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nodasane na ogepmu 3a 0CMABKA KA NeKapcmeeHy npooyKmy, exrodent € Cnucvka no
yi.266a, an.2 om 3aKOHG 3a NeKADCMEEHUME RPOOYKMU 8 XYMAHHAMA MeOUYUna

YBAKAEMHU JAMH H I'OCIIOJA,

,» Y HEBEPCHTETCKa MHOTONpodhHIHa GoTHANA 33 aKTHBHO JeYeHHe M CIeHa Mequnuaa H.
H. IMuporos* EAJl —rp. Cobus, Ha ocHoBanue wi.266a, an.5, 1.3 oT 3akoHa 32 JEKAPCTBEHHTE
NPOAYKTH B XyMauHata Memuunaa /3JIIIXM/ u 41.156 or Hapexba NelO ot 17 soemspu 2011 1.,
¢ HacTOAMATA ITOKaHa, By kanu Aa npeacraeure odepra 3a JOCTaBKa Ha JIEKAPCTBEHH IPOYKTH,
BiiroueHH B Crmeska no w1.266a, an. 2 ot 3JITTXM, npH cnefHUTe YCIOBHA:

I. TIPEIMET HA MMPOLHEIYPATA:

[IpeomeT Ha mpollexypara € JOCTaBKaTa Ha JIeKapCTBEHH IPOJYKTH, BKJIIOUEHH B CIIHCHKA
no 9.266A, an.2 ot 3akoHa 3a IeKapCTBEHUTE TIPOAYKTH B XyMaHHATa METUIMHEA 38 HYXIHTE HA
~YMBAJICM H. WU. Iuporoe* EAJ] — rp. Codusi, ceriacHo TexHWdecka cremubuKanus,
npunoKeHa B Hacrogmara [Toxana.

II. TEXHHYECKA CIENH®HUKAIMA:

Me:xoynapoaso nenaredtHo | Jlekapcereena ¢popMma u KomuecTBo Ha | Kotmgecrso/
HARHMEHOBAHHE AKTHBHOTO BeIecTBO opoit

Natrium Chloratum 3% 150 mil, cax 500 6pos

11I. HU3UCKBAHHA KBM YYACTHHIHUTE:

IMoxanara ce orrpaBs 70 BCHYKM TIPHTEKATEM HAa paspellcHHe 3@ ThProBHA Ha €Ipo ¢
JIEKApCTBEHH IPOAYKTH, MOAy4YeHO 1o peaa Ha [napa gepera ot 3JIIIXM. Y4yacTHHK



IYKIECTPAaHHO JIHIOE CIIeNBa [1d NPUTEIKABA Pa3pemICHHE 3a ThPrOBHA HA €OpO C JICKAPDCTBEHH
OPONYKTH, HM3A4alCHO OT ChOTBECTHHMA KOMIICTCHTCH OpraH, CBINAaCHO 3aKOHOZAATCICTBOTO HA
ObpiKaBaTa, B KOATO € YCTAHOBCH.

B le}”{ai:l He ThpProBelbT Ha €1P0 € IEKapCTBCHH IIPOAYKTH HMa CKIal0BH IOMCIICHKA Ha

TepuTOpHsATa Ha PenyOnuka bearapusd, To ToH cieaBa Ja MpHTExaBa paspelieHHe 3a ThProBHI,
H3[a8/1eHO 0T MRMTBIHUTENHUS qupektop Ha MAJL

1V. YCJOBUSA MU PEJA 3A HNPEACTABSHE, PA3IJIEXKIAAHE H

OIEHKA HA O®EPTHTE

1.

2.

Msicro 3a nonasane Ha opeprTH: Becekn paboren nen, oT 08:00 u. mo 15:30 4. B Otnen
»AenosoacTso u apxue” Ha YMBAJICM ,H. W. TTuporos” EAJl — rp. Codus, 6yn. ,I'en.
E. Totneben” Ne21. Ogeprara ce aapecupa 10 H3NBIHATSIHUS TUPEKTOP HA NeUeOHOTO
3aBelieHHe M Ce IIOANKMCBA OT 3aKOHHHSA/TE NPENCTABHTE/H HAa [OPYKECTBOTO MM
IBJIHOMOIIHHUK € IPEACTaBEHO MBJIHOMOIIHO.

Odeprara ce mpencTabs B 3aleuaTaH, HENpO3payeH [UTHK B HEHAapylIeHa IAJOCT U Ce
M3IIACBA IPOIEAYPATA, 33 KOSTO KaHAUAATCTBA YIaCTHHKBT.

*Beekn VHEaCTHHEK MOIKE ja vHacTBa 34 BCAKA HOMCHKIATYDA. KnacupaneTo Ha VIACTHHIHTE
C€ M3BEPIIBA OTIACIHO 38 BCAKa HOMCHKIATY DA,

3.
4.

Kpaesn cpok 3a nopasane Ha ogepra: 01.10.2025 1.

OTteapsane Ha nonydennaTe opeprn: 02.10.2025 r., ot 10:00 yaca B bormmyasa anteka Ha
»YMBAJICM H. Y. Huporos” EAJT, anpec: rp. Codus, 6yn. ,,Torneben™ Ne21. Odeptute
1€ Ce pasriiexaaT 0T KOMUCHA, HA3HAYEHA ChC 3aM0Be]] Ha H3NBIHUTEIHAS TUPEKTOP.

PesynTaruTe 0T pafoTaTa Ha KOMHCHATA C€ OTPA3sfBaT B IPOTOKOI, KOHTO Ce& NOIIACEA OT
BCHYKH WicHOBe, KoMUCHATAa KJIacHpa YYACTHHIIMTE, KATO DPasriieXkia NMpeCTaBCHHTE
o(epTH, YCTAHOBABA CHOTBETCTBHETO MM C H3HCKBAaHHATA Ha BB3NOXKHTENs W ONEHABA
odepTuTe HA TOMYCHATHTE YYACTHUILIH, CHITIACHO KPUTEPUUTE 3a OLeHKa Ha odepTHTe.

Ha pasraexnaHe noaaexar eIAHCTBeHO odepTH, KOHTO ChALPKAT CJIeIHATA
HHpOpMAaLHA:

> MexaoyraponHo HenareHTHO HauMeHoBanue (INN) Ha akTHBHOTO BEIIECTRO;
»  TeproBcko HAMMEHOBAHHE HA JISKAPCTREHHS [TPOIYKT;

>  Bup Ha nexapcTBeHaTa JOpMa H KOIMHYECTROTO HA AKTHBHOTO BEHIECTBO B [030Ba
EAMHHIA;

> IIponzBoanTEN;
> KonruecTBO B e/IHA OIAKOBKA,
EnunnyHa neHa Ha JeKapCTBEHHS OIPOAYKT 32 e1uH Opoii B ObIrapckH Jjiesa;

CpoK 3a J0CTaBKa;

YV V V¥

Cpok 3a BATHIHOCT Ha IIpeiocTaBeHaTa [IeHoBa odepra -MuHEMYM 30 KaneRaapHH
JHH;



* ITenOMONIHO 34 MOJaBaHe Ha ogepTa, KOraTo odepTaTa Ce NojaRa OT YITbJIHOMOLIEHO JTHIE.

6. OcraTh4en CPOK HA OJHOCT HA JIEKAPCTBeHAN NpoAyKT: KbM gaTara Ha TpHEMaHe Ha
J0CTaBKATa, NOCTABEHUAT JIEKAPCTREH NIPOAYKT CISBA /1A € C OCTATHYEH CPOK HA TOJHOCT
He 1o-Manko ot 1 /exna / rogusa.

*3abenexncka: He ce pasenescoam oghepmu, nosyuenu uievH onpedenenua cpox Ha noKaKama.

V. KPUTEPHMU 3A OLIEHKA

W360pbT Ha H3MBIHUTEN LIE CE IPOBEIE Bb3 OCHOBA HA WKOHOMMWYECKH HAN-H3roMHaTa
odepra. Crmara me ce ONpefend MO KPUTEpHH, KOHTO OIEHABA Haii-HHCKaTa TIpe/INOYKEeHa
eIAHNYHA [IeHA.

IIpu u3bopa Ha THProBel Ha eIpo ¢ JICKAPCTBEHH MPOAYKTH OCBEH IIpe/laraHa [eHa ce
o0CHKAAT ¥ ¢HOOpassBaT M APYTH acleKTH Ha OdepTHTe, KOHTO ca CBHLP3AHH ¢ KagecTBOTO,
Ge30TacHOCTTa H/WIH e(HKACHOCTTA Ha JIEKAPCTBEHHS IIPOTYKT.

Ha nbpBO MACTO C€ KIacHpa y4acTHHKA, IIPSTIOKMI Hall —HUCKA TICHA 33 JIeKapCTBeHHS
HPOAYKT.

Hpunoxenne: npoexm na do2060p 3a docmasKa Ha NeKapPCMEeHU NPOOYKMU,

V3N bJIHIE Qst LH




