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Douj 3A1pABCTBEHOI OCHIYPAL2
Peny6iuke Cpnexe

bama Jlyka

bpoj: 10/015-168-15/16
Harym: 10.02.2016.roaune

Ha ocnoBy unana 64. cras (1) Tauka a) u unana 70 crtaB (1), (3) u (6) 3akoHa 0 jaBHMM HabaBKaMa
(«Cnyx0enn rnacHuk boche u Xepuerosuue» 6poj: 39/14) u unana 30. Cratyra @onaa 31paBCTBEHOT
ocurypama PenyOnuke Cpncke («CnyxOenu rnacuuk Penybnuke Cpncke» 6poj: 6/04, 19/05, 63/08,
64/09, 105/09, 119/11 u 113/14) n [paBuanuka o jaHum HaGaBkama y DOHAY 3APABCTBEHOI OCHIYpatha
Penybmuke Cpncke, 6poj: 02/002-7193-11/15 on 07.12.2015. roaute, a Ha ocHOBY yTBphene npenopyke
oa crpane Komucuje 3a nposolhere 0TBOpEHOr NOCTyIiKa japHe HabaBke BUOIOIIKUX AvjeKoBsa, JOHOCHM

ONNJAVKA

o u200py HajnoBOJbHUjET NoHyhaua

I

YroBop 3a peanusalujy HaGaBke BHOMOLIKKMX NHjeKOB MO OTBOPEHOM MNOCTYNKY 6poj: 10/015-7205/15,
noajesbyje ce noHyhaunma:

«AHTEPIIPOMET» n.0.0. HoBu I'paj

Jeannuu, . .
Tor . : - ~ _ Commun ” ) VKynHa Bpijeinoct
Jor C AT xon Hasus Obank u fo3a Ipoussohay Koanuusna url;};;_aoz:x ca T1/1B-om
1 pacTsop 3a umekurjy S0mg/m} 288 526,1841 151.541,02
I 2 LO4AATI Etanercept pacteop 3a mibekimjy 25mg/0.5ml Pfizer 48 264,0924 12.676,44
YKYITHO JIOT 1 164.217,46
. Abbvie
2 1.04AB04 Adalimumab | pactsop 3a mmwexuujy 40mg/0,8ml Inc 1308 987,8895 1.292.159,47
YKYITHO 3A JIOT 2 | 1.292.159,47
YKYITHO | 1.456.376,93
«HERCEGOVINALIJEK» a.0.0. MocTap
a ATL, & Hasus OBk u n Ko -, Yiynua sphjeanoct
o1 o1 a1 no3a pousBobhau STHYHEA u;ll)j]e;-ao::l ca M1B-om
3 LO4AB02 Infliksimab | "y Toome T+ | MSD 296 197,72 | 354.525,12
YKYITHO JIOT 3 354.525,12
! Sherin
6 L04ABO6 Golimumab pacTBop 3a umekiujy 50mg/0,5ml Ploughgt 48 2898,68 139.136.64
YKYIIHO JIOT 6: 139.136,64
YKYITHO 493.661,76
«ROCHE» a.0.0. CapajeBo
1 c ATII Ha: 06 ] . K Jci.m"'"q' Yxynina BpHjeaHocT
Jlot TB. KOX a3uB JIMK ¥ 1032 Mpouzsohau onuuvHa l:lli}le];l:lo::l ca T/1B-ow
KOHLICHTPAT 3a PAcTBOP 3a 3
1 nndy3sjy 400me/20m] 150 1.531,6002 229.740,03
. KOHLICHTPAT 3a pPacTsop 3a F.Hoffman , <
5 2 LO4ACO07 | Tocilzumab ndbysuiy 200me/10ml -La Roche 72 772,4925 55.619,46
KOHLEHTPAT 32 PacTBOp 3a o
3 uH(I)y'su_jy 80mg/4mli 132 308,7045 40748,99
YKYITHO: 326.108,48
«PHOENIX PHARMA> a.0.0. Bujessuna
Jor ATH oz Hazus 06wk u 103 [Ipomssobau Kosnusnna Jeﬁ:'}?;ﬁ?jua yKy';:.':_l‘?i);;_j:ﬁ"u"
Buonowku Mpalax 3a KOHLUEHTPa
. 1 OHLIEHTPAT 32
4 | LO4ABO2 | cnmuanamiek | pofoo e ome | Alvogen 96 939.4866 90.190,7136
Infliksimab
YKVYITHO: 90.190,7136
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[Tonyne nonyhaua u3 tauke | ose Onnyxe ¢y Ouiie HajnoBOLHYUjE N0 NPeAMETHO] HAOABLM U3 Pasjiora WTo
cy ocrBapuiie Hajsehu 6poj OogoBa no xpurepujymy aedunucanom TeHASPCKOM JOKYMEHTauujom 6poj:
10/015-7205/15.

111

O osoj Oanyuu obGasjectuhe ce cBu nouyhauu y cinaay ca wianom 71. crag 1. 3akoHa o jaBHMM
HabaBkama 1 UcTo he Gutyn 06jaBibeHO Ha BeG cTpanuli YTOBOPHOT opraka.

v
Osa Onnyka cTyna Ha cHary AaHOM JICHOILE .

Ob6pa3zanoxeme

®onp 3npaBCcTBEHOr ocurypawsa Penybnuke Cpricke je y ckiany ca Pjememem o omoGpapamy jaBue
nabaske 6poj: 10/015-7205-1/15 on 02.12.2015. roause nokpenyo npoueaypy jaBHe Habapke buomolKux
NIMjeKOBa OTBOPEHHM MOCTYIKOM.

YrosopHu opraH je umeHoBao Komucujy 3a npoBoljerse OTBOPEHOr MOCTYNKa jaBHe HabaBke, Pjeinerem
Opoj: 10/015-7205-2/15 oa 62.12.2015. roaue.

Ha ocnosy Obasjeiurea o nabGaBuu 273-1-1-254-3-157/15 koje je oGjasibeno na [loprany jaBHUMX
Habasku n y «CnyxbeHom rnacuuky buX» 6poj: 8/16 ox 11.01.2016. ronune, Tennepeky AOKyMeHTaLu]y
Je caTloprana jaBHux HabGaBkH mpeyseno 9 nonyhaua.

Hana 04.02.2016. rogune y 12:30 yacoBa 0fpKaHoO je jaBHO OTBApatbe MOHY/IA M0 NPeMETHOM MOCTYIKY.

Ha cactanky oapxanom 05.02.2016. roguHe M3BpLICH je YIperiei MpUHOCHjeiux MOHyAa 3a HabaBKy
buonouwkux nujexosa HakoH yera je Komucuja koHcTaToBana Aa je roxyhau g0CTaBuoO NOHyay y CKIaay ca
3axTjeBuma u3 TeHaepcke JoKyMeHTaLyje:

[Ipernen kBanupurkauMoHe TOKyMEHTALM]€ je U3BPLUSH KAKO je HA3HAYEHO y Tabenu:

«Oktal «XePuerosuHa «Mitepnpomers | «Rochena..00 «PhoenixPharma
JOKYMEHTA Pharma» JHjeK»1.0.0. N R o »
a.0.0. Capajeso MocTap %-0.0. Hosu I'pan Capajeso 1.0.0. bujespuna
O6pazau 3a ugjedy nosyue cTp. 9 crp.25 crp.15 crp.11 cTp.71
Haupr Yrosopa crp. 13 crp.81 cTp.23 crp.15 <Tp. 19
W3zjaBa un 45. crp. 10 cTp.17 cTp.17 cTp.9 crp.13
H3B0A W3 cyackor perucrpa crp. 15 crp.35 cTp.27 crp.25 cTp.23
H3zjapa un. 52 crp. 11 cTp.19 cTp.19 ctp.11 cTp.15
Uzjasa 3a 106po u3Bplieke yropopa cTp. 37 crp.33 cTp.Sl crp.23 cTp.47
AyTopusauuja npoussohaua cTp. 22 crp.5l cTp.43 cTp.39 crp.45
PJII AJIMMC BuX 3a npomer cTp. 18 cTp.44 cTp.33 cTp.29 CTp.67
JIMjEKOBIUMA
U3sjaBa 0 poky ucropyke cTp. 35 cTp.59 cTp.41 crp.43 cTp.53
I"apaniyija 3a 030MILHOCT MOHY e CTp.Ke cTp.29 CTp.47 cTp.19 CIp.He
Wzjasa o noctaBu Hanaza Kourpos. naf. cTp. 38 c1p.57 cTp.39 crp.13 cip.49

Ilpernen n oujena nonyna no JlotoBuma cy H3BpLUICHM Yy CKIady €a KPUTEPHjyMHMA EKOHOMCKH
HajNOBOJbHHU]E NMOHY/E KaKO CIIMjeaHU:

Jlor 1- Etanercept, pacTsop 3a urbekuujy y 1031 on 50 mg/ml u 25 mg/0,5ml.

[ - KPHTEPHIYMIL BOLOBH ‘ . 1

‘ ] I Pox ) Pok " Ocugjenu

| I Ipoussohau [IOHYBAY Iujena 6e3 | ujena: o 6poj PAHT

| . | nnahatba i nnzhawa: _ !

| [1JiB-a | 95 % 5 o | Ddoaosa 1 i

— — ‘ S 2% S

| Pfizer Luxembourg Sarl «Miutepnipomer» | 14035680 | 155 95 5 3 100 1 1 J
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‘ Pfizer Luxembourg Sarl | «Hercegovinalijek» | 141.566.88 150 94,19 E 483 9902 | 2 i
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Jlor 2- Adalimumab, pacteop 3a uwekimjy 40 mg/0,8ml.
" KPHTEPHIYMH HO0BY PN !
. ‘ Pok . Pox  Ocsujern .
[poussohau [TOHYBAY Hujena bes | o Lyjena: R Opoj PAHI
JiB-a oo e 95 % ) S o, o Gozosa
; AbbVie Inc. «Mnrepnposer» | 1.104.409.80 30 95 5 i 0o
Jlot 3- Infliksimab, npaiuax 3a KOHIEHTpAT 32 pacTBOp 3a MHGY3Mjy 100 mg.
KPUTEPHIYMHU BOJOBU - . |
] Pox ] Por \)C6Q1§Hn i
Ipoussohau [TOHYBAU Lujera 6¢3 naahaisa Hujena: iahara: Opoj PAHI |
11/iB-a | 95 % 50, Gonosa |
: > |
MSD «Hercegovinalijek» 303.012,24 i 90 95 35 100 i
JloT 4- Buojiomxn canyan aujex Infliksimab, npamak 3a koHueHtpar 3a pactsop 3a undy3ujy 100 mg.
KW‘T"EPhn NU 5OJ0BU [ .
) Pox A Pok Ocbojenu
TIpowssohau TIOHYBAY ujena 6e3 nnahara Unjena: nnaharba: 6poj PAHT
I/iB-a 95 % 50 ’ Gomosa
Alvogen «Phoenix Pharma» 77.086,08 181 63,94 5 98.94 1
Celitrion/Biotec «Oktal Pharma» 76.224,00 90 95 2,48 97,48 2

ml;

Jlot 5- Tocilzumab, koHuenTpar 3a pacTsop 3a ukdy3ujy y Ao3ama oa: 400mg/20ml;200mg/10ml; 80mg/4
[ KPUTEPHIYMA BOJIOBH . !
) Pox — I Pox Ocuojenn
Mpousrohau [IOHYBAY Hujena Ge3 B — Hujena: 4 Gpoj PAHI’
TiB-a o 95% | TS, | Gonosa
F'. Hoffman-La Roche «Roche» 278.725,20 120 o5 | s 100 |
Ltd | ] i
Jlot 6- Golimumab, pactBop 3a uwekuujy S0mg/0,5ml.
KPUTEPHIYMHA BOJ0BH . [
. Pox . Pox Ocuojenn |
Tpounssohau [TOHYBAY [iujena 6e3 nnahatsa Linjena: S — 6poj i PAHI’
MJ1B-a -6poj nata 95 % TS0 Gorosa |
Shering Plough «Hercegovinalijek» 118.920,00 90 95 5 100 !

Mmajyhu y BUay rope HaBeeHO O/JIYYEHO je Kao y aucnoTusuBy Oanyke.

Iloyka o npaBHOM JHjeKy:
Caaxu noHyhau Koju uma JIerHTUMaH MHTEPEC 38 KOHKPETHHU YFrOBOP G jaBHOj HAOaBLIM U KOjU CMaTpa Jia je
YTOBOpPHM OpraH y TOKY KOHKPETHOTI MOCTYIKa AOjjeie YrOBopa MPEKPIUUO jeAHY WM BMllC OApeadH
3akoHa O jaBHMM HaOaBKaMa WJiM MOJ3aKOHCKHUX axara JOHECCHMX Ha OCHOBY Hera UMa MpaBo W3jaBHTH

kandy Ha nocrynak. JKanba ce uzjaBibyje Ha HauuH 1y GOPMY Kako je nponucaxo unaHosuma 99. u 101.
3akoHa 0 jaBHUM HaOaBKama.

Bumu cTpyynu capajHHEK 32

PykoBoaunian ciay:xbe 3a cnposohene

jaBHe HabaBke
Mp nx HaTama Hepyl‘mua Jazuh
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