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OKBWPHU CMOPA3YM BP. 87-1/26
3A JABHY HABABKY OPUTMHATTHU U UHOBATUBHW NEKOBU — JIEK RISANKIZUMAB
JH 6p. 404-1-110/26-55

1. YBOAHE HANOMEHE WU KOHCTATALMUJE

1.1. Hapyuunay v Jobasmsay y yBOAY KOHCTaTyjy:

1)

6)

Aa Hapyuunay uma obasesy aa, sa noTpe6e SAPaBCTBEHNX YCTaHOBa Ca KojuMa MMa 3aKkrbyyeH
YroBOp O MNpyxatby 3ApaBCTBEHE 3alTWTe, CripoBege NocTynak jaBHe HabaBke OpuruHanHu u
WHOBATWBHM NeKoBM — nek risankizumab, a cxogHo Ypeabu o nnaxuparsy 1 BpcTu poba v ycnyra 3a
Koje ce crnpoBoAe LeHTpanu3oBaHe jaBHe HabaBke ("Cnyx6eHu rnacHuk PC", 6poj 34/19 n 64/19,
17/20, 21/20, 51/22, 66/23, 55/24 1 66/25)

Aa je Hapyuunau cnposeo noctynak npeaMeTHe jaBHe Habaeke y ume u payvyH 34paBCTBEHMUX
ycTaHoBa u3 [lnaHa mpexe 3apaBCTBEHMX yctaHosa y Penybnuun Cpbuju, (y garbem TEKCTY:
Kynuw).

Aa Ce OKBUMPHU CropasyM 3akibydyje Ha OCHOBY CNpPOBEAEHOr OTBOPEHOr NOCTYynKa jaBHe HabaBke
OpuruHanku U UHOBaTUBHYW NEKOBN — nek risankizumab, 6poj 404-1-110/26-55,

A3 OKBWPHUM cnopasym 3sakrbydyje Hapyuunay y csojctey Tena 3a UeHTpanusosaHe Habaske y
cMucny YnaHa 79. 3akoHa o jaBHWM Habaskama ("Cnyx6eHn rnacHuk PC", 6poj 91/19 n 92/23), 3a
Pa4yH sapaBCTBEHNX ycTaHoBa HasefeHux y Mpunory 1 osor cnopasyma,

Aa je Hapyuunau, Ha ocHosy Oanyke 6p. 405-405/2026-6 og 30.06.2026. roavHe, nsabpao noHyay
noHyhaya Medica Linea Pharm doo Bp. 4224/26, y cknagy ca Kojom ce sakrby4yyje oBaj OKBUPHMU
cnopasym,

Aa he ce y uuby peanusauuje jaBHe HabaBke Ha ocHoy OkBsuMpHOr cnopasyma 3aKrbyymBaTtu
nojeAnHayHn  yrosopu namehy Kynua u [obasrbaua, y3 cynotnuc Peny6nuukor conga 3sa
SAPaBCTBEHO ocurypare, kao Hapyunoua u nnatuoua y UMe u 3a pavyH Kynaua, y cknagy ca
3akrbyykom Bnage PC 6p. 401-3252/2022 on 14.04.2022. roguHe u WNHCcTpykumjom 3a eukacHuje
yNpaerbake CUCTEMOM (buHaHCHpara 34paBCTBEHE 3alTuTe U KOHTpOne TpollkoBa neyera

ocurypahux nuuya Penybnuykor doHga 3a 34PaBCTBEHO ocurypawe (y [arbem TEKCTY:
WHcTpykuuja),

Aa he ce sa nekose koju ce u3fajy Ha peuent y uurby peanusauvje jaBHe HabaBke Ha OCHOBY
OkBupHor cnopasyma SaKiby4nBaTi nojeAuHaYHN yrosopu nsmehy Kynua u lo6asrsava y nnucaHoj
dopmu.



2. NPEOMET CMOPA3YMA

21,

2.2,
2.3.

2.4.
2.5.
2.6,

2.7

2.8

MpeameT oBor crnopasyma je yTephuBame ycnosa noj kojuma he ce 3akrbyyuBaTit YroBOPU O jaBHO]
Habasuy OpurvHanHu U UHOBaTWBHW NeKkoBW — Nek risankizumab nameRy Kynua n Jobasrbava, y3
cynotnuc Hapy4noua.

[lo6pa koja cy npeameT oBor criopasyma bnvxe cy aecduHncana y MNpunory 2 osor cnopasyma.

YKONMKO, TOKOM Tpajarsa OBOr criopadyma, ek Koju je npegmeT oBor crnopasyma byae ckuHyT ca Jlucte
NeKoBa Koju ce Nponucyjy U n3aajy Ha TepeT cpeacrtaBa obaBe3Hor 34paBCTBEHOr OCUTypata, OAHOCHO
BpucaH n3 Oanyke o HajBULLMM LeHama nekoBa 3a ynoTpeby y XymaHoj MeANUVHY, a Yuju je pexnm
n3faeara Ha peuenT, WCTW ayTomaTcku npectaje fga Oyde npeameT oBor crnopasyma, 6es
3akSbyymBata AHeKca OKBMPHOr cnopasyma.

Y cnyyajy us Tadke 2.3 osor crnopasyma Hapyuvnau je ayxaH aa obasectun [Jo6asrbava u Kynue.
OBaj OKBUPHM Criopasym ce 3akrbydyje Ha nepuoa oj 12 (ABaHaecT) Meceumn oA fiaHa 3akrbydera.

KonuuuHa aobapa HaseaeHa y Mpunory 2 je okBupHa konuyuHa 3a notpebe Kynaua 3a nepuog oa 12
(ABaHaecT) meceuu.

YkynHa yroBopeHa konuuuHa aobapa 3asucu of notpeba Kynaua v pacnonoxveux puHaHCUjcknx
cpeacTaa Kynaua 3a Ty HamMeHy 1 UcTa MOXe Aa Ce pasnukyje of konuiyvHa HasegeHux y Mpunory 2.

Tokom nepvoaa Baxera OBOT OKBUPHOT CNopasyma, MOXe Ce 3aKiby4nTu BULLE yroBopa, Y 3aBUCHOCTY
on cTBapHux notpeba Kynaua.

3. NPABA 1 OBABE3E HAPY4YUOLIA U DOBABJbAYHA
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3.2.

Hapyuvnay je ayxax aa:

1) npasoBpemeHo ofaselwwTasa [Jo6aBrbaya O YukeHMUAmMa koje Cy OA 3Havaja 3a peanusauujy
weroenx obasesa, a nocebHO Aa ra npaBoBpeMeHo MHdopmuy o notpebama Kynaua kaga oHe
npenase konuuuHe n3 OKBUPHOT criopasyma.

2) Bpwm nnahawe [oGaBrbavy, y ume n 3a padyH Kynauya, no ocHoBy Aocnenumx obasesa Kynaua
npema [loBasrbady, 3a ucnopydyeHa [fobpa koja ce duHaHcupajy u3 cpeacTtasa obasesHor
3[[paBCTBEHOr OCUrypakba yTpoLLeHa 3a Nieverse ocurypaHux nuua P®30, y cknaay ca 3akrby4eHum
yrosopvma o cnposofemwy 1 uHaHCUpatby 34paBCTBEHE 3aLUTUTE.

3) npubasn carnacHocT [loGaBrbaya 3a yrosapare Behe KonuumHe oA OKBUPHE KonuunHe U3
OKBMpHOT criopasyma, 6e3 3akrbyyetrba aHeKkca OKBUPHOr Cnopasyma, yKONMKO BpEAHOCT UCTOT Huje
peanv3osaHa,

4) opobpasa 3axTeBe 3a MCnopyky, koje Kynuu Ha OCHOBY 3aKrby4eHor yrosopa JocTaBrbajy nyTem
Be6 annukauvje P®30 ,Moptan duHaHcwja“, y cknagy ca MWHCTpykunjom v KopucHu4kum
ynyTCTBOM,

[obasrbay je ayxaH aa:
1) Ha noaue Hapyuvoua/Kynua 3akrmbyyu yroeop o jaBHoj Habasuu y cknafy ca oBuM CnopasyMom;

2) w3BpluaBa yroBopHe obasese y CBEMY Y CKnajy ca OBUM CrOpa3yMOM U NojeanHaYHUM yrosopom,
y YrOBOPEHWUM POKOBUMA;

3) oamax no casHarby, MUcaHnm nytem, obasectv Hapy4noua o YnkeHnuama Koje B Morne fa 3HaTHO
oTtexajy unu onemoryhe cHagbesate Kynaua;

4) obesbeam Aa fobpa koje ncnopydyje Hemajy npasHe unw mMartepwvjanHe HefocTaTkKe,;

5) obesbenu fAa Aobpo Moxe GUTW y NPOMETY TOKOM Uenor nepuoaa Tpajatba OKBMPHOr crnopasyma,
OAHOCHO MojeAnHaYHor yroeopa;

6) ucnopy4yje gobpa y cknagy ca yroBOPEHUM KOnuyuHama v yroBOPEHUM KBANUTETOM, y cBemy y
cknagy ca Hanorom 3a Habasky;

7) CHOCM CBe TPOLLUKOBE KOjU HacTaHy kao nocneauua yknararba pnobapa ycnep rpetke [lobasrbaya
unu npouseohaya.

8) wucnopydyje Aobpa ca pokom Tpajatba He kpahum oa 9 meceuu o4 AaHa WCMOpyKe, a WU3y3eTHO,



ykonuko je npoussofauku pok 9 Meceum unu kpahe, pok Tpajatba nobpa He moxe 6uTn kpahu o
2/3 nponsBoRaukor poka.

4. KOPUCHULIM OKBUPHOI CMOPA3YMA

4.1

4.2

4.3

4.4

5.1

0:2
9:3

KopucHuuw okeupHor cnopasyma cy sgpascTeeHe ycTaHose U3 Mnaxa MpexXe 34paBCTBEHUX yCTaHOBa
y Peny6nuumn Cpbujn koje umajy 3akrbyyeH yrosop ca Hapyuvouem o npyxarwy u cuHaHcuparsy
34paBCTBEHE 3alUTUTE M3 00aBe3HOr 3APaBCTBEHOr OCUrypatsba.

Y npunory 1 okBupHor cnopasyma - Cniucak kopucHuka (Kynaua), cy HaseaeHe 3[paBCTBEHE yCTaHOBE
KOje y TPEeHYTKy 3aKrbyyetsa OKBUPHOT CNOpasyMa UMajy 3akrbyyeH YroBOp 0 Npyxatby 1 hrHaHcuparsy
3APaBCTBEHE 3alITUTE U3 0baBesHoOr 34paBCTBEHOr OcUryparsa ca Hapyunouem, a koja noapasymesa
ynoTpeoy riekosa Koju Cy NpeAMET OBOT OKBUPHOT CMOpasyma.

YKONUKO y TOKy Tpajarea OKBUPHOr CNopasyMma, 34pascTeeHa ycTaHoBa koja Huje HaBedeHa y Mpunory
1 - Cnucak kopucHuka (Kynaua), uma notpeby sa fobpuma koja cy npegmeT oBor cnopasyma,
Hapydnnau he axypupatu Mpunor 1 - Cnucak kopucHuka okeupHor cnopasyma (Kynaua), y cmucny
AoAaBara 3naBCcTBeHe ycTaHose kao Kynua Ha uctu, 6es sakrbyynBama AHekca OKBUPHOT crnopasyma.

Hapyuunau je ayxaH ga axypupaHu cnucak us Tadke 4.3. oBor cnopasyma, aoctasu [lobaBrbauvy.
CMPOBOBEHE OKBUPHOI CMTOPA3YMA

Kasa HacTaHe noTpeba Kynua sa gobpuma koja cy npeameT OkBUpHOr cnopasyma, [lo6asrbay 1 Kynau,
noTnucyjy jeAaH unu BuLLie yrosopa o jaBHoj Habasum y CKnaay ca jeAnHuYHuM LeHama yTepheHnm y
OBOM crnopasymy, y3 cynotnuc Hapyuuoua.

Mepnop Baxetba yroBopa Koju ce 3akrbyuyjy Ha OCHOBY OBOT crnopasyma ce yTephyje yrosopom.

Hapyuunay u Kynuu He rapantyjy [obGasrbady aa he yrosopuTu KonuYmHe HaseneHe y lMpunory 2, u
He OArosapajy 3a noteHuwjanHy wreTy kojy [obaerbay Tpnu ycnep yrosapaka KonuyuHa Marux of
KonuynHa HaeedeHux y Mpunory 2.

6. LIEHA, YCITOBU U POK MNTARAHA

6.1

6.2

6.3

6.4

6.5

6.6

LleHe u3 cnopasyma cy jeanHuyHe yeHe Aobapa Koja cy npeaMeT OBOr cnopasyma u ucte CYy HaBeaeHe
y Mpwunory 2.

LleHa 3 cnopasyma mMoxe aa ce npomeHu y cnyvajy aa 36or usmeHe Mpasuntuka o JNlnctu nekosa Koju
Ce nponucyjy 1 n3aajy Ha TepeT cpeAcTaBa obasesHor 3ApaBCTBEHOr ocurypara, ogHocHo Oanyke o
HajBULLMM LeHama nekosa 3a ynoTpeby Yy XyMaHoj MEANLUMHY, @ YUj1 je pexum n3gasarba Ha peuenT
Aofe 4o NpomMeHe LieHe Nneka ycrnes Koje LeHa us Cnopasyma nocTaje Buwa o UeHe ua MpasunHuka,
oaHocHo Oanyke. Y ToM cryuajy, LeHOM U3 oBor cnopasyma, cmatpahe ce ueHa us MpaBunHuka,
oAHocHO OAanyke, koja ce ayToMaTcku NpuUMetsyje, AaHOM CTynawa Ha cHary [MpaBunHuka, ogHOCHO
Oanyke, 6e3 3akrbyymBara AHekca.

YKOUKO Ce, TOKOM Tpajara OBOr cnopasyma, ueHa 3a nek Koju je npegmeT OBOr cropasyma yBeha Ha
NucTn nekosa 3a usHoc npeko 5 npoueHata y of4Hocy Ha LeHy yTepReHy MpasunHukom o fluctu nekosa
Koju ce nponucyjy u u3gajy Ha TepeT cpeacTasa 06aBe3Hor 3APaBCTBEHOr ocurypama, [Jobasray uma
NpaBo Ha ysehatbe LieHe s cnopasyma u To 3a npoueHaT Koju NpeAcTasrba pasnuky usmely npoueHTa
yBehawa ueHe neka u 5 npoueHata. O HaBeaeHO] MPOMEHU LeHe, Hapyyunay he pocrasuTu

obasewwTere [lo6asrbady n Kynuuma, u cneuncukalmjy nekoBa ca npomMereHUM LeHama he o6jaBuTyu
Ha CBOjOj MHTEPHET CTpaHuuMm.

Mosehatbe LeHe neka, U3 npeTxogHor cTasa, padyHa ce camo y O4HOCY Ha LieHy UCTOr y nocrnesnHem
Baxkehem [MpaBunHuky o Jluctu nekoea Koju ce nponucyjy u wsaajy Ha TEepeT cpeacTaBa obasesHor
3APaBCTBEHOr ocuryparsa.

YKOnuko TokoM Tpajara OKBMpHOr cnopasyma [o6asrbay gocrasu Hapyuuouy saxTes 3a yMahehe
LeHe fobpa koju je npeameT oBor cnopasyma, LeHom 13 oBor cnopasyma cmatpahe ce UeHa gobpa n3
3axTeBa [lobaerbaya, o yemy he 6utn 3aKrby4eH AHEKC OKBUPHOT criopasyma.

Hapyuunay nnaha, y ume u 3a payyH Kynaua, ucnopyyeHe konuunHe Aobapa, no jeAMHNYHO] LeHU U3
OBOr cnopasyma, ynnatom Ha Tekyhu payyH [Jo6asrbava HaBeAeH y dakTypwm, HajkacHuje y poky og 90
AaHa o4 AaHa npujema akType, O4HOCHO Of faHa perncTpoBsara enekTpoHcke akType y cuctemy
€NeKTPOHCKMX dhakTypa, kaga ce cmaTpa aa je AYXXHUK NPUMUO eneKkTPOHCKY dhakTypy.




6.7 [obasrbay je AyxaH Aa, NPUNNKOM NCnocTaBrbaka pakType, NnocTynu y cknagy ca saxehum 3akoHom
O EMEeKTPOHCKOM haKkTypucamy.

6.8 Hapyuunay He ogrosopa 3a Hem3mupere obaBese 13 Tayke 6.6 y yroBOpeHOM POKy, y cnyyajeBvnma
kaga Kynau n [Jobaerbay Hucy noctynunu y cknagy ca VHCTpyKkumnjom n TEXHUYKMM ynyTCTBOM.

6.9 Hapyuunay Hema obaBesy fa nsBplun nnahare KonvynHa koje HUCY y cknagy ca Hanorom 3a Habasky

U HUje oaroBopaH 3a LWTeTy kojy aobaerbad npeTtpnu 36or Hennahawa WCnopyveHe KOonuyuHe Koja
npenasu konuynHy n3 Hanora 3a Habasky.

6.10 JeguHn4yHa LeHa U3 osor criopasyma ce ycknafyje ca oppenbama nocebHor yroBopa, Ha HauvH
aeduHucaH nocebHUM yreopom.

7. BPEOHOCT OKBUPHOI CITOPA3YMA

7.1 YkynHa BpPeAHOCT OBOr criopasyma usHocu 42.741.108,48 aunapa 6es MAOB, ogHocHo 47.015.219,33
avHapa ca MNaB.

8. KBAITUTET U KONTUYUHE

8.1 KeanuTet aoBapa koja Cy npeaMeT OBOr Cnopasyma Mopa y MOTMyHOCTU OArosapatu Baxehum

gomahum unn MefyHapodHUM cTaHfapiuma 3a Ty BpcTy Aobapa 4 yBepewuma O KBanwutety u
aTtecTuma.

8.2 Kynay je osnawheH Aa BpLM KOHTPOIY KBanuTeTa ucnopyyeHunx aobapa y 6uno koje speme u 6e3s
npeTxoHe HajaBe Ha MecTy npvjema, TOKOM Unu mocne UCMopyke, ca nNpasoM Aa y3opke fobapa v3
610 Koje UCMopYyKe [4OCTaBU He3aBUCHO] CneLnjann3oBaHoj NHCTUTYUNU paau aHanuse.

8.3 Y cnyuyajy Kaga HesaBUCHa cCreuujanu3oBaHa WHCTUTyuuja YTBPAU OACTynawe Of YrosopeHor
kBanuTeTa aobapa, TPOLIKOBM aHanuae nagajy Ha Tepet [Jobaerbava.

8.4 KpaHTuTaTuBHM npujem aobapa BpLM Ce NpUnUkoM npujema y marauuHy Kynua y npucycrtsy
npeacTtasHuka Jobasrbava. EBeHTyanHa peknamauwvja of ctpaHe Kynua Ha ucnopyyeHe konuduHe
Mopa 61T caunmeHa y nucarHoj popmu u foctasrbeHa [Jobasrbady y poky oa 24 (oBapeceTyeTVpy)
Yyaca.

8.5 Ykonuko 6WUNO Koja UCropyka He 3a[0BOfbM KBanWUTET WNW yroBopeHy konuuuHy, [obasrbauy ey
obaBe3u Aa je 3aMeHn UCMPaBHOM Y POKy oA 72 (ceaampieceTasa) Yaca.

9. UCNOPYKA U NMPUJEM
9.1 Wcnopyka je cykuecusHa v BpLun ce npema notpebama Kynaua.

9.2 [obaBrbay je AyxaH Aa Ucrnopyuu konuyuHe ogobpeHe oA ctpate Hapyunoua, HaseaeHe y Hanory 3a
HabaBky.

9.3 Pok ucnopyke yTephyje ce yroBopoM W u3Hocu 3 AaHa padyHajyhu on AaHa npwjema Hanora 3a
HabaBKy/ 3axTeBa 3a UCMOPYKY.

9.4 MecTo vcnopyke cy marauuHu Kynaua, ocum ako w3 OBjeKTMBHWX pasnora, Hapyuvnnau/Kynau He
oApean yroBopoMm Apyry nokauujy ncnopyke. TPOLUKOBU TpaHcnopTa v eBeHTyanHn Apyru TpOLLKOBM
yKIby4eHu cy y ueHy u Hapyunnau ux noceGHo He npusHaje.

10.CPECTBO OBE3BEBEHA 3A UCMNYHEHE YTOBOPHUX OBABE3A

10.1 [lobaBrbay je obasesaH aa y poky of 10 naHa of AaHa noTnucueara OKBUPHOT cnopasyma, AoCcTasw
Hapyunouy Heonosusy, 6esycnosHy, nnatuBy Ha MpBy nosvs K 6e3 npaBa npoTtecta, OaHkapcky
rapaHuUmjy 3a UCMyrere yroBopHux obasesa, y BUCUHW OA 2% Of BPEAHOCTU 3aKrby4EeHOr OKBUPHOT
cnopasyma 6e3 NAB.

10.2 CpencTBo obesbefersa 3a ucnymwere yrosopHux obasesa ocTtahe Ha CHasu ca POKOM Baxera He
kpahum og 40 (YeTpaeceT) faHa of AaHa UCTeka BaxeH-a OKBUPHOT cnopasyma.

10.3 Hapyuunay Moxe yHOBUMTU cpeacTBo obesbefersa 3a nCnyHere YroBOPHUX obaBesa, YKOMUKO
obaBe3e No OKBUPHOM CMopasyMy U yroBopuMa 3akiby4eHM Ha OCHOBY OKBMPHOT cnopasyma He oyay
BnaroBpeMeHO NN NPaBUHO pean3oBaHe, OAHOCHO yKonuko [lobaerbay npectaHe Aa ux peanuayje.

10.4 Hapyuunay mMoxe yHOBUMTW BaHkapcky rapaHuujy Hajsulle Ao M3HOCa OA 2% op HepeanuaoBaHe
BpegHocT fobapa 6es T10OB, Ha Koja ce OOHOCU Hewcnyrere obaBe3za MNO OKBUPHOM



cnopasymy/yroBopumMa 3akrby4eHUM Ha OCHOBY UCTOT.

10.5  CpeactBo obesbehera 3a ncnywere yroBopHux obasesa u3 Tadke 10.1 oBOr unaHa Bay 3a
ucnyretbe obasesa no ceMM yrosopuma Koje je HAoBaerbay, Ha ocHosy osor OKBMPHOr crnopasyma,
3akrby4mno ca Hapyunouem u Kynuuma y Toky Baxersa UcTor.

10.6 Hapyuunau he Ha 3axTeB [o6asrbava NPUXBATUTU KBapTanHo ymawetre 6aHkapcke rapaHuuje 1 To 3a
MN3HOC 1cnopy4eHnx fobapa y NpeTxofHOM KBapTany, a HajBuLLe Ao BpeAHoCcTH of 85% ucnopyuyeHux
AobGapa 3 oBor cnopasyma, o Yemy he o6aBecTUTH Hobasrbaya y poky oz 15 (neTHaecT) faHa oa aaHa
npvjema 3axTesa.

10.7 CpeactBo o6esbehetrba 3a [o6po u3BpLUerse nocna he HAobaerbavy 6uTH BpaheHo HakoH ncTeka poka
13 Tauke 10.2. oBor YnaHa, Ha saxTeB [lo6asrbaya.

11.BULLA CUNA

11.1 Hactynatse Buwe cune ocnoGafa oA oAroBopHOCTU cTpaHe y Cnopasymy 3a Kalltbetbe y u3Bpluey
obaBesa u3 cnopasyma. O aatymy HacTynarba, Tpajatby U AaTymy npecTaHka Bulle cune, CTpaHe y
cnopasymy cy obasesHe fa jeaHa apyry obaBecTe nUCMEHUM nyTeM y poky oA 24 (aBagecetyeTnpm)
Yaca.

11.2 Kao cnyyajesu BuLwe cune CMaTpajy ce eKCTpeMHU 1 BaHpeAHK fgorafaju koju ce He MOry npeasunaeTu,
Koju cy ce poroaunu 6e3 Borbe u yTUuaja cTpaHa y OKBupHOM cnopasymy U Koju Hucy mornu 6utu
CMpeYeHn op cTpaHe norofleHe BULIOM CUNOM. BUWOM curom ce MOry cmartpatu npupojHe
katacTpode (3emrboTpecu, noxapw, nonnase), eKCnnosuje, TPaHCMopTHe Hecpehe, umnepaTusHe
OANyke opraHa BnacTu n Apyru cny4ajesu, Koju cy 3aKOHOM yTBphenn kao BuLwa cuna.

12.CNOPOBMU
12.1 CtpaHe y cnopasymy cy carnacHe Aa Ce eBeHTyarHun Cnoposw peluasajy crnopasymHo, a y cnyvajy aa

CE€ CNOp He MOXe pelmTV CcnopasymHum nyTem, yTBphyje ce cTBapHa W MecHa HagnexHoCT
MpuepeaHor cyaay Beorpagy.

13. UBMEHE U [JONYHE OKBUPHOI" CMIOPA3YMA

13.1 UsmeHe 1 fonyHe oksupHor cnopasyma moryhe cy y cknagy ca 4naHom 156-161. 3akoHa o jaBHUM
HabaBkama.

13.2 Hapyunnay n [lo6aemay cy carnacHu ga he ce namene W AONyHe OKBUMPHOr criopasyma BpLUNTH
3ak/by4etbem AHeKca OKBUPHOT criopasyma.

14. PACKMI OKBUPHOI CNIOPA3YMA

14.1Y cnyuvajy 6utHUX nospesa oApepaba cnopasyma unu nospega Koje ce noHaBrbajy, cnopasym Moxe aa
PackuHe ceaka yrosopHa cTpaHa. Packug cnopasyma saxTesa ce AUCMEHUM NyTeM, y3 packugHu pok
oa 10 (pecert) gana.

14.2 Packug cnopasyma us pasnora HaeseaeHux y ctaBy 1. oBor ynaHa moryh je camo ykonuko je apyra
CTpaHa y cnopasymy npeTxofHO yno3opeHa Ha BGuTHe MOBpeAe unu nospefe Koje ce noHasbajy
YKONUKO NCTe HUuje OTKNOHWUMA Y OCTaBrbeHOoM POKY Koju MOpa 6uTi pasymaH.

14.3 Packua cnopasyma us pasnora HaeeAeHUX y cTaBy 1. oBOr YnaHa Moxe Aa U3BpLUKM camo cTpaHa y
cnopasyMy koja je cBoje gocnene o6asese u3 Cnopasyma y noTnyHocTu u 6naroBpemeHo usspLunna.

14.4 Packupom okeupHor cnopasyma npectaje MoryhHOCT 3akrbyuetrsa yrosopa usmehy [o6asrbaya,
Hapyuuoua u Kynaya.

14.5 Packui okeupHor cnopasyma Hema yTuLaja Ha yroBop 3akrbyyeH Ha OCHOBY OBOTr cCropasyma v UCTu ce
“3Bpliasa y cknaay ca ogpenGama yrosopa M osor cnopasyma, ocum ykonuko Hapyuunau, yeHehu
OKONHOCTU KOHKPETHOT cryyaja, He oayyu apyraduje.

15.NOCEBAH OCHOB 3A PACKWU[ OKBUPHOI CMIOPA3YMA




15.2 Hapyuunay uma npaeo 4a, y cnyyajy Aa Baxeha gossona 3a nek UcTude npe ucreka poka Tpajarea
OBOr OKBMPHOT criopasyma, 3axtesa of [lobaBrbaya Aa AOCTaBN NUcaHy usjasy Hocuoua Aossone Aa
he 3a noHyheHn nek NogHeTV 3axTes 3a OBGHOBY [03BONE 32 feK y Cknaay ca 3akoHOM O fieKoBUMa W

MeanuMHCKkUM cpeacTeuma (,Cnyx6eHu rnacHuk PC*6p. 30/10, 107/12, 105/17—-ap. 3akoH n 113/17-
Op. 3aKOH).

16.3AKIbYYEHE OKBUPHOIT CMTOPA3YMA
16.1 OBaj cnopasyMm 3akrbyuyje ce AaHOM MoTnucuBarea of ctpaHe Hapyuvoua v [lobaerbava.
16.2 OKBUPHYM Cropasym ce NpuMetbyje of AaHa 3akrbyvetrba.

16.3 Ykonuko [oBaBrbay He [OCTaBUM TpaxeHO cpeacTso obesbeferba 3a A0OPO W3Bpliere nocna,
cmaTpahe ce [a OKBUPHW CropasyM Huje Hu 610 3akrbyyeH

17.3ABPLUHE OOPEOBE
17.1 CacTasHu 4e0 OBOr crnopasyma Cy v HEerosy Npunosun, Kako cneau:
Mpwrnor 1 - Cnucak KopUcHuKa okeBupHor cnopasyma (Kynaua)

Mpwnor 2 — Cneyudwkaluuja nekosa ca LeHama

HAPYYUOLIU OOBABJ/bAY
Peny611ukun GoHA, 3a 34paBCTBEHO OCUTYpatbe Medica Linea Pharm d.o.0
B.A. ANPEKTOPA OUPEKTOP
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[1PUJIOI" 1 OKBUPHOI™ C[TOPA3YMA — CITUCAK KOPUCHUKA OKBUPHOI™ CITOPA3YMA (KYTTALA)

JH BP. 404-1-110/26-55

JABHA HABABKA: OPUIrMHAJTHN U UHOBATUBHMU JIEK: OBU - JIEK RISANKIZUMAB

Cepuuwite u agpeca

¢m;)"j%"a Hasus 3gpaBcTBeHe ycTaHoBe 3apaBCcTBeHe 3BaHMYHa UHTepHeT agpeca
i ycTaHoBe
or, Wssopeka 3, www.bolnicasubotica.com
Cy6oruua Onwra 6onHuua Cy6oTuua Cy6oTnua : .
02. HAp Bace Casuha 6p. —
.bolnica.org.rs
3perbaniH OnwrTa 6onHnua 3peraHnH 5, 3perbaHiH www o]
03. Kukunga Onwra GonHuua CeHTa Kapaf]cog:]f asa Gt hospitalsenta.rs
Hype Jakwuha 110, .
03. Kukurga Onwra 6onHuua KuknHaa KuknHaa www.obki.rs
04. MaHueso OnwTa 6onHuua Bpuay A6paEL3upeLﬁgza o, WWW.obvrsac.com

04. MaHyeBo

OnwTa 6onHuua Manyeso

Munowa TpeBumLa
11, MaH4yeBo

www.bolnicapancevo.rs

OnwrTa 6onHuua "Ap Panugoj

BojsohaHcka 75,

05. ComBop CuMOoHOBHUR", ComBop ComGop www.bolnicasombor.org.rs
06. Hosu CneuwjanHa 6onHuua 3a peymarcke ®yToLwka 68 Shww shnovisad. co. i
Cap Bonectu Hosu Capg
06. Hosu WHCTUTYT 3a OHKOMOrUjy BojsoauHe, Iyt pokTopa Www.ahK ns.ac rs
Cap Cpemcka KameHunua FonamaHa 4
06. Hoeu WHcTuTyT 3a nnyhHe Gonecty Myt fokTopa wvw.ipbeild. r8
Cag BojBoanre, Cpemcka KameHuua longmana 4 WAWW.1p-11d.1s
WHctuTyT 3a 3apascTeeny 3awTnTy
06. Hosu ; . . .
Can Aeue n omnagvHe BojsoguHe, Hosun Xajayk Berskosa 10 WWww.izzzdiovns.rs
Cap
06. Hosu YHVUBEP3UTETCKN KINHUYKM LeHTap .
Can Bojsoante Hosu Cap Xajayk Berbkosa 1 WWW.Kcv.rs
OS'CZEBM Onwra 6onHuya Bpb6ac Ap anaza Heiha www.obvrbas.rs
07. Cpemcka Onwra 6onHuya Cpemcka
MuTposuLa MWTpoBUL Crapwu LWop 65 www.obsm.rs
Onwra GonHuua "Op Na3sa K. .
08. LWabau Nasapesuh"”, Llacal, Mona KapaHa 4 www.bolnica015.0rg.rs
08. Wabal 3ApaBcTBEHU LeHTap Nlo3Huya BonHuyka 65 www.bolnicaloznica.rs
09. BarseBo 34paBCcTBEHU LeHTap Barseso CuHhenuhesa 62 Www.zcvaljevo.rs
10. Onwra 6onHuua "Ceetu Jlyka"
Cmeaepeso CMenepeso KHe3 Muxawunosa 51 www.obsmederevo.rs
10. OnwrTa 6onHuua "CredaH Bucokn" g
Cmenepeso Cmepepescka Mananka Byka Kapayuha 147 WwWw.bolnica-palanka.co.rs
11. Bpatctea un
MoxapesaL OnwrTa 6onHuua Moxapesal e 135 WWW.obp.rs
11. OnwrTa 6onHuua MeTpoBay Ha
Moxapesay Mnasu Mopascka 2 petrovac.ob.rfzo.rs
12. Kparba MeTpa Mpeor :
Kparyjesay 3ApaBCTBEHM LieHTap Aparhenosau 6p. 62 Www.zcarandjelovac.orq.rs
12. YHUBEP3UTETCKU KIMHUYKM LueHTap :
Kparyjesay Kparyjesau 3maj JosuHa 30 www.ke-kg.rs

13. JaroguHa

Onwra 6onHuya JaroanHa

Kapahophesa 4

www.bolnicajagodina.autentik. net

13. JaroaunHa

Onwra 6onHnya hynpuja

Muogpara
Hosakosuha 78

https://bolnicacuprija.com/

13. JaroguHa

OnwrTa 6onHuua MNapahux

Majopa Mapka 12

https://www.obparacin.rs/




14. Bop

Onwrta bonHuua Bop

ﬂp Hparmme

Mwwosuha 1

htp://www.borbolnica.org.rs/

14. bop

Onwra 6onHuua MajoaHnek

KaneTaHcka 30

www.obm.rs

14. bop

3apaBcTBeHN LeHTap HeroTuH

Bapgwescka 4

14. Bop

3apascTBeHu LeHTap Knagoso

[dyHascka 1-3

www.zckladovo.co.rs

15. Bajeyap

3apaBcTBerU LeHTap Kibaxesal

4-Tv jynn 6p. 2

http://www.zcknjazevac.rs/

15. Bajevap

3apaBcTBeHMn LeHTap 3ajeyap

PacagHuyka 66

WWw.zCzajecar.com

16. Yxuue

3ApaBcTBeHM LeHTap Ykuue

Mwunowa
O6peHosuha 17

17. Yavak

3apaBcTBeHU LeHTap Mophsu
MwvnaHoBay

Bojsoae Munana 37

https://www.bolnica-gm.org/

17. Yavak

OnwTa 6onHuua Yavak

Op Oparuwe
Muwosuha 205

www.zccacak.rs

18. KparbeBo

Onwra 6onHuua "Ctyaexuua",

Jyr BorgaHosa 110

http://www.bolnicastudenicakyv.co.rs/

Kparseso
Ve FEEa Onwra 6onHnua Hoew Mazap P https://www.obnp.co.rs/
Mazap >Kuekosuha 6p. 1 i : Exicid
20.
Kpylesat Onwrta 6onHuua Kpywesauy Kocoscka 16 krusevac.ob.rfzo.rs
21 Ehil YHVUBEP3NTETCKN KNUHUYKK LeHTap | Op 3opaHa huHRuha Kenis.rs
Huw 48 e
21. Huw 34paBCTBEHU LeHTap AnekcrnHaly Momqmnzllonoamha www.zcaleksinac.rs
WHCTUTYT 32 nevere u
21. Huw pexabunutaunjy ,Huwka bawa“, Cpnckux jyHaka 2 www.radonnb.co.rs
Huw
22. ; . ‘
MNpokynrbe 3apascTBeHn ueHTap Mpokynrbe Macjauka 6p. 2 www.bolnicaprokuplje.com
23. Muport OnwTa 6onHuua Mupot EtlsaE= | T www.pibolnica.rs

66

24. leckoBal

OnwTa 6onHuua Jleckosal

Pape KoHuyapa 9

JoBaHa JaHkoBuha

25. Bpame 3apaBcTBeHu UeHTap Bpamwe fyrre 1 www.bolnicavranje.org
27. AN
KocoBo u K M&”;J;(;S:w::}(g;;e:ap AHpu QuHana 66 www.kbckm.rs
MeToxuja ——
28. beorpag WHCTUTYT 32 peymartonorujy Pecascka 69 www.reumatologija.org.rs
WHCTUTYT 3a 34paBCTBEHY 3aWTUTy
28. beorpag majke n geteta Cpbuje "Op BykaH Papoja Oakuha 6-8 www.imd.org.rs
Yynuh"
WNHCTWUTYT 3a OHKONorujy un
28. Beorpaa paanonoruyy Cpbuje, Beorpaa Macteposa Gp. 14 www.nere.ac.rs
28. beorpag YHuUBEp3uTETCKA AevYja KNUHWKa Tupwosa 6p. 10 www.udk.bg.ac.rs
KnuHu4yko-60onHmn4kn ueHtap " ’
28. beorpaa Bexanujcka Koca" Bexanujcka Koca 66 www.bkosa.edu.rs
KnuHnyko-6onHuukm ueHtap "Op Xepoja Munaxa . o e
28. beorpag [parwa Muwwoswh - Jeavibe” Tenvha 1 www.dragisamisovic.bg.ac.rs
28. beorpag KHMHWKOT%C;J:AH)/?.KM WERTH Bykosa 9 www.kbczemun.rs
KnuHu4ko-601HNYKN LeHTap Oumutpuja
28. beorpag "3peanapa’ Tyuosuha 161 www.kbczvezdara.org
28. beorpag YHMBep3MTeT%<:6K;'I|jlgHMHKM saile U Macteposa 2 www.Kcs.ac.rs
28. beorpag BojHomMeaunumHcka akagemuja LipHoTpascka 17 www.vma.mod.gov.rs




[1PUIIOI 2 OKBUPHOI" CITOPA3YMA — CMEUNOUKALNIA TIEKA CA LIEHOM

Saurruhienn JeouHuyHa YKynHa
MpegmeT Has3uB ®apmaueyTcku JauuHa Jeauuuua Crona YKynHa yeHa
wabinke JKN noHyReHor MpousBohay B Hoka Mepe Konuuuna | uena Ges LueHa 6e3 nos UsHoc NAB ca OB
no6pa naB noB
rastvor za injekciju P
risankizumab | 0014431 sKyRizi | ABBVIE CHRE. u napunjenom 75mg '"“zkcr'fc’p”' 392 109.033,44 | 42.741.108,48 | 10% | 4.274.110,85 | 47.015.219 33
- Italija injekcionom $pricu P




