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Ha ocHoBy 4naHa 36. ctaB 7. 3akoHa o jaBHUM HabaBkama ("Crnyx6eHun rmacHuk PC", 6p. 124/12,
14/15 vn 68/15), Penybnuukn coHA 3a 34paBCTBEHO OcUrypake 06jaBrbyje

OBABELUTEHE O MOKPETAHY NMPEFOBAPAYKOIf MOCTYMKA
BE3 OBJABJbMUBAHA NMO3UBA 3A NMOAHOLWEHKE NMOHYOA

. Hasue Hapyunoua: Penybnunykm dhoHA, 3a 30paBCTBEHO OCUTypaH-e

. Agpeca Hapy4yuoua: JosaHa MapuHosuha 2, Beorpag
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3. WHTepHeT cTpaHuua Hapyumoua: www.javnenabavke.rfzo.rs

4. Bpcta Hapy4uvoua: OpraHusaupmja 3a 06aBe3HO coupjanHo ocurypame

Penybnuukn coHO 3a 34paBCTBEHO OCUrypake, kao Hapydunal, he cnpoBecTu MocTynak jaBHe
HabaBKe W 3aKIbYYNTN OKBMPHM criopasyM, OOK he nojeamHadHe yrosope o jaBHOj HabaBLUW 3aKrby4nBaTy
3[paBCTBEHe yCTaHoBe.

5. Bpcta npegmeTta jaBHe HabaBke: gobpa

6. Onuc npegmeta HabaBke, Ha3MB M O3Haka U3 onwTer pevHuka Habaske: JlekoBu ca Jlucte L
Jlucte nekoBa: imatinib 3a nepuog oa 4 meceua, 6poj JH 404-3-110/16-26

Mpeomet HabaBke JaunHa neka y mg JeavHuua mepe KonunuuHa y mg

Imatinib 100 1 400 mg mg 19.008.000

33600000 — chapmaLeyTckv Npom3BoAM

7. OcHOB 3a NpYMeHY NperoBapaykor MOCTyrka v Nofgaum Koju onpaBaaBajy HeroBy NpUMeHy:

UnaH 36. ctaB 1. Tadyka 3) 3akoHa O jaBHMM HabaBkama npegBuha da Hapyuunay, Moxe
CNpOBOAMTM MperoBapayku noctynak 6e3 objasrbmBara NosvBa 3a MOAHOLEHe NOoHyda ako 36or
n3y3eTHe XUTHOCTW NPOY3POKOBaHe BaHPeAHVMM OKOMHOCTMMA unu HenpeeasuheHum gorahajuma, ynje
HacTyrnawe HU y KOM Cryvajy He 3aBWCK Of BOSbe Hapy4vuoua, Hapyyunai Huje mMorao Aa nocTtynu y
pokoBMMa ofpefeHn 3a OTBOPEHU UNN PECTPUKTUBHW MOCTYNaK.

Penybnuyku ¢oHa 3a 34paBCTBEHO ocurypawe (y garbeM TekcTy: Penybnuukmn ¢ooHa) cnpoBoau
LeHTpanusoBaHe MoCTyrnke jaBHUX HabaBku 3a noTpebe 34paBCTBEHUX ycTaHoBa u3 [MnaHa mpexe, y
Cknagy ca Ypegbom o nnaHvpary v BpCTM poba u ycnyra 3a koje ce CnpoBOAE LIEHTpanu3oBaHe jaBHe
HabaBke (,CnyxbeHu rnmacHuk PC*, 6p. 29/13, 49/13, 51/13-ucnp. 86/13, 119/14 n 86/15), kojy AoHoOCK
Bnapa Penybnuke Cpbuje.

Y cknagy ca HaBegeHoM Ypenbowm, Penybnuyku ¢hoHA je cnpoBeo MOCTynak jaBHe HabaBke
nekoea ca L| Jlucte nekoa, Opoj 404-1-110/15-8, y cknagy ca 3akoHOM O jaBHUM HabaBkama
(,Cnyx6eHnu rmachHuk PC* 6poj 124/12, 14/15 n 68/15), koja je obyxBaTtana u nek imatinib. ¥ koHkpeTHOM
cny4ajy, pagu ce o uutoctatuky ca L Jlucte nekosa.

3a HaBepeHu nek, 3awTunheHor Hasuea ANZOVIP/ALVOTINIB/MEAXIN, Peny6nuyku coHg je
3aKIby4no OKBUPHWM crnopa3ym 6poj 11-6/15, ca pobasmavem PHOENIX PHARMA D.O.O. pgaHa
17.3.2015. rognHe, Ha nepuog og 17 meceuu.

MehyTtum, og cebpyapa meceua 2016. rognHe, noctoju npobnem ca ucnopykom rneka imatinib 3a
Koju je ca Penybnunykum dhoHOOM 3aKrbydeH OKBUPHWK cropa3yM. [NaumjeHTn Ha Tepanwuju nekom imatinib,



36or npoGnema ca UCMOPYKOM fieka, MMajy nay3e M HepedoBHO cHabaeBare LITO MOXe 3HauyajHo Aa
yTU4e Ha TepanujCKu Oarosop.

HaHa 24.5.2016. rognHe gobasrbad PHOENIX PHARMA D.O.O. ynyTtuo je Penybnuykom doHay
3a 30paBCTBEHO Ocurypake obaBeluTere, Koh Hapydumoua 3aBefdeHo nop 6pojem 404-1-93/14-122, o
HemoryhHocTu o6e3behena neka CBMM 30paBCTBEHUM YCTaHOBama, Y CKagy ca OKBUPHUM CnopasyMoMm
6p. 11-6/15.

CxogHO TOMe, ropeHaBefeHN OKBMPHM CropasyM, jeOHOCTPaHO je packuMHyT obaBeluTersem 6p.
404-1-93/14-123 paHa 26.05.2016. roguHe.

Y cknagy ca TadkoMm 12.4 okBupHOr cropasyma 6poj 11-6/15, packugom OKBMPHOr crnopasyma
npectana je MoOryhHOCT 3akrbydewa nojeauHayHux yroBopa usmehy [dobaereava n Kynaua —
30paBCTBEHNX ycTaHoBa. Mimajyhun y Buay Aa je OKBUpHM CropasdyM packvHyT y Cknagy ca obaBeLuTerem
pobaBrbavya o HeMoryhHOCTM n3BpLUeHa YroBopHUx obasBe3a npema Kynuvma y cknagy ca npeysetum
obaBesama ¥ MpaBuMMa CTPyKe, y YroBOPEHVMM poOKoBMMa, npuctynuhe ce packvgy nojeavHayvHux
yroBopa, Koju Cy 3aKkrby4yeHun HenocpeaHo Mamely 3apaBcTBeHMX ycTaHoBa 1 gobaBrbava.

Wmajyhn y Buay ga Penybnuukm dooHa mopa 06e36eamT HecmeTaH paj 30paBCTBEHNX YCTaHOBA,
y cMucny nowTtoBawsa un. 178. ctas 3. 3akoHa 0 34paBCTBEHOM ocurypamwy (,Cnyx6enn rmacHuk PC” 6p.
107/05, 109/05 - wucnpaeka, 57/11, 110/12 — YC, 119/12, 99/14 n 106/15), ogH. 3akoHcke obaBese
JaBaola 30paBCTBEHWMX Yycryra [a oOcurypaHuM nuvumMma Mopa o6e3begutn notpebHe rnekose,
Peny6nuykun cdoHA je y o6aBesn Aa NOHOBO MOKPeHe NocTynak jaBHe HabaBske.

OBO HapounTO M3 pasfora LWTO, CXOAHO 4YnaHy 212a 3akoHa O 34paBCTBEHOM oOcurypakby
3[paBcTBEHe ycTaHoBe M3 [MnaHa mMpexe He Mory fa Habaerbajy pobe u ycrnyre 3a koje Penyonuuku
¢OHZ, Yy UME U 3a payyH TUX YCTaHOBA, CMPOBOAW LieHTpanM3oBaHe jaBHe HabaBke.

Kako cBakogHEBHO 3[paBCTBEHE YCTAHOBE, KAa0 U MaLujeHTU KOHTakTupajy Penybnuyku doHg y
uurby obesbehena npegmeTHOr neka, Penybnuukmn doHa, Kao Hapy4yunal, je NOKPeHyo MoCTynak jaBHe
HabaBke JlekoBu ca Jlucte Ll Jiucte nekoBa: imatinib 3a neprog og 4 meceua, Ha OCHOBY YrnaHa 36. cTaB
1 Tauka 3. 3akoHa O jaBHMM HabaBkama, Yy UMIby MOKyllaja WTO Opxer obe3behera cHabaeBara
npegMeTHUM FIEKOM.

Y cknagy ca unaHom 36. ctaB 2. 3akoHa o jaBHUM HabaBkama Penybnnukm doHg ce obpaTtvo
YnpaBu 3a jaBHe HabaBke 3axteBoMm Op. 404-492/16 op 26.05.2016. rogmHe y unrby Aobujarka
MULLIBEHA O OCHOBAHOCTW NPUMEHE MperoBapayYkor NocTyrnka.

Y cknagy ca unaHom 36. ctaB 6. 3akoHa O jaBHMM HabaBkama, Penybnuuks cpoHa npeameTHu
nocTynak je MokKpeHyo npe Aobujarwa rope HaBeAeHOr MULLIbLEH-a YNpaBe 3a jaBHe HabaBke.

Y cnyvajy Aa YnpaBa 3a jaBHe HabaBke OOCTaBM MULLSbEHE Aa HE MOCTOjU OCHOB 33 MPUMEHY
nperosapauykor noctynka, Penybnuyku cpoHg he npegMeTHM NocTynak jaBHe HabaBke 06yCTaBUTH.

8. Hasus u ajgpeca nuua KOjI/IM he Hapyyunay nocnatu no3me 3a NogHoleHe noHyaa:

Mo3nB 3a nogHowewe noHyde Owuhe ynyheH noHyhadvma koju cy QOCTaBunmM MOHydy 3a fek
imatinib y orBopeHom nocTynky jaBHe HabaBke nekosa ca Ll Jlucte nekoBa, 6p. JH 404-1-110/15-8,
cnpoBegeHom y 2015. roamHm 3a nepuog oa 17 meceum, kao U HocuoLumMMa Ao3Bona 3a cee nekose NHH-
a imatinib koju ce Hanase Ha JIucTu nekoBa Koju ce Nponucyjy U n3gajy Ha TepeT cpeactaBa obaBe3HoOr
30paBCTBEHOT OCUTypaHsa.

N3 pasnora HaBedeHWX y MpeTXO4HOM CTaBy, MO3VB 3a NOAHOLEHe NoHyda 6uhe nocnat
cneaehnm noTeHumjanHUM noHyhaunma:

1) Farmalogist d.o.0., beorpag, MupujeBckn Gynesap 3 — noHyfhay koju je OOCTaBuO MOHyAy Y
OTBOPEHOM TMOCTYrMKy jaBHe HabaBke 3a nek imatinib n Hocunay gossone 3a nek imatinib
sawTuheHor HasuBa Imarem;

2) Phoenix pharma d.o.o., beorpag, bope CrtaHkoBuha 2 - noHyhay Koju je JocTaBmo MOHyay Y
OTBOPEHOM MOCTYMKY jaBHe HabaBke 3a nek imatinib;

3) Vega d.o.o., BarbeBo, Byka Kapauwuha 41 - noHyhay koju je goctaBmO MOHyOYy Yy OTBOPEHOM
NOCTYMKy jaBHe HabaBke 3a nek imatinib;

4) 3ppasrbe a.a. Jleckoeau, JleckoBau, BnajkoBa 199 - Hocunau possonie 3a nek imatinib
3awwtuheHor Hasnea Anzovip



5) Alvogen Pharma d.o.o0., bapuue, NnaHguwre, Mawravka 66 - Hocunay go3Bone 3a nek imatinib
3awTmheHor HasmBa Alvotinib

6) Krka Farma d.o.0., beorpag, Jypuwja larapuHa 26/V/Il 66 - Hocunay go3sorne 3a ek imatinib
3awTuheHor HasmBa Meaxin

7) PharmaSwiss d.o.0., Beorpag, BaTajHnykn gpym 5a — Hocunaul pfossone 3a fek imatinib
3awtuheHor Ha3mea imatinib PharmaSwiss.

KOMUCWUJA 3A JABHY HABABKY
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