOUEH B CIHUCHKA
no wi.266a, an.2 ot 3aKoHa 3a JICKApCTBEHUTE MPOJYKTH B XyMaHHATa MEIUIIMHA 32 HYXIUTE
Ha ,,KomruiekceHn oHkosnorudeH 1eHTbp-Bpama®“ EOO/I, chriacHo TexHudecka crienudukanys,
npuiiokeHa B Hactosmata [lokana.

Il. TEXHUYECKA CITEHHUOUKALINA:
VYuacTHMLMTE cesiBa Aa nojganaT odepra 3a JIEKapCTBEHU MPOIYKTH, KaKTO ClIeBa:

- Water for injections solvent for parenteral use 10 ml — 400 ammyJiun

1. UBSUCKBAHUWA KbM YYACTHUIIUTE:

[lokanata ce oTmpaBsi 10 BCUUKU IPUTEKATEIN HA pa3pelieHue 3a ThProBUs Ha €po C
JIEKApCTBEHW TMPOJAYKTH, MOJdydyeHo 1o pena Ha ImaBa aesera ot 3JIIIXM. VYwyactHuk
Yy)KJIECTPAHHO JIMIIE CIEABA Ja MPUTEKABA PA3PEIICHUE 32 THPTOBUSA Ha €IpO C JIEKAPCTBEHU
MPOAYKTH, M3AAJEHO OT CBHOTBETHHS KOMIIETEHTEH OPraH, ChIJIACHO 3aKOHOJATEJICTBOTO HA
J'bpKaBara, B KOSATO € YCTAaHOBEH. B ciydail ye ThproBeubT Ha €1pO C JIEKAPCTBEHU MTPOAYKTH
MMa CKJIaJIOBH TOMEIEeHUs Ha Teputopusta Ha Penybnuka bwarapus, To ToW crneiBa na
MpUTEXKaBa pa3pelieHue 3a ThProBUsl, U31aJI€HO OT U3NbJIHUTENHUS JupekTop Ha NAJL

IV. YCJIOBUA U PEA 3A TTPEJACTABAHE, PASTJIEXXJIAHE W OLIEHKA HA
ODEPTUTE

1. Mscro 3a momaBaHe Ha odepTu: aJIMUHUCTpAaTHBHATa crpaja Ha ,,Kommiekcen
OHKOJIOTHMYEeH IeHThp - Bpama“ EOO/], Oyn. ,Bropu 1oHu*“ Ne68 wim mnoamucana c
KBaTM(UIMPAH €. NOJNUC U u3NpareHa Ha cieanus e-mail: mdozs_vratza@abv.bg. Odgeprara
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ce aapecupa 10 n-p l'eopru E3ekueB - ympaBuTen ©W ce€ MOANKHCBA OT 3aKOHHHUS/TE
MPEJCTaBUTEIN/H HA IPY>KECTBOTO MJIH IIBJIHOMOIIHUK C MPEICTABEHO IMBJIHOMOIIIHO.

2. Cpoxk 3a mogaBane Ha odeptu: Beeku padoren nen, ot 07:30 4. na 03.07.2025r. mo
15:00 4. na 10.07.2025r.

3. OrtBapssue Ha mnoxydenure odeptu: 11.07.2025r., or 10:30 wyaca B
aJMMHHUCTpaTHBHAaTa crpaja Ha ,KommiekceH OHKojorudeH ueHtsp - Bpauma®“ EOO/], B
KabuHeTa Ha yrnpaButens. OdepTure 1me ce pasriekaaT OT KOMUCHS, Ha3HAYeHa ChC 3all0BE]] Ha
yIpaBUTEIS.

Pesynratute or paboTara Ha KOMHUCHSTa C€ OTpa3sBaT B MPOTOKOJ], KOMTO c€ MOJIMUCBA OT
BCUYKHU wieHOoBe. KomucusTa kinacupa y4acTHULIUTE, KaTO pasriiex]a NpeicTaBeHuTe opepTu,
YCTaHOBSIBA CHOTBETCTBUETO MM C W3HCKBaHUATAa Ha Bb3noxurens u oueHsBa odepTure Ha
JOTYCHATUTE YYaCTHUIIM, ChIJIACHO KPUTEPHUUTE 32 OIIEHKa Ha o(epTUTe.

4. Ha pasrnexiaHe MOAJEXKAT €IUHCTBEHO O(EpTH, KOUTO CBhABPXKAT ClleJHaTa
nHpopmanus:

»MexnyHapoaHo HenareHTHO HauMeHoBaHue (INN) Ha akTUBHOTO BelecTBO;

»TBProBCcKO HaMMEHOBAaHKE Ha JIEKAPCTBEHUS TPOIYKT;

» Bun nHa nekapctBeHaTa ¢opMa M KOJMYECTBO HA AKTUBHOTO BEIECTBO B JI030Ba
€IMHULIA;

»IIpousBoaurer;

»KonmuecTBo B eHa OMaKoOBKa;

»1lena Ha TeKapCTBEHUS IPOIYKT;

»CpOK 3a 10CTaBKa;

» CpoK 3a BaIMIHOCT HA MpeaocTaBeHaTa IeHoBa ohepra — munumym 30 KareHoapHu

* [TvainomowHo 3a nooasame Ha ogepma, Koeamo ogepmama ce nodaga om
VIBIHOMOWEHO Tuye,
5. OcTtaTbhyeH CPOK Ha TOJHOCT Ha JIEKAPCTBEHUST MPOIYKT:
K®M natara Ha mpuemMaHe Ha JOCTaBKaTa, JOCTABEHUSAT JICKAPCTBEH MPOIYKT CJICBA JIa €
C OCTaThYCH CPOK Ha TOJHOCT HE Mo-Majko ot 1 /emHa / roguHa.
*3a0enexxka: He ce pasrnmexnar odepTH, NOJTyUYEHH CJIed ONpPECICHHsS CPOK, MOCOYCH B
MOKaHaTa.

V. KPUTEPUU 3A OLIEHKA

N300pbT Ha U3MBIHUTEN II€ CE MPOBE/E Bb3 OCHOBA HA UKOHOMUYECKU HAl-U3200HAMA
opepma. CriaTa 11e ce ONpeaesn Mo KpUTepuid, KOWTO OIEHsBA ,,Hali-HUCKATa MpeasioKeHa
eIUHNYHA IeHa“.
YyacTHUIUTE ce KIacupar Mo Bb3XOA1] pell Bb3 OCHOBA HA IPEAJIOKEHATA OT TAX LIEHA.
[IbpBUAT OT TAX ce ompenens 3a YYacTHUK, CHEUEIHJI HM3IMBbIHEHUETO Ha JI0OCTaBKaTa Ha
MTOCOYEHUSI/UTE JIEKaPCTBEH/U MPOIYKT/U B HACTOSIIATA MIPOLIEypaTa.

IIpunoxxenue: IIpoext Ha Jlorosop 3a /focraBka Ha J€KapCTBEHW IMPOIYKTH.
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