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Peny6jiMHKM 4joha 3a 3flpaBCTBeHO ocurypahte, Beorpafl, yn. JoeaHa MapuHOBufia 6p. 2, 
Kora 3acTyna B . f l .  flMpexTopa npocf). ap  Catta PaflojeBMfi HIxoApMfi
MaTUMHH 6poj: 06042945 
riME: 101288707
Bpoj panyHa: 840-26650-09 koju ce boam koa YnpaBe 3a Tpe3op 
(y flarbeM TeKCTy: HapynMnaM)

flOBABfbAM:
Inpharm CO d.o.o, yn. BaTajHMnxM apyM 17 ,qeo, 6p. 5, m3 Beorpafla, Kora 3acTyna 
flupeKTop BmteM JoBaHOBiifi
MaTUMHM 6poj: 07396023
ni4B: 100281671
(y aa/teM TeKCTy: fločaBrban)

f la H a ^ .t^ .2 0 2 3 . roflMHe 3axrbynyjy

AHEKC O KBMPHOr CnO PA3YM A  BP. 22-13/23 

3A JABHY HABABKY J1EKOBA 3A  JIEHEHdE PETKMX BOHECTM  
3A nEPM Ofl Ofl 6 (lilECT) M ECEflH  

BP. JH: 404-1-110/22-131 

3A riAPTMJE 28, 29, 30 M 31

nPETXOflH A  KOHCTATAUMJA

HapyMnnau m fločaBrban KOHCTaiyjy fla cy flaHa 14.02.2023. roflMHe, HaKOH cnpoBefleHor 
OTBopeHor nocrynxa 3a jaBHy HačaBxy JlexoBM 3a nenette peTKMx čonecTM 3a nepnofl ofl 6 (meci) 
Meceqn, 6poj jaBHe HačaBKe 404-1-110/22-131, 3axrbynMriM Okbmphm cnopa3yM 6p. 22-13/23, 3a 
napinje 28, 29, 30 m 31 (y flarbeM TexcTy: Okbmphm cnopa3yM), 3a nepMOfl ofl 6 (uuecT) MeceqM ofl 
flaHa noTnMCMBahba.

flaHa 24.03.2023. roflMHe fločaBrban je očaBecTMO HapynMoqa flonMCOM 30-08/14 6p. 404.01- 
92/2022-93, fla je AreHMMja 3a riexoBe m MeflMflMHCxa cpefldBa Cp6Mje (y flarbeM Texry: AJIMMC) 
flaHa 18.04.2022. roflMHe M3flana fl03B0ne 3a CTaBrbaite y npoMei riexoBa m to:

3a napTMjy 28, riex selexipag 200 meg, saurrafieHor H33MBa Uptravi®, 6p. 515-01-04710- 
20-001 ofl 01.03.2023. roflMHe;
3a napTMjy 29, nex selexipag 400 meg, 3aLUTMfieHor Ha3MBa Uptravi®, 6p. 515-01-04712- 
20-001 Ofl 01.03.2023. roflMHe;
3a napTMjy 30, riex selexipag 600 meg, 3aLUTMfieHor H33MB3 Uptravi®, 6p. 515-01-04713- 
20-001 Ofl 01.03.2023. roflMHe;
3a napTMjy 31 riex selexipag 1000 meg, 3aujTMfieHor H33MBa Uptravi®, 6p. 515-01-04715- 
20-001 ofl 01.03.2023. roflMHe,

Te fla fločaBrban npeflMeTHe riexoBe HMje bmlu6 y MoryfiHOCTM fla yB03M xao HeperMCTpoBaHe.

Taxofje, fločaBrban je HaBeo fla no Okbmphom cnopa3yMy HMcy McnopyHMBanM yroBopeHe 
xojiMHMHe riexoBa, m fla cy cnpeMHM fla HacTaBe Mcnopyxy nofl mctmm ycnoBMMa, M3y3eB npoMeHa 
xoje ce oflHoce Ha CTaTye nexa, MMajyfiM y BMfly fla cy mctm perMCTpoBaHM. 3a CBe fl03e npeflMeTHMX 
riexoBa aHariM3a npBe cepMje nexa je y Toxy m fločaBrban onexyje floČMjaite CepTMcftMxaTa aHanM3e 
npBe cepMje ofl CTpaHe AJlMMC-a cpeflMHOM anpnna 2023. roflMHe, y cxnafly ca HajaBrbeHMM 
noTpečaMa ofl CTpaHe 3flpaBCTBeHMx ycTaHOBa.

Ha ocHOBy npeTxoflHO HaBefleHor, a MMajyfiM y BMfly fla je HeonxoflHo o6e36eflMTM 
xoHTMHyMTeT y CHafl6eBaiby npeflMeTHMM riexoBMMa Ha ocHOBy Bawefier oxBMpHor cnopa3yMa, 
HapynMnaq m fločaBrban cy carriacHM fla 3axrbyne AHexc OxBMpHor cnopa3yMa, xojMM ce 3a napTMje 
28, 29, 30 m 31, y llpMnory 2 oxBMpHor cnopa3yMa -  CneuM^MKauMja riexoBa ca ueHaMa flOflajy JKJ1 
LiiMCfipe nexoBa xojM cy npeflMeT OxBMpHor cnopa3yMa.

HnaH 1.

Y nnaHy 6. OxBMpHor cnopa3yMa „LjEHA, YCJIOBM M POK nflATiAI-bA“ nocne Tanxe 6.2.



floflaje ce hobs Tanxa 6.2.a) Tai<o fla rnacu:

,,L4eHa M3 cnopa3ywia MO>Ke fla ce npoMeHM y cnynajy fla 36or M3MeHe OAnyxe o HajBMLUMM qeHaMa 
nexoBa 3a ynoipe6y y xywiaHoj mbahlimhm, a HMjM je pe>XMM M3AaBaita Ha peqeriT, floTje ao npowieHe 
LieHe nexa ycneA Koje qeHa M3 cnopa3yMa nociaje BMiua oa MeHe M3 OATiyxe. V tom cnynajy, qeHOM 
M3 oeor cnopa3yMa, CMaTpaFie ce ijeHa M3 OAnyxe, Koja ce ayTOMaTCKM npMMettyje, ashom cTyna^a 
Ha CHary OAnyxe, 6e3 3axrbyHMBatt>a AHeKca.“

BpiDM ce M3MeHa ripMnora 2 - Cnei_|MCt>MxaL(Mja nexoBa ca qeHaMa M3 TaHKe 16.1. Oxbmphot 
cnopa3yMa, Tara ujto ce y kojiohm ,,JKJT‘ AOAaje JKJ1 WMcJjpa m rnacM:

- 3a napTMjy 28, nex selexipag 200 meg, 3auJTMfieHor H33MBa Uptravi®, WMtfcpa 1068000,
- 3a napTMjy 29, nex selexipag 400 meg, 3awTMfieHor H33MB3 Uptravi®, LUMt̂ pa 1068002,
- 3a napTMjy 30, nex selexipag 600 meg, 3aujTMfieHor Ha3MBa Uptravi®, LUMCppa 1068003 m

- 3a napTMjy 31, nex selexipag 1000 meg, 3aujTMfieHor H33MB3 Uptravi®, LUMcjDpa 1068005.

M3MeHDeH ripMnor 2 - CneMMcjDMxaqMja nexoBa ca ueHaMa, Hana3M ce y npMnory oBor AHexca 
oxBMpHor cnopa3yMa m mmhm hberoB cacTaBHM ago.

OBaj AHexc OxBMpHor cnopa3yMa canMhteH je y 2 (ABa) MCTOBeTHa npMMepaxa Ha cpncxoM 
je3Mxy, m to 3a CBaxy CTpaHy noTnMCHMxa aHexca OxBMpHor cnopa3yMa no jeAaH npMMepax.

CacTaBHM Aeo OBor AHexca oxBMpHor cnopa3yMa je:

flpMnor 2 oxBMpHor cnopa3yMa - CneL(Mc|)MxaL(Mja nexoBa ca qeHaMa

HjiaH 2.

MnaH 3.

CBe APyre OApeASe OxBMpHor cnopa3yMa ocTajy Ha ch33m OHaxo xaxo mace.

HnaH 4.



n P H n o r2  OKBMPHOr CnOPA3YMA- CnELjH0HKAI4HJA J1EK0BA CA LJEH AM A 
JABHA HABABKA flEKOBH 3A HEHELbE PETKHX BOflECTH, JH. BP. 404-1-110/22-131

Ha3MB flo6aBrbana: Inpharm  CO d.o.o.

riapTuja
Ha3MB

n a p m je
JKJ1

3auiTnheHw
H33MB

noHyfjeHor
flo 6 p a

npOH3BOl]aH
OapMapeyTCKM

o6nm<
JaHHHa

nena
JeAHHHLia

Mepe KoilMHMHa JeAMHHMHa ueHa
6e3 flflB

CTona
nflB
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28

selexipag 200 
meg

za iečenje 
plućne 

arterijske 
hipertenzije

1068000 Uptravi®
JANSSEN 

PHARMACEUTICA 
N.V. Belgija

film tableta 200 meg tableta 60 8.060,12 10%

29

selexipag 400 
meg

za Iečenje 
plućne 

arterijske 
hipertenzije

1068002 Uptravi®
JANSSEN 

PHARMACEUTICA 
N.V. Belgija

film tableta 400 meg tableta 60 8.060,12 10%

30

selexipag 600 
meg

za Iečenje 
plućne 

arterijske 
hipertenzije

1068003 Uptravi®
JANSSEN 

PHARMACEUTICA 
N.V. Belgija

film tableta 600 meg tableta 60 8.060,12 10%

31

selexipag 1000 
meg

za Iečenje 
plućne 

arterijske 
hipertenzije

1068005 Uptravi®
JANSSEN 

PHARMACEUTICA 
N.V. Belgija

film tableta 1000 meg tableta 60 8.060,12 10%


