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CekTop 3a jaBHe HabaBke
08/5 6poj: 404-1-1/15-6
06.01.2015.roguHe
JoBaHa MapwuHoBuha 2
beorpag

Ha ocHoBy unaHa 36. ctaB 7. 3akoHa o jaBHMM HabaBkama ("Crnyx6eHun rmacHuk PC", 6p. 124/12),
Peny6nuukn poHa 3a 3gpaBCcTBEHO Oocurypane objasrbyje

OBABELLUTEHE O NOKPETAHY NMPEFOBAPAYKOI MOCTYIKA
BE3 OBJABIbUBAA NO3NBA 3A NOAHOLUEHKE NOHYOA

3a jaBHy Ha6aBky JlekoBa ca Jlucte b m Jlucre L, 3a ABa meceua

1. Hasue Hapy4ymoua: Penybnuykn dhoHa 3a 30paBCTBEHO OCUTYpaH-e

2. Appeca Hapy4wnoua: JosaHa MapuHosuha 2, Beorpag

3. VIHTepHeT cTpaHuua Hapyyuoua: www.rfzo.rs

4. Bpcta Hapy4yvoua: OpraHusaumja 3a 06aBe3HO coumjanHo ocurypame

Penybnvukn ¢oHO 3a 34paBCTBEHO OCUrypake, kao Hapydunau, he cnpoBecTM NOCTynak jaBHe
HabaBke, 0ok he nojeanMHaYHe yroBope O jaBHOj HabaBLUW 3aKrby4nMBaTu 30paBCTBEHE YCTAHOBE.

5. PegHwu 6poj jaBHe HabaBke: 404-3-110/15-13
6. Bpcra npegmerta jaBHe HabaBke: gobpa

7. Onnc npegmMmeTa HabaBKe, HA3MB W O3HaKa U3 onwTer pPeYHuKa HabaBke:

<
)
= JEOUHULA JEOUHUYHA | MNMPOLEEHEHA
'n;. NMPEOMET HABABKE JAYUHA JIEKA MEPE KOINMW4YnNHA LEHA BPEQHOCT
(=
dalteparin- natrijum . injekcioni
1 2500 i. 2500i.j./0,2 ml Spric 18.000 157,81 2.840.580
dalteparin- natrijum . injekcioni
2 5000 i . 5000 i.j./0,2 ml Spric 20.000 292,39 5.847.800
fibrinogen, koagulacioni
faktor XllII, humani, 4x(270 mg +
aprotinin, trombin, 180 U + 3000
3 | Kalcijum hlorid (270 mg+ | KIU + 1500 i .+ set 400 30.916,30 | 12.366.520
180 U + 3000 KIU + 1500 | 17,7 mg)/3 ml
i.j.+ 17,7 mg)/3 ml
4 tigeciklin 50 mg 50 mg bocica 2.500 5.156,92 12.892.300
5 meropenem 500 mg 500 mg bocica 1.100 337,09 370.799
6 meropenem 1000 mg 1000 mg bocica 15.000 615,27 9.229.050
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7 Vorikonaz‘::]gab'eta 200 200 mg tableta 500 3.796,56 1.898.280
8 Vorikonazﬂgraéak 200 200 mg bogica 750 12.000,90 9.000.675
9 metotreksat 500 mg 500 mg bocica 300 2.476,50 742.950
10 mg bocica 250 1.519,20 379.800
10 vinorelbin 50 mg bocica 400 6.152,50 2.461.000
MoHyhay Mopa da Hyau cBe TpaXeHe jaunHe of ucTor npomnssonaya.
10 mg bocica 3.500 209,10 731.850
11 doksorubicin 50 mg bocica 5.000 1.051,50 5.257.500
MoHyhay Mopa da Hyau cBe TpaXeHe jaunHe of ucTor npomnssonaya.
5mg mg
20 mg mg
150.000 22,64 3.396.000
12 temozolomid 100 mg mg
250 mg mg
MoHyhay Mopa da Hyau cBe TpaXeHe jaunHe of ucTor npomnssonaya.

Mpenmet jaBHe HabaBke je obnukoBaH y 12 (oBaHaecT) napTuja.

HaauB 1 o3Haka 13 onwTter peyHuka Habaske: 33600000 — cbapmavueyTckm Npon3Boau

8. OcCHOB 3a NpUMeHy NperoBapaykor NoCTynKa 1 NofaLm Koju onpaBaaBajy HheroBy NpUMeHy:

UnaH 36. ctaB 1. Tauka 3. 3akoHa o jaBHUM HabaBkama npefBufa ga Hapy4dunal MOXe CNpOBOAUTU
nperoBapayku noctynak 6e3 objaBrbuBarba Mo3vBa 3a NOAHOLUEHE MOoHyAa ako 360r M3yseTHe XUTHOCTM
Npoy3pOKOBaHE BaHPEOHWM OKOMHOCTUMAa unu HenpeasuheHum porahajyuma, yvje HacTynawe HU Yy KOM
Cnyyajy He 3aBUCK Of, BOSbe HapyuyuoLia, Hapyyunal, Huje Morao Aa nocTynu y pokosuma oapeheHum 3a
OTBOPEHM UIM PECTPUKTMBHM NnocTynak. OKOMHOCTU Koje onpaBAaBajy XUTHOCT HEe Mory 6utn y Guno Kakeoj
Be3M ca Hapyyuouem.

Haume, Peny6nuuku dpoHp 3a 3apaBcTBeHo ocurypame (PP30) je kpajem 2013. roguHe n no4YeTKoM
2014. roanHe CNpoBEO HEKOMMKO MOCTynaka jaBHMX HabaBku nekosa ca Jlnucte nekosa (b v L nucra), HakoH
KOjUX je 3aKiby4mo OkBMpHe cnopa3yme 3a oko 200 nekoBa. HaBegeHe noctynke P®30 je cnpoBeo Ha
OCcHoBY Ypenbe o nnaHupary 1 BpCTv poba u ycnyra 3a Koje ce CnpoBoAe LeHTpanu3oBaHe jaBHe HabaBke
(,Cn. rmacHuk PC", ©6p. 29/13, 49/13, 51/13-ucnp. n 86/13), y kojoj je yTBphEeH cnucak nekoBa Koju ce
LeHTpanu3oBaHo Habaerbajy o ctpaHe P®30 3a 2014. rogunHy. OKBMpPHWU CNoOpasymMu Cy 3aKiby4YeHU Ha
nepvoa oA roguHy AaHa, Tako Aa, KOHKPETHO, OKBUPHW cnopa3symu 3a rekose ca b nucte uctudy 30.12.2014.
roauHe, 0OK OKBUPHU cniopa3ymu 3a nekose ca L nucte nctnuy 13.01.2015. roguHe.

P®30 je nnaHupao ga Beh cpeauHom 2014. rognHe NMOKpPeHe HOBE MOCTYMNKe jaBHe HabaBke ca
unrbem ga ce obe3beam curypHocT y cHabaesawy nekosuma u 'y 2015. rogmHn. Mehytum, nmajyhm y sugy
obaBe3He ycroBe 3a NokpeTawe NocTynka npensuheHe dnaHoM 52. 3akoHa O jaBHMM HabaBkama, PP30
Huje 61O y moryhHOCTM ga MnocTynke NOKpeHe OOK ce He 06e3bedn mcnyhweHocT Tux ycnosa. JoaaTtHu
npobnem y cBemMy ToMe NpeacTaBiba U YMkbeHnla Aa AOHOLWEHE MNfaHa LeHTpann3oBaHnx jaBHMx HabaBku
HWje y HagnexHoctn P®30 c ob3upom ga je Ypeabom o nnaHupawy u BpcTu poba u ycnyra 3a koje ce
cnpoBofe LeHTpanu3oBaHe jaBHe HabaBke npeaBuheHO Aa nnaH LeHTpanu3oBaHuX jaBHUX HabaBKku JOHOCK
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WHcTuTyT 3a jaBHO 3gpaBrbe Cpbuje ,Jp MwunaH JoeaHoBuh BaTyT, u TO HajkacHuje o 15. aBrycra.
Ckpehemo naxwy ga WHCTUTYT 3a jaBHO 3gpaBrbe Cpbuje OO0 [aHawwer gaHa Huje [OHeo MraH
LeHTpanu3oBaHMx jaBHMx Habasku n ga P®30 cnpoBoam LieHTpanm3oBaHe jaBHe HabaBke Ha ocHoBY [NnaHa
Koju je cam aoHeo 07.11.2014. roanHe.

Y umrby o6esbehmBarba ycrnosa 3a nokpeTtawe noctynaka, P®30 ce 30.07.2014. roanHe obpatuo
MuHncTapcTBy 3gpaBrba ca [Npeanorom 3a n3ameHy Ypeabe o nnaHupary 1 BpCcTu poba 1 ycnyra 3a koje ce
cnpoBofe LeHTpanu3oBaHe jaBHe HabaBke, kao M ca npeanorom ga Bnaga goHece 3akrbyyak Ha OCHOBY
kojer 6u ce P®30-y omoryhuno cnpoBofewe LEeHTpanu3oBaHMX jaBHUX HabaBku. 3akrbyvak n M3meHy
Ypenbe Bnapa je goHena Tek 30.10.2014. roguHe, o Kaga cy Ce CTEKNM YCrnoBu fa ce goHece [MnaH
LueHTpanu3oBaHmx Habasku of ctpaHe P®30. lNMnaH ueHTpanuioBaHux Habaekn PP30 je goHeo Beh Ha
cegHvumM YnpasHor ogbopa ogpxaHoj 07.11.2014. roanHn. Mmajyhu y Buay Aa je go ucteka nocrtojehumx
OKBMPHWX criopasyma ocTano oko 2 meceua (3a b nucty u mamwe), P®30 je, cBecTaH YnkieHULEe Aa HOBU
OKBWPHW criopa3ymu Hehe BUTK 3akibyyeHn 0o ucteka npetxoaHux, 20.11.2014. roanHe nocnao MHCTPYKUWjY
30paBCTBEHMM YyCTaHOBaMa Ha OCHOBY Koje 3[4paBCTBeHe ycTaHoBe Tpeba Aa, npe ucrteka OKBUPHUX
crnopasyma, 3akibyye ca gobasrbadymma yroBope Ha Behe konuumHe nekosa (go anpuna 2015. roguHe), u Ha
Taj Ha4YWH NpemMocTe nepuop o4 NpecTaHKa BaXkera OKBUPHUX CriopasyMa [0 NoyeTka NpMMeHe HOBYIX.

P®30 je Takohe, 02.12.2014. roanHe, pobaBrba4yMma M3 OKBMPHUX Crlopasyma Npocneamno ynut o
HMX0BOj MOryhHOCTM Aa 3akrbyye AofdaTHe YyroBope ca 30paBCTBEHUM yCTaHoBamMa 1 Aa yroBope U nucrnopyye
KonuuuHe nekosa notpebHe oo anpwuna 2015. roguHe, nog ycrnoBuma u3 Baxkehux OKBUMPHMX cnopasyma.
OBge ckpehemo naxry Aa cy CKOpo CBU AobaBrbayv UCTIOPYYMIN KONMNYMHE N3 TEXHUYKE cneundukaumje,
anu ga cy Te KOnuyvHe OKBUPHE W Ja je OKBUPHMM cnopasymMuma npensuiieHa moryhHOCTM yroBaparwa u
BehMx KonmumHa, y 3aBUCHOCTM of noTtpeba M pacnonoXuMBMx (OUHAHCWjCKMX CpeacTaBa 34paBCTBEHMX
yCTaHOBa TOKOM Nepuoja Baxera OKBMPHOr cnopasyma. [obasrbaum cy 3a BehuHy nekosa noTBpavnu aa
he Mohun fa HacTaBe UCNOPYKe U HAKOH UCTEKa OKBUPHUX Criopa3ymMe, OCUMM 3a NEeKOBE KOju Cy NpeaMeT OBor
3axTeBa, 3a koje cy Hac gobasrbaunm obGasecTunu ga Hehe mohu ga 3akbyde gogaTHe YroBope ca
3[paBCTBEHMM YyCTaHOBUMA. Y nNuTamy cy nekosu ca b nucte, ocum neka temozolomid koju ce Hanasu Ha L
TINCTU M KOjU HE MOXe [a Ce UCropyyyje y yroBopeHoMm chapmavieyTckom obnmky. Hosu chapmaueyTcku obnmk
3a nek temozolomid, goctynaH Ha TpxunwTy Cpbuje, PO30 moxe ga Habaerba ek og 01.01.2015. roauHe,
Kafa no4ynke ga ce npumetryje Hosa Jlucta nekosa PP30.

P®30 nnaHupa ga y oBOM nperoBapadkoM NOCTYMKy crnpoBefe HabaBKy 3a KonuyvHe notpebHe 3a
nepuvod OA4 OBa Mecela W [a Ha Taj HauuH peln cHabaeBare 30paBCTBEHUX YCTaHOBA [0 OKOHYaha
OTBOpEHMX MocTynaka koju cy Beh mnokpeHyTu (No3uBM 3a MogHollewe noHyaa objaBrbeHw Ha [lopTany
jaBHux HabaBkm 15.12.2014. roguHe). [llo3mBe 3a nogHowewe noHyaa P®30 he nocnatn kako
pobaBrbadnma M3 Bakehnx OKBMPHWUX Cropa3yMa 3a JIEKOBE KOju Cy npeameT oBe Habaske (Erma, ADOC,
PharmaSwiss, Ino-pharm) Tako n octanum Benegporepvjama Koje cy nogHocune noHyde 3a reHepudke
rnekoBe Y LieHTpanusoBaHuM jaBHuMm Habaskama P®30 (Phoenix Pharma, Farmalogist, Vega, Yusafarm).

HaHa 19.12.2014. rognHe P®30 ce obpatvo Ynpasu 3a jaBHe Habaske 3axteBom u 30.12.2014.
OOMyHOM 3axTeBa 3a MULLIbEHE O OCHOBAHOCTU NMPUMMEHE NPeroBapaYvkor NocTyrnka.

YnpaBa 3a jaBHe HabaBke je gonucom 6poj 404-02-4453/14 o 31.12.2014. roguHe fana Mullibere
O WUCMYyHEHOCTM YCroBa 3a MpUMEHY MnperoBapaykor noctynka 6e3 objaBrbvBarba Mo3nBa 3a MOJHOLLEHE
noHyda y cknagy ca ynaHom 36. ctaB 1 Tayka 3) 3akoHa o jaBHMM HabaBkama ("Cnyxbenu rmacHuk PC", 6p.
124/12).

9. Hasue 1 agpeca nmua KOjVIM he Hapy4unawy, nocnaTtu no3me 3a nogHowexwe noHyaa:

P.B. Hasue noHyhaua Appeca
1 Farmalogist d.o.o. ¥Yn. Mupujescku bynesap 6p. 3, beorpag
2 Yusafarm d.o.o. ¥Yn. TpewmuHor ugeta 6p. 1/VI, Beorpag
3 Phoenix pharma d.o.o. ¥Yn. Bope CtaHkoBuha 6p. 2, Beorpag
4 Vega d.o.o. ¥Yn. Byka Kapayuha 6p. 41, BarbeBo
5 Erma d.o.o. AyTonyT 3a Hoeu Cag 6p. 96a, 3emyH, Beorpag




INO-pharm d.o.o.

¥Yn. Bpahe Kosau 6p. 2, Beorpag

ADOC d.o.o.

¥n. Munopaga JoeaHosuha 6p. 11, Beorpag

PharmaSwiss d.o.o.

¥Yn. batajHuukn gpym 6p. 5a, beorpag
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KOMWUCWUJA 3A JABHY HABABKY




