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M3MEHE KOHKYPCHE OOKYMEHTALUJE

Mpeamet: N3meHe KOHKypCHe AOKYMeHTauuje 3a jaBHy HabaBKy nekoBa ca Jlucte nekosa 3a
2014. roguHy: nekoBwu ca L} nucte (ocum nekoBa 3a neyewe myntunne cknepose), 6poj JH 404-
1-110/14-3, cxopgHo unaHy 63. ctaB 1. 3akoHa 0 jaBHMM HaGaBkama (" Cnyx6eHu rnacHuk PC",
Op. 124/12)

Y cknagy ca 4naHom 63. ctas 1. 3akoHa o jaBHUM HabaskaMma ("Cnyx6enun rnacHuk PC", 6p.
124/12), Hapy4mnal, goHocu crnegehe naMeHe KOHKYpCHe AoKyMeHTauumje 3a jaBHy HabaBKy nekoBa ca
Jlncte nekoea 3a 2014. roguHy: nekosu ca LI nucte (ocum nekoBa 3a neyewe MynTunne cknepose),
6poj JH 404-1-110/14-3:

1) Y peny IV. TexHnyka cneundukaumja Bpwe ce naMeHe Ha ctpaHum 10 n 11 KOHKypCcHe
OOKyMeHTaLmje y KOMOHM ,KONMYmnHa" 1 KOMOHM ,,NpoLieweHa BpegHocT", 3a naptuje 8, 15, 16, 17, 18,
19, 20 n 21, a uurby 3aOKpyXMBara YKyNHE KONMMYMHE Ha Opoj Koju je OerbuMB ca KOMMYMHOM
npeamMeTHUX NeKoBa Koja ce Hanase y nakoBamwy.

CxogHo HaBegeHoM, Bplue ce cnegehe namene:

ey naptuju 8 — kapecitabin, merwa ce konnumHa Tako ga ymecto 311.000 TabneTa,
TpaxkeHa KonuumHa msHocu 311.040 TabneTta u Mewa ce npoLeHeHa BpeaHOCT
Tako ga nsHocu 74.403.878,40 guHapa;

* y naptuju 15 — imatinib, mewa ce konuyuMHa Tako da ymecto 5.700 Tabneta
jaunHe 100 w™r, TpaxeHa KonuyMHa u3Hocu 5.760 Tabneta jaunHe 100 wr,
ymecto 57.970 Ttabneta jaumHe 400 wmr, TpaxeHa KonuumHa M3Hocu 57.960
Tabneta jaumHe 400 Mr n Mewa ce npoueHeHa BpeAHOCT Tako Aa 3a cTaBky 1
n3Hocu 2.586.240,00 gmuHapa, a 3a ctaBky 2 nsHocu 104.096.160,00 gnHapa,;

ey naptumju 16 — gefitinib, mewa ce konmumHa Tako ga ymecto 13.000 TabneTa,
TpaxkeHa konunyuHa msHocn 12.990 tabneta n Mewa ce npoLeweHa BpeaHOCT
Tako ga nsHocu 89.340.933,30 gnHapa;

* ynaptuju 17 — erlotinib, merwa ce konnynHa Tako ga ymecto 250 Tabneta jaunHe
100 mr, TpaxkeHa konuMymnHa usHocu 270 Tabneta jaunHe 100 mr, ymecto 3.500
Tabneta jaunHe 150 mr, TpaxeHa KonuymMHa usHocu 3.510 Tabneta jaumHe 150
MI 1 MeHa Ce npoueHeHa BpeHOCT Tako Aa 3a ctaBky 2 usHocu 1.360.924,20
OWHapa, a 3a cTaBky 3 usHocu 21.332.411,10 gunHapa;

* ynaptuju 18 — sunitinib, mera ce konnyuHa Tako ga ymecto 850 kancyna jaunHe
12,5 wr, TpaxeHa konu4mHa nsHocu 840 kancyna jaduvHe 12,5 mr, ymecto 15.000
Kancyna jaunHe 50 mr, TpaxeHa konnyuHa n3Hocu 15.008 kancyna jaunHe 50 mr
N MeHa ce rnpoueweHa BpelHOCT Tako Aa 3a crtaBky 1 maHocu 3.055.718,40
OuWHapa, a 3a ctaBky 3 usHocu 217.158.406,08 gunHapa;

ey naptmju 19 — lapatinib, merwa ce konuumHa Tako ga ymecto 30.600 TabnerTa,
TpaxeHa konunyuHa msHocn 30.590 Tabneta n Mewa ce NpouereHa BPeAHOCT
Tako aa nsHocu 50.950.398,10 gnHapa;

e y naptmju 20 — nilotinib, Mmewa ce konuumMHa Tako ga ymecto 56.200 TabneTa,
TpaxkeHa KOonunyuHa msHocu 56.224 tabnete n Mewa ce npoLeweHa BpeaHOCT
Tako fga nsHocu 177.593.624,32 auHapa;

ey naptumju 21 — tretinoin, Mewa ce KonMuMHa Tako ga ymecTto 14.250 kancyna,
TpaxeHa KonuumHa usHocu 14.300 kancyna u Mewa ce npouerweHa BpeaHoCT
Tako ga nsHocu 2.320.318,00 guHapa.
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3)

4)

,OnLTe NorogHoCTH:

5)

Y peny IV. TexHudka cneundmkaLmja, Ha cTpaHu 12, merwa ce HanomeHa ,[1oHyheHn nek

MOpa umaTu poK Tpajakba of HajMawe 12 (aBaHaecT) Meceuu of gaHa ucnopyke®, Tako

Aa rnacwu:

. TOHyfeHn nek mopa MmaTtu pok Tpajara oA HajMawe 12 (ABaHaecT) Meceum Of AaHa

ncrnopyke, oCUM feka Koju je obnukosaH y napTtujy 28, a Koju Mopa MMaTtu poK Tpajara

oA Hajmarse 6 (LecT) meceuu o4 AaHa ucnopyke.”

Y cknagy ca u3aMeHOM HaBe[EeHO] Y NPEeTXO4HOj Ta4kn MeHa ce Ha cTpaHu 45 KOHKypcHe

JOKyMeHTauuje Tayka 6.6 Mogena OKBMPHOr cnopasyMa Tako Aa rnacu:

JobaBrbay ce obaBesyje ga he ucnopyyumBaTtu fIEKOBE ca POKOM Tpajarba He kpahum o

12 (pBaHaecT) Meceuu o4 JaHa UCMOPYKe, OCUM Neka Koju je 06rmkoBaH y napTtujy 28, a

Koju he ucnopydmBaTu ca pOKOM Tpajarwa He kpahum og 6 (WwecT) meceuu og AaHa

ucnopyke."

Bpwe ce cnepehe nameHe obpacua 6p. 4.1 — lNoHyaa 3a jaBHy HabaBky nekosa ca Jlucte

nekosa 3a 2014. rogmHy: nekoBum ca LI nucte (ocum nekoBa 3a nedyerbe MynTunne

ckrnepose):

Y cknagy ca u3aMeHama HaBeJeHUM y Taudku 1) oBor gonuca memsajy ce KonuyvHe 3a

napTtuje 8, 15, 16, 17, 18, 19, 20 n 21;

BpLm ce gonyHa BesaHa 3a pok BaXkera NOHYAE Tako Aa ymecTo ,Pok Baxeha noHyae je
“, cToju cnegehe:

,POK BaXkera NoHyge je JaHa o4 faHa oTBapaka noHyge.”

VMcnog mecta 3a notnuc 1 oBepy obpacua, noaaje ce criegehe:

Y ynytcTBY noHyfhadmma kako ga nonyHe obpasay 6p. 4.1 — lNoHyga 3a jaBHYy HabaBky
nekosa ca Jlucte nekosa 3a 2014. roauHy: nekosu ca L} nucte (ocum nekosa 3a nevere
MyNTUMNNe cknepose), goaaje ce cras 10. koju rnacu:

.Y geny OnwTe norogHoCTU, NOHyRay MoXe yHeTU cBe JoHauwuje, nonycte n pabate Koje
Hyau, a y Be3u cy ca noHyheHum npegMmeTom Habaske."

MoHyRau je AykaH Aa NOHyAy AOCTaBM Ha U3MeHeHOM obpacuy 6poj 4.1 Koju je objaBrbeH y3
oBaj gonuc.

HAMNMOMEHA: Y3 oBaj gonuc oGjaBrbyje ce n npeunwheH TEKCT KOHKYpCHe AOKYMeHTauuje 3a
jaBHy HabaBKy nekoBa ca Jlucte nekoBa 3a 2014. roauHy: nekosu ca Ll nucrte (ocum nekosa 3a
nevyewe MynTunrne cknepose)

KOMUCUJA 3A JABHY HABABKY



