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EBOTPAR,JonaHE Mapnuosuhin 2

HAPYYUNAL:

Peny6nuuku ¢oHA 3a 34paBCTBEHO OocUrypame, Beorpaa, yn. JoaHa MapuHoBuha 6p. 2, kora
3acTyna B.4. aupeKTopa npod. ap Camwa Papojesuh Lkoapuh

MaTunyHn Gpoj: 06042945

NMB: 101288707

Bpoj pauyHa: 840-26650-09 koju ce Boam kof Ynpase 3a Tpe3op

(y Aarbem TekcTy: Hapyuunad)

HNOBABJbAY:

Ino-pharm d.o.o. Beograd, yn. bope CraHkoBuha 6p. 2, u3 Beorpapna, kora 3actyna AMpeKTop
Bojana MeTkosuh

MaTtuuxu 6poj: 17345664

NMUB: 101743912

(y garbem Tekcry: [ob6asrbay)

Oana’4 G 202% ronune 3akryuyjy

OKBWPHU CMNOPA3YM BP. 5§3-3/24
3A JABHY HABABKY JIEKOBU 3A NEMEWE PETKUX BONECTU
BP. JH: 404-1-110/24-39
3A NAPTWUJE 4, 8, 26, 29, 30, 33, 34, 37, 38, 40, 41, 42, 43, 44, 51, 52,67 n 69

1. YBOOAHE HANOMEHE U KOHCTATALUNJE
1.1. Hapyuunay n Jo6asrbauy y yBogdy KOHCTATYjY:

1) Aa Hapydunay uma obasesy fda, 3a norpebe 34paBCTBEHMX YyCTaHOBa Ca Kojuma uma
3aKrbyyeH YroBop O NpyXaky 3A4paBCTBEHE 3aWTUTe, CNpoBefe NOCTynak jaBHe Habaske
JlekoBa 3a neyewe peTkUx OONECTH, a cxogHo Ypeabu o nnaHupamwy W BpcTU poba u ycnyra
3a Koje ce cnpoBoge UeHTpanusosaHe jaBHe Habaske ("Cnyx6eHn rnacHuk PC" 34/19, 64/19,
17/20, 21/20, 51/22 n 66/23),

2) na je Hapyyunau cnpoBeo nocTynak npegMetHe jasHe HabGaBke y UMe U payyH 34paBCTBEHUX
ycTraHoBa U3 lnaHa Mmpexe 3paBCTBEHMX yCcTaHoBa (Y Aarbem Ttekcty: Kynum),

3) Aa ce OKBUPHM CMoOpasym 3akibyyyje Ha OCHOBY CMpPOBEAEHOr OTBOPEHOr MOCTYrMKa jaBHe
Habaske JlekoBu 3a neverse peTkux 6onecTtn, 6poj jasHe Habaske 404-1-110/24-39,

4) pa oKkBUpHU criopasym 3axksbydyje Hapyuunay y cBojctBy Tena 3a LeHTpanM3oBaHe HabaBke y
cmucny ynada 79. 3akoHa o jaBHUM Habaskama ("Cn. rmachuk PC" 6p. 91/19 n 92/23), 3a
pauyH 34pascTBeHMX YCTaHoBa HaBedeHux y MNpunory 1 osBor cnopasyma,

5) pna je Hapyuunau, Ha ocHoBy Oanyke 30-08/14 6p. 404.01-32/2024-44 op 23.05.2024. rogute,
3a naptuje 4, 8, 26, 29, 30, 33, 34, 37, 38, 40, 41, 42, 43, 44, 51, 52, 67 v 69, nzabpao noHyny
noHyRava Ino-pharm d.o.o. Beograd, 6p. 218/24, y cknagy ca KOjoM Ce 3akrbydyje OBaj
crnopasym,

6) pa he ce y unrby peanusauuje jasHe Habaske Ha ocHoBY OKBUPHOT Criopasyma 3akiby4usaTty
nojeavHadyHu yrosopu uameRy Kynua u fobGasrbava, y3 cynotnuc Penybnuukor cdoHpa 3a
34paBCTBEHO Ocurypame, kao Hapyuuoua u nnatvoua y uMe n 3a padyH Kynaua, y cknagy ca
3akmsyukom Bnapne PC 05 Opoj. 401-3252/2022 opn 14.4.2022. roguHe u WHCTpyKUMjom 32
ecukacHuje ynpaerbakbe CUCTEMOM (UHaHCUMpara 34paBCTBEHE 3alTuTe W KOHTpone
TpoLLKOBa fNeyerwa ocurypaHux nuua Penybnuuxor doHAa 3a 3ApaBCTBEHO ocurypare (Y
harbem Tekcty: HCTpykuwja),
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NPEQAMET CNOPA3YMA

2.1.

22

2.3.

24

2.5.

2.6.

MpeomeTr oBor cnopasyma je yTephuBarbe ycnosa nof kojuma he ce 3akrbyumBaTty
nojeavHavHu yroBopw o jaBHoj HabaBum Jlekosa 3a neverse peTkux Gonectu, namehy Kynua v
Hobasrbava, y3 cynotnuc Hapyyunoua.

[lobpa Kkoja cy npegmeT oBor cnopasyma bnmke cy aedunHucana y MNpunory 2 osor cnopasyma.

OBaj OKBMPHW CMoOpasyM 3akibydvyje 3a nepuof of 12 (ABaHaecTt) meceum of AaHa
noTnMCHBar-a.

Konuuune pobapa, HaeseneHa y [punory 2 je oxkeBupHa konuuuHa 3a notpebe Kynaua 3a
nepuwog of 12 (ABaHaecT) meceun.

YkynHa yroBopeHa konuuuHa pobapa, 3asucu of notpeba Kynaua u pacrnonoxusux
uHaHCHjckMX cpefcTaBa 3a Ty HameHy W UCTa MOXe fa Ce pasfnukyje of KonuuuHa
HaseaeHwx y Mpunory 2.

Tokom nepuoga BaXkersa OBOT OKBMPHOT CNopasyma, MOXe Ce 3aKibyunTh BULIE NOjeanHauHnX
yroBopa, y 3aBUCHOCTU OZ cTBapHux notpeba Kynaua.

3. NPABA 1 OBABE3E HAPY4YMOLIA 1 OBABIBAYA
3.1. Hapyuunau je gyxaH ga:

3.1.1

npaeoBpemeHo obaBelTaBa [JobaBrbada 0 4nkbeHULama koje Ccy oA 3Hauaja 3a peanusauujy
terosux obaeesa, a nocebHO aa ra npasospeMeHo nHdopmulle o noTpebama Kynaua kapa
OHe npenase yroBopeHe KonuuuHe u3 OKBUPHOT CNopasyma;

BpLUK nnahare [obaersady, y ume u 3a padvyH Kynaua, no ocHoBy Aocnenux obasesa Kynaua
npema [JobaBrbauy, 3a ucnopyyeHa fobpa koja ce uHaHcupajy u3 cpepctasa obaBesHor
30paBCTBEHOr OCuryparba yTpolleHa 3a neuewe ocurypaHux nuua P30, y cknagy ca
3aKIbyYeHUM YroBopuMa o cnpoBofjetby U nHaHcuparkby 34paBCTBEHE 3atlUTuTe;

npubasu carnacHoct [Jobasrbaua 3a yropapawe Behe konuuuMHe Of, OKBUPHE KOnuunHe n3
OkBupHOr cnopasyma, 6e3 3akrbyyetba aHeKkca OKBUPHOT Cnopasyma, YKONMKo BpefHOCT UCTor
HWje peanu3oBaHa;

opobpaBa 3axTeBe 3a WCMOPYKY Koje Kynuu Ha OCHOBY 3akSby4yeHOr yroBopa [oCTaBrbajy
nytem BeG annukaumje PP30 | [llopran duHaHcuja®, y cknagy ca WMHCTpykumjom #
KopucHu4kum ynyTcTBOM.

3.2. [loGaBrbav je gyxaH ga:

321

3.2.2

323

3.2.4
325

326

327

Ha nucaHu nosve Hapyvvoua/Kynua 3akibyyn yroBop O jaBHOj Habasuy y cknafy ca OBUM
Cnopasymom,;

u3BpiiaBa yropopHe ofaBe3e y CBeMy y CKMajy ca OBUM CHOPasyMoOM W NOjeAvHayHUM
YroBOPOM, Y YrOBOPEHUM POKOBUMA;

oaMax No casHamy, NucaHum nyTem, obasecTn Hapyunoua o unkbeHuLama koje Bu morne fa
3HaTHO oTexajy unn oHemoryhe chanbepare Kynaua;

obe3benu na pobpa koja ucnopyyyje Hemajy npasHe Unv martepujanHe HeoCTaTKe,;

obe3bean pa [obpo moxe OUTM y nNpPoOMeETy TOKOM UEenor nepuofa Tpajama OKBUPHOT
cnopasyma, OfHOCHO NojeANHauYHOr Yyroeopa;

ucnopy4yje fgobpa y cknagy ca yroBopeHuM KonuumHama U yroBOPEHUM KBanuTeTOoM, Y CBEMy
y cknagy ca Hanorom 3a Habasky;

CHOCW CBe TpPOLUKOBE KOjU HacTaHy Kao nocneguua yknawarsa gobapa ycnen rpetuke
Hobasrbayva unu npounssohjava;

3.2.8 wucnopyuyyje nobpa ca pokom Tpajarba oA Hajmawe 12 (aBaHaecT) Meceuu oA AaHa Ucropyke,

a U3y3eTHO, 3a NeKoBe 4uju je npoussofadvku pok 12 meceun unu kpahe, pok Tpajarba neka He
moxe 6uTKn kpahu o 2/3 Npon3BoRaYKOr PoKa;
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3.2.9 3a naptujy 67 — nek treprostinil, GnaroepemeHo 06e3bean no ABe WHMY3NOHE NymMe 3a

cybkyTanHy npumeHy neka u npartehy onpemy, YKymHO 4eTupu mymne u npatehy onpemy 3a
cBaKy o4 NyMnu.

4. KOPUCHHWLIM OKBUPHOIr CMOPA3YMA

4.1.

4.2

4.3.

4.4,

KopucHuuM okBupHOTr cnopasyma Cy 34paBCTBeHE YCTaHoBe K3 [naHa mpexe 34paBCTBEHMX
yctaHoBa y Peny6nuun Cpbuju koje umajy sakrbydeH yrosop ca Hapydvouem o npyxawy u
brHaHCHpakby 34paBCTBEHE 3alUTUTE U3 06aBE3HOM 30PaBCTBEHOT OCUrypatba.

Y npunory 1 okeupHor crniopasyma - Crnucak KOpUCHWKa OKBMpHOr criopasyma (Kynaua), cy
HaBefleHe 3OpaBCTBEHE YCTaHOBE KOje y TPEeHyTKY 3akibyder-a OKBUPHOr cropasyma umajy
3aK/byd4eH YroBop O Tnpyxamwy W uHaHcupary 3apaBcTBeHe 3awTtute u3 obaBesHor
34paBCcTBEHOr ocuryparwa ca Hapyyuouem, a koja nogpasymeBa ynotpeby pgobapa koja cy
npegmeT OBOr OKBUMPHOI crnopasyma.

YKONuKo y TOKY Tpajakba OKBUPHOr crnopasyma, 30paBCTBEHa YCTaHOBa KOja Huje HaBedeHa y
Mpunory 1 - Cnucak kopucHuka okeupHor crniopasyma (Kynaua), nma notpeby 3a gobpuma koja
Cy npegmer oBoOr cnopasyma, Hapyuunay he axypupatu [Mpunor 1 - Cnucak KOpUCHUKA
okBupHor crnopasyma (Kynaua), y cmucny gogasama 3hpaBCTBEHe ycraHoBe kao Kynua Ha
uctu, 6e3 sakrbydnBarba AHeKca OKBUPHOT cnopasyma.

Hapyuunay je gyxaH ga axypupaHu cnucak W3 Tavke 4.3. OBOr crnopasyma, AOCTaBu
Ho6asreavy.

5. CMPOBOHEHE OKBUPHOI CITOPA3YMA

51.

5.2.
5.3.

Kaga Hactane noTpeba Kynua 3a gobpuma koja cy npeagmet OkBupHOr cnopasyma, [loGaerbad
n Kynay, y enexrpoHckoj thopmu, NOTNUCYjY jedaH wnu Bulle yrosopa O jaBHO] HabaBum y
cknagy ca jegMHUYHUM LeHama yTBpHeHUM y OBOM criopasymy, y3 cynotnuc Hapyuuwoua.

Mepuoa Baxera yroBopa Koju ce 3aKibyuyjy Ha OCHOBY OBOr criopasyma ce yTephyje yroBopom.

Hapyuunay v Kynuw He rapanTyjy [lo6asrsady ga he yrosoputu konuuuke Hasegewe y MNpunory
2, 1 He oproBapajy 3a noTeHumWjanHy WTeTy Kojy [lobaBrbay Tpnu ycnes yrosaparma KonudmHa
Marux of KonuuuHa HasegeHux y Mpunory 2.

6. LEEHA, YCJIOBY U POK MNARAHA

6.1.

6.2.

6.3.

6.4.

6.5.

6.6.

6.7.

LleHe 13 cnopasyma cy jeauHudHe LieHe aobapa Koja cy npeameT OBOr criopasyma v ucte cy
HaBegeHe y lNMpunory 2.

LieHa us cnopasyma 3a naptuje 8, 26 n 34, moxe na ce NpomeHu y cnydajy aa 3bor nsameHe
Oanyke 0 HajBULLMM LeHama nekoBa 3a ynoTpeby y XymaHOoj MeOWUWHMW, a Yujyu je pexum
w3daBara Ha peuent, nofje Ao NpomeHe LeHe neKa ycnej Koje ueHa ua cnopasyma nocraje
BULLA of UeHe u3 Ognyke. Y TOM cny4ajy, LeHOM U3 OBOr cropasyma, cMmaTpahe ce ueHa us
Opnyke, Koja ce ayTomaTCKu npuMetbyje, BaHOM CTynamwa Ha cHary Oanyke, 6e3 3akby4nBama
AHexca.

YKONMUKO TOKOM Tpajatba oksupHor crnopasyma [o6asread pgocraBu Hapyuvouy 3axteB 3a
yMarehe LieHe NexKa Koju je npeaMeT OBOr cnopasyma, LEHOM U3 OBOr cnopasyma cmartpahe ce
LUeHa neka u3 saxtesa [obaerbaya, 0 YeMy hie BUTU 3aKiby4eH aHeKC OKBUPHOr cnopasyma.

Hapyuunay nnaha, y ume un 3a padyH Kynua, ucnopydyeHe konmuduHe pobapa no jeQuHUYHO]
LIlEHW M3 OBOr OKBMPHOr cropasyma, ynnatom Ha Tekyhu pauyH [doGaerbava, HasBegeH y
takTypn, HajkacHuje y poky of 90 pana o gaHa npujema dakType, O4HOCHO Of AaHa
perucTpoBarba eneKkTpoHcke hakType y cUcTeMy enekTPOHCKMX hakTypa, kaga ce cmarpa aa je
OY>XXHUK NPUMKNO ENEKTPOHCKY haKTypy.

[oBasrbay je AyxaH ga, NpUnNnKoM UcnocTaerbaka dhakType, NOCTynNy y cknagy ca saehum
nponucuma Koju perynuily oy obnacT.

Hapyuyunay He ogroBopa 3a HeusMmupere ofaBesde 43 Tauke 6.4 y YroBOPEHOM pPOKy, Y
cnyyajeeuma kapga Kynauy u [Job6asrbay HUCy noctynunu y cknagy ca WHCTpykumjom wu
TexHUYKUM YynyTCTBOM.

Hapydunau Hema oGapesy ga u3spluv nnahake KONuunHa koje HUCy y cknagy ca Hanorom 3a
HabaBky U HWje OAroBopaH 3a WTEeTy Kojy Aobasrbad npetpnu 36or Hennahakba ucrnopyyetxe
KONUYMHe Koja npenasu konuuuHy w3 Hanora 3a HabaBky.
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7. BPEOHOCT OKBUPHOI CTTOPA3YMA

7.1 YKynHa BpegHOCT OBOr crnopasyma wusHocw 2.222.229.075,52 puwHapa 6e3 [1[B, opgHocHO
2.444.451.983,07 guHapa ca TB.

8. KBAJIUTET U KOJINYMNHE

8.1. Keanutet gobapa koja cy npegMeT OBOr cnopadyma Mopa y NOTnyHOCTW ofgrosapaTh Baxehum
gomahum vnn MefyHapodHum CTaHgapgvma 3a Ty BpcTy pobe u ysepetuma O KBanuTteTty v
artecTuma.

8.2. Kynau je oBnawheH fa BpLn KOHTPONY KBanuTeTa ucnopyyeHe pobe y 6unc koje speme n 6e3
NpeTXo4He HajaBe Ha MeCTy Mpujema, TOKOM WM Nocrne ucrnopyke, ca npasoM ja y3opke
npov3soaa u3 Guno Koje Mcnopyke A0CTaBW HE3IABWUCHO] Crieuunjani3oBaHoj MHCTUTYLIMiM pagu
aHanuse.

8.3. Y cnyvajy kafa HesaBuCHa chneunjanM3oBaHa WHCTUTYUW|ja YTBPAW OACTYName 0f, YroBOpEeHor
KBanuTETa Npou3BoAa, TPOLKOBM aHanuse nafajy Ha TepeT [lo6asrbava.

8.4. KeaHtuTatMBHW npuvjem pobe BpLIM Ce NPUNNKOM npujema y marauuHy Kynua y npucycrtsy
npegcraeHuka [Jobasrbava. EseHTyanHa peknamauuja of ctpaHe Kynua Ha wucnopydeHe
KOSINYMHE Mopa BuUTK cadntbeHa Yy nucaHoj dopmu U goctasrbeHa [obasrbavy y poky oa 24
(aBapeceTyeTUpWN) Haca.

8.5. Yxonuko 610 KOja ucrnopyka He 3af0BOSbi KBANUTET UMW YroBOpEHy KonuuuHy, lobasrpay je
y o6aBesu Ja je 3aMeHuN MCNPaBHOM Y POKY o4 72 (CepaMaeceT fBa) vaca.

9. UCMNOPYKA U NPUJEM
9.1.  Wcnopyka je cykuecusHa n BpLumn ce npema notpebama Kynaua.

9.2. [obaembau je gyxaH ga wenopyyn konuunHe opobpeHe of cTpaHe Hapyduoua, HaBeaeHe y
Hanory 3a HaGasky.

9.3. Pok ucnopyke yTBphyje ce yroBopoM u usHoch 1 gaH padyHajyhu o AaHa npujema Hanora 3a
HabaBKy.

9.4. MecTo ucnopyke cy maraumHu Kynaua, ocum ako u3 objektusHux pasnora, Hapyunnaw/Kynau
He ofpeaun yroBopom Apyry nokaiujy ucnopyke. TpOLLKOBU TpaHcnopTa n eBeHTyanHu Apyrv
TPOLLKOBM YKIby4eHu cy y UeHy u Hapy4dunal nx nocebHo He npuaHaje.

10. CPEACTBO OBE3BEHEHA 3A UCITYHEHE YTOBOPHUX OBABE3A

10.1. [obasrbady je obaeesaH ga y poky og 10 AaHa of paHa nortnucusakba OKBMPHOT criopasyma,
Joctasun Hapy4yuouy, Heonosusy, 6e3yCrnoBHy, NNatuey Ha nNpeu nosus 1 6e3 npasa npoTecTa,
OaHkapcKky rapaHuujy 3a o0po usBpLUeHe Nocna, y BUCUHU oA 2% Of YKYyNHEe BpPeAHOCTU
OKBUPHOT cnopasyma 6e3 MNAB.

10.2 Cpeacteo obesbehera 3a UCNyee YrOBOPHUX obaBe3a, HaBeAeHO y NPETXOSHOM CTasy,
octahe Ha CHa3u ca pPOKOM Baxerba He kpahum op 40 (4eTpheceT) AaHa of AaHa ucteka
Ba)XeHa OKBUPHOT Criopasyma.

10.3 Hapyuwnay he yHoBuMTK cpeactBo obesbefera 3a ucnymwere yroeopHux obasesa, yKonuko
obaBe3se No OKBUPHOM CrOpasyMy W yroBopuma 3akiby4eHUM Ha OCHOBY OKBUPHOr criopasyma
He Oyay 6naroBpemMeHo WUNu fpaBuUnHO peanv3oBaHe, OAHOCHO yKonuko [JoGasrbady npecraHe
a nx peanunayje.

10.4 Hapyuunay he yHoOBUMTW BaHKapcky rapaHumjy Hajsule A0 u3Hoca of 2% of HepeanusosaHe
BpegHocTn pobapa 6e3 MOB, Ha koja ce ogHoCKM Heucnywerwe obapesa Mo OKBUPHOM
cnopasymMmy/yroeopuma 3akiby4eHMMm Ha OCHOBY WUCTOT.

10.5 CpepcTBo 06e30efera 3a ucnymere yroBopHux obaBesa Baxu 3a ucnywere obasesa us canx
nojeauHayHnx yrosopa koje je [lobaereay, Ha OCHOBY OBOI OKBMPHOT CMopasyma, 3akrby4yuo ca
cBakum o4 Kynaua y TOKy Baxera UcTor.

10.6 Hapyudunay he Ha 3axres [JobGarbaya NpUXBATUTK KBapTanHoO yMamere BaHkapcke rapaHuuje
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n TO 3a U3HOC McnopyveHux gobapa y NPeTXo4HOM KBapTany, a Hajsulle 0O BPeAHOCTW of
85% ucnopy4deHux gobapa ns oBor cnopasyma, o 4emy he obasectutu [lobasrbava y poky of
15 (neTHaecT) AaHa of AaHa npujema 3axTeBa.

10.7 Cpepacteo obesbehersa 3a ucnywemwe yroeopHux obasesa he [lobasrmady G6utu BpaheHa
HaKOH UcTeka poka u3 Tadke 10.2. oBor ynaxa.

11. BUWLA CUNNA

11.1 Hactynawe Buiie cune ocnobafa of oAroBOPHOCTU CTPaHe y CMOpas’yMmy 3a Kallkbere Y
usBplLery obaeesa 13 cnopasyma. O gaTyMy HacTynawa, Tpajakby U aTymy NpecTaHka BuLle
cune, cTpaHe y cnopasymy cy obaBesHe aa jegHa apyry ob6aBecTe NMUCMEHUM NYTEM Y POKY 04
24 (oBagjeceTyeTUpU) vaca.

11.2 Kao cnyyajeBn BuUlle cuile cMaTpajy Ce eKCTPEMHU U BaHpedHu Aorahaju Koju ce He MOory
npeaBUAETH, Koju cy ce gorogunu 6e3 BOfbe U yTuuaja cTpaHa y OKBUPHOM CMNOpasyMy M Koju
Hucy mornu 6uTU cnpeveHn oA CTpaHe NOrofjeHe BMLLIOM cunoMm. Buwom cunom ce mory
cmarpaTtv npupofHe katacTpode (3eMrboTPECH, NoXapu, nonnaee), ekcnnosuje, TpaHCNopTHe
Hecpehe, MnepaTusHe ognyke opraHa BNacTu U Apyrun Cryyajesu, Koju cy 3akOHOM yTepheHu
Kao BULLA cuna.

12. CNNOPOBU

12.1 CrpaHe y cnopasymy Cy carnacHe Ja Ce€ eBeHTyanHu ChopoBW petuasajy crnopasymHo, a y
Cnyyajy ga ce Cnop He MOXe peluuTu cropasymHum nytem, yTepfiyje ce cTBapHa M MecHa
HaanexHocT NpuspeaHor cyaa y beorpaay.

13. UBMEHE W AONYHE OKBUPHOI CITOPA3YMA

13.1 W3meHe u gonyHe OKBMPHOr cnopasyma moryhe cy y cknagy ca 4dnaHom 156-161. 3akoHa o
jaBHUM HabaBkama.

13.2 WsameHa okBMpPHOr cnopasyma je moryha yKoruko TOKOM Tpajarba uctor, ycnep nopemehaja Ha
TPXUWTY He Byae moryha ucrnopyka neka Koju je npeameT OBOr OKBUPHOr CNOpasyma, O Yemy
Hapyuunay wmopa ©Outu obaBellTeH nNuCaHUM nNyTem y3 AocTaeibawe ogrosapajyhe
OOKyMeHTauuje Kojy je u3gao npoussofjay, 0AHOCHO HocuNal A03BONE 3a fek, a Koja notephyje
HacTynawe nopemehaja Ha TPXULITY reka U HemoryRHOCT H-eroBe NCNOopyKe Y Cknagy ¢ OBUM
CNopasymom.

13.3 Y cnyvajy npectaHka MOryRHOCTM UCNOPYKE feKa Koju je NnpeamMeT OBOr OKBUPHOF Criopasyma W3
pasnora HasefeHux y Taukm 13.2, a kaga [obasrba4 Moxe Oa ucnopyuun aopyru nek koju y
CBEMY ofrosapa 3axTeBuMa M3 TEeXHWYKe crneuundukauuwje, Hapyyunauy moxe aa A03BONM
NCNOPYKY TaKBOr NeKa No LeHMW Koja je npessuheHa OBUM OKBUPHUM CNOPasyMoM, Y3 MPETXO4HO
nNpubaBrbeHO MULLTBbEHE CTPYHHOT iena KOMUCHje 3a NPeaMETHY jaBHY HabaBky.

13.4 Hapyuunay n [Jo6aerbau cy carnacHu ga he ce nameHe 1 JonyHe OKBUPHOr Cnopasyma BpLLMTH
y nucaHoj hopMu, 0 Yemy he ce CauMHUTU AHEKC OKBMPHOT criopasyma.

14. PACKWUA OKBUPHOI CMOPA3YMA

14.1 Y cnyyajy 6utHux noBpega ogpeaaba cnopasyma unv noBpeda koje ce noHaeibajy, cnopasym
MOXe [la pacKkuHe CBaka yroBopHa CTpaHa, y UenocTu unv 3a nojeauHy naprtujy. Y cnydajy na ce
cnopasyM packuga 3a nojeguHy napTujy, 3a npeocrane napTvje CrnopasyMm ocTaje Ha CHasu.
Packug cnopasyma 3axTeBa ce MucaHuM nyTem, y3 packngHu pok o 10 (gecet) AaHa.

14.2 Packng cnopasyma W3 pasnora HaBeAeHuX y cTaBy 1. oBOr unaHa moryh je camo yKOnuko je
Apyra cTpaHa y cropasyMmy NpeTxoAHO yrno3opeHa Ha GWTHe nospeae unu noepepe koje ce
MOHaBIbAjY U YKOIUKO UCTE HUje OTKNOHUNA Yy OCTaBfLEHOM POKY KOju Mopa BGUTu pasymMaH.

14.3 Packug cnopasyma 13 pasnora HaBeAeHux y cTaey 1. OBOr YfaHa MOXe Aa U3BpLUM caMo CTpaHa
y cnopasymy Koja je ceoje obaBe3e M3 cnopasyma y noTrnyHoOCTU u GnaroBpemeHo u3spLumna.

14.4 Packnaom OKBUpHOr cropasyma npecraje MoryfiHOCT 3akmbyyetrba nojegnHadHnx yrosopa namehy
Ho6aempava, Hapy4yvoua n Kynaua.

14.5 Packup OKBUPHOr CnopasymMa HEMa yTuuaja Ha YyroBop 3akrby4YeH Ha OCHOBY OBOr criopasyma u

CypaHa 5046



UCTW Ce u3BpLIaBa Yy cknagy ca ogpegbama TuX yroBopa M OBOr Cnopasyma, OCUM YKOMUKO
Hapyuunad, LeHehn OKoMHOCTW KOHKPETHOT Cryyaja, He 0anyuun apyrauuje.
15. NOCEBAH OCHOB 3A PACKN OKBUPHOI CITOPA3YMA

15.1 Hapyuunay uma npaso ja packuHe OKBUPHM CNIopasym 3a JIeKoBe Koju Ccy npeamer napruja 8, 26
n 34, ykonuko yTBpaM Aa je wssecHo ga he, ycnen Henpopyxew-a [03BOME 3a fek, npecratu

MOFthOCT npomeToBaka TOr fleka Npe UCTeka BaXkeka OBOr OKBUPHOI CriopasymMa.

15.2 Hapyunnay vwma npaso aa, y cnyvajy ga saxeha jo3sona 3a Nek UCTUYe npe UCTeka BaXeta
OBOr OKBMPHOT cnopasyma, 3axtesa og [Jobasrbava ga AoCTaBu nucaHy usjasy Hocuoua A03Bojie
fa he 3a noHyfexn nek nogHeTn 3axTeB 3a OGHOBY [03BONE 3a NeK y cknagy ca 3akoHom O

nekosuma v mMeauumHckum cpegereuma (,Crnyx6eru rnacHuk PC* 6p. 30/10, 107/12, 1056/17 - ap.

3aKkoH n 113/17-4p. 3aKOH).
15.3 Y cnyyajy HaBeeHoOM y CTaBy 1. OBOI UnaHa, packuga ce OKBUPHK CropasyM caMo 3a fek 3a Koju
je yrepheHo pa Hehe Mohu fa ce npomeTyje, [OK 3a ocTane napTuje/NekoBe OKBUPHU criopasyMm

OCTaje Ha CHasu.
16. 3AKIbYHEHE OKBUPHOI CNOPA3YMA
16.1. OsBaj cnopasym 3aKkrbyuyje ce AaHOM NnoTnucuBama og crpaHe Hapyuvoua n fJobasrbaya.
16.2. Yronuko Hobaprbad He [OCTaBW TpaxeHo cpefcTBo obesbefera 3a ucnywemne yroBopHUX
obaBe3sa, cmaTpahe ce ga OKBUPHW CNOPa3yM HUje HU BUO 3aKIbyHeH.

17. 3ABPLUHE OPEQNBE
17.1 CacTaBHu A€0 OBOr Cropasyma Cy W HEroBy Npuosu, Kako cneau:

Mpunor 1 - Criucak KoprCHNKa OKBUPHOT ClopasymMa

Mpunor 2 - Cneundukaumja nekosa ca yeHama

HAPYYUIALL

PENYBINYKN ®OH[ 3A 30PABCTBEHO
OCUI'YPAHE

B.A. AMpeKTopa

CrpaHa 6 on 6



NPUITIOI 1 OKBUPHOI™ CITOPA3YMA — C[TUCAK KOPUCHUKA OKBUPHOI™ CITOPA3YMA (KYTIALIA)
JABHA HABABKA JIEKOBU 3A JIEYEHE PETKUX BOJIECTU
JH 6p. 404-1-110/24-39

OUNMUJANA PO3O HA3MB 30PABCTBEHE CEQUWITE 3BAHUYHU CAJT (WEB
YCTAHOBE 30PABCTBEHE ALOPECA)
YCTAHOBE
YHuBep3auTeTCKa aevja yn. Tupwosa 6p. 10 www.udk.bg.ac.rs
KNUHUKa
NHCTUTYT 3a 3apaBcTBEHy www.imd.org.rs
3alUTUTY Majke v JeTeTa yn. Pagoja Jakuha 6

Cp6wuije ,Odp Bykan Yynuh"

KnuHuka 3a Heypororujy v

nevxuwjaTpujy 3a geuy n

yn- Ap CyGotuha op. 6 www.nepsido.rs

Beorpan omMmnaguHy
YHVBEPBUTETCKN KIUHNYKI yn. MacTeposa 6p. 2 www.Kes.ac.rs
ueHTap Cpbuje
KnuHnuko BonHuyku LeHTap
3 yn. Bykosa 6p. 9 www.kbczemun.rs
eMyH
KnuHnako GonHuukn ueHTap ¥n. Qumutpuja
3se3napa Tyuoswha 6p. 161 www.kbczvezdara.rs
WHcTuTyT 33 30paBCcTBEHY
3aWTUTY Aeue 1 oMnaguHe yn. Xajoyk Berekosa 10 www.izzzdiovns.rs
BojeoguHe

YHUBEP3NTETCKU KNMUHUYKA

LeHTap BojsoavHe yn. Xajayk Berbkosa 1 www.kev.rs
Hoeu Cag
WHcTutyT 3a nnyhHe 6orectu yn. MyT pokTopa
Bojsogute Fongmana 6p. 4, www.ipb-ild.edu.rs
- : Cpemcka KameHnuya
WHCTUTYT 32 oHKkonorujy yn. Myt pokTopa
BojsoavHe-Cpemcka Fongmana 6p. 4, www.onk.ns.ac.rs
Kamenuua Cpemcka Kamenuua
Cy6Botuua Onwra 6onnvua Cybotuua ¥Yn. N3sopcka 3, ‘bolnicasubotica.com
Cy6otuua
. YHUBEP3NTETCKU KIMUHUYKMA .
Kparyjesau wenTap Kparyjesau yn. 3maj JosuHa 30 www.ke-kg.rs
Yxuue 3apaBcTBeHM LieHTap Yxuue yn. Munouia WWW.Zcue.rs

O6peHosuha 17
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http://www.udk.ba.ac.rs
http://www.imd.ora.rs
http://www.nepsido.rs
http://www.kcs.ac.rs
http://www.kbczemun.rs
http://www.kbczvezdara.rs
http://www.izzzdiovns.rs
http://www.kcv.rs
http://www.iob-ild.edu.rs
http://www.onk.ns.ac.rs
http://www.bolnicasubotica.com
http://www.kc-ka.rs
http://www.zcue.rs

yn. Op Oparvwe

Yavak Oniwita 6onHuua HYavak Muwosviha 6p. 205 www.obcacak.co.rs
Onm;:g:g:%? ,,leljgélaa:a K yn. Nona Kapana 6p. 4 www.balnica015.0rq.rs
Labay
SApa e SeNTaP yn. Bonkua 6p. 65 www.zcloznica rs
3ApaBCTBEHU LieHTap ¥Yn. Cunrsenuhesa 6p. o
Basbeso Barbeso 62 www.zevalievo.rs
3petrbaHnH OnwTa 6onHuya 3peraHnH yn. Lip BaceSCaBMha Gp. www.bolnica.org.rs
YHNBEP3UTETCKN KIUHUYKK yn. Qp 3opaxa .
ueHTap Huw huHhuha 48 - kenis s
Huw

Onita 6onHrua AnekcnHaty,

yn. Momunna Monoswvha
144

www.zcaleksinac.rs

Kocoscka MuTtposuua

KAnHU4Ko BonHuuky LieHTap
Kocoscka Mutposuua

Axpu Jupana 6p. 10

www.kbckm.rs
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http://www.obcacak.co.rs
http://www.bolnica015.ora.rs
http://www.zcloznica.rs
http://www.zcvaljevo.rs
http://www.bolnica.ora.rs
http://www.kcnis.rs
http://www.zcaleksinac.rs
http://www.kbckm.rs

Hasus [loGasrbava: Ino-pharm d.o.o. Beograd

cerliponaza alfa za
le€enje infantiinog

NPUITOI 2 OKBUPHOI CITOPA3YMA- CNELNONKALNJA JIEKOBA CA LIEHAMA

JABHA HABABKA JIEKOBU 3A JIEHEHE PETKUX BOJIECTH, JH. BP. 404-1-110/24-39

Biomarin International

prasak sa

injekcionom $pricu

4 oblika neuronske / Brineura Limited, Co. Cork, rastvaratemza | 2po 150 set 48 2.558.036,80 10%
g intraventrikularnu mg
ceroidne Irska infuziiu
lipofuscinoze CLN2 )
Biomarin International koncentrat za 1 ma/ml:
8 elosulfaze alfa 0055012 Vimizim Limited, Co. Cork, . . g/mt; bocica 2.820 91.048,90 10%
Irska rastvor za infuziju 5mi
TAKEDA
PHARMACEUTICALS 30 ma/3 iniekcioni
26 Ikatibant 0055009 Firazyr INTERNATIONAL AG | rastvor za injekciju mlg Jé fic 488 183.903,40 10%
IRELAND BRANCH - P
Irska
conestat aifa, za Pharming prasak i rastvaraé
29 le€enje hereditarnog / Ruconest Technologies B.V., za rastvor za 2100U bodica 362 86.437,00 10%
angioedema Holandija injekciju
. Eurofins PHAST pradak za rastvor - o
30 metreleptin / Myalepta Gmbh za injekciju 5,8mg bodica 480 110.017,35 10%
33 velmanaze alfa / Lamzede Chiesi Farmaceutici koncentrat za 10mg bogica 20 130.043,54 10%
S.p.A, ltalija rastvor za infuziju
TAKEDA rastvorom z2
PHARMACEUTICALS s.c.davanje i/ili injekcioni
34 lanadelumab 0055014 Takhzyro INTERNATIONAL AG ras.tv.or 23 i rj1 ke 300 mg Jé fic 168 1.353.093,30 10%
IRELAND BRANCH - Injexe P
Irska u napunjenom




MPUJIOI 2 OKBUPHOIC CITOPA3YMA- CITELINONKALINJA JIEKOBA CA LIEHAMA

JABHA HABABKA JIEKOBY 3A JIEYEHE PETKNX BOJIECTU, JH. BP. 404-1-110/24-39

37 fenfluramine Fintepla M'”m?;'gt I;Ir:zlathcare oralni rastvor 2,2 mg/ml mi 3.840 3.153,00 10%
Eisai Manufacturing . o
38 perampanel 10 mg Fycompa Limited, Hatfield, UK film tableta 10 mg tableta 960 2.600,00 10%
ivacaftor/tezacaftor/el ALMAC PHARMA 75mg/ 50
40 axacaftor Kaftrio SERVICES film tableta mg/ 100 pakovanje 651 1.154.240,68 10%
(IRELAND) Ltd., Irska mg
ALMAC PHARMA
41 ivacaftor 150 mg Kalydeco SERVICES film tableta 150 mg pakovanje 564 739.435,18 10%
(IRELAND) Ltd., irska
ALMAC PHARMA
42 ivacaftor 75 mg Kalydeco SERVICES film tableta 75 mg pakovanje 136 739.435,18 10%
(IRELAND) Ltd., Irska
ivacaftor/tezacaftor/el ALMAC PHARMA 75 mg/ 50
43 axacaftor - granule Kaftrio SERVICES granule mg/ 100 kesica 5 1.154.240,68 10%
9 (IRELAND) Ltd., Irska mg
ivacaftor 75 mg - ALMAC PHARMA
44 ranule 9 Kalydeco SERVICES granule 75 mg kesica 8 739.435,18 10%
g (IRELAND) Ltd., Irska
Biomarin International prasak i rastvarac 056
51 vosoritide Voxzogo Limited, Shanbally, za rastvor za m ! bocica 1.920 57.869,67 10%
Cork, Irska injekciju 9
Takeda
52 velaglucerase alpha Vpriv Pharmaceuticals pras.zaotop.za | 400UI20 | oo 136 145.990,62 10%
International AG, inf. mi
Dablin, Irska
AOP Orphan
67 treprostinil Tresuvi Pharmaceuticals rastvor za infuziju | 2.5 mg/ml mi 760 11.973,15 1C%
GmbH, Austrija




NMPUIIOI 2 OKBUPHOI™ CITOPA3YMA- CMIELINOUKALINJA JIEKOBA CA LUIEHAMA

JABHA HABABKA JIEKOBU 3A JIEYEHLE PETKUX BOJIECTHU, JH. BP. 404-1-110/24-39

69

galsulfaza

Naglazyme

Biomarin international
Limited, Co. Cork,
Irska

koncentrat za
rastvor infuziju

1po5mg
(1mg/ml)

bocica
staklena

32

156.593,14

10%




