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flOBABfbAH:
Pharma Swiss d.o.o. Beograd, yn. BaTajHMMKM flpyM 6p. 5A, M3 Beorpafla, Kora 3acTyna 
flupeKTop JeneHa BorflaHOBuh
MaTUMHin 6poj: 17338480
flUB: 100057656
(y AarbeM TeKCTy: flo6aBrba4)

flaHa roAMHe 3axrbyHyjy

nPETXOflHA KOHCTATAUMJA

HapyMnnau m flo6aBrba4 KOHdaTyjy Aa cy AaHa 22.05.2023. roAUHe 3axrbyHMnM Okbmphm 
cnopa3yM 6p. 55-10/23, 3a jaBHy Ha6aBKy JlexoBM 3a nenerte peTKMX čonecTM, 6poj JH 404-1-110/23- 
32, M3Mef)y ocTanor m 3a napTnjy 37 - telotristat, 3aiiJTMfieHor Ha3MBa Xermelo, npon3Bof}aMa 
Beaufour Ipsen Industrie (y AarbeM TeKCTy: Okbmphm cnopa3yM), Ha nepnoA oa 12 (ABaHaeci) 
MeceqM.

flaHa 30.10.2023. roAMHe flo6aBrbaM je o6aBecTMO HapyMMoqa Aa je Aowno ao npoMeHe y 
H33MBy npoM3Bof)aHa 3a rope HaBeASHi/i nex, M3 Beaufour Ipsen Industrie y Tjoapack Netherlands 
B.V., Holandija.

TaxoFje, floOaBrban je AOCTaBMO YnyrcTBO 3a nex (PIL-Patient Information Leaflet) y KOjeM je 
3a neK telotristat, 3aujTnfieHor Ha3UBa Xermelo, HaBeASH npoM3Bof)aH Tjoapack Netherlands B.V., 
Holandija.

MnaHOM 13. OxBMpHor cnopa3yMa AecpMHMcaHO je Aa cy M3MeHe m AonyHe OxBMpHor 
cnopa3yMa Moryhe y CKnaAy ca nnaHOM 158-161. 3aKOHa o jaBHMM Ha6aBKaMa (Cn. PnacHMK PC 6p. 
91/19), y CKnaAy ca xojMM he 6mtm caHMrteH Ahckc OKBMpHor cnopa3yMa.

MnaHOM 158. 3axoHa o jaBHMM HaSaBKaMa (Cn. PnacHMK PC 6p. 91/19) AScjDMHMcaHo je Aa ce 
yroBop, oahocho okbmphm cnopa3yM, MO>xe M3MeHMTM xaAa cy McnyrbeHM ycnoBM Aa je noTpeSa 3a 
M3MeHOM OxBMpHor cnopa3yMa HacTana 36or oxonHOCTM xojM caBeciaH HapynMnaq HMje Morao Aa 
npeABMAM m as ce M3MeHOM He Merta npMpoAa yroBopa.

Kaxo 6m ce o6e36eAMO KOHTMHyMTeT y CHa6AeBarty 3ApaBCTBeHMX yciaHOBa xoje cy 
xopMCHMUM OxBMpHor cnopa3yMa npeAMeTHMM nexoM, HapynMnaq m flo6aBrban cy carnacHM Aa 
3axrbyMe AHexc OKBMpHor cnopa3yMa, xojMM ce 3a napTMjy 37, y npMnory 2 oxBMpHor cnopa3yMa -  
CneqMcfiMKaqMja nexoBa ca qeHaMa, bpium M3MeHa Ha3MBa npoM3BoT)ana 3a nex xojM je npeAMeT 
HaBeAeHe napTMje.

MnaH 1.

BpujM ce M3MeHa ripMnora 2 -  CneqMCpMKauMja nexoBa ca qeHaMa m3 Tanxe 16.1. OxBMpHor 
cnopa3yMa 6p. 55-10/23, Taxo luto:

y xonoHM ,,npoM3BOf)a4“ yMecTO Beaufour Ipsen Industrie, caAa CTojM
Tjoapack Netherlands B.V., Holandija.

AHEKC OKBMPHOr CnOPA3YMA BP. 55-10/23 
3A JABHY HABABKY J1EKOBH 3A JlEHEhbE PETKMX BOJ1ECTM 

BP. JH: 404-1-110/23-32

3A riA P TH jy 37



H3MenbeH npunor 2 - CnequctiMKauMja neKOBa ca LteHawia Hana3M ce y npunory oBor AHeKca 
OKBupHor cnopa3ywia n mmhm tteroB caciaBHn fleo.

M/iaH 2.

CBe flpyre 0flpefl6e OKBupHor cnopa3ywia ocTajy Ha CHa3M OHaKo KaKO mace.

H/iaH 3.

OBaj AHeKC OKBMpHor cnopa3yMa cannhbeH je y 2 (flBa) HCTOBeTHa npmwepKa Ha cpncxoM 
je3MKy, u to 3a CBaKy CTpaHy noTnHCHUKa aHeKca OKBupHor cnopa3ywia no jeflaH npuMepax.

CacTaBHn fleo OBor AHeKca OKBupHor cnopa3yMa je w.

flpumor 2 OKBupHor cnopa3ywia - CneuncjDMKaunja neKOBa ca LteHawia



n P H flO r 2 OKBHPHOr CnOPA3YMA- CnELlMQHKALfMJA I1EK0BA CA LjEHAMA 
JABHA HA5ABKA HEKOBH 3A IlE H E tbE  PETKHX EO/1ECTH, JH. BP. 404-1-110/23-32

Ha3MB flo6aBrba>Ha: Pharma Swiss d.o.o. Beograd
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36

humani C1 
inhibitor (sa 
glicinom), za 

lečenje 
hereditarnog 
angioedema

Berinert 500 CSL Behring
prašak i rastvaraš za 

rastvor za 
injekciju/infuziju

500 IU bočica 200 92.182,72 10%

37 telotristat Xermelo
Tjoapack 

Netherlands B.V., 
Holandija

film tableta 250 mg tableta 3.204 1.829,08 10%


