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05.01.2015. rognHe

MpeomeT: gopaTHe wmHdoOpMauuvje y Be3W ca NpUNpeMoM MOHYAE Y NOCTYMKY jaBHe HabaBke
JlexoBa ca L Jlncte nekoa 6p. JH: 404-1-110/15-8, cxoaHo 4n. 63 3akoHa o jaBHMM HabaBkama
("Cn.rnacHuk PC" 6p. 124/12)

HaHa 29.12.2014. roanHe 3aMHTepecoBaHoO Nuue ce obpaTuno 3axTeBOM 3a JoOaTHUM
nojaliHteHeM, Y NOCTYNKy jaBHe HabaBke Jlekoea ca L Jiucte nekosa — 6p.JH: 404-1-110/15-8.

Mutamwe 3anHTepecoBaHoOr nuua n oarosop Hapylmoua:
Mutamwe 3anHTepecoBaHoOr nuua:

1. ,YBMOOM y TEHAEPCKy AOKYMEHTauujy Koja NnpaTh jaBHW NO3UB 3a AOCTaBibake NoHyaa y
noctynky 08/2 6poj:404-1-93/14-6 og 15. geuembpa 2014. roguHe 3a nekose ca Jlucte
LI, younnu cmMo HenpaBwunHOCT y cheuudukaumjm koja M morna ga ytTvde Ha garbu
nocTynak n cnpoBohere yroBopa HakoH 3aBpLleTka noctynka. Jlek Tyverb ® (Lapatinib),
dunm Tabneta, 6nmuctep, 70x250mg yBpwTeH je Ha L| nucty nekoBa jaHyapa 2013.
HakoH ueHTpanHe jaBHe HabaBke 3a 2014. roguHy, M nodeTka ucnopyke, XXX je 26.
debpyapa 2014. roanHe o6aBectno CekTop 3a nekoBe 0 ogobpery BapujaLmje kojom ce
Kao npumapHO nakoBawe yBoau Bounmua m ynytmo monby ga ce 6nuctep 3ameHu
6ounuom. O63npom ga je y nutarwy camo M3MeHa BPCTE NMpUMapHOr nakoBawa, yMecTo
bnuctepa, yBoan ce Gouuua, a ga je npeTxogHuM TeHaep O6uo pacnucaH no 6pojy
TabneTa, HUje nocTojana npenpeka y ucnopykama.

Monumo Bac Aa y wTo kpaheM poky n3aMeHuTe nogaTke O neky y cknagy ca ogobpeHom
Bapujaunjom, W NOCNEAMYHO UW3MEHUTE TeHAEepcKy cneundukauunjy kako ©OucMo
OTKIMOHUNK MNOTEHLMjanHN YTULLAj YOYEHE HEMPABUITHOCTU Ha Jarby nocrynak.”

Oprosop Hapyuunoua:

1. Jluctom nekoBa koja ce npumersyje oa 01.01.2015. roguHe kao nakoBawe 3a nek Tyverb
® (Lapatinib) npegsufeH je Griuctep a noHyhauy moxe noHyamtn camo JKJ1 koju ce
Hanasu Ha Jlnctu nekosa.

C nowToBameM,

KOMUCUJA 3A JABHY HABABKY
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