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Kora 3acTyna AiipeKTop HeHaA

3A JABHY

OKBMPHU CnOPA3YM BP. 36-1/24 
HABABKY J1EK 3A JlEMEtbE PETKE BOJ1ECTH - treprostinil 

6poj JH 404-3-110/24-30

1. YBOflHE HAnOMEHE H KOHCTATAUHJE

1.1. HapyHnnaq m fločaBrban y yBOfly KOHCTaiyjy:

1) fla HapyMnnaM mm3 o6aBe3y fla, 3a ncrrpe6e 3,qpaBCTBeHMx ycTaHOBa ca KojMMa MMa 
3aKrbyMeH yroBop o npyxohby 3flpaBCTBeHe 3aiuTMTe, cnpoBefle nocTynaK jaBHe HačaBKe 
JleKOBa 3a neneibe peTKnx 6onec™, a cxoflHo Ypefl6n o nnaHupa^y m bpctm po6a m ycnyra 
3a Koje ce cnpoBOfle L(eHTpanM30BaHe jaBHe Ha6aBKe ("Cny>x6eHM rnacHMK PC" 34/19, 64/19, 
17/20, 21/20, 51/22 m 66/23),

2) fla je HapyHnnaM cnpoBeo nocTynax npeflMeTHe jaBHe Ha6aBxe y MMe m panyH 3flpaBCTBeHux 
yctaHOBa M3 flnaHa Mpe>xe 3flpaBCTBeHMX yciaHOBa (y flarbeM TexcTy: KynLin),

3) fla ce OKBi/ipHi/i cnopa3yM 3ax/byHyje Ha ocHOBy cnpoBefleHor nperoBapanxor nociynKa 6e3 
o6jaBrbHBanba jaBHor no3i/iBa 3a jaBHy Ha6aBxy Jlex 3a nenerbe peTxe 6onecTM - treprostinil 
6pojJH 404-3-110/24-30,

4) fla OKBinpHM cnopa3yM 3axrbynyje Hapy^nnaLt y CBojcTBy Tena 3a qem-panM30BaHe HaSaBxe y 
CMMcny nnaHa 79. 3axoHa o jaBHMM Ha6aBxaMa ("Cn. rnacHMX PC" 6p. 91/19 n 92/23), 3a 
panyH 3flpaBCTBeHe yciaHOBe HaBefleHe y llpunory 1 oBor cnopa3yMa,

5) fla je Hapynunau, Ha ocHOBy Oflnyxe 30-08/14 6p. 404.01-20/2024-33 Ofl 3 4 2024 roflUHe 
M3a6pao noHyfly noHyfjaHa Uni-chem d.o.o, 6p. 24-00801, y cxnafly ca xojoM ce saxrbynyje 
0B3j cnop33yM,

6) fla fie ce y unn>y peannsaunje jaBHe Ha6aBKe Ha ocHOBy OxBMpHor cnopasyMa saxTbynum 
nojeflUHanaH yroBop n3Metjy Kynqa m fločaBrtana, y3 cynomnc Peny6nnHKor cfcoHfla 3a 
3flpaBCTBeHO ocuryparbe, xao HapyHMoqa m nnaTnopa y MMe m 3a panyH Kynaua v cxnanv ca 
3aKrtyHKOM Bnafle PC 05 6poj: 401-3252/2022 ofl 14.4.2022. roflMne m HHCTpyxqMjOM 3a 
ecpMKacHMje ynpaBrbatoe cucieMOM $MHaHCMpaH=a 3flpaBCTBeHe 3aixiTMTe m KOHTpone 
TpoLUKOBa nenerba ocMrypaHMx nMqa Peny6nMHxor cjaoHfla 3a 3flpaBCTBeHo ocMrypa^e (y 
flarbeM texcty: 1/lHCTpyxLjMja),
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3.2.9 SnaroBpeivieHO o6e36eAM no Aae MHCpy3MOHe nyMne 3a cySKyianHy npuMeHy neKa m npaiefiy 
onpewiy, yKynHo neinpn nyMne u npaiefiy onpewiy 3a CBaKy oa nyivinn.

4. KOPHCHMI4M OKBMPHOr CnOPA3YMA

4.1. KopucHMK OKBupHor cnopa3yMa je 3ApaBCTBeHa yciaHOBa M3 (InaHa Mpewe 3ApaBCTBeHMx 
yciaHOBa y PenySnuLin Cp6njn Koja nwia 3aKibyHeH yroBop ca HapynMoueM o npyxonby m 
cpMHaHCupahby 3ApaBCTBeHe 3aiuTHTe m3 o6aBe3Hor 3ApaBCTBeHor ocurypahba.

4.2. y npunory 1 OKBupHor cnopa3ywia - CnucaK KopucHMKa OKBupHor cnopa3yMa (Kynapa), je 
HaBeAeHa 3ApaBCTBeHa yciaHOBa Koja y TpeHyTKy aaKibyneifca OKBupHor cnopa3yivia MMa 
3aKibyMeH yroBop o npywaity m cpMHaHCMpai-by 3ApaBdBeHe 3aiiJTMTe M3 o6aBe3Hor 
3ApaBdBeHor ocMrypaita ca HapyHMoqeM, a Koja noApa3yMeBa ynoipe6y Aočpa Koje je 
npeAMei oBor okbmphot cnopa3ywia.

4.3. Yko^ mko y TOKy Tpajaita oKBMpHor cnopa3yMa, 3ApaBdBeHa yciaHOBa Koja HMje HaBeAeHa y 
npMnory 1 - CnMcaK kopmchmk3 OKBMpHor cnopa3yMa (Kynapa), MMa noipe6y 3a AoSpoM Koje 
je npeAMei OBor cnopa3yiuia, HapyHMnau fie a>KypMpaTM npMnor 1 - CnncaK KopMCHMKa 
OKBMpHor cnopa3yMa (Kynaqa), y CMMcny AOAaBan>a 3ApaBCTBeHe yciaHOBe Kao Kynqa Ha 
mctm, 6e3 3aKJtyHMBaH3a AHeKca okbmphot cnopa3yivia.

4.4. HapyMMJiau je Ay>KaH Aa a>KypMpaHM cnncaK M3 TaHKe 4.3. OBor cnopa3ywia, AOCTaBM 
floeaBibany.

5. CnPOBOTjEhbE OKBMPHOr CnOPA3YMA

5.1. KaAa HaciaHe noipeča Kynua 3a AoSpowi Koje je npeAMei O kbmphop cnopa3yivia, floSaBibaH m 
Kynau, y eneicrpoHCKoj cpopMM, nomMcyjy jeAaH mhm BMtue yroBopa o jaBHOj HačaBMM y CK/iaAy 
ca jeAMHMHHOM qeHOM yTBpfjeHOM y obom cnopa3yMy, y3 cynomMC HapyHMOua.

5.2. flepMOA Bawehta yroBopa KojM ce 3aicrbyHyjy Ha ocHOBy OBor cnopa3yMa ce yTBpfjyje 
yroBopoM.

5.3. HapyHMnaLi m Kynau He rapaHTyjy flo6aBfbaHy Aa fie yroBopMTM KonMHMHe HaBeAeHe y 
ripMnory 2, m He OAroBapajy 3a noieHMMjanHy mieiy Kojy floSaBiban TpnM ycneA yroBapa^a 
KonMHMHa Mai-bMX oa KoriMMMHa HaBeAeHMx y flpMnory 2.

6. UEHA, YCnOBH M POK nflATSAHsA

6.1. L4eHa M3 cnopa3yivia je jeAMHMHHa peHa Aočpa Koje je npeAMei OBor cnopa3yMa m Mda je 
HaBeAeHa y flpMnory 2.

6.2. Ykojimko tokom Tpaja^a okbmphot cnopa3yMa floSaB/ban AOCTaBM HapynMOMy 3axieB 3a 
yMahbehbe ueHe neKa KojM je npeAMei OBor cnopa3yMa, lichom M3 OBor cnopa3yMa CMaipafie 
ce peHa neKa m3 3axieBa floSaBibana, o neMy fte 6mtm 3aKrbyneH aHeKc OKBMpHor cnopa3yMa.

6.3. HapyHMnaM nnafia, y MMe m 3a panyH Kynpa, McnopyneHy KonMHMHy Aočpa no jeAMHMHHoj 
peHM M3 oBor OKBMpHor cnopa3yMa, ynnaioM Ha TeKyfiM panyH fločaBibana, HaBeAeH y 
cpaxiypM, HajKacHMje y poKy oa 90 AaHa oa AaHa npnjeMa cpaKType, oahocho oa AaHa 
perMCTpoBanba eneicrpoHCKe cpaxiype y CMdeMy eneicrpoHCKMx cpaierypa, KaAa ce cMaipa Aa 
je Ay>KHMK npMMMO enetapoHCKy cpaKTypy.

6.4. fločaB/ban je Ay>KaH Aa, npMHMKOM McnocTaBibahta cpaicrype, nociynM y c«naAy ca Ba>KefiMM 
nponMCMMa KojM perynMiuy OBy o6naci.

6.5. HapyHMnau ne OAroBopa 3a HeM3MMpeit>e o6aBe3e M3 TanKe 6.3. y yroBopeHOM poKy, y 
cnynajeBMMa KaAa Kynap m /Ho6aBibaH HMcy nociynMnM y cxnaAy ca MHcipyKUMjoM m 
TeXHMMKMM ynyTCTBOM.

6.7. HapynMnau HeMa o6aBe3y Aa m3bplljm nnafiai-be KonMHMHa Koje HMcy y cKnaAy ca HanoroM 3a 
HaSaBKy m HMje OAroBopaH 3a imeiy Kojy AočaBiban npeipnM 36or Hennafia^a McnopyHeHe 
KonMHMHe Koja npena3M KonMHMHy m3 Hanora 3a Ha6aBKy.

7. BPEflHOCT OKBMPHOr CnOPA3YMA

7.1 YKynHa BpeAHOd OBor cnopa3yMa M3HOCM 12.153.441,20 AMHapa 6e3 n i l B  oahocho 
13.368.785,32 AMHapa ca f l f l B .
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8 . KBAJ1 HTET M K0 J1MHMHE

8.1. KBanuTeT flo6pa raje je npeflMeT OBor cnopa3yivia Mopa y noinyHOCTu oflroBapa™ BawefiMM 
flOMafinM nnn MefjyHapoflHMM CTaHflapfluiwa 3a Ty BpcTy poče u yBepenbi/iMa o KBanuTeTy m 
aTecTniwa.

8.2. Kynaq je OBnawfieH fla bplum Kompony KBanuTeia ucnopyneHe po6e y 6uno Koje Bpewie u 6e3 
npeTxoflHe HajaBe Ha MecTy npujeMa, tokom unu nocne ucnopyKe, ca npaBOM fla y3opKe 
npou3BO,qa H3 6uno Koje ucnopyKe flocTaBu He3aBUCHoj cnequjanu30BaH0j UHCTUTyi_(uju pa,qu 
aHann3e.

8.3. y cnynajy Kafla He3aBHCHa cnequjanu30BaHa UHCTUTyquja yTBpflu oflCTynai-fae ofl yroBopeHor 
KBanuTeia npou3BOfla, tpollikobu ananme naflajy Ha TepeT fločaBrbana.

8.4. KBaHTi/rraTMBHH npujeM po6e Bpwu ce npunuKOM npujeMa y MarauuHy Kynqa y npucycTBy 
npeflCTaBHMKa flo6aBfbaHa. EBeHTyanHa peKnaMaquja ofl CTpaHe Kynpa Ha ucnopyneHe 
KonnHUHe Mopa 6utu canuiteHa y nucaHoj cfcopMu u flocTaBrbeHa flo6aB/baMy y poKy oa 24 
(ABafleceTHeTupn)naca.

8.5. Ykotimko 6uno Koja ncnopyKa He 3aflOBOTbu KBanuieT unu yroBopeHy KonunuHy, fločaBiban je 
y o6aBe3M fla je 3aMeHU ucnpaBHOM y poKy ofl 72 (ceflaMfleceTflBa) Maca.

9. MCnOPYKA H nPMJEM

9.1. McnopyKa ce Bpiuu y ctcnafly ca noipečaMa Kynqa.

9.2. flo5aBfbaM je fly>KaH fla ucnopynu KonunuHy oflo5peHy ofl CTpaHe HapynuoMa, HaBefleHy y 
Hanory 3a Ha6aBKy.

9.3. Pok ucnopyKe yTBpljyje ce yroBopoM u u3hocu 3 flaHa panyHajyfiu ofl flaHa npujeMa Hanora 3a 
Ha5aBKy.

9.4. MecTo ucnopyKe je MarauuH Kynqa, ocum ara U3 oSjeicruBHux pa3nora, HapyMunai4/Kynai4 He 
Oflpeflu yroBopoM flpyry noKaqujy ucnopyKe. T pollikobu TpaHcnopTa u eBeHTyanHU flpyru 
tpollikobu yK/byneHM cy y qeHy u Hapynunau ux noceČHO He npu3Haje.

10. CPEflCTBO OEE35ET>EH3A 3A MCrMfeEtoE YrOBOPHMX OBABE3A

10.1. flo5aBTbaM je o5aBe3aH fla npunuKOM nomucuBanba OKBupHor cnopa3yMa HapyMuoqy flocraBU 
SnaHKO MeHMfly, Koja Mopa 6utu eBUfleHTupaHa y Perucipy MeHuua u oBnawfieiba HapoflHe 
SaHKe u nomucaHa ofl CTpaHe nuua oBnawfieHor 3a 3acTynai*>e, a y3 uciy Mopa 6utu 
flociaBTbeHo nonyfceHO u oBepeHo mohumho oBnawfieibe y bmcuhu ofl 10% ofl BpeflHocTu 
OKBupHor cnopa3yMa 5e3 nflB. Y3 MeHuuy Mopa 6utu flociaBTbeHa u Konuja KapTOHa 
flenoHOBaHnx nomuca, Koju Mopa 6utu u3flaT o,q CTpaHe nocnoBHe 6aHKe Koja je HaBefleHa y 
MeHMMHOM oBnamfiehby -  nucMy.

10.2 CpefldBO o5e35eTjehba 3a ucnyH=ehbe yroBopHUX o6aBe3a, HaBefleHO y npeTxoflHOM CTaBy, 
ocTafie Ha cHa3u ca pokom Bawe^a He KpafiuM ofl 40 (MeipfleceT) flaHa ofl flaHa nciexa 
Bawenba OKBupHor cnopa3yMa.

10.3 HapynunaLi fie yHOBMUTu cpeflCTBO o6e36ef)ehba 3a ucnyibei-be yroBopHux o5aBe3a, yxonuKO 
o5aBe3e no okbuphom cnopa3yMy u yroBopuMa 3aKj"byMeHUM Ha ocHOBy OKBupHor cnopa3yMa 
He 5yfly SnaroBpeMeHO unu npaBunHO peann30BaHe, OflHOCHO yranuKO fločaBrban npecTaHe 
fla ux peanu3yje.

10.4 HapyMunau fie aKTMBupain cpeflCTBO o5e36efjeiba 3a Mcnyhbehbe yroBopHi/ix o5aBe3a HajBume 
flo M3HOca Ofl 10% ofl Hepeann30BaHe BpeflHOCTM floSapa 5e3 ilflB, Ha Koja ce oahocm 
Hencnynbehbe o6aBe3a no okbuphom cnopa3yMy/yroBopnMa 3aKJbyMeHMM Ha ocHOBy udor.

10.5 Y cnynajy fla HapyMnnau flenuMMMHO aKTMBupa flocTaBiteHy MeHULty 3a ncny^eibe yroBopHUX 
o5aBe3a, oahocho ncxy He peann3yje y yKynHOM M3HOcy HaBefleHOM y mchumhom OBnamfienby, 
fločaBJbaM je y o5aBe3M fla y poKy ofl 7 (ceflaM) flaHa ofl flaHa aKTMBupafca, flociaBU 
HapyMnyouy HOBy MeHnuy m mchumho oBnamfiehbe y buichhm Ofl 10% npeociane BpeflHOCTM 
OKBupHor cnopa3yMa.
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10.6 CpeACTBO o6e36ef)etba 3a Mcnytt>eH>e yroBopHMX o6aBe3a b3>km 3a Mcny^ehte o6aBe3a M3 
cbmx nojeflMHaMHux yroBopa KOje je floSaBJbaM, Ha ocHOBy OBor OKBMpHor cnopa3ywia, 
3aiabyHMO ca cbbkmm oa Kynaqa y TOKy Ba>xert>a MCTor.

10.7 CpeACTBO o6e36efjehba 3a Mcnyiteifee yroBopHMX o6aBe3a Tie flo6aBibaHy 6mtm BpafieHa hokoh 
MCTexa poxa m3 Tanxe 10.2. OBor nnaHa.

11. BMIUACMJ1A
11 1 HacTynahbe BMwe cune ocno6a1ja oa oatobophoctm CTpaHe y cnopasyviy 3a Kamiteibe y 

M3BpLiiehby 06aBe3a M3 cnopa3yivia. O AaTyMy HacTynaita, Tpajaity m AaTyMy npecTaHKa Brnue 
cume, CTpaHe y cnopaayMy cy o6aBe3He fla jeflHa APyry o6aBecTe ni/icwieHi/iM nyTeM y poxy oa 
24 (ABaAeceTHeTupM) naca.

11 2 Kao cnynajeBM BMixie CMne cwiaTpajy ce excTpeMHM m BaHpeAHM AoraTjajM Koju ce He Mory 
npeABMAeiM, KojM cy ce AoroAMJiM 6e3 Boite m yTM4aja CTpaHa y okbmPhom cnopaayMy m kojm 
Huey Momu 6mtm cnpeneHM oa CTpaHe noroTjeHe bmujom cmjiom. Bmuiom cmhom ce Mory 
CMaTpaTM npupoAHe xaTacTpocpe (3eMJ"bOTpecM, nowapM, nonnaBe), excnno3Mje, TpaHcnopTHe 
Hecpefie, mvmepaTMBHe oAnyxe opraHa BnacTM m Apyrn cnynajeBM, xojM cy 33kohom yTBpfjeHM 
xao Buma čuna.

12. CnOPOBH
12.1 CTpaHe y cnopa3yMy cy carnacHe Aa ce eBem-yanHM cnopoBM pemaBajy cnopa3yMHo, a y 

cnynajy Aa ce cnop He MO>xe peujMTM cnopa3yMHMM nyTeM, yTBpfjyje ce CTBapHa m MecHa
HaAne>KHOCT TlpMBpeAHor cyAa y BeorpaAy-

13. H3MEHE M flOnYHE OKBMPHOr CnOPA3YMA

13.1 l/l3MeHe m AonyHe OKBMpHor cnopa3yMa Moryfie cy y cxnaAy ca nnaHOM 158-161. 3axoHa o 
jaBHMM Ha6aBKaMa.

13.2 HapyHMnau m fločaB/tan cy camacHM Aa Tie ce M3MeHe m AonyHe OKBupHor cnopa3yMa bpujmtm y 
nMcaHoj cpopMM, o MeMy Tie ce c3hmhmtm AHexc OKBMpHor cnopa3yMa.

14. PACKHfl OKBUPHOr CflOPA3YMA

14.1 Y cnynajy Smthmx noBpeAa OApeAaSa cnopa3yMa mtim noBpeAa xoje ce noHaBibajy, cnopa3yM 
Mox<e Aa pacKMHe cBaxa yroBopHa CTpaHa. PacKMA cnopa3yMa 3axTeBa ce nMcaHMM nyTeM, y3 
pacKHAHM pox oa 10 (AeceT) AaHa.

14.2 PacKMA cnopa3yMa m3 pa3nora HaBeAeHMx y CTaBy 1. OBor nnaHa Moryfi je caMO yxoJiMxo je 
Apyra CTpaHa y cnopa3yMy npeixoAHO yno3opeHa Ha 6mHe noBpeAe v\nv\ noBpeAe xoje ce 
noHaB/tajy m yxoriMKo MCTe HMje OTK/ioHM/ia y ocTaB/teHOM poxy xojM Mopa 6mtm pa3yMaH.

14.3 PacKMA cnopaayMa m3 paanora HaBeAeHMx y CTaBy 1. OBor M/iaHa MO>xe Aa msbpwm caMO CTpaHa 
y cnopaayMy xoja je CBOje o6aBe3e m3 cnopa3yMa y nornyHOCTM m 6naroBpeMeHO M3BpwMna.

14 yro.opa „3Me»y

14.5 PacKMA OKBMpHor cnopa3yMa HeMa yTMqaja Ha yroBop 3axjbyHeH Ha ocHOBy OBor cnopa3VMa m 
mctm ce M3BPLLiaBa y CKnafly ca OflpeflSaMa tmx yroeopa m OBor cnopaayMa ocmm yxonMxo 
HapyHMnap, MeHefiM okojihoctm KOHxpeTHor cnynaja, He OAnynM APyranMjeP ’ ^

15. 3AKJbYHErt3E OKBUPHOr CnOPA3YMA

15.1 OBaj cnopaayM aaxrbyHyje ce a 3hom noinMCMBaita oa CTpaHe HapynMoqa m fločaB/bana.

He fl0CTaB" TPa>KeHO CpeACTBO o6e36ef)ehba aa Mcnyfee^e yroBODHMx 
o6aBe3a, CMaTpafie ce Aa okbmphm cnopa3yM HMje hm 6mo 3a«rbyHeH. P

16. 3ABPLUHE OflPEflBE

16.1 CacTaBHM fleo OBor cnopasyMa cy m HberoBM npMno3M, xaxo cneAM:
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(IpMJior 1 - CnucaK KopucHMKa OKBupHor cnopa3yMa (Kynaqa) 

flpunor 2 - Cneunc)3m<aLiMja neKa ca uei-ioM

HAPYHmiAU flOEABJbAH
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nPHflOr 1 OKBHPHOr CTIOPA3YMA -  CriMCAK KOPMCHMKA OKBHPHOT CTIOPA3YMA (KYT1ALIA) 

JABHA HAEABKA flEK 3A JlEHEhbE PETKE EOJ1ECTH - treprostinil 

JH  6p. 404-3-110/24-30

OHmiJAJlA PO30 HA3HB 3APABCTBEHE 
yCTAHOBE

CEAMLUTE
3APABCTBEHE

yCTAHOBE

3BAHHHHM CAJT (WEB 
AflPECA)

BeorpaA yHHBep3MTeTCKM kdmhuhkh 
pemap Cp6nje yn. flacTepoBa 6p. 2 www.kcs.ac.rs
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nPMflOr 2 OKBHPHOr CnOPA3YMA- CnELlM0MKAIJMJA J1EKA CA IJEHOM 
JABHA HAEABKA J1EK 3A flEHEtbE PETKE E0J1ECTM- TREPROSTINIL, JH. BP. 404-3-110/24-30

Ha3HB flo6aBrbana: Uni-chem d.o.o.

flpeflMeT
HaSaBKe 3aUJTMFieHM Ha3HB npOM 3BOf)aH cPapManeyTCKM

o6nn«
JanMHa

jiena
JeaMHHua

iwepe KonMMMHa
JeflMHMHHa 
qeHa 6e3

nflB
CTOna n flB

treprostinil Treprostinil Tillomed 2,5 mg/ml, 
rastvor za infuziju

MIAS PHARMA 
LIMITED

rastvor za 
infuziju

2.5
mg/ml ml 760 13.337,50 10%


