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flMCn03MTMB OflJiyKe

I 3aKJbyHyje ce okbmphm cnopa3yM 3a ]aBHy Ha6aeKy neKOBa 3a nese ite  xepeAHTapHor 
aHmoeAeMa, 6p. JH 404-1-110/17-41, ca noHyI)aMeM „Ino-pharm “ d.0.0. W3 Beorpafla, yn. EpaTie 
KoBan 6p. 2, 3a Aone HaBefleHe napinje:

Bpoj
napTnje Ha3HB napin je JeAMHMua Mepe KonuMMHa noHyl]eHa 

jeflMHMHHa MeHa
rioHy^eHa yKynHa 
MeHa 6e3 hflB -a

1 icatibant injekcioni špric 183 192.072,50 35.149.267,50

4 conestat alfa bočica staklena 250 86.437,00 21.609.250,00

yK yriH o 56.758.517,50

ii 06ycTaBjba ce OTBopemi nocTynaK jaBHe Ha6aBKe neKOBa 3a neneHbe xepeflnrapHor 
anruoeAeMa, 6p. JH 404-1-110/17-41, 3a Aosie HasefleHe napinje:

Bpoj
napm je Ha3MB napin je JeAUHMMa Mepe KOJIMMMHa flpouietbeHa 

jeAHHHMHa ueHa
ripouehbeHa 

BpeAHOCT 6e3 nflB -a

2 danazol, 50 mg kapsula/tableta 7.620 12,85 97.917,00

3 danazol, 200 mg kapsula/tableta 3.060 57,38 175.582,80

5 humani C1 inhibitor bočica 202 61.299,36 12.382.470,72

yK yriH o 12.655.970,52

0 6 p a 3 ^ o ) K e f t  e

i. rioflaun o HapyMMOL(y

1. Ha3MB HapyHnoua: Peny6/iMHKM cJdoha 3a 3flpaBCTBeHO ocnrypan>e

2. Aflpeca HapyHMOL|a: JoBaHa MapMHOBMFia 2, Beorpafl

3. HHT©pHeT CTpaHMMa HapyMMOLia: www.iavnenabavke.rfzo.rs

4. BpcTa HapyHMOua: OpraHusaunja 3a o6aBe3Ho c0LiMja/iH0 ocMrypahbe

Peny6nnHKM #oha aa 3flpaBCTBeHO ocwrypaH3e Tie, y nwe u 3a paMyH 3ApaBCTBeHwx yciaHOBa 
cnpoBecTM nocTynaK jaBHe HaSaBKe h 3aKrbynnTH oKBHpHe cnopa3yMe, aok fie nojeflMHaMHe yroBope o 
jaBHoj HaSaBLiM 3aKrbyHMBaTM 3flpaBCTBeHe ycraHOBe.

li. floAauM 0 jaBHoj Ha6aBqif

1. BpCTa npeflMeTa jaBHe Ha6aBKe: floSpa

2. npeAMeT jaBHe HaSaBKe, 03HaKa M3 onLirrer peMHUKa HaGaBKe u npoqehteHa BpeflHocT Ha6aBKe: 

flpeflMeT jaBHe HaSaBKe neKOBa 3a /ie4eH=e xepeflMTapHor aHmoeAeMa 06nMK0BaH je y 5 naptnja, u to:

Bpoj
napinje Ha3MB napinje OapMaueyTCKM

o6jimk
JanuHa 

ne Ka
JeAMHMua

Mepe KonuHMHa
fIpoMett>eHa 
jeflMHMMHa 

Me Ha

npoLjeffaeHa 
BpeAHOCT no 

napTMjaMa 
6e3 flflB-a

1 icatibant
rastvor za injekciju 

u napunjenom 
injekcionom špricu

30mg/3ml Injekcioni špric 183 192.072,50 35.149.267,50

2 danazol, 50 mg kapsula/tableta 50 mg kapsula/tableta 7.620 12,85 97.917,00

http://www.iavnenabavke.rfzo.rs


3 danazoi, 200 mg kapsula/tableta 200 mg kapsula/tableta 3.060 57,38 175.582,80

4 conestat alfa prašak za rastvor 
za injekciju 2100 IJ bočica staklena 250 91.920,20 22.980.050,00

5 humani C1 inhibitor
prašak i raslvarač 

za rastvor za 
injekciju/infuziju

500 IJ bočica 202 61.299,36 12.382.470,72

YKynHO 6e3 fl/HB-a: 70.785.288,02

Ha3HB u 03HaKa M3 onuiTer peMHMKa HaSaBKe: 33600000 -  o|DapiviaLieyTCKi/i np0M3B0AH, 3a CBe napTi/ije.

3 . PeflHH 6 poj jaBHe Ha6aBKe: 404-1 -110/ 17-41

4 . B p c ia  nocTynKa jaBHe Ha6aB«e: OTBopeHM nocTynaK

III. Ochobhm noflaun o noHyT)aHMMa
BnaroBpeMeHo, Tj. flo  flaHa 10.10.2017. roflMHe, flo  10,00 nacoBa, HapyHMOMy je npucrur/ia noHy,qa 
c n e fle fie r noHyfja4a:

P.B. Ha3MB noHyT)aHa AApeca fla iyM
npnjeivia CaT

1 „Ino-pharm" d.o.o. BeorpaA, Bpafie KoBan 2 10.10.2017. 8,58

YKynaH 6 poj noflHeTnx noHy,qa: 1 (jeflHa). 

Bpoj noHyfla no napTMjaivia:

Ha prnja HpeflMeT HaSaBKe Epoj noHyfla no 
na prnju

1 icatibant 1

2 đanazol, 50 mg 0

3 danazoi, 200 mg 0

4 conestat alfa 1

5 humani C1 inhibitor 0
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IV. CTpyHHa oqeHa noHyAa

1. „Ino-pharm“ d.o.o.
PeflHM 6poj noHyfle: 1 
Epoj nofl Kojuw je noHyAa 3aBeAeHa: 404-1-40/17-8 
Ha3MB noHyTjana; „Ino-pharm“ d.o.o. 
IloHyfla 6poj 318/17 Ofl 03.10.2017. roflHHe. 
rioHyliaM je noflHeo noHyAy: caMOCTaJiHO. 
PloHyfjaM je noAHeo noHyAy 3a napTMje 1 v\ 4.
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1 icatibant 0055009 Firazyr

SHIRE
PHARMACE­

UTICALS
IRELAND
LIMITED

paCTBOp 33
wftoeiatHjy y 
HanyfceHOM 

MhbeKMMOHOM 
ojnpMLiy

30 mg/3 
ml

Wtt>eKUV!OHW
LLinpHU, 183 192.072,50 35.149.267,50 10% 3.514.926,75 38.664.194,25

4 conestat alfa - Ruconest
Pharming

Technologies
B.V.

npamaK 3a pacrsop 
3a MFbeKLiiijy 2100 1J

60HML(a
craicneHa 250 86.437,00 21.609.250,00 10% 2.160.925,00 23.770.175,00

YK ynH A  BPEflHO CT nO H Y flE  BE3 n flB -A 56.758.517,50

M3HOC nflB-A 5.675.851,75

Y K ynH A  BPEAHOCT nO H Y flE  CA nflB-OM 62.434.369,25

Pok ncnopyKe m3Hocm 24 caTa oa AaHa npwjeMa riMCMeHor 3axreBa Kynqa. 
Pok ncnopyKe h3hocm 24 caTa oa AaHa Ao6njaH>a 33kohom npeflBKfjeHe flOKyMeHTaLiMje 3a npoweT HeperacTpoBaHor neKa.
Pok Ba>Kert>a noHyAe je 90 AaHa ofl AaHa OTBapafca noHyAe.
FloHyT)aH je flocTasMo nonyi-beH o6 pa3aq 6 p. 7 y Kojew Hnje MCKa3ao TpoixiKOBe np unp e M a^a  nonyAe. 
floHyfjan je aoct3bmo pewehbe AreHUnje 3a npuBpeflHe perncTpe o ynncy y PerncTap noHyTjana 6 p. BI1 H 2385/2017 oa 12.09.2017. roAMHe. DpoBepOM Ha 

MHTepHeT cTpaHwun AreHMwje 3a npwBpeflHe perwcTpe, yTBpTjeHo je  Aa je p e m cip a u n ja  aKTUBHa. 
ripMnnKOM oueHe flocTaBrbeHe noHyfle, KoMMcuja je Ha nHTepHeT cTpaHnqn HapOAHe 6 aH«e C p 6 uje http://www.nbs.rs yTBpAnna fla nMeHOBaHn noHyfjaH 

Hewia eBUfleHTi/ipaHnx AaHa SnoKaA© 3a Tpa>KeHvi nepwoA m Ha wHiepHeT cTpaHWL\M AreHL^je 3a npwBpeAne perwcTpe, http://www.apr.gov.rs yTBpflwna Aa 
HMeHOBaHH noHyTjan HHje y nocTynKy crenaja hjim JinKBMAaunje.

KoMMcnja KOHCTaTyje fla je noHyfla noHyliaHa „Ino-pharm“ d.o.o. npMXBaTJbMBa y CMMCJiy HnaHa 3. ct3b 1 TaMKa 33) 3aKOHa o jaBHMM 
HaSaBKaMa („CjiywdeHM rnacHMK P C“ 6poj 124/12,14/15 m 68/15).

http://www.nbs.rs
http://www.apr.gov.rs


V. OflSMjeHe noHyAe

y  nocTynKy npeflMeTHe jaBHe Ha6aBKe Huje 6uno noHyfla Koje cy oflSujeHe.

VI. KpMTepnjyM 3a A<>Aeny yroB opa  w paHrnpan>e 

KpnTepnjyM  3a flO fleny  yr0B0pa je  HajHiDKa noHyfjeHa qeHa.
y  npeflMeTHoj ja B H o j HaGaBUM npHCTurna je caMO jeflHa npnxBaT/bHBa noHy(qa1 m to  noHy,qa 

noHyT}aMa „Ino-pharnri“ d.o.o.:

B p o j
napTMje

Ha3HB napTMje l"loHyTjeHa 
jeAUHUMHa qeHa

noH yfjeH a yKynHa 
MeHa 6e3 r if lB -a

1 icatibant 192.072,50 35.149.267,50

4 conestat alfa 86.437,00 21.609.250,00

K0HKypcH0M flOKyMeHTaqnjOM 3a npeflMeTHy jaBHy Ha6aBKy, Kao flOKa3 3a ycnoBe 3a yMeiufie y 
nocTynKy jaBHe Ha6aBKe npeABMTjeHO je flOCTaBfbahbe nonytt>eHor, nenaTOM 0BepeH0r u noTnucaHor 
o6paci4a M3jaBe noHyTjaHa AaTe nofl nyHOM MaTepnjanHOM v\ kpmbmhhom oflroBopHouifiy o ncnyhbeHOCTM 
ycnoBa (o6paci4M 6p. 9 u 10 y KOHKypCHOj AOKyMeHTai4njM), y CKnaAy ca MnaHOM 77. CTaB 4. 3aK0Ha o 
jaBHUM HaSaBKaMa (,,Cny>K6eHH rnacHMK PC“ 6p. 124/12, 14/15 m 68/15).

HapyMnnau je  y o6aBe3M as npe AOHOLueHaa OAnyKe o 3aKnayMetey oKBnpHor cnopa3ywia oa 
noHy?jaHa HMja je  noHyAa oqeht>eHa Kao HajnoBorbHHja 3aTpa>Kn p,a AocTaBu Konnjy 3axTeBaHMx AOKa3a o 
McnyhbeHOCTM ycno B a , a MO>Ke u fla  3aTpa>KH Ha yBHA opHrHHan mjih OBepeHy Konwjy c bm x  v\nvi nojeAHHMX 
A0Ka3a, y cKJiaAy ca nnanoM 79. CTaB 2 3aKOHa o jaBHMM HaSaBKaivia (,,Cny>K6eHH rnacHMK PC“ 6p. 124/12, 
14/15 u 68/15).

KaKo je KOMMCuja yTBpAnna Aa noHyTjaH HMja je noHyAa OMe^eHa Kao HajnoBorbHHja ncnyi-baBa 
ycnoBe 3a yHewfie y nociynKy jaBHe Ha6aBKe, u to  yBMAOM y AOKa3e AOCTaBTbeHe y3 noHyAy u yBHAOM y 
jaBHO AOCTynHe noASTKe, oa MCTor Htije 6n.no 3axTeBaH0 AOCTaBrbahbe AO«a3a, y c«JiaAy ca HnaHOM 79. 
CTaB 2. 3aKOHa ojaBHUM Ha6aBKaivia (,,Cny>K6eHH rnacHMKPC“ 6p. 124/12, 14/15 u 68/15).

VII. Pa3no3M 3a o6ycTaBy nocTynKa
riocTynaK jaBHe Ha6aBKe JieKOBa 3a neneite xepeA*iTapHor aHruoefleMa, 6p. JH 404-1-110/17- 

41, o6ycTaBjta ce 3a AOJie HaBeAeHe napTMje, 6yAyfi« Aa nncy McnyhbeHM ycnoBM 3a AOHOiuefee 
OAJiyKe o 3aKibyHen>y okbhphot cnopa3yMa, jep 3a iicTe Hwje AocraB/beHa HnjeflHa noHyAa:

Bpoj
napTMje Ha3MB napinje OapMaueyTCKH

o6hhk
JaHHHa

neKa
JeflMHMua

Mepe KojlMHMHa
ripoLiehbeHa
jeflMHMHHa

ueHa

npoLjeifeeHa 
BpeAHocT no 

napmjaMa 6e3 
nflB-a

2 danazol, 50 mg kapsula/tableta 50 mg kapsula/tableta 7.620 12,85 97.917,00

3 danazol, 200 mg kapsula/tableta 200 mg kapsula/tableta 3.060 57,38 175.582,80

5 humani C1 inhibitor
prašak i rastvarao 

za rastvor za 
injekciju/infuziju

500 IJ bočica 202 61.299,36 12.382.470,72

yKynHO 12.655.970,52

VIII. TpouiKOBM n p tin p e M a tta  noHyAe

Cxoaho HnaHy 88. c tb b  2. 3aKOHa o jaBHMM Ha6aBKaMa ("Cny>K6eHM rnacHUK PC" 6p. 124/12, 14/15 
m 68/15), TpoLUKOBe npunpeMe u noAHomehba noHyAe eHoce MCKn3yHHB0 noHyf]aHM u mctm He Mory Tpa>KWTM 
oa HapynMOMa HaKHaAy Tp0LUK0Ba.

IX. n p e f l f io r  kom  ne nje

I KoMMCiija 3a cnpoBofjetfae npeAMeTHe jaBHe Ha6aBKe, noćne  CTpy4He o ijeH e noHyAa, 
npeAno>Kmia je  Aa ce OAnyKa o 3aK rbyH e ity  o itB upH or cnopa3yM a 3a jaBHy Ha6aBKy neKOBa 3a 
jiene ifee  xepeAMTapHor aHrMoefleivia, 6p . JH 404-1-110/17-41, flO flenn  noHyf)aHy ,,ln o -p h a rm “  d .o .o . M3 
B eorpaA a , 3a AOJie HaBeAeHe na p rn je :



Bpoj
napTMje

Ha3HB napTMje noHyl]eHa
jcAHHMMHa uena

rioHyf]eHa yKynHa 
MeHa 6e3 FlflB-a

1 icatibant 192.072,50 35.149.267,50

4 conestat alfa 86.437,00 21.609.250,00

yKynHO 56.758.517,50

Tope HaBefleHU noHy?jaM Ha6aBKy Helie w3bpwmtw y3 noMofi noAn3BoT]aHa.

II KoMMCuja 3a cnpoBoljehbe npeflMeTHe jaBHe Ha6aBKe, noc/ie CTpynHe oueHe noHyfla 
npeflnc»Knna je  p,a ce o6ycTaBM nocTynaK jaBHe Ha6aBKe jieKOBa 3a Jieneit>e xepeflnrapHor 
aHruoeAeMa, 6p. J H  404-1-110/17-41, 3a flone HaBeAeHe napTMje, 6 yA yTin  fla HMcy iicnyH>eHM ycnoBM 
3a AOHOiueHbe o^nyKe o 3aKJt>yHeit>y oKBMpHor cnopa3yMa, je p  3a HCTe HHje flocTaB/teHa HujeAHa 
noHyAa:

Bpoj
napTM je

Ha 3MB n a p in je
(PapMaMeyTCKM

o 6 jim k
JanHHa

neKa
JeflMHMua

Mepe
KonuHHHa

npoLjetbeHa
jeflHHMMHa

ueHa

rip o ije tb e H a  
Bp e flH o c T no 

napm jaM a 6 e3
nflB -a

2 danazol, 50 mg kapsula/tableta 50 mg kapsula/tableta 7.620 12,85 97.917,00

3 danazol, 200 mg kapsula/tableta 200 mg kapsula/tableta 3.060 57,38 175.582,80

5 humani C1 inhibitor
prašak i rastvarač 

za rastvor za 
injekciju/infuziju

500 IJ bočica 202 61.299,36 12.382.470,72

yKynHO 12.655.970,52

Cxoaho HaBeAeHOM, flupeKTop Peny6/inHKor cJdohas 3a 3ApaBCTBeno ocnrypaefce aohocm oAny«y 
Kao y Ancno3HTMBy.

X. ynYTCTBO O nPABHOM CPEflCTBy

npoTMB OBe oflnyKe i\no>Ke ce noflHeTu 3axTeB 3a 3atuTMTy npaBa y poKy oa 10 (AeceT) AaHa oa 
AaHa oSjaBrbUBa^a HCTe na flopTany jaBHMX Ha6aBKM, cxoaho HiiaHy 149. ciaB  6. 3axoHa o jaBHMM 
HaGaBKaMa („Cn. rnacHHK PC“, 6 po] 124/12, 14/15 u 68/15).

57017.87/39
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