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HAPyMMJlAU:
PenySjiMMKM 4 >oha 3a 3,qpaBCTBeHO ocMryparte, yji. JoBaHa MapuHOBufia 2, Beorpafl, Kora 
3aciyna B.fl. flupeirropa npo4 >. flp Carta PaflojeBMfi LUkoaphTi
MaTMMHM 6poj: 06042945
nUB: 101288707
(y flarbeM TeKCTy: HapyHi/inau)

flOBABJbAM:
Medica Linea Pharm d.o.o, yn. CTpaxnrbnfia BaHa 6p. 10 -  ABopuiuHa 3rpafla, M3 Beorpafla, 
Kora 3acTyna flkipeKTop Cno6oflaHKa >KmbkobmTi
MaTUMHH 6poj: 20778121 
nUB: 107304324 
(y flarbeM TexcTy: floSaBrban)

PBnyEJIMMKH ®OHfl 3A 3flPABCtBEH0 6C»rypAH>E

flaHa ^  . Oh .2023. roflMHe 3aKTbynyjy

AHEKC OKBHPHOrCnOPA3YMA BP. 22-10/23 
3A JABHY HABABKY J1EKOBM 3A JlEHEHbE PETKMX BOJ1ECTM 

3A nEPMOfl Ofl 6 (IUECT) MECEI4H 

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

3A flAPTMjy 25

nPETXOflHA KOHCTATAUMJA

Hapym/mau m floGaBrban KOHdaTyjy fla cy flaHa 14.02.2023. roflUHe, h3koh cnpoBefleHor 
OTBopeHor nocTynKa 3a jaBHy HaSaBKy JleKOBM 3a nenerbe peTKnx 6onecTM 3a nepnofl ofl 6 (wecr) 
MeceuM, 6poj jaBHe HaŠaBKe 404-1-110/22-131, 3aKrbym/inn Okbmphm cnopa3yM 6p. 22-10/23, 3a 
napinje 23, 24 \n 25 (y flarbeM TeKCTy: Okbi/iphu cnopa3yM), 3a nepnofl Ofl 6 (wecT) Meceqn ofl flaHa 
noTnucuBahba.

CeKtop 3a neKOBe u cfiapMaKoeKOHOMnjy je flaHa 03.04.2023. roflMHe flocTaBno OflriyKy 
KoMMCMje Peny6nnHKor <$0H,qa 3a 3flpaBCTBeHO ocnryparte 3a rienerbe peTKnx 6onecTn (y flarbeM 
TexcTy: KoMncnja) ca XXIII eneicrpoHCKe ceflHnqe OflpxoHe hctot flaHa, npeMa Kojoj je noTpe6HO 
o6e36eflMTn flOflaTHy KonnnnHy ofl 840 Ta6neTa riexa riociguat 2,5 mg za lečenje plućne arterijske 
hipertenzije, 3auuTi/ifieHor Ha3HBa ADEMPAS, Kojn je npeflMeT napTnje 25, pafln HacTaBKa Tepannje 
ocurypaHnx nnqa u to HHCTi/nyry 3a nnyfiHe 6onecTn BojBOflMHe KoriHHHHy ofl 630 Ta6neTa n 
KnnHMHKo-6onHMHKOM qeHTpy 3eMyH xonnHHHy ofl 210 TaBneTa, Taxo fla yxynHa KonunuHa 3a o6e 
ycTaHOBe h3hoch 840 Ta6neTa, Kao llito je npeTxoflHO HaBefleHO.

ripnnnKOM peann3aqnje OKBHpHor cnopa3yMa, yTBpfjeHO je fla noTpeče 3flpaBCTBeHe 
ycTaHOBe npeMaiiiyjy OKBupHy KonnHUHy flecfwHMcaHy y llpnnory 2 OKBupHor cnopa3yMa.

MnaHOM 13. TaHKOM 13.1. OKBupHor cnopa3yMa, flecfcnHucaHO je fla cy H3MeHe n flonyHe 
OKBupHor cnopa3yMa Moryhe y cxnafly ca nnaHOM 158-161. 3aKOHa o jaBHMM Ha6aBKaMa, o neMy fie 
ce canHHUTH AHeKC OKBupHor cnopa3yMa.

MMajyFiH y Bi/ifly fla je y CKnafly ca nnaHOM 158. 3aKOHa o jaBHMM Ha6aBKaMa noTpe6a 3a 
M3MeHOM OKBupHor cnopa3yMa Haciana 36or okotihoctm KOje caBecTaH Hapynnriaq Huje Morao fla 
npeflBMflu, u fla ce n3MeHOM He Merta npnpofla yroBopa, BpeflHOCT OKBupHor cnopa3yMa Mowe fla ce 
noBefia arin He Burne ofl 50% BpeflHOCTH npBo6nTHor OKBupHor cnopa3yMa.

Ha ocHOBy npeTxoflHO HaBefleHor, Hapynnnaq n flo6aBrban cy carnacHM fla 3aKrbyne Ahckc 
OKBupHor cnopa3yMa, KOjMM ce 3a napmjy 25 yBefiaBa KonumiHa neKa riociguat 2,5 mg za lečenje 
plućne arterijske hipertenzije, 3awTnheHor Ha3HBa ADEMPAS, 3a 840 TaSneTa.



HnaH 1.
36or noBefiahba KonuMMHe nera raju je npeflivieT napTnje 25, y t3hkm 17.1. OKBupHor 

cnopa3yMa, Bpoin ce M3MeHa npunora 2 -  CnequcjDMKaLiMja neraBa ca LieHaMa, Ha HannH ,qa ce y 
hctom 3a napTMjy 25, KonnHMHa ofl 1.344 Ta6neTa yBefiaBa 3a flOflaTHy KonunnHy ofl 840 Ta6neTa, 
Tara fla yKynHa KormnnHa m3hocm 2.184 TačneTa.

HawiehteH ripunor 2 Orai/ipHor cnopa3yMa - Cneuncf)MKaMMja neraBa ca MeHaiua, Hana3H ce y 
npunory OBor AHeKca OKBHpHor cnopa3yi\/ia n hmhh hteroB caciaBHM fleo.

HnaH 2.

y  Okbmphom cnopa3yMy, y M/iaHy 7. „BPEflHOCT OKBl/IPHOI- CnOPA3yMA‘‘ , Bpwn ce 
M3MeHa TaHKe 7.1. Tara fla ncTa cafla macu:

„7.1. yKynHa BpeflHOCT OBor cnopa3yMa h3hocm 11.208.635,76 flHHapa 6e3 IlflB , oahocho 
12.329.499,33 ca nflB .“

MnaH 3.

CBe flpyre 0flpefl6e OKBupHor cnopa3yMa ociajy Ha CHa3M OHara Kara mace.

H/iaH 4.

OBaj AHera OKBHpHor cnopa3yMa caHHhbeH je y 2 (flBa) MCTOBeTHa npwviepaKa Ha cpncraM 
je3MKy, m to 3a CBaKy CTpaHy noTnucHMKa aHeraa OKBupHor cnopa3yMa no jeflaH npwviepaK.

CacTaBHH fleo OBor AHeraa OKBupHor cnopa3yMa je:

flpunor 2 OKBHpHor cnopa3yMa - CneMMCjDMKaMuja neraBa ca ueHawia.
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nPH J10r2 OKBHPHOrCnOPA3YMA- CnELlM&HKAIJHJA J1EK0BA CA IjEHAMA 
JABHA HAEABKA JIEKOBM 3A IlEHEhbE PETKHX B0/1ECTI4, JH. BP. 404-1-110/22-131

Ha3MB flo6aBJbaMa: Medica Linea Pharm d.o.o.
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23
riociguat 0,5 mg 

za lečenje plućne 
arterijske 

hipertenzije
1103962 ADEMPAS BAYER AG - Nemačka film tableta 0,5 mg tableta 1.260 1.627,27 10%

24
riociguat 1 mg 

za lečenje plućne 
arterijske 

hipertenzije
1103968 ADEMPAS BAYER AG - Nemačka film tableta 1 mg tableta 1.260 1.627,27 10%

25
riociguat 2,5 mg 
za lečenje plućne 

arterijske 
hipertenzije

1103946 ADEMPAS BAYER AG - Nemačka film tableta 2,5 mg tableta 2.184 3.254,54 10%


