PEMYBITMYKN GOHLO

3A 30PABCTBEHO OCUIYPAILE
08/2 Bpoj: 404-1-5/17- 1

24 .05.2017. rogute

JopaHa MapuHoeuha 6p.2
Beorpang

Ha ocHoBy 4nara 108. 3akoHa o jaBHum Habaekama ("CnyxBeHu rnachuk PC" 6p. 124/12, 14/15 u
68/15), unana 23. n 28. CtatyTa Penybnuukor doHAa 3a 3gpaBcTBeHo ocurypame ('CnymGenu rnacHuk PC"
6p. 81/11, 57/12, 89/12, 1/13, 32/13 » 23/15) n UasewrTaja 0 CTPY4UHO] oueHn noHyaa 6p. 404-1-5/17-25 og
12.05.2017. roguHe, OupekTop Penybnuykor hoHAaa 32 34paBCTBEHO OCUTyparhe AOHOCH

OQnYKY O AOAENN YFOBOPA
Y JABHOJ HABABUM

AHTUTYBEPKYJITOTUKA BPYTE NMHHUJE
6p. JHU 404-1-110/17-4
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Ivcno3ntuse ognyke

Hoaenyje ce yrosop o jaBHoj waGaBuu AHTMTYGepkynoTtuka Apyre nuuuje, 6p. JH 404-1-

110/17-4, cnepehum nonylaunma 3a gone HaseaeHe napTuje:

nfpﬁ'c;jje Hasus napruje Ha3us noxyfjaua Ceanwte nonyhaua
1 capreomycin Medikunion d.o.o. yn. Jby6e Auauha 6p. 19, Beorpag
2 levofloxacin Licentis d.o.o. yn. Towwk 6%’22%22' 272r, Hosu
3 ethionamide Medikunion d.o.o. yn. JbyGe Ouauha 6p. 19, Beorpap
4 cycloserine Medikunion d.0.0. yn. I'by6e [uaunha 6p. 19, beorpan
5 p-aminosalicylici acid (PAS) Medikunion d.o.o. yn. Jby6e Auavha 6p. 19, Beorpag

O6bpasnoxekwe

|. Nopayu o HapyuKouy

1. Hasue Hapyyuoua: PenyBnuyku ¢hoHA 3a 34paBCTBEHO OCUTYPae

2. Appeca Hapyuyuoua: JopaHa MapuHoeuha 2, Beorpag

3. VIHTepHeT cTpaHuya Hapydnoua: www.javnenabavke.rfzo.rs

4. BpcTa Hapyquoua: Oprarusaumja sa o6ase3Ho coynjanHo ocurypare

PenyGnuykn oHA 3a 34paBCTBEHO Ocurypame, kao Hapywunau, he cnpoBecTy nocTynak jasHe
Habaske, Aok he yroeop ca fofasrbavem 3akbyvuTy Cnetnjanta SonHuya 3a nnyhHe Gonectu “‘OapeH”.

Il. Nogaum o jaBuoj HaGaBLMH

1. Bpcra npeameta jaske Habaeke: [Jobpa

2. TlpeameT jaBHe Habaeke, O3HaKka M3 omwTer peyHuka Habaske 1 NpoLeeHa BpeAHOCT HabaBke:

MpeameT jaBHe HaGabke AHTUTYOEPKYnOTHKa Apyre NMuHKje, 0BnuKkoBaH je y 5 (neT) napTtuja, 1 To:

. MpouewseHa lMpouerseHa
nasl?r(;j‘e Hasus naptuje 06?11?3?:33:?::@ Jeﬂ:r::ua KonuyunHa jeaviHUWYyHa BPeAHOCT No
pTH) ] P UeHa napTtvjama
1 capreomycin | Prasak Zag;"‘ek"”“' T botica 2.800 775,00 2.170.000.00
2 levofloxacin film tableta, 250 mg tableta 16.800 19,50 327.600,00
3 ethionamide film tableta, 250 mg tableta 16.800 16,00 268.800,00
4 cycloserine tvrda kapsula, 250 mg kapsula 21.500 64,00 1.376.000,00
p-aminosalicylici .
5 acid (PAS) granule, 4 g kesica 8.400 220,00 1.848.000,00
YKYIMHO: 5.990.400,00

Haaue 1 o3Haka u3 onwTer pe4Huka Habaske: 33600000 — dapmaLeyTcky NPonsBoaw, 3a cee napTuje.

3. Pepnu 6poj jaBHe Habaske: 404-1-110/17-4



http://www.iavnenabavke.rfzo.rs

4, BpcTta nocTtynka jasHe Habaske: OTBOpEHN NOCTYnak

lll. OcHoBHYK Noaauu o noHyhaunma

brnarospemeHo, Tj. Ao Aada 12.05.2017. rogvHe, ao 10,00 yacosa, Hapyunouy cy npucturne noHyge
cnegehunx noHyhava:

P.B. Ha3ave noHyhava Anpeca nﬂpijTeyn\'nwa Car
Licentis d.o.o. yn. TowwH ByHap 6p. 272r, Hosu Beorpag 12.05.2017. 08:00
. Pharma Maac d.o.0. yn. bogoeoacka 6p. 158, Beorpag, 12.05.2017. 09:08
3. Medikunion d.o.o. yn. Ibybe Ounauha 6p. 19, beorpag 12.05.2017. 09:40
YkynaH 6poj noagreTux nodyaa: 3.
Bpoj noHyaa no naptujama:
nasppr?ajje Ha3us naptuje Bpoj noHyaa
1 capreomycin 3
2 levofloxacin 2
3 ethionamide 3
4 cycloserine 3
5 p-aminosalicylici acid (PAS) 3




V.

CTpyuHa oueHa NoHypa

1. ,Licentis“ d.o.0.

PeaHu 6poj nodyge: 1

Bpoj nog kojum je noHyna sasepeHa: 404-1-5/17-21
Hasus nonyfaua: Licentis d.o.o.

Monygda 6poj 147/17 op 04.04.2017. roguHe
[onyhay je nogHeo noHygy: camocTanso.

FMoHyhay je nogHeo noHyay 3a cneaehe naptuje: 1, 2, 3,4 n 5.

EPOJ SALUTUREHN SAPMA-
NAP- HA3UB JKN HA3U1B APON3BO- LEYTCKM JAHYUMHA | JEOAWMHWUL KOTIMYMHA JEOWHW- YKYNHA UEHA HU3HOC YKYMNHA LIEHA CA
TWIE NAPTUJE NOHYBEHOI BAY OBNVIK NEKA A MEPE YHA UEHA BE3 NAB-a naB-a NaB-om
ADOBPA
. Capreomycin Vianex pradak za -
1 capreomycin N002170 inj.USP S A injekciju 1g bocica 2.800 655,83 1.836.324,00 | 183.632,40 2.019.956,40
; Medoche
2 levofloxacin Amesol® mie LTD film tableta | 250 mg tableta 16.800 15,68 263.424,00 | 26.342,40 289.766,40
3 | ethionamide | Noo21gg | Cimopamide Lo | fimtableta | 250mg | tableta 16.800 15,04 252.672,00 | 2526720 277.939,20
Macleods tvrda
4 cycloserine N002162 Cycloserin pharmace 250 mg kapsula 21.500 51,68 1.111.120,00 § 111.112,00 1.222.232 .00
. kapsula
uticalsLTD
P AS
5 aminosalicylici | N0O021564 Pas-Na . granule 449 kesica 8.400 188,22 1.581.048,00 | 158.104,80 1.739.152,80
h Olainfarm
acid (PAS)
YKYNHA BPEOHOCT NMOHYAE BE3 NAB-A 5.044.588,00
VI3HOC NAaB-A 504.458.80
YKYIHA BPEOHOCT NOHYAE CA N8B-OM 5.549.046,80

Pok ncnopyke naHocu 24 cata of faHa npujema nucMeHor 3axTesa Kynua.
Pok Baxera noHyae je 90 aaHa oA AaHa oTeapamwa NoHyAe.




noHyae.

CTpaHnum AreHuuje 3a npuepeaHe pernctpe, yTephjeHo je aa je peructpauuja noHyhaua ,Licentis” d.0.0. akTueHa.

Moxyfay je kao cacTasHu [4e0 CBOjE NOHyAe A0CTaBuo nonykeH obpasay 6p. 7 - TpOLKOBK Npunpeme NoHyAe, Y KojeM Huje UCKasao yKynHe TPOLLKOBE Npunpematba

Monyhay je AoCTaBVO peluewse AreHuwje 3a npuBpegHe perucTpe o ynucy y Peructap noHyhaua BFIH 2262/2014 op 05.05.2014. roavHe. [MpoBepoM Ha MHTepHeT

Mposepom Ha WHTEPHET CTPaHWLW Aresunje 3a npuepeaHe peructpe, Komuewja je yTepauna ga vag nowyfavem ,Licentis' d.0.0. Huje noxkpexyT nocTynak cTevaja unu
nvkBuaaumje.

Komucuja koHctaTyje ga je nonyna nodyhava ,Licentis“ d.o.0., npuxBat/buBa y cmucny unava 3. ctaB 1. tauka 33) 3akoHa o jaBHuM HaGaBkama
{,,Cnyx6eHu rnacHuk PC“ 6poj 124/12, 14/15 n 68/15).

2. ,,Pharma Maac“ d.o.o.

Peann 6poj nonyae: 2
Bpoj nog kojum je noHyAa 3asepeHa: 404-1-5/17-22
HasuB noHyRaya: Pharma Maac d.o.o.
MNonyna og 12.05.2017. roguHe.

MoHyRhay je nogHeo NoHyAy: CamoCTanHo.
MNoHyhau je noaHeo noHyAy 3a cneaehe naptuje: 1,2, 3,4 n 5.

SAWTUTREHN
BEPOJ DAPMA- JEOWUHMU-
HA3MB HA3VB JAUYUHA | JEOUHMK- YKYMHA QEHA YKYIMHA UEHA
NAP- NAPTWUJE JKI MOHYBEHOT NPOU3BOTHAY | UEYTCKU TEKA, LA MEPE KCNUYWHA HHA BE3 NAB-a W3HOC NaB-a CA MAB-om
TWIE OBIMUK HEHA
OOBPA
Macieods prasak
1 capreomycin N002170 Kapocin-1g Farmaceuticals | . .22 . 1¢ bocica 2.800 669,09 1.873.452,00 187.345,20 2.060.797,20
injekeiju
2 | levofloxacin Levomac 250 | . acleods fim | 250mg | tableta 16.800 1477 | 248.136,00 24.813,60 272.949,60
Farmaceuticals | tableta ) ! B D A
. . . Macleods film
3 ethionamide N0D2196 Ethomid Farmaceuticals tableta 250 mg tableta 16.800 13,42 225.456,00 22.545,60 248.001,60
. . Macleods tvrda
4 cycloserine N0G2162 Koxserin Farmaceuticals | kapsula 250mg | kapsula 21.500 333,50 7.170.250,00 717.025,00 7.887.275,00




5 aminosalicylici | N002154 Macpas Macleods

. granule 49 kesica 8.400 199,19 1.673.196,00 167.319,60 1.840.515,60
acid (PAS) Farmaceuticals

YKYNHA BPEQHOCT NOHYAE BE3 GB-A 11.190.490,00

N3HOC NAaB-A 1.119.049,00

YKYNHA BPEAHOCT NOHYAE CA INAB-OM 12.309.532,00

Pok ucnopyre wadocu 3 of Aada npujema nucMeHor 3axTesa kynua.

Pok Baxera nouyae je 365 paHa of AaHa oTBaparba NoHyae.

MoHyRau je kao cacTasHu A€0 CBOje NoHyAe A4OCTaBMO nonykweH obpasay Op. 7 - TPOLWKOBU NpUnpemMe NoHyae, y KOjem Huje Uckasao ykymnHe TPOLLKOBE npunpematsa
noHyge.

MNonyhau je goctasuno peltere AreHumje 3a npuspeaHe peructpe o ynucy y Peructap nosyfjava BrMH 3321/2014 op 27.06.2014. rogvHe. [posepom Ha UHTEPHET
CTpaHnumM AreHumje 3a npuspegHe periuctpe, yTepheno je Aa je perucrypauwja noHyhava ,Pharma Maac® d.0.0. aktusHa.

Monyflauw ,Pharma Maac* d.o.0. je gocrasuo Pewewe Muunctapcrea 3fpaema 6poj 515-04-03594/2015-11 og 03.09.2015. roauHe kojum ce u3gaje aossona
MpuBpegHOM APYWITBY 3a TProsuHy u ycrnyre 3a npomeT ,Pharma Maac" d.0.0. 3@ NpoOMeT Ha BENWKO NEKOBA W MeAULMHCKWX CpeacTaBa — YB03, W3Bo3, Habasky,
cxagullTerse n ancTpubyunjy, Ha TepuTtopuju Penybnuke Cpbuje, Hasoaehu nexose 3a xymary ynotpeby npema ATC knacudwvkauujy, a mefy kojuma ce He Hanasu u rpyna
nekoea koja je npeameT oee jaBHe Habaske: JO1 n JO4. CxogHo Tome, NoHyAa ce oabuvja kao HenpuxsaT/bMBa 3a CBe MapTUje 3a Koje je AoCTaBrbeHa, jep noHyhau wve
nocegyje 4o3sony 3a obaerbare AENaTHOCTK Koja je npeaMeT oBe jaBHe Habaske, a WTO NpeAcTaBrba obasesaH ycnos 3a yvewwhe y nocTynky jaBHe HabaBske, CX0AHO YnaHy
75. ctae 1 Tauka 5) 3akoHa o jaBHuM Habaskama (,Cnywbexn rnacHuk PC* 6poj 124/12, 14/15 n 68/15).

Takohe, noHyfjad ,Pharma Maac” d.o.o. je 3a naptujy 4 ~ cycloserine noHyAwo jegunudry ueHy oa 333,50 auxapa Ges M[B-a, a koja npenasu npoueteHy BpeaHoCcT
3a HaBejeHy napTujy.

Takohe, noHyfjad ,Pharma Maac” d.0.0. Huje AOCTaBMO TpaxeHy u3jasy, AaTy Ha concTeeHom obpaclly, noTnucaHy v oBepeHy nevaTom aa hie ncnopyyueartu nexkose
ca pokoMm Tpajatba of, Hajmamwe 2/3 npoussofjaqkor poka o Aana ucnopyke, Beh je AocTaBno usjasy Ha MemopanayMy nporasofava Macleods Farmaceuticals Henotriucary
1 HeoBepeHy.

Komucuja koHcTaTyje pa je nonyaa nonyhava ,,Pharma Maac“ d.0.0., HenpuxsaT/bnBa y cMUCAY unaHa 3. cTaB 1 Tauka 33) 3akoHa O jaBHMM HabaBkama
(,,Cnyx6eHu rmacHuk PC“ 6poj 124/12, 14/15 n 68/15), 3a cBe napTnje 3a Koje je AOCTaBMLEHA.

3. ,Medikunion‘ d.0.0.

PeaHu 6poj nonyae: 3

Bpoj nop kojum je noHyaa saseneHa: 404-1-5/17-23
Haaue nonyfhava: Medikunion d.o.0.

Tonyaa 6poj 187 og 27.04.2017. roauHe.

MNMoryRau je noaHeo NOHyAY: camocTanHo.

MoHyRau je nogHeo noHyay 3a naptvje: 1, 3,41 5.



BPOJ 5 AL EHM GAPMA-
i HA3MB A2MB NPOWU3BO- JAUUHA JEOWUHN JEQUHA- YKYTNHA LEHA YKYMNHA LIEHA
AP | napTUIE | nowymEHOr | BAY WEYTCKM | “nexa | namepe | KOMNARA |\ yualiena | BE3MBa | MBHOCTAB-a | ) nnsiow
OOBPA
) Capreomycin Vianex pradak za -
1 capreomycin NQ02170 injection 1g SA injekciju 1g bocica 2.800 635,00 1.778.000,00 177.800,00 1.955.800,00
Ethionamide Micro
3 ethionamide N002196 tablets 250 Labs Ltd film tableta 250 mg tableta 16.800 10,50 176.400,00 17.640,00 194.040,00
mg
Cycloserine Macleods tvrda
4 cycloserine N002162 250 mg Pharmace kapsula 250 mg kapsula 21.500 49,00 1.053.500,00 105.350,00 1.158.850,00
capsules USP | utical Ltd P
) PASS Olainfarm
5 aminosalicylici | N0OD2154 natrijumova AS ’ granule 4q kesica 8.400 179,00 1.503.600,00 150.360,00 1.653.960,00
acid (PAS) so Olainfarm
YKYINHA BPEOHOCT NMOHYIE BE3 MOB-A 4.511.500,00
W3HOC nNAB-A 451.150,00
YKYNHA BPEQHOCT NOHYOE CA NAB-OM 4.962.650,00

Pok ncnopyke W3Hocu 24 yaca og gaHa npujema nucmeHor 3axrena Kynua.
Pok Baxkerba noHyae je 90 gana oa aaxa oTeapara NnoHyae.

Moxyhay je ka0 cacTaBHW Aeo CBOje NoHyAe AoCcTaBuo nonyrwer obpasal 6p. 7 - TpolkoBy npunpeme NOHYAE, ¥ KOJEM HUje UCKa3ao yKynHe TPOLWKOBE NpUnpemMara
noHyae.

MoHyfhau je gocTaBno pelwene AreHuuvje 3a npuspegHe peructpe o ynucy y Pervctap noHyhada BINH 5232/2014 og 17.11.2014. roante. MNposepoM Ha UHTEpHET
CTpaHuuw AreHunje 3a NpuBpedHe perncTpe, yTepheHo je Aa je perucTpauuja nodyhava ,Medikunion® d.o.0. akTueHa.

Komucuja koHcTatyje na je noHyaa nonyRava ,Medikunion“ d.o.0., npuxBat/buBa y cMucny 4nasa 3. ctaB 1, Tauka 33) 3akoHa o jaBHUM HabaBKama
{,,Cny»x6eHn rnacHuk PC” 6poj 124/12, 14/15 n 68/15).



V. Opoujere noHyae

Y nocTynky npegMeTHe jasHe HabaBke oabwjeHa je cneaeha noHyaa:

Napruja NonyheHa
Pgn:_n Hasns 3a Kojy ce Paanoau 3a ogbujarse noHyge angl:zi:regzs uena (ykynha
poj noHyRaua oabuja ) ¥ P MnaB-a ueHa 6es NAB-
noHyhe noHyna a)
MoHyna je HenpuxeaTrbuea y
cMuchny YnaHa 3. ctas 1 Tavka 33)
(,Cnyx6eHu rnacHnk PC" 6poj
124/12, 14115 v 68/15), n3 gone
HaBeAeHWX pasnora;
- Monyhay Hema Pewere
2 MuHucTapcTBa 3apaersa 3a npomeT 327.600,00 248.136,00
Ha BENWKO NEKOBA — YBO3, U3BO3,
HabaekKy, cknagulLTerse U
Pharma Maac ‘qmjgpmyumy nekosa ATC rpyne Jo1
2 d.oo. 3 n JO4, a Koju cy npegmet OBe jaBHe 268.800,00 225.456,00
Habagke.
- MNoHyfhay Huje gocraBno usjasy,
faTy Ha concrseHom obpacuy,
noTAMCaHY W OBEpeHY Ne4yaTom Aa
4 fie ncnopy4yneaTty nexose ca POKOM 1.376.000,00 7.170.250,00
Tpajara oa Hajmaree 2/3
nporaBoha4ykor poxa ogd faHa
ucnopyke
- 3a napTujy 4 noHyRay je noHyauo
5 LIEeHy KOja PEnasn NpoLieHseHy 1.848.000,00 1.673.196,00
BPEAHOCT 3a HaBeAeHy napTujy.
VI. Kputeprjym 3a pogeny yroBopa v pairupaibe
Kputepujym 3a goaeny yrosopa je HajHuxa noHyheHna ueHa.
Panr nucra noHyhada no naptvjama:
Epoi MounyheHa lNMoHyReHa
na PT“J'e Ha3us naptuje P.B. Ha3uB noHyRaua jeavHnuHa yKynHa uena 6e3
PV ueHa naB-a
1 Medikunion d.o.0. 635,00 1.778.000,00
1 capreomycin
2 Licentis d.o.o. 655,83 1.836.324,00
2 levofloxacin 1 Licentis d.o.0. 15,68 263.424,00
. 1 Medikunion d.o.o. 10,50 176.400,00
3 ethionamide : -
2 Licentis d.o.0. 15,04 252.672,00
‘ 1 Medikunion d.o.o. 49,00 1.0563.500,00
4 cycloserine - :
2 Licentis d.o.o. 51,68 1.111.120,00
5 p-aminosalicylici acid 1 Medikunion d.o.o. 179,00 1.603.600,00
(PAS) 2 Licentis d.o.0. 188,22 1.581.048,00

KoHKypCHOM [OKymeHTaunjoM 3a npeAmeTHY jaBHy HabaBKy, kao fokas 3a ycnose 3a yudewhe y
nocTynky jaBHe HabaBke npenBufieHo je [QOCTaB bake NonyHEHOr, NeYyaTrom OBEPEHOr 1 noTnrucaHor oGpacua
w3jaBe noHyhawa fgate noa NyHOM MaTepujanHOM W KPUBMYHOM OATOBOPHOWRY O WUCMyHEHOCTW ycnoea
{obpacum 6p. @ U 10 y KOHKYPCHO] OOKYMeHTaumju), y cknagy ca ynadom 77. ctae 4. 3akoHa O jaBHUM
Habaskama (,Cnyx6eHu rnacHuk PC* Op. 124/12, 14/15 v 68/15).

Hapyuunay je y obaBean aa npe AoHowera oanyke o AOAeNu yrosopa of noryhjadya 4uja je noHyaa
oLieteHa Kao HajnoBOSbHM]a 3aTpaxu a AOCTaBW KOMUjy 3axTeBaHWX A0Kasa O NCNYHEHOCTKM YCINOBA, & MOXe
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W [a 3aTpaxu Ha yBWZ OpUrnHan unn oBepeHy KOMWjy CBUX vNW NojedWHWX AoKa3a, y cknaay ca unaHom 79
cTas 2. 3akoHa o jaBHMM Habaskama (,Cnyx6eHn rnacHuk PC" 6p. 124/12, 14/15 n 68/15).

Kako je Komucuja yTBpanna ga noHyfayu Ynje cy roHype ouetbeHe Kao HajnoBorbHuje, ucnyrarajy
ycnose 3a yyewhe y nocTynky jaBHe HabaBKke, W TO YBUAOM Y A0Ka3e AOCTaB/bEHE Y3 NOHYAY M YBUAOM Y
jaBHO [OCTYNHE NojaTtke, o4 UCTUX HUje BUno 3axTeBaHO [OCTaBIbAKE JOKA3a, Y cknagy ca unaHom 79, cTas
2. 3akoHa o jaBHuM Habaekama (,Cnyx6eHun rnacHuk PC" 6p. 124/12, 14/15 n 68/15).

VIil. Npeanor komncuje

Komncuja 3a cnpoBoRerbe npepmerHe jaBHe HabaBKe, nocme CTpyuyHe oOuUeHe noHyaa
npeanoXuia je Aa ce AoHece oonyka o0 4oAenu yrosopa 3a jasHy Ha0aBky AHTUTYGepkynoTuka apyre
nuuuje, 6p. JH 404-1-110/17-4, u yrosop goagenyu cnegehumM nonyfjaunma no naprtujama:

naproje | Hasws napruje Hasws MONYIaY3 | o nionum ena | ona e MiB-a.
1 capreomycin Medikunion d.o.0. 635,00 1.778.000,00
2 levofloxacin Licentis d.0.0. 15,68 263.424,00
3 ethionamide Medikunion d.o.o. 10,50 176.400,00
4 cycloserine Medikunion d.c.0. 49,00 1.053.500,00
5 p-aminosalicylici acid (PAS) Medikunion d.0.0. 179,00 1.5603.600,00
YKYMHO: 4.774.924,00

["'ope HaBepeHu noHyfavn Habaeky Hehie n3BpwnTYK ¥3 noMmoh nogussohaua.

CxopHo HasepeHom, [upexTop Penybnuukor dhoHZa 3@ 34paBCTBEHO OCuryparbe JOHOCH OArMyKy
Kao y ANCno3nTUBY.

ap eppnua Naauh
3

VIIl. YNIYTCTBO O NPABHOM CPERCTBY

MpoTue oBe oANyKe MOXe Ce MOAHETW 3axTeB 3a 3alUTUTy npasa y poky o4 10 (meceT) paHa of
daHa ofjaBsbuBama ucTe Ha [lopTany jaBHWx Habasku, cxodHo unaHy 149. craB 6. 3akoHa © jaBHUM
Habaskama (,Cn. rnacHuk PC", 6poj 124/12, 14/15 n 68/15).

57017.03/48
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