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(y flaiteM TeKCTy: flo6aB/baH)

flaHa<”_./~.2023. roflUHe 3aK/bynyjy

OKBMPHM CnOPA3YM BP. 139-1/23
3A JABHY HABABKY J1EKOBM 3A JIEHEhbE PETKI4X BOJ1ECTM - mercaptamin kapsule za
lecenje cistinoze u osilodrostat
6poj JH 404-3-110/23-103
3A nAPTMJy1

1. YBOfIHE HAhOMEHE M KOHCTATALjMJE
1.1. HapynMnaq u flocaB/baH y yBOfly KOHCTaTyjy:

1) fla Hapynnnaq nmwa o6aBe3y fla, 3a noTpe6e 3flpaBCTBeHHx ycTaHOBa ca Kojnwvia UMa
3aiobyHeH yroBop o npywarby 3flpaBCTBeHe 3auiTWTe, cnpoBefle nociynaK jaBHe Ha6aBKe
JleKOBa 3a neneibe peTKnx 6onecTM, a cxoflHO Ypefl6n o nnaHuparby n BPCTU po6a n ycnyra
3a Koje ce cnpoBOfle qeHTpann30BaHe jaBHe HaSaBKe ("Ony>K6eHM rnacHHK PC" 34/19, 64/19,
17/20, 21/20 u 51/22),

2) fla je Hapynnnaq cnpoBeo nocrynaK npeflMeTHe jaBHe Ha6aBKe y wue u panyH 3flpaBCTBeHMX
yciaHOBa MB flnaHa impede 3flpaBCTBeHHX ycTaHOBa (y fla/beM TeKCTy: Kynpn),

3) fla ce OKBHPHU cnopa3yiw 3aK/byHyje Ha ocHOBy cnpoBefleHor nperoBapaHKor nodyriKa 6e3
o6jaBfbHBahba jaBHor no3MBa 3a jaBHy Ha6aBKy JleKOBM 3a neneite peTKnx 6onecTM-
mercaptamin kapsule za lecenje cistinoze M osilodrostat, 6poj JH 404-3-110/23-103,

4) fla okBUPHH cnopa3yM 3aK/bynyje Hapym/inaq y CBojCTBy Tena 3a qeHTpanu30BaHe HaSaBKe y
CMUcny nnaHa 79. 3aKOHa o jaBHUM Ha6aBKawia ("Cn. rmacHMK PC" 6p. 91/19 n 92/23), 3a
panyH 3flpaBCTBeHe ycTaHOBe HaBefleHe y llpunory 1 oBor cnopa3yMa,

5) fla je Hapynunaq, Ha ocHOBy OflnyKe 30-08/14 6p. 404.01-106/2023-30 Offl 23.11.2023.
roflUHe, n3a6pao KOHanHy noHyfly noHytjana Sanol S d.o.o. Beograd, 6p. 160/2023/1, sa
napTMjy 1, y cxnafly ca KOjoM ce 3aK/bynyje OBaj cnopa3yM,

6) fla tie ce y qM/by peann3afluje jaBHe HaSaBKe Ha ocHOBy OKBMPHOT cnopa3ywia 3aK/bynMIM
nojeflIMHanaH yroBop M3Met)y Kynga n flocaB/bana, y3 cynomnc Peny6nnnKor cpoHfla 3a
3flpaBdBeHO ocuryparte, Kao HapynMogqa M nnaTMoqga y MMe M 3a panyH Kynaqga, y CKnafly ca
3aiccbyHKOM Bnafle PC 05 6poj: 401-3252/2022 Ofl 14.4.2022. roflUHe M HHCTpyKgMjoM sa
ecpMKacHHje ynpaB/barbe cucieiwoM cpHHaHCuparba 3flpaBdBeHe 3ainTHTe n KOHTpone
TpooiKOBa nenerta ocurypaHnx nupa Peny6nnnKor cpOHfla 3a 3flpaBCTBeHo ocMryparee (y
fla/beM TeKCTy: HHCTpyKquja),

2. nPEfIMET CnOPA3YMA

21. lipefiMeT OBor cnopa3yMa je yIBpjMBai-be ycnoBa nofl KojuMa Fie ce 3aK/byHHBaTn
nojefIMHanHn yroBopn o jaBHoj JieKOBM 3a neneibe peTKnx 6onecTM - mercaptamin kapsule za
lecenje cistinoze u osilodrostat, u3Mef)y Kynqa M flo6aB/baHa, y3 cynoTnnc Hapynnoqa.

2.2, flocpo Koje je npeflMeT oBoT chopa3yMa 6nM>xe je flecpi/iHucaHo y lipunory 2 OBor cnopa3yMa.
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2.3.
2.4.

2.5.

2.6.

OBaj OKBi/ipHn cnopa3yM 3aKrbynyje 3a nepnofl oA 2 (fIBa) Mecega 0A flaHa nomucnBahta.

Koni/muHe flo6pa, HaBeAeHor y ripunory 2 cy OKBnpHe KonunuHe 3a ncnpe6e Kynaua 3a
nepnofl ofl 2 (flBa) Meceqga.

yKyrma yroBopeHa «koiuHnHa flo6pa, 3aBMCM oA noTpe6e Kynga u pacnono>KMBMx

CpMHaHOMjcKMX cpeAdaBa 3a Ty HaMeHy m MCTa MO>xe Aa ce pa3/inKyje oA KOJinnuHa
HaBeAeHnx y ripunory 2.

TokoM nepMOAa Bax<ehba OBor OKBnpHor cnopa3yMa, Mox<e ce 3aKlbyHHTnh BMiue nojeAMHanHMX
yroBopa, y 3aBHOHOCTU oa CTBapHMX noTpeca Kynaqa.

3. riPABA MOBABE3E HAPYHMOI4A MfIOBABJbAHA

3.1. HapynmiaM je Ay>«aH Aa:

3.11

3.1.2

3.1.3

3.1.4

npaBOBpeMeHO o6aBelLUTaBa floSaBibana o HMHbeHMgqaMa Koje cy 0OA 3Hanaja 3a peanM3agqMjy
H=eroBnx o6aBe3a, a nocecHO AS ra npaBOBpeMeHO MHdcopMMLLie o noTpe6aMa Kynga ” na
OHe npena3e yroBopeHe KonMMMHe MB O KBMPHOT cnopa3yMa;

BpuiM nnaTiahte flo6aBIT=ally, y MMe M 3a panyH Kynqa, no ocHOBy AOcnenMX o6aBe3a Kynga
npeMa flo6aBTbaHy, 3a ncnopyneHO AoSpo Koje ce ¢pMHaHCMpa MB cpeACTaBa o6aBe3Hor
3ApaBCTBeHor ocMrypahba yTpollieHO 3a nenenbe ocMrypaHMX nngqa P030, y CKnaAy ca
3aKibyHeHHM yroBopuMa o cnpoBofjetty M c~*MHaHcupafcy 3ApaBCTBeHe 3aujTHTe;

npn6aBH carjiacHOd flo6aBlbana 3a yroBapahbe Befie KonunuHe oA OKBMpHe KO/iMHMHe M3
OKBupHor cnopa3yMa, 6e3 3aKJtyHefca aHeKca OkBMPHOT cnopa3yMa, yKonnKo BpeAHOd mcToT
Huje pea;in30BaHa;

OAoSpaBa 3axieB 3a McnopyKy Koje Kynag Ha ocHOBy 3aKTbyHeHor yroBopa AOCTaBjta nyTeM
Be6 annuKaquje P030 ,llopTan djMHaHCMj@", y CKnaAy ca HHCTpyKgMjoM u KOPMCHMHKMM
ynyTCTBOM.

3.2. flo6aBrban je AywaH Aa:

3.21

3.2.2

3.2.3

3.24
3.2.5

3.2.6

3.2.7

Ha nucaHM no3HB HapynMoqa/Kynga 3aKlbynn yroBop o jaBHoj Ha6aBgM y CKnaAy ca oOBUM
cnopa3yMOM;

n3BpujaBa yroBopHe o6aBe3e y CBeMy y CKnaAy ca 0BUM cnopa3yMOM M nojeAMHaHHMM
yroBopoM, y yroBopeHMM poKOBUMa;

0AMax no ca3Hatt>y, nucaHUM nyTeM, o6aBecTH HapynMoga o MHH>eHngaMa Koje 6M Morne Aa
3H3THO OTe>Kajy vini OHeMoryTie CHaASeBahte Kynqa;

06e36eAn Aa Aobpo KOje Mcnopy-iyje HeMa npaBHe HUM MaTepMjanHe HeAOCTaTKe;

06e36eAM Aa Ao6po Mo>ke 6MTM y npoMeTy TOKOM genor nepMOAa Tpajafta OKBMPHOT
cnopa3yMa, OAHOCHO nojeAHHanHor yroBopa;

Mcnopynyje Ao6po y CKnaAy ca yroBopeHMM KonMHMHaMa M yroBopeHMM KBanMTeTOM, y CBeMy
y CKnaAy ca HanoroM 3a Ha6aBKy;

CHocM CBe TpoulKOBe KgM HacTaHy Kao noc/ieAMga yK/ianbafea Ao6pa ycneA rpewKe
floSaBibana vin npoM3BoFjaMa;

3.2.8 Mcnopynyje Ao6po ca POKOM Tpajaita oA HajMafee 9 (AeBeT) Meceqn OA ASHB McnopyKe, a

M3y3eTHO, 3a neKOBe HMIM je npoM3BotjaMKM poK 9 MeceqM MnM Kpafie, poK Tpajanba neKa He
MO>Ke 6MT™ KpafiM 0A 2/3 npoM3BO?]aHKor poKa.

4. KOPHCHHUM OKBMPHOr CnOPA3yMA

4.1.

4.2,

KopPMCHMK OKBMpHor cnopa3yMa je 3ApaBCTBeHa yciaHOBa M3 IlnaHa Mpe>Ke 3ApaBCTBeHMX
ycTaHOBa y Peny6;iMqM Cp6MjM Koja MM3 3aKlbyneH yroBop ca HapynMogeM o npywa’y M
¢sMHaHCMpalby 3ApaBCTBeHe 3aujTMTe MB o6aBe3Hor 3ApaBCTBeHor ocMrypatta.

y npnnory 1 OKBMPHOT cnopa3yMa - CnncaK KOPMCHMK3 OKBMPHOT cnopa3yMa (Kynaqa), je
HaBeAeHa 3ApaBCTBeHa ycTaHOBa Koja y TpeHyTKy saicrbyneTba okBMPHOT cnopa3yMa MMa
3aKTbyMeH vyroBop o npywaity M <£fMHaHOMpan=y 3ApaBdBeHe 3aujTMTe M3 o6aBe3Hor
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4.3.

4.4.

3flpaBdBeHor ocMryparba ca HapyMMoqgeM, a Koja noflpa3yMeBa ynoTpe6y flo6pa Koje je
npeflMeT oBor OKBMPHOT cnopa3yMa.

YkoiiMKko y TOKy Tpajaita OKBMpHor cnopa3yMa, 3flpaBCTBeHa yciaHOBa Koja Huje HaBefleHa y

IlpMnory 1 - CnMcax xopMCHMxa oKBMPHOT cnopa3yMa (Kynaqa), uMa noTpe6y 3a flo6poM Koje je
npeflMeT OBor cnopa3yMa, HapynMnaq fie awypMpaTM npunor 1 - CnMcax xopMCHMxa OKBMpHor
cnopa3yMa (Kynaqa), y CMMcny flOflaBaita 3flpaBCTBeHe ycrraHOBe Kao Kynga Ha MmctM, 6e3

3aiccbyHHBahba AHeKca OKBMPHOT cnhopa3yMa.

HapynMnaq je fly>K3H fla a>KypnpaHM cnMcax MB TanKe 4.3. oBor cnopa3yMa, flociaBM

flo6aBJbany.

5. CnPOBOfbEhbE OKBUPHOr CnOPA3YMA

5.1.

5.2
5.3.

KaAa HacTaHe noTpe6a Kynqa 3a floSpoM Koje je npeAMeT OKBMpHor cnopa3ywia, flocaB/ban M
Kynaq, y enexTpoHCxoj cpopMM, noTnMcyjy jeflaH M/M BMiue yroBopa o jaBHOj Ha6aBL(M y cxnaAy
ca jeAIMHMHHOM ueHOM yTBpfjeHOM y 0BOM cnopa3yMy, y3 cynoThMC HapynMoqa.

nepMOA Baweiea yroBopa kojM ce 3axjbynyjy Ha ocHOBy OBor cnopa3yMa ce yTBpfjyje yroBopoM.

HapyHMJiaut m KynqM He rapaHTyjy floeaBjbany Aa fie yroBopMTM xonMHMHe HaBeAeHe y npMnory
2, M He oAroBapajy 3a noTeHqMjanHy arreTy Kojy flo6aBJbaH TpnM ycneA yroBapaiba KonMHMHa
MahbMX oA KQJiMHMHa HaBeAeHMX y IlpMnory 2.

6. UEHA, YC/IOBM H POK [1/IATSArtaA

6.1.

6.2,

6.3.

6.4.

6.5.

6.7.

LjeHa MB cnopa3yMa je jeAMHMHHa qeHa A°6pa Xxoje je npeAMeT OBor cnopa3yMa M MCTB je
HaBeAeHa y IlpMnory 2.

YxonMxo TokoMm Tpajahba okBMPHOT cnopa3yMa floSaB/ban AOCTaBM HapynMoqy 3axieB 3a
yMaiteite geHe nexa KogjM je npeAMeT oBOT cnopa3yMa, qeHOM M3 0BOT cnopa3yMa cMaTpafie
ce gqeHa nexa MB 3axTeBa flocaB/bana, o neMy fie 6Mm 3aitrbyHeH aHexc oKBMPHOT cnopa3yMa.

HapyHMnaq nnafia, y MMe M 3a panyH Kynga, ncnopyneHy xonMHMHy Ao6pa no jeAMHMHHoj
geHM M3 OBor OKBMpHor cnopa3yMa, ynnaTOM Ha TexyfiM panyH flocaBrbana, HaBeAeH y
cpaiaypM, HajxacHMje y poxy oA 90 AaHa oA AaHa npnjeMa (fdaxType, OAHOCHO OA AaHa
perMCTpoBahba enexrpoHCKe cfraxType y CMCTeMy enexTpoHCKMX ¢DaxTypa, KaAa ce CMaTpa Aa
je Ay>KHMK npMMMO eneiapoHcxy cfiaxTypy.

flo6aBTbaH je AywaH Aa, npMnMKOM McnocTaBjbaiba cfcaxType, nocTynM y cxnaAy ca BawefiMM
nponMCMMa >ojM perynMiny OBy o6nacT.

HapyHMnaq He oAroBopa 3a HeM3MMpeite o6aBe3e MB TanKe 6.3. y yroBopeHOM poxy, y
cnynajeBMMa xaAa Kynaq M flo6aBTban HMcy nocTynMnM y cxnaAy ca HHCTpyxqMjoM ™M
T eXHVHKMM ynyTCTBOM.

HapynMnaq HeMa o6aBe3y Aa M3BpoiM nnafiarbe xonMHMHa xoje HMcy y cxnaAy ca HanoroM 3a
HaSaBxy M HMje OAroBopaH 3a WTeTy xojy Ao6aBlban npeTpnM 36or Hennafiaita McnopyneHe
xonMHMHe xoja npena3M xonMMMHy MB Hanora 3a Ha6aBxy.

7. BPEfIHOCT OKBMPHOr CflOPA3YMA

71

YxynHa BpeAHOCT oBoT chopa3yMa m3HocM 930.000,00 AMHapa 6e3 riflB, oaAHocHo 1023 000 00

AMHapa ca nflB.

8. KBAJ1MTET MKOJ1MMMHE

8.1.

8.2,

8.3.

KBanMTeT Ao6pa xoje je npeAMeT oBoT cnopa3yMa Mopa y noTnhyHOCTM OAroeapaTM Ba>xeliMM
AOMafiMM MM MefjyHapoAHMM CTaHAapAMMa 3a Ty BpcTy po6e M yBepeitMMa o KBanMTeTy M
aTecTMMa.

Kynaq je OBnaujfieH Aa BrIuM xoHTpony KBanMTeTa McnopyneHe po6e y 5Mno xoje BpeMe M 6e3
npeTxoAHe Hajase Ha MecTy npnjeMa, TokoMm MnM nocne Mcnopyxe, ca npaBOM Aa y3opxe

npoM3BOAa MB SMno xoje Mcnopyxe AocT3BM He33BMCHoj cneqMjanM30BaHoj MHCTMTyqMM paAM
3H3J1M36.

Y cnynajy xaAa He3aBMCHa cneqMjanM30BaHa MHCTMIyqMja yTBpAM OACTynaite oA yroBopeHor
KBanMTeTa npoM3BOAa, TPOUlkoBM aHanM3e naAajy Ha TepeT flocaB/bana.
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8.4.

8.5.

KBaHTMTaTMBHM npMjeM po6e BPLUM ce npunnKOM npujeMa y MarapuHy Kynga y npucycTBy
npeflcraBHUKa flo6aBrbana. EBeHTyarma pexjiaMagMja oA cTpaHe Kynqa Ha McnopyneHe

KonMHHHe Mopa 6 Mm™ canMHbeHa y nwcaHoj cfiopMM M AOCTaBrbeHa flo6aBj"baHy y poKy oA 24
(fiBa,qeceTHeTnpn) naca.

Y xo3iMx0 6nno Koja Mcnopyxa He 3aAOBorbn KBanmeT viv yroBopeHy xonMHMHy, flo6aBTbaH je
y o6ase3n fla je 3awieHM McnpaBHOM y poKy 0A 72 (ceflaivifleceTABa) naca.

9. MCnOPYKA MnPMJEM

9.1.
9.2.

9.3.

94.

Hcnopyxa y cicnaAy ca noTpe6aMa Kynqa.

flo6aBibaH je AywaH pa Mcnopynn xonMHMHy oAo5peHy oA CTpaHe HapyHMoga, HaBeAeHy vy
Hanory 3a Ha6aBxy.

Pok Mcnopyxe yTBpljyje ce yroBopoM u M3HOCM 3 p,ana panyHajyfiM oA AaHa npujeMa Hanora 3a
Ha6 aBKy.

Medo Mcnopyxe je MaragMH Kynqa, ocHM axo M8 o6jexTMBHMx pa3nora, Hapynunaq/Kynaq He
OApeAH yroBopoM APyry JiOKaqujy Mcnopyxe. TpoLukoBM TpaHcnopTa M eBemyanHM APyrn
TpoujKOBM yx/byneHM cy y qeHy M HapyHMnaq mMx noce6 Ho He npM3Haje.

10. CPEfICTBO OEE3EET>EhbA 3A MCriYItEHSE YrOBOPHMX OEABE3A

10.1. flo6aB.rbaM je o6aBe3aH Aa y poxy oA 10 AaHa oA AaHa nomMCMBahta oxBMpHor cnopa3yMa,

10.2

10.3

10.4

10.5

10.6

HapyHMoqy AoctBBM 6naHxo MeHMqy, xoja Mopa 6MmM eBMASHTMpaHa y PerMCTpy MeHMga M
OBJiaiiiTieHba HapoAHe 6aHxe M nomMcaHa oA CTpaHe nMga OB/iamlieHor 3a 3acTynaH=e, a y3
MCTy Mopa 6 MiM AOCTaBJlbeHO nony~eHO M OBepeHO MCHUMHO OBnatufietoe y BMCMHM OA 10% OA
BpeAHOCTM oxBMpHor cnopa3yMa 6e3 riflB. Y3 MeHMqy Mopa 6MmM AociaBiteHa M xonMja
xapTOHa AenoHOBaHMx nomnca, x0jM Mopa 6Mm MBAAT oA CTpaHe nocjiOBHe 6aHxe xoja je
HaBeAeHa y MeHMHHOM OBnawTiehty - nMCMy.

CpeACTBO ote36eljehba 3a Mcnyftefce yroBopHMX o6aBe3a, HaBeASHo y npeTxoAHOM ciaBy,
ocTalie Ha cH33M ca poxoM Baweita He xpafiMM oA 40 (neTpAeceT) AaHa oA AaHa MCTexa
Baweita oxBMpHor cnopa3yMa.

Hapy'-iMnaq Tie yHOBHMIM cpeACTBO o6e36eljeHja 3a MawyH=elt>e yroBopHMX o6aBe3a, yxormxo
o6aBe3e no oxBMPHOM cnopa3yMy M yroBopMMa 3axj"byneHMM Ha ocHOBy oxBMpHor cnopa3yMa
He 6yAy OnaroBpeMeHO mmm npaBMfiHO peanM30BaHe, oAHOCHO yxonMxo floOaBThaH npeciaHe
Aa Mx peanM3yje.

HapyHMnaq lie axTMBMpaTM cpeACTBO o6e36€eTjehba 3a Mcnyttefee yroBopHMX o6aBe3a HajBMLue
AO MBHOca oA 10% oA HepeanM30BaHe BpeAHOCTM Ao6apa 6e3 nflB, Ha xoja ce OAHOCM
HeMcnyhbehbe o6aBe3a no oxBMPHOM cnopa3yMy/yroBopMMa 3ax/byHeHMM Ha ocHOBy MCTor.

Y cnynajy Aa HapyHMJiaq AenMMMHHO axTMBMpa AOCTaBJbeHy MeHMqy 3a Mcnyfeefee yroBopHMX
o6aBe3a, oAHOCHO MCIy He peanM3yje y yxynHOM MsHocy HaBeASHOM y MBHMHHOM oBnaujUehty,
floOaBrban je y o6aBe3M Aa y poxy OA 7 (ceAaM) AaHa oA AaHa aKTMBMpafba, AoCT3BM
HapyMMyoqy HOBy MeHMqy M MBHMHHO OBnaiufie®e y BMCMHM O0A 10% npeocTane BpeAHOCTM
oxBMpHor cnopa3yMa.

CpeACTBO o6e36eljehba 3a MmyfceH=e yroBopHMX o6aBe3a B3>M 3a Mcnytoehte o6aBe3a M
cBMx nojeAHHaHHMx yroBopa xoje je flocaBrban, Ha ocHOBy OBor oxBMpHor cnopa3yMa,
3ax/byHMO ca cB3xMm 0A Kynaqa y Toxy Bawenta MCTor.

10.7 CpeACTBO o6 e36€Tjehba 3a MmytbeH=e yroBopHMX o6 aBe3a fie flo6aBThaHy 6 MTM BpafieHa HaxoH

MCTexa poxa M8 Tanxe 10.2. OBor nnaHa.

11. BHI1IA CMJ1A

11.1 HacTyna”“e BMiue CMne ocnocaTja OA OATOBOPHOCTM CTpaHe y cnopa3yMy 3a xauifeeHse y

MBpujefby o6aBe3a M3 cnopa3yMa. O AaTyMy HacTynatta, Tpajafby M AaTyMy npecTaHxa BMLue
CMne, CTpaHe y chopa3yMy cy o6aBe3He Aa jeA»a APyry oSaBecre nMCMeHMM nyTeM y poxy OA
24 (ABaAeceTneTMpM) naca.

11.2 Kao cnynajeBM BMlue CMne CMaTpajy ce excTpeMHM M BaHpeAHM AorafjajM »ojM ce He Mory

npeABMASTM, xojM cy ce AoroAUfiM 6e3 BOTbe M yTMqaja cTpaHa y 0XxBMPHOM chopa3yMy M xojM
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Huey Momu 6Mm cnpeneHn oA CTpaHe noroTjeHe BMLuoM cunowi. BMLUOM CHIIOM ce Mory
civiaTpaTM npupoAHe xaTacipocfce (3eMrboipecM, nowapM, nonnaBe), excnno3Mje, TpaHcnopTHe
Hecpefie, nwmepaTUBHe oAnyxe opraHa BnacTM M APyrn cnynajeBM, Koju cy 3aKOHOM yTBpfjeHn
Kao Buma cuna.

12. CnOPOBM

121 CipaHe y cnopa3yMy cy carnacHe fla ce eBeHTyanHM cnopoBu pemaBajy cnopa3yMHo, a y
cnynajy Aa ce cnop He MO>xe peuimn cnopa3yMHMM nyieiw, yTBpljyje ce CTBapHa M MecHa
HaAJie>KHOCT npMBpeAHor cyAa y EeorpaAy.

13. M3MEHE H flOnYHE OKBMPHOTr CflOPA3yiVIA

13.1 H3MeHe M AonyHe OKBMpHor cnopa3yivia Moryfie cy y CKnaAy ca nnaHOM 158-161. 3aKOHa o
jaBHHM Ha6aBKaMa.

13.2 HapynMnaq u flo6éaBrbaH cy carnacHM Aa fie ce n3MeHe u AonyHe OKBMpHor cnopa3ywa BPLIJMTM y
nificaHoj cfiopwiH, o newiy fie ce cannHUTn AHeKC OKBupHor cnopa3yivia.

14. PACKMfl OKBMPHOr CnOPA3YMA

141 Y cnynajy 6MTHMX noBpeAa OApeAa6a cnopa3yMa unn noBpeAa Koje ce noHaBJltajy, cnopa3yM
MO>Ke Aa pacKUHe CBaxa yroBopHa CTpaHa. PacxMA cnopa3yivia 3axTeBa ce nMcaHMM nyTeM, y3
pacKHAHU pox oA 10 (AeceT) AaHa.

14.2 PacKHA cnopa3yiwa M3 pa3nora HaBeASHMx y CTaBy 1. osor HnaHa Moryfi je caMO yxonMxo je
Apyra CTpaHa y cnopa3yMy npeixoAHO yno3opeHa Ha 6nTHe noBpeAe mvi noBpeAe xoje ce
noHaBJtajy u yxonMxo ncTe Huje OTxnoHMna y ocraB/beHOM poxy xojM Mopa 6MT™ pa3yiviaH.

14.3 PacKHA cnopa3ywa M3 pa3nora HaBeAeHMx y CTaBy 1. OBor nnaHa MO>Ke Aa M3BPUIM caiwo CTpaHa
y chopa3lyiwy xoja je CBoje o6aBe3e M3 cnopa3lyiwva y noTnyHOdn M 6naroBpeMeHO MBBpwMna.

14.4 PacKMAOM OKBupHor cnopa3ywia npecraje MoryfiHOCT aaiabyneita nojeAMHanHMX yroBopa n3Mefjy
flo6aBlbaHa, HapyMMoga M Kynaga.

14.5 PacKHA OKBupHor cnopa3yMa Heiwa yrngaja Ha yroBop 3axrbyMeH Ha ocHOBy OBor cnopa3yMa u
MCTM ce MBBpmaBa y cxnaAy ca OApeA6aMa TMX yroBopa M OBor cnopa3yivia, OCMM yxonMxo
HapyMnnaq, qeHefiM oxonHOCTM KOHKpeTHor cnynaja, He OAnyHM APyrani/ije.

15. 3AKIbYHEhbE OKBMPHOr ChnOPA3YMA
15.1 OBaj cnopa3yM 3axrbyHyje ce ASHOM noTnucuBa”a oA CTpaHe Hapynnoga ™ flo¢aBrbaMa.

15.2 Ykoamko flo6aBj-ban He AOCTaBM Tpa>KeHO cpeACTBO ot6e36eTjet>a 3a MmyhbeHae yroBopHMX
o6aBe3a, CMaipafie ce Aa okBMPHM cnopa3ywi Huje HM 6 Mo 3axrbyMeH.

16. 3ABPLUHE OfIPEfIEE
16.1 CaciaBHM Aeo OBor cnopa3ywia cy M H=eroBM npMno3M, xaxo cneAM:
flpMnor 1 - Cnncax xopMCHMxa OKBMpHor cnopa3y

CTpaHa 5 0A 5



aniOI' 1 OKBMPHOr CnOPASYMA - CHIACAK KOPMCHMKA OKBMPHOr CnOPA3 YMA
(KynALjA)

JABHA HABABKA J1EKOBM 3A fIEPEhbE PETKHX BOfIECTU - mercaptamin kapsule za tecenje
cistinoze u osilodrostat

JH 6p. 404-3-110/23-103

OHJIMJAJIA PO30O HA3HB 3APABCTBEHE CEfIULATE 3BAHMMHM CAJT (WEB
yCTAHOBE 3fIPABCTBEHE AfIPECA)
YCTAHOBE

UHCTMTyT 3a 3ApaBCTBeHy
HoBm CaA 3aujTMTy Aege u oivrnaflHHe yn. XajAyK BerbKOBa 10 WWW.izzzdiovns.rs
BojBOAMHe


http://www.izzzdiovns.rs

nPHJIOr2 OKBHPHOr CnOPA3YMA- CnELIMQHKALIHJA fIEKA CA LfEHOM
JABHA HABABKA J1EKOBM 3A JIEHEfbE PETKHX BOfIECTH - MERCAPTAMIN KAPSULE ZA LECENJE CISTINOZE H OSILODROSTAT
JH. BP. 404-3-110/23-103

Ha3MB flo6aBfbaMa: Sanol S d.o.o. Beograd

3aiuTnFieHM [r—
. . Ha3HB jeyTCKM
riapTMja na:?T’me K1 nof@ fjﬁor HpOMBBORaM (Da"'o"hst’nen’K Ja;'.v::a Jeﬂw':"p':'qa KonuHMHa MeHa6e3  CTona nfiB
flo6pa nflB
mercaptamin Recordati
kapsule za Rare
1 IZ(“:enje RB00036 Cystagon Diseases kapsula 150 mg kapsula 1.500 620,00 10%

cistinoze Francuska



