
PEfiyEJlMHKM O O Hfl 
3A 3flPABCTBEHO OCHrYPAhbE
08/2 Bpoj: 404-1-15/16-19 

0<g .6.2016. roflMHe 
JoBaHa MapuHOBHfia 6p.2 
B e o r p a f l

Ha 0CH0By M/iaHa 108. 3a«OHa o jaBHWM Ha6aB«aMa ("CnywSeHU m acH U K  PC" 6p. 124/12, 14/15 m 
68/15), HnaHa 23. n 28. CTaiyTa PenySnnHKor cfDOHfla 3a 3flpaBCTBeHO ocurypahbe ("CnywSehm macHHK PC" 
6p. 81/11, 57/12, 89/12, 1/13, 32/13 v\ 23/15) n l/l3BeLUTaja o CTpyHHoj oqeHU noHyAa 6p. 404-1-15/16-18 op, 
3.6.2016. roflUHe, flupeKTop PenySnnMKor cfDOHfla 3a 3flpaBCTBeHO ocurypahbe aohoch

OflJlYKY O flOflEJIM yrOBOPA

y  JABHOJ HABABI4M 
AHTMTyBEPKyJlOTMKA flP y rE  JIMHUJE

BPOJ JH 404-1-110/16-14
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f lM C n 0 3 MTMB O A J iy K e

f lo fle /b y je  ce yroBop 3a jaBHy H a 6 a B K y  AHTMTy6epKyjiOTm<a flp y re  nnHwje, 6poj JH 404-1- 
110/16-14 ca cneflefiMM noHyTjaHMMa, 3a Aone HaBefleHe napm je:

n a pm ja
ripeAMeT
H a 6 a B K e

(MHH)

O a p M a u e y r c K M
o6niiK

JannHa
neita K o n n H M H a

J e f lM H m ja
M e p e

Ha3MB
noHyfjana

I lo H y T je H a
je flM H M M H a

LteHa

n o H y T je H a  
ynynHa LjeHa 

6e3 ilflB -a

1. Capreomycin Injekcija 1000 mg 1.764 awinyna /  
6om  1114a Licentis d .0 .0 . 736,89 1.299.873,96

2 . Levofloxacin tableta 250 mg 17.800 Ta6neTa Licentis d.0.0. 18,45 328.410,00

3. Ethionamide tableta 250 mg 16.300 T a 6 n e T a Licentis d.0.0. 14,76 240.588,00

4. Cycloserine Kapsula ili 
tableta 250 mg 17.800 Kancyna/

T a 6 n e ia
Medikunion

d.0.0. 60,80 1.082.240,00

5.
P-
aminosaiicylici 
acid (PAS)

granule 4g 4.140 K e c u q a Licentis d.0.0. 209,13 865.798,20

0 6 p a 3 i i o > K e H D e

I rioflaiAM o HapywMOMy

1. Ha3HB H a p yn n o u a : Peny6nMHKM c£>o h a  3a 3flpaBCTBeH0 ocu ryp a h b e

2. Aflpeca HapyMMOLia: JoBaHa MapwHOBHfia 2, Beorpafl

3. MHTepHeT CTpaHnqa HapyHMoqa: w w w .rfzo .rs

4. Bpcia H apynnoL ia : OpraHM3ai4nja 3a 0 6 aB e3 H0 c0i4njanH0 ocw rypahbe

Peny6nnMKM cJdoha  3a 3flpaBCTBeHO ocu rypa hbe , Kao HapyHMnaM, je c n p o B e o  n o c iy n a K  ja B H e  Ha6aBKe  
aHTHTy6epKynoTHKa A P yre  ni/iHHje, a o k  f ie  y ro B o p  ca  f lo S a B rb a n e M  3aKrbyMWTM C n e u n ja n H a  6onHULia 3a 
n n y fiH e  SonecTM “ 0 3 p e H ” .

II lloAauM  o jaBHoj Ha6aBLiu

1. Bpcia n p e A M e ia  jaBH e Ha6aBKe: flo6pa

2. flp e A M e T  jaB H e Ha6aBKe, 03HaKa M3 o m u T e r peMHMKa HaSaBKe m n p o q e h te H a  BpeAHOCT Ha6aBKe:

llpeAMeT jaBHe Ha6aBKe cy aHTHTy6epKynoTMi4M Apyre JiMHuje, 6 p o j jaB H e Ha6aBKe 4 0 4 -1 -1 1 0 /1 6 -1 4 , 3a 
nepnofl oa 12 Meceqn, 0 6 nnK 0 BaH je  y 5 (neT) napT n ja , m to :

riapTuja ripeAMeT 
Ha6aBKe (HHH)

OapMaueyTCKM
o6jimk

JanuHa
neKa KOJWMMHa JeAMHuija Mepe

npouejbeHa 
BpeAHOCT no 

napTMjatua 6e3 
n flB -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
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3. Ethionamide tableta 250 mg 16.300 T a 6 n e ia 342.300,00

4. Cycloserine Kapsula ili 
tableta 250 mg 17.800 Kancyna/Ta6neTa 1.388.400,00

5. p-aminosalicylici 
acid (PAS) granule 4 g 4.140 Kecuqa 939.780,00

YKyriHa npoueHDeHa BpeflHOCT 6e3 flflB -a : 4.652.244,00

Ha3MB m 03HaKa H3 onuuTer penHUKa HaSaBKe: 33600000 -  cfDapMaLjeyTCKn np0M3B0fln, 3a CBaKy napTnjy

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

4. BpcTa nocTynKa jaBHe HaSaBKe: OTBopeHn nocTynaK

III O chobhm noflaMM o noHyl]aHMMa

P.B. Ha3MB noHyTjaHa Aflpeca

1. Licentis d.o.o. Tolumh 6yHap 6p. 272 r, BeorpaA

2. Medikunion d.o.o. fby6e  flMAnfia 6p. 19, BeorpaA

YKynaH 6poj n o flH e in x  noHyAa: 2 (ABe) 

Bpoj noHyAa no napTMjaMa:

Bpoj napTiije ripeflMeT Ha6aBKe (MHH) Bpoj noHyfla

1 Capreomycin 2

2 Levofloxacin 2

3 Ethionamide 2

4 Cycloserine 2

5
P -  aminosalicylici acid 

(PAS)
2
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IV  C T p y n H a  O L je H a  n o H y a a

1. Bpoj no fl KojMM je  noHyqa 3aBefleHa: 1
Ha3MB noHyfjana: Licentis d.o.o. 
noHyAa 6poj: 314/16 ofl 24.5.2016. roflMHe 
noHyfjaH je noflHeo noHyfly: caMocranHO 
noHyf]aH je noflHeo noHyfly 3a napTi/ije 1, 2, 3, 4 n 5.

napTnja ripeflMeT
Ha6aBKe

LUncfc>pa
neKa

3aurriilheHM
H33MB

noHyl]eHor
neKa

npOM3BOl]aH OapMaijeyTCKM
o6rtMK

JannHa
neKa JeflMHuua Mepe KonnHMHa JeflMHMHHa

ueHa

YKyrma 
ueHa 6e3 

nflB -a

M3HOC n flB - 
a

YKyriHa qeHa ca 
nflB-OM

1 Capreomycin N002170 Capreomycin 
injection USP Vianex S.A. MHjeKLinja ig aMnyna/6oMML4a 1.764 736,89 1.299.873,96 129.987,40 1.429.861,36

2 Levofloxacin Amesol Medochemie
Ltd. Ta6neTa 250 mg Ta6neTa 17.800 18,45 328.410,00 32.841,00 361.251,00

3 Ethionamide N002196 Ethionamide
250mg

Macleods
Pharmaceuticals

LTD
Ta6neTa 250 mg Ta6neTa 16.300 14,76 240.588,00 24.058,80 264.646,80

4 Cycloserine N002162 Cycloserine
Macleods

Pharmaceuticals
LTD

Kancyjia v\m 
Ta6neTa

250 mg Kancyna/Ta6neia 17.800 62,74 1.116.772,00 111.677,20 1.228.449,20

5
P- aminosalicylici 
acid (PAS) N002154

P-
aminosalycilate

5,52g
Olainfarm rpaHyne 4g Kecuqa 4.140 209,13 865.798,20 86.579,82 952.378,02

YKyriHA BPEflHOCT nOHYflE BE3 IlflB-A 3.851.442,16

H3HOC nflB-A 385.144,22

yKYflHA BPEflHOCT flOHYflE CA nflB-OM 4.236.586,38

P ok ncnopyK e m3hocm 24 c a ia  o f l floSwjahfoa 33kohom  npeflBnTjeH e AOKyM eHTaunje 3a npoM eT H e pe m cT p oB aH or neKa.
P ok Ba>Kehba no H y fle  je  90 fla H a  o f l fla H a  O T B a p a ^a  noH yfle .
n o H y fja n  je AOCTaBno p e w e ^ e  o  y n n c y  no H y fja n a  y p e rn c ia p  no H yfja na , Kojn BO,qn AI1P, m to  Peujei-be 6p. BI1H 2262/2014 oa 5.5.2014. roflMHe. HaKOH yBMfla y 
noH yfly , Koivmcuja je  Ha MHTepHeT CTpaHUMM AreHquje 3a npw B peflH e perncipe yT B p fln n a  je  p,a noHyl]aH  Licentis d .o .o . ynncaH  y p e m c ra p  noHyTjaMa n f la  je  
p e m cT paqM ja  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 Meceqn m p,a neK MHH-a P-aminosalycilate 5,52g oflroBapa caflpwajy 4 g 
PAS.
KoMMCMja KOHCTaTyje fla  je  flOCTaBibeHa noHyfla noHyTjaMa Licentis d.o.o. M3 Beorpafla npuxBaT/tuBa y CMMcny MnaHa 3. c t3 b  1. TawKa 33) 3 aKOHa o 
jaBHMM Ha6aBKaMa („Cjiy>K6eHM macHMK PC“ , 6poj 124/12, 14/15 m 68/15), 3a CBe napTMje.
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2. Epoj noA KojMM je  n o H y f la  3aB e,qeH a: 2
Ha3HB noHy^aHa: Medikunion d.o.o. 
rioHyfla 6poj: 294 o a  2.6.2016. roflMHe 
noHyfjaM je noflHeo noHyfly: caiviocTanHO 
noHyf]aM je noAHeo noHyAy 3a napmje 1, 2, 3, 4 m 5

riapTnja ripeflMeT Ha6aBKe LUmfcpa
neKa

3awTM?ieHM
H33MB

noHyTjeHor
neKa

npOM3BOT]aM
OapMaijeyTCKM

o6niiK
JannHa

neKa JeflMHMLja Mepe KonnHMHa JeflMHMMHa
ijeHa

YKyriHa 
MeHa 6e3

nflB -a
H3Hoc nAB-a YKyriHa ueHa ca 

riAB-OM

1 Capreomycin N002170
Capreomycin 

1g injection 
USP

Vianex S.A.
MHjeKUMja ig aMnyna/6omma 1.764 773,00 1.363.572,00 136.357,20 1.499.929,20

2 Levofloxacin 1329455 Amesol 250 
mg, tablets

Medochemie
Ltd. TaSneTa 250 mg Ta6neTa 17.800 20,91 372.198,00 37.219,80 409.417,80

3 Ethionamide N002196
Ethionamide

tablets
250mg

Oxalis Labs 
(for 

Macleods)
Ta6neTa 250 mg Ta6neTa 16.300 20,45 333.335,00 33.333,50 366.668,50

4 Cycloserine N002162
Cycloserine 

capsules 250 
mg

Macleods 
Pharm Ltd 

Daman Plant

Kancy/ia mjim 
Ta6^eTa

250 mg Kancyna/Ta6neTa 17.800 60,80 1.082.240,00 108.224,00 1.190.464,00

5
P- aminosalicylici 
acid (PAS) N002154

P-
Aminosalicylic

sodium
Olainfarm rpaHyne 4g Kecnua 4.140 224,00 927.360,00 92.736,00 1.020.096,00

YKyriHA BPEflHOCT nOHYAE EE3 nflB-A 4.078.705,00

H3HOC nAB-A 407.870,50

YKYflHA BPEflHOCT 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
noHyl]aM  je  Kao caciaBHH n e o  CBoje noHyAe AocT aB no nonyhbeH o6pa3ai_i 6p. 7 - T po lukobm  npunpeMe noHyAe, y KojeM Hnje MCKa3ao yKynHe TpoLUKOBe npwnpeiviahba 
noHyAe.
noHyfjaM je AOCTaBMO peiuehbe o yrmcy noHyfjana y pernciap noHyfjana, Kojw boah AnP, i/i 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.o.ynncaH y pemcTap noHy^ana h Aa je 
perMCTpaquja aKTMBHa.
KoMMCMja KOHCTaTyje p,a je  flocTaBfbeHa noHy,qa riOHyl}a4a M edikunion d.o.o. M3 Beorpafla npuxBaT/tuBa y CMiicny nnaHa 3. c t3b 1. TaHKa 33) 3 aKOHa o 
jaBHMM HaSaBKaMa („Criy>K6 eHii macHMK PC“ , 6 poj 124/12,14/15 m 68/15) 3a noHyljeHy napTujy.
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V OflSnjeHe noHyfle

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

VI Kpm epiijyM  3a flO fleny yroBopa m paHmpaHae 

KpMTepujyM 3a flo fleny yroBopa je HajHMwa noHy1]eHa LjeHa.

PaHrrmcTa noHyTjawa no naptnjaMa:

flapTnja npeflMeT 
Ha6aBKe (MHH)

PeflHM
6poj

noHyl}aH
lloHyfjeHa
jeflMHMMHa

neHa

noHytjeHa 
y«yriHa ueHa 6e3 

nflB -a

1 Capreomycin
1 Licentis d.o.o. 736,89 1.299.873,96
2 Medikunion d.o.o. 773,00 1.363.572,00

2 Levofloxacin
1 Licentis d.o.o. 18,45 328.410,00

2 Medikunion d.o.o. 20,91 372.198,00

3 Ethionamide
1 Licentis d.o.o. 14,76 240.588,00
2 Medikunion d.o.o. 20,45 333.335,00

4 Cycloserine
1 Medikunion d.o.o. 60,80 1.082.240,00

2 Licentis d.o.o. 62,74 1.116.772,00

5 P-aminosalicylici 
acid (PAS)

1 Licentis d.o.o. 209,13 865.798,20

2 Medikunion d.o.o. 224,00 927.360,00
KoHKypcHOM AOKyMeHTaqujoM 3a npeA w eTH y jaBHy HaSaBKy, Kao ao k33  3a ycnoBe 3a yM e w fie  y 

nocTynKy jaBHe Ha6aBKe npeABnFjeHO je  AOCTaBrbafee nonyhteHor, nenaTOM oBepeHor m n o T n nca H or 
oSpacqa n3jaBe noHyTjaMa AaTe hoa nyHOM MaTepujarmoM n kpmbmhhom OAroBopHomliy o 
ncny^eHOCTM ycnoBa (o6pa3ai4 6p. 9 u 10 y K0HKypcH0j 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 A a nnaHOM 79. CTaB 2. 3aKOHa H a p y n m ia q  je y o6aB e3n Aa npe AOHOiuehba 
O A ^yK e  o AO Aenn y ro B o p a  oa noHy?)aMa Muja je noH yAa OMehteHa Kao HajnoBOJbHMja 33Tpa>KM A a 
AOCTaBU Konnjy 3a>creBaHMX AOKa3a o ncnyhbeHOCTM ycno B a , a  MO>Ke n Aa 3aipa>KM Ha yBMA opumHan 
nnn oB epeH y Konnjy c b h x  mjih nojeAH H nx AOKa3a.

ByAyTin Aa je KOMUcuja yTBpAnna Aa noHyfjaMn, nnje cy noHyAe oqet-beHe Kao HajnoBorbHnje, 
ncnyhbaBajy ycnoBe 3a yneiufie y nocTynKy npeAMeTHe jaBHe HaSaBKe, m to  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.

VII r ip e fl/ io r KOMMCiije

Koivincnja 3a cnpoBOfjehfee npeAMeTHe jaBHe Ha6aBKe, nocne CTpyHHe oqeHe noHyAa, 
npeAno>KMna je Aa ce AOHece O fl/ iy K a  o f lo f le jw  y ro B o p a  3a ja B H y  Ha6aBKy AHTM TySepKyjioTim M  
Apyre JiMHMje, 6poj 404-1-110/16-14, u f la  ce y ro B o p  AO fleriM  cneflefiMM noHyTjamiMa, no 
n a p m ja M a :

napTMja
npeflMeT
Ha6aBKe

(MHH)

OapMameyrcKM
o 6 h m k

JasnHa
neKa KonMHMHa JeAMHtma

Mepe
Ha3iiB

noHyl]aMa

noHyf}eHa
jeflMHMHHa

MeHa

lloHyfjeHa 
yKynHa ijeHa 

6e3 n flB -a

1. Capreomycin Injekcija 1000 mg 1.764 aMnyjia/
6041114a

Licentis
d.o.o. 736,89 1.299.873,96

2. Levofloxacin tableta 250 mg 17.800 TaSneTa Licentis
d.o.o. 18,45 328.410,00

3. Ethionamide tableta 250 mg 16.300 Ta6neTa Licentis
d.o.o. 14,76 240.588,00
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4. Cycloserine Kapsula ili 
tableta 250 mg 17.800 Kancyna/ 

Ta6neTa
Medikunion

d.o.o. 60,80 1.082.240,00

5.
P-
aminosalicylici 
acid (PAS)

granule 4g 4.140 Kecnua Licentis
d.o.o. 209,13 865.798,20

Cxoaho HaBefleHOM, flupeicrop Peny6ni/iHKor 
oflnyKy Kao y flncno3MTHBy.

VIII ynYTCTBO O nPABHOM CPEflCTBy

ripoTMB 0 Be o fln y K e  MO>Ke c e  n o f lH e in  3axTeB 3a 3ai±iTHTy npaB a y poKy oa  10 (f le c e T ) f la H a  
o f l f laH a  oS jaB rbH B ap ta  ncTe Ha llo p T a n y  jaBHMX HaSaBKH, c x o a h o  nnaH y 149. CTaB 6. 3aKOHa o 
jaBHWM HaSaBKaMa („C n . rnacHUK PC ", 6 poj 124/12, 14/15 m 68/15).

57016.23/128

cfDOHAa 3a 3ApaBCTBeHO ocn rypan= e  a o h o c m
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