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nooasane Ha oghepmu 3a OOCMABKA HA JleKAPCMEenu npooykmu, exniovenu ¢ Cnucvka no
un.266a, an.2 om 3aKOHa 3a 1eKAPCMEEHUME NPOOYKMU 8 XYMAHHAMA MEOUYUHA

YBAXKAEMU TAMH U T'OCITIO/A,

,»YHUBEPCUTETCKA MHOTOTpodMITHA OOTHKIIA 32 aKTUBHO JIEYCHHE U CIICITHA MEUIKHA
H. W. Tlmporos“ EA]J] -rp. Codusa, Ha ocHoBaHHMe wr266a, an.5, T3 or 3akoHa 3a
JICKapCTBEHHUTE NPOAYKTH B XyMaHHata Megununa /3JIITXM/ u ui.156 ot Hapeada Nel0 ot 17
noemepu 2011 1, ¢ HacTosmara nokana, By kaHu ja mpeicTaBUTe OQepTa 3a J0CTaBKa HA
JCKapCTBEHH NPOAYKTH, BKIIOUCHH B CrHchbKa 110 Wi.266a, an. 2 ot 3JIITXM, npu cleaHuTe
YCIIOBHS:

1. TIIPEAMET HA IIPOLIEAYPATA:

IIpenmer Ha nporieypara e JOCTaBKaTa HA JEKAPCTBEHH MPOYKTH, BKIIOUEHH B CIHCHKA II0
4.266A, an.2 oT 3akoHa 3a JIEKAPCTBEHUTE MPOAYKTH B XyMaHHATA MEOUIVMHA 32 HYXKIUTC HA
»YMBAJICM H. W. Ilmporos“ EAJl —rp. Codust, chIIacHO TeXHHYECKA CrenMpHKAIMS,
HpUIoXKeHa B HacTosmara [lokana.

II. TEXHHYECKA CHENU®UKALIUA:

MeXIyHapoIHO HeNATEHTHO JlexapcTBena (popMa B KOJHYECTBO Ha KoaugecTso/
HAHMeHOBaHHE AKTHBHOTO BeIIECTBO opoii
Aztreonam 1 g, powder for solution for inj. @aaxon 1000 6pos

oI. H3UCKBAHUS KbM YYACTHUITHUTE:

[Toxanara ce OTIIpaBs 710 BCHYKH IPUTEKATEIH Ha Pa3pellicHUE 3a ThProBUs Ha eIpo ¢
JIEKApCTBEHH MPOAYKTH, IOJy4eHO N0 pena Ha lmaBa nesera or 3JIIIXM. VYuacTtHHK



UYXICCTPAHHO JIMIIE CJI€ABa Ja IIPATCKABA pa3peIICHUe 3a THPIrOBUA HA €AP0 C JTCKAPCTBCHH
IIPOOYKTH, U3[A/ICHO OT CHOTBCTHHS KOMIICTCHTCH OpraH, ChbITIACHO 3aKOHOAATESICTBOTO Ha
AbpiXKaBaTra, B KOATO € YCTAHOBCH.

B ciyu4aii 9e ThproBensT Ha €APO € IEKAPCTBEHHU MPOAYKTH HMA CKJIAJIOBH TTOMEIIEHHUS
Ha Tepuropusita Ha PemyOmuka beiarapusg, To Toil ciiejBa ja IpUTEXaBa paspelleHHe 3a
TBProBHsL, U3aJCHO OT U3NBIHUTEIHUSA qupekTop Ha MAJL

IV. YCJIOBHUSA U PEA 3A TIPEACTABAHE, PASIVIEK/IAHE U OIIEHKA
HA O®EPTHUTE

1. Mscrto 3a nogaBane Ha odepT: Bceku padoten aex, oT 08:00 u. go 15:00 u. B
Otnen ,,Jlenosoxacteo u apxus” Ha Y MBAJICM , H. U. ITuporos” EAJT —rp. Codus, Gyir. ,,len.
E. Tommeben” Ne2l. Odeprara ce ampecupa [0 H3IIBIHUTEIHHS THPEKTOP Ha JIeYeOHOTO
3aBCIEHME W C€ IOANMCBA OT 3aKOHHUA/TE€ TIPEICTAaBUTEI/H Ha JPYHKECTBOTO WIH
I'BIIHOMOIIHUK € IIPEICTABCHO I'BIHOMOIITHO.

2. Odeprara ce npeacTass B 3alicyaraH, HEPO3padyeH [IHK B HEHAPyUIEHA ISUIOCT H
C€ U3IHCBA NPoLeaypaTa, 3a KOATO KaHIH[aTCTBa YYaCTHHKBT.

*Beeky yUacTHHUK MOJKE Jia YYaCTBA 3a BCIKA HOMEHKIIATY pa. KnacHpaneTro Ha YYaCTHHIIATE

€€ U3BBPIIBA OTICIHO 34 BCAKA HOMCHKIATY Pa.

3. Kpaen cpok 3a moxaBane Ha odepru: 01.10.2026 1.

4. Orsapsne Ha noay4uenute opepru: 02.10.2026 r., ot 10:00 yaca B bonanuna anrexa
Ha ,,YMBAJICM H. U. ITuporos” EAJT, anpec: rp. Codus, Oyi. ,,Tornedben* Ne21. Odeprure
HI€ Ce pasnIeXkaar OT KOMHUCHS, Ha3HauUeHa ChC 3aIl0BE]l Ha M3IThIHUTEHHS TUPEKTOP.

Pesynrarute ot paboTara Ha KOMHCHSITA C€ OTPa3sIBaT B IIPOTOKOJ, KOMTO ce MOMHUCBA OT
BCcHYKM 4neHoBe. Komucusita K1acupa yuacTHULIMTE, KaTo pa3riiek/ia mpeacTaBeHuTe ohepTH,
YCTaHOBABA CHOTBETCTBHETO MM C M3UCKBAHMATA Ha Bb3noxkuTens w oneHssa odeprute HA
JIOIyCHATUTE YYACTHHIM, CBIVIACHO KPUTEPHHTE 3a OILlcHKA Ha odepTHuTe.

S. Ha pasrnexxaaHe HoAJIexkaT eIHHCTBEHO 0()ePTH, KOHTO ChIBPKAT CJIeIHATA
Hapopmanus:

MesxnyHaponuo HenareHTHO HamMeHoBaHue (INN) Ha aKTHBHOTO BEIIECTBO;
TBproBcko HAaMMEHOBaHHE HA JIEKAPCTBEHUS TIPOIAYKT;

Buy Ha iekaperBenara (Gpopma 1 KOJIHUeCTBOTO Ha aKTHBHOTO BEIIECTBO B 030Ba
€JIMHHIA;

[IpousBoguTenn;
KonmuectBo B e11Ha 0naKkoBKa;
EjvHWYHA IleHa Ha NEeKapCTBEHHS MPOAYKT 3a ¢IUH Opoit B €Bpo;

Cpoxk 3a fjocraBka;

Y V¥V V VY VY

Cpok 3a BanMHOCT Ha IIpeOcTaBeHaTa [eHoBa odepra —~MuHUMYM 30 KareHIapHu
AHH,



* II'snrOMOIIHO 3a MomaBaHe Ha odepTa, Korato odeprara ce mojaBa OT YIIbIHOMOIIEHO
JTHILE.

6. OcTaTbUueH CPOK HA FOXHOCT HA JIEKAPCTBeHHs NPoAyKT: KM AaraTta Ha mpHemMane
Ha I0OCTaBKaTa, JOCTABCHUSIT JIEKaPCTBEH MPOJIYKT CJIE/[Ba JIa € C OCTATh4eH CPOK Ha TOAHOCT
He mo-Manko ot 1 /enHa / ronuHA.

*3abenesncka: He ce pazznexncoam ohepmu, nonyuenu uzevH onpedeenus CpoK Ha
nokanama.

V. KPHUTEPUMH 3A OIIEHKA

M360pBT Ha UMTBIHUTEN IITE ce MPOBEC Bb3 OCHOBA HA HKOHOMHYCCKHU HAH-M3roIHATA
otepra. Cpliara 1e ce OUpejeId M0 KpUTEpHi, KOWTO OIeHsSBA Hali-HUCKATa IIPEIIOMKEeHA
€IUHUYHA [IeHA.

IIpu n360pa Ha THProBell Ha epo ¢ JIEKAPCTBEHH IPOAYKTH OCBEH IpejyiaraHa IeHa ce
00CBxkIaT U choOpa3sBaT U IPYTH ACHEeKTH Ha odepTHTe, KOUTO ca CBBP3aHH C KadeCTBOTO,
0€30IacHOCTTa H/HIH e(hHKACHOCTTA Ha JIEKAPCTBEHHUS MPOTYKT.

Ha n'spBO MAICTO ce KlacHpa y4acTHUKA, IPEIIIOKUIT Hall —HUCKA IIeHA 3a JIeKAPCTBEHUS
TIPOAYKT.

IIpnaoxkenue: npoexm HYl 00HJ6Op 30 0OCMABKA HA NEKAPCMEEHYU NPOOYKMIU.
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