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flaHal Q ."c.2023. roAUHe 3axrbyHyjy

OKBUPHU CnOPA3YM BP. 125-2/23

3A JABHY HABABKY J1EKOBA 3A JIEHEHbE PETKMX BOJ1ECTM - DINUTUKSIMAB BETA M

RIOCIGUAT ZA LECENJE PLUCNE ARTERIJSKE HIPERTENZIJE
Spoj JH 404-1-110/23-91
3A fIAPTHJE 2, 3 M 4

1. YBOfIHE HAnOMEHE M KOHCTATALjMJE

1.1.

)

2)

3)

HapyHHAau m floSaB/ban y yBOAy KOHCTaTyjy:

Aa HapyHnnalt uMa o6aBe3y Aa, 3a noipe6be 3ApaBCTBeHnx yciaHOBa ca Kojuwia nwia
3aicrbyMeH yroBop o npywarty 3ApaBdBeHe 3awTme, cnpoBeAe nociynaK jaBHe Ha6aBKe
JleKOBa 3a Aenerte peTKnx 60jiedn, a CXOAHO YpeASu o nAaHuparty M BPCTK poba u ycnyra
3a Koje ce cnpoBOAe geHTparm30BaHe jaBHe Ha6aBKe ("Cjiy>KéeHn macHUK PC" 34/19, 64/19,
17/20, 21/20 m 51/22),

Aa je HapyHHnaij cnpoBeo nocTynax npeAMeTHe jaBHe HaSaBxe y mvie u panyH 3ApaBCTBeHMX
yciaHOBa H3 rinaHa Mpe>xe 3ApaBCTBeHnx yciaHOBa (y AarbeM TexcTy: KynLjn),

Aa ce OKBUPHH cnopa3yivi 3axrbyHyje Ha ocHOBy cnpoBeAeHor OTBopeHor nociynKa jaBHe
HacaBKe JleKOBa 3a AeMerbe peTxwx 6onecTn - dinutuksimab beta u riociguat za lecenje pluéne
arterijske hipertenzije, Spoj JH 404-1-110/23-91,

Aa OKBnpHM cnopa3yM 3axrbyHyje HapyHUAaij y CBojcTBy Tena 3a MeHTpann30BaHe Ha6aBKe y
CMucny HnaHa 79. 3axoHa o jaBHHM HaSaBxaMa ("CTl. macHMK PC" é6p. 91/19), 3a panyH
3ApaBCTBeHnx ycTaHOBa HaBeAeHnx y llpunory 1 OBor cnopa3yMa,

Aa je HapynnriaM, Ha ocHOBy OAAyxe 30-08/14 6p. 404.01-91/2023-13 oA 18.10.2023, 3a
napinje 2, 3 n 4, n3a6bpao noHyAy noHyfjaHa Medica Linea Pharm d.o.o, ép. 4378Y/23, y
CKiiaAy ca KojoM ce 3axrbyHyje OBaj cnopa3yM,

Aa he ce y L(H/'by peann3aMnje jaBHe Ha6aBKe Ha ocHOBy OxBHpHor cnopa3ywia 3ax/byHHBaTM
nojeAHHaHHM yroBopn n3Mel)y Kymja u floSaBrbana, y3 cynomnc Peny6AnHxor cfcoHAa 3a
3ApaBCTBeHo ocnryparte, xao Hapy-mopa u nnainoija y mvie n 3a panyH Kynaga, y cxnaAy ca
3aKTbyHKOM BnaAe PC 05 6poj: 401-3252/2022 0A 14.4.2022. roAHHe n 4HCTpyxL(njoM 3a
ecjjHKacHHje ynpaBibarte cuciewioM c|3HHaHChparba 3ApaBCTBeHe 3awTHTe n xoHTpoAe
TpouiKOBa Aenerba ocnrypaHnx AHija PenySAnnxor cjjoHAa 3a 3ApaBCTBeHO ocnryparbe (y
Aarbewi Texcty: HHCTpyxijHja),
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ilPEfIMET CnOPA3YMA

2.1. FlpefiMeT OBor cnopa3yMa je yTBplinBahbe ycnoBa nofl xojuiMa fie ce 3axrbyHHBaTi/i
nojeflVHaVHM yroBopn o jaBHoj Ha6aBgn JlexoBa 3a neneibe peTKHX 5onecTn - dinutuksimab
beta n riociguat za lecenje plucne arterijske hipertenzije, n3Metly Kynga m flo6aBrbaMa, y3
cynoTnuc Hapynnoqga.

2.2. flo€¢pa Koja cy npeflMeT OBor cnopa3yMa 6nn>xe cy flec(3HHncaHa y lipunory 2 OBor cnopa3yMa.
2.3.  OBaj OKBnpHH cnopa3ywi 3axrbyHyje 3a nepnofl oA 6 (meci) MeceLin oA AaHa noTnucnBarba.

2.4 KonuHUHe AOCapa, HaBeAeHe y llpunory 2 je OKsuptna xonnHUHa 3a noipeée Kynaga 3a
nepnoA OA 6 (ujed) Meceqn.

2.5. YxynHa yroBopeHa KonunuHa AoSapa, 3aBncn 0A noipeSa Kynaga Vv pacnono>KVBnx
GDVHEHONCKVX cpeACTaBa 3a Ty HaMeHy u MCTa MO>xe Aa ce pa3nnxyje 0A KonuMVHa
HaBeASHMX y llpunory 2.

2.6. Tokom nepnoAa Bawerba OBor OKBnpHor cnopa3yMa, MO>xe ce 3aKJbyHUTM Burne nojeAMHanHux
yroBopa, y 3aBMCHOCTH oA CTBapHnx noipeSa Kynaqa.

3. nPABA MOBABE3E HAPYHMOL4A H flOBABJbAMA
3.1. Hapynunaq je Ay>KaH Aa:

3.1.1 npaBOBpeMeHO oSaBeorraBa floSaBibana o HUhteHngaMa Koje cy 0A 3Hanaja 3a peani/t3agnjy
rt"eroBnx o6aBe3a, a noceSHO Aa ra npaBOBpeMeHO nHcjjopMMUje o noTpebaMa Kynaga xaAa
OHe npena3e yroBopeHe KonunuHe M3 OxBMpHor cnopa3yMa;

3.1.2 Bpuju nnafiarbe flo6aBJbaMy, y MMe u 3a panyH Kynaga, no ocHOBy Aocnenux o6aBe3a Kynaga
npeMa flo6aBrbaHy, 3a ncnopyHeHa Aoé6pa xoja ce cfcMHaHCMpajy H3 cpeACTaBa o6aBe3Hor
3ApaBCTBeHor ocuryparba yipoiueHa 3a neneibe ocurypaHnx nnga P<t>30, y cioiaAy ca
3aKTbyHeHMM yroBopHMa o cnpoBOtjerty n c*MHaHcuparby 3ApaBCTBeHe 3aujTHTe;

3.1.3 npn6aBn camacHOCT flo6aBrbana 3a yroBapaibe Bebe KonuMVHe oA OKBupHe xonuMHHe H3
OKBupHor cnopa3yMa, 6e3 3aKTbyMerba aHexca OKBupHor cnopa3yMa, yxonnxo BpeAHocT ncior
Huje peann30BaHa;

3.1.4 OAOCpaBa 3axieBe 3a ncnopyxy Koje Kyngn Ha ocHOBy 3axrbyHeHor yroBopa AOCTaBrbajy
nyTeM Be6é annuKaquje PQ30 ,,llopTan c})UHaHMja“, y cxnaAy ca 1/IHCTpyxgjoM n
KopUCHMHKHM ynyTCTBOM.

3.2. flo¢aBrban je AywaH Aa:

3.2.1 Ha nucaHM noc3VB HapyMnoga/Kynga 3axnbyHu yroBop o jaBHoj Ha6aBgn y cttnaAy ca oOBMM
cnopa3yMOM;

3.2.2 M3BpgjaBa yroBopHe o6aBe3e y CBeMy y cxnaAy ca OBMM cnopa3yMOM n nojeAHHanHMM
yroBopoM, y yroBopeHUM poxoBMMea;

3.2.3 OAMax no ca3Harby, nHcaHHM nyieM, o6aBecTM Hapym/ioga o nmbeHHgaMa xoje 6n Morne Aa
3H3THO OTe>xajy virvi OHeMorybe CHaASeBaree Kynaqa;

3.2.4 o6e36eAn Aa Aobpa xoja ncnopynyje HeMajy npaBHe nnn MaiepnjanHe HeAOCTaTKe;

3.2.5 06e36eAM Aa Aobpo MO>xe 6UTH y npoMeTy TOKOM genor nepnoAa Tpajaita OKBupHor
cnopa3dyMa, 0AHOCHO nojeAHHanHor yroBopa;

3.2.6 ncnopynyje AoBpa y cxnaAy ca yroBopeHUM xonnMHHaMa u yroBopeHUM xBani/meTOM, y CBeMy
y cxnaAy ca HanoroM 3a Ha6aBxy;

3.2.7 cHocH CBe TpowxoBe xojn HaciaHy xao nocneAnga yxnaibaiba Ao6apa ycneA rpemxe
flo6aBn=aHa vim npou3Bof)aHa;

3.2.8 ncnopynyje AoSpa ca poxoM Tpajai-ba 0A HajMaite 9 (ASBeT) Mecequ 0A AaHa i/icnopyxe, a
n3y3eTHO, 3a nexoBe HAjii je npon3BO?)aMKM pox 9 Mecequ vim xpafie, pox Tpajatta nexa He
MO>xe 6mn xpabu 0A 2/3 npon3BoTjaHKor poxa.
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4. KOPHCHMUM OKBMPHOr CnOPA3YMA

4.1.

4.2.

4.3.

4.4,

KopucHUMH OKBupHor cnopa3yMa cy 3flpaBCTBeHe ycTaHOBe H3 rinaHa Mpewe 3flpaBCTBem/ix
yciaHOBa y Penyé6nngH Cpénjn Koje wviajy 3aKrbyneH yroBop ca HapynnogeM o npywarby H
cpuHaHcupahty 3,qpaBCTBeHe 3awTHTe H3 o6aBe3Hor 3flpaBCTBeHor ocnryparba.

y npnnory 1 OKBupHor cnopa3yi\/ia - Cnncax xopHCHHxa OKBupHor cnopa3ywia (Kynaga), cy
HaBefleHe 3,qpaBCTBeHe yciaHOBe Koje y TpeHyTKy 3aKrbynerba OKBupHor cnopa3yMa HMajy
3aKJbyMeH yroBop o npywaiby H cpuHaHcupatty 3ApaBCTBeHe 3awTMTe H3 o6aBe3Hor
3,qpaBCTBeHor ocnrypaiba ca HapynHogeM, a Koja no,qpa3yMeBa ynoipeéy floCapa raja cy
npeflMeT oBor OKBupHor cnopa3lyivia.

YKonnKO y Toxy Tpajahba OKBupHor cnopa3ywia, 3,qpaBCTBeHa ycTaHOBa Koja Huje HaBefleHa y
npnnory 1 - ChucaK xopHCHHxa OKBupHor cnopa3yMa (Kynaqa), nivia noipe6éy 3a flo6p/Ma Koja
cy npeflMeT OBor cnopa3yMa, Hapynnnaq fie awypupa™ ripunor 1 - CnucaK KopncHHKa
OKBupHor cnopasyMa (Kynaga), y CMHcny flo,qaBarba 3flpaBCTBeHe yciaHOBe Kao Kynqa Ha
HCTH, 6e3 3aKJbysnBaiba AHeKca oKBnpHor cnopa3yMa.

Hapynnnaq je flywaH fla awypnpaHH cnncax H3 Tanxe 4.3. OBor cnopa3yMa, flociaBH
floCaBTbaHy.

5. CnPOBOTbEHbE OKBMPHOr CnOPA3YMA

5.1.

5.2.
5.3.

Kafla HacTaHe noTpeéa Kynga 3a flobpnMa Koja cy npeflMeT OKBnpHor chopa3yMa, flo6aBrbaH
u Kynaq, y eneicrpoHCKoj cfcopMH, noTnncyjy jeflaH nnn Bnnie yroBopa o jaBHoj Ha6aBgn y
cxjiafly ca jeflLHHHHHHM geHaMa yTBpfjeHHM y oBom cnopa3yMy, y3 cynoTnnc Hapynnoqa.

nepnofl Baweiba yroBopa xojn ce 3aKrbynyjy Ha ocHOBy OBor cnopa3yMa ce yTBpfjyje yroBopoM.

Hapynnnag n Kyngn He rapaHTyjy floéaBrbany fla fie yroBopuTM KonnnnHe HaBefleHe y npuriory
2, n He OflroBapajy 3a noTeHqgnjanHy mTeTy Kojy floSaBrban Tpnn ycnefl yroBapaita KonnnnHa
ManbHx 0,q KonHHMHa HaBefleHMX y npuriory 2.

6. UEHA, YCJIOBM M POK nJIATiAfbA

6.1.

6.2.

6.3.

6.4.

6.5.

6.6.

6.7.

LjeHe H3 cnopa3yMa cy jeflHHHHHe geHe flo¢apa Koja cy npeflMeT OBor cnopa3yMa n MCTe cy
HaBefleHe y npuriory 2.

LleHa H3 cnopa3dyMa MO>Ke fla ce npoMeHH y cnynajy fla 36or H3MeHe OflnyKe o HajBHLUHM
geHaMa neKOBa 3a ynoTpe6y y xyMaHoj MeflngnHn, a nnjn je pewnM n3flaBarba Ha pegenT,
flolje flo npoMeHe geHe nexa ycnefl Koje geHa H3 cnopa3yMa nocTaje Bniiia ofl qeHe H3
OflnyKe. Y Tom cnynajy, qeHOM H3 OBor cnopa3yMa, CMaTpafie ce geHa H3 OflnyKe, Koja ce
ayTOMaTCKi/i npnMei-byje, flaHOM CTynarta Ha CHary OflnyKe, 6e3 3aKrbyHHBaiba AHeKca.

YKonHKo Tokom Tpajaita OKBnpHor cnopa3yMa flo6aBrban flocTaBH Hapynnoqy 3axTeB 3a
yMarterbe geHe neKa xojn je npeflMeT OBor cnopa3yMa, qeHOM H3 OBor cnopa3yMa CMaTpafie
ce geHa neKa H3 3axTeBa flocaBrbana, o neMy fie 6MTH 3aKrbyneH aHeKC OKBupHor cnopa3yMa.

HapyHHnaq nnafia, y HMe u 3a panyH Kynqa, ncnopyneHe KonnnnHe flo¢apa no jeflHHHHHoj
geHH H3 OBor OKBnpHor cnopa3dyMa, ynnaTOM Ha Texyfin panyH flo¢aBrbana, HaBefleH y
cpaKTypH, HajKacHHje y poKy ofl 90 flaHa ofl flaHa npnjeMa dfciaicrype, 0AHOCHO 0A flaHa
pemcTpoBarba eneicrpoHCxe cpaicrype y cncreMy eneKTpoHcxnx cpaicrypa, Kafla ce CMaTpa fla
je fly>KHHK npHMHO eneicrpoHCKy cpaicrypy.

flocaBTban je fly>KaH fla, npnnnxoM McnocTaBrbarba cpaicrype, nocTynn y cxnafly ca Ba>KefiHM
nponncnMa Koju perynnujy OBy o6nacT.

HapyHHnaq He OflroBopa 3a HeH3MHpeite o6aBe3e H3 TaHKe 6.4 y yroBopeHOM poKy, y
cnynajeBHMa Kafla Kynaq H floeaBn“an HHcy nocTynnnH y CKnafly ca 1/IHCTpyKgnjOM H
TeXHHHKHM ynyTCTBOM.

Hapynnnaq HeMa o6aBe3y fla H3Bpmn nnafiarbe KonnnHHa Koje HHcy y cxnafly ca HanoroM 3a
Ha6aBKy H HHje oflroBopaH 3a LUTeTy xojy flo6aBrban npeTpnn 36or HennafiaHaa HcnopyneHe
KonHHHHe xoja npena3H xonnHHHy H3 Hanora 3a Haé6aBxy.
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7. BPEfIHOCT OKBMPHOr ChnOPA3YMA

71 yxyrma BpeflHOd oBop cnopasyMa n3Hocn 68.345.340,00 fli/mapa 6e3 TIfIB, oAHOCHO
75.179.874,00 flnHapa ca nfIB.

8. KBAJ1MTET M KOJ1MHMHE

8.1.  KBannTeT flocapa Koja cy npeflMeT OBor cnopa3yMa Mopa y noTnyHocrn oflroBapaTn BawefwM

flOMafinM nnn MefjyHapoflHHM CTaHflapflnMa 3a Ty BpcTy poce n yBepertnMa o KBannTeTy n
aTecTnMa.

8.2.  Kynaq je OBnauiTieH fla Bpoin KOHTpony KBannTeTa ncnopyneHe poce y énno Koje BpeMe n ¢e3
npeTxoflHe HajaBe Ha MecTy npnjeMa, TOKOM nnn nocne ncnopyxe, ca npaBOM fla y3opxe

npon3BOfla n3 ¢nno Koje ncnopyxe flocTaBn He3aBncHoj cneqnjann30BaHoj HHCTHTygnjn pafin
aHann3e.

8.3. Yy cnynajy Kafla He3aBHCHa cneqnjann30BaHa nHCTnTyqgnja yTBpfln oflCTynaite Ofl yroBopeHor
KBannTeTa npon3BOfla, TpouiKOBn aHann3e naflajy Ha TepeT flo¢aBrbana.

8.4. KBaHTnTamBHn npnjeM poce Bpinn ce npnnnxoM npnjeMa y MaragnHy Kynga y npncycTBy
npeflCTaBHHKa flocaBrbana. EBeHTyanHa pexnaMagnja ofl CTpaHe Kynga Ha ncnopyneHe

KonnnnHe Mopa ¢nm cannhbeHa y nncaHoj cpopMn n flocTaBrbeHa flocaBrbany y poxy ofl 24
(flBafleceTneTnpn) naca.

8.5.  YxonnKO ¢nno xoja ncnopyxa He 3aflOBorbn KBannTeT nnn yroBopeHy xonnnnHy, flo¢aBrban je
y oc¢aBe3n fla je 3aMeHH ncnpaBHOM y poxy ofl 24 (flBafleceTneTnpn) naca.

9. MCnOPYKA M nPMJEM
9.1.  Mcnopyxa je cyxgecnBHa n Bpinn ce npeMa noTpecaMa Kynaga.

9.2. flocaBrban je AywaH fla ncnopynn KonnnnHe oflO¢peHe ofl CTpaHe Hapynnoga, HaBefleHe y
Hanory 3a HacaBKy.

9.3.  PoK ncnopyxe yTBpljyje ce yroBopoM n n3Hocn 3 flaHa panyHajyTw ofl flaHa npnjeMa Hanora 3a
HacaBxy.

9.4.  MecTO ncnopyxe cy MaragnHn Kynaga, ocHmM axo H3 ocjeicmBHnx pa3nora, Hapynnnaq/Kynaq
He Oflpefln yroBopoM flpyry noxaqnjy ncnopyxe. TpoujKOBn TpaHcnopTa n eBeHTyanHn flpyrn
TpoLUKOBH yxrbyneHn cy y geHy n Hapynnnaq nx noceCHO He npn3Haje.

10. CPEfICTBO OBE3EET>EhbA 3A MCrMbEfoE YrOBOPHMX OBABE3A

10.1. flocaBrban je o¢aBe3aH fla y poxy ofl 10 flaHa ofl flaHa noTnncnBaiba OKBnpHor cnopa3yMa,
flocTaBn Hapynnoqy, Heono3nBy, ce3ycnoBHy, nnaTnBy Ha npBn no3nB n ce3 npaBa npoTecTa,
caHxapcxy rapaHgnjy sa flocpo n3Bpiuehbe nocna, y BHCHHH ofl 2% ofl yxynHe BpeflHOCTn
OKBnpHor cnopa3yMa ce3 nflB.

10.2  CpeflCTBO ocescet)eiba 3a ncnyhbehbe yroBopHnx ocaBe3a, HaBefleHO y npeTxoflHOM CTaBy,
ocTafie Ha CHazn ca pokom Baweiba He xpaTwM ofl 40 (neTpfleceT) flaHa ofl flaHa ncTexa
Ba>xehba OKBnpHor cnopa3yMa.

10.3  Hapynnnaq Tie yHOBnnm CpeflCTBO oce3cef)eiba 3a ncnyHsenae yroBopHnx ocaBe3a, yxonnxo
ocaBe3e no oxenpHOM cnopa3yMy n yroBopnMa 3axrbyneHnM Ha ocHOBy OKBnpHor cnopa3yMa
He Cyfly ¢naroBpeMeHO nnn npaBnnHo peann30BaHe, oaHocHo yKonnxo flocaBrban npecTaHe
fla nx peann3yje.

10.4  Hapynnnaq Tie yHOBnnTn ¢aHKapcxy rapaHqnjy HajBnme flo n3HOca Ofl 2% ofl Hepeann30BaHe
BpeflHOCTn flo¢apa ce3 flfIB, Ha xoja ce ofl[Hoch Hencnybbeite oc¢aBe3a no OKBnpHOM
cnopa3yMy/yroBopnMa 3axrbyneHnM Ha ocHOBy ncTor.

10.5 CpeflCTBO oce3Cet)eiba 3a ncnytteibe yroBopHnx ofaBe3a Ba>xn 3a ncnytteibe ofaBe3a n3
CBnx nojeflnHanHnx yroBopa xoje je flocaBrban, Ha ocHOBy OBor OKBnpHor cnopa3yMa,
szaxrbynno ca CBaxnM ofl Kynaga y Toxy Baweiba ncTor.

10.6  Hapynnnaq Tie Ha 3axTeB flocaBrbana npnxBaTnm KBapTanHO yManbeibe CaHxapcxe
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rapaHquje u TO 3a M3HOC McnopyneHnx flo6apa y npeTXOiHOM KBapTany, a HajBmue A0
BpeAHOCTu 0A 85% McnopyneHHX Ao6apa H3 OBor cnopa3yMa, o neMy fie ofaBecTMTM
flobaBTbaMa y poxy 0A 15 (neTHaecT) Aa*a 0A AaHa npujeMa 3axTeBa.

10.7 CpeACTBO o5e35ef)ehba 3a ncnyitetoe yroBopHnx o5aBe3a fie floSaBrbany 5HTm BpafieHa
HaxoH HCTexa poxa U3 Tanxe 10.2. OBor nnaHa.

11. BMLUACMJ1A

11.1 HacTynaite Burne curie ocnoGaTja 0A OAroBopHOCTU CTpaHe y cnopa3yMy 3a Kauiibehbe y
H3Bpiueiby o6 aBe3a H3 cnopa3yMa. O AaTyMy Hacrynaiba, Tpajarby u AaTyMy npecTaHxa Buine
cune, CTpaHe y cnopa3ywiy cy o5 aBe3He Aa jeAHa Apyry o6 aBecTe nncMeHHM nyTeM y poxy OA
24 (AaaAeceTHeTHpn) naca.

11.2 Kao cnysajeBU Bnuie cune CMaTpajy ce excTpeMHM u BaHpeAHH AoraTjajn xojn ce He Mory
npeABHAeTH, xojn cy ce AoroA"nn 6e3 Borbe v yTMgaja CTpaHa y OXBMPHOM cnopa3ywiy W xojn
Huey Mornu 6HTM cnpeneHU oA CTpaHe norofjeHe BMLUOM CMTIOM. BHUJOM cunoM ce Mory
CMaTpaTH npupoAHe KaTacTpocfce (3eivirbOTpecM, noxapu, nonnaBe), excnno3nje, TpaHcnopTHe
Hecpefie, uMnepaTKBHe oAnyxe opraHa BnacTH u Apyrn cnynajeBu, xojn cy 3axoHOM yTBpfjeHM
xao BHLua cuna.

12. CnOPOBH

12.1 CTpaHe y cnopa3yMy cy carnacHe Aa ce eBeHTyanHH cnopoBH peuuaBajy cnopa3yMHo, a y
cnynajy Aa ce cnop He MO>xe pemuTM cnopa3yMHHM nyTeM, yTBpfjyje ce cTBapHa u MecHa
HaAne>KHOCT llpxiBpeAHor cyAa y BeorpaAy.

13. M3MEHE MfIOnYHE OKBMPHOr CnOPA3YMA

13.1 H3MeHe w AonyHe OKBupHor cnopa3yMa Moryfie cy y cxnaAy ca nnaHOM 158-161. 3axoHa o
jaBHUM Ha6aBxaMa.

13.2 Hapynwnag v floSaBrban cy carnacHM Aa fie ce M3MeHe u AonyHe oxBupHor cnopa3yMa BPUJMTH y
nncaHoj cljopMM, o HeMy fie ce cannHHTH AHexc oxBupHor cnopa3yMa.

14. PACKMfl OKBMPHOTr CnOPA3YIVIA

14.1 Y cnynajy 6MTHMX noBpeAa OApeAa6a cnopa3yMa nnn noBpeAa xoje ce noHaBTbajy, cnopa3yM
Mo>xe Aa pacxuHe cBaxa yroBopHa CTpaHa, y genoc™ Unu 3a nojeAHHy napTnjy. V cnynajy Aa ce
cnopa3yM pacxnAa 3a nojeAHHy napTujy, 3a npeocTane napTnje cnopa3yM ocTaje Ha CHa3n.
PacxnA cnopa3yMa 3axTeBa ce nucaHMM nyTeM, y3 pacxnAnn pox OA 10 (AeceT) Aana.

14.2 PacxnA cnopa3yMa M3 pa3nora HaBeAeHHX y CTaBy 1. OBor nnaHa Moryfi je caMO yxonuxo je
Apyra CTpaHa y cnopa3yMy npeTxoAHO yno3opeHa Ha 6uTHe noBpeAe nnn noBpeAe xoje ce
noHaBTbajy n yxonuxo ucTe Huje OTxnoHuna y ocTaBrbeHOM poxy xojn Mopa 6uTu pa3yMaH.

14.3 PacxHA cnopa3yMa H3 pa3nora HaBeAeHnx y CTaBy 1. OBor nnaHa MO>xe Aa n3Bpain caMO CTpaHa
y cnopa3yMy xoja je CBoje o6aBe3e M3 cnopa3yMa y noTnyHOCTU u 6naroBpeMeHO n3Bpwuna.

14.4 PacxnAOM oxBupHor cnopa3yMa npecTaje MoryfiHocT 3axrbyHei-ba nojeAUHanHux yroBopa M3Mef)y
floéaBrbana, Hapy-iuoga u Kynaga.

14.5 PacxnA oxBupHor cnopa3yMa HeMa yTugaja Ha yroBop 3axrbyneH Ha ocHOBy OBor cnopa3yMa u
HCTU ce n3BpLiiaBa y cxnaAy ca OApeA6aMa Tux yroBopa u OBor cnopa3yMa, OCMM yxonuxo
Hapynunaq, geHefiu oxonHOCTu xoHxpeTHor cnynaja, He OA/iynu Apyranuije.

15. nOCEBAH OCHOB 3A PACKMfl OKBMPHOr CnOPA3YMA

15.1 Hapynunaq uMa npaBo Aa pacxuHe OKBHPHU cnopa3yM 3a OApefjeHU nex yxonuxo yTBpAu Aa je
n3BecHO Aa fie, ycneA HenpoAy>xeH=a AO3Bone 3a nex, npecraTU MoryfiHocT npoMeTOBaiba Tor
nexa npe ucTexa Bawerea OBor oxBupHor cnopa3yMa.

15.2 Hapynunag UM3 npaBo Aa, y cnynajy Aa Ba>xefia AO3Bona 3a nex ucTune npe ucTexa Ba>xeH=a
OBor oxBupHor cnopa3yMa, 3axTeBa oa flo¢aBrbana Aa AocTBBU nucaHy u3jaBy Hocuoga A03Bone
Aa fie 3a noHyfjeHu nex noAneTu 3axTeB 3a 06HOBy AO3Bone 3a nex y cxnaAy ca 3axoHOM o
nexoBUMa u MeAuquHcxuM cpeACTBUMa (,,Cny>xéeHH rnacHnx PC“é6p. 30/10, 107/12, 105/17 -AP-
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33KO0H H 113/17-flp. 33KOH).

15.3 y cnynajy HaBefleHOM y CTaBy 1. oBor H/iaHa, pacKMfla ce 0kBHPHH cnopa3yM caMO 3a neK 3a Kojn
je yTBpTjeHO Aa Helie MOTIK Aa ce npoMeiyje, AOK 3a ocTajie napTnje/neKOBe OKBHPHH cnopa3yM
odaje Ha CHa3n.

16. 3AKrbyHEhbE OKBMPHOI" ChOPA3yMA
16.1. OBaj cnopa3yM 3aitrbyHyje ce ASHOM noTnncHBaita 0A CTpaHe HapyHHoga u flocaBrbana.

16.2. ykosuko floéaBrban He AocT3BH Tpa>KeHO cpeACTBO o6e36efjett3a 3a ncnyhbehbe yroBopHnx
o6aBe3a, CMaipafte ce Aa OKBHPHH cnopa3yM HHje HH 6HO 3aKTbyHeH.

17. 3ABPLUHE OfIPEfIBE

17.1 CadaBHH Aeo OBor cnopa3ywia cy 1 hteroBH npnno3H, Kaxo cneAn:
ripn/ior 1 - CnncaK KopncHHKa OKBHpHor cnopa3ywia (Kynaqa)
flpn/ior 2 - CnegMcfciHKagHja neKOBa ca geHaiwa

HAPYHMnAU fIOEABfbAH

PEnyEJIMMKM OOHfl 3A 3fIPABCTBEHO Medica Linea Pharm d.o.o
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nPMTIOr 1 OKBMPHOr CnOPA3YMA - CriMCAK KOPMCHMKA OKBMPHOr CnOPA3YMA (KYnAlJA)

JABHA HABABKA fIEKOBM 3A JIEVEIbE PETKMX BOfIECTM - DINUTUKSIMAB BETA M
RIOCIGUAT ZA LECENJE PLUCNE ARTERIJSKE HIPERTENZIJE

JH 6p. 404-1-110/23-91

OMnUJAJIA PCD30 HA3MB 3APABCTBEHE CEfIMLIJTE 3BAHMHHM CAJT (WEB
YCTAHOBE 3APABCTBEHE AfIPECA)
yCTAHOBE
YHMBep3MTeTCKa Ae"ja yn. TnpiiJOBa ép. 10 www.udk.ba.ac.rs
KIMHUKa
Beorpafl
yHHBep3HTeTCKn KTIHHHHKU yn. nacTepoBa 6p. 2 www.kcs.ac.rs
geHTap Cpcnje
MHCTNTyT 3a 3flpaBCTBeHy
3aujTHTy flege n oivmaAHHe yn. XajflyKk BerbKOBa 10 www. izzzdiovns. rs
BojBOflnHe
Hosn Cafl
MHCTHTYT 3a nnyfiHe co/iecm yn. nyTflOKTopa
BojBOflnHe rojiflinaHa ép. 4, www.iob-ild.edu.rs

CpeMCKa KaMeHnga
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http://www.udk.ba.ac.rs
http://www.kcs.ac.rs
http://www.iob-ild.edu.rs

nPMflOr 2 OKBHPHOr CnOPA3YMA- CnEL4MOMKAL(MJA fIEKOBA CA LFEHAMA ]
JABHA HABABKA J1EKOBM 3A JIEHEhbE PETKMX 50/1ECTH - DINUTUKSIMAB BETA 1l RIOCIGUAT ZA LECENJE PLUCNE ARTERIJSKE
HIPERTENZIJE, JH. EP. 404-1-110/23-91

Ha3HB flo6aBJbaHa: Medica Linea Pharm d.o.o.

3auiTHheHM
. . . Ha3UuB cDapMaqeyTCKM JaMMHa JeAMHMija JefIMAHMHHa CTona
T pMagey e )
riapTnja Ha3MB napTnje JKI1 noHytjeHor npOH3BOIl)aH 0BBNK neKa Mepe KonuHMHa ueHa 6e3 nflB nflB
flo6pa
riociguat 0,5 mg
za le€enje pluéne BAYER AG, )
2 arterijske 1103962  Adempas Nemacka film tableta 0,5 mg tableta 588 1.627,27 10%
hipertenzije
riociguat 1 mg
za le€enje plu¢ne BAYER AG, ) 0
3 arterijske 1103968 Adempas Nemacka film tableta 1mg tableta 3.612 1.627,27 10%
hipertenzije
riociguat 2,5 mg
za le€enje pluéne BAYER AG, ) 0
4 arterijske 1103946  Adempas Nemadka film tableta 2,5mg tableta 18.900 3.254,54 10%

hipertenzije



