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flaH a (j_ . 10.2023. roflMHe 3aKrbyHyjy

AHEKC OKBMPHOr CnOPA3YMA EP. 57- 1/23 
3A JABHY HAEABKY J1EKOBM CA J1MCTE J1EKOBA 

JH  6poj 404-1- 110/23-20 
3A f lA P TM Jy  4

nPETXOflHA KOHCTATALAMJA

HapyMnnaL( v\ fločaBrbaM KOHCTaTyjy fla cy flaHa 19.5.2023. roflMHe 3aKrbyHMnM Okbmphm cnopa3yiw 
6p. 57-1/23 3a jaBHy Ha6aBKy JleKOBa ca JlucTe neKOBa, 6poj JH  404-1-110/23-20, 3a napinjy 4, yKynHe 
BpeflHOCTM 810.592.800,00 flMHapa 6e3 llflB . Okbmphh cnopa3yiw je nom ucaH Ha nepuofl ofl 8 Mecemi.

flo6aBrbaM je flaHa 29.9.2023. roflMHe o 6 a B e d n o  HapyHnoi4a o npo6neMy y ncnopyMH neKa 
sekukinumab, 3aw ™ iieH or Ha3HBa Cosentyx, pacTBop 3a MHjeKL(njy y Hanytt>eHOM nHjeKMMOHOM mnpnMy, 2 
no 1ml (150m g), JKJ1 LUMCfcpe 0014420. Hamvie, flo6aB.rbaH je flOCTaBMO nncaHO M3jaLUH>ehbe H0 CH0 L4a 
fl03B0ne 3a npeflMeTHM neK Predstavništvo N O V A R T IS  P H A R M A  S E R V IC E S  INC. Beograd, y kom ce 
HaBOflM fla je npunuKOM TpaHcnopTa neKa flomno ao oflCTynatoa TeMnepaType M3 A03B0rbeH0r MHTepBana 
y BpeivieHCKOM nepnofly fly>Kewi ofl fl03B0/beH0r ia to  3a 2.200 naKOBatoa neKa, Kao u fla je yTBpf}eHO fla ce 
36or HacTanor 0flCTynaH=a neK M3 Te ncnopyKe He MO>Ke CTaBMTM y npoMeT. Cneflelia ncnopyKa npeflMeTHor 
neKa y o6nnKy HanyH=eHor MHjeKMMOHor Lunpmia ce oneKyje KpajeM o«To6pa TeKyTie roflUHe.

MMajyfin y BMfly fla Ha JImctm L| JlncTe neKOBa, a Koja je cacTaBHn fleo ripaBunHMKa o JImctu neKOBa 

Koju ce nponncyjy u M3flajy HaiepeT cpeflCTaBa o6aBe3Hor 3flpaBCTBeHor ocnrypahba (,,Cny>K6eHM rnacHMK 
PC", 6poj 40/22, 144/22, 40/23, 57/23, 66/23 vt 67/23) y OKBMpy M HH sekukinumab Hana3M mctm neK, 
Cosentyx, pacTBop 3a nhbeKMnjy y HanyiL>enoM Mibei<MMOiiOM neHy, 2 no 1 ml (150m g), JICJ1 uiucjspe 0014421, 
MCTor npoM3BoT]aHa, floSaBrban je npefln0>KM0 fla ce pafln HacTaBKa CHa6fleBafba 3,qpaBCTBeHMx ycTaHOBa, 
3aK.rbyHM aHKec 0KBnpH0r cnopa3yMa Ha HanuH fla ce 0M0ryfin ncnopyKa u neKa y o6nnKy HanyfteHor 
MHjeKL(M0H0r neHa.

M naHOM  13. O K BupH or cnopa3ywia 6 p. 57-1/23 flecfc>MHMcaHO je  fla cy M3M eHe u flonyHe 0 KBnpH0 r 

c n o p a 3ywia M o ryfie  y  ci<nafly c a  nnaH O M  158.-161. 3 aKOHa o  jaBHMM H aSaBKaM a (,,Cny>K6 eHM rnacHMK P C “ 
6 p. 91/19), y  c x n a fly  c a  KojuiMa fie  6 h th  canMhbeH A h c k c  O K BupH or c n o p a 3yM a.

MnaHOM 158. 3aKOHa o jaBHMM HaSaBKaMa flectiMHMcaHo je fla ce yroBop, oa h o ch o  okbhphm 

cnopa3yM, MO>Ke M3MeHmi/i Kafla cy  McnyfbeHH ycnoBM fla je  noTpeSa 3a M3MeHOM OKBMPHOr cnopa3yM a 
HacTana 36or oKonHOCTM Koje caBecTaH HapynnnaM Huje M orao fla npeflBMflM u fla ce M3MeHOM He Mefba 
npupofla yroBopa.



KaKO 6m ce o6e36eflno K o m n H ym e T y CHaÖAeBahby 3flpaBCTBeHMX yciaHOBa Koje cy KopncHHi4w 

OKBupHor cnopa3yMa, jieKOM Koju je npeAMeT ncTor, flo MCTeKa nepnofla Baw etta  OKBupHor cnopa3yM a, 
yroBopHe CTpaHe cy  ca m a cH e  p,a npuciyne saicrbynefty aHeKca OKBupHor cnopa3ywia KojuM ce y  c m a A y  
ca H/iaHOM 158. 3aKOHa o jbbmmm HaöaBKaivia, Bpixin M3MeHa MCTor Ha HaMMH fla ce Kao npeAM eT Ha6aBKe 

AOfla M JieK JKJ1 uiHC^pe 0014421.

C xoaho  HaBeAeHOM Bpnin ce H3MeHa npunora 2. oKBupHor cnopa3yMa CneLti/icjMKaMMja neKa ca
MeHOM.

HjiaH 1.

y  OKBupHOM cnopa3ywiy 57-1/23 oa 19.5.2023. roAMHe Bpnin ce n3ivieHa npunora 2 OKBupHor 
cnopa3ywia -  C n e i4McJ)m<ai4Mja neKa ca LteHOM, TaKO pß ce AOAaje JieK JKJ1 muc^pe 0014421, 3auiTMTieHor 
Ha3MBa Cosentyx, rastvor za injekciju u napunjenom injekcionom penu, 2 po 1 ml (150mg), ripoM3BoT}aHa 
Novartis Pharma Stein AG.

HnaH 2.

Cße Apyre OApeAße OKBupHor cnopa3yMa 6p. 57-1/23 oa 19.5.2023. roAUHe ociajy Ha CHa3n 
0HaK0 KaKO rnace.

HnaH 3.

OBaj AHeKC oKBupHor cnopa3yM a cam/ifteH je y  2 (A B a ) MCTOBeTHa npuMepaKa Ha cpncKOM je3MKy, 
M to  3a cßaKy crp a H y nomucHMKa aHeKca oKBupHor cnopa3yM a no jeAaH npwwepaK.

HAPyHMJlAU: flOBABJbAH

PenyÖJiMHKii 4>o h a  3a 3ApaBCTBeHo Phoenix Pharma d.o.o.
ocurypaibe

AnpeKTop

V flparaH JoBaHOBMÜ


