PEnyBJIMHKM OOHfl

3A 3fIPABCTBEHO OCW"yPAhbE
08/2 Epoj: 404-1-89/15- \\
07.-12.2015. roflMHe

JoBaHa MapuHOBUfia 6p.2
Beorpafl

Ha 0CHOBy nnaHa 108. ("CnywdeHM rnacHMK PC" 6p. 124/12, 14/15 n 68/15), nnaHa 23. u 28. CTaTyia
PenySriMMKor ¢jDOHfla 3a 3flpaBCTBeHO ocurypahbe ("CnywdeHH macHuk PC" 6p. 81/2011, 57/2012, 89/2012,
1/2013, 32/2013 u 23/2015) n H3BelLUTaja o CTpyMHOj ogeHU noHyfla 6p. 404-1-89/15-10 oa 08.12.2015.
roflUHe, flupeKJop PenydriMHKor cfDOHia 3a 3flpaBCTBeHO ocurypahbe aochocm

ofl Jiy ky
O 3AKJbyHEHDy OKBMPHOTr CilOPA3yMA

y JABHOJ HABABUH
J1EKOBA CA B JIMCTE J1EKOBA: BLEOMICIN M PORAKTANT ALFA

BPOJ JH 404-1-110/15-100
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fIMCnO3MTMB OAnyKe

3aK/byMyje ce okbmphm cnopa3yM 3a jaBHy Ha6aBKy JeKOBM ca B JlucTe neKOBa: bleomicin u
poraktant alfa, 6poj JH 404-1-110/15-100, 3a napmje 1 u 2, ca noHy]laHeM ,Ino-pharm“ d.o.o. M3
Beorpafla, yn. Bpafie KoBan 6p. 2.

0O6pa3no)KeH3e

| no,gaidMo Hapymioidy

1. Ha3MB HapyMnoida: Peny6nnMKM <£oha 3a 3flpaBCTBeHO ocnrypahbe
2. Aflpeca HapyHMoga: JoBaHa MapnHOBnfia 2, Beorpafl

3. MHTepHeT CTpaHnua HapyHMOLia: www.iavhenabavke.rfzo.rs

4. BpcTa HapyHHOMa: OpraHM3ai4nja 3a 06aBe3HO cognjanHO ocH”pa”e

Peny6nnHKn cJdoha 3a 3flpaBCTBeHO ocnrypahbe, Kao HapyHnnai4, je cnpoBeo nocTynaK jaBHe Ha6aBKe
W 3axrbyMyje okbmphh cnopa3yM, aok nojeflMHaHHe yroBope o jaBHoj Ha6aBLin 3aKrbynyjy 3ApaBCTBeHe

ycTaHOBe.

Il noflaijM o jaBHoj Ha6aBi4M

1. Bpcia npeflMeiajaBHe Ha6aBKe: flo6pa
2. ripeflMeT jaBHe Ha6aBKe, 03HaKa H3 oniirrer peMHUKa HaSaBKe u npoMe”eHa Bpefl[HOCT Ha6aBKe:

llpeAMeT jaBHe Ha6aBKe JleKOBa ca B JlucTe neKOBa: bleomicin u poraktant alfa 06nnKOBaH je y 2
napTnje, uto:

. . . llpoLjetbeHa
nap- ripeflMeT JaHMHa{KOHLJeHTpa- JeAMHHLja Ko/IMHMHa BpefiHOCT no
Tnja Ha6aBKe unja Jiena Mepe .

napTujaMa

1 bleomicin 15000 i.j. bocica 2.954 6.707.057,00
2 poraktant alfa 120 mg/1,5 ml bocica 525 24.461.771,25
nPOL4EhbEHA BPEfIHOCT JABHE HABABKE 31.168.828,25

Ha3MB n 03HaKa U3 onuiTer peMHUKa HaSaBKe: 33600000 - cjDapMalLieyTCKH npon3BOfin, 3a CBaKy napTnjy
3. PeflHM 6poj jaBHe HataBKe: 404-1-110/15-100
4. Bpcia nocTynKa jaBHe Ha6aB«e: OTBopeHU nociynaK


http://www.iavnenabavke.rfzo.rs

[l OcHOBHM noflai*M o noHyllaMMMa

P.B. Ha3MB noHyfjana
1 “Ino-pharm” d.o.o0.

YKynaH 6poj noflHeTux noHyfla: 1 (jeflaH).

Bpoj noHyAa no napTnjaMa:

Bpoj napinje Ha3MB napTMije
1 bleomicin
2 poraktant alfa

Aflpeca
Beorpafl, Bpafie Kof3an 2

Bpoj noHyfla
1
1



IV CTpyHHa olLjeHa noHy,ga

1

Bpoj
nap-
Tiije

perncTpaunja aKTnBHa.

,INO-PHARM* d.o.0.

Ha3HB noHyf)aMa: “Ino-pharm” d.o.o.
ilOHyAa 6poj 431/15 ofl 23.11.2015. roflMHe

noHy?]aiHje noflHeo noHyfly: caMOCTanHo

floHy”aM je noflHeo noHy,qy 3a cjieflefie napinje: 1 n 2

Ha3MB
napTnje

bleomicin

poraktant
alfa

JKJ1

003322
0

011915
0

3aurnifieHM
H33HB

noHylleHor
AoSpa

BLEOCIN-S

CUROSURF

npO0M3BOT]aH

Nippon
Kayaku Co.
Ltd

Chiesi
Farmaceutici
S.P.A;
Chiesi

Pharmaceutica

Is GmbH

ct>apMaideyTCK
ii 0Sjimk

prasak za
rastvor za
injekciju/infuzij
u

suspenzija za
endotraheopul
monalno
ukapavanje

Pok ncnopy«e m3hocm 24 caia oa npnjeMa nncMeHor 3axTeBa Kynga
Pok Ba>Kehba noHyAe je 90 flaHa ofl flaHa OTBapahba noHy,qga.

noHyT]aM Huje ncKa3ao TponiKOBe npnnpeMe noHyfle.
[LoHyf)aM je flocTaBno Peuuei-fee AreHMMje 3a npnBpeAHe pemcrpe O ynncy Y Pernciap noHyTjaMa 6p. BilH 727/2013 oa 21.10.2013. roflm-ie. ripnnnKOM OLieHe
AOCTaBibeHe noHyfle, KoMncnja je Ha nrnepineT CTpaHnuin Arem-inje 3a npuBpeflHe perncipe yTBpflnna fla je noHyT}aH ,Ino-pharm” d.0.0. ynncaH y PerncTap noHy?jaHa n p,a je

JanuHa/

KOHLjeH-

Tpaunja
jiena

15000 ij.

120 mg/1,5
ml

-

- Kojim-
(72}

— o HMHa

bocCica 2.954

bocica 525

JeflM-
HMHHa
gqeHa

2.270,50

46.593,85

yKynHa
MeHa 6e3
nflB-a

6.707.057,00

24.461.771,2
5

yi<ynHA bpeahoct noHyflE ee3 rifIB-A

M3HOC nfIB-A

YKynHA bpeahoct NnoHYfIE ca nflB-OM

M3HOC
nflB-a

670.705,70

2.446.177,1
3

yKyrma
MeHa ca
nflB-OM

7.377.762,70

26.907.948,3
8

31.168.828,25
3.116.882,83
34.285.711,08

KoMMCuja KOHCTaTyje fla je noHyfla noHyflaMa ,Ino-pharm® d.o.o. npnxBaTrbHBa y CMMcny MnaHa 3. CTaB 1 Tanna 33) 3akKOHa o0 jaBHMM Ha6aBKaMa
(,,Cjiy>K6eHM macHMK PC* 6poj 124/12, 14/15 u 68/15).



V OflénjeHe noHyfle

y nocTynKy jaBHe HabaBKe Huje 6nno noHyfla Koje CYy oqgef-beHe Kao HenpuxBaTrbiiBe myc/iefl Tora
Huje 6nno noHyfla Koje Cy Ofl6njeHe.

VI KpMTepiijyM 3a flofleny yroRopa n paHmpafbe
KpuTepMjyM 3a flofleny yro3opa je HajHMwa noHytleHa ueHa.
PaHr iiMCTa noHy”*ana no napTMjaMa:

Y npeflMeTHoj jaBHoj HaaBMM npMCTMma je caMo noHyfla jeflHa noHyfla Koja je ogeHaeHa
Kao npnxBaT/bMBa.

. rioHy”eHa .
Bpoj . . . floHyfieHa yKynHa
. Ha3MB napTMje Ha3MB noHyf
napTMje PV a noRylana Jef”\ggm:Ha MeHa 6e3 nflB-a
1 bleomicin sIno-pharm* d.o.o. 2.270,50 6.707.057,00
poraktant alfa »Ino-pharm*® d.o.o. 46.593,85 24.461.771,25

KOHKypcHOM AOKyMeHTaqujoM 3a npeflMeTHy jaBHy HadaBKy, Kao flOKa3 3a ycnof3e 3a yneiufie
y nocTyriKy jaBHe Ha6aBKe npeflBuTieHO je flOCTaBrbatte nonyn“eHor, newaTOM ofRepeHor n
noTnucaHor o6pacga n3jaBe noHyTjana flaTe nofl nyHOM MaTepnjarmoM m kpmb/ hhom oflroBopHOLuliy
0 ncny*eHOCTM ycnoBa (o6pa3ai4 6p. 9 n 10 y KOHKypcHOj lOKyMeHTaLinjn), y CKnafly ca nnaHOM 77.
CT3B 4. 3aKOHa o jaBHMM Ha6aBKaMa (,Cny>K6eHH rnacHUK PC* 6p. 124/12, 14/15 n 68/15).

y CKnafly ca MnaHOM 79. craB 2 3aKOHa o jaBHuMm Ha6aBKaMa (,Cny>K6eHn rnacHUK PC* 6p.
124/12, 14/15 m68/15), HapyMunaq je y o6aBe3n fla npe flOHowehba oflnyKe o 3aKrbyMeHay OKBupHOr
cnopa3yMa ofl noHyTjaMa nnja je noHyfla oLiehbeHa Kao HajnoBorbHuja 3aTpa>KM fla flocTaBW Konnjy
3axTeBaHnx flOKa3a o ncny*eHOCTn ycnoBa, a MO>Ke n fla 3aTpa>Kn Ha yBHfl opuruHan nnn OBepeHy
Konnjy cbmx nnn nojefliiHnx flOKa3a.

KoMucuja je Ha nHTepHeT CTpaHngn AreHgnje 3a npuBpeflHe pernorpe yTBpfluna fla Hafl
noHyfjaneM ,Ino-pharm® d.o.0. Hnje noKpeHyT nociynaK CTenaja n Ha MHTepHeT CTpaHngn HapoflHe
6aHKe Cponje je yTBpfluna fla panyH HaBefleHor noHyTjana Hnje 6no y 6noKafln y CKnafly ca
3axTeBMMa KOHKypcHe flOKyMeHTagnje.

KaKO je KOMucuja yTBpfluna fla noHyTjan ,Ino-pharm® d.o.0. ncnyftaBa ycnof3e 3a yneLufie y
nocTynKy jaBHe Ha6aBKe, n to yBHfIOM y flOKa3e flocTaBfbeHe y3 noHyfly n yBHfIOM y jaBHO flocTynHe
noflaTKe Ha rope HaBefleHUM MHTepHeT CTpaHngaMa, ofl noHyfjana ,Ino-pharm® d.o.o. Muja je noHyfla
ogehbeHa Kao HajnoBorbHuja Hnje 3axTeBaHO flocTaB/bahbe flOKa3a, y CKnafly ca nnaHOM 79. ct3b 2.
3aKOHa o jaBHUM Ha6aBKaMa (,Cny>K6eHn rnacHUK PC* 6p. 124/12, 14/15 n 68/15).

Vilnpefljior KOMMCMje

KoMucuja 3a cnpoBofjehbe npeflMeTHe jaBHe Ha6aBKe, nocne CTpyHHe ogeHe noHyfla,
npeflnownna je fla ce OflnyKa o 3aKrbyMeK=y oKBnpHor cnopa3yMa 3a jaBHy Ha6aBKy JleKOBa ca E
JlucTe neKOBa: bleomicin n poraktant alfa, 6poj 404-1-110/15-100, 3a napinje 1 n 2, floflenn
noHyfiany ,Ino-pharm“ d.o.o. H3 Eeorpafla, yn. Epafie KoBan 6p. 2.

CxoflHO HaBefleHOM, flnpeKTop Peny6nnMKor cjDOHfla 3a 3flpaBCTBeHO ocnrypa”e aohoch
oflnyKy Kao y flMcno3HTHBY.



VIl ynyTCTBO O nPABHOM CPEfICTBY
ripoTUB OBe ofl/iyKe MO>Ke ce nofl[HeTH 3axTeB 3a 3ai{TMTy npaBa y poKy ofl 10 (fleceT) flaHa

ofl ,gaHa o6jaBfbUBaHDa ncTe Ha llopTany jaBHHx HaéaBKH, cxoaho nnaHy 149. ct3b 6. 3aKOHa o
jaBHMM Ha6aBKaMa (,,Cn. racHMK PC*, 6poj 124/12, 14/15 n 68/15).

57015.125/28



