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Peny6/uiHKM cfcoHA 3a 3flpaBCTBeHO ocurypatbe, Beorpaa, yn. JoBaHa IVIapuHOBHfia 6p. 2, 
Kora 3acTyna B . f l .  flupeKTopa npocjj. ap  Carta PaflojeB iifi LUkoapmFi

MaTMHHM 6poj: 06042945 
ni45: 101288707
Bpoj panyHa: 840-26650-09 rajM ce boam koa YnpaBe 3a Tpe3op 
(y flaibewi TeKCTy: HapyMnnau)

flOBABJbAM:
Inpharm CO  d.o.o, y/i. BaTajHiiHKM ApyM 17 aeo, 6p. 5, m3 Beorpaaa, Kora 3acTyna
flMpeKTOp BMJbeM JOBaHOBMfl
MaTHHHM 6poj: 07396023
nUB: 100281671
(y aaiteM TeKCTy: fločaBrban)

Rana/Ot. 0^2023. roflMHe 3axjbyHyjy

AHEKC OKBMPHOr CnOPA3YMA BP. 22-16/23 
3A JABHY HAEABKY J1EKOBA 3A JlEMEhbE PETKMX BOJ1ECTM 

3A nEPMOfl Ofl 6 (LUECT) MECEMM 
BP. JH: 404-1-110/22-131 

3A flAPTMjy 27

nPETXOflHA KOHCTATAL4MJA

HapyMMJiaM m flo 6aB/baH KOHCTaTyjy aa cy aawa 14.03.2023. roAnwe, HaKOH cnpoBeaeHor 
OTBopeHor nocTynKa 3a jaBHy Ha6aBKy JleraBM 3a nenerbe peTKnx 6onecTM 3a nepnoa oa 6 (wecr) 
Meceun, 6poj jaBHe Ha6aBKe 404-1-110/22-131, 3aKrbyHMjin Okbmphm cnopa3yM 6p. 22-16/23, 3a 
napTHjy 27 (y aa/tewi TeKCTy: Okbuphm cnopa3yM), 3a nepMoa oa 6 (tuecT) MeceqM oa aaHa 
noTnM CM Bahba.

flaHa 24.03.2023. roAMHe ao6aBJbaH je o6aBecTMO HapyHMoqa aoriMCOM 30-08/14 6p. 404.01- 
92/2022-93, aa je AreHLiMja 3a neraBe m Meâ UMHCKa cpeacTBa Cp6Mje aaHa 18.04.2022. roa^ne 
M3aana ao3Bony 6poj 515-01-04774-20-001 3a CTaB/barbe y npoMeT nexa macitentan 10mg, za 
lečenje plućne arterijske hipertenzije, 3auiTMfieHor Ha3MBa Opsumit®, Kao m cepTMcjDMKaT aHaxiM3e 
npBe cepMje 3a npeawieTHM nex 6p. 2097/2023 oa 14.03.2023. roaMHe, Te aa aoSaBTban npeawieTHM 
nex HMje BMLue y MoryliHOCTM aa yB03M Kao HeperMCTpoBaH. Taralje, floOaBjban je HaBeo aa no 
Okbmphom cnopa3ywiy HMcy McnopyMMBariM yroBopeHe rariMHMHe nexa m aa cy cnpeMHM aa HaciaBe 
McnopyKy noa mctmm ycnoBMMa, M3y3eB npoMene Koje ce OAHOce Ha ciaTyc nera, MMajyfiM y BMay aa 
je mctm perMCTpoBaH.

Ha ocHOBy 3axieBa 3apaBCTBeHnx ycTaHOBa 3a aoaaTHMM KonMHMHaMa npeaMeTHor nexa, 
yTBpfjeHO je aa noTpe6e 3apaBCTBeHe ycTaHOBe npewiaujyjy OKBMpHy KoriMHMHy aecfwHMcaHy y 
npMTiory 2 OKBMpHor cnopa3yivia.

HnaHOM 13. TanraM 13.1. OKBMpHor cnopa3yMa, aecfiMHMcaHo je aa cy M3MeHe m aonyHe 
OKBMpHor cnopa3yMa Moryfte y CKnaay ca nriaHOM 158-161. 3aKOHa 0 jaBHMM Ha6aBKawia, o neiwy Re 
ce caHMHMTM AHexc OKBMpHor cnopa3yMa.

HMajyfiM y BMay aa je y CKnaay ca H/iaHOM 158. 3aKOHa 0 jaBHMM HaSaBxaMa noipe6a 3a 
M3MeHOM OKBMpHor cnopa3yMa HacTana 36or okoahoctm Koje caBecTaH HapyHM/iau HMje Morao aa 
npeaBMan, m aa ce M3MeHOM He Merba npMpoaa yroBopa, BpeaHOCT okbmphot cnopa3yMa Moxre aa ce 
noBefia axiM He BMLiie oa 50% BpeaHOCTM npBo6MTHor okbmphot cnopa3yMa.

Kara 6m ce o6e36eaMO KOHTMHyMTeT y CHaa6eBarby 3apaBCTBeHMx yciaHOBa raje cy 
rapMCHMUM OKBMpHor cnopa3yMa, ao6poM rajM je npeaMei mctot, ao MCTexa nepMoaa Bawerba 
OKBMpHor cnopa3yMa m o6e36eT)MBarba npeaMeTHor ao6pa y hobom nocTynxy jaBHe Ha6aBKe, CTpaHe 
y okbmphom cnopa3yMy cy carnacHe aa npMdyne 3axrbyHerby AHeraa Okbmphot cnopa3yMa rajMM ce 
y CKnaay ca HnaHOM 158. 3araH 0 jaBHMM Ha6aBKaMa, noBefiaBa BpeaHOCT okbmphot cnopa3yMa 3a 
50% y oaHocy Ha BpeaHOCT npBOČMTHO 3aKrbyHeHor okbmphot cnopa3yMa.



CTpaHe y cnopa3yMy cy camacHe fla ce 36or M3MeHe BpeflHOCTM OxBMpHor cnopa3yMa He 
BpuuM n3ivieHa KOJiUHMHa HaBefleHnx y npunory 2 OxBMpHor cnopa3yMa, MMajyfiM y BUfly fla cy MCTe 
OKBMpHe 3a nepnofl Bawefca OxBMpHor cnopa3yMa, m Aa yxynHe xonMHMHe yroBopeHor Ao6pa, y 
CKJiafly  ca TanxoM 2.5. OxBMpHor cnopa3yivia, 3aBMce oa noipe6a Kynaqa m Mory ce pa3nMXOBaTM oa 
KOJiMMMHa HaBeAeHnx y CneqMcpMxaqMjM nexoBa ca qeHaMa (ripunor 2).

Ha ocHOBy npeTxoAHO HaBeAeHor, HapynMnaq u flo6aBrban cy carnacHM Aa 3axrbyne AHexc 
OxBHpHor cnopa3yMa, xojMM ce 3a napTMjy 27 - macitentan 10mg, za lečenje plućne arterijske 
hipertenzije, 3awTMheHor Ha3MBa Opsumit®, y ripunory 2 OKBnpHor cnopa3ywia -  CneqM$MxaqMja 
nexa ca qeHOM AOAaje JKJ1 uiMcppa m xao luto je ropeHaBeAeHo, yBehaBa BpeAHOCT oxBupnor 
cnopa3yMa 3a 50% y OAHOcy Ha BpeAHOCT npBočuTHo 3axrbyneHor oxBnpHor cnopa3yMa.

MnaH 1.

y  nnaHy 6. OxBnpHor cnopa3yMa „I4EHA, YCflOBH M POK njlATiAhbA1' noćne Tanxe 6.2. 
AOAaje ce HOBa Tanxa 6.2.a) Taxo Aa rnacu:

„MeHa M3 cnopa3yivia MO>xe Aa ce npoMeHM y cnynajy Aa 36or M3MeHe OA-nyxe 0 HajBMLUMM qeHaMa 
nexoBa 3a ynoipe6y y xywiaHoj mbamlimhm, a HMjM je pe>xMM M3AaBafta Ha peqemr, AoTje ao npoMeHe 
ueHe nexa ycneA xoje qeHa M3 cnopa3ywia nociaje BMina oa ueHe M3 OAnyxe. V tom cnynajy, ueHOM 
M3 OBor cnopa3yMa, CMaTpahe ce qeHa M3 OAnyxe, xoja ce ayTOMaTCXM npMMeftyje, ashom crynahta 
Ha CHary OAnyxe, 6e3 3axrbyHMBarba AHexca.“

MnaH 2.

y  Oxbmphom cnopa3yMy, y nnaHy 7. „BPEflHOCT OKBHPHOI" CnOPA3yiVIA“ , BpwM ce 
M3MeHa Tanxe 7.1. Taxo Aa Mcra caAa rnacM:

„7.1. yxynHa BpeAHOCT OBor cnopa3yMa m3hocm 5.193.372,60 AMHapa 6e3 nflB."

MnaH 3.

BpujM ce M3MeHa ripMnora 2 -  CneqMcpMxaqMja nexa ca qeHOM m3 Tanxe 16.1. OxBMpHor 
cnopa3yMa, Taxo luto ce 3a napTMjy 27 - macitentan 10mg, za lečenje plućne arterijske hipertenzije, 
3aiiiTMheHor h33mb3 Opsumit® y xonoHM AOAaje JKTI niMc^pa xoja rnacM „1103963“.

H3MeHseH npMnor 2 - CneqMcjjMxaqMja nexa ca qeHOM Hana3M ce y npMnory OBor AHexca 
oxBMpHor cnopa3yMa m hmhm n=eroB cacTaBHM Aeo.

MnaH 4.

CBe Apyre OApeA6e OxBMpHor cnopa3yMa ocTajy Ha ch33m OHaxo xaxo rnace.

MnaH 5.

OBaj AHexc OxBMpHor cnopa3yMa canM^eH 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 - CneqM$MxaqMja nexa ca qeHOM

HAPyMMJlAU

PEnyBJlMMKM OOHfl 3A 3flPABCTBEHO 
OCMryPAHaE



nPHJ10r2 OKBMPHOr CnOPA3YMA- CnEL(H0HKAL(HJA J1EKA CA L\EHOM 
JABHA HABABKA flEKOBH 3A IlEHEhbE PETKHX EOflECTM, JH. BP. 404-1-110/22-131

Ha3MB fločaBibana: Inpharm  CO d.o.o.

riapruja Ha3MB napinje JKTI 3aumirieHii h33hb 
noHyfjeHor flo6pa npOM3BOl)aH OapwapeyTCKM

o6nnK
JasHHa

xieica
JeAHHHpa

Mepe KoniiMMHa JeflMHMHHa uena 
6e3 HflB

CTona
HflB
(%)

27

macitentan 
10mg, za lečenje 
plućne arterijske 

hipertenzije

1103963 Opsumit®
JANSSEN 

PHARMACEUTICA 
N.V. Belgija

film tableta 10 mg tableta 390 8.877,56 10%


