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flaHa^.H.2023. roAMHe 3aKJtynyjy

OKBMPHM CnOPA3YM BP. 139-2/23
3A JABHY HABABKy J1EKOBM 3A JIEMEhbE PETKMX BOJ1ECTM - mercaptamin kapsule za

lečenje cistinoze m osilodrostat
6poj JH 404-3-110/23-103 

3A nAPTHjy 2

1. YBOflHE HAnOMEHE M KOHCTATAMMJE

1.1. HapynMnaq m flo6aBJbaH y yBOAy KOHCTaiyjy:

1) Aa HapyHMnaq MMa o6aBe3y Aa, 3a ncnrpeSe 3ApaBCTBeHnx ycTaHOBa ca KojuMa MMa 
3aKJbyHeH yroBop o npywahty 3ApaBCTBeHe 3awTMTe, cnpoBeAe nociynaK jaBHe Ha6aBKe 
JleKOBa 3a nenerte peTKMx 6onecTM, a cxoaho YpeA6n o nnaHMparty m bpctm po6a m ycnyra 
3a Koje ce cnpoBOAe qeHTpanM30BaHe jaBHe Ha6aBKe ("CnywSeHM rnacHMK PC" 34/19, 64/19, 
17/20, 21/20 M 51/22),

2) Aa je HapyHMnaq cnpoBeo nocTynax npeAMeTHe jaBHe HaSaBxe y MMe m panyH 3ApaBCTBeHnx 
yciaHOBa M3 RnaHa Mpe>xe 3ApaBCTBeHMX ycTaHOBa (y AarbeM TexcTy: KynqM),

3) Aa ce okbmphm cnopa3yM 3axrbyHyje Ha ocHOBy cnpoBeAeHor nperoBapanxor nocTynxa 6e3 
o6jaBJbMBaH3a jaBHor no3HBa 3a jaBHy Ha6aBxy JlexoBM 3a nenerte peTKMx 6onecTM- 
mercaptamin kapsule za lečenje cistinoze m osilodrostat, 6poj JH 404-3-110/23-103,

4) Aa OKBMpHM cnopa3yM 3axjbyHyje HapyHMnaq y CBojdBy Tena 3a qeHTpanM30BaHe Ha6aBKe y 
CMMcny nnaHa 79. 3axoHa o jaBHMM Ha6aBKaMa ("Cn. rnacHMK PC" 6p. 91/19 m 92/23), 3a 
panyH 3ApaBCTBeHe ycTaHOBe HaBeAeHe y llpMnory 1 oBor cnopa3ywia,

5) Aa je HapyHMnaq, Ha ocHOBy OAnyxe 30-08/14 6p. 404.01-106/2023-30 oa 23.11.2023. 
roAMHe, M3a6pao KOHaHHy noHyAy noHyfjana Rhei Life d.o.o, 6p. 1, 3a napTMjy 2, y cxnaAy ca 
KojoM ce 3aicrbyHyje OBaj cnopa3ywi,

6) Aa he ce y qMJty peanM3aqMje jaBHe Ha6aBxe Ha ocHOBy OxBMpHor cnopa3yMa 3ax/byHMTM 
nojeAMHanaH yroBop M3iwef)y Kynqa m floSaB/tana, y3 cynomMC Peny6nMHKor cfroHAa 3a 
3ApaBCTBeHO ocMryparte, xao HapynMoqa m nnaTMoqa y Miwe m 3a panyH Kynaqa, y cxnaAy ca 
3a«JbyHKOM BnaAe PC 05 6poj: 401-3252/2022 oa 14.4.2022. roAMHe m HHCTpyxqnjOM 3a 
ecj3MKacHMje ynpaBrbahte CMCTeMOM cfciMHaHCMpatea 3ApaBCTBeHe 3aujTMTe m KOHTpone 
TpoujKOBa nenerta ocMrypaHMx nMqa Peny6nMHKor cpOHAa 3a 3ApaBCTBeHO ocMrypaite (y 
AarbeM TexcTy: HHCTpyKqMja),

2. nPEflMET CnOPA3yMA

2.1. ripeAMeT OBor cnopa3yMa je yTBpIjMBarbe ycnoBa noA xojMMa he ce 3axrbynMBaTM 
nojeAMHaHHM yroBopM o jaBHoj JlexoBM 3a nenette peiKMx 6onecTM - mercaptamin kapsule za 
lečenje cistinoze m osilodrostat, M3Mef)y Kynqa m fločaB/bana, y3 cynomMC HapynMoqa.

2.2. fločpo Koje je npeAMeT OBor cnopa3yMa 6nM>xe je Aecf)MHMcaHO y llpMnory 2 OBor cnopa3yMa.
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2.3. OBaj OKBnpHM cnopa3yM 3aicrbyHyje 3a nepnofl ofl 2 (flBa) Meceua ofl p,a»a noTnncnBan=a.

2.4. KonuHMHe flo6pa, HaBefleHor y Flpunory 2 cy OKBnpHe KonumiHe 3a noTpe6e Kynapa 3a 
nepnofl Ofl 2 (flBa) wieceua.

2.5. YxynHa yroBopeHa KonMHMHa flo6pa, 3aBHCM ofl noipe6e Kynua u pacnonoxcMBMX 
cjDUHaHCnjcKMX cpefldaBa 3a Ty HaMeHy u ucia MO>xe fla ce pa3nuKyje ofl KonunuHa 
HaBefleHnx y llpunory 2.

2.6. T okom nepnofla Bawenba OBor okbhphot cnopa3yMa, Mowe ce 3aKrbyMHTM Bnuie nojeflUHamnux 
yroBopa, y 3aBncHOCTM ofl CTBapHnx noTpe6a Kynaqa.

3. nPABA M 0BABE3E HAPYMM014A H flOBABIbAHA

3.1. HapyHn.nau je fly>xaH fla:

3.1.1 npaBOBpeMeHO oSaBeujTaBa floSaBibana o MmteHnuaMa Koje cy ofl 3Hanaja 3a peann3aL(ujy 
H=eroBnx o6aBe3a, a noceČHO fla ra npaBOBpeMeHO nHcjDopMuuje o noipeSaMa Kynqa Kafla 
OHe ripena3e yroBopeHe KOJinmiHe U3 OKBupHor cnopa3yMa;

3.1.2 Bpixji/1 nnafiahte flo6aBrbaHy, y i/iMe v\ 3a panyH Kynpa, no ocHOBy flocnenux o6aBe3a Kynqa 
npewia flo6aB/baMy, 3a McnopyneHO flo6po Koje ce cfciMHaHCMpa M3 cpeflCTaBa o6aBe3Hor 
3flpaBCTBeHor ocnrypaita yTpoaieHo 3a neneifee ocurypaHnx rupa P030, y cicnafly ca 
3aKTbyMeHMM yroBopmwa o cnpoBofjehby n cfc)MHaHCMpatt>y 3flpaBCTBeHe 3auiTMTe;

3.1.3 npučaBU carnacHOCT flo6aBJbaMa 3a yroBapaite BePie KonunuHe ofl OKB/pHe Koni/iHMHe H3 
OKBupHor cnopa3yMa, 6e3 3aicrbyHehba aHeKca okbi/iphot cnopa3yMa, yKonuxo BpeflHOCT uctot 
Huje peann30BaHa;

3.1.4 ofloSpaBa 3axTeB 3a ncnopyxy Koje Kynafl Ha ocHOBy 3aicrbyHeHor yroBopa flocraBrba nyTeM 
Be6 annuKapuje P030 „riopian c|3MHaHCMja“, y cKnafly ca 1/lHCTpyKLiMjoM u Kopuchmhkmm 
ynyTCTBOM.

3.2. flo6aBrt>aH je flyxcaH fla:

3.2.1 Ha nucaHU no3HB HapyHnoua/Kynqa 3aicrbyHM yroBop o jaBHoj Ha6aBqn y cicnafly ca obmm 
cnopa3ywioM;

3.2.2 M3BpiuaBa yroBopHe o6aBe3e y cBeMy y cicnafly ca obmm cnopa3yMOM u nojeflMHaHHHM 
yroBopoM, y yroBopeHUM poKOBUMa;

3.2.3 oflMax no ca3Hahby, nucaHUM nyieM, o6aBecTH HapynnoMa o HmbeHnqaMa Koje 6n Morne fla 
3H3TH0 oTexcajy MJin oHeMoryfie CHafl6eBaite Kynpa;

3.2.4 o6e36efln fla flo6po Koje Mcnopynyje HeMa npaBHe v\nv\ MaiepnjanHe HeflocTaTKe;

3.2.5 o5e36efln fla flo6po Moxce 6mtm y npoMeiy tokom penor nepnofla Tpajaita okbi/iphot 
cnopa3yMa, oahocho nojefli/maMHor yroBopa;

3.2.6 Hcnopynyje floSpo y cicnafly ca yroBopeHUM KonuMMHaMa n yroBopeHUM KBanuTeTOM, y CBeMy 
y cicnafly ca HanoroM 3a Ha6aBKy;

3.2.7 choch CBe TpouiKOBe Koju HacTaHy Kao nocnefluqa yKnaitaifea flo6pa ycnefl rpeuJKe 
flo6aBibaHa nnvi npon3BoT)ana;

3.2.8 ucnopynyje flo6po ca pokom Tpajaita ofl HajMaite 9 (fleBeT) Mecepn ofl flaHa ncnopyKe, a 
n3y3eTHO, 3a neKOBe m/ijn je npou3BoT)aMKi/i pok 9 MeceflM v\nv\ Kpafie, pok Tpajaita neKa He 
Moxce 6mtm KpaTin ofl 2/3 npon3BoT)aHKor poKa.

4. KOPUCHMLIM OKBMPHOr CnOPA3YMA

4.1. Kopuchuk OKBupHor cnopa3yMa je 3flpaBCTBeHa yciaHOBa H3 IlnaHa Mpexce 3flpaBdBeHnx 
ycTaHOBa y PenySnupn Cp6njn Koja uiMa 3aKrbyneH yroBop ca Hapy^nopeM o npyxcaity m 
cj3MHaHCnpahby 3flpaBCTBeHe 3aiiiTi/iTe M3 o6aBe3Hor 3flpaBCTBeHor ocurypahba.

4.2. Y npunory 1 OKBupHor cnopa3yMa - Cni/icaK KopucHMKa okbuphot cnopa3yMa (Kynapa), je 
HaBefleHa 3flpaBCTBeHa ycTaHOBa Koja y TpeHyTKy 3aicrbyHeH=a OKBupHor cnopa3yMa UMa 
3aicrbyHeH yroBop o npywanby n cjjMHaHCHpaity 3ApaBCTBeHe 3aLUTHTe M3 o6aBe3Hor
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3flpaBCTBeHor ocuryparta ca HapyMuoqeM, a Koja noflpa3yMeBa ynoTpe6y flo6pa Koje je 
npeflMeT OBor OKBupHor cnopa3yMa.

4.3. YKonnKO y TOKy Tpajarba OKBupHor cnopa3yMa, 3flpaBCTBeHa ycTaHOBa Koja Huje HaBefleHa y 
llpunory 1 - CnucaK KopucHUKa OKBupHor cnopa3yMa (Kynaqa), UMa noTpe6y 3a flo6poM xoje je 
npeflMeT OBor cnopa3yMa, HapyMunaq Fie awypupaTU Tlpunor 1 - CriucaK KopucHUKa OKBupHor 
cnopa3yMa (Kynaqa), y eMueny flOflaBaita 3flpaBCTBeHe yciaHOBe Kao Kynqa Ha uctu , 6e3 
3aicrbyHUBarba AHeKca OKBupHor cnopa3ywia.

4.4. Hapynunau je flywaH fla awypupaHU cnucaK U3 TanKe 4.3. OBor cnopa3ywia, flocTaBu 
flo6aBJbaHy.

5. CriPOBOTjEHaE OKBMPHOr CnOPA3YMA

5.1. Kafla HaciaHe noipe5a Kynqa 3a ,qo6poM Koje je npeflMeT OKBupHor cnopa3yMa, fločaBrban u 
Kynaq, y eneicrpoHCKoj cfropMU, nomucyjy jeflaH unu BUine yroBopa o jaBHoj Ha6aBqu y CKnafly 
ca jeflUHUHHOM qeHOM yTBpTjeHOM y obom cnopa3yiviy, y3 cynomuc HapyHuoqa.

5.2. nepuofl Baweita yroBopa Koju ce 3aKJbynyjy Ha ocHOBy OBor cnopa3yMa ce yTBpTjyje yroBopoM.

5.3. HapyHunaq u Kynqu He rapam-yjy flo6aBTbaHy fla Tie yroBopuTU KonunuHe HaBefleHe y npunory 
2, u He oflroBapajy 3a noTeHqujanHy uuTeTy Kojy flo6aBrban Tpnu ycnefl yroBaparta KonunuHa 
Marbux ofl KonunuHa HaBefleHux y npunory 2.

6. UEHA, YC/IOBM M POK nJIATiAhbA

6.1. LjeHa U3 cnopa3yiwa je jeflUHUHHa qeHa ,qo6pa Koje je npeflMeT OBor cnopa3yMa u ucTa je 
HaBefleHa y npunory 2.

6.2. Ykojiuko tokom Tpajarta OKBupHor cnopa3yMa fločaBrban flocTaBu HapyHuoqy 3axTeB 3a 
yMatteibe qeHe neKa Koju je npeflMeT OBor cnopa3yMa, qeHOM U3 obot cnopa3yMa CMaTpafie 
ce qeHa neKa U3 3axTeBa flo6aB/baHa, o neMy Tie 6utu 3aKJbyHeH aHeKc OKBupHor cnopa3yMa.

6.3. Hapynunaq nnaTia, y UMe u 3a panyH Kynqa, ucnopyneHy KonuHUHy floSpa no jeflUHUHHoj 
qeHU u3 OBor OKBupHor cnopa3yMa, ynnaTOM Ha TeKyTiu panyH floSaBj-bana, HaBefleH y 
(fcaicrypu, HajKacHuje y poKy o,q 90 flaHa ofl flaHa npujeMa (ftaicrype, oahocho oa flaHa 
perucTpoBafea eneicrpoHCKe cfciaKType y cucreMy eneKTpoHCKux cfcaicrypa, Kafla ce CMaTpa fla 
je fly>KHUK npuMuo eneicrpoHCKy cfcaKTypy.

6.4. flo6aBTbaH je fly>KaH fla, npunuKOM ucnocTaBrbaita cfraKType, nocTynu y cKnafly ca Ba>KeTiuM 
nponucuMa Koju perynuwy OBy o6nacT.

6.5. Hapynunaq He oflroBopa 3a Heu3MupeH>e o6aBe3e U3 TanKe 6.3. y yroBopeHOM poKy, y 
cnynajeBUMa Kafla Kynaq u flo6a Bitan Huey nocTynunu y CKnafly ca MHCTpyKqujoM u 
TexHUHKUM ynyTCTBOM.

6.7. Hapynunau HeMa o6aBe3y fla u3Bpiuu nnaTiaite KonunuHa Koje Huey y cxnafly ca HanoroM 3a 
Ha6aBKy u Huje oflroBopaH 3a aiTeTy Kojy fločaBrban npeTpnu 36or HennaTiahba ucnopyneHe 
KonuHMHe Koja npena3u KonunuHy U3 Hanora 3a Ha6aBKy.

7. BPEflHOCT OKBMPHOr CnOPA3YMA

7.1 YKynHa BpeflHOCT obot cnopa3yMa u3hocu 4.609.920,00 flUHapa 6e3 nflB, oahocho 
5.070.912,00 flMHapa ca IlflB.

8. KBAJ1MTET M KOJ1MHMHE

8.1. KBanuTeT flo6pa Koje je npeflMeT obot cnopa3yMa Mopa y noTnyHOCTu oflroBapaTu Ba>KeTuiM 
AOMaTiuM unu MeljyHapoflHUM CTaHflapflUMa 3a Ty BpcTy poče u yBeperbUMa o KBani/iTeTy u 
aTecTUMa.

8.2. Kynaq je OBnamTieH fla Bpmu KOHTpony KBanuTeTa ucnopyneHe poče y 6uno Koje BpeMe u 6e3 
npeTxoflHe HajaBe Ha MecTy npujeMa, tokom unu nocne ucnopyKe, ca npaBOM fla y3opKe 
npou3BOfla u3 6uno Koje ucnopyKe flocTaBu He3aBucHoj cnequjanu30BaH0j uHCTUTyquju paflu 
aHanu3e.

8.3. Y cnynajy Kafla He3aBucHa cnequjanu30BaHa uHCTUTyquja yTBpflu oflCTynaite ofl yroBopeHor 
KBanuTeTa npou3BOfla, tpolukobu aHanu3e naflajy Ha TepeT floOaBrbana.
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8.4. KBaHTmaTUBHi/i npujeM po6e Bpiun ce npunuKOM npujewia y wiaraquHy Kynqa y npucycTBy 
npeflCTaBHUKa floGaBibana. EBem-yanHa pexnaMaqMja ofl CTpaHe Kynqa Ha McnopyneHe 
KonnHUHe Mopa 6mtm canunbeHa y nwcaHOj cf)opMM m flocTaBJteHa flo6aBrbany y poKy op, 24 
(flBaflecemeTupu) naca.

8.5. Y kojimko 6hjio Koja Mcnopyxa He 3aflOBOJbM KBanMTeT nnn yroBopeHy xonMHMHy, flo6aBJbaH je 
y o6aBe3n pa je 3awieHM ncnpaBHOM y poKy ofl 72 (ceflaMfleceTflBa) naca.

9. HCnOPYKA H riPMJEM

9.1. HcnopyKa y CKnafly ca noTpe6aMa Kynqa.

9.2. flo6aBJtaH je flywaH fla ncnopynn xonMHMHy ofloSpeHy ofl CTpaHe HapynMoqa, HaBefleHy y 
Hanory 3a Ha6aBKy.

9.3. Pok ucnopyKe yTBpfjyje ce yroBopoM m m3hocm 2 flaHa panyHajyfiM ofl flaHa npujeMa Hanora 3a 
Ha6aBKy.

9.4. MecTO ucnopyKe je MaraquH Kynqa, ocmm ara M3 o6jexrMBHMX pa3nora, HapyHnnaq/Kynaq He 
Oflpeflu yroBopoM flpyry noKaqujy ucnopyKe. T polukobm TpaHcnopia u eBeHTyanHM flpym 
tpolukobm yx/byneHM cy y qeHy m HapyMnnaq mx noce5HO He npn3Haje.

10. CPEflCTBO OEE3EET>EttaA 3A HCnYhbEhbE YrOBOPHHX OEABE3A

10.1. flo6aBrbaM je o6aBe3aH fla y poKy ofl 10 flaHa ofl flaHa nomucHBaita OKBupHor cnopa3yMa, 
HapyMnoqy flociaBu 6naHKO MeHnqy, Koja Mopa 6mtm eBUfleHTupaHa y PerncTpy MeHnqa m 
OBnaLufiefca HapoflHe SaHxe m nomucaHa ofl CTpaHe nnqa OBnawfieHor 3a 3acTynart>e, a y3 
MCTy Mopa 6mtm AOCTaB/beHO nony^eHO m OBepeHO mohmhho OBnaujfieite y bmcmhm ofl 10% ofl 
BpeflHOdn OKBupHor cnopa3yMa 6e3 nflB. Y3 MeHnqy Mopa 6mtm flocTaB/beHa m Konuja 
KapTOHa flenoHOBaHnx nomuca, xojM Mopa 6mtm M3flaT ofl CTpaHe nocnoBHe 6aHKe raja je 
HaBefleHa y mchumhom OBnawfieiby -  nncMy.

10.2 CpefldBO o6e36ef]eiba 3a Mcnyhbeibe yroBopHMx o6aBe3a, HaBefleHO y npeixoflHOM CTaBy, 
ocTafie Ha cHa3M ca pokom Baweiba He xpafiMM ofl 40 (neipfleceT) flaHa ofl flaHa MCTexa 
Baweiea OKBupHor cnopa3yMa.

10.3 HapyMnnaq fie yHOBHMTM cpeflCTBO o6e36ef)ehba 3a ncnyitehbe yroBopHMx o6aBe3a, yxonMKO 
o6aBe3e no okbuphom cnopa3yviy n yroBopuMa 3aKrbyneHMM Ha ocHOBy OKBupHor cnopa3yMa 
He 6yfly 6naroBpeMeHO nnn npaBunHO peann30BaHe, oahocho yxonMKO flo6aBJbaH npeciaHe 
fla mx peanM3yje.

10.4 HapynMnaq fie aKTMBMpaTM cpeflCTBO o6e36eTjeH=a 3a Mcnyiteifee yroBopHMx o5aBe3a HajBMwe 
AO M3Hoca ofl 10% ofl HepeanM30BaHe BpeflHOCTM fločapa 6e3 nflB, Ha raja ce oahocm 
HeMcny^eibe o6aBe3a no okbmphom cnopa3yMy/yroBopMMa 3ai<nbyHeHMM Ha ocHOBy mctot.

10.5 Y cnynajy fla HapyHMnaq flenMMMHHO axTMBMpa flocTaBTbeHy MeHMqy 3a McnyiteHte yroBopHMx 
o5aBe3a, oahocho MCTy He peann3yje y yxynHOM M3Hocy HaBefleHOM y mbhmhhom oBnamfieiby, 
fločaB/ban je y o6aBe3M fla y poxy ofl 7 (ceflaM) flaHa ofl flaHa aicrMBMpaiba, flociaBM 
HapyMMyoqy HOBy MeHMqy m mohmhho OBnawfierbe y bmcmhm ofl 10% npeociane BpeflHOCTM 
OKBMpHor cnopa3yMa.

10.6 CpeflCTBO o6e36ef)eiba 3a Mcnyibeibe yroBopHMx o6aBe3a b3>km 3a Mcnyibeibe o6aBe3a M3 
cbmx nojeflMHaHHMx yroBopa Koje je fločaBrban, Ha ocHOBy OBor okbmphot cnopa3yMa, 
3aKTbyMMO ca CBaKMM ofl Kynaqa y Toxy Baweiea mctot.

10.7 CpeflCTBO oče36e?jeiba 3a Mcnyrbeibe yroBopHMx o6aBe3a fie floSaBTbany 6mtm BpafieHa hbkoh

MCTexa poxa M3 Tanxe 10.2. obot nnaHa.

11. B11LUA CHJ1A

11.1 HacTyna^e BMine CMne ocnoSafja ofl oatobophoctm CTpaHe y cnopa3yMy 3a xamibeibe y 
M3Bpujeiby o6aBe3a m3 cnopa3yMa. O flaTyMy HacTynaita, Tpajarby m flaTyMy npecTaHxa BMine 
CMne, CTpaHe y cnopa3yMy cy o6aBe3He fla jeflHa flpyry oSaBecTe nMCMeHMM nyTeM y poKy ofl 
24 (flBafleceTneTMpM) naca.

11.2 Kao cnynajeBM BMiue CMne CMaTpajy ce excTpeMHM m BaHpeflHM florafjajM xojM ce He Mory 
npeflBMfleTM, KojM cy ce floroflMnM 6e3 Borbe m yTMqaja cTpaHa y okbmphom cnopa3yMy m xojM
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Huey mottih 6hth cnpeneHH oa CTpaHe norofjeHe bhluom chtiom. Bhluom chtiom ce Mory 
cMaTpaTu npupoAHe KaTacTpoc£>e (3ewirbOTpecn, no>KapM, normaBe), eKcn/i03Hje, TpaHcnop-me 
Hecpefie, HMnepaTHBHe oAnyxe opraHa B/iacTu h Apyrn cnynajeBH, xojn cy 3aKOHOM yTBpTjeHM 
Kao Buma čuna.

12. CnOPOBM

12.1 CTpaHe y cnopa3yMy cy carnacHe fla ce eBeHTyarmn cnopoBH peujaBajy cnopa3ywiHo, a y 
cxiynajy Aa ce cnop He MO>xe pewHTH cnopa3yMHHM nyTeM, yTBpljyje ce dBapHa u MecHa 
HaATie>KHOCT npHBpeAHor cyAa y BeorpaAy.

13. M3MEHE M flOnYHE OKBMPHOr CnOPA3YMA

13.1 H3MeHe u AonyHe okbhphot cnopa3yivia MoryHe cy y CKnaAy ca nnaHOM 158-161. 3aKOHa o 
jaBHHM Ha6aBKaMa.

13.2 HapyHHJiau u flo6aBTbaH cy carnacHH Aa He ce H3MeHe u AonyHe okbhphot cnopa3yMa bpluhth y 
nncaHoj cpopMH, o neMy He ce caMHHHTH AHeKC okbhphot cnopa3yMa.

14. PACKMfl OKBMPHOr CnOPA3YMA

14.1 Y cnynajy 6hthhx noBpeAa OApeAa6a cnopa3ywia nnn noBpeAa Koje ce noHaBTbajy, cnopa3ywi 
MO>Ke Aa pacKHHe CBaKa yroBopHa CTpaHa. PacKHA cnopa3yiwa 3axTeBa ce nncaHHM nyTeM, y3 
pacKHAHH pox oa 10 (AeceT) AaHa.

14.2 PacKHA cnopa3yMa H3 pa3nora HaBeAeHHx y cTaBy 1. obot nnaHa MoryH je caMO yxonnKO je 
Apyra CTpaHa y cnopa3yMy npeTXOAHO yno3opeHa Ha 6nTHe noBpeAe hhh noBpeAe xoje ce 
noHaBTbajy u yxonnKO HCTe Huje OTxnoHHna y ocTaBiteHOM poxy xojn Mopa 6hth pa3yMaH.

14.3 PacKHA cnopa3yMa H3 pa3nora HaBeAeHHx y CTaBy 1. obot nnaHa MO>xe Aa H3BpujH caMO CTpaHa 
y cnopa3yMy xoja je CBoje o6aBe3e H3 cnopa3yMa y noTnyHoc™ h 6naroBpeMeHO H3BpuiHna.

14.4 PacKHAOM OKBupHor cnopa3yMa npecTaje MoryHHOCT 3aKTbyMehba nojeAHHaHHUX yroBopa H3MeTjy 
flo6aBTbaHa, HapyHHopa u Kynaqa.

14.5 PacKHA okbhphot cnopa3yMa HeMa yTnpaja Ha yroBop 3aicrbyHeH Ha ocHOBy obot cnopa3yMa u 
hcth ce H3BpujaBa y CKnaAy ca OApeA6aMa tux yroBopa u obot cnopa3yMa, ochm yxonnKO 
HapyHHnap, peHefin okojihocth KOHKpeTHor cnynaja, He OA-ny-iH APyranHje.

15. 3AKJbYMEH3E OKBMPHOr CnOPA3YMA

15.1 OBaj cnopa3yM 3axrbyHyje ce ashom noTnncHBahba oa CTpaHe Hapy^nopa u floSaBrbana.

15.2 Ykotihko flo6aBTban He aoct3bh TpaweHO cpeACTBO o6e36e?)eiba 3a ncnyhbeibe yroBopHnx 
o6aBe3a, CMaTpaHe ce Aa okbhphh cnopa3yM Huje hh 6ho 3aKTbyHeH.

16. 3ABPLUHE OflPEflEE

16.1 CacTaBHi/i Aeo obot cnopa3yMa cy u iberoBH npnno3n, xaxo cneAn: 

npHTior 1 - Cnncax xopHCHHxa okbhphot cnopa3yMa 

ripHnor 2 - CneqHCpHKaMHja nexa ca peHOM

HAPYMM/1AL4 flOBABJbAH
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(KyriAijA)

JABHA HABABKAI1EKOBM 3A JIEHEHdE PETKHX B0J1ECTH - mercaptamin kapsule za lečenje
cistinoze u osilodrostat

JH 6p. 404-3-110/23-103

cmiJlMJAJlA P®30 HA3MB 3APABCTBEHE 
YCTAHOBE

CEflULLJTE
3flPABCTBEHE

YCTAHOBE

3BAHMMHM CAJT (WEB 
AflPECA)

Beorpaa yHMBep3MTeTCKM KJ1HHHHKM
qemap Cp5nje yn. nacTepoBa 6p. 2 www.kcs.ac.rs

http://www.kcs.ac.rs


riPH flO r2 OKBHPHOr CnOPA3YMA- CriELIHQHKALlMJA J1EKA CA LJEHOM 
JABHA HABABKA I1EKOBH 3A JlEHEhbE PETKMX BOflECTM - MERCAPTAMIN KAPSULE ZA LEČENJE CISTINOZE M OSILODROSTAT
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