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Hanxa ﬂ _0_'22025. roAUHE 3aKkrbyuyjy

AHEKC Il OKBUPHOI CNTOPA3YMA BP. 6-34/25
3A JABHY HABABKY NNEKOBWU CA JIUCTE B U JIUCTE O NUCTE NEKOBA
JH 6p. 404-1-110/24-123
3A NAPTUJY 244

NPETXOAHA KOHCTATAUUJA

Hapyuunay v [lo6aereay koucTaTtyjy Aa cy faHa 28.01.2025. roguHe 3akrsyuunu OKBMpHUW
cnopaaym Op. 6-34/25 (y pareem Tekcty: OkBupHU cnopasym), 3a jasHy Habaeky flexosu ca flucre B u
Jucre [] Nucre nexosa, 6poj JH 404-1-110/24-123, nopen ocranux u 3a napTujy 244 — vorikonazol tbl
200mg, film tableta, 200mg v 1o 32 nex 3awruhexor Haauea VORAMOL, npouseohaya "Pharmathen
S.A.; Pharmathen International SA". OxkeupHu CNOpasyM 3aKrbyyeH je 3a nepuoa oa 6 (wecr) meceum
0/l AaHa NOTNUCHBatLA.

Takohe, pasa 01.07.2025. roavHe, 3akrby4eH j@ AHEKC OKBMPHOr cnopasyma Kojum je
nosehaHa BpPeaHOCT OKBUPHOr cnopadyma 3a 50% y oAHOCY Ha BpeaHOCT NPBOBWMTHO 3aKrby4eHor
OKBMPHOI CNOpasyma M3 pa3nora wWro cy norpebe 3apaBCTBeHMX YCTaHOBa NPEMalunBane OKBMpHe
KonuumHe gedunncane y NMpunory 2 OkemMpHOr cnopasyma.

fana 08.07.2025. ropuxe, [loGaersay je ynytmo Hapyynouy 3axTes 3a 3akbyunBarbe aHekca
OkeupHOr cnopasyma 3a naptujy 244 cxoaHo wnaHy 13. ucror.

Haume, JoGasrbay je y cBOM 3axTesy Haseo [a je O CTpaHe HOcuWoua Jo3sone 3a nek
VORAMOL - Zentiva Pharma d.o.o., obasewrex ga 3abor npobnema y nponssogmiu nex Hehe Gutu
AOCTYNaW 3a WMCNOPYKY AYXW BpEeMeHckM nepuoa, Te pa je uctu, y meljyepemeHy obeabeawo
HeperucTpoean nex Voriconazol Normon, npoussofjaya Laboratorios Normon S.A., a koju y ceemy
ogrosapa 3daxTeBuma TexHuuke cneuudukauuje 3a naprtujy 244, oAHOCHO yCnoBuMa U3 unawa 2a.
saxeher NpasunHuka o NUCTY nexosa.

Y npunory 3axresa [loGasrsay je aocrasuo Usjasy Hocuoua aossone Zentiva Pharma d.o.o0.,
kojom novepfiyje Hasone w3 3axTesBa Kao U YnyTcrso 3a HeperucTtposad nexk Voriconazol Normon
(opuruHan v oeepeH NPeBsoA Ca WNAKCKOr je3uka).

YnaHom 13. Taukom 13.1. okeupHOr cnopasyma npeasufieHo je aa cy usmeHe u AonyHe
oKkBuMpHOr cnopasyma moryhe cy y cknagy ca unadom 156-161. 3akoHa o jasHum HabGaskama.

Taykom 13.2. ucror unasa, npepsuhieHo je aa je w3meHa OKBUPHOr cnopasyma moryha



YKONMKO TOKOM Tpajara ucror, ycnea nopemehaja Ha Tpxmwry He Byae moryha ucnopyka nexa koju je
npeameT OKBUPHOr cnopasyma, 0 yemy Hapyuunay mopa Outu obasewTeH nucaHum nytem y3
nocrasrsare oarosapajyhe aokymexTaumje kojy je u3nao npoussofjay, OAHOCHO HOCKNay go3sone 3a
nex, a koja norephyje HacTynawe nopemehaja Ha TPXULWTY nexa U HemoryhHOCT 1erose ucnopyke y
CKNafy C OKBUPHAM CNOPa3symom.

Taukom 13.3. npeaeufieHo je aa y cnydajy npecraHka mo. yRHOCTM UCNOpyKke neka Kou je
npeaMeT OKBMPHOr Cropa3yma W3 pasnora HasegeHwx y Tauku 13.2, a kapa [lobasrsau moxe Aa
UCNOpYyYX ApYrY NeK KOju y CBeMy OArosapa 3axTesuMma U3 TexHudke cneuudukaumje, oaHOCHO
ycnosuma u3 ynaWa 2a. saxeher pasunHuka o nucTu nekosa, Hapyyunay moxe aa ao3sonu
MCNOPYKY TakBOr neka no ueMu koja je npegsufleHa OKBMPHUM CNOPa3ymMoMm, y3 NPeTxoaHo
npubaBrbLeHo MULLIbEHE CTPYMHOr Aena Komucuje 3a npeamMeTHy jasHy Habaeky.

Takohe, Taukom 13.4. npensuheHo je ga cy Hapyuunay u [lobasrvay carnacHu na he ce
M3MeHe 1 AoNyHe OKBUPHOI CNopasyma BpLUMTY 3aKbyyerem AHeKca OKBUPHOr cnopasyma.

CxoaHO cBeMy HAaBEAEHOM, a HaKOH WTO Cy C& YNAHOBM CTPYYHOr Aena KOMUCH|e u3jacHunu
Aa nex koju je [loBaervay y moryhHocT ga obesbeaw, y cBeMy oarosopa 3axTeBumMa M3 TexHuuke
cneundukaumje 3a naptvjy 244, Hapyyunay n JoBasroay cy carnachu Aa 3akrbyye AHexc |l oksupHor
cnopasyma, KOojuMm Cce Yy naptvju 244 Bpwm u3MeHa y npunory 2 OKBUPHOr cnopasyma -—
Cneunduxkauuja nexosa ca UeHama Tako Wro ce goaaje Hosu 3awTuhexn Hasme n npoussofay nexa.
Ynan 1.

Bpwm ce namena Mpunora 2 — Cneunduxaumja nexosa ca ueHama u3 tauke 17.2. OxksupHor
cnopasyma 3a naprTujy 244 Tako wTo ce:

- y xonoxu ,3awTwhenn Haaus noxyfhexor nexa® gopaje sawrwhen Haus VORICONAZOL
NORMON"

-y konoun Mpoussohay" aoaaje npoussofay ,Laboratorios Normon S.A.".

Wamersen npunor 2 - Cneuuncdukaumja nekosa ca ueHama Hanaau ce y npunory osor Axexca Il
OKBMPHOr CNOPa3yMa v YUHW HEeros CacTasHKu 4eo.

YnaH 2.

Cee apyre oapenbe OkempHor cnopasyma, ca npunaaajyhum aHekcom, 0cTajy Ha cHasv oHako
Kako rnace.

YnaHn 3.

Ogaj Anekc |l okBMpHOr cnopasyma caquiseH jé y 2 (ABa) UCTOBETHa NpUMepaka Ha CPncKoMm
jé3uky, 1 TO 3a CBaKy CTpaHy NOTNUCHMKA GHEKCa OKBMPHOr CNOpasyMa no jeaad npumepac.

Cacraenu geo osor AHekca |l okeupHOr cnopasyma je u:
Mpunor 2 oxsupHoOr cnopasyma - Cneundukauuja nekoea ca ueHama
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WNOT 2 OKBUPHOI CMIOPA3IYMA - CNEUMOUKALIMJA NEKOBA CA |
VEGA d.o.0.
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1 po (0.5mg+300mg) 12.000 58462 10%
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238 linezolid inf 600 mg 0020081 ZENIX Hemolarm a4, rastvor za infuzip 600 mpr3nd mi bocafkesa 40,000 248090 10%




vorkonazol 1l 200mg

1 g

Sim tablets 200mg watiea 9030 1.082.70 10%
VORICOMNAZOL NORMON Labocatonios Nomsion SA.
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