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NMPEOMET: [opaTtHe MHcpopmMaumje U nojawkewa y Be3n ca NpUnpemMom NnoHyAe y NOCTYNKy jaBHe
HabaBke nekoBa ca Jlucte nekoBa 3a 2014. roguHy: nekoBu kapecitabin wm imatinib, 6poj JH 404-1-
110/14-67

Oana 27.05.2014. rogvHe 3auHTepecoBaHO nuue obpaTmno ce 3axTeBoM 3a [JoAaTHUM
nHdopmaumjama n nojalwHkewnma y Be3n NnocTyrnka jaBHe Habaske nekosa ca Jlucte nekosa 3a 2014,
roauHy: nekosu kapecitabin n imatinib, 6poj JH 404-1-110/14-67, cxogHo 4naHy 63. 3akoHa O jaBHMM
HabaBkama (,Cnyx6eHu rmacHuk PC*, 6p.124/12).

Mutarbe 3anHTEpecoBaHor nuua:

[a nu je NnpuxBaT/bMBO Aa ce 3a napTujy 2 — imatinib, 3a jaunHy neka og 400 mg NOHyAM NEK jadynHe
100 mg (ueHe nakoBarwa 100x120mg n 30x400mg cy ncre)?

Kako cy y cknagy ca paHujom npakcom TeHaepu 3a imatinib 6unu pacnucueaHu y mg , a Tpxuite
6uno npetexHo 6asupaHo Ha nakoBawy 120*100 mg, NPoU3BOAHa je opraHM30oBaHa Tako Aa je TPeHYTHO
poctynaH imatinib 120*100 mg, ok je nakoBake 30*400 mg jow y npoussoawn. lNoBehaHa ucnopyka y
nakosawmma 120*100 mg Hehe HuWTa NopemMeTuTn y Tepanujckom cmucny, a omoryhuhe yuyewhe eher
6poja noHyha4a y oBOj jaBHO] HabaBuu.

OaroBop — Kako y Tepanujckom cMucny Hema pasnuke y npumeHu neka imatinib jaumHe 100
Mg 1 uctor neka jaumHe 400 mg, a y uurby nowTtoBawa 4YnaHa 10. 3akoHa o0 jaBHMM HabGaBKama, Koju
ce ogHoCcM Ha Hauveno ob6Ge3behuBawa KOHKypeHuuje, Ouhe u3BpweHa wU3MeHa KOHKYpCHe
OOKyMeHTauuje y aeny TexHudka cneumdumkaumja n y oépacuy noHyae. HaseaeHa nsameHa ogHocuhe
ce Ha NPOMeHy jeAuHuUe Mepe 3a NapTujy 2 Tako ga rmacu mg, a cxogHo Tome usBpuuhe ce u
M3MeHa KonunuuHe Kkoja he 6utn npunarofjeHa NpoMeweHOj jeAUHULMN Mepe.

Takohe, 360or HauMHa pgo3upama, noHyhaum he 6uTM y obaBe3u ga Hypge obe jaumHe neka
imatinib oa uctor npousBohaya, ¢ TMM wWiTo he 6MTU AechmMHMCaHaA YKYNHA KONIMYMHA Yy M.

360r cneuncpmyHOCTM fO3Upaa, HEONXOAHO je Aa usabpaHu noHyhay yBek Ha pacnonarawy
uMmMa imatinib jaumHe 100 mg.

Takohe, je HeonxogHo Aa je u3abpaHu noHyhay y moryhHocTM Aa mcnopy4yje u imatinib
jaumHe 400 mg Ha 3axTeB 34paBCTBeHe ycTaHOBe, ¢ TUM Aa he ce y u3yseTHMM cuTyaumjama Kaga
nocroje onpasAaHu pa3nosu 36or Kojux nsabpaHu noHyhay Huje y moryhHocTtn ga ncnopyum imatinib
oA 400 mg, npuxBaTUTHU Ucnopyka oarosapajyhe konuumHe neka imatinib jaunmHe 100 mg.
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