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25.07.2016. roanHe

NMPEOMET: NlopaTHO nojawHele KOHKYPCHe AOKYMeHTauuvje y Be3n jaBHe HabaBKe LMTOCTaTUKa ca
Nucte B u Jlucte O Jlucte nekoBa, 6poj 404-1-110/16-33, carnacHo unaHy 63. 3akoHa O jaBHUM
HaGaBkama (,,Cn.rnacHuk PC*, 6poj 124/12, 14/15 v 68/15)

HaHa 21.07.2016. roguHe, 3aMHTEpPEeCcOBaHO Nuue ce obpaTuno Hapyyuouy 3axTeBOM 3a AOAATHUM
nojalteHem y Be3un NocTynka jaBHe HabaBke uutocTatuka ca Jlucte b n Jlucte [ Jlucte nekosa, 6poj 404-1-
110/16-33, y cknagy ca 4naHom 63. 3akoHa o jaBHMM HabaBkama (,Cnyx6enun rmacHuk PC*, 6p.124/12, 14/15 n
68/15).

MuTtame:

O6pahamo Bam ce ca npegnorom 3a npoMeHy konuyuHa neka leuprorelin 3,75 mg un 11,25 mg, ogpeheHunx
KOHKYpCOM [OKyMEeHTauujoM 3a jaBHy Habasky pegHu 6poj 404-1-110/16-33. KoHKypCHOM AOKyMEHTaLmjoM,
peaHu 6poj 404-1-110/16-33 ogpeheH je 3a naptujy 34 LO2EO2 leuprorelin 3,75 mg, a pacnucaHa je konuinHa
oa 185 jeguHuua gok je 3a naptujy 34 LO2EO2 leuprorelin 11,25 mg pacnucaHa konuuunHa og 645 jeguHuua.
Mako pasymemMo fa je pey 0 OKBUpPHUM KonndnHama un ga he notpebe 3aBucutn og peanHux notpeba ycraHoBa
Te [a yroBopeHa KOonuyMHa MOXe [a Ce pasfuKyje of, KONIMYMHA M3 OKBMPHOI cropa3yma, OBMM [OOMMWCOM,
KEnMMo a BaM yKaXeMO Ha YuhseHuuy aa je y notpowrun 2015, roguHe npema nogauuma Kojuma KoMmnaHuja
pacnonaxe, yTtpoweHo 791 uHjekumoHn wnpwuy neka leuprorelin jaunHe 11,25 mg u 435 wnpuueBa neka
leuprorelin jaunHe 3,75 mg, a y npBoj nonosuHn 2016. roguHe 658 wnpuuesa neka leuprorelin jaunHe 11,25 mg
n 290 wnpuueBa neka leuprorelin jauMHe 3,75 mg, Te ga KONUYMHE pacnucaHe OKBUPHUM CMOPa3yMOM HUCY Y
cknagy ca nogauuma o noTpoLUHKU, a CaMMM TUM HU y cknagy ca notpebama 3a HapeaHy roguHy.

Lek INN Proizvodac 2015. godina (12 meseci) | 2016. godina (6 meseci)
Lupron injekcioni Spric 11,25 leuprorelin XXXXX 791 658
Lupron injekcioni Spric 3,75 leuprorelin XXXXX 435 290

Izvor: IMS data

C ob3vpom pga ce Hanasumo Ha MefyHapogHOM TpXWWTY, cMaTtpamo ga 6y u3MeHa KOHKypCHe
AOKyMeHTauuje y cmepy nosehawa KonvyuHa npema nogauyma o MOTPOLHWM U npoueHn notpeba cTpyke,
06e3beanna goctynHocT neka leuprorelin y Cpbuju, y perctpoBaHnm nHavkaumjama. NocebHo Harnawaesamo
Aa ce nek leuprorelin KopucTn y Tepanuju kapumHoMa npoTcTaTte, KapuMHOMa Aojke 1 eHAOMEeTPUOo3e.

Hagamo ce pga heTe yBaxuTu HaBedeHe aprymeHTe M y3eTu Yy pasmartparwe npeanor 3a MOHOBHO
yTpBphuMBamwe konuumMHa neka leuprorelin jaunHe 3,75 mg u neka leuprorelin jaunHe 11,25 mg, kako Gucmo
n3bernu noTeHumjanHy HecTalmLy neka.

OaroBop:

KonunuuHe nekoBa Koju cy npeameT jaBHe HabaBke uucTtoctatvka ca Jlucte b m Jlucre [ Jlucre
nekoea, oapelleHe cy Ha OCHOBY nojaTaka U3 efieKTpoHcke dakTtype 3a nepuog op 01.01.2015.-
31.12.2015. rognHe wm nopataka u3 [lnaHa noTtpe6Ga 3ApaBcTBeHUX ycTtaHoBa 3a 2016. roauHy
JocTaBrbeHux oa ctpaHe MHcTutyTa 3a jaBHO 3apaBrse Cp6uje ,,Op Munax JoBaHoBuh BatyT®.

Y3umajyhu y o63up uenokynHe konuumHe cBux jaumHa neka WHH-a leuprorelin, koju je npegmet
HabaBKe, y NOTNyHOCTU cy obOyxBaheHe KONMM4YMHE NpeaMeTHOr JfieKka Koje cy noTpeb6He 3ApaBCTBEHUM
ycTaHoBama 3a nepuoa oa 12 meceum, a Ha OCHOBY rope HaBeAeHMX noAaTaka.

Us3Bop nopartaka IMS data, a koje HaBoguTe y Bawem nutawy, HUje penieBaHTaH U3BOp noAaraka 3a
cnpoBofhewe LeHTpanM3oBaHe jaBHe HabaBKe Koja ce CMpOBOAM UCKIbYUYMBO 3a NoTpebe 3apaBCTBEHUX
ycTaHoBa u3 [naHa mpexe 3apaBCTBEHUX yCTaHOBA.
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CxopHO HaBeAeHOM, He npuxsaTa ce Mpeanor 3aMHTepecoBaHOr nuua 3a M3MeHY KOHKYypCHe
OOKyMeHTaumje u KoMmmcuja 3a npegmeTHy HabaBKy ocTaje npu yTBpleHoj TeXHMUUYKoj cneundunkaumju.

KOMUCWUJA 3A JABHY HABABKY
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