ey s,
30 SAPICTRN GNP

JoBaHa MapuHoBuha 6p. 2, 11040 Beorpaga, Cpbuja, Ten: 381 11 2053-830; gakc: 381 11 2645-042
e-Mauvn: nyonuu@p330.pc MNB 6p. 101288707 maT. 6p. 06042945 pady. 6p. 840-26650-09

CekTOp 3a jaBHE HabaBke
08/2 6poj: 404-1-7/15-25
13.03.2015. rognHe

Mpenmet: JoaatHa objallk-eHa Yy Be3M ca NpunpemMom noHyae y NocTynky jasHe HabaBke BanoH
KaTeTepa 3a 2015. roaunHy, 6p. jH. 404-1-110/15-15

[aHa 10.03.2015, 11.03.2015., 12.03.2015. n 13.03.2015. rogMHe 3auHTepecoBaHa nuua cy ce
obpaTnna HapyuuoLly 3axTeBOM Ca MojallkeHeM Yy Be3n MocTynka jaBHe HabaBke banoH kateTepa 3a
2015. roguHy, 6p. jH. 404-1-110/15-15, cxogHo 4ynaHy 63. 3akoHa O jaBHMM HabaBkama (,Cnyx6eHn
rnacHuk PC*, 6poj 124/12 n 14/15).

Mutawa 3aunHTepecoBaHoOr nuua n oaroBopu rnace:

Mutawe 6poj 1: KoHKypCHOM AoOKyMeHTauujoM kao obaBe3aH ycrioB 3a naptvjy 11 npepsuhfeHo je
poctasrbake CE + FDA (U.S. Department of Health & Human Services — U.S. Food and Drug
Administration)

ili sertifikata PMDA Device Approval (Pharmaceuticals and Medical Devices Agency, Japan).

CManaMO 0a OBaKaB 3axTeB Hapy4uoua HVIje Yy CKnagy ca 3akoHOM 0 jaBHVIM HabaBkama, Kao Hu ca
peanHnm n0Tpe6ama 30paBCTBEHUX yCTaHOBA Yy HaLIJOj pel'ly6J'IVILI,VI, n3 cnepehux pasnora.

Hanme, FDA ceptudukat, kao i PMDA Device Approval cy cepTudukatM Koju 003BOSbaBajy Aa ce
onpeheHa cpencTsa Hahy y NPOMETY Ha TEPUTOPUjM 3eMarba Koju UX U3aajy, y OBOM KOHKPETHOM Cny4ajy
Ha Teputopuju SAD i Japana. Camvm Tum, npou3sBofjauMm Koju HWUCY M3 TUX 3emarba, WM HUCY
3anHTepecoBaHW 3a TpXWWITa HaBeOeHWX 3eMarba, Cy OBaKBUM 3axTEBOM Hapy4vuoua HeonpasgaHo
ONCKPUMUHMCAHW. Y3 HaBedeHOor pasrnora cMaTpaMo [a OBakBMM HacTynawem Hapyyunaw KpLm Hayveno
obesbefnuBarba KOHKypeHuUuje, jep 6e3 onpaBgaHOr pasnora KOpUCTM YCIIOB KOjUu He LOHOCKM HUKaKBy
KOpUCT KopucHuumma gobapa, Beh camo orpaHMYaBa KOHKYpPEHLM)y.

Takohe, cBMX MPETXo4HUX roguHa y Habaekama koje je PO30 cnpoBoamo, oBako GOpPMYySIMCaH 3axTeB
HWje MocCTojao, jaBHe HabaBKe Cy YCMELHO CNpoBeAeHe W Huje Ouno npumenaba Ha KBanuTeT
HabaBr-eHnx gobapa.

M3 cBuX HasBedeHMX pasnora, MONMMO Aa Hapydyurnay jow jefqHoM pasmoTpu ycrnose npensuieHe 3a
napTtujy 11 n n3spLumn ogrosapajyhy nsameHy KoHKypcHe AOKyMeHTauuje.

OproBop 6poj 1: lNpumenba ce npuxeata, Te he cXOOHO TOMe OUTKM M3BPLUEHA M3MEHA KOHKYPCHE

AokyMeHTaumje y geny lll - TexHuuka cneumdukaumja, y ckrnaay ca 3axTeBoM.

Mutawe 6poj 2: Y KOHKYPCHO] AOKYMeHTaumju, ctpaHa 55 og 63, y ogerbky ,M3jaBa npounssohada“, 3a
naptujy 8, ctoju:

BpeaHoct mm?

3 MoBplunHa acnMpaunoOHOr KaTeTepa
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Pesplbvmann Sess,

Monumo 3a dopmynauujy ,[TospliuHa acrnupayuoHoz kamemepa“ npeumampare, OqHOCHO O[roBOpUTE
Ha NUTake [a N1 ce nog ,MoBPLLIMHOM acnMpaLMoHOr KaTeTepa® noapasymesa NoBpLUNHA acnvpaumje?

OproBop 6poj 2: Y obpacuy 6p.9 ,M3jaBa npoussohaya“ Ha cTpaHu 55 nog Taukom 9.8, 3a naptujy 8
AcnvpaumnoHn KaTeTepn — 3a MaHyenHy acnupauujy Tpom0a, y Aeny Koju ce OQHOCU Ha MOBPLUMHY
acnupaLMoHOr KaTeTepa MUCIN Ce Ha MOBPLUMHY acnvpauuje, TayHuje Ha MOBPLUMHY acnvpauyoHOr
nymeHa.

Mutawe G6poj 3: Y Be3an ca NpegMEeTHOM KOHKYPCHOM [OKymeHTauuwjom monum Bac 3a cnepehe
nojallureHse:
1. YKonuko ce jedHOM MOHYAOM MOHYAM BULLE PasnuMyUTUX Npou3Boda, kako he ce BpegHoBaTu
Kputepujym ,Keanutet*

OproBop 6poj 3: YNyTCTBO Ha KOju HayMH he ce BpeAHOBATM KPUTEPUjYM KBanUTET YKOIIUKO Ce jeHOM
MOHYAOM MOHYAW BWLIE pasNMYUTMX npou3Boga Ouhe nojawkeHO NocebHOM TaykOM Y KOHKYPCHO]
OokymeHTaumju. CxogHoO HaBegeHOM u3BpLUMNeE ce n3MeHa KOHKYpPCHE AOKYMeHTauuje y ToM eny.

Mutawe 6poj 4: KOHKYpPCHOM AOKyMeHTauujoM kao obaBe3aH ycrioB 3a naptvjy 11 npepsuheHo je
poctasrbake CE + FDA (U.S. Department of Health & Human Services — U.S. Food and Drug
Administration)

ili sertifikata PMDA Device Approval (Pharmaceuticals and Medical Devices Agency, Japan).

CManaMO 0a OBaKaB 3axTeB Hapy4uoua HVIje Yy CKnagy ca 3akoHOM 0O jaBHVIM HabaBkama, Kao Hu ca
peanHnm n0Tpe6ama 30pPaBCTBEHUX yCTaHOBA Yy HaLIJOj pel'ly6J'IVILI,VI, n3 cnegehux pasnora.

Hanme, FDA ceptudukat, kao i PMDA Device Approval cy cepTudukatM Koju 003BOSbaBajy Aa ce
onpeheHa cpencTea Hahy y NPOMETY Ha TEPUTOPUjM 3eMarba Koju UX U3a4ajy, Y OBOM KOHKPETHOM Cny4ajy
Ha Teputopuju SAD i Japana. Camum TuM, npou3Bohayn KOju HUCY M3 TUX 3emarba, WM HUCY
3aMHTEpeCcoBaHU 3a TPXMULUTA HaBeOeHWX 3emMarba, Cy OBakBMM 3axTEBOM Hapyyuoua HeornpasAaHo
OVUCKPUMUHUCAHW. Y3 HaBedeHor pasnora cMaTtpaMo [ia OBakBUM HACTynaweM Hapyyurnal KpLiv Havyeno
obesbefnuBara KOHKypeHuuje, jep 6e3 onpaBgaHOr pasnora KOpPUCTW YCMOB KOjU He LOHOCKM HUKaKBY
KOPUCT KOpUcHMUMMa fobapa, Beh caMo orpaHn4aBa KOHKYPEHLM]Y.

Takohe, cBMX MPETXo4HMX roguHa y Habaekama koje je PO30 cnpoBogmno, oBako GOpPMyIMCaH 3axTeB
HWje MocTojao, jaBHe HabaBKe Cy YCMELIHO CNpoBedeHe W Huje Ouno npumenaba Ha KBanuTeT
HabaBr-eHnx gobapa.

M3 cBuX HaeBedeHUX pasnora, MONMMMO Aa Hapy4yurnay jow jefgHoM pas3moTpu ycrnose npensuieHe 3a
napTujy 11 n n3spLumn ogrosapajyhy nsameHy KoHKypcHe JOKyMeHTauuje.

Oproeop 6poj 4: lNpumenba ce npuxeata, Te he cXO0QHO TOMe OUTKM M3BPLUEHA M3MEHA KOHKYPCHE
OokymeHTaumje y geny lll - TexHuuka cneumdmkaumja, y cknagy ca 3axTEBOM.

Mutane 6poj 5: Y aeny 6poj V — Ycnosm 3a yyewhe 1 oKa3nBame UCMYyHEHOCTY YCOBa — NOA PEAHUM
6pojem 2 — [lokasn Koju ce [OCTaBIbajy y3 NOHyAy, Y Tadku 2.9 HaBegeHo je kao y cnos lNotepaa o 6pojy
AaHa HeNMWKBMHOOCTK, n3parta of ctpaHe HapogHe 6aHke Cpbuje. Ha ocHoBy unaHa 79., ctaB 5 3akoHa o
jaBHUM HabaBkama, a Yy KOPWUCT [JOCTaBfbakba [oKasa O MCMNyweHOCTM ycrnoBa O Opojy AaHa
HENWKBMOHOCTM W MepuoaMmMa HEMWKBUAHOCTW, Mojauy Cy 3BaHWYHW W jaBHO AOCTYMHW — WHTEPHET
cTpaHuua HapogHe GaHke Cpbuje — www.nbs.rs — npuHygHa Hannata — MnpeTpaxuBare AYXHUKA Y
NpvHygHoj Hannatu. [a nuv je AoBorbHa M3jaBa Ha MemMopaHaymy noHyhada ga cy nogauuw o 6pojy gaHa
HENWKBMAHOCTM jaBHO [OOCTYMHW Ha WHTEpPHET cTpaHuum HapogHe ©OaHke Cpbuje ca wcnpuHTaHOM
CTPaHMLIOM Kao [OKa3oM Wunu Kao Aoka3 mopamo AoctaButu [MoTtBpay o 6pojy AaHa HENUKBMOHOCTM
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nsagy og HapogHe 6aHke Cpbuje?

Oproeop 6poj 5: Kao wTo je pedumHncaHo y tadkm 3.7 HayuH gokasvBara UCMyHEHOCTU YCIoBa, Ha
CTpaHu 25 KOHKYpCHe OOKyMeHTauuje, A0BOSBbHO je JOCTaBUTU u3jaBy Ha MeMopaHaymy noHyhadva ga cy
nogaum o 6pojy AaHa HENUKBMAHOCTM jaBHO AOCTYMHW, K0 U UHTEPHET afpecy Ha KOjoj Ce UCTU MOory
Hahw.

Mutawe 6poj 6: Y obpacuy 9.10 3a naptnjy NTA nepudepHn 6anoH obnoxeH nekom — paclitaxel, OTW
CMCTEM, HEOMNXOQHO je ynucaTtu TpakeHe TeXHWUYKe KapaKTepucTuke noHyheHor MeamuMHCKOr cpedcTsa.
Monvmo Bac 3a nojawmetrse, 3a Koju AnjameTtap 6anoHa ce ogHoce Mepera?

Oproeop 6poj 6: Y obpacuy 9.10 3a naptujy INTA nepudepHun 6anoH obnoxeH nekom — paclitaxel, OTW
cucTeM, Mepena ce ogHoce Ha 6anoH gnjameTtpa 4 mm.

KOMWUCWUJA 3A JABHY HABABKY
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