PEfiyEJIMHKM OOHfl
3A 3fIPABCTBEHO OCHrYPAhbE
08/2 Bpoj: 404-1-15/16-19
0<g .6.2016. roflMHe
JoBaHa MapuHOBHfia 6p.2
Beorpafl

Ha OCHOBy M/iaHa 108. 3a«OHa o jaBHWM Ha6aB«aMa ("CnywSeHU macHUK PC" 6p. 124/12, 14/15 m
68/15), HnaHa 23. n 28. CTaiyTa PenySnnHKor c¢fDOHfla 3a 3flpaBCTBeHO ocurypahbe ("CnywSehm macHHK PC"
6p. 81/11, 57/12, 89/12, 1/13, 32/13 W 23/15) n I/13BeLUTaja o CTpyHHoj ogeHU noHyAa 6p. 404-1-15/16-18 op,
3.6.2016. roflUHe, flupeKTop PenySnnMKor cfDOHfla 3a 3flpaBCTBeHO ocurypahbe aochoch

OfIJIYKY O fIOfIEJIM yrOBOPA

y JABHOJ HABABI4M
AHTMTYBEPKyYJIOTMKA fIPyrE JIMHUJE

BPOJ JH 404-1-110/16-14



CAfIP>KAJ

L1 41020 Y I AV 1= T 0 7Y o = PP
(O o= TC 2 A T T (G =T A o =
I NOFlTAUM O HAPYMMOUY ... .ttt ettt ettt e e et e e et e et e e e e e eaanee e e eannees
I1 noflauM 0 jaBHOj HaBaBidM.............uiieeie e
111 Ochobhm noflaun 0 NOHYT™MAMMMEL. ... ... eaas
IV OrpyYHHE OUEHA NOHY 0@ ettt ettt et ettt e e ta e e e e aaaanns
O = 1G] Y= TSI 10 =
VI KpnTepMjyM 3a flon™e/iy yroBopam paHrnpahbe......c.ooiii e
AV T T o X T o T (O 1Y 1Y 1=

viii YNYTCTBO 0 iipabhom @e/ N CEthY .cooiiiiiiiiiiiiiiiit et a e e e e e e e e e e



fIMCn0O3MTMB OAJiyKe

flofle/byje ce yroBop 3a jaBHy HaeaBky AHTMTy6epKyjiOTm<a flpyre nnHwje, 6poj JH 404-1-
110/16-14 ca cneflefiMM noHyTjaHMMa, 3a Aone HaBefleHe napmje:

ripeAMeT j j
napmja I:paeGaBKee QapMaueyrckm JannHa KonnHMHa JeflMHmja Ha3MB '”:)IS:LIJ:/IHHa yg;:Hy;jeleiia
06niik neita M noHyfjana e @
(MHH) epe i LteHa 6e3 ilflB-a
1. Capreomycin Injekcija 1000 mg 1.764 2‘2’:}@2 Licentis d.0.0. 736,89 1.299.873,96
2. Levofloxacin tableta 250 mg 17.800 TabneTa Licentis d.0.0. 18,45 328.410,00
3. Ethionamide tableta 250 mg 16.300 Ta6neTa Licentis d.0.0. 14,76 240.588,00
. Kapsula ili Kancyna/ Medikunion
4. Cycloserine tableta 250 mg 17.800 Tabneia d.0.0. 60,80 1.082.240,00
P-
5. aminosaiicylici granule 49 4.140 Kecuga Licentis d.0.0. 209,13 865.798,20
acid (PAS)

0O6pa3diio>KeHDe

| rioflaiAM o HapywMOMy

1. Ha3HB Hapynnoua: Peny6nMHKM &oha 3a 3flpaBCTBeHO ocurypahbe

2. Aflpeca HapyMMOLia: JoBaHa MapwHOBHfia 2, Beorpafl

3. MHTepHeT CTpaHnga HapyHMoga: www .rfzo.rs

4. Bpcia HapynnoLia: OpraHM3ai4nja 3a 06aBe3H0 cOi4njanHO ocwrypahbe

Peny6nnMKM cHoha 3a 3flpaBCTBeHO ocurypahbe, Kao HapyHMnaM, je cnpoBeo nociynaK jaBHe Ha6aBKe
aHTHTy6epKynoTHKa APyre nifiHHje, aok fie yroBop ca floSaBrbaneM 3aKrbyMWTM CneunjanHa 6onHULia 3a
nnyfiHe SonecTM “03peH".

Il loAauM o jaBHoj Ha6aBLiu

1. Bpcia npeAMeia jaBHe Ha6aBKe: flo6pa
2. flpeAMeT jaBHe Ha6aBKe, 03HaKa M3 omuTer peMHMKa HaSaBKe m npogehteHa BpeAHOCT Ha6aBKe:

llpeAMeT jaBHe Ha6aBKe cy aHTHTy6epKynoTMi4M Apyre JiMHuje, 6poj jaBHe Ha6aBKe 404-1-110/16-14, 3a
nepnofl oa 12 Mecegn, 06nnKOBaH je y 5 (neT) napTnja, mto:

npouejbeHa
. - ripeAMeT OapMaueyTCKM JanuHa . BpeAHOCT no
riapTuja Ha6aBKe (HHH) o6jimk neKa KOIWMMHa JeAMHulja Mepe napTMjatua 6e3
nflB-a
1 Capreomycin Injekcija 1000 mg 1.764 aMnyna/SoMMLia 1.501.164,00
2. Levofloxacin tableta 250 mg 17.800 TaSneTa 480.600,00


http://www.rfzo.rs

3. Ethionamide tableta 250 mg

. Kapsula ili
4, Cycloserine tableta 250 mg
5, p-aminosalicylici granule ag

acid (PAS)

Ta6neia 342.300,00

Kancyna/Ta6neTa 1.388.400,00

Kecuga 939.780,00

YKyriHa npoueHDeHa Bpef[HOCT 6e3 flfIB-a: 4.652.244,00

Ha3MB mO03HaKa H3 onuuTer penHUKa HaSaBKe: 33600000 - cfDapMaLjeyTCKn npOM3BO0fin, 3a CBaKy napTnjy

3. PeflHn 6poj jaBHe HaSaBKe: 404-1-110/16-14

4. BpcTa nocTynKa jaBHe HaSaBKe: OTBopeHn nocTynaK

Il Ochobhm noflaMM o noHyllaHMMa

P.B. Ha3MB noHyTjaHa
1 Licentis d.o.o.
2. Medikunion d.o.o.

YKynaH 6poj noflHeinx noHyAa: 2 (ABe)

Bpoj noHyAa no napTMjaMa:

Bpoj napTiije ripefMeT Ha6aBKe (MHH)
1 Capreomycin
2 Levofloxacin
3 Ethionamide
4 Cycloserine

P - aminosalicylici acid
(PAS)

Aflpeca

Tolumh 6yHap 6p. 272 r, BeorpaA

foy6e fIMAnfia 6p. 19, BeorpaA

Bpoj noHyfla



IV CTpynHa OLjeHa noHyaa

1. Bpoj nofl KojMM je noHyga 3aBefleHa: 1
Ha3MB noHyfjana: Licentis d.o.o.

noHyAa 6poj: 314/16 ofl 24.5.2016. roflIMHe
noHyfjaH je nofl[Heo noHyfly: caMocranHO

noHyflaH je nofl[Heo noHyfly 3a napTi/ijje 1, 2, 3, 4 n 5.

3aurriilheHM
) . YKyrma
. ripeflMeT LUncfcpa H33MB OapMaijeyTCKM JannHa JefIMHMHHa Y M3HOC nfIB - YKyriHa geHa ca
napTnja HaBaBKe neKa noHylleHor npOM3BOI]aH 0BriMK neKa JeflMHuua Mepe  KonnHMHa ueHa ueHa 6e3 a HFIB-OM
neka nflB-a
1 Capreomycin N002170 iﬁji’;tr;%mlj’;g Vianex S.A. MHjeKLinja ig aMnyna/GoMML4a 1.764 736,89  1.299.873,96  129.987,40 1.429.861,36
2 Levofloxacin Amesol Medffdhem'e TabneTa 250 mg TabneTa 17.800 18,45 328.410,00  32.841,00 361.251,00
Ethionamide Macleods
3 Ethionamide N002196 250mg Pharmaceuticals Ta6neTa 250 mg Ta6neTa 16.300 14,76 240.588,00 24.058,80 264.646,80
LTD
Macleods Kancyjia vim
4 Cycloserine N002162 Cycloserine Pharmaceuticals Ta6er1eTa 250 mg Kancyna/Ta6neia 17.800 62,74 1.116.772,00 111.677,20 1.228.449,20
LTD
P- aminosalicylici P-
5 . 4 N002154 aminosalycilate Olainfarm rpaHyne 49 Kecuga 4.140 209,13 865.798,20 86.579,82 952.378,02
acid (PAS) 5,529
YKyriHA BPEfIHOCT nOHYfIE BE3 IIfIB-A 3.851.442,16
H3HOC nflB-A 385.144,22
yKYfIHA BPEfIHOCT fIOHYfIE CA nflB-OM 4.236.586,38

Pok ncnopyKe m3hocm 24 caia ofl floSwjahfoa 33kohom npeflBnTjeHe AOKyMeHTaunje 3a npoMeT HepemcTpoBaHor neKa.

Pok Ba>Kehba noHyfle je 90 flaHa ofl flaHa OTBapa”a noHyfle.

noHyfjan je AOCTaBno pewe”e o ynncy noHyfjana y pernciap noHyfjana, Kojn BO,gn AllP, mto Peujei-be 6p. BI1H 2262/2014 oa 5.5.2014. rofIMHe. HaKOH yBMfla y
noHyfly, Koivmcuja je Ha MHTepHeT CTpaHUMM AreHquje 3a npwBpeflHe perncipe yTBpflnna je p,a noHyllaH Licentis d.o.o. ynncaH y pemcrap noHyTjaMa n fla je
pemcTpaqMja aKTMBHa.

noHy]]aM je HMje nci<a3ao TpoLUKOBe npi/inpeMe noHyfle.

noHyfjaM je y oSpacqy noHyfle yHeo HanoMeHy pa je poK i/icnopyxe ofl CTpaHe GDF-a 4-6 Mecegn mp,a neK MHH-a P-aminosalycilate 5,529 oflroBapa caflpwajy 4 g
PAS.

KoMMCMja KOHCTaTyje fla je flOCTaBibeHa noHyfla noHyTjaMa Licentis d.o.0. M3 Beorpafla npuxBaT/tuBa y CMMcny MnaHa 3. ct3b 1. TawKa 33) 3aKOHa o

jaBHMM Ha6aBKaMa (,Cjiy>K6eHM macHMK PC*“, 6poj 124/12, 14/15 m68/15), 3a cBe napTMije.



2. Epoj noA KojMM je noHyfla 3aBe,qeHa: 2
Ha3HB noHy”aHa: Medikunion d.o.o.
rioHyfla 6poj: 294 oa 2.6.2016. rofIMHe
noHyfjaM je nofl[Heo noHyfly: caiviocTanHO
noHyflaM je noAHeo noHyAy 3a napmije 1, 2, 3, 4 m5

3awTM?ieHM
" YKyriHa )
. . . LUmfcpa H33MB OapMaijeyTCKM JannHa . JefIMHMMHa YKyriHa ueHa ca
riapTnja  ripeflMeT Ha6aBKe neka noHyTjeHor npOM3BOT]aM 0BniiK neKa JeflMHMLja Mepe ~ KonnHMHa ijeHa Melf—:g 6e3 H3Hoc nAB-a HAB-OM
neKa ntis-a
Capreomycin Vianex S.A
1 Capreomycin N002170 1g injection o MHjeKUMja ig aMnyna/6omma 1.764 773,00 1.363.572,00 136.357,20 1.499.929,20
USP
2 Levofioxacin 1320455 ~ Amesol 250 Medochemie TasneTa 250 mg Ta6neTa 17.800 2091 37219800  37.219,80 409.417,80
mg, tablets Ltd. ! !
Ethionamide Oxalis Labs
3 Ethionamide N002196 tablets (for TabneTa 250 mg Ta6neTa 16.300 20,45 333.335,00 33.333,50 366.668,50
250mg Macleods)
Cycloserine Macleods Kancvfia mim
4 Cycloserine N002162 capsules 250 Pharm Ltd TagAeT? 250 mg Kancyna/TabneTa 17.800 60,80 1.082.240,00 108.224,00 1.190.464,00
mg Daman Plant
. L P-
5 P- ~aminosalicylici  noop154  Aminosalicylic  Olainfarm rpaHyne 49 Kecnua 4.140 22400  927.360,00  92.736,00 1.020.096,00
acid (PAS) sodium
YKyriHA BPEfIHOCT nOHYAE EE3 nflB-A 4.078.705,00
H3HOC nAB-A 407.870,50
YKYfIHA BPEfIHOCT nOHYAE CA nflB-OM 4.486.575,50

Pok ncnopyKe m3hocm 24 caTa oa Ao6njaH=a 3aKOHOM npeABHfjeHe AOKywieHTaquje 3a npoMeT HepemcTpoBaHor neKa.
Pok Ba>Kehba noHyAe je 90 AaHa oa Aana OTBapan=a noHyAe

noHyllaM je Kao caciaBHH neo CBoje noHyAe AocTaBno nonyhbeH o6pa3ai_i 6p. 7 - Tpolukobm npunpeMe noHyAe, y KojeM Hnje MCKa3ao yKynHe TpoLUKOBe npwnpeiviahba

noHyAe.
noHyfjaM je AOCTaBMO peiuehbe o yrmcy noHyfjana y pernciap noHyfjana, Kow boah AnP, ii to Pewehbe 6p. BI1H 5232/2014 oa 17.11.2014. roAW-ie. HaKOH yBMAa y

noHyAy, KoMncwja je Ha HHTepHeT CTpaHULIn AreHquje 3a npuBpeAHe perncTpe yTBpAMJia je Aa noHyTjan Medikunion d.o.0.ynncaH y pemcTap noHy”ana h Aa je

perMCTpaquja aKTMBHa.
KoMMCMja KOHCTaTyje p,a je flocTaBfbeHa noHy,qa riOHyllada Medikunion d.o.o. M3 Beorpafla npuxBaT/tuBa y CMiicny nnaHa 3. ct3b 1. TaHKa 33) 3aKOHa o

jaBHMM HaSaBKaMa (,Criy>K6 eHii macHMK PC*“, 6 poj 124/12,14/15 m68/15) 3a noHyljeHy napTujy.



V OflSnjeHe noHyfle

y nocTynKy npeAMeTHe jaBHe Ha6aBKe Hnje 6nno noHyAa Koje cy ogehbeHe Kao HenpuxBairbHBe n
ycneA Tora OASnjeHe.

VI KpmepiijyM 3a flOfleny yroBopa mpaHmpaHae
KpMTepujyM 3a flofleny yroBopa je HajHMwa noHyl]eHa LjeHa.

PaHrrmcTa noHyTjawa no naptnjaMa:

lloHyfjeHa noHytjeHa
. npeflMeT PeflHM . .
flapTnja HabaBKe (MHH) 6pOj noHyl}aH JjefIMHMMHa y«yriHa ueHa 6e3
neHa nflB-a
) 1 Licentis d.o.o. 736,89 1.299.873,96
1 Capreomycin -
2 Medikunion d.o.o. 773,00 1.363.572,00
1 Licentis d.o.o. 18,45 328.410,00
2 Levofloxacin o
2 Medikunion d.o.o. 20,91 372.198,00
1 Licentis d.o.o. 14,76 240.588,00
3 Ethionamide L
2 Medikunion d.o.o. 20,45 333.335,00
1 Medikunion d.o.o. 60,80 1.082.240,00
4 Cycloserine
2 Licentis d.o.o. 62,74 1.116.772,00
. p-aminosalicylici 1 Licentis d.0.0. 209,13 865.798,20
acid (PAS) 2 Medikunion d.o.0. 224,00 927.360,00

KoHKypcHOM AOKyMeHTaqujoM 3a npeAweTHy jaBHy HaSaBKy, Kao aok33 3a ycnoBe 3a yMewfie y
nocTynKy jaBHe Ha6aBKe npeABnFjeHO je AOCTaBrbafee nonyhteHor, nenaTOM oBepeHor mnoTnncaHor
oSpacqa n3jaBe noHyTjaMa AaTe hoa nyHOM MaTepujarmoM n kpmbmhhom OAroBopHomliy o
ncny”eHOCTM ycnoBa (06pa3ai4 6p. 9 u 10 y KOHKypcHOj AOKyMeHTaunjn), y CKnaAy ca MnaHOM 77.
CT3B 4. 3aKOHa o jaBHMM Ha6aBKaMa (,Cny>K6eHH rnacHMK PC" 6p. 124/12, 14/15 n 68/15).

y CKnaAy Aa nnaHOM 79. CTaB 2. 3aKOHa Hapynmiaq je y o6aBe3n Aa npe AOHOiuehba
OA”yKe o AOAenn yroBopa oa noHy?)aMa Muja je noHyAa OMehteHa Kao HajnoBOJbHMja 33Tpa>KM Aa
AOCTaBU Konnjy 3a>creBaHMX AOKa3a 0 ncnyhbeHOCTM ycnoBa, a MO>Ke n Aa 3aipa>KM Ha yBMA opumHan
nnn oBepeHy Konnjy cbhx mjih nojeAHHNnx AOKa3a.

ByAyTin Aa je KOMUcuja yTBpAnna Aa noHyfjaMn, nnje cy noHyAe oget-beHe Kao HajnoBorbHnje,
ncnyhbaBajy ycnoBe 3a yneiufie y nocTynKy npeAMeTHe jaBHe HaSaBKe, mto yBMAOM y AOKa3e
AOCTaBTbeHe y3 noHyAy m yBHAOM y jaBHO AOCTynHe noAaTKe, oa hctux HMje 6nno 3axTeBaHO
AOCTaBfbahbe AOKa3a y CKnaAy ca nnaHOM 79. craB 2. 3aKOHa.

VIl ripefl/ior KOMMCiije

Koivincnja 3a cnpoBOfjehfee npeAMeTHe jaBHe Ha6aBKe, nocne CTpyHHe ogeHe noHyAa,
npeAno>KMna je Aa ce AOHece Ofl/iyKa o floflejw yroBopa 3a jaBHy Ha6aBKy AHTMTySepKyjioTimM
Apyre JiMHMje, 6poj 404-1-110/16-14, u fla ce yroBop AOfleriMm cneflefiMM noHyTjamiMa, no
napmjaMa:

npeflMeT J " noHyfleHa lloHyfijeHa
. eAMHtma
napTMja Ha6aBKe OapMiTleCKM J?]Se?;a KonMHMHa Mepe noiaﬁgllgWa jefMHMHHa  yKynHa ijeHa
(MHH) ° Y MeHa 6e3 nflB-a
. L aMnyjia/ Licentis
1. Capreomycin Injekcija 1000 mg 1.764 60411142 d.0.0. 736,89 1.299.873,96
. Licentis
2. Levofloxacin tableta 250 mg 17.800 TaSneTa d.0.0 18,45 328.410,00
. . Licentis
3. Ethionamide tableta 250 mg 16.300 TabneTa d.0.0 14,76 240.588,00



. Kapsula ili Kancyna/ Medikunion
Cycloserine tableta 250 mg 17.800 TabneTa 4.0.0.
P Lo Licentis
aminosalicylici granule 49 4.140 Kecnua d.0.0

acid (PAS)

Cxoaho HaBefleHOM, flupeicrop Peny6ni/iHKor cfDOHAa 3a 3ApaBCTBeHO

oflnyKy Kao y fincno3MTHBY.

VIIl ynYTCTBO O nPABHOM CPEfICTBY

60,80 1.082.240,00

209,13 865.798,20

ocnrypan=e aohocm

ripoTMB OBe oflnyKe MO>Ke ce nofl[Hein 3axTeB 3a 3aixiTHTy npaBa y poKy oa 10 (fleceT) flaHa
ofl flaHa oSjaBrbHBapta ncTe Ha llopTany jaBHMX HaSaBKH, cxoaho nnaHy 149. CTaB 6. 3aKOHa o

jaBHWM HaSaBKaMa (,Cn. rnacHUK PC", 6poj 124/12, 14/15 m 68/15).

57016.23/128



