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METMVHMI 6 poj: 06042945

ni4E: 101288707

(y flarbeM TeKCTy: HapyMnnau)

floOBABfbAM:

Amicus SRB d.o.o, yji. Mmiopafia JoBaHOBuTia 6p. 9, VB BeorpaAa, Kora 3acTyna Anpeicrop
npeApar JyKMfi

METUVHM bpoj: 21029033

ni4E: 108585471

(y AarbeM TeKCTy: flobaBrban)

flaHa .2025. roAUHe 3aKTbynyjy

AHEKC 1l OKBMPHOr CnOPA3YMA BP. 53-1/24
3A JABHY HABABKY J1EKOBM 3A JIEHEhbE PETKMX BOJ1ECTM
BP. JH: 404-1-110/24-39
3A nAPTMIE 1, 2, 9, 12, 15, 16, 31, 45, 46, 47, 65 M 66

nPETXOfIHA KOHCTATAI4MJA

HapyHnnaM n flobaB/taM KOHCTaTyjy Aa cy AaHa 4.6.2024. roA™He, HaKOH cnpoBeAeHor
OTBopeHor nociynKa 3a jaBHy HabaBKy JleraBH 3a nenerfee peTKnx bonecTM, 6poj jaBHe HabaBKe 404-
1-110/24-39, 3aicrbyMnnn OKBMPHM cnopa3yM bp. 53-1/24, 3a napinje 1, 2,9, 12, 15, 16, 31, 45, 46,
47,65 u 66 (y AarbeM TeKCTy: OKBHPHU cnopa3ywi), 3a nepifioA 0A 12 (AaaHaecT) Meceuu oA AaHa
noTnucMBaita.

flaHa 23.1.2025. roA’r e, 3ai<rbyMeH je AHeKC oraupHor cnopa3yMa, rajuM je 3a napTMjy 15 -
vandetanib 300 mg, za leCenje medularnog karcinom Stitaste Zlezde, Kao n3a nap™jy 16 - vandetanib
100 mg, za lecenje medularnog karcinom Stitaste Zlezde, kBBpmeHa MBMeHa Ha3HBa npon3BofjaHa,
Tara Aa caAa CTajifi Sanofi Winthrop Industrie.

Tarafje, AaHa 13.3.2025. roAUHe 3aKTbyMeH je AHeKC Il OKBnpHor cnopa3yMa KgMMje yBefiaHa
BpeAHOCT ncTor 3a H3HOC oA 30% y OAHOcy Ha BpeAHOCT npBobirmo 3ai<rbyMeHor oraifipHor
cnopa3yMa.

npunnKOM peann3aunje OKBupHor cnopa3yivia, yTBpfieHO je Aa noTpebe 3ApaBCTBeHMX
ycTaHOBa npeMamyjy oranpHy rariHHVHy AecfiViHUcaHy y npmiory 2 OranpHor cnopa3yMa.

MnaHOM 13. TanraM 13.1. OranpHor cnopa3yMa, AejWWHMcaHO je Aa cy H3MeHe n AonyHe
OKBupHor cnopa3yMa Moryfie cy y cicnaAy ca nnaHOM 158-161. 3araHa o jaBHUM Ha6aBKaMa, o neMy
fie ce cannHUTH AHera OKBupHor cnopa3yMa.

Hwajyfin y BifiAy Aa je y cicnaAy ca nnaHOM 158. 3aKOHa o jaBHwvi HabaBKanfia noTpeba 3a
n3ivteHOM OKBupHor cnopa3yMa HacTana 3bor okoAHOCTM Koje caBecTaH Hapy-iunaq Huje Morao Aa
npeABMAN, n Aa ce MBMeHOM He wierta npupoAa yroBopa, BpeAHOCT OKBupHor cnopa3yMa Moxce Aa ce
noBefia ann He Brmue 0A 50% BpeAHOC™ npBobi/mrior OKBupHor cnopa3yivia.

Kara bn ce obe3beAno KOHTMHyifiTeT y CHabAeBaity 3ApaBCTBeHe ycTaHOBe raja je KOPMCHUK
OKBupHor cnopa3yivia, neranfi raju je npeAMeT HCTor, A0 ncTexa nepnoAa Baweita OKBupHor
cnopa3yMa u obe3befjnBaita npeAMeTHor Aobpa y HOBOM nocTynxy jaBHe HabaBxe, yroBopHe CTpaHe
cy carnacHe Aa npucTyne 3aicrbyHeit>y AHeraa Il OKBupHor cnopa3ywa rajuM ce y cicnaAy ca nnaHOM
158. 3araHa o jaBHUM HabaBKaMa, noBefiaBa BpeAHOCT OKBupHor cnopa3ywia 3a jom 10% MJVe je
BpeAHOCT OKBupHor cnopa3ywa, panyHajyfiM yBefiai-be 0A 30% HSKOH 3aKrbyHerta AHeraa Il OKBupHor
cnopa3ywa, yBefiaHa yxynHO sa 40% y OAHOcy Ha BpeAHOCT npBobuTHO 3aicrbyHeHor OKBupHor
cnopa3yMa.



CipaHe y cnopa3yi\/ily cy camacHe fla ce 36or VMBwieHe BpeflHoc™ OxBxipHor cnopa3yMa He
BpuiM H3MeHa KOJVHVHe HaBefleHe y npunory 2 OxBMpHor cnopa3yMa, wviajyfiH y Bny fla je ncTa
OKBupHa 3a nepnofl Bawenta OxBMpHor cnopa3yMa, m fla yKynHa yroBopeHa KonunnHa flo6apa, y
cicnafly TanxoM 2.5. OxBMpHor cnopa3yMa, 3aBncn OA noTpe6a Kynaga n pacnono>xnBMx
¢jDUHaHcnjcKiVik cpefiCTaBa 3a Ty HaMeHy M ho»e ce pa3nnxoBa™ oq xonuHVHe HaBefleHe y
CneViuciDIVKacpju nexoBa qeHowi (flpunor 2).
HnaH 1

y OKBUPHOM cnopa3yMy, y HliaHy 7. ,BPEfIHOCT OKBMPHOI" CnOPA3yMA“ , BPLUM ce
MBwieHa TaHKe 7.1. Taxo fla uda cafla macu:

»7-1. yxynHa BpeflHOCT OBor cnopa3yivta H3HOCH 1.290.860.530,71 fIMHapa 6e3 IifIB, OAHOCHO
1.419.946.583,78 flMHapa ca nflB.“

HnaH 2.

CBe flpyre oflpeflée OxBupHor cnopa3yMa ociajy Ha CHa3M oHaxo xaxo rnace.

HnaH 3.

OBaj AHexc Il OxBupHor cnopa3ywa cannhbeH je y 2 (fiBa) ucroBeTHa npwviepxa Ha cpncxowi
je3nxy, nTo 3a CBaxy CTpaHy noTnMCHuxa aHexca OxBupHor cnopa3yMa no jeflaH npnviepax.

HAPyHMJIAU flIOBABfbAH

n cnvc niAuisiA riinun oA onDADPTOCUO



