
PEnyBJIMHKM OOHfl 
3A 3flPABCTBEHO OCUryPAteE
08/2 Bpoj: 404-1-2/16- A 3  

¿3_.Q3.2016. roflMHe 
JoBaHa MapuHOBufia 6p.2 
B e o r p a f l

Ha ocHOBy M/iaHa 108. 3aKOHa o jaBHUM Ha6aBKaMa ("CnywöeHn macHUK PC" 6p. 124/12, 14/15 m 
68/15), HfiaHa 23. /  28. CiaTyTa Peny6nnMKor cjDOHfla 3a 3flpaBCTBeHO ocurypahbe ("CnywöeHM macHUK PC" 
6p. 81/2011, 57/2012, 89/2012, 1/2013, 32/2013 m 23/2015) n M3Bei±iTaja o CTpyHHoj oqei-m noHyfla 6p. 404- 
1-2/16-17 OA 21.03.2016. roflMHe, flupeicrop PenyônnHKor cfDOHfla 3a 3flpaBCTBeHO ocurypahte aohoch

OflJlYKY O 3AKJbYHEHDy OKBMPHOT CnOPA3YMA

Y JABHOJ HABAB14M 

J1EKOBA CA J1MCTE f l  J1MCTE J1EKOBA

BP. JH 404-1-110/16-2

1



CAflP>KAJ

flncno3HTHB oflnyKe.............................................................................................................................................................3

0 6 p a 3 J i o ) K e f c  e ...........................................................................................................................................................3

I flo flaqn  o HapyMHOMy....................................................................................................................................................3

II rioAaqn o jaBHoj Ha6ab l ih ........................................................................................................................................... 3

ili Ochobhh noflaqn o noHy?)aHHMa..............................................................................................................................3

IV CTpyMHa oqeHa noHyAa............................................................................................................................................. 5

1. „LICENTIS“ d.O.o...................................................................................................................................................... 5

2. „INO-PHARM“ d.o.o................................................................................................................................................. 6

3. „FARMALOGIST“ d.o.o............................................................................................................................................8

V OflönjeHe noHyfle...................................................................................................................................................... 10

VI KpuTepujyM 3a ßOfleny yroBopa v\ paHmpahbe................................................................................................... 10

VII n p e fljio r KOMucMje................................................................................................................................................... 10

v in  ynyTCTBO o îipabhom cp eac tb y ................................................................................11

2



f l H C n 0 3 M T M B  O f l J i y K e

3aKJbynyje ce okbmphm cnopa3yM 3a jaBHy H a ö a B K y  jieKOBa ca  JlucTe f l  JlMCTe JieKOBa, 6poj JH 
4 0 4 -1 -11 0 /1 6 -2 , ca noHyíjaM eM  “ Ino-pharm” d .o .o . M3 Eeorpafla, y n . Epafie Koßan 2.

0 6 p a 3 J i o > K e t t 3 e

I no flam i o HapynuoMy

1. Ha3MB HapyMnoqa: Peny6nnMKM cJdoha 3a 3flpaBCTBeHO ocurypahbe

2. Aflpeca HapyMnoqa: JoBaHa MapuHOBufia 2, Beorpafl

3. MHTepHeT cTpaHMua HapvHMoua: www.iavnenabavke.rfzo.rs

4. BpcTa HapyHnoqa: OpraHM3aqnja 3a 06aBe3H0 coqujanHO o cu rypah te

PenyÖJinMKn cfDOHfl 3a 3flpaBCTBeH0 ocu rypah te , Kao HapynunaM, je  cnpoBeo nocTynaK jaBHe Ha6aB«e 
m 3aKTbyMyje okbmphm cnopa3yM, flOK fie  nojeAMHaMHe yroBope o jaBHoj Ha6aBL|M 3aKTbyHMBaTM 3flpaBCTBeHe 
ycTaHOBe M3 lln a H a  Mpe>Ke 3flpaBCTBeHMx ycTaHOBa.

II rioflaMM o jaBHoj HaöaBLjM

1 . B pcT a np e flM e T a  jaBHe Ha6aBKe: f lo ö p a

2. ripe flM eT  jaBHe HaöaBKe, 03HaKa M3 o n u ire r  peHHMKa HaöaBKe m npoqefceH a BpeflHOCT HaöaBKe: 

flp e flM e T  jaBHe HaöaBKe JleKOBM ca JlMCTe f l  JlMCTe neKOBa 0önMK0BaH je  y 2 napTMje:

r ia p T M ja npeflMeT Ha6aBKe: OapMaLteyTCKM
oöjimk

JaMMHa
n e K a

KOJlMMMHa JeAMHMLja Mepe
ripoueteeHa 

B p e flH O C T  n o  

napTMjw

1. Digoksin P a c T B o p  3a 

HHjeKL4Mjy/MHc|Dy3Mja - 135.000 K oM a A
(6 oMML4a /a M n y n a )

6.750.000,00

2. Atenuirani bacili Mycobacterium 
bovis,soj BCG

n p a m a K  3a 

MHTpaBe3 MKanHM 

pacTBop
- 4.500 K o M a fl

(ö o M n u a /a M n y n a )
61.650.000,00

yKyriHO 68.400.000,00

Ha3MB m 03HaKa M3 onurrer peHHMKa HaöaBKe: 33600000- cfjapiviaMeyTCKM np0M3B0flM, 3a CBaKy napTMjy.

3. PeAHM 6po j jaBHe Ha6aBKe: 404-1 -110/16-2

4. BpcTa nocTynKa ja B H e  H a ö a B K e : OTBopeHM nociynaK

III O c h o bhm  noflauM o noHy?]amiMa

P.B. Ha3MB noHyljaHa Aflpeca

1. „Licentis“ d.o.o. Beorpafl, Toliimh 6yHap 272r

2. „Ino-pharm“ d.o.o. Beorpafl, Bpafie KoBan 2

3. „Farmalogist“ d.o.o. Beorpafl, MMpMjeBCKM öyneB ap 3

YKynaH 6poj noflHeTMX noHyfla: 3 (tpm).
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Bpoj noHyfla no napTMjaivia:

riapTnja ripeflMeT H aöaB Ke:
Bpoj noHyfla no 

napTnjw
Ha3MB noHyljaMa

1 Digoksin 1 „Ino-pharm“ d.o.o.

2 Atenuirani bacili Mycobacterium bovis.soj BCG 3
„Licentis“ d.o.o.

„Ino-pharm“ d.o.o.

„Farmalogist“ d.o.o.
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Bpoj no a  koj'mm je noHyfla 3aBefleHa: 1
Ha3MB noHyljaHa: „Licentis“ d.o.o. 
noHyfla 6poj 95/16 oa 22.02.2016. roflHHe. 
rioHyfiaH je noflHeo noHyfly: caMOCTanHO. 
floHyfiaH je noflHeo noHyfly 3a napTnjy 2:

IV  C ïp y M H a  O L je H a  noHyfla

1. „ L IC E N T IS “  d .o .o .

I —riap-
Tnja

II - ilpeflMeT 
Ha6aBKe

III - 
UlMcjDpa 

neKa

IV-
3aiirrnfieHM

H33HB
noHyfjeHor

neKa

V -
npOM3BO?iaM

VI - 
0apMai4eyTCK 

n o6nnK

VII - 
JaMMHa 

neKa

VIII - 
JeflMHMua 

Mepe

IX-
KonnMMHa

X -
JeflHHUHHa

qeHa

XI - YKynHa 
UeHa 6e3

nflB-a

XII - M3HOC
nflB-a

XIII - YKynHa 
ueHa ca nflB-

OM

2

Atenuirani 
bacili 

Mycobacteriu 
m bovis.soj 

BCG

N003608 ONKO BCG 
100

BIOMED-
LUBLIN

npauuaK 3a 
MHTpaBe3MKan 

hu pacTBop
-

KOMafl
(boHMua/
aMnyna)

4.500 10.849,50 48.822.750,00 4.882.275,00 53.705.025,00

YKyriHA BPEflHOCT nOHYflE EE3 nflB-a 48.822.750,00

M3HOC nflB-a 4.882.275,00
YKYflHA BPEflHOCT nOHYflE CA n flB -O M 53.705.025,00

Pok McnopyKe m3hocm 24 ca ia  oa  Aoöiijatoa 33kohom npeABH?jeHe AOKyMeHTaquje 3a npoMeT HepemcTpoBaHor neKa.
Pok Ba>Kehba noHyAe je  90 oa Aana OTBapahba noHyAa. 
noH yfjan Huje ncKa3ao TpouuKOBe npunpeM e noHyAe.
noHyîiaH je  AOCTaBno Peuuetoe AreHMMje 3a npuBpeAHe p e rn c ip e  BIIH 2262/2014 oa 05.05.2014. roAMHe o ynncy y PerucTap noHyfjana.
ripunuKOM oqeHe AOCTaBrbeHe noHyAe, KoMMcuja je  Ha w-rrepHeT CTpaHnqn A reH quje  3a npuBpeAHe pem cTpe, ftana 21.03.2016. roAUHe, KOHCTaTOBana p,a je  noHyfjan 
ynncaH y Perucïap noHyTjana m a s  je  pemcTpaquja axTMBHa.
npunuKOM oqeHe AOCTaBrbeHe noHyAe, KoM iicuja je  Ha MHTepHeT CTpaHMMU A reH quje  3a npuBpeAHe pem cTpe m HapoAHe 6aHKe C p6u ja , Aana 21.03.2016. roAUHe,
KOHCTaTOBana Aa noHyFjan Huje y nocTynKy nnKBHAai_|nje, oahocho CTenaja.
KoMMCMja je  KOHCTaTOBana Aa je  noHyfjeHa L|eHa HM>Ka oa npoqehbeHe BpeAHOCTM.
l/l3 AOCTaBJbeHor ca>KeTKa KapaKTepMCTMKa neKa 3a neK ONKO BCG 100 KOMUciija je yTBpAnna Aa je HaBeAeHU neK cjDapMaqeyTCKor o6nnKa -  ripamaK n pacTBapaM 3a
cycneH3Mjy 3a HHTpaBe3MKanHy npwvieHy.
KoMUCMja je CTaBa Aa je noHyîjeHM cjDapMaqeyTOKM o6nuK npauuaK n pacTBapaM 3a cycneH3Mjy 3a MHTpaBe3HKanHy npnMeHy cpoAaH Tpa>KeHOM cfDapMaqeyTOKOM 
oönnKy npauuaK 3a nHTpaBe3HKanHM pacTBop, na je AOCTaB/teHa noHyAa oAroBapajyfia y CMHony nnaHa 3. ctbb 1 TaHKa 32) 3aKOHa o jaBHUM Ha6aBKaMa („CnywöeHM 
rnacHUK PC" 6poj 124/12, 14/15 m 68/15), u to  m3 cneAeîinx pa3nora:

Ha JIhctu B JlncTe neKOBa Koju ce nponncy jy  m n3Aajy Ha TepeT o6aBe3Hor 3ApaBCTBeHor ocwrypai-ba 3a neK Atenuirani bacili M ycobacte rium  bovis,so j BCG 
AecjDMHHcaH je  cfcapMaqeyTCKi/i oônnK npamaK 3a HHTpaBe3MKanHy cycneH3Mjy, Kao lu to je  m c^apMaqeyTCKH o6nnK noHyfjeHor neKa ca JlncTe f l  JlncTe neKOBa 
ONKO BCG 100;

5



npaBM/iHUKOM o JImctm JieKOBa Koju ce nponncyjy n M3flajy Ha TepeT cpeflCTaBa o6aBe3Hor 3ApaBCTBeHor ocurypa^a ("Cny>K6eHM rnacHMK PC", 6p. 65/15, 71/15- 
ncnpaBKa, 104/15 m 24/16) flecfciMHMcaHO je p,a ce JleKOBM ca f l  JlMCTe neKOBa 03HaneHM Kpy>KMfieM, Kao ljuto je neK KojM je npeflivieT Ha6aBKe 3a napTMjy 2, 
HaöaBfbajy caMO y n3y3eTHMM cnynajeBMivia KaAa CHa6AeBaht>e neKOM ncTor l/IHH-a, MCTor v\m cpoflH or cfrapNiaueyrcKor oöjiMKa n MCTejaHMHe ca J1ncie A, A1, 
B min 14 He 3aflOBcrbaBa noTpe6e y nenehty ocurypaHMX nnqa P 030-a . Cxoaho TOMe, a MMajyfiM y bmay CBe AOCTaBJteHe noHy^e y oBoj jaBHoj Ha6aBL4M, 
KOMMCuja KOHCTaTyje fla Ha TpwMLUTy PenyönnKe Cp6nje He nocTojM neK ca JlMCTe f l  JlncTe neKOBa mctot ¿apiviaLieyTCKor oönnKa, Befi caMO neKOBM cpoflHor 
cjDapMaqeyTCKor oßnuKa, oahocho cfDapMaqeyTCKor oönnKa pemcrpoBaHor neKa Koju ce Hana3M Ha JImctm B JlMCTe neKOBa.
CeKTop 3a neKOBe 11 cfDapMaKoeKOHOMnjy, Kao 0praHH3ai_|M0Ha jeAMHMqa PenyßnuMKor c|30HAa Koja oßaBfba nocnoBe npunpeMe npaBMnHMKa o /Imctm neKOBa 
yTBpTjyje qeHe pemorpoBaHMX neKO Ba kojm ce Hana3e Ha JImctm neKO Ba Koju ce nponncyjy m H3flajy Ha TepeT epefleTaBa o6aBe3Hor 3flpaBCTBeHor ocMrypahba y 
CKJiafly ca npaBMnHMOM 0 ycnoBUMa, KpwTepnjyMUMa, HaMMHy m nocTynKy 3a CTaBJbahbe neKa Ha JlucTy neKOBa, n3MeHe m flonyH e JlucTe neKOBa, oahocho  3a 
CKMflatoe neKa ca JlucTe neKO Ba („Cny>K6eHM rnacHMK PC “ , 6p. 41/14, 125/14, 48/15). ü p n  yTBpl^MBai-foy qeHa perncTpoBaHHX neKO Ba, yK0nnK0 y pecfcepeHTHMM 
3eMTbaMa He nocToj/i noflaTaK 0 qeHM neKa MCTor cjDapMaqeyTCKor o6nnKa, KopucTM ce noflaTaK 0 qeHM neKa cpoAHor c^apiviaueyTCKor o6nnKa uuto 6m y cnyna jy  
neKa A tenu iran i bacili M ycobacte rium  bo v is ,soj BCG  Morao fla  npeflCTaBfba npamaK m pacTBapan 3a cycneH3Mjy 3a MHTpaBe3MKanHy npmvieHy.

CxoflHO Hanpefl HaßefleHOM, KoMMCuja KOHCTaTyje fla  je  noHyfla npnxBam>MBa y CMMcny nnaHa 3. CTaB 1 Tanna 33) 3aKOHa o jaBHMM Ha6aBKaMa 
(„Cny>K6eHM macHMK PC“ 6poj 124/12,14/15 m 68/15).

2. „INO-PHARM“ d.0.0.

Bpoj nofl KojiiM je noHyfla 3aßefleHa: 2
Ha3HB noHyTjaHa: „Ino-pharm“ d.0.0. 
noHyfla 6poj 44/16 Ofl 18.02.2016. roflMHe. 
üoHyfiaH je noflHeo noHyfly: caMOCTanHO. 
noHyfjaH je  noflHeo noHyfly 3a napTnje 1 m2:

I —ria p -
TMja

II - ripeAMeT 
HaöaBKe

III - UÜM'^pa 
neKa

IV-
3aLUTH?ieHM

H33MB
noHyf]eHor

neKa

V -
npon3BoT]aM

VI -
OapMaueyTCK 

MoönnK

VII
JaHMHa

neKa

VIII - 
JeflMHMua 

Mepe

IX-
KonMMMHa

X -
JeAMHMHHa

ueHa

XI - YKynHa 
UeHa 6e3

nflB-a

XII - M3HOC
nflB-a

XIII - YKynHa 
UeHa ca nflB-

OM

1 Digoksin C01AA05 Digoxin/
Anfarm

Anfarm Hellas 
S.A. Grcka

PacTBop 3a 
MHjeKUHjy/MHCjD 

y3Mja
-

KOMafl
(6oMMua/
aMnyna)

135.000 42,44 5.729.400,00 572.940,00 6.302.340,00

2

Atenuirani 
bacili 

M ycobacteriu 
m bovis,soj 

BCG

N003608 OncoTICE/
BCG-medac

Merck Sharp& 
Dohme Legal 
entitiy N.V. 
Organon, 
Holandija/ 

Medac Gmbh, 
Wedel 

Nemacka

npamaK 3a 
MHTpaBe3MKan 

HM paCTBOp
-

KOMaA
(SoHMua/
aMnyna)

4.500 7.374,00 33.183.000,00 3.318.300,00 36.501.300,00

yKynHA b p e a h o c t  noHYflE e e 3 nflB-a 38.912.400,00

M3HOC nflB-a 3.891.240,00
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YKyriHA BPEflHOCT nOHYflE CA nflB -O M  42.803.640,00

Pok ncnopyKe m3hocm 2 ^  c a ia  ofl flo6njahba 33kohom npeflBMf]eHe AOKyMeHTaquje 3a npoMeT HeperncipoBaHor neKa.
Pok Bawehta noHyfle je 90 flaHa ofl flaHa 0TBapaht>a noHyfla. 
il0Hy?}aH HMje MCKa3ao TpoLUKOBe npunpeMe noHyfle.
iloHyiiaM je flocTaBMO Peiuei-be AreHLiMje 3a npMBpeflHe pem cipe BilH  727/2013 ofl 21.10.2013. roflMHe o ynncy y PemcTap noHyTjaMa.
ripuriMKOM oqeHe AOCTaarbeHe noHyfle, KoMMCMja je Ha MmepHeT CTpaHUMii AreHquje 3a npMBpeflHe pemcTpe, flaHa 21.03.2016. roflMHe, KOHCTaTOBana fla je noHyTjan 
ynwcaH y PeracTap noHyf]ana m fla je pemcTpaqMja aKTMBHa.
npuriMKOM oqeHe flocTaBibeHe noHyfle, KoMMCMja je Ha HHTepHeT CTpaHMMU A reH quje  3a npMBpeflHe pemcTpe n H apoflH e 6aHKe C p6nja , flaHa 21.03.2016. roflMHe, 
KOHCTaTOBana f la  noHy^an Huje y nocTynKy nMKBMflaqMje, oflH. CTenaja.
KoMucuja je KOHCTaTOBana fla je, 3a o6e napTnje, noHyfjeHa qeHa Hn>xa op, npoqefeeHe BpeflHOCTM.
M3 flocTaBTbeHHX ca>KeTaKa KapaicrepucTUKa neKa, 3a napTnjy 2, 3a neK OncoTICE KoMucuja je yTBpflMna fla je HaBefleHM neK cfcapMaqeyTCKor oönnKa -  npaniaK 3a 
cycneH3Mjy 3a MHCTMnaLil'jy 3a MHTpaBe3MKanHy ynoTpeöy, a fla je neK BCG-medac cjDapMaqeyTCKor oönnKa -  npatuaK m pacTBapan 3a cycneH3Mjy 3a MHTpaBe3HKanHy 
ynoTpeöy.
KoMucuja je CTaBa fla cy, 3a napTMjy 2, noHyfjeHM c^apMaqeyTCKM o6nnuiM npawaK 3a cycneH3Mjy 3a nHCTMnaMMjy 3a HHTpaBe3MKanHy ynoTpe6y m npamaK m pacTBapan 
3a cycneH3njy 3a MHTpaBe3MKanHy ynoTpeöy cpoflHM Tpa>KeHOM cfcapMaqeyTCKOM oönnKy npauuaK 3a MHTpaBe3MKanHM pacTBop, na je flocTaBrbeHa noHyfla 
oflroBapajyfia y cMMcny HnaHa 3. CTaB 1 TanKa 32) 3aKOHa o jaBHMM HaßaBKaMa („CnywöeHM rnacHUK PC" 6poj 124/12, 14/15 n 68/15), m to  m3 cneflefiMX pa3nora:

Ha JImctm B JlncTe neKOBa Koju ce nponncyjy m M3flajy Ha TepeT o6aBe3Hor 3flpaBCTBeHor ocurypa^a 3a neK Atenuirani bacili Mycobacterium bovis,soj BCG 
flecjDUHMcaH je cjDapMaqeyTCKM oönMK npamaK 3a MHTpaBe3MKanHy cycneH3Mjy, Kao lu to  cy m 4)apMai4eyTCKH oßnMUM noHyfjeHnx neKOBa ca JlncTe f l  JlncTe neKOBa 
OncoTICE u BCG-medac;
npaBnnHMKOM o JImcth neKOBa Koju ce nponMcyjy u M3flajy Ha TepeT epefleTaBa o6aBe3Hor 3flpaBCTBeHor ocMrypa^a ("CnywöeHM rnacHMK PC", 6p. 65/15, 71/15- 
McnpaBKa, 104/15 m 24/16) flecjDMHMcaHO je fla ce JleKOBM ca f l  JlMCTe neKOBa 03HaneHM Kpy>KMfieM, Kao lu to  je neK Koju je npeflMeT HaöaBKe 3a napTMjy 2, 
HaSaBfbajy caMO y Msy3eTHMM cnynajeBMivia Kafla CHaöfleBatoe neKOM mctot MHH-a, MCTor v\nv\ cpoflHor ctjapMaqeyTCKor o6jim<a u Mere jaHMHe ca JlMCTe A, A1, 
B wnm 14 He 3aflOBOfbaBa noTpeöe y n e n e ^ y  ocMrypaHMX nwqa P 030-a. CxoflHO TOMe, a MMajyfiM y BM fly CBe flocTaBrbeHe noHyfle y 0B0j jaBHoj HaSaBMH, 
KOMMCHja KOHCTaTyje fla Ha TpwMurry Peny6nnKe Cp6nje He nocTojH neK ca JlHCTe f l  JlHCTe neKOBa MCTor cfDapMaqeyTCKor o6nnKa, Beli caMO neKOBM cpoflHor 
cfDapMaqeyTCKor o6nnKa, oahocho cjDapMaqeyTCKor o6nnKa pemcTpoBaHor neKa Koju ce Hana3H Ha JImcth B JlHCTe neKOBa.
CeKTop 3a neKOBe m 4)apMaK0eK0H0MMjy, Kao 0praHM3aqM0Ha jeflMHMua PenyönMHKor cjDOHfla Koja oöaBnaa nocnoBe npwnpeivie (“IpaBMnHMKa o JImctm neKOBa 
yTBpfjyje qeHe pemc- poBaHHX neKOBa Koju ce Hana3e Ha JImctm neKOBa KojM ce nponMcyjy m M3flajy Ha TepeT epefleTaBa o6aBe3Hor 3flpaBCTBeHor ocMrypahta y 
CKnafly ca llpaBMnHMKOM o ycnoBMMa, KpMTepMjyMMMa, HaHMHy m nocTynKy 3a CTaBTba^e neKa Ha JlMCTy neKOBa, M3MeHe m flonyHe JlMCTe neKOBa, oahocho 3a 
CKMflafce neKa ca JlMzrre neKOBa („Cny>K6eHM rnacHMK PC“, 6p. 41/14, 125/14, 48/15). IlpM yTBp]]MBahby ueHa perMCTpoBaHMX neKOBa, yK0nMK0 y pec^epeHTHMM 
3eMfbaMa He nocTojM noflaTaK o qeHM neKa MCTor 4DapMai4eyTCKor o6nMKa, kopmctm ce noflaTaK o qeHM neKa cpoflHor cjDapMaqeyTCKor oönMKa luto 6m y cnynajy 
neKa Atenuirani bacili Mycobacterium bovis.soj BCG Morao fla npeflCTaBiba npamaK 3a cycneH3Mjy 3a MHCTMnai_|Mjy 3a MHTpaBe3MKanHy ynoTpe6y m npauuaK m 
pacTBapan 3a cycneH3Mjy 3a MHTpaBe3MKanHy ynoTpe6y

CxoflHo H a n p e f l  HaBefleHOM, KoMucuja KOHCTaTyje fla  je  noHyfla n p M X B a T rb M B a  y cMMcny nnaHa 3 . CTaB 1 TaMKa 3 3 ) 3 a K O H a  o jb b h m m  Ha6aBKaMa 
(„Cjiy>K6eHii rnacHMK PC“ 6poj 124/12,14/15 m 68/15).
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3. „FARMALOGIST“ d.o.o.

Bpoj nofl KojMM je n o H yq a  3aBe,qeHa: 3 
Ha3MB noHyîjaHa: „Farmalogist“ d.o.o.
noHyAa 6poj P-001955 ofl 18.03.2016. roflMHe. 
noHyfiaH je noflHeo noHyfly: caMOCTariHO. 
il0Hyî]aH je noflHeo noHyfly 3a napTnjy 2:

1 — ria p- 
TMja

II - npeflM eT 
HaöaBKe

III - 
LLlMcJ)pa 

neKa

IV -
3aiiiTMbeHM

H33MB

noHyTjeHor
neKa

V -
npOM3BOf)aH

VI - 
OapMaueyTCK 

MOßnMK

VII - 
JaHMHa 

neKa

VIII - 
JeflMHMua 

Mepe

IX -
KonuMMHa

X -
JeflUHMHHa

ueHa

XI - YKynHa 
ueHa 6e3

nflB-a

XII - 1/13HOC
nflB-a

XIII - YKynHa 
LieHa ca nflB-

OM

2

Atenuirani 
bacili 

Mycobacteriu 
m bovis,soj 

BCG

N003608 CALGEVAX BB- NCIPD 
Ltd.

npamaK 3a 
MHTpaBe3HKan 

hm pacTBop
-

KOMafl
(ÖOMMLia/
aMnyna)

4.500 9.559,00 43.015.500,00 4.301.550,00 47.317.050,00

YKyriHA BPEflHOCT nOHYflE BE3 nflB-a 43.015.500,00

M3HOC HflB-a 4.301.550,00

YKYriHA BPEflHOCT flOHYflE CA nflB-OM 47.317.050,00

Pok McnopyKe m3hocm 24 c a ía  o fl floöMjahba 33K0H0M npeflBUÍjeHe flOKyivieHTauMje 3a npoMeT H epem cTpoBaHor neKa.
Pok Bawe^a noHyfle je 120 flaina ofl flaHa oTBapahba noHyfla. 
noHyfjaM HHje MCKa3ao TpoiiiKOBe npunpeMe noHyfle.
noH yfjan je  flocTaBMO P eiue i-be AreHLjMje 3a npM BpeflH e p e m c T p e  5I1H 68/2013 o a  09.09.2013. roflMHe o ynncy y P e rn cT a p  noHyfjana.
ripuriMKOM oqeHe flocTaBrbeHe noHyfle, KoMMCMja je Ha HHTepHeT CTpaHnqn AreHquje 3a npMBpeflHe pemcTpe, flaHa 21.03.2016. roflMHe, KOHCTaTOBana fl a je noHyTjan 
ynncaH y Pemcrap noHyfjana m fla  je perMCTpaqMja aKTMBHa.
KoMMCMja je KOHCTaTOBana fla je noHyíjeHa qeHa HM>Ka ofl npoqefceHe BpeflHOCTU.
\A3 flocTaBfbeHor caweTKa KapaKTepucTMKa neKa 3a neK CALGEVAX KOMMCuja je yTBpfluna fla je HaBefleHw neK cjDapMaqeyTCKor oönMKa -  ripax 3a cycneH3njy. 
KoMucuja je cTaBa fla je noHyfjeHM cfDapiviaLteyTCKi/i o6nnK  npax 3a cycneH3njy cpoflaH Tpa>KeHOM cfDapMaqeyicKOM o6nnKy npauuaK 3a MHTpaBe3MKanHM pacTBop, na je 
flocTaBiteHa noHyfla oflroBapajyfia y CMMcny nnaHa 3. ciaB 1 TaMKa 32) 3aKOHa o jaBHMM HaöaBKaivia („CnywöeHM rnacHMK PC" 6poj 124/12, 14/15 n 68/15), m to  m3 
cneflefiMX pa3Jiora:

Ha JImctm B JlucTe neKOBa KojM ce nponMcyjy m M3flajy Ha TepeT o6aBe3Hor 3flpaBCTBeHor ocMrypai-foa 3a neK Atenuirani bacili Mycobacterium bovis,soj BCG 
flec|DMHHcaH je cjDapMaqeyTCKM oönnK npauuaK 3a MHTpaBe3MKanHy cycneH3Mjy, Kao lu to  je m cjDapMaqeyTCKM oßnuK noHyfjeHor neKa ca JlucTe f l  JlMCTe neKOBa 
CALGEVAX;
["lpaBunHMKOM o JImctm neKOBa KojM ce nponMcyjy m M3flajy Ha TepeT cpeflCTaBa o6aBe3Hor 3flpaBCTBeHor ocMrypahba ("CnywöeHM rnacHMK PC", 6p. 65/15, 71/15- 
McnpaBKa, 104/15 m 24/16) flecjDMHMcaHO je  fla  ce JleKOBM ca f l  JlMCTe neKOBa 03HaneHM Kpy>KMfieM, Kao lu to  je  neK KojM je  npeflM eT HaöaBKe 3a napTMjy 2, 
HaöaBfbajy caMO y M3y3eTHMM cnynajeBMMa Kafla CHa6fleBahte neKOM m cto t l/IHH-a, m cto t MnM cpoflH or cfjapMaqeyTCKor oöJWKa m MCTe jaHMHe ca JlMCTe A, A1, 
B MnM l\ He 3aflOBOfbaBa noTpeöe y n e n e ^ y  ocMrypaHMX nMqa P030-a. CxoflHO TOMe, a MMajyfiM y BMfly CBe flocTaBrbeHe noHyfle y OBoj jaBHoj HaöaBMM, 
KOMMCMja KOHCTaTyje fla  Ha Tp>KMLiiTy PenyßnMKe CpöMje He nocTojM neK ca JlMCTe f l  JlMCTe neKOBa m cto t cfDapMaqeyTCKor oönMKa, Beü caMO neKOBM cpo flH or 
4)apMaL4eyTCKor oönMKa, oflHOCHO cjDapMaqeyTCKor o6nMKa perMCTpoBaHor neKa KojM ce Hana3M Ha JImctm B JlMCTe neKOBa.
CeKTop 3a neKOBe m cjDapiviaKoeKOHOMMjy, Kao 0praHM3ai4M0Ha jeflMHM qa PenyönM HKor cjDOHfla Koja oöaB Jba  n o cn o B e  npM npeM e llpaBMnHMKa o JImctm neKOBa 
yT B pfjy je  qeHe perMCTpoBaHMX neKOBa KojM ce  H ana3e Ha JImctm neKOBa KojM c e  nponM cyjy m M 3flajy Ha TepeT CpeflCTaBa o6 aB e 3H o r 3flpaBCTBeHor ocM rypahba y



CKJiafly ca ripaBmiHHKOM o ycnoBUMa, KpnTepnjyMMMa, HannHy m nociynKy 3a ciaB ibai^e neKa Ha Jluciy neKOBa, H3MeHe /  flonyHe JlncTe neKOBa, oahocho 3a 
CKUfla^e neKa ca Jlucie neKOBa („CnywöeHn rnacHMK PC", 6p. 41/14, 125/14, 48/15). üpw yiBpfjuBanby qeHa perncipoBaHnx neKOBa, yK0nnK0 y pecjDepeHTHUM 
3eMrbaMa He nocTojw noAaiaK o qeHM neKa MCTor c^apMaqeyTCKor oönnKa, KopucTM ce noflaïaK o qeHM neKa cpoflHor c^apiviaLieyTCKor o6nMKa l i i t o  6m y cnynajy 
neKa Atenuirani bacili Mycobacterium bovis,soj BCG Morao Aa npeACTaB/ta npax 3a cycneH3njy.

CxoflHO Hanpefl HaßefleHOM, KoMucuja KOHCTaTyje p,a je noHyaa npuxBairbtiBa y CMucny MnaHa 3. CTaB 1 TanKa 33) 3aKOHa o jaBHUM Ha6aBKaMa 
(„Cny>K6eHM rnacHHK PC“ 6poj 124/12,14/15 n 68/15).
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V OflönjeHe noHyfle

y  nocTynKy jaBHe HaöaBKe Huje 6 n n o  noH yA a Koje cy  o u e p te H e  Kao HenpnxBaTJbM Be v\ y c nep, T o ra  
Huje 6 n n o  no H y fla  Koje cy  oAÖnjeHe.

VI KpnTepnjyM 3a flO fleny yroßopa m paH rupa^e 

KpuTepMjyM 3a flofle/iy yroßopa je HajHWKa noHyî]eHa qeHa.

P a H rn iiC T a  n o H y ^ a n a  3a napTMjy 1:

nPEflMET HA5ABKE Pefl.
6p.

noHyTjaH
noHyl]eHa 

jeflMHMMHa qeHa
noHyî]eHa yKynHa 
ueHa 6e3 nflB-a

Digoksin 1 „Ino-pharm“ d.o.o. 42,44 5.729.400,00

PaHr jiMCTa noHyTjana 3a napTMjy 2:

nPEflMET HABABKE Pefl.
6p.

noHyTjaH
noH yfjeH a 

jeflMHMMHa ueHa
noH yi]eH a yKynHa 
LjeHa 6e3 nflB-a

Atenuirani bacili Mycobacterium 
bovis,soj BCG

1 „Ino-pharm“ d.o.o. 7.374,00 33.183.000,00

2 „Farmalogist“ d.o.o. 9.559,00 43.015.500,00

3 „Licentis“ d.o.o. 10.849,50 48.822.750,00

HanoMeHa:
KoHKypcHOM AOKyM eHTaunjoM 3a npeflM eTH y jaBH y Ha6 aBKy, Kao AOKa3 3a y cn o B e  3a 

yM e w fie  y nocTynKy jaBHe Ha6 aBKe npeflBM ijeHO  je AO CTaBrbatoe n o n y h te H o r, nenaTOM O BepeH or n 
no T n u ca H o r o ö p a c q a  M3ja B e  n o H y fja n a  f la T e  n o f l nyHOM MaTepnjanHOM  m kpubmhhom OAroBopHouufiy 
o McnyhbeHOCTM y cn o B a  (o 6 p a 3a i4 6 p. 9 n 10 y K0HKypcH0j  AOKyMeHTaqwjn), y C Kna^y ca  nnaHOM 77. 
CT3 B 4. 3 aKOHa o ja B H /M  Ha6 aBKaMa („Cny>K6 eHH rnacHMK PC“ 6 p. 124/12, 14/15 n 68/15).

y  CKnafly ca HnaHOM 79. CTaB 2 3aKOHa, H apynunaq  je  y o6aße3H Aa npe AOHomehta 
OA^yKe o sa to tyM efey oKBupHor cnopa3yM a oa  noHyTjana Mnja je  noHyAa oqenbeHa Kao HajnoBorbHuja 
33Tpa>KM Aa AOCTaBM Konnjy 3axTeBaHnx AOKa3a o ncny^eHOCTM ycnoBa, a Mowe n Aa 3aTpa>KU Ha 
yBUA opuruH an m/im OBepeHy Konnjy cbhx nnn nojeAUHwx AOKa3a. E yAyfin  fla  je  KoMncnja yTBpAnna 
Aa noHyfjaM, Hnja je  noHyAa ouehbeHa Kao HajnoBorbHnja, n c n y ^a B a  ycnoBe 3a yM ewfîe y nocTynKy 
npeAMeTHe jaBHe Ha6aBKe, n t o  ybhaom  y AOKa3e AocTaBfbeHe y3 noHyAy n yBi/iAOM y jaBHO 
AocTynHe noAaTKe, oa ncTor Hnje 3axTeBaH0 AOCTaBitahte AOKa3a, y CKnaAy ca nnaHOM 79. CTaB 2. 
3aKOHa.

VII r ip e fln o r KOMMCnje

K oM n cn ja  3a cnpoBoTjehbe nocTynKa npeAM eTH e jaBH e Ha6 aBKe, n o c n e  CTpyHHe oqeH e 
noH yA a n p e A J io w m ia  je Aa ce, y CKnaAy c a  paH r jim c to m , AaToj y OAerbKy VI OBe O AnyKe, OAnyKa o 
3aKTbyHe43y  okb m ph o t c n o p a 3yM a 3a jaB H y Ha6 aBKy neKOBa c JlncTe f l  J lncT e  neKOBa, 6 poj JH 404-1- 
110/16-2, AOAenn AoneHaBeAeHOM noHyTjawy:

r ia p T n ja r ip e f lN ie T  H a 6 a B K e H a3M B  n o H y ^ a n a

r io H y î ie H a  

je flM H M H H a 

LieHa n o  

jeflM HM UM  

Mepe

r io H y î ie H a  

y K y n H a  u e H a  

6 e 3  nflB-a

r ip o u e K b e H a

B pe flH O C T

1 Digoksin
„Ino-pharm“

d.o.o.
42,44 5.729.400,00 6.750.000,00

2
Atenuirani bacili 

Mycobacterium bovis,soj 
BCG

„Ino-pharm“
d.o.o.

7.374,00 33.183.000,00 61.650.000,00

y K y n H O 38.912.400,00 68.400.000,00

M 3a6paH n noH yfjaH  Ha6aBKy Hefte h 3 b p liih tm  y3 noM ofi noAH3Boî]aHa.
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CxoflHO HaBeAeHOM, flnpeKTop Peny6nnMKor cjDOHfla 3a 3,qpaBCTBeHO ocurypah te  a o h o c m  
OAJiyKy Kao y flncno3HTHBy.

VIII ynYTCTBO O nPABHOM CPEflCTBY
ripoTHB OBe OAJiyKe MO>Ke ce noßHeTM 3axTeB 3a 3aiüTHTy npaBa y poKy ofl 10 (AeceT) flaHa 

o fl flaHa oöjaBibHBafea HCTe Ha flopTany jaBHMx HaöaBKH, cxoflHO nnaHy 149. ct3b 6. 3aKOHa o 
jaBHMM Ha6aBKaMa („Cn. rnacHMK PC“, 6poj 124/12, 14/15 n 68/15).

57016.38/20
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