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08/2 6poj: 404-1-7/15-29
17.3.2015. roguHe

M3MEHA KOHKYPCHE OOKYMEHTALIMJE

Mpenmet: N3MeHa KOHKYpCHe AOKYMeHTauuje 3a jaBHy HabaBKy BanoH kateTtepa 3a 2015. roauHy,
6poj JH 404-1-110/15-15, cxogHo unaHy 63. ctaB 1. 3akoHa O jaBHMM HaGaBkama ("Cnyx6eHu
rnacHuk PC", 6p. 124/12)

Y cknagy ca unaHom 63. ctaB 1. 3akoHa o jaBHMM Habaskama ("Cnyx6eHu rnacHuk PC", 6p.
124/12 v 14/15), Hapy4mnay, BpLuM M3MeEHY KOHKYPCHe OOKYMeHTauumje 3a jaBHy HabaBky BanoH kateTepa
3a 2015. roguHy, 6poj JH 404-1-110/15-15:

1. Y peny IV. YnytctBOo noHyhauMma, Ha cTpaHuM 14 KOHKypCHe AOKyMeHTauuje, y Takm 22.
Kputepujym 3a gogeny yroBopa , u3a tauyke 22.1 nopaje ce HoBa Tayka 22.2 , a Tayka 22.2
nocraje Tayka 22.3 Tako Aa rnace:

22.2  YKONUKO ce jeQHOM TMOHYAOM MOHyAM BUlle pPasnuMunTMX Mpou3Boda, enemMeHT
Kputepujyma "Keanutet" BpegHoBahe ce Ha cnefehu HaymH:

=  CBaku of noHyheHux npounssoga duhe nocebGHO oueHEH Ha HAYMH OEUHNCAH Y
Aeny Kputepujym 2 — ksanuTeT oBor YnyTcTea

" yKyMnHa OLeHa 3a NoHyay 3a enemMmeHart kputepujyma "Keanutet" ytBpaunhe ce Ha
ocHoBy cnegehe copmyne:

PA = (PAl*Al + PAQ*A2...PAN*AN)/1OO
roe je
Pa — ykynaH 6poj noeHa 3a enemeHT kputepujyma "Ksanutet" 3a noHyhava A
Pai...Pan — OLleHa 3a kBanuTeT 3a cBaku of noHyheHux npoussoaa
A;...Ay — NpoueHTyarnHo y4vewhe cBakor o NoHyReHnx nponssoaa y yKynHoj
KONMUYMHKU Npoussoaa
22.3 Kputepujym 3a gogeny yroopa 3a naptuje 6, 7, 8, 9, 11, 12, 13, 14 n 15 je HajHnxka
noHyheHa ueHa.

PesepBHu enemMmeHT kputepujyma, y cmucny udnaHa 84. ctaB 4. 3akoHa O jaBHUM
HabaBkama, jecTe poK Baxeh,a NoHyae.
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2. Y peny lll. TexHnuka cneundmkaumja, Ha cTpaHM 6 KOHKYpPCHe AOKYMeHTauuje, Mera ce Tauka
7. Tako Aa rnacu:

7. TMoHyhau je Ay>aH ga y NoHyaAu AocTtaBu KaTanor npoussohaya, 6polwypy unu konuvjy ussoga us
KaTanora Koju cagpxu kapaktepuctuke noHyheHor gobpa TpaxeHe TEXHUYKOM cneumndmkaLmjom.
YKONUKO KapaKkTepucTuke mnoHyheHor pgobpa TpaxeHe TEeXHUYKOM crneuudukaumjoMm Hucy
HaBedeHe Yy kaTanory npoussofhada, Gpolwypu unu konuju mssBoda K3 kartanora, MoHyhauy
JocTaBrba U u3jaBy npomssohada Koja ce OOHOCKM Ha OHe KapakTepucTuke noHyheHor gobpa
TpaXkeHe TEXHWYKOM creumdurkaumjom Koje HUCY HaBedeHe Yy kaTanory npoussohada, 6poluypu
UnNun Konuju n3esofa 13 Kkartanora, y cknagy ca obpacuem 6p.9.

3. Y npunory Il TexHuudka cneuucbukaumja , y naptmju 11. BanoHu 3a BanBynonnacTuky ca
HUCKUM MPUTUCKOM nyuaka, 6pulle ce tTadyka CE + FDA (U.S. Department of Health & Human
Services — U.S. Food and Drug Administration) unu ceptudmkara PMDA Device Approval
(Pharmaceuticals and Medical Devices Agency, Japan).

Y peny lll. TexHnyka cneymcpmkalmja, Ha cTpaHM 6 KOHKYpPCHe AOKyMeHTauuje, GpuLue ce Tauka
9. Tako Aa Tayka 10. nocTaje Tayka 9. , a Tayka 11. nocraje Tauka 10.

MpeunwheH TeKCT KOHKYpPCHE AOKYyMeHTauuje Koju caapxu rope HaBeaeHe usmeHe 6uhe o6jaBrbeH
Ha MopTany jaBHMX HaGaBKM U UHTEPHET cTpaHuumn Hapyuuoua.

Komucuja 3a jaBHy HaGaBKy



