VY Humry, 05.10.2017
Bpoj: 01-9554/5-2

Komucuja 3a japny HabaBKy q1o0apa
XEMUKAJIMJE 3A IOTPEGE HACTABE U HAYKE, JH BP. 16/17

V cknany ca wiaHom 63. 3akoHa o jaBHUM HaOaBkama (,,CiyxOeHu rmacHuk PC* 6poj 124/12,
14/15,68/15), Komucwuja 3a jaBHy HabaBKy 00jaBibyje

MN3MEHY U JOIIYHY KOHKYPCHE JTOKYMEHTALIUJE

1. MEBA CE xoHKypcHa JOKyMEHTalldja 3a jaBHYy A00apa- XxeMUKaJuje 3a IoTpede HacTaBe U
Hayke, JH 16/17, :

-y nornasiby VI OOpacuu koju ynHe cactaBHH neo monyne, y aeny OBPA3ALL CTPYKTYPE
HEHE CA VYIIVTCTBOM KAKO JA CE TIOIIYHHU (O6pa3an 2) 3a IMAPTUJY 21 -
En3umu, cyncrpaTi ¥ CTaHIApAHU HHXHOMTOPH TaKo IITO ce 3a J00po mox penHuM Opojem 7.
»AHK (HatpujymoBa €O  NE€30KCHpHOOHYKIICMHCKE KHCEIIMHE W3 THMyca TEIeTa;
Deoxyribonucleic  acid sodium salt from calf thymus), Tum 1, Ksamuret:
"BUCOKOIIOJIUMEPHU30BaHa"" y KOJIOHH ,, JeJIMHUIIA Mepe" 13a TEKCTa ,,[TaKoBame' JA0Jaje TeKCT
» 01 100 mg* Tako 1a HAKOH U3BpLICHE U3MEHE IJacu: ,,iakoBamwe ox 100 mg*

- Y Mogeny yrosopa, ce yMecTo TeKCTa ,,Ha OCHOBY 3aKOHa O jaBHMM HabaBkama (“Ciyx0OeHu
rinacauk PC” 6poj 124/12) ynucyje TeKCT ,,Ha OCHOBY 3aKkOHa 0 jaBHUM HabaBkama "CiyxOeHH
rinacHuk PC", 6p. 124/2012, 14/2015 u 68/2015).

2. Uamemwen OBPA3ALL CTPYKTYPE HEHE CA YIIYTCTBOM KAKO JIA CE
IIOITYHU 3a ITAPTHUJY 21 je cacTraBHHU /1€0 OBHX U3MeHA U JOMYHA KOHKYPCHE JOKYMeHTaluje u
HaJIa3M ce y NPUJIOTY 0BOT JOKYMEHTA.

3. Y ocTanom feny KOHKypCHa JOKYMEHTaIllja ce He Memba.

Hapyuunnan he M3meny u nonyHy KOHKYpCHE TOKyMeHTanuje o0jaButu Ha [lopTamy jaBHUX
Ha0aBKM ¥ HHTEPHET CTPAHULM HAPyYHOLA.

KOMUCHUJA 3A JABHY HABABKY



OBPA3AL CTPYKTYPE LEHE CA YINTYTCTBOM KAKO OA CE NOMYHU
3a jaBHy HabaBky Xemukanuje 3a notpebe HacTaBe u Hayke, JH 16/17,
NAPTUJA 21 — EH3MuK, cyncTpaTu U cTaHaapaHu UHXMoutopu

HasuB noHyhaua

JeauHunuHa | JeauMHuyHa | YKynHa YKkynHa Hasus
P. JeguHuua LeHa 6e3 LieHa ca ueHa 6e3 | ueHa ca | lNMpoussohay | npousBopa
6p. Onuc “2°63'°a Mepe K°""Z""“a naB-a NOB-om | NOB-a | NAB-om 9 10
1 3 5 6 7 8
(4*5) (46)

EH3nm

Ae3okcupnboHykneasa 13 nakoBae

roseher naHkpeaca, Tun IV oa 150
1 (Deoxyribonuclease | from Kunitz- 5

bovine pancreas Type V) a(jeanHuua

nmomnuaoBaHu npawlak, = eH3nmcke

2,000 Kunitz units/mg aKTUBHOCTW)

npoTenHa

EH3um gunentuaun-

nentugasa IV xymaHu

(Dipeptidyl peptidase 1V HAKOBAILE
2 human, recombinant, 1 4

expressed in baculovirus U /B;ana)

infected Sf9 cells) 210 U

(jeaMHuua eH3mMmcke

aKTMBHOCTW)/Mr NpoTenHa

Mmuuun-nponun-napa-

HUTpOaHWNuMA napa-
3 TonyeHcyndgoHar (Gly-Pro-p- | nakoBane 3

nitroanilide p- og 100 mg

toluenesulfonate salt),

yuctohe ~ 99% (TLC)

OunpotnH A (Diprotin A, lle-
4 Pro-lle) unctohe = 97% nakoBae 1

(HPLC) on 25 mg




CutarnuntuH docdart
(Sitagliptin phosphate)

nakoBaHk-€

5 | (United States
Pharmacopeia (USP) oA 200 mg
Reference Standard)
Kpuctan suonert (Crystal
6 Violet, certified by the nakoBake
Biological Stain Commision) o 25g
OHK (HaTpujymoBa co
0Ee30KCUPNBOHYKNENHCKe
KNCeNMHe 13 TUMyca Teneta; | .. ... o
7 Deoxyribonucleic acid o1 100 m
sodium salt from calf A 9
thymus), Tun |, Ksanuter:
"BUCoOKkononumepmnsopaHa"
Muuun-nponnH napa-
HUTPOaHUNUA XMapoxnopug
8 | (Gly-Pro p-nitroanilide naK,looB;"be
hydrochloride H-Gly-Pro- oA mg
pNA), =99% (HPLC)
EH3MM kcaHTUH-OKCcuaasa m3
roBeher mneka (Xanthine HAKOBAILE
oxidase from bovine milk), on 25 U
9 knaca |, amoHujym cyndartHa (jeavHMua
cycneHsuja, 0,4-1 CH3VIMCKE
jeanHnue/mg npotenHa, 25 aKTUBHOCTY)
U (jeanHnua eH3nmcke
aKTMBHOCTW)
KcaHTuH, unctohe = 99%
nakoBame
10 o0 25g
CwurarnunTtuH cpocdat
(Sitagliptin phosphate)
11 | (Pharmaceutical Secondary naggiagbe

Standard, Certified
Reference Material)




KoxHun npax u3 rosefje koxe,
cyncTpart 3a npotease (Hide nakoBaHe

12 powder from bovine hide, on25g 1
protease substrate)
HanomeHa:

lpunukom nornymwasara noHyoe ueHe mpeba damu 3a0Kpy)xeHO Ha dge Oeyumarie. YKONUKO noHyhay Ha4quHuU epewKy y rorymwasary, OyXaH je
O@a ucmy uzbesiu u NpasusIHoO MornyHU, a Mecmo HayUuHeHe epewike napagupa u ogepu rneyamom.
YnyTcTBO 3a nonyHwaBak€e obpacua CTPYKType LieHe:

MoHyhau Tpeba aa nonyHun obpasal, CTpyKType LeHe Ha cneaehn HaumH:

Y KONOHM 5. ynnucaTu KONUKO M3HOCK jeanHnyHa LeHa 6e3 MNMB-a, 3a cBaku TpaxkeHn npeameT jaBHe HabaBke;

Y KOMOHU 6. ynucaTtun KONnko M3Hocu jeanmHnyHa ueHa ca NAB-om, 3a cBaku TpaxeHu npegmeT jaBHe HabaBke;

Yy KOMOHM 7. ynucaTu ykynHa ueHa 6e3 N[B-a 3a cBakun TpaxeHu npegMeT jaBHe HabaBKke M TO Tako WTO he MOMHOXUTU jeAUHUYHY LEeHY
6e3 MN[B-a (HaBegeHy y KoMoHM 5.) ca TpaXeHuM KonvumHama (Koje cy HaBedeHe y KomoHu 4.); YKynHy ueHy npegmeta Habaske 0e3
MAB-a ynucatu y Obpacuy noHyge 3a oBy napTujy.

y KOMOHM 8. ynucaTtu KONUKO M3HOCK YKyrnHa ueHa ca lNMB-om 3a cBaku TpaXeHu npeaMer jaBHe HabaBke U TO Tako LWTO he NOMHOXUTK
jeanHunyny ueHy ca NAB-om (HaBegeHy y KOMOHM 6.) ca TpaXeHUM KonudMHama (Koje Cy HaBedeHe y KONoHu 4.); YKynHy ueHy npegmeta
Habaske ca N[B-om ynucatu y O6pacLy noHyae 3a oBy napTujy.

Y konoHu 9. ynucatu HasuB NpomnsBohaya

Y kononm 10. ynucaTtun Hasus [Nponssoga

Oatym MoHyhau:

M.I1.

Hanomena: Obpa3say, cmpykmype ueHe rnoHyhay mopa 0a rnonyHu, nomnuwe u ogepu rne4amom, Yume nomesphyje 0a cy mayHu nodauu Koju cy y
obpacuy HagedeHU.

Ykonuko rnoHyha4u nodHoce 3aje0HUYKY MoHYdy, epyna noHyfaya moxe Oa ce onpedenu 0a obpasay, cmpykmype ueHe nomnucyjy u ne4amom
osepasajy ceau noHyhayu u3 epynenoHyhaya unu epyna noHyhavya moxe 0a o0pedu jeOHoe rioHyhaya u3 epyne Koju he nonyHumu, nomnucamu u
osepumu rne4amom obpasay, cmpykmype ueHe



