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NMPEAMET: [JopaTHO nojalikewe KOHKYPCHe [OKyMeHTauuje y Be3uM jaBHe HabGaBke
AHTUTYOepKynoTuka apyre nuHuje, 6poj 404-1-110/17-4, carnacHo unaHy 63. 3akoHa O jaBHUM
Ha6aBkama (,,Cn.rmacHuk PC“, 6poj 124/12, 14/15 n 68/15)

HaHa 28.04.2017. roguHe, 3aMHTEPECOBaHO IMue ce o00paTuno Hapyyuoly 3axTeBOM 3a
AO0AaTHMM Nojallker-eM Y Be3u MoCcTyrnka jaBHe Habaske AHTUTYOepKynoTuka gpyre nuHuje, 6poj 404-1-
110/17-4, y cknagy ca 4naHom 63. 3akoHa o jaBHMM HabaBkama (,Cnyx6eHun rmacHuk PC®, 6p.124/12,
14/15 n 68/15).

Mutanse 1: Y geny koju ce ogHocu Ha nek Capreomicin, Tayka 10, MONMMO 3a nojallrbere Aa N1 Moxe
6uTn npynxeBaheH nek Koju je HaMmereH UCKIbYUYMBO 3a MHTPAMYCKynapHy NpuMeHy, a U3 pasnora LUTo Ha
TPXKMLUTY FfieK 3a MHTPaBEHCKY NMPUMEHY HWje PacrnonoXue?

Oarosop 1: U3Bpwuhe ce nameHa TexHUYKe cneuundurKaumnje KOHKYPCHe OOKYMEHTauuje y Tauku
10, Tako ga ce 3a nek Capreomycin MoXe NOHYAUTU NEK KOju je morogaH 3a MHTPaBEHCKy u/vnu
MHTPaMyCKyrnapHy NpUMeHy.

Mutawe 2: Tauka 6. — 3axTeB Aa nek Oyae Ha nuctu npekBanudukoBaHux nekosa C30, ga nu je
NpUXBaT/bUB JIEK KOjU Ce He Hamnasn Ha NUCTU npekBanundukoBaHmx nekosa C30 ako je y nutamwy nek
eBporckor npoussohaya koju noceayje EU-GMP, a HabaBka ce Bpwu y cknagy ca Bawwum 3axteBom
nytem maxaHuama Stop TB Partnership?

Oarosop 2: UsBpwuhe ce nameHa TexHU4ke cneundukalmje KOHKYpCHe AOKYMeHTaLmMje, Tako LWTO
he ce nsbpucaru tauka 6 1 13MeHUTM ycnoB M3 Tadke 11.

CBu nekoBM Koju ce Hyae mMopajy nmatu ceptudumkar floope npousBohauke npakce (GMP) uspar
o4 HagnexHor opraHa semrbe EY, unu HagnexHor opraHa 3eMrbe Koja MMa UCTe UNU CIINYHE
3axTeBe 3a uspaBakbe [03BOJie 3a JieKk ca 3emrbama EY y cknagy ca 3akoHOM o nekoBuMa m
MeOULUMHCKMM CcpeacTBUMa, Unu, 3a nekoBe ca Jlucte npekBanudumkoBaHMX nekoBa CBeTcke
30paBCTBeHe opraHusauuje, usgar no npenopykama CBeTcke 3ApaBCTBeHe opraHusauuje o
HaAneXHor opraHa 3eMrbe NPon3BoAH-€, aKo Ce JfieK NPOM3BOAM Y 3eMIbU Koja Huje unaHuvua EY.

Hapyuyunnau he 06jaBuTHM nameHe KOHKYpCHe AOKyMeHTauuje u npeuynwheH TekcT ucte Ha MopTany
jaBHUX HaGaBKu M CBOjOj MHTEPHET CTPaHULMW.
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