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@on[ 3/PaABCTBEHOr OCATYpAHA

Penybanxe Cpmncke

Bama Jlyka

bpoj: 07/015-38-23/19
Hatym: 13.02.2019. roause

Ha ocnosy unana 64. ctap (1) mox a), wiana 70 crag (1), (3) u (6) 3akona o japHuM HaGaBKamMa
(«Crnyx6enu rmacHuk boche u Xeprieropuse» 6poj: 39/14) u [IpaBunnuka o japuum HaGaBkama
poba, ycnyra um pajopa y QOHAY 3ApaBcTBEHOr ocurypama PemyGnuke Cpricke, 6poj: 02/002-
7193-11/15 og 07.12.2016. roguue, a Ha ocHoBy yrephene mpenopyke of cTpane Kommucuje 3a
IpOBO)EILe OTBOPEHOT MOCTYIKE jaBHe HAOABKE OHOJIOMIKKX THj€KOBA, JOHOCHM

OdJYKA
o n3bopy HajroBOJEHHUjCI OHYhada

|

Yroeop 3a peanusanujy HabaBke Buosowkux nujexkoBa mo OTBOpeHoM mocTynky 6poj: 07/015-
38/19, noxjemyje ce cnenehum noHyhaumma:

«HMBTepnpomer» 1.0.0. Hosu I'pan

Jor | e OIMHIC (ATLI xoa, Ha3HB, ofauxk, 1034) Koanunna Jen-mrjena B yqn::c'r THposssohau
a, y y J Gea II/IB-a ﬁI;I;]]?]!i[lB.a i
LO4ABO4
1] 1 IMUMAB pacTiop 3a 40 mg/0,4ml | 2510 | xom | 667,19000 | 1.674.646,9000
ADAL HILCKLATY g/ AbbVie Inc
Vxynuo Jlor 1: | 1.674.646,9000
1 LOACT KOHIEHTPAT 33 200mg/10ml 72 KOM 604,0000 43.488,0000
3 2 pacTBop 32 400mg/20ml | 192 | xom | 1.208,0000 | 231.936,0000 | F-Hoffmann-
TOCILIZUMAB . La Roche
3 uHysujy 80mg/4ml 144 | wom | 241,5000 34.776,3000 LTD
¥rynao Jlor 3 310.200,0000
YKYITHO y KM Ge3 II/IB-a | 1.984.846,9000
«Evropalijek Pharma» n.0.0. Capajeso
Jemujena Yicymia
Jot cTB OITHC (AT kon, Hazus, ofaHK, 1033) Konwapaa 6e1 [IB-a BRHjeTHOCT Tipomsohau
de3 NAB-a
IIpallAK 32
L04ABO2 KOHIICHTpaT
4 1 INFLIKSIMAB a 100mg 326 KoM 860,1400 280.405,6400 Merok
pacTBOp 3a HHQY3HfY Sharp&Doh
LO4ABOG me BY
7 1 GOLIMUMAR | Pacteop sa umeknyjy | 50mg/0,5ml 84 kom | 1.653,3600 | 138.882,2400
YKYIIHO y KM Ges IIIB-a | 419.287,8800
«Co.Medprom» g.0.0. bama Jlyka
N Yiynua
Jlor eTB OIHC (ATLI ko, na3ue, 06IHK, A034) Komnanua ‘;en{_llu J;;Ha BpHjeAHOCT MMpomzpohau
e [11B-a fie3 I11B-a
LO4ABO2
Npallak 3a KOHLEHTpAar .
5| 1 buonouica 3 100 mg 72 |xom | 739,1000 | 532152000 | Celltrion
CITHYAH JHjex . INC
INFLIKSIMAB* pacTBop 32 HHPY3HjY
YEYIIHO y KM des IIJIB-a 5§3.215,2000




«Unifarm» a.0.0. JIykaBan

J - ¥iynaa
Jor | ers OITAC (ATII xoa, pasuB, 06AHK, 003a) Kosnunna ﬁeel:‘ll'l[l,{[ig-{: BpHjeaHOCT pouzsohay
Ges IT/{B-a
2 1 LO4ABOI . 25mg/0,5ml | 140 | xom 173,5800 24.301,2000
ACTBOP 33 HILEKLH
2 ETANERCEPT pactaop Y S0mg/ml | 350 | ®oM | 337,2000 | 118.020,0000
i PFIZER
: Yrynwo Jlor 2: | 142.321,2000 Luxembourg
60 I;(]);;‘QBOZ npaak 3a KOHITEHTPaT Sarl
8 | 1 & Hnjefm‘“ 3a 100 mg 90 | xom | 710,53 63.947,7000
INFLIKSIMAB** pacTBop 3a HHy3HjY '
YEKYIIHO y KM Ge3 I/IB-a | 206.268,9000
«Phoenix Pharmay g.0.0. bujesnaa
L Yiynna
Jlor | crB OIHMC (ATL Kox, nasus, ofmig, go3a) Konuuuna ';2:[“1'" i]e:: Bﬁ[;{jﬁjjlnl;af: TIponssoliau
Takeda
npatiak 3a .
L04AA33 Pharimaceutials
6 1 VEDOLIZUMAR KOHICHTPAT 38 300 mg 76 | xom | 3.125,0056 | 237.500,4256 Infernatioanal
pacTBOp 38 MHQY3HjY GmbH
YKYIOHO y KM Ges TXIB-a | 237.500,4256
I

T[Touyne nonyhaua us Tauke | oBe Omiyke cy Gune HajnoBoJBHHjE IO MPeIMETHO] HabaBUM M3
pasyiora mTo ¢y octBapuie Hajsehin 6poj 6onoBa Mo KpuTepujymy aeduHucanoM TeHmepcKoM
JokymeHTanjoM 6poj: 07/015-38/19.

111
O osoj Oanyuu obasjecruhie ce cBH nonyhaun y ckiafy ca 4naHoM 71. cTas 1. 3aKoHa 0 jaBHUM
HabaskamMa MW Wcta he y cknagy ca unanoM 70 ctaB 6 Ouri ofjaBmeHa Ha BeD CTpaHMIM
YToBOpHOT OpraHa.

IV

Osa Opnyka cTyna Ha CHary JaHOM JOHOIIEHA.

OGpasaoxeibe

donn 3xpascTBEHOT OcHrypama PenmyGimke Cpmcke je Pjememem o onobpasamy jaBue
Habapke 6poj: 07/015-38-1/19 ox 03.01.2019. romuie IOXpPeHYO Impolenypy jaBHe Habaske
OHOJIOIIKHX JIHjeKoBa.

VroBopHHE oprad je nMenoBao KoMmucHjy 3a npoBoljeme OTBOPEHOT MOCTYNKa jaBHe HabaBKe,
Pjemessem 6poj: 07/015-38-2/19 ox 03.01.2019. roxume.

Ha ocnopy O6asjemrema 0 Habasiy 6poj: 273-1-1-9-3-1/19 koje je objapibeno Ha Tlopraimy
jaaux maGapku 03.01.2019. romume u y «CnyxbeHoM ImacHuky buX» 6poj: 1/19 oa
11.01.2019 rogune Tenpepexy mokyMmcHTanmjy je ca Iloprana jasHuxX Habapku mpeyseno 18
monyhaga. '

V IIpeIMETHOM NOCTYIIKY YIyAHBAHK CY 38XTjeBH 3a Nojalllbeibe TCHIepCKe JOKyMEHTalU]e,
Ha Koje je brarospeMeno oxrosopeno. Hucy nsjabipusane xajde.

JaBHO oTBaparbe IpucIjenux monyaa je uiepmeno 12.02.2019. roqune.

Ha cactamky oapxanom 13.02.2019. rojupe H3BpIICH je IIperviel M OIljjeHa TPHCIjENHX
TIOHYIA.
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Ilpernen xpamiduKanyoHe JOKYMEHTALT]E je M3BPIIECH KA0 je HasHAueHO y Tabem:

« Hercegovinalijek» »Co. «Harepnpomer»
JOKYMEHTA B.0.0. Medrom“a.0.0 1.0.0.
MocTap Bama JIyka Horn I'pag
OGpasan 3a JoCTaBmALE TOHYAE crp. 11 c1p. 3 crp. 7
Hanpr OxBEpHOT ciopazyma cIp.25 crp.23 cTp.23
H3jasa un 45. crp. 17 ctp. 15 crp. 17
H3BoA M3 CYACKOT perueTpa erp. 35 crp. 29 crp. 33
H3jasa i, 52 crp. 19 crp. 19 crp. 19
Usjasa 33 rapaHLKjy 3a H3BPINEE YTOBOPA cTp.33 crp. 27 crp.31
Aytoprzaimia npon3Bohaua CIp. 55 cIp. 51 crp, 45,4749
Tapanumja 3a 030HIBHOCT [IOHYAE cTp.29 crp.- crp.27
Pjm AJIMC BrX 3a npoMer JiHjeKoBHMa cTp. 51 crp. 37 c1p. 39
H3jara 0 pOKY HCTIOPYKE cTp.65 cTp.79 erp.61
WzjaBa 0 nocTaru Hanaza KOHTp. Aabop. cTp. 61 cTp. 75 crp. 57
Hzjapa o yexnaleHOCTH IHjeKa ¢a DaKOBAmEM cTp.63 ctp.77 cTp.59
JOKYMEHTA ¢ U;gi:m» «Phoenix Pharmay ;f::;ﬂi Ij;ljoe(l){
JIyrapan 20.0. Bijesia Capajeso
O0pasan 3a JOCTAB/BAE NOHY AR crp. 1 erp. 5 cTp. §
Haupt OxBUpHOT criopasyma - ctp.19 crp.17 orp.17
Wzjasa un 45. ctp. 13 crp. 11 ¢rp. 11
H3Box U3 cyACKOT PErECTpa cTp.31 cTp.27 cTp.47
Hzjaga . 52 cIp. 15 cTp. 13 crp. 13
Hajara 32 rapadIHjy 3a N3BpHISHE YIOBOPA cTp.29 ctp.25 crp.25
AyTopu3anija nponssoljaua cTp.39 cTp.53 cTp.57
lapaHuuja 32 030HIBHOCT IOHYIE cTp.25 crp.21 crp.21
Pjm AJIMC buX 3a mpoMeT JIHjeKOBHMA cTp. 35 ctp. 49 crp- 45
Pjenietbe 0 perHCTPaALEH MHjeka cTp.65,81 cTp.79 Crp.5,67
H3jara 0 poky Homopyke cTp.63 cTp.63 cTp.35
H3jaBa 0 moCTaBH HANas3a KOHTP. nabop. cTp.6l ctp.57 crp.27
H3jasa o yornaleHOCTH NUjeka ca [aKoBabheM crp.59 cTp.59 c1p.29,31

Haxon 1170 je YTBpIMIa Ja ¢y NoHyhaun JOCTaBMIM ypeaHa KBaTH(HUKaIHOHA JOKYMEHTA,
KoMucmja je W3Bpiomna npersiell JAOKyMeHaTa IO TIOHYheHWM JIOTOBAMA Te OIjeHy H
nopeherme TOHYIa 0 KPHTEPHjYMY €KOHOMCKH HAJIIOBOJBHHE]e MOHYIE, KAKO CIIH]EIH:

Jlor 1- Adalimumab pacrsop 3a mmekuujy 40mg/0,4ml. (xommumna 2.510, mporjemeHa
Bpujeanoct: 1.674.646,90 KM 6es I11/]B-a).
[Tonyny je mocraBuo camo noryhau «urepnpomer» m.0.0. Hou I'pan. Ilpernenom nmonyne
KOHCTATOBAHO je Jia NCTa HCIIymhaBa CBe TpakeHe 3axTjeBe Te je KoMucuja H3BpIImia oljery

KaKo CJIHjeIu:

. KpUTEPHj yMH 600BH o
. Pox
[TOHYBAY [TPOM3BOBAY Hnjera P mnghama Ujera [ 0% | YKYIHO E
99 1
INTERPROMET AbbVie Inc 1.674_.646,90 60 59 - 1 100 1




Jlor 2- Etanercept, pactsop 3a mmekuujy 25 mg/0,5ml u 50 mg/ml (xonmunna:490,

nponjemera spujensocr: 150.601,50 KM 6es I1IB-a).

Ionyme cy mocrasunu nouyhaum: «Unifarmy m.0.0. Jlykasan, «MaTepopomer». 1.0.0. Hosu
I'pan u ,,Hercegovinalijek” n.0.0. Mocrap.
IlpucTrrie mOHyAEe HCIyEaBa TPaXKEHE 3aXTjcBe T¢ j¢ Hmopeherse U OljeHa M3BpIICHA KaKo

CIHjCIH:
KDHTCPH|YMH GogoBH -
TTOHY'BAY MPOVIBOBAY Lljerta m:]g:a,a I_Iv;j:r-za nnapél,:u:a VEKVYITHO E
UNIFARM PFIZER Luxembourg Sarl 142.321,2000 60 99 1 100 1
INTERPROMET PFIZER Luxembourg Sarl 146,372,8000 60 96,25 1 97,25 2
HERCEGOVINALIIEK PFIZER Luxembourg Sarl 150.228,4000 | 60 93,78 1 94,78

Jlor 3- Tocilizumab, kounnentpat 3a pactBop 3a mHy3Hjy 400mg/20ml, 200mg/10ml,
80mg/4ml (xommumua: 408 oM, mpoujereHa spujegaoct: 310.302,48 KM Ges [1/[B-a).
Ionyny je moctaBuo camo nonyhau «urepnpomer» 1.0.0. Horu I'pan. [Ipernemom nonyae
KOHCTATOBAHO j€ Jia WCTa UCILYHaBa CBe TpaxkeHe 3axTjene 1e je KoMucHja H3Bpmria oLjeHy

KaKo CIIMjeIH:

[MOHYDBAY

IMMPOHU3BOBAY

KPHTEPH]YMH

ITujena

Pox
wiahama

Gosesn
Pox

Llpjera wiahama

99 1

VKVIIHO

JHV]

INTERPROMET

F Hoffmann-LA Roche LTD

310.200,0000

60

99 1

100

p—

Jlot 4- Infliksimab, npamak 3a KOHUEHTpAT 32 pacTBOp 32 HMHGY3Hjy 100 mg. (xomHuMHAa:
326 koM, iporjersena BpujeaHoct: 298.342,16 KM 6es I1/[B-a).
Touyay je moctagmo camo nouyhaua «Evropa Lijek Pharma» m.o0.0. Capajeso. Ipernemom
TIOHY/le KOHCTATOBAHO je Jla MCTA HCMYHaBd CBe TpakeHe 3axTjese Te je KoMucuja n3pionna

OljcHY KaKo CIIHjCIM:

TMOHY'BAY

TIPOH3BOBHAY

RPITEPHIYMH

Lujena

Pok
mnahatsa

Gopors
Poxr

igjera mnaliama

9% 1

YKYITHO

JHVd

EVROPA LIJEK PHARMA

Merck Sharp&Dohme Bv

280.405,6400

60

99 1

100

Jor 5 -Buosomku camuan Jaajex Infliksimab, 3a nocrojehe mammjente®, mpamax 3a
KOHHEHTpAT 3a pacTBop 3a HHby3mjy 100 mg (xommuuna: 72 koM, OpolfjermeHa BPHjeIHOCT:

53.215,20 KM 6e3 I1/IB-a).

[onyxy je mocrasuo camo nmoryhau « Co Medprom » 1.0.0. bama Jlyxka.

[IpernegoM mnoHyIe

KomucHja E3BpIIia OIjeHy KaKko CITHjeIH:

KOHCTaATOBaHO je Ja HCTa HACIOyHmabBa CBE TPAXCHC 3aXTjeBe Te je

KPUTEPUjYMH Gogosu o
. Pox
TMIOHYBAY MPOMIBOBAY Tinjona. m:;:m Tjesa | 2% | YKVIIHO E
59 1
Co Medprom Celltrion INC 53.215,2000 30 99 1 100 1
Jor 6- Vedolizimab, npamak 3a xonneHTpar 3a pacTeop 3a aapy3ujy 300mg (xoiumna:
76 koM , mponjereHa BpujeaHoct: 237.500,00 KM 6e3 11/1B-a).
Ilonyny je moctaBro camo moHyhau «Phoenix Pharmay i1.0.0. BujesprHa. TIpernenoM moHyne
KOHCTATOBAHO j€ JIa MCTA HCIYILABA CBE TpaykeHe 3axTjeBe Te je KoMEcHja H3BpUIMIa OIjjeHy
KaKO CJIHjeIH:
KPUTEPHjyMH GogopH .
R Pox
TIOHYBAY TIPOM3BOBAY Tlnjesa m:;;ba lgjena | % | YKVEHO E
99 1
PHOENIX PHARMA Takeda Pharmaceutials 237.500,4256 | 60 99 1 100 1
Internatioanal GmbH
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Jlot 7 -Golimumab, pactrop 3a mmexnujy 50mg/0,5ml. (kommunma: 84 koM, mponjemeHa
BpHjeaHocT: 138.882,24 KM Ges IT/]B-a).

IToxyny je moctaBHO camo mouyhau «Evropa Lijek Pharma» n.0.0. Capajepo. IIpernemom
IOHY/Ie KOHCTATOBAHO j€ Ja BCTa HCIYHaBa CBe TpaykeHe 3axTjese Te je KoMucuja u3Bpinmia
OLjeHy KakKo CIHje/Iu:

KFHTEPH{yME Bon0BH .
) : Pox
TIOHY BAY TIPOV3BOBAY Linesca _Pox | Do | g, | VKVIHO z
99 1
EVROPA LIJEK PHARMA Merck Sharp&Dohine Bv 138.882,2400 60 99 1 100 1

Jlor 8- buonomku cimgan mmjek Infliksimab sa nocrojehe nanmjenre™*, mpaimrak 3a
KOHICHTpAT 3a pacreop 3a uMHOQY3Hjy 100 mg (xommumma: 90 , mponjemeHa BpHjeIHOCT
66.519,00 KM 6Ge3 I1]IB-a).

lonyne cy noctasumu nonyhauu: «Unifarm» 1.0.0. JIykasai « Aurepmpomer». 1.0.0. Hosr
I'pan u ,Hercegovinalijek™ 1.0.0. MocTap.

IlpucTurie noHyMe HCIymaBa TPaXKeHE 3axTjeBe Te je mopeheme H oljeHa M3BpPIIEHA KaKo
CITHj e TH:

. KPHTCPHjyMU Gonosn o
. Pox
[IOHYBAY MPOM3BOBAY e m:;:m gora | - | VKVITHO E
95 1
UNIFARM PFIZER Luxembourg Sarl 63.947,7000 60 9% 1 100 1
INTERPROMET PFIZER Luxembourg Sarl 65.768,4000 60 96,26 1 97,26 2
HERCEGOVINALIJEK PFIZER Luxembourg Sarl 66.395,7000 60 95,35 1 96,35 3

Iloyxa o npaBHOM Jimjexy:

Ceaku monyhay Koju ¥Ma JErMTHMaH HHTEPEC 33 KOHKPETHH YIOBOpP O jaBHOj HAOAaBLM M KOju
CMaTpa Aa je YTOBOPHH OPTaH y TOKY KOHKPETHOT IIOCTYHKa IOJjEi¢ yroBopa NpeKpHIHo jefHy
HWid Bume oapentu 3akoHa o jaBHEM HabaBKaMa HITH [O3aKOHCKHX aKaTa JOHeCEHHX Ha OCHOBY
Bera MMa MpaBo M3jaBHTH kandy Ha nocrymnak. JKanfa ce m3japmyje y mucanoj dopmu myTem
YroBopHOT opraHa y HajMame 3 (TpH) IpEMjepka ¥ poky of 10 1ama on Aana mpujeMa oJIyKe o
1300y HajoBOJFHHjET IOHYyHaua.

VI3BpIIHY NAPEKTOP 34 YTO] apa}be
ﬂg/ CTBEHHX } A ¥ jam EKQ,
p nx bpannca Zesniosnh







