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HAPYHIinAU:

Peny6jiMMKM cJoHA 3a 3flpaBCTBeHO ocHryparte, yn. JoBaHa MapnHOBnba 2, Beorpafl, Kora
3acTyna B.fl. flupeKTopa npocp. flp Carta PaflojeBnb 111xo0A pub

MaTMMHM 6poj: 06042945

nUB: 101288707

(y flaitewi TeKCTy: HapyHHnaq)

fIOBABfbAM:

Amicus SRB d.o.o, yn. Munopafla JoBaHOBufia 6p. 9, 113 Eeorpana, Kora 3acTyna flnpexTop
npeApar Jlyxnb

MaTUMHM 6poj: 21029033

ni/IE: 108585471

(y AarbeM Texcry: flobaBrtaH)

flaHa 13 ..3 .2025. roflUHe 3axibyHyjy

AHEKC Il OKBMPHOr CnOPA3yMA BP. 53-1/24
3A JABHy HABABKy J1EKOBM 3A JIEMERBE PETKMX BOJ1ECTM
BP. JH: 404-1-110/24-39
3A HAPTMJE 1, 2, 9, 12, 15, 16, 31, 45, 46, 47, 65 M 66

nPETXOfIHA KOHCTATAL4MJA

Hapynunau n flocaBibaM KOHCTaTyjy fla cy flaina 4.6.2024. roflUHe, HSKOH cnpoBefleHor
OTBopeHor nocTynKa 3a jaBHy Ha6aBKy JlexoBn 3a nenerte peixnx 6onecn/i, 6poj jaBHe HabaBxe 404-
1-110/24-39, 3aKTbyMnnn OKBUPHH cnopa3yivi 6p. 53-1/24, 3a napinje 1, 2, 9, 12, 15, 16, 31, 45, 46,
47, 65 n 66 (y Aaibewi TeKCTy: OKBHPHM cnopa3yM), 3a nepnoA 0A 12 (AsaHaecT) Mecegn OA AaHa
nomncnBatoa.

flaHa 23.1.2025. roAnHe, 3axrbyHeH je AHeKC OKBnpHor cnopa3yivia, xoji/iM je 3a napmjy 15 -
vandetanib 300 mg, za lecenje medularnog karcinom Stitaste zlezde, Kao n 3a napmjy 16 - vandetanib
100 mg, za leCenje medularnog karcinom Sstitaste Zlezde, n3BpmeHa n3MeHa Ha3MBa npon3BoTjaHa,
Tara Aa caAa CTojn Sanofi Winthrop Industrie.

ripnnnKOM peann3agnje OKBUPHOT cnopa3ywia, YyTBptjeHO je Aa noipece 3ApaBCTBeHnx
yciaHOBa npeMaujyjy OKBnpHy xonnnnHy AecfcinHncaHy y llpnnory 2 OKBnpHor cnopa3yMa.

MnaHOM 13. TaHKOM 13.1. OKBnpHor cnopa3yMa, AecfwHncaHo je Aa cy n3MeHe n AonyHe
OKBnpHor cnopa3yMa Morybe cy y CKnaAy ca HnaHOM 158-161. 3aKOHa o jaBHnivi HaéaBxaivia, 0 neiviy
be ce cannHum AHexc OKBnpHor cnopa3yiwa.

Hwiajybn y BnAy Aa je y cxnaAy ca nnaHOM 158. 3axoHa O jaBHniu HabaBxawia noipeba 3a
n3wieHOM OKBnpHor cnopa3yMa Haciana 36or OKOAHOCTU Koje caBeciaH Hapynnnaii Hnje Morao Aa
npeABnAn, n Aa ce i/i3MeHOM He Meita npnpoAa yroBopa, BpeAHOd OKBnpHor cnopa3ywa MO>xe Aa ce
noBeba ann He Burne 0A 50% BpeAnocm npBo6nTHor OKBnpHor cnopa3yMa.

Kara 6n ce o6e36eAno KOHinHymei y CHabAeBarty 3ApaBCTBeHe yciaHOBe raja je xopncHnx
OKBnpHor cnopa3yMa, nexowi xojn je npeAMeT ncior, A0 nciexa nepnoAa Bawerba OKBnpHor
cnopa3ywia n obe3beTjnBarba npeAMeiHor A°6pa y HOBOM nociynxy jaBHe HabaBxe, yroBopHe cipaHe
cy carnacHe Aa npnciyne saxibynerby AHexca Il OKBnpHor cnopa3yivia xojnwi ce y cxnaAy ca nnaHOM
158. 3axoHa o jaBHMM Ha6aBxaMa, noBebaBa BpeAHOd OKBnpHor cnopa3dywia 3a 30% y OAHOcy Ha
BpeAHOd npBoénTHo saxTbynenor OKBnpHor cnopa3yi\/ia..

CipaHe y cnopa3yMy cy carnacHe Aa ce 3bor n3MeHe BpeAHocm OKBnpHor cnopa3yMa He
BpujM n3MeHa xonnnnHe HaBeAeHe y llpnnory 2 OKBnpHor cnopa3ywa, wviajybn y BnAy Aa je ncia
OKBnpHa 3a nepnoA Bawerta OxBnpHor cnopa3yMa, n Aa yxynHa yroBopeHa xonnnnHa AoSapa, y
cxnaAy ca TaHKOM 2.5. OxBnpHor cnopa3yMa, 3aBncn 0A noipeSa Kynaga n pacnono>xnBHX



cfWHaHCMjcknx cpeACTaBa 3a Ty HawieHy m Mowe ce pa3/inKOBa™ oA Ko/iuMMHe HaBeAeHe y
CneuncfjMKaMujM neKOBa ca ueHOM (npunor 2).

HnaH 1.

Y OksIAPHOM cnopa3yiviy, y nriaHy 7. ,,BPEfIHOCT OKBMPHOr CnOPA3yMA“ , Bpwn ce
M3MeHa TanKe 7.1. Taro Aa ncTa caAa macu:

»7-1. yxyrma BpeAHOCT OBor cnopa3ywia m3HociA 1.198.656.207,08 AHHapa 6e3 ilflB, 0OAHOCHO
1.318.521.827,78 Annapa ca IlflB.“

HjiaH 2
CBe APyre OApeASe OKBupHor cnopa3yivia ociajy Ha CHa3n OHara 10k0O mace.

HjriaH 3.

OBaj AHeKC Il OKBupHor cnopa3ywia canniteH je y 2 (Asa) MCTOBeTHa npwviepKa Ha cpncKOM
je3HKy, i To 3a CBaxy cipaHy noTnncHMKa aHexca OKBupHor chopa3yMa no jeAaH npwwepakK.

HAPyMMJIAU fIOEABJbAM



