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3A 30PABCTBEHO OCUTYPAHKE
08/2 Bpoj: 404-1-80/16- § -

(7 G2017 . ropune
JopaHa Mapwiosuha 6p.2
Beorpagpg

Ha ocHosy unaHa 108, w dnava 109. 3akoHa o jaBHuM rabaskama {"CnyxGenn rmacHuk PC" op.
124/12, 14/15 v 68/15), unava 109. 3akoHa o jaBHum Habaskama ("CnyxGeHn TnacHuk PC" Bp. 124/12, 14/15
¥ 68/15), 4nawa 23. » 28. CratyTa PenyBnvukor hoHaa 3a 3APaBCTEEHO OCUrypaibe {"CnyxGenn rnacHnx
PC" Bp. 81/11, 57/12, 8812, 1/13, 32/13 v 23/15) 11 ViaeewTaja o cTpyYHOj cUEHu nonysa 6p. 404-1-80/16-16
oA 01.02.2817. roaure, fupextop PenyGnuukor ¢>oHaa 3a 30PABCTREHO OCUTYpatbe JOHOCH

OANYKAY JABHOJ HABABUK

NEKOBHW 3A JTEYEHE YPOBEHWUX BCNECTH METAEONU3MA #f PETKE TYMOPE
6p. JH 404-1-110/16-79
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Aucnozutne ognyke

| 3akmy4yje ce okBMpHM cnopasyM 3a jaBHy HaGasky flexoBu 3a nevere ypoheHux 6onecTu
MeTabonuaMa u petke Tymope, Bpoj JH 404-1-110/16-79, ca cnepehum nonyhauuma 3a aone
HaBeaeHe NapTHje:

Jauwnal Nonyhena MNouyHeHa
Maptuja Mpeamer Habapke } Hazmna noHyhaua jeAuHKYHA YKyniHa LeHa
KoHueHTpauuja neka uena Bea INB-a
everofimus 5 mg
1 33 NeYeH-€ HEeypOoeHAOKPUHOr 5mg Farmalogist d.c.o. 9.558 54 1.147.024 80
Tymopa navkpeaca n nnyba
averslimus 10 mg
2 32 NEYEHE HEYPOEHAOKPUHOT 10 ma Farmalogist d.0.0. 13.231,00 9.526.384,80
TYMOpa naHdkpeaca u anyha
3 vandetanib 100 mg 100 mg Ino-pharm d.o.0. 7.6864,00 689.760,00
4 vandetanib 300 mg 300mg ino-pharm d.o.o. 20.882,00 5.011.680,00
5 pasiraotid 0,6 mg 0,6 mg/ml, 1 ml Farmalogist d.o.o. G.7Y80,00 4.881.664,80
6 pasirectid 0,9 mg 0,9 ma/ml, 1 ml Farmalegisl d.0.0. 7.495 65 1.798.956,00
everolimus 5 mg .
7 33 neverse 5mg Ph“';";'zharma 959698 | 4.606.550,40
TyDeposre crnepoas e
8 mearcaptamin 150 mg Ing-pharm d.o.o. 620,00 558.000,00
YKYIHO:

28.220.020,80

Il GBycramrsa ce nocTynak jasHe waGapke [lewoEr 3a nedewse ypofieHnx Gonectw

meTaGonuima U petke Tymope, 6poj JH 404-1-110/16-79, 3a napTyjy:

Bpoj
. DapraueyTcKu Mpouerexa
naprhje Haaue naptuje obnuw/jaunHa Jeﬂ';":;“a Konunuuna je n‘f:::}:!;en:m BpegHoCT no
neka P A H napTujama
9 sapropterin ‘;‘;‘ti':r Z?o%riig tableta 90 271963 244.766,70

1. Bpcra npeamera jasHe HaGaeke: Nobpa

O6paznoxetrwe

1. Mopaun o HapyyuMouy

1. Haaue Hapyusoua: PenyBnuuky (hoHA 32 3APEBCTEEHE 0GUryparse

2. Anpeca Hapyuuotla: Jorana MapuHoewha 2, Beorpag

3. WrrepneT cTpaHula Hapyduoua: www javnenabavle.rfzo rs

4. Bpera napydroua: Opraduaauuja 3a o6asesHO CoUMjanHo ocurypame

Penybriikn hong 32 3APaBCTREHO OCUIYPaKee, KA0 Hapyuwnal, je cnposeo nocTynak jaBHe
hafaBke ¥ 3akrbyWyje OKBUPHW CMOPAsyM, A0X NOJEAMHEYHE YIOBOPE G jaBHOj HabaBunm JaKbyuyjy
3EPABCTBEHE YCTAHOBE W3 [MNana Mpexe 3ApaBCTEEHUX YCTAHOBA.

. Mogaum o jaBHoj HaGaBLu

2. lNpeawmeT jaBHe HabaBke, O3HaKa W3 ONMLITET pevHUKA HABaBEKe U NPOLEHLEHA BPEAROCT HabaBke:

3




Mpeamer jasxe Habaexe lexkoBw 3a
obnukosan je y 9 (neBeT) NapTHja, 1 TO:

nevere ypofenux Gonectn metaBonuaMa w peTke Tymope

. DaprMaleyTCKKH
Bpoj . ; JepHHUua MpouereHa MpoyerseHa BpegHoCT
napTije Haane naptuje oﬁm:_l«é'_:(aawua Mepe KonnuuHa J6AMHNAHA UeHa ro napTujama
everolimus 5 myg
3A nevetee
1 HEYPOEHAOKPUHOT tableta, 5mg lableta 120 9.715,61 1.165.861,20
TYMOPa NaHkpeaca u
nnyha
everolimus 10 ma
38 NSt
2 HEYDOeHAOKPNROT iablela, 10 mg tableta 720 13.512,93 9.729.309,60
TYMOPa NaHkpeaca u
nnyha
3 vandelani 100 mg lableta, 100 mg lableta 90 ¥.EB7303 B890.572,70
4 vandelanit 300 mg lableta, 300 mg lableta 240 2092647 5.022.352 BO
. raslvor za injekcijy;
5 pasireotid 0,6 mg 0,6 mgiml, 1 mi ampula 720 6.925,20 4.986.144.00
o raslvar za injekcijy;
8 pasireotid 0,9 mg 0,9 mg/ml. 1 mt ampula 240 7.612.22 1.826.932,80
everclimus 5 mg
T 3a nevetse {ablela, & mg tabieta 480 9.715 51 4 663.444,80
TYGepo3HE CNBpO3E
8 mercaptamin kapsula 150 mg kapsula 900 174,92 157.428,00
) tableta za oralni
9 sapropterin rastvor, 100 Mg lableta 90 2.719,63 244 766,70
YKYNHO: 28.486.812,60
Ha3ue 1 03HaKa w3 onwTer peuHuxa Habaeke: 33600000 - dapmaugyTokn NPoV3aBoaM, 3a cBe NapTuje.
3. Pennu 6poj jasHe rabaeke: 404-1-110/16-79
4, Bpcta nocTynka jasHe Hadaeke: OTa0PEHW NOCTYNaK
1ll. OcHoBHU Nogauw o NoHyfhavmnma
Gnaroepemero, Tj. A0 AaHa 25.01.2017. roguHe, ac 10,00 wacoea, Hapyuvouy cy npuctwrne nodyne
cneaehux noryhava:
Aarym
P.B. Hazaue noHyRada Ajgpeca nprjema Cat
1. JFarmalogist® d.o.o. yn. Mupwjesckn Oyneeap Op. 3, Beorpag 25.01.2017. 08,11
2. Jno-pharm” d.o.o. yn. bpahe Koeau 6p. 2, Beorpan, 25.01.2017. 08,18
3. LPhoenix Pharma" d.o.c. yn. bope Ctankosuha Bp. 2, Beorpaa 25.01.2017. 09,33

Yrynae 5poj nogHeTax noHyaa: 3.




Bpoj noHyaa no napTtijama:

Epoj naptuje

Haaus napruje

BEpoj noHyga

1

everofimus 5 mg
33 fIeYeH-2  HeYpOoeHACKPUROT TyMOpa NaKkpeaca h nnyha

everolimus 10 mg
33 [1evCibe HeyPOeHACKPUHOT TYMOpPa naskpeaca v nnyha

AN

vandetanib 100 mg

vandetanib 300 mg

pasireotid 0,6 mg

i || N

pasireolid ,9 mg

[ I N e

everalimus 5 mg
33 neusthe
TyCeposne ckneposs

mercaptamin

sapropterin
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V. Opbujere nodyae

¥ NOCTYNKY NpeaMeTHe jasHe Habaske Huje Brino oaBujeHKx NoHyAa.

VI. KpuTepujym 3a pofeny yroeopa u paHrmparse

KpuTepujym 3a Aoaeny YroBopa je HajHwmka noHyfleHa Lela.

PaHr nucTta noHyRava ne napTvjama:

Jauunal
MoHyheHa
Bp. . KOHLEH- PE MNonyhena
! .B. B Ya . KynHa tleHa 6e3
napTmje Hasue naptuje Tpaumja Haaue nodyha jeavHMdHa LeHa yKY il
naB-a
nexa
everolimus 5m .
2@ nederse g 1 JFarmalogist’ d.o.o. 9.558,54 1.147.024,80
1 HEeYPOEeRAOKOUHOT 5mg - -
TYMCpa NaHipeaca 2 «Pheenix Pharma 9.596,98 1.151.637,60
L nnyha d.oo
everolimus 10 mg -
33 neYeLe 1 Jamalogist® d.o.o. 13.231,08 9.526.384,80
2 HEYPOSHAOKPUHOI 10 mg - -
TyMOPA NaHKREaca i 2 JPheenix Pharma 13.348,07 9.610.610,40
anyha d.0.0.
3 vandetanib 100 mg 100 mg 1 JIno-pharm” d.o.0. 7.664,00 689.760,00
4 vandetanib 300 mg 300 mg t Jno-pharm” d.¢.0. 20.882,00 5.011.680,00
0,6 i JFarmalogist’ d.0.0. 6.780,09 4.881.664,80
5 asireotid 0,6 m mafmL, 1 oy pm
P 3 mL 2 "Ph""’(‘j";';ha‘ma 6.840,71 4.925.311,20
09 1 JFarmalegisl® d.o.o. 7.49565 1.798.956,00
6 pasireolid 0,9 mg mg/ml, 1 - 0
L 2 -Phoenix Pharma 7.519,35 1.804.644,00
sverofimus 5 mg 1 , Phr’e’é"giharma 9.596,08 4.608.550,40
7 33 NEYeHe 5 mg ——
TyGepo3ne cunepode 2 JFarmalogist” d.o.0. 2.612,75 4.614.120,00
8 mercaptamin 150 mg 1 LIne-pharm” d.o.o. 620,00 558.000,00

KoHKYPCHOM [OKYMEeHTauujon 3z fIpeAMETHY jaBHy Habasky, kao A0Ka3 3a ycnose 3a ydewhe y
nocTynky jaBHe HaBaBke npeaBwheHo j& JOCTaBrbatbe MONYHEHDr, NBuaTomM OBePEHOr W noTacaHor
ofipaclia w3jare noHyhaua AaTe Nog NyHoM MaTepujanHom ¥ KPUBKUYHOM OAFOBOPHOLLIAY O WCRYH-EHOCTA
ycrnosa {o6pacum Gp. 9 u 10 y KOHKYPCHO] ACKYMEHTELMjK), ¥ CKNasy Ca YnaHom 77. cTae 4. 3aKoHa o
jaBHuM Habaekama (,Cryx6Genn racHuk PC* 6p. 124/12, 14/15 n 68/15).

Hapyqunial ie y ofaseay Aa Npe AOROLIEHE DANYKE O 3aKMLYYEHY OKBUPHOT CNOPadyMa o naHyfhaua
YWja je NoHYAE DLUCIHEHa Kao HAjNGBCbHIIA 3aTparxw Ja ADCTABKN KCNWY 3AXTEBAHUX J0KAZA O KCNYHEHOCTU
YONOBA, & MOXE 11 43 3aTPaMW Ha YBWL, OPUIAKAN KK OBEPEHY KoMUY CBMX WM NojeAnHIAX OKAa3a, Y cKnaay
ca unaHom 79. cras 2. 3akona o jasHumM HaGaskama (,CryxBenn rnachnk FC" Gp, 124112, 14115 n 68/15).

Kako je Komveuja yTapauna ga nokyhaun uuje Cy nOHYAE OLEHEHE KA0 HAJNOBOMLHUE, UCMYHbaRa)Y
ycnoee 3a yuewhe y NocTynky jasHe HaBaBke, W TO YBUAOM Y OOKA3E AOCTABILEHE Y3 NOHYY W YBUAOM Y
jRBHC AOCTYNHE MOAATKE, 0f WCTUX HUje GUNO 3axXTeBaHO KOCTEEIbANE JOKA3E, ¥ CKNady Ca YsaHom 78.
cTas 2. 3akoHa o jaBHuM Habaekama ( CnywGenn rnacHuk PC" Bp. 124/12, 14/15 n 68/15).

Vil. Paanosu 3a ofycTasy NOcTynka

Moctynak jasHe Habaske Jlexoeu 3a neverme ypoRenux GonecTs metaGonuama K peTke
Tymope, 6p. JH 404-1-110/16-79, ce obycTaBma 3a napTujy 9, Gyayhu Aa HUCY UCNYH8HN YCROBK 33
LOHOIIEH:E OAMYKE O 3aK/byUethy ODKEMPHOT CMOPa3ymMa, M3 Paariora WTO 3a HABeAGHY NapTujy Huje
ANOCTAEILEHA HUjedHA NOHYAd.
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VIl Npegnor xomuemnje

| Komwcuja za cnpoeofeibe npeameTHe jamuve HabaBke, nocne CTpyuHe oueHe nodyaa
npeanoxuna je fa ce Oanyka o 3aWhyvelby OKBUPHOr cropasyma 3a jasHy HabaBuiy JlexoBu 3a
Revetae ypoheHux Gonectu wmetabonmama M peTke Tymope, 6p. JH 404-1-110/16-79, popenu
cnenehim nonyhagmma, Nno napTujama:

. Jauunaf .
Gpoj Hazue napruje KOHLEH- Haaus nonyhaua Motyhena jenunnina Nonylena ykyrka
napiuje Tpaumja nexa jeHa ueHa 6e3 NAB-a
everolimus 5 mg
33 nevere
1 HEYPOSHAOKPUHOT 5mg JFarmalogist” d.o.o. 9,558 54 1.147.024,80
TYMOP2 NaHKkpeaca
v nnyha
everolimus 10 mg
3a neyehe
2 HEYPOBHADKPUHOT 10 mg Farmalogist” d.o.o. 13.231,09 9.526.384,80
TymMopa NaHKkpeaca
W nnyha
3 vandelanib 100 mg 100 mg JIna-pharm" d.o.o. 7.664,00 680,760,00
4 vandetanib 300 mg 300 mg Jno-pharm” d.c.0. 20.882 00 5011.680,00
5 pasireolid 0,6 mog 08 mrr?IimL‘ L JFarmalegist’ d.o.o. B6.780,00 4.881.664,80
8 pasireotid 0.9 mg | *¥ ML T 1 Farmalogist' d.0.0. 7.495 66 1.798.956,00
everolimus 3 mg )
7 3a nevere 5mg Phoenix Phaima ¢ 596,98 4.806.550,40
TyGeposHe d.o.o.
cknepoze
8 mercaptamin 150 mg Jno-pharm” d.o.o. 620,00 558.000,00
YKYNHO; 28.220.020,80

Mope Hasggeqn nonyhavuy, HaBaeky Hehe naspwMTy ya nomoh noav3sechavua.

il Komucuja 3a cnposofjee npeaMeTHe jaBHe HaBaBke, Nocne GTPyYHe OHeHe NOHyAa
npepnaxe Aa ce AoHece oanyka o obycTapH jaBHe Habaeke flekoBu 3a nevere ypohennx Gonectu
seTabonmama u petke Tymope, 6p. JH 404-1-110/16-79, 3a napTujy 9, Gyayhu na HUCY MCNyHbeHN
YCIMOBH 33 ACHOWeHLE O4fyKe 0 3JabyyYety OKEMPHOT CMOPa3yMa, U3 PAsncra HABeAeHNX Y OferLKY
Vil oBe Opnyke.

CxoaHo naeegeHowm, Oupekrop PenyGrindxor ¢ioHAa 3a 3APABCTBEHO OCUTYPAHE AOHOCK OLNYKY
Kao y QUCho3uTHaY.

-~
pracs
L4

L33 V/“‘E"@.\ )

2

T
2.:‘\,«?:’ 3

)

;{

"




IX. YO¥YTCTBO O NMPABHOM CPEACTBY

MpoTVE OBE OANYKE MOXME C& MOAHETW 3axTes 3a 3awTuTy npasa y poky of 10 (meceT) aaHa oa
JaHa oBjaprouearba ucte Ha [Moprany jaeHwx HaGasku, cXoAHO ynaHy 149. ctae 6. 3akoHa © jaBHUM
wabamxama {,Cn. rnacknk PC*, 6poj 124/12, 14/15 n 88/15).
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