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1450

Ha ocHoBy unana 48. craB 1. 3akoHa 0 3aIUTUTH Ha pagy
(“Cryx06enu riacuuk Peny6iuke Cpricke”, 6poj 1/08) u wia-
Ha 58. 3axoHa o muHucrapcrBuMa (“Ciyx0Oenu riacHuk Pe-
ny6muke Cprcke”, 6p. 70/02, 33/04, 118/05 u 33/06), Munu-
cTap pazga ¥ 60pauKo-MHBAIMACKE 3aLUTHTE TOHOCH

INMPABUJIHHUK

O CTPYYHOM HCHUTY U3 OBJACTU
3AILTUTE HA PAZTY

Ynan 1.

OBUM NpPaBHUIIHUKOM IIPONHCYjy CE€ YCIOBH, HAYHH,
HCTIUTHA KOMICHja U BUCHHA TPOIIKOBA MOJIATamkha CTPYIHOT
HCTINTa W3 O0JACTH 3aIUTHTE M 37paBiba Ha paay (y AajbeM
TEKCTY: CTPYYHH HCIINT).

Yran 2.

CTpy4HM HCIHUT MOJAXy JUIUIOMMPAHU MAaUIMHCKU
UHXEHEP, IUIITIOMUPAHU HHKEHED EIEKTPOTEXHUKE, AUILIO-
MUPaHU HHXEHEP PYyAapcTBa, JUIUIOMUPAHU MHXKEHED TeX-
HOJIOTHje, TUITIOMUPAHH HHKEHep 3aIUTHTE Ha pajy, TUIIIO-
MUPaHU UHXEHEPU JPYIUX TEXHUUKUX CTPYKa, UHXKEHEPU ca
BUIIOM CTPYYHOM CIIPEMOM 3AIUTUTE HA pajy WIA TEXHUUKE
CTpYKe.

UYnan 3.

(1) IpujaBe 3a monarame CTPYYHOT HCIHTA HMOTHOCE CE
Ha obpacuuma 6p. 1, 2. u 3., koju ce Haaze y [Ipunory 6poj
1., KOjU YMHU CACTaBHU MO OBOT ITPaBIIHHKA.

(2) Monarame ucnUTa BPIIK C€ IO MIpOrpaMUMa KOju ce
Hanase y [Ipumory 6poj 2. u unMHe cacTaBHH MO OBOT IIpa-
BIJTHHKA.

UYnax 4.

(1) Y3 npujaBy ce npuaxy 10oKa3u Aa KaHIUIAT UCITyba-
Ba YCJIOBE 3a MOJIarame UCINTA.

(2) Jakaszu u3 craBa 1. oBor wiaHa cy:

a) oBjepeHa GOTOKOMMja AUILIOME,

6) MOTBpa KOjOM Ce ToKa3yje 1a je KaHAuIaT IPOBEO OJ1-
pebeno BpujeMe Ha paay y CTpyLH,

B) MOTBpJA KOja CaJp)KM OIMC IOCIOBA KOje KaHAMUAAT
obaBsba Ha pagy u

I) 10Ka3 O yIUIaTH TPOLIKOBA 3a MOJIararme UCINTA.

Yran 5.

(1) Ha ocHoBy mpujaBe u g0Ka3a U3 wiaHa 4. OBOT Ipa-
BUJIHMKA MUHHCTAp paja u 60payko-UHBAIHICKE 3aThuTe (Y
JaJbeM TEKCTY: MHHHCTAp) AOHOCH pjellielhe O Mojaramy
UCITUTA.

(2) Pjeemem ce onpelyyje Bpujeme, MjecTO ¥ BUCHHA TPO-
IIKOBA MOJIarama UCIUTA.

Yan 6.

Ha ucnuty ce nposjepasa criocoOHOCT GPU3MYKOT JINLIA 38
obaBibame MOCIOBA 3AIUTUTE M 3[paBiba HAa pajy Ja CaMo-
CTaJHO 00aBJba MOCIOBE 3ALITUTE HA Pay KO TOCIOIaBIA 1
CIOCOGHOCT OATOBOPHOT JIMIIA Y TIPABHOM JIMILY 3a OTIIHCH-
Barbe CTPYYHUX Hajla3a 3a KOjy je MOCI0AaBall PErHCTPOBaH U
rocjenyje TUIeHNy (y 1ajbeM TEeKCTY: KaHIUAAT).

Ynan 7.
(1) Ucnut ce nonaxe ycMeHO.

(2) Iporpam ucnuta yTBphyje ce 3aBHCHO O CTereHa
CTpPY4YHE CIIpeMe, a 3a OJTOBOPHA JIMIA U3 YlIaHa 6. OBOT Mpa-
BIUTHHIKA ¥ OJf BpCTe CTPYYHHX Halasa.

UYnan 8.

(1) Ucmut ce momaxe mpex Kommcmjom 3a monarame
ucnnta (y naibeMm Tekcty: Kommcmja), kKojy UMeHyje MUHU-
crap.

(2) Komucuja ce cacToju of peacjeIHIKa U YeTHPH dJia-
Ha.

(3) AnmunaECcTpaTHBHE TTocHOBe 32 Komuchjy Bpmm Mu-
HHUCTapCTBO pajia U 0OPauKO-MHBAIIMICKE 3aIITUTE (Y AaJbeM
TeKCTy: MUHHCTAPCTBO).

Ynau 9.

(1) Mpencjenuuk u wtanosu Komucuje nMeHyjy ce u3 pe-
Ja JUIUIOMHUPAHUX HHXEHhepa MAIIMHCTBA, JUIUIOMHPAHHX
HHKEHbepa eeKTPOTEXHUKE, AUMTIOMUPAHUX HHKEHEpa TeX-
HOJIOTHje, AUTUIOMUPAHUX HHKeHepa 3allITUTe Ha pajy, cre-
LHjaIMCTa MEIMLMHE paja, TUIUIOMHPAHHUX HHXEHhepa py-
JapcTBa M AUITIOMUPAHUX MPABHUKA.

(2) Ipencjennuky m wranopuMma Kowmmcuje mnpumnana
HaKHAJa 3a pa.

(3) Bucuny HakHane onpehyje Mmunucrap.

Unan 10.

(1) Kanaumat mobuja 1o jemHo MUTambe U3 CBake 00/1acTu,
y 3aTBOPEHO] KOBEPTHU KOjy je omabpao.

(2) Vicnut je jaBaH, a KaHAUAAT KOjU HUjE MOJOKUO HCIIHUT
UCIUTY MOXE IPUCTYIUTUH HUCTEKOM BpeMeHa oj 60 naHa u
Ta] KaHAuAAaT iahia jemHy 4eTBpTUHY O ITyHE LIUjeHe KOjy je
IUIATHO MPUIMKOM IIPBOT [TOJIarama UCIUTA.

Ynan 11.

VYcmjex kKaHIUAaTa Ha MCIUTY OIjeibyje Ce OLjeHOM “To-

JIOKHUO™ WJIN “HHUj€ TIOJIOKHUO .

Unan 12.

(1) Axo xaHIMAAT HE MPHUCTYIH IMOJIAramky MCIUTA y 3a-
Ka3aHOM POKY, JAy)KaH je Ja OOHOBM MpHUjaBy 3a IOJarame.

(2) AkO KaHIUAAT OAyCTaHe O IOjarama HCIUTA U TO
HajaBu Komucuju, oapeljyje My ce HOBU TEPMHH Ha OCHOBY
MPETXOIHO IOIHECEHE MpUjaBe.

Ynan 13.

(1) 3amouety ucIUT MOXKe ce MIPEKUHYTH M OATOIUTH aKO
je KaHAnAAT U3 OIPABIAHOT pasjora OUo CIIpHjeyeH Aa UCIUT
HACTaBH.

(2) Komucuja omiydyje o OnpaBAaHOCTU NMPEKUIakha U O
o/utaramy MCIUTA.

(3) IMonarame ucnura ce HacTaB/ba HajKACHUjE Y HApE-
HOM PEIOBHOM HCIIUTHOM DPOKY.

(4) KaHauaaT He moJtake U0 UCIHUTA KOJH je TTOJI0KHO 10
onrahama.

(5) Axo xanauaaT 6e3 onpaBIaHOr pa3jiora He IPUCTYIN
roJiaraky onaroleHor ucrura y poky oapeljeHoM y craBy 3.
OBOT YJIaHa, CMaTpa Ce a UCIUT HUje MOJIOXKHUO.

Unan 14.

Haxon 3aBpieTka nonarama ucnura cekperap Komucu-
je caommraBa KaHAUAATAMA pe3yJTaTe.

Ynan 15.
(1) Kanmupaty Koju je MOJOXKHO CTPYYHU HCHHUT y POKY
ox 30 naHa oJ1 1aHa MOJIOKEHOT UCIINTA U3/Iaje CE YBjeperhe O
MOJI0XKEHOM CTPYYHOM HCIIUTY.
(2) VBjepeme O TON0XEHOM CTPYYHOM HCITUTY MTOTITUCYjE
MHUHHCTAP.
Yoan 16.
EBunennujy o m3gaTuMm ysjepemuMa Boau MuHucTap-
CTBO.
Unan 17.

OBaj NpaBWJIHUK CTYIa Ha CHATY OCMOI JlaHa O] JaHa
o6jaBibuBama y “Ciryx6eHom riacHuky Peny6mike Cpricke”.

Bpoj: 16-04-127-5/08
9. jyma 2008. roaune
Bbama Jlyka

MuHnucrap,
Bomxo Tomuh, c.p.
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PEITYBJIMKA CPIICKA IIpuor opoj 1.
MuHHCTapCTBO paja u O6pa3zarr 6poj 1.
60paYKO-UHBAIMACKE 3AIUTUTE
- Opjerberbe 3alITHTE Ha Pajy -
V. Kpasna I[lerpa I Kapahophesuha 6p. 100
Bama Jlyka

NPUJABA
3a noJiarame CTPY4YHOI MCIHTA JIMNA 32 00aB/babe N0C/10BA 3AIITHTE U 3PaB/ba HA Py

Ju—

. IME (MME JEJTHOT PAJIMTEJBbA) U TTPE3UME KAHIUJATA

2. JATYM U MJECTO POBEBA

3. JMBI'

4. MJECTO INPEBMBAJIMILTA, BOPABUIITA U AAIPECA KAHAWUJIATA

5. CTEHEHO OBPA30OBAIE — BPCTA U CTEIIEH CTPYUHE CITPEME

6. HA3MB, CJEJUILITE 1 AAPECA ITOCJIOAJABLIA

7. PAIHO MJECTO - [1IOCJIOBU KOJE KAHAWJAT OFABJbA

8. VKVIIAH PAIHU CTAX (ron.), o yera Ha IOCJIOBUMA 3aILTUTE U 3IpaBiba HA paLy (rom.)

9. HATIOMEHE

10. TeneoH Tenedakc e-roiTa

MjecTo u gaTyMm:

ITpunor:

1. qumuIoMa o BPCTU U CTEIEHY TIOJHOCHIJIALL ITPUJABE:
oOpa3oBama (OBjepeH MPENUC WK KOIHja AUILIOME),

2. (hoTOKOIMja JIMUHE KApTe U (moTnKC 0OArTOBOPHOT JIMIIA U TIeUaT

3. I0Ka3 0 yIJIaTH TPOIIKOBA MoJlarama CTPYYHOT UCIIUTA. MOCTIOABLA MU MOTIIC KaHINIATa)

PEITYBJIMKA CPIICKA O6pasar; 6poj 2.

MuHucrapcTBo pajsa u
0OpaYKO-NHBAIHICKE 3aIITHTE
- Omjesbembe 3alITUTE HA pay -
Va. Kpassa Iletpa I Kapaljophesuha 6p. 100
Bbama Jlyka

IIPUJABA

3a noJiarambe€ CTpy4Hor ucnura Juuma 3a 00aB/bame NMOCJI0BA O/ITOBOPHOI JIMIIA 324 UCIIUTHBAbA
YciioBa paaHe Cpe/iuHe U NOTNUCHUBALE CTPYYHUX HaJla3a

1. UME (MME JEAHOT PAJJUTEJbA) U ITPESMUME KAHAWAATA
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2. JATYM U MJECTO POBEBA

3. JMBI'

4. MJECTO ITPEBMBAJIMIITA, BOPABUIITA U AAIPECA KAHAWUJIATA

5. CTEHEHO OBPA3OBAILE — BPCTA U CTEIIEH CTPYUYHE CITPEME

6. HA3UB, CJEJAMILTE U AJIPECA ITOCJIOJIABLIA

7. PAIHO MIJECTO - ITOCJIOBU KOJE KAHANJAAT OBABJbA

8. VKVIIAH PAAHU CTAX ___ (rox.), ox yera Ha ITOCIIOBHMA 3alITUTE U 3paBiba Ha paiy (rom.)

9. HAITIOMEHE

10. TenedoH tenedaxc e-To1ITa

Mjecto u matym:

ITpuor:

1. qUIUIOMa O BPCTH U CTEIICHY IMMOAHOCHUJIALL [TPUJABE

o0pa3oBama (OBjepeH MPENUC WK KOIHja AUILIOME),
2. hoTOKOIMja JIUUHE KApTe U

3. nokas o YIUIaTH TPOUIKOBA IoJIaramkba CTPY4YHOI' UCIIUTA.

PEIIYBJIMKA CPIICKA

(moTIKMC OArOBOPHOT JIMLIA U TIeUaT
MOCJIOABIIA MITU IMOTIIC KaHIUIATA)

Oo6pa3zan 6poj 3.

MunucrapceTBo paga u
60pavKO-NHBAIINICKE 3AIITUTE
- Omjesbembe 3alITUTE HA pajy -
V. Kpasa Ierpa I Kapahophesuha 6p. 100
Bama Jlyka

MPUJABA
3a moJsiarame CTPYYHOr HCIHTA JIMIA 32 00aBJ/babe M0CJ0BAa OITOBOPHOT JIMLA 32 BpILEHHe mperjena
U HCIIMTHBAHA ONpeMe 3a pajl U MOTHHCHBAIbLE CTPYYHHX HajIa3a

1. UME (MME JEAHOT PAJUTEJbA) U ITPE3MUME KAHAUJAATA

2. JATYM U MJECTO POBEBHA

3. JMBI'

4. MJECTO INPEBMBAJIMIITA, BOPABUILITA 1 AAPECA KAHAUAOATA

5. CTEHEHO OBPA30OBAIE — BPCTA U CTEIIEH CTPYUHE CITPEME
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6. HA3UB, CJEAUILTE U AJIPECA TTOCJIO/IABLIA

7. PAIHO MJECTO - I[TOCJIOBU KOJE KAHANUJAT OBABJBA

8. YKVIIAH PAJHU CTAX (roj1.), of vera Ha MOCIOBHMMA 3alITUTE U 3/IpaBiba Ha pajy

9. HATIOMEHE
10. TenedoH

Mjecro u gatym:

ITpusor:
1. AUIIIOMa O BPCTH U CTEIIEHY

006pa3oBama (OBjepeH MPEMUC WK KOMHUja AUILIIOME),
2. poTokoMNMja TNUHE KAPTE U

3. IoKa3 o yIUIaTH TPOLIKOBA IoJIarakba CTPYYHOI UCIIUTA.

Tenedaxc

(ron.)

c-rmomTa

TTIOAHOCHUIIALL TTPUJABE

(moTnHMC OArOBOPHOT JIMIA U IeYaT
MOCJIOaBIa WX MOTIUC KAaHAUAATA)

ITpunor 6poj 2.

I[TPOI'PAM
3A ITOJIATABLE CTPYUHOI' UCITMTA PAAHUKA
3A BALUTUTY U 3APABJBE HA PALY

[Iporpam cTpy4yHOT UCITUTA CAIPKU TPAIUBO:
1. O6nact pana:
1.1. 3acHUBame pagHOT OTHOCA,

1.2.  oGpa3zoBame,
ycaBpIIaBame,

CTPYYHO 0CIocobJbaBame nu

1.3. mpoBjepaBame OCIOCOO/BEHOCTU PaTHHUKA 32 PYKO-
Bama CpPeACTBUMA Pajia U CPEICTBIMA 3AIITUTE HA paidy,

1.4. gomyHCKO ocriocobspaBame, CTPYIHO 00pa3oBame H
ycaBpIIaBame,

1.5. pagHo Bpujeme,

1.6. onmop 1 oACyCTBa,

1.7. 3amruTa 3aIociIeHnX,

1.8. moceOHa 3aIUTHTA MAJIOJBETHUX PATHUKA,

1.9. noceOHa 3a1ITUTA KEHA U MATEPUHCTBA,

1.10. mocebHa 3amTUTa OOJIECHUX U UHBAIUIHUX PaJHU-
Kan

1.11. oIrOBOPHOCT 3a MOBpeLy 06aBe3a U3 yroBopa o pa-
Iy ¥ MaTepHjaTHA OATOBOPHOCT.

- IIpaBHu u3BOpU:

3akoH o pany - [Ipeuntthenu Teket (“CityO6eHHU MTaCHUK
Peny6muke Cpricke”, 6poj 55/07) 1 OnumtH KOJEKTUBHU yro-
Bop (“Cmyx6enu rnacuuk Perry6muke Cprcke”, 6poj 27/06).

2. O6snacT 3amITUTE HA paay:

2.1. opraHM30BabE MOCIOBA 3aIUTUTE U 3paB/ba HA pajy
KOJI TIOCITOAABIIA,

2.2. Qy’KHOCT U OJATOBOPHOCT IMOCIIOAaBIA,
2.3. mpaBa U Jy)KHOCTHU PaJIHUKA,

2.4. cpencrsa 3a paj,

2.5. ompema 3a paf,

2.6. cpeacTBa U onpeMa 3a JUYHY 3alITUTY Ha pajy,
2.7. pu3uK,

2.8. poljjeHa pu3mkKa,

2.9. cTpy4YHM Halas,

2.10. omTe Ty)KHOCTHU MOCIIOAABIIA,

2.11. moceOHe Ay)KHOCTH MOCIOIABIIA,
2.12. ocnocobspaBarmbe paIHUKa,

2.13. mpaBa U QyXKHOCT pagHHUKA,

2.14. opraHu3oBame MMOCIOBA 3aIITUTE U 3paBjba Ha pa-
ay u

2.15. mpencTaBHUK pajiHUKA 32 3aIUTUTY U 3ApaB/be Ha
pany.

- IIpaBHu uzBopHU:

3axoH o 3amtuTH Ha pany (“Cmoyx6eHu rmacHuk Pemy-
6nuke Cprcke”, 6poj 1/08) u

MO/I3aKOHCKH aKTH U3 OOJIACTH 3aIITUTE HA paiy.

3. O6aacT NEeH3UjCKOr M MHBAJUACKOI U 31paBCTBEHOT
ocHrypama:

3.1. mpaBa 3a city4yaj UHBJIMIHOCTH, TjeJIeCHOT olnteherma
Uiy npodecruoHane 60JecTu,

3.2. olljerHUBakE PaJIHE CIOCOOHOCTH,

3.3. yCJIOBH 3a CTHIAEKa TIPaBa U3 MEH3MjCKOT U MHBAJIU/I-
CKOT OCHTYypama,

3.4, ctax ocurypama Koju ce pauyHa ca yBehanum Tpa-
jamewm,

3.5. mpaBa 1Mo OCHOBY IIpeocTalie CIOCOOHOCTH 3a pa/l,

3.6. pacniopehuBame Ha pajHa MjecTa U

3.7. cnpoBohemwe npekBaTudUKalnje WK JOKBaTUPUKA-
yje.

- I[IpaBHU U3BOPU:

3aKOH O MEH3MjCKOM U MHBAJIUICKOM OCUTypamwy Pery-
6muke Cpricke - [Ipeunmhenn texcr (“CorykOeHM TIacHHK
Peny6muke Cprcke”, 6poj 106/05),

3aKoH 0 34paBCTBEHOM ocurypamy (“CirykGeHH IITacCHUK
Peny6muke Cprcke”, 6p. 18/99, 50/01, 70/01 u 51/03),

IMpaBunHuk o nuctu TjenecHux omrehemwa (“CryxOeHun
rnacuuk Peny6muxe Cpricke”, 6poj 6/94) u

IMpaBunHMK O JHMCTH HpPO(hECHOHATHUX OONECTH
(“Cnyx6enn rnacuux Penyonuxe Cpricke”, 6poj 6/94).

TTPOT'PAM
3A ITOJIATAILE CTPYUHOTI UCITUTA JIULIA
3A OBABJLAILE TTOCJIOBA TIPETJIEDA U
HCITUTUBABA OITPEME 3A PAJ1 U
IMOTIIMCUBAKBE CTPYUHUX HAJIA3A
TIporpam CTpyYHOT HCIIUTA CAAPKU TPATUBO:
1. KonBenuuje MOP-a:
1.1. KonBeHiiyja o 3amtuti Ha pamay 155,
1.2. KonBeHIMja 0 ciy:x6aMa MeAUIIMHE paja u
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1.3. JupextuBa EV - 89/391/EELL (1989) o yBohemwy mje-
pa 3a mojcTHUilame mobdosbiama 6e36jeTHOCTH U 3ApaBiba Ha

pany.
2. Obaacr pana:
2.1. 3acHHMCame pagHOT OAHOCA,

2.2.  o0OpaszoBame, ocnocobJbaBame U

ycaBpIIIaBambe,

CTPY4YHO

2.3. mpoBjepaBame OCIIOCOOJBEHOCTH paJHHUKA 32 PYKO-
Bama CPEACTBUMA pajia U CPEACTBUMA 3alUTUTE HA pady,

2.4. IOMYHCKO OCIOCOOJbaBabe, CTPYYHO 00pa3oBamme U
ycaBpllaBarbe,

2.5. pamHO BpHUjeMe,

2.6. 0AMOp U O/ICYCTBA,

2.7. 3amTUTa 3aI0CICHHX,

2.8. moceOHa 3alITUTA MAJIOJbETHUX PAJHUKA,
2.9. mocebHa 3alITUTA XKEeHa U MaTepHHCTBA,

2.10. moce6Ha 3amTHTa OOJIECHUX U MHBAJTUIHUX PaHH-
Ka 1

2.11. oAroBOPHOCT 3a MOBpely obaBe3a U3 yropopa o pa-
Iy ¥ MaTepHjaliHa OJrOBOPHOCT.

- [IpaBHM U3BOPH:

3akoH o panay - [Ipeuntthenu Teket (“CryxOeHU MTaCHUK
Peny6muke Cpricke”, 6poj 55/07) u

Oty KoJeKTUBHU yroBop (“CnyxO6eHu riaacHuK Pery-
6muke Cprcke”, 6poj 27/06).

3. O6sacr 3amTuTe Ha paay:

3.1. opraHn3oBame MOCIIOBA 3aIITHTE U 3[paBba HA pady
KOJI TIOCITOABIIA,

3.2. Iy’KHOCT U OATOBOPHOCT IIOCIIOAABIIA,

3.3. mpaBa U AY)KHOCTHU PATHUKA,

3.4. cpeacrtsa 3a pa,

3.5. onpema 3a paj,

3.6. cpencTBa U ompeMa 3a JIMYHY 3alITUTY Ha paiy,
3.7. pu3HK,

3.8. HAUMH M NOCTYyNaK MpoLjeHe PU3KKa Ha PaTHOM Mje-
CTY U PaIHOj CPeIVHHU, OTKIAmhahe PHU3KUKA (Caapikaj akta o
MPOIjeHN pU3UKa KOJU JOHOCHU MOCIOAaBall),

3.9. cTpyuyHu Hanas o nperjaeguMa U UCIUTUBABUMA IIPO-
MHCaHe OIlpeMe 3a paf,

3.10. ommITe Ty’XHOCTH TIOCIIOJABIA,

3.11. moceOHe JIy>)KHOCTH MOCIIOAABLA,

3.12. ocnocoOspaBame paHUKA,

3.13. mpaBa U IyXHOCT paJHHKA,

3.14. opraHu30Bame MOCIOBA 3aIITUTE U 3[PaBJba HA pa-
ay,

3.15. mpeAcTaBHUK pagHUKA 32 3AIITUTY M 30paBJbe Ha
pany,

3.16. ob6aBe3e U OArOBOPHOCTU OJTOBOPHOT JIMLIA €A JIU-
IIEHIIOM 3a 0o0aBJbame Mperiiela ¥ UCIUTUBAKA ONpeMe 3a
panu

3.17. cacraBbame 3alUCHHKA O CTPYYHOM Halazy ca

3aKJbYYKOM O O0ABIHEHOM IIPETIIEY M UCIUTUBAY OIPEME
3a paJl 1 KOHCTATALIMjOM JIa JIU je ompeMa Ge30jenHa 3a paj.

3.1. Onpema 3a pan (MamuHe, ypehaju, mocrpojema, UH-
crajialyje v ajar):

3.1.1. o6aBe3e nocionaBia,

3.1.2. obaBe3e 3aMOCICHUX,

3.1.3. nocraBsbame onpeMe 3a pal,

3.1.4. HaTnUCU U YIYTCTBA,

3.1.5. 3aXTjeBH y Be3U ca MOTOHCKOM E€HEPTHjOM,

3.1.6. pykoBame OIpeMOM 3a pall,

3.1.7. 3amwrrutHY ypehaju u Hanpase,

3.1.8. KOHTPOJIHM UHCTPYMEHTH M HAIIPaBe,

3.1.9. onpema 3a paja mpu KOMe HacTaje CTATHUKH EIIeK-
TPUIIHUTET,

3.1.10. onpema 3a paj mpu Kome ce ociaobaha mpamnimHa,
3.1.11. onpema 3a paji c OMIACHUM paJHUM MaTepHjama,

3.1.12. onpema 3a paja Mpu KOME HACcTa])y BUCOKE WIIM HHU-
CKe TeMernepaType,

~3.1.13. onpema 3a paj Ipu KoMe HacTaje Oyka uiu BUOpa-

yja,

3.1.14. oTkiamame KBapoBa, OJpXKaBame U TPAHCIOPT
oImpeMme 3a paf,

3.1.15. npeHocuu ypehaju ca niau 06e3 CONCTBEHOT MOroHa,

3.1.16. ynotpeda npeHocuux ypehaja,

3.1.17. onpemMa 3a paj 3a Au3ame Tepera,

3.1.18. ynoTpeba cpencrasa 3a paj 3a AU3ambE TEpeTa U

3.1.19. onpema 3a paj u oapKaBame CpeacTaBa 3a paj.

3.2. CpezcrBa 1 orpema JIMYHE 3alUTUTE HA paay:

3.2.1. obaBe3e mociaoaaBIa,

3.2.2. obaBe3e 3anocieHux,

3.2.3. mporjeHa pusuka U U300p CpelncraBa U OIpeMe
JIUYHE 3aIITUTE,

3.2.4. 3amTuTa riaBe,

3.2.5. 3amTuTa ciyxa,

3.2.6. 3amITUTA OYH]y U JIUIIA,
3.2.7. 3amTuTa OpraHa 3a JauMcame,
3.2.8. 3amtura pyky,

3.2.9. 3amrtuTa HOTY,

3.2.10. 3amTura Koxe u

3.2.11. 3amtuTa 1MjeNIOr THjeNA.

- IIpaBHu u3BOpHU:

3akoH o 3amtut Ha pany (“CiyxOeHn rimacHuk Pemymm-
ke Cpricke”, 6poj 1/08),

IMpaBWIHUK O CPEACTBMMA JIMYHE 3AlITUTE HA pajay |
nu4HOj 3amTHTHO] ompemu (“Ciryx6enn muct ®HPJ”, 6poj
35/69) u

[TpaBUIIHUK O ONIPEMHM U IpYXKamy IpBe momohu u opra-
HU30BaMbYy CIyXOHM CracaBamba y CIydajy He3rofe Ha pajy
(“Cnyx6enu nmuct CDPI”, 6poj 21/71).

3.3. Pan ca omacHM MaTepujama:

3.3.1. o3HauaBame OMACHUX MaTepHja,

3.3.2. obaBe3e nmpousBohaua, UCIIOPYIHOIA U KOPUCHUKA
OTIACHUX MaTepuja,

3.3.3. ocnocoOJbaBame paJHUKA 3a pajl ca OMACHUM Ma-
Tpepujama.

- IIpaBHu u3BOpU:

3akoH o orpoBuma (“CnyxOeHn riacHuk Peny6inke
Cpricke”, 6poj 70/06),

3aKOH O MPOMETY eKCIUTO3MBHUX MaTepHja U 3amabHBHX
TeyHocTH U racoBa (“CmyxOenn riacHuk Peryomuke Cpri-
cke”, 6p. 16/96, 110/03 u 67/05),

OnmTH NPABUIHMK O XUTHMjEHCKO-TEXHUYKHM 3allTHT-
HuM Mjepama npu papy (“Cnyx6enn muct CDPI”, 6poj
35/69) u

TMpaBWIHKUK O TEXHUYKUM U 3JPABCTBEHO TEXHUUYKUM 3a-
LITUTHUM MjepaMa MpH Pay XeMHjCKO-TEXHOJIOUIKIM IIPOILIe-
cuma (“Cnyx6enu muct CHPJ”, 6poj 55/50).

3.4. Pax npu kopumhemy eleKTpUIHe eHeprje:
3.4.1. onmacHO IejCTBO eJIEKTPUYHE CHEPrHje Ha YOBjeKa,
3.4.2. 3amTuTa Of yaapa eleKTpU4yHe CTpyje 1

3.4.3. cpecTBa M ONpeMa JIMUHE 3alTUTE HA Paay 3a paj
Ha eJIeKTPUYHUM ypehajuma.

- IIpaBHu u3BoOp:

3aKOH O 3aIUTHTH Ha pajiy MpU KOpHIIhemy eNeKTPUYHE
crpyje (“Ciyx6enn muct CPbuX”, 6poj 34/88).
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I[TPOTPAM
3A TIOJIATABE CTPYUHOI" UCITUTA JIMLIA 3A
OBABJLAE ITOCJIOBA UCITUTUBABA YCIIOBA
PAJHE CPEAVHE U INTOTIIMCUBABA
CTPYUHUX HAJIA3A

[Iporpam cTpy4yHOT HCITUTA CAIPKU TPATHBO:

1. Kousenuuje MOP-a:

1.1. KonBeHIgja 0 3alITUTH Ha pamy 155,

1.2. Konsennuja o ciayxbama MeIuIlMHE paja,

1.3. dupextusa EY - 89/391/EEL] (1989) o yBohemy Mmje-
pa 3a mojcTHIlamke mobosbilama 6e36jeTHOCTH U 3ApaB/ba Ha
pany.

2. Obaacr paaa:

2.1. 3acHMCam€e paJHOT OAHOCA,

2.2.  o0Opa3zoBame, ocnocobJbaBame U

ycaBplllaBame,

CTPY4YHO

2.3. mpoBjepaBame OCHOCOOBEHOCTH PAIHUKA 32 PYKO-
Bama CpPEACTBUMA pajia U CPEICTBUMA 3alUTUTE HA pady,

2.4. TOMYHCKO OcIioco0JbaBambe, CTPYYHO 00pa3oBame U
ycaBplIaBame,

2.5. pagHO BpHjeMe,

2.6. 0IMOD U OJICYCTBA,

2.7. 3aI1ITHTa 3aIlIOCIICHHX,

2.8. moceOHa 3aIUTUTA MAJIOJbETHUX PAIHUKA,
2.9. moceOHa 3aIITUTA )KEHA U MATEPUHCTBA,

2.10. nocebHa 3a1ITUTa OOJIECHUX U UHBAJIUIHUX PaJHU-
Ka 1

2.11. oaroBopHOCT 3a NOBpeLy 00aBe3a U3 yropopa o pa-
1y U MaTepujajiHa OJrOBOPHOCT.

- [IpaBHM U3BOPH:
3akoH o pany - [Ipeuntthenu Teket (“City>k6eHU ITaCHUK
Peny6muke Cprcke”, 6poj 55/07) u

Omnmru konekTuBHU yroBop (“Ciyx6enu rimacHuk Pery-
6nuke Cprcke”, 6poj 27/06).

3. O6nacr 3amTUTe HA paay:

3.1. opranu3oBame IOCIIOBA 3ALITUTE U 3paBiba HA paay
KOJI TIOCITOAABIIA,

3.2. Iy>)KHOCT ¥ OJIFOBOPHOCT MOCIIO/AABLA,

3.3. mpaBa 1 Qy>KHOCTH paHUKA,

3.4. cpeacrsa 3a pan,

3.5. ompema 3a pan,

3.6. cpeAcTBa M olpeMa 3a JIMUHY 3alUTUTY Ha paidy,

3.7. pu3uK,

3.8. HAUMH U MOCTYMAaK MPOIjeHe PU3NKaA Ha PATHOM Mje-
CTY U PaHO] CPEIMHHU, OTKIAhakhe PU3KKa (CaapKaj akTa o
MPOIjeHN PU3UKa KOjU JOHOCHU MOCIOAaBAll,

3.9. cTrpyuyHE Hama3 o IMperieauMa U ICIUTHBAakbUMa PO~
MHCaHe oIlpeMe 3a paj,

3.10. omure Ay)KHOCTH MOCTIOIaBIIA,

3.11. moceOHe Ty)KHOCTH MOCITOAABIIA,

3.12. ociocobibaBame pagHUKa,

3.13. mpaBa u Iy>XHOCT paJIHHKA,

3.14. opranun3oBame MOCIOBA 3aLITUTE U 3/IpaBiba Ha pa-
ay,

3.15. mpeacTaBHUK paJHMKA 34 3AIITUTY U 3[paBbe Ha
panay,

3.16. o6aBe3e U OATOBOPHOCTH OJTOBOPHOT JIMLIA Ca JIH-
LEHLIOM 3a o0aBJbame Mperiena M UCIUTUBAKA OlpeMe 3a
panu

3.17. cacraBbame 3alMCHMKA O CTPYYHOM Hamasy ca

3aKJbYYKOM O O0aBJbEHOM IIPErJIeNy U MCIUTUBAY OIpEME
3a paj ¥ KOHCTATaIljoM JIa JIU je onpeMa Ge36jenHa 3a pa.

3.1. Ompema 3a pan (MammuHe, ypehaju, mocTpojerma, HH-
CTaNlalldje U ajarT):

3.1.1. obaBe3e mocmomaBIia,

3.1.2. obaBe3e 3a1oCIeHUX,

3.1.3. mocraBsbame onpemMe 3a paj,

3.1.4. HaTIIMCH U YITyTCTBA,

3.1.5. 3aXTjeBU y Be3U ca MOTOHCKOM €HEPTHjoM,
3.1.6. pykoBame OIIPeMOM 3a paj,

3.1.7. 3amwrtutHu ypehaju u Hampase,

3.1.8. KOHTPOIHU UHCTPYMEHTH U HaIpase,

3.1.9. ompema 3a paj MpU KOME HACTaje CTATHYKH €JeK-
TPHIUTET,

3.1.10. onpema 3a pajn npu KoMme ce ocrnobaha npaimHa,
3.1.11. ompema 3a paj c OMACHUM PaJHUM MaTepHjaMa,

3.1.12. ompema 3a paj IMpu KOME HACTA]y BHCOKE TN HH-
CKe TeMIiepaType,

3.1.13. onpema 3a paj mpu KoMe HacTaje Oyka WiIn BUOpa-
nyja,

3.1.14. oTknamame KBApOBA, OApPXKABAKE M TPAHCIOPT
oIpeMe 3a paf,

3.1.15. npeHocHH ypehaju ca CONMCTBEHMM MOTOHOM HITH
0e3 mera,

3.1.16. ynotpeba mpeHocHux ypehaja,

3.1.17. onpema 3a paj 3a Au3ame TepeTa,

3.1.18. ynmotpeba cpezcrasa 3a paj 3a AU3albe TepeTa U
3.1.19. onpema 3a paja U OApKaBabE CPEICTABA 34 Pa/l.
3.2. CpencrBa U onpeMa JIMUHE 3aIITUTE Ha pajy:

3.2.1 obaBe3se nocnonaBua,

3.2.2. ob6aBe3e 3aIOCIICHUX,

3.2.3. mpoujeHa pu3MKa U H300p CpeAcTaBa M OIpeMe
JIYHE 3aIITUTE,

3.2.4. 3amTuTa riase,

3.2.5. 3amTuTa Ciyxa,

3.2.6. 3amITUTA OYHUjY U JIUIIA,
3.2.7. 3amTUTa OpraHa 3a Jucame,
3.2.8. 3amTura pyky,

3.2.9. 3awtuTa HOry,

3.2.10. 3amTuTa KOXE U

3.2.11. 3amTrTa IUjENIOT THjela.

- IIpaBHu nu3Bopu:

3akoH o 3amrtuTt Ha pany (“Cmyx6eHu rmacHuk Pemy-
6nuke Cprcke”, 6poj 1/08),

TpaBuiHUK O CPeACTBHMA JIMUHE 3ALITHTE HA Daly M
JIMYHO] 3aTUTHO] onpemu (“Ciyx6enn nucr ®HPJ”, 6poj
35/69) u

IIpaBUIHHUK O ONMPEMH M MpPYXKamy MpBe Homohu u opra-
HU30Bamy CIY)XOM cllacaBama y Cllydajy HE3roje Ha pazy
(“Cyx6enn nmuct CDPJ)”, 6poj 21/71).

3.3. Pazx ca omacHUM MaTepHjaMa;

3.3.1. o3HauaBambE OMACHUX MATEPHja,

3.3.2. obaBe3e mpousBohaya, NCIOPYYHOLIA H KOPUCHHUKA
OIacHUX MaTtepuja,

3.3.3. ocrocobibaBame pagHUKA 32 pajl ca OIIACHUM Ma-
Tpepujama.

- [IpaBuu u3zBopu:

3akon o otpoBuma (“CiyxOeHu riacHuk PenyOnuke
Cprcke”, 6poj 70/06),

3aKOH O MPOMETY eKCIUTO3UBHUX MaTepHja U 3amabHBHX

Teunoctu u racosa (“Ciyxbenn rimacauk Permy6muke Cpr-
cke”, 6p. 16/96, 110/03 u 67/05),

OnmuTy NPaBUIHUK O XHUIHjEHCKO-TEXHHUYKUM 3aIlTHT-
HuUM Mjepama nipu paxay (“Cayx6enn muct CDPJ”, 6poj
35/69) u
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l_[paBl/IJ'[HI/I]( O TEXHUYKHUM U 3OPABCTBEHO TEXHUYKUM 3a-
WITUTHAM Mjepama IIpU paay XeMHjCKO-TEXHOJIOIIKHUM TPO1ie-
99 .
cuma (“Cnyx6enu quct CHPJ”, 6poj 55/50).

3.4. Pag npu xopuiihemy eneKTpUIHe eHepruje:
3.4.1. omacHO /iejcTBO EJIEKTPUYHE CHEPrije Ha YOBjeKa,
3.4.2. 3amTUTa OJ1 YAapa eNEeKTPUUYHE CTPYje U

3.4.3. cpezicTBa U onpema JIMYHE 3aIITUTE HA pajy 3a pa
Ha eIeKTPUYHUM ypehajuma.

- IIpaBHu u3Bop:

3aKOH O 3AITHTH HA paiy IIpH KOpUIIThery eIeKTpHuHe
crpyje (“Cnyx6enn nmuct CPbuX”, 6poj 34/88).

3.5. YcnoBu paaHe cpeauHe:

3.5.1. cBpxa u crmpoBoljeme HCIHUTHBaKma yCIOBA PajHE
cpenuHe,

3.5.2. MUKpOKJIUMA,

3.5.3. 6yka u BuGpaimje,

3.5.4. XeMHjCKe IITETHOCTH,
3.5.5. mpammHa,

3.5.6. OCBHjET/HEHOCT,

3.5.7. GUOJIONIKE IITETHOCTH,
3.5.8. HejoHu3yjyha 3pauema,
3.5.9. joumsyjyha 3paucwma u
3.5.10. bapomeTapcKu MPUTHCAK.
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Ha ocHoBy uiana 55. 3akona o nujexoBuMa (“CirysxOeHn
rmacnuk Pemy6imke Cpricke”, 6p. 19/01 u 34/08), wiana 18.
3axoHa o 3apaBcTBeHoj 3amTuTy (“Cyx6eHu riiacHuk Pery-
6muke Cpricke”, 6p. 18/99, 58/01 u 62/02) u unana 112. cras
1. BakoHA O aIMUHHUCTPATUBHO]j CITy»Ou y ynpasu Pemy6mu-
ke Cpncke (“Ciyx6enn rimacuuk Peny6muke Cpricke”, Op.
16/02, 62/02, 38/03, 42/04, 49/06 1 20/07), MuHKICTaD 3ApaBIbA
U COLIMjaJTHe 3alITUTE TOHOCH

NPABUJIHUK

O UBMJEHAMA U JOITYHAMA ITPABUJIHUKA O
IIOCTYIIKY M YCJIOBUMA U3JJABAIA OJJOBPEIBA
3A INTACUPAILE JIMJEKA HA TPXKULLITE

UYnax 1.

VY IlpaBUIHUKY O IOCTYNKY M YCIOBMMa H31aBama
onobpema 3a macupame nujeka Ha TpxumTe (“Ciyx6eHu
rnacHuk Peny6muke Cpricke”, 6p. 17/02 u 116/06) y unany 10.
y craBy 1. pujeun: “cpIicKOM je3uKy 3aMjerbyjy ce pHjeurma:
“jeqHOM o[ CITy)KOEHHX je3nKa KOju Cy y ymoTpebu y Pemy-
6 Cprickoj”.

V TeKCTy OBOT NMPaBUIIHUKA PMjeuM: “CPIICKOT je3uka’ y
oaroBapajyhem magexy 3amjemyjy ce pujednuma: “jeqHOM Of
CiyKOeHHX jesnka koju cy y ynorpebu y Peny6muuu Cpn-
CKOj .

Ynan 2.
VY unany 14. tauka I b 3 mMujema ce u rmacu:
“I b 3 - mpujeTor TEKCTA YIYTCTBA 33 YIOTpeOy 3a marm-
jenra (patient information laeflet - PIL).”.
Ynan 3.
VY unany 15. Tauka 4. Mujema ce U IIIACH:
“ 4. neprudukat papmaueyrckor npoussozaa (CPP).”.
VY uctoM wiaHy T. 5. u 9. Opuiy ce, a octaie Tauke ce Mo-
Mjepajy.
ITocnuje Tauke 11. koja mocTaje Tauka 9. oaajy ce HOBE
1. 10. u 11., koje riace:

“10. u3jaBy 0 MOpPHUjeKIy aKTUBHE CyncTanue, Drug Master
File nimm neptuduxat eBponcke papmaxoneje (CEP).

11. nertaspaH OpraHorpaM TOKa IIPOM3BOIILE Ca HaBele-
HHMM CBMM MjECTHMa IIPOU3BOAE. .

Unan 4.
VY unany 16. cTaB 2. MHjeBa Ce U IJIACH:

“ITogHoCHIall 3aXTjeBa MOpa JIOCTABHTU PE3NMe Kapak-
TepUCTHKA IPOM3BOAA Y IIMCAHO] U eIEKTPOHCKO] hopMH, Ha
JEITHOM Of1 je3uKa KOjU Cy Yy cIyk0eHoj ynorpebu y PemyOmu-
1 CpIIcKoj, y CKIIaay ca MPH3HATOM HayYHOM TEPMHUHOJIOTH-
jOM, MOTIHCAH Of CTPaHe ayTopa (papMaKOIOUIKO-TOKCHKO-

‘ r
JIOLIKO-KJIMHUYKOT €KCIIEPTCKOT U3BjeruTaja.” .
Ynan 5.
V unany 18. ctaB 2. Mujema ce U TJIacu:

“YmyTcTBO 32 ynotely Jnjeka Mopa OUTH HAIMCHO Y (op-
MM yIyTCTBa 3a ynotpeOy 3a nanujeHTa (patient information la-
eflet - PIL), Ha jacan u pa3yMJbHB HAYHH 32 KOPUCHUKA YITYT-
CTBa, Ha JeJIHOM Of] je3rKa KOjU Cy Y CITy>)KOeHOj yroTpedu y Pe-
yommm CpricKoj, TOTIMCAHO OJT CTpaHe ayTopa dhapMaKoo-
[IKO-TOKCHUKOJIOIIKO-KIIMHUYKOT €KCIIEPTCKOT M3BjelITaja u
JIOCTABILEHO Y TIMCAHO] U €JEKTPOHCKO] hopMu.”.

Ynax 6.
V ynany 22. 1. II G u Il Q Opuy ce.

Ynan 7.
V unany 27. n1ojaje ce HOBU CTaB 3., KOJU IJIACH:

“3a NUjEeKOBE KOjU CYy PETMCTPOBAHH LIEHTPATM30BAHOM
npoienypoM y EBpoIcKoj YHIjU TOBOJBHO je MPIIOKUTH Ba-
xehn EMEA neprudukat, ymjecro neprudukarta aHaiuse
FOTOBOT NMjeKa u3aTor of pedepeHTHe nabopaTopuje.”.

Yoan 8.
Ynan 29. Opwuiire ce, a OCTaJIN YWIAHOBU ITOMjepajy ce.

Yan 9.
Ynan 31. Opwuiire ce, a OCTaJIN YWIAHOBU ITOMjepajy ce.

Yian 10.
V unany 34. tauka III Q 6pwuie ce.

Ynan 11.
Ynan 43. Opwuiire ce, a OCTaJIN YWIAHOBU ITOMjepajy ce.

Ynan 12.

V unany 46. y Tauku [V C pujeun: “Ocrane nnpopmaiu-
je” 3amjemyjy ce pujeunMa: “BHOEKBUBATIEHI]y U OMOPACIIO-
JIOKHUBOCT .

Ynan 13.

VY unany 48. y craBy 3. Tauka 3.2. 6pute ce.

Yan 14.
Unan 49. Gpuiiie ce, a OCTAIN WIAHOBU ITOM]jEpajy ce.

Yan 15.

VY un. 50, 60, 67, 70. u 75. y ctaBy 2. pujeuu: “IOMYHCKY
JIOKYMEHTalMjy, TOJaTKe MM ojarosapajyhe objalmerme’
3aMjembyjy ce pujeurMa; “nonyHy (GopMaaHO HEMOTIYHOT 3a-
xTjeBa’”.

Ynan 16.
Un. 52. u 53. Opwuiy ce, a OCTAIH WI. TOMjepajy ce.

Yan 17.
OBaj MpaBWIHMK CTyNa Ha CHATY OCMOL JaHa OJ AaHa
o6jaBuBama y “Ciryx6eHoM riacHuky Peny6muke Cprcke”.

bpoj: 11/07-020-19/08
18. jyna 2008. romune
bama Jlyka
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Ha ocnHoBy umana 85. craB 3. 3akoHa O 3aIITUTH XUBOT-
He cpenune - [Ipeuninhenu texer (“Cyx0eHu riacHuk Pemy-
6muke Cprcke”, 6p. 28/07 u 41/08) u unana 58. 3akoHa 0 MH-
nucrapcrBuma (“Ciryxk6enn rinacuuk Pemybnmke Cpricke”,
op. 70/02, 33/04, 118/05 u 33/06), MUHUCTAp 3a MPOCTOPHO
ypeheme, rpal)eBUHApCTBO U €KOJIOTH]Y JOHOCH

MuHucrap,
[p Paunko kpouh, c.p.






