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HAPyHMJlAU:

Peny6/iMHKM cpoHfl 3a 3flpaBCTBeHo ocurypatbe, yxi. JoBaHa MapuHOBuRa 2, Eeorpafl, Kora 
3aciyna B.fl. flupeKTopa ripo#. ,qp Catta PaflojeBMfi LUkoapmTi
MaTMMHM 6poj: 06042945
nUE: 101288707
(y flarbeM TSKdy: HapyMnnaq)

flOEABJbAH:

Pfizer SRB  d.o.o, yn. TpeiutbUHor MBeTa 6p. 1/VI, M3 HoBor Eeorpafla Kora 3acTyna flupeKTop 
Mohamed Moustafa Abdalla Mohamed Hammam
MaTMMHM 6poj: 07449330
nUE: 100832848
(y  f la r b e M  TeKCTy: f lo č a B r b a H )

flaHa Q( .0 ^  .2023. roflMHe 3aKrbynyjy

AHEKC OKBMPHOr CnOPA3YMA EP. 22-3/23 
3A JABHY HABABKy J1EKOBM 3A JIEHEHdE PETKMX EOJ1ECTM 

3A flEPMOfl O fl 6 (LUECT) MECEflM 

JH 6p. 404-1-110/22-131 

3A nAPTM jy 2

nPETXOflHA KOHCTATAUMJA

HapyMnnau m fločaBrbaH KOHCTaTyjy fla cy flaHa 14.02.2023. roflMHe, H3koh cnpoBefleHor 
OTBopeHor nocTynKa 3a jaBHy Ha6aBKy JleKOBM 3a neneite peTKMx 6onecTM 3a nepnofl ofl 6 (uiecT) 
Meceqn, 6poj jaBHe Ha6aBKe 404-1-110/22-131, 3aKrbyHnnn Okbmphm cnopa3yM 6p. 22-3/23, 3a 
napTnje 2 , 8 m 11 (y flarbeM TeKCTy: Okbmphm cnopa3yM), 3a nepMOfl ofl 6 (mecT) MeceqM ofl flaHa 
nomMCMBatba.

Ceicrop 3a neKOBe m cfiapMaKoeKOHOMMjy je flaHa 03.04.2023. roflMHe flocTaBMO OflnyKy 
KoMMCMje Peny6nMHKor cJ)OHfla 3a 3flpaBCTBeHO ocMrypatte 3a nenetbe peTKMx čonecTM (y flarbeM 
TeKCTy: KoMMCMja) ca XXIII enetcrpoHCKe ceflHMLie Oflp>KaHe mctot flaHa, npeMa Kojoj je paflM HacTaBKa 
TepanMje ocMrypaHor riMLia Koje ce neHM y HHCTMTyTy 3a 3flpaBCTBeHy 3aiiiTMTy fleqe m OMnaflMHe 
BojBOflMHe, noTpečHO o6e36eflMTM flOflaTHy KonMHMHy ofl 5.600 jeflMHMqa neKa taligluceraza alfa, 
3aujTMfieHor Ha3MBa Elelyso, kojm je npeflMeT napTMje 2.

ripMriMKOM peanM3aL4Mje Okbmphot cnopa3yMa, yTBpfjeHO je fla noTpe6e 3flpaBCTBeHe 
ycTaHOBe npeMawyjy OKBMpHy KonMHMHy flecfiMHMcaHy y llpMnory 2 Okbmphot cnopa3yMa.

MnaHOM 13. TanKOM 13.1. Okbmphot cnopa3yMa, flecfciMHMcaHo je fla cy M3MeHe m flonyHe 
OKBMpHor cnopa3yMa MoryFie y cicnafly ca nnaHOM 158-161. 3aKOHa o jaBHMM Ha6aBKaMa, o neMy Fie 
ce caHMHMTM AHeKC OKBMpHor cnopa3yMa.

UMajyFiM y BMfly fla je y cx/iafly ca nnaHOM 158. 3aKOHa o jaBHMM Ha6aBKaMa noTpe6a 3a 
M3MeHOM OKBMpHor cnopa3yMa HacTana 36or okojihoctm Koje caBecTaH HapynMnaq HMje Morao fla 
npeflBMflM, m fla ce M3MeHOM He Metba npMpofla yroBopa, BpeflHOCT okbmphot cnopa3yMa Mowe fla ce 
noBeFia anM He BMine ofl 50% BpeflHOCTM npBOČMTHor okbmphot cnopa3yMa.

Ha ocHOBy npeTxoflHO HaBefleHor, HapynMnau m floSaBrban cy carnacHM fla 3aKrbyne Ahckc 
OKBMpHor cnopa3yMa, KojMM ce 3a napTMjy 2 yBefiaBa KonMHMHa neKa taligluceraza alfa, 3ai±iTMFieHor 
Ha3MBa Elelyso 3a 5.600 jeflMHMLia.



HnaH 1.

36or noBefiahta KonunuHe neKa raju je npeflMeT napinje 2, y Tanra 17.1. Okbhphot 
cnopa3yMa, bpluh ce M3wieHa npnnora 2 -  CneqncpnKaqnja neKOBa ca qeHaMa, Ha HannH a a ce y 
hctom 3a napmjy 2, rammnHa oa 23.400 jeAUHnqa yBefiaBa 3a AOASTHy rannnnHy oa 5.600 
jeAnHnqa, Tara Aa yKynHa rannnnHa m3hocm 29.000 jeAHHi/iqa.

H3MeH=eH npnnor 2 Okbuphot cnopa3yMa - CneqncpnKaqnja neKOBa ca qeHaMa, Hana3n ce y 
npnnory oBor AHeKca oKBnpHor cnopa3yMa n muhu hteroB caciaBHn Aeo.

HnaH 2.

y  Okbuphom cnopa3ywiy, y miaHy 7. „BPEflHOCT OKBMPHOr CllOPA3yMA“ , Bpiui/i ce 
n3wieHa Tanra 7.1. Tara Aa ncra caAa macn:

„7.1. yKynHa BpeAHOCT OBor cnopa3yMa h3hoch 24.790.199,00 AHHapa 6e3 IlflB , oahocho 
27.269.218,90 ca flf iB .“

CBe APyre OApeASe Okbi/iphot cnopa3yMa ociajy Ha CHa3n OHaKO Kara rnace.

HnaH 4.

OBaj AHera Okbhphot cnopa3yMa cam/uteH je y 2 (ABa) ncTOBeTHa npnMepara Ha cpncKOM 
je3HKy, n to 3a CBaKy cipaHy nomncHnKa aHeraa Okbi/iphot cnopa3yMa no jeAaH npniviepaK.

CaciaBHn Aeo OBor AHeraa okbhphot cnopa3yMa je:

flpnnor 2 okbi/iphot cnopa3yMa - CneqncpHKaqnja neraBa ca qeHaMa.

HnaH 3.

HAPyHMJlAU flOEABJbAH

Peny6nMHKM cpoHfl 3a 
3ApaBdBeHo ocmypaHae

Pfizer SRB d.o.o.



nPHJlOr 2 OKBMPHOr CnOPA3YMA- CnEL(M0MKAL(HJA flEKOBA CA LfEHAMA 
JABHA HABABKA J1EK0BH 3A flEHEtbE PETKMX EOflECTH, JH. BP. 404-1-110/22-131

Ha3MB floSaBrbaMa: Pfizer SRB d.o.o.

riapTMja Ha3MB napTMje JKJ1

3aujTnfieHM
Ha3HB

noHyf|eHor
Ao6pa

npon3BoT)as <t>apMaueyrcKM
oSmiK

JanuHa
netca

JeAUHMMa
Mepe KonMHHHa JeflMHMMHa 

uieHa 6e3 nflB

CTona
nflB
(%)

2 taligluceraza alfa 0055011 Elelyso
PHARMACIA AND 

UPJOHAN 
COMPANZ LLC

prašak za 
rastvor za 

infuziju
200 j. jedinica 29.000 276,43 10%

8 pegvisomant 10 
mg 0044249 Somavert Pfizer Manufacturing 

Belgium NV

prašak i 
rastvaraš za 
rastvor za 
injekciju

10 mg Injekcioni špric 480 6.880,95 10%

11 tafamidis 61 mg 1979072 Vyndaqel

MILLMOUNT 
HELTHCARE 

LIMITED; 
PFIZER SERVICE 

COMPANY BV

kapsula, meka 61 mg kapsula 300 44.902,91 10%


