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M3MEHE KOHKYPCHE OOKYMEHTALUJE

MpeameT: U3MeHe KOHKYpCHe AOKyMeHTauMje 3a jaBHy HabGaBKy JfiekoBa ca Jlucte nekoBa 3a
2014. ropmHy: nekoBwm kapecitabin v imatinib, 6poj JH 404-1-110/14-67

Y cknagy ca unaHom 63. ctaB 1. 3akoHa o jaBHMM HabaBkama ("Cnyx6eHu rnacHuk PC", 6p.
124/12), Hapy4nnauy goHocu criegehe n3MeHe KOHKYPCHe AOKyMeHTaumje 3a jaBHy HabaBKy rekoBa ca

Jlncte nekoBa 3a 2014. roguHy: nekoBu kapecitabin n imatinib, 6poj JH 404-1-110/14-67:

1) Y peny Il. Onuc npegmeTa HabaBke, ONUC NapTuje, HA3MB M O3HaKa M3 OMWTEr peyHuka
HabaBke, Ha CTpaHM 6 KOHKYpCHe AOKYMeHTaLMje, Merwa ce 3a napTtuvjy 2 — imatinib jegnHuua mepe,
KONM4YMHa v NpoLereHa BPeLHOCT NapTuje, Tako Aa rnace:

NAP- NMPOLUEHEHA
NMPEOMET HABABKE JAYUHA NEKA JEO. MEPE KONMU4YUHA BPEOHOCT
TUJA
NAPTUJE
100 mg
imatinib mg 26.892.000 | 120.476.160,00
400 mg

2) Y peny IV. TexHnuka crneuundukaumja, Ha CTpaHn 8 KOHKYPCHE JOKYMEHTauuje Mewa ce 3a
naptvjy 2 — imatinib jeguHuua mepe, konuMuMHa, NpoueweHa BPEAHOCT M OOAaje ce HarnoMeHa fa
noHyfhay mMopa ga Hyau cBe TpaXeHe jadnHe of UCTOor npomnssohaya, Tako Aa rnace:

NAP- NPEOMET JEOUHULIA NMPOLUEHEHA
TUJA HABABKE ®APMALEYTCKWU OBJTUK | JAYUHA NEKA MEPE KONMU4YUHA BPE[JHOCT
100 mg
kapsula tvrda i/l film mg 26.892.000 | 120.476.160,00
2 imatinib P 400 mg
tableta
lMoHyhay Mopa Aa Hyau cBe TpaXKeHe jaynHe o ucTor
npounssohava

3) Y obpacuy 6p. 4.1 — lNoHyna 3a jaBHy HabaBKy nekoBa ca Jlucte nekosa 3a 2014. roaunHy:
nekoBu kapecitabin n imatinib, mewa ce 3a naptujy 2 — imatinib jeguHuua mepe u
KOMnyuHa, npu 4emy ce y HaBedeHOM obpacly yHOCU camo jefHa jeAMHMYHa LieHa 3a
jeamHuuy mepe mg (Munurpam).
MoHyhau je oyxaH Aa noHyay OOCTaBu Ha u3mereHoMm obpacuy 6poj 4.1.

HAMNOMEHA: [MpeunwheH TeKCT KOHKYpCHe AOKyMeHTauuje u obpasal noHyAe 3a jaBHY
HaGaBKy nekoBa ca Jlucte nekoBa 3a 2014. roauHy: kapecitabin u imatinib, koju cappxe cse
npeTxoAHoO HaBeaeHe usmeHe, 6uhe obGjaBrbeHn aaHa 29.05.2014. roamHe Ha lMopTany jaBHUX
HaGaBKM M MHTEPHET CTPaAHMLU Hapy4uoua.
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