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(v flarbeM TeKCTy: HapyVinnai-0

UnUchem d.o.0, UpHOTpaBCKa 6p. 27, MB BeorpaAa, Kora 3acTyna AlipeKTop HeHaA

UiyH>eBapnii
MallVHHM 6poj: 17167677

nUB: 100052572
(y flarbewi TeKCTy: floSaBrban)

flaHa 42.ij_.2024. rofilUHe 3akibyVijy

OKBMPHU CnOPA3YM BP. 36-1/24
3A JABHY HABABKY J1EK 3A JIEMEthE PETKE BOJLECTH - treprostinil
6poj JH 404-3-110/24-30

1 YBOfIHE HAnOMEHE H KOHCTATAUHIJE

1.1. HapyHnnaq mflocaBrban y yBOfly KOHCTaiyjy:

1) fla HapyMmnaM mvm3 o6aBely fla, 3a ncrpeSe 3,paBCTBeHVIik ycTaHOBa ca KogVivR MVha
3alkrbyMieH yroBop o npyxohby 3fipaBCTBeHe 3aiulMTe, cnpoBefle nocTynaK jaBHe HacaBKe
JieKOBa 3a neneibe pelKnx 6onec™, a cxoflHo Ypefion o nnaHupa™y m BPCTM poGa M ycnyra
3a Koje ce cnpoBOfle L(eHTpanV3BOBaHe jaBHe Hat aBKe ("Cny>x6eHVl macHVKK PC" 34/19, 64/19,
17/20, 21/20, 51/22 M 66/23),

2) fla je HapyHnnaM cnpoBeo nocTynax npefiMeTHe jaBHe Ha6aBxe y MVe m panyH 3fipaBCTBeHux
yctaHOBa MB finaHa Mpe>xe 3fipaBCTBeHVIX yciaHOBa (y flarbeM TexcTy: KynLin),

3) fla ce GE/AH/A cnopa3yM 3ax/byHyje Ha ocHOBy cnpoBefleHor nperoBapanxor nociynKa 6e3
otjaBrbHBanba jaBHor no3i/iBa 3a jaBHy HaGaBxy Jlex 3a nenerbe peTxe 6onecTM - treprostinil
6pojJH 404-3-110/24-30,

4) fla GuEnpHMV cnopa3yM 3axrbynyje Hapy"nnalt y CBojcTBy Tena 3a gem-panM30BaHe HaSaBxe y
CMVicny nnaHa 79. 3axoHa o jaBHVIM Ha6aBxaMia ("Cn. macHVIX PC" 6p. 91/19 n 92/23), 3a
panyH 3fipaBCTBeHe yciaHOBe HaBefleHe y lipunory 1 oBor cnopa3yMa,

5) fia je Hapynunau, Ha ocHOBy Ofinyxe 30-08/14 6p 404.01-20/2024-33 Of 3 4 2024 rofiUHe
MBa6 pao noHyfjaHa Uni-chem d.0.0, 6p. 24-00801, y cxnafly ca xojoM ce saxrbynyje
0B3j cnop33

6) fla fie ce y umn>y peannsaunje jaBHe Ha6aBKe Ha ocHOBy OxBMpHor cnopasyMa saxThbynum
nojeflUHanaH yroBop n3Melly Kynga m flocaBrtana, y3 cynomnc Peny6nnHKor cfcoHfla 3a
3fipaBCTBeHO ocuryparbe, xao HapyHMoga M nnaTnopa y MVe m 3a panyH Kynaua v cxnanv ca
3akrityHKOM Bnafle PC 05 6poj: 401-3252/2022 ofi 14.4.2022. rofiMne M HHCTpyxgfVOM 3a
ecpViKacHVje ynpaBrbatoe cucieMOM SVHaHCVpaH=a 3fipaBCTBeHe 3aixiTVile m KOHTpone
TpolUKOBa nenerba ocVirypaHVix nMga PenySniVHxor gaoHfia 3a 3fipaBCTBeHo ocMrypa™e (y

flarbeM texcty: /IHCTpyxijMVja),
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3.2.9

SnaroBpeivieHO 06 e36eAM no Aae VHO3MOHe nyVine 3a cySKyianHy npuMeHy neKa m npaiefiy
onpewly, yKynHo neinpn nyMne u npaiefly onpewiy 3a CBaKy 0A nyivim.

4. KOPHCHMI4AM OKBMPHOr CnOPA3YMA
4.1. KopucHVK OKBupHor cnopasyMa je 3ApaBCTBeHa yciaHOBa M (InaHa Mpewe 3ApaBCTBeHIVIX

4.2,

4.3.

yciaHOBa y PenySnuLin Cpéenjn Koja mia 3aKibyHeH yroBop ca HapynMoueM o npyxonby m
cpVHaHCupahby 3ApaBCTBeHe 3aiuTHTe M3 06 aBesHor 3ApaBCTBeHor ocurypahba.

y npunory 1 OKBupHor cnopa3ywia - CnucaK KopucHVIKa OKBupHor cnopa3yMa (Kynapa), je
HaBeAeHa 3ApaBCTBeHa yciaHOBa Koja y TpeHyTKy aaKibyneifca OKBupHor cnopa3yivia MVh
3akibyMeH yroBop o npywaity m cpVHaHCVipai-by 3ApaBdBeHe 3aiiJTMle MB o6aBe3Hor
sApaBdBeHor ocMrypaita ca HapyHMogeM, a Koja noApa3yMeBa ynoipe6y Aocpa Koje je
npeAMei oBor OKBMPHOT cnopa3ywia.

Yo" vko y TOKy Tpajaita oKBVipHor cnopasyMa, 3ApaBdBeHa yciaHOBa Koja HVije HaBeAeHa y
npMnory 1 - CnMicaK kormcHvk3 OKBVibHor cnopasyMa (Kynapa), MV noipeéy 3a AoSpoM Koje
je npeAMei OBor cnopa3yiuia HapyHMinau fie a>KypVipalM npMnor 1 - CnncaK KopMCHVKa
OKBVpHor cnopasyMa (Kynaqa), y CMVicny AOAaBan>a 3ApaBCIBeHe yciaHOBe Kao Kynga Ha
mcTv, 6 e3 3akityHVBaHza AHeKca OKBMPHOT chopa3syivia

4.4. HapyMMliau je Ay>KaH Aa a>KypVpaHM cnncaK MB TaHKe 4.3. OBor cnopa3ywia, AOCTaBM

floeaBibany.

5. CnPOBOTJEhbE OKBMPHOr CnOPA3YMA

5.1

5.2.

5.3.

KaAa HaciaHe noipeca Kynua 3a AoSpowi Koje je npeAMei O KBMPHOP chopa3yivia, floSaBibaH m
Kynau, y eneicrpoHCKoj cpopMVi nomMcyjy jeAaH viv BViue yroBopa o jaBHOj HacaBVIM y CK/iaAy
ca jeAVHVHHOM qeHOM yTBpfjeHOM y oBom cnopa3yMy, y3 cynomMC HapyHMOua.

flepMOA Bawehta yroBopa KgM ce 3aichyHyjy Ha ocHOBy OBor cnopasyMa ce yIBpfjyje
yroBopoM.

HapyHVinali m Kynau He rapaHTyjy floéaBfbaHy Aa fie yroBopMIM KonVHVHe HaBeAeHe y
ripMnory 2, m He OAroBapajy 3a noieHVIVfanHy mieiy Kojy floSaBiban TpnM ycneA yroBapa“a
KonVHVHa MEHIVK 0A KoriVIVIVHA HaBeAeHIVIX y fipMVinory 2

6. UEHA, YCnOBH MPOK nflATSAHsA
6.1. LdeHa M cnopas3syivia je jeAVHVHHa peHa Aocpa Koje je npeAMei OBor cnopasyMa m Mda je

6.2.

6.3.

6.4.

6.7.

HaBeAeHa y fipMinory 2

YKoJIMKO ToKoMm Tpaja“a OKBMPHOT cnopa3yMa floSaB/ban AOCTaBM HapynMOMy 3axieB 3a
yMahbehbe ueHe neKa KgMje npeAMei OBor cnopa3yMa, LicHom NB OBor cnopa3yMa CMaipafie
ce peHa neKa m3 3axieBa floSaBibana, o neMy fte 6mMm 3aKrbyneH aHeKc OKBVipHor cnopa3yMa.

HapyHMinaM nnafia, y MVie m 3a panyH Kynpa, McnopyneHy KonVHVHy Aocpa no jeAVHVHHoj
peHM VB oBor OKBMpHor cnopa3yMa, ynnaioM Ha TeKyfiM panyH flocaBibana, HaBeAeH y
cpaxiypM, HajKacHVje y poKy oA 90 AaHa oA AaHa npnjeMa cpaKlype, OAHOCHO OA AaHa
perMICTpoBanba eneicrpoHCKe cpaxiype y CMdeMy eneicrpoHCKMVIX cpaierypa, KaAa ce cMaipa Aa
je Ay>KHVK npMIVIVIO enetapoHCKy cpaKTypy.

flocaB/ban je Ay>KaH Aa, npVHVIKOM McnocTaBibahta cpaicrype, nociynM y c«<naAy ca Ba>KefivM
nponMICMMa «ojm perynMiuy OBy o6naci.

HapyHVinau ne OAroBopa 3a HeMBMVpeit>e océaBe3se M8 TanKe 6.3. y yroBopeHOM poKy, y
cnynajeBVIVia KaAa Kynap ™ /Ho6aBibaH HVky nociynMinM y cxnaAy ca MHcipyKUVoM ™
TeHVIVKVM ynyTCTBOM.

HapynMnau HeMa o6aBe3y Aa m3erLuM nnafiai-be KonVHVHa Koje HVicy y cKnaAy ca HanoroM 3a
HaSaBKy m HVje OAroBopaH 3a imeiy Kojy Aoc¢aBiban npeipnM 36or Hennafia®a McnopyHeHe
KonlVHVHe Koja npena3M KonVHVHy M3 Hanora 3a Ha6aBKy.

7. BPEfIHOCT OKBMPHOr CnOPA3YMA

71

YKynHa BpeAHOd OBor cnopasyMa MHOCM 12.153.441,20 AVHapa 6e3 NilB 0OAHOCHO
13.368.785,32 AVHapa ca fIflB.
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8. KBAJIHTET M KO0 JIMHMHE

81

82

84.

85.

KBanuTeT flo6pa raje je npefiMeT OBor cnopa3yivia Mopa y noinyHOCTu ofiroBapa™ BawefiVM

flOMafinM nnn MefjyHapoflHVIM CTaHflapfluiwva 3a Ty BpcTy poce u yBepenhbi/iVMa o KBanuTeTy m
alecTniva.

Kynaq je OBnawfieH fla BPLUM Kompony KBanuTeia ucnopyneHe po6e y 6uno Koje Bpewie u 6e3
npeTxofiHe HajaBe Ha Mecly npujeMa, Tokom unu nocne ucnopyKe, ca npaBOM fla y3opKe
mqa H3 6uno Koje ucnopyKe flocTaBu He3aBUCHoj cnequjanu30BaHOj UHCIUTyi (ju pacu

y cnynajy Kafla He3aBHCHa cnequjanu30BaHa UHCTUTyquja yTBpflu ofiClynai-fae ofi yroBopeHor
KBanuTeia npou3BOfia, TPOLLIKOBU ananme naflajy Ha TepeT flocaBrbana.

KBaHTi/walVBHH npujeM po6e Bpwu ce npunuKOM npujeMa y MarauuHy Kynga y npucycTBy
npefiCTaBHVKa flo6aBfbaHa. EBeHTyanHa peKnaMaquja ofi CIpaHe Kynpa Ha ucnopyneHe
KonnHUHe Mopa 6utu canuiteHa y nucaHoj cfcopVii u flocTaBrbeHa flo6aB/balVMly y poKy oA 24
(ABafleceTHeTupn)naca.

Ykonvko 6uno Koja ncnopyKa He 3aflOBOTbu KBanuieT unu yroBopeHy KomunuHy, flo¢aBiban je
y o6aBe3M fia je 3aVieHU ucnpaBHOM y poKy ofl 72 (ceflaMfleceTfiBa) Maca

9. MCnOPYKA H nPMJEM

9.1
9.2

9.3.

9.4.

McnopyKa ce Bpiuu y ctcnafly ca noipecaMa Kynga.

flo5aBfbaM je fiy>KaH fla ucnopynu KonunuHy oflo5peHy ofi CTpaHe HapynuoMa, HaBefleHy y
Hanory 3a HaGaBKy.

POK ucnopyKe yTBpljyje ce yroBopoM u U3Hocu 3 flaHa panyHajyfiu ofl flaHa npujema Hanora 3a
Ha5aBKy.

MecTo ucnopyKe je MarauuH Kynga, ocum ara U3 oSjeicruBHux pa3nora, HapyMunai//Kynai/, He
Ofipefiu yroBopoM fipyry noKaqujy ucnopyKe. T poLuikoBu TpaHcnopTa u eBeHTyanHU fipyru
TPOLLIKOBU YK/byneHM cy y geHy u Hapynunau ux noceCHO He npu3Haje.

10. CPEfICTBO OEE35ET>EH3A 3A MCrMfeEtoE YrOBOPHMX OBABE3A

10.1

10.2

104

105

flos aBlbaM je o5aBesaH fla npunuKOM nomucuBanba OKBupHor cnhopasyMa HapyMuoqy flocraBU
SnaHKO MeHVRy, Kogja Mopa 6utu eBUfleHTupaHa y Perucipy MeHuua u oBnawfieiba HapofiHe
SaHKe u nomucaHa ofl CTpaHe nuua oBnawfieHor 3a 3acTynai*>e, a y3 uciy Mopa 6urtu
flociaBTheHo nonyfceHO u oBepeHo moHumHO oBnawfieibe y Bmcunu off 10% ofi BpefilHocTu
OKBupHor cnopasyMa 5e3 nflB. Y3 MeHuuy Mopa 6utu flociaBTheHa u Komija KapTOHa
flenoHOBaHnx nomuca, Koju Mopa 6utu usflaT aq CTpaHe nocnoBHe 6 aHKe Koja je HaBefleHa y
MeHVIVHOM oBnamfiehby - nuclVly.

CpefidBO o5e35eTjehba 3a ucnyH-ehbe yroBopHUX o6aBe3a, HaBefleHO y npeTxofilHOM CTaBy,
ocTafie Ha cHa3u pokom Bawe”a He KpafiuM ofi 40 (MeipfleceT) flaHa ofl flaHa nciexa
Bawenba OKBupHor cnopa3yMa.

Hapynunali fie yHOBMUTu cpefiCTBO o6e36ef)ehba 3a ucnyibei-be yroBopHux o5aBe3a, yxomuKO
o5aBe3e no okBuPHOM cnopa3yMy u yroBopuMa 3al§"hyiVEHUM Ha ocHOBy OKBupHor cnopa3yMa
He 5yfly SnaroBpeMeHO unu npaBunHO peann30BaHe, OIHOCHO yranuKO flocaBrban npecTaHe
fla ux peanu3yje.

HapyMunau fie aKTVBupain cpefiCTBO o5e36efjeiba 3a Menyhbehbe yroBopHi/ix o5 aBesa HajBume
flo MHOca Off 10% ofi Hepeann3oBaHe BpeflHOCTM floSapa 5e3 ilflB, Ha Koja ce oAHocm
Hencnynbehbe 06 aBe3a no okBuPHOM cnopa3yVly/yroBopniMia 3aKibyVieHVIM Ha ocHOBy udor.

Y cnynajy fla HapyMnnau flemiVIVIVHO aKTVBupa flocTaBiteHy MeHULly 3a ncny”eibe yroBopHUX
o5aBe3a, oAHOCHO ncxy He peann3yje y yKynHOM M3HOcy HaBefleHOM y mcHumHom OBnamfienby,
flocaBJbaM je y o5aBe3M fla y poKy ofl 7 (ceflaM) flaHa ofi flaHa aKTVBupafca, flociaBU

HapyVinyouy HOBy MeHnuy m mcHumHo oBnamfiehbe y Buichim OA 10% npeociane BpeflHOCTM
OKBupHor cnopa3yMa.
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10.6 CpeACTBO o6e36ef)etba 3a Mupitele yroBopHVIX o6aBe3a B3xv 3a Mcny“ehte o6aBe3a M8
cevx nojefivHaVHux yroBopa KOe je floSaBJbaM, Ha ocHOBy OBor OKBMVpHor cnopa3ywia,
3aiabyHVIO ca ceBkMM OA Kynaga y TOKy Ba>xert>a MClor.

10.7 CpeACTBO o6e36efjehba 3a Mcnyiteifee yroBopHMX o6aBe3a Tie flo6aBibaHy 6 v BpafieHa HOKOH
MCTexa poxa M3 Tanxe 10.2. OBor nnaHa.

11. BMIUACMJ1A

11 1 HacTynahbe BMwe cune ocno6alja OA OATOBOPHOCTM CTpaHe y cnopasyviy 3a Kamiteibe y
MBBpliichby o6aBe3a VB cnopa3yivia. 0 AaTyMy HacTynaita, Tpajaity m AaTyMy npecTaHKa Bmue
cume, CTpaHe y cnopaayMy cy o6aBe3He fla jeflHa APyry o6aBecTe ni/icnieHi/iM nyTeM y poxy OA
24 (ABaAeceTHeTupM) naca.

11 2 Kao cnynajeBM BMixie CMne cwiaTpajy ce excTpeVMHM m BaHpeAHM AoraljajM Koju ce He Mory
npeABMAeiM, KgjM cy ce AoroAMIiM 6e3 Boite m yIM4aja CTpaHa y okBMPHOM cnopaayMy M KoM
Huey Momu 6vmv cnpeneHM oA CTpaHe noroljeHe Bmuiom cmiiom. Bmuiom cMHOM ce Mory
CMaTpalM npupoAHe xaTacTpocpe (3eMJ'bOTpecM, nowapM, nonnaBe), excnno3MVje, TpaHcnopTHe
Hecpefie, mvmepaTVBHe oAnyxe opraHa BnacTM m Apyrn cnynajeBM, xgM cy 33koHom yTBpfjeHM

Xao Buma ¢una.

12. CnOPOBH

121 CTpaHe y cnopa3yMy cy carnacHe Aa ce eBemyanHM cnopoBM pemaBajy cnopa3yMHo, a y
cnynajy Aa ce cnop He MOxe peyyMIM cnopa3yVMHMIM nyTeM, yTBpfjyje ce CTBapHa m MecHa
HaAne>KHOCT TipiVBpeAHor cyAa y BeorpaAy-

13. H3MEHE MflIOnYHE OKBMPHOr CnOPA3YMA

131 1/I3MeHe m AonyHe OKBMpHor cnopa3yMa Moryfie cy y cxnaAy nnaHOM 158-161. 3axoHa o
jaBHVM Ha6aBKaMa.

13.2 HapyHMnau mfloc¢aB/tan cy camacHM Aa Tie ce M3MeHe m AonyHe OKBupHor cnopa3yMa BPUIMTM Yy
nMcaHoj cpopViVi o MelWy Tie ce c3HmHMTM AHexc OKBMpHor cnopa3yMa.

14. PACKHfl OKBUPHOr CflOPA3YMA

141 Y cnynajy SMTHMX noBpeAa OApeAaSa cnopa3yMa MnM noBpeAa xoje ce noHaBibajy, cnopa3yM
Mox<e Aa pacKVMHe cBaxa yroBopHa CTpaHa. PacKMA cnopa3yMa 3axTeBa ce nMcaHVIM nyTeM, y3
pacKHAHM pox 0A 10 (AeceT) AaHa.

14.2 PacKVA cnopa3yMa M3 pa3nora HaBeAeHMx y CTaBy 1 OBor nnaHa Moryfi je caMO yxoliMxo je
Apyra CTpaHa y cnopa3yMy npeixoAHO yno3opeHa Ha 6mHe noBpeAe vy»\ noBpeAe xoje ce
noHaB/tajy m yxoriMKo MCTe HVle OTK/ioHV/ia y ocTaB/teHOM poxy xgjM Mopa 6vmmv pa3yMaH

14.3 PacKVA cnopaayMa M3 paanora HaBeAeHVix y CTaBy 1. OBor WiaHa MO>»e Aa msBPwM calViO CTpaHa
y chopaayMy xoja je CBOje o6aBe3e m3 cnopa3yMa y nomyHOCTM m 6naroBpeMeHO M3Bpwivina.

14 yro.opa ,,3Me»y

14.5 PacKMA OKBMpHor cnopa3yMa HeMa yTMgaja Ha yroBop 3axjbyHeH Ha ocHOBy OBor cnopa3VMa m
mctM ce MBBPLLiaBa y CKnafly ca OfipefiSaMa Tmx yroeopa m OBor cnopaayMa ocvm yxonMxo
HapyHMnap, MeHefiM okosiHoctm KOHxpeTHor cnynaja, He OAnynM APyranVjeP ’

15. 3AKJbYHEt3E OKBUPHOr CnOPA3YMA
151 OBaj cnopaayM aaxrbyHyje ce A 3Hom noinMCVBaita oA CIpaHe HapynMoga m flocaB/bana.
He flOCTaB" TPa>KeHO Mcnyfee’e yroBODHIVIX
o6aBe3a, CMaTpafie ce Aa okBMPHM cnopa3yM HM 6MO %««rm. = P
16. 3ABPLUHE OfIPEfIBE

16.1 CacTaBHM fleo OBor cnopasyMa cy M HberoBM npiVino3V], xaxo cneAlVt

CTpaHa 5 ofl 7



(IpMior 1 - CnucaK KopucHVIKa OKBupHor cnopa3yMa (Kynaga)
fipunor 2 - Cneunc)3m<aliMja neka ca ueiHoM

HAPYHmIAU fIOEABJbAH

CTpaHa 60A?



nPHfIOr 10KBHPHOr CTIOPA3YMA - CriVICAK KOPMICHMKA OKBHPHOT CTIOPA3YMA (KYT1ALIA)
JABHA HAEABKA fIEK 3A JIEHEhbBE PETKE EOJ1ECTH - treprostinil
JH 6p. 404-3-110/24-30

OHmiJAJIA PO30 HA3HB 3APABCTBEHE CEAMLUTE 3BAHHHHM CAJT (WEB
yCTAHOBE 3APABCTBEHE AfIPECA)
yCTAHOBE
BeorpaA yHHBep3VEEeTCKIVI KDIVIHUHKH yn. flacTepoBa 6p. 2 www.kes.acrs

pemap Cpénje
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http://www.kcs.ac.rs

nPM{flOr 2 OKBHPHOr CnOPA3YMA- CnELIMOMKAIJMJA J1EKA CA IJEHOM
JABHA HAEABKA J1EK 3A fIEHEtbE PETKE EOJ1ECTM- TREPROSTINIL, JH. BP. 404-3-110/24-30

Ha3HB flo6aBrbana: Uni-chem d.o.o0.

JefivHVHHA
fipefiVeT cPaiVaneyTCKM  JanVHa  JeaVHHua
HoSaBie 3alUMVFieHV Ha3HB nnOM3BOfaH o6 jiena . KonVIVIVHa qe::l:e:a CTOna nflB
Treprostinil Tillomed 25 ng/ml, MAS PHARMA rastvor 25 - 760 13.337.50 10%
y

treprostinil rastvor za infuziju LIVITED infuzju mg/mi



