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HAPyMMJIAM:
Peny6jiMHKM cJjoHfl 3a 3flpaBCTBeHO ocMryparte, Eeorpafl, yn. JoBaHa NlapMHOBMha 6p. 2, 
Kora 3acTyna b .a . AMpeirropa npocj). Ap Cart>a PaAojeBufi LUkoaPmFi
Mstmmhm 6poj: 06042945 
nUE: 101288707
Bpoj panyHa: 840-26650-09 KojM ce boam koa YnpaBe 3a Tpe3op 
(y AaJteM TeKCTy: HapyMMnaq)

flOEABfbAM:
Amicus SRB d.o.o, yn. MunopaAa JoBaHOBufia 6p. 9, M3 EeorpaAa, Kora 3acTyna AnpeKTop 
npeApar JlyKMFi
MaTUMHM 6poj: 21029033
ni45: 108585471
(y AaJteM TeKCTy: floGaBTban)

flaHa^2..^.2025. roAMHe 3aiobyMyjy

AHEKC OKBMPHOr CnOPA3YMA EP. 53-1/24 
3A JABHy HABABKY J1EKOBM 3A JlEMEHsE PETKHX EOJ1ECTM 

EP. JH: 404-1-110/24-39 

3A nAPTMJE 15 M 16

nPETXOflHA KOHCTATAUMJA
HapyMMnaq m floSaBfbaM KOHCTaTyjy Aa cy AaHa 04.06.2024. roAMHe 3a«rbyHMnM Okbmphm 

cnopa3yM 6p. 53-1/24, 3a jaBHy Ha6aBKy JlexoBM 3a nenerbe peTKMX GonecTM, 6poj JH 404-1-110/24- 
39, M3MeT}y ocTanor m 3a napTujy 15 - vandetanib 300 mg, za lečenje medularnog karcinom 
štitaste žlezde, 3aujTMheHor H33v\B3 Caprelsa, npoM3BO?)aHa Genzyme Ireland Limited Kao m 3a 
napTiijy 16 - vandetanib 100 mg, za lečenje medularnog karcinom štitaste žlezde, 3aiiiTnfieHor 
H33v\B3 Caprelsa, npoM3Bof)aMa Genzyme Ireland Limited (y AarbeM TeKCTy: Okbmphm cnopa3yM). 
Okbmphm cnopa3yM je 3aKTbyneH Ha nepMOA oa 12 (AaaHaecT) MeceqM.

flaHa 22.01.2025. roAMHe flo6aBTbaH je o6aBecTMO HapyMMoqa Aa je Aowno ao npoMeHe y 
H33MBy npoM3BofjaHa 3a rope HaBeAeHe neKOBe, M3 Genzyme Ireland Limited y Sanofi Winthrop 
Industrie.

TaKofje, fločaBTbaH je aoctbbmo YnyTCTBO 3a neKOBe (PIL-Patient Information Leaflet) KOjM cy 
npeAMeT napTMja 15 m 16, y Kojewi je 3a neK vandetanib 300 mg, za lečenje medularnog karcinom 
štitaste žlezde, 3awTMheHor H33MBa Caprelsa, m 3a neK vandetanib 100 mg, za lečenje medularnog 
karcinom štitaste žlezde, 3awTMheHor H33MB3 Caprelsa, HaBeAeH npoM3BofjaH Sanofi Winthrop 
Industrie.

MnaHOM 13. Okbmphot cnopa3ywia Ae$MHMcaHO je fla cy M3MeHe m AonyHe Okbmphot 
cnopa3yivia Moryhe y CKnaAy ca nnaHOM 158-161. 3aKOHa o jaBHMM Ha6aBKaMa (Cn. PnacHMK PC 6p. 
91/19 m 92/23), y CKnaAy ca KojMM he 6mtm canMiteH Ahckc okbmphot cnopa3yMa.

MnaHOM 158. 3aKOHa o jaBHMM HaGaBKaMa (Cn. TnacHMK PC 6p. 91/19 m 92/23) a6c}3mhmc3ho 
je Aa ce yroBop, oahocho okbmphm cnopa3yM, Mowe m3mchmtm KaAa cy McnyrbeHM ycnoBM Aa je 
noTpe6a 3a M3MeHOM Okbmphot cnopa3yMa HacTana 36or okoahoctm KojM caBecrraH HapyMMnaq HMje 
Morao Aa npeABMAM m p,3 ce M3MeHOM He Merta npMpoAa yroBopa.

Kara 6m ce o6e36eAMO KOHTMHyMTeT y CHa6AeBan=y 3ApaBCTBeHMX ycTaHOBa Koje cy 
KopMCHML|M Okbmphot cnopa3yMa npeAMeTHMM neKOBMMa, HapyHMnau m flo6aBTbaM cy carnacHM Aa 
3aKTbyMe AHexc okbmphot cnopa3yMa, KojMM ce 3a napTMje 15 m 16, y npMnory 2 okbmphot cnopa3yMa 
-  CneMMcjDMKaqMja neKOBa ca qeHaMa, BpiiiM M3MeHa Ha3MBa npoM3BofjaMa.



MnaH 1.

Bpwu ce M3MeHa flpunora 2 -  CneutfcjDMKauMja neraBa ca LteHawia m3 Tawra 16.1. OKBupHor 
cnopa3yivia 6p. 53-1/24, Tara luto 3a napTMje 15 n 16:

- y kojiohm ,,npon3Bof]aM“, yMecTo Genzyme Ireland Limited, ca,qa CTojn Sanofi Winthrop 
Industrie.

M3MeH=eH npwnor 2 - CneqwfcuKauuja neKOBa ca qeHaMa Hana3n ce y npunory OBor AHeKca 
OKBupHor cnopa3yMa n hhhm tteroB cacTaBHn fleo.

MnaH 2.

CBe flpyre o,qpefl6e Orai/ipHor cnopa3ywia ociajy Ha CHa3M oHaKo Kara mace.

MnaH 3.

OBaj AHera OKBupHor cnopa3yMa caHHfoeH je y 2 (flBa) MCTOBeTHa npwviepKa Ha cpncrawi 
je3MKy, u to 3a CBaKy CTpaHy nomuiCHUKa aHeraa OKBupHor cnopa3yMa no jeflaH npwviepaK.

CaciaBHM fleo OBor AHeraa OKBupHor cnopa3yMa je m:

ripunor 2 OKBupHor cnopa3yivia - Cnei4ncj3MKai4i/ija neraBa ca ueHawia

HApyMnnAU

PEnyBJlMMKM OOHfl 3A 3flPABCTBEHO
o c u ry p A tb E

B.fl. flMpeKTopa

flOBABfbAH



Ha3MB floSaB/taMa: Amicus SRB d.o.o.

nPMIlOr 2 OKBHPHOr CnOPA3YMA- CnELjUOMKALlHJA I1EK0BA CA LJEH AM A
JABHA HABABKA J1EKOBM 3A flEHEtbE PETKHX E0J1ECTM, JH. BP. 404-1-110/24-39

na prnja Ha3MB napTnje JKFI
3aiuTiif)eHH

H33MB
noHyljeHor

flo6pa
ripOM3BOfjaH cbapMaueyTCKM

o6nnK
JdHMHa
neica

JeAMHuua
Mepe KODKMMHa

JeAMHMHHa LteHa
6e3 nflB  
(y ahh.)

CTOna
nflB

1 laronidaza 0055005 Aldurazyme
Genzyme Limited, 
Genzyme Ireland 

Limited

koncentrat za 
rastvor za 

infuziju
500 j. bočica 348 74.951,00 10%

2 imigluceraza 0055002 Cerezyme Genzyme Ireland 
Limited

prašak za 
koncentrat za 

rastvor za 
infuziju

400 j. jedinica 738.000 305,21 10%

9 agalzidaza beta / Fabrazyme Genzyme Ireland 
Limited

prašak za 
koncentrat za 

rastvor za 
infuziju

35 mg bočica 272 361.045,80 10%

12 aglukozidaza alfa 0055010 Myozyme Genzyme Ireland 
Limited

prašak za 
koncentrat za 

rastvor za 
infuziju

50 mg bočica 4.675 56.477,50 10%

15

vandetanib 300 
mg, za lečenje 
medularnog 

karcinom štitaste 
žlezde

/ Caprelsa Sanofi Winthrop 
Industrie tableta 300 mg tableta 3.120 20.668,87 10%

16

vandetanib 100 
mg, za lečenje 
medularnog 

karcinom štitaste 
žlezde

/ Caprelsa Sanofi Winthrop 
Industrie tableta 100 mg tableta 2.400 7.498,87 10%

31 eliglustat 1089132 Cerdelga Genzyme Ireland 
Limited kapsula, tvrda 84 mg kapsula 4.480 34.790,76 10%



n p u n o r 2 OKBHPHOr CnOPA3YMA- CnELfMQMKAI-IMJA J1EKOBA CA LfEHAMA
JABHA HABABKA flEKOBM 3A JlEHEhbE PETKHX BOflECTM, JH. BP. 404-1-110/24-39

45 ataluren 125 mg / Translarna
PTC Therapeutics 

International 
Limited/ Almac 

Pharma Services

kesica 125 mg kesica 240 11.833,17 10%

46 ataluren 250 mg / Translarna
PTC Therapeutics 

International 
Limited/ Almac 

Pharma Services

kesica 250 mg kesica 960 24.215,55 10%

47 ataluren 1000 mg / Translarna
PTC Therapeutics 

International 
Limited/Almac 

Pharma Services

kesica 1000 mg kesica 210 96.458,76 10%

65 burosumab 20 mg / Crysvita Allphamed Pharbil 
Arnzeitmittel Gmbh

rastvor za 
injekciju

20
mg/ml bočica 10 542.154,50 10%

66 burosumab 30 mg / Crysvita Allphamed Pharbil 
Arnzeitmittel Gmbh

rastvor za 
injekciju 30mg/ml bočica 20 813.878,40 10%


