»  DOHA 3PABCTBEHOI OCHTYPALA
Penyonanxe Cpucke
Bama JIyka

bpoj: 07/015-4018-19/20
Hatym: 22.12.2020. ronune

Ha ocnosy unana 64. ctas (1) mox a), unana 70 cras (1), (3) u (6) 3axoHa o jaBrnm nabaekama («CayxOeHn
riacHux bocre u Xepuerorune» 6poj: 39/14) u Ilpasuinuka o japHuM HaGaBKama pofa, yelnyra W paliopa y
@ouny s3mpascTBeHOT ocurypama Pemybmuke Cpucke, 6poj: 02/002-7193-11/15 ox 07.12.2016. ropune,
ITpaBinHiKa 0 M3MjeHaMa H IOMyHAMa NPaBWIHHKA O jagHuMm Habasxama 6poj: 02/002-3109-5/20 on 31.08.2020.
rojiMHe a Ha OCHOBY yTBphieHe mpenopyke ox crpane Komuchje 3a mporoljerse OTBOPEHOr NOCTYIKA jaBHE
HabarKke BHOJIOIIKKMX THjEeKORa, JOHOCHM

OAJNYKA
o u3bopy HajnoBOJBHH]ET MOHyhaya

I
Yropop 3a peanusauujy Habaepke buonmomkux mujexoBa mo OTBopeHOM mocTymky Opoj: 07/015-4018/20,
aoajesyje ce cnenehnM moHyhaunMa:

«Hurepnpomer» 1.0.0. Hosu Fpan

Jep.uajena Yiynua
Jlor TR OIIHUC (ATII kon, Ha3Es, ofimmk, Jo3a) Komanna A-1H) BPHjEOHOCT Ilpoussohau
fez IIJB-a
Ges IIIB-a
LO4ABG4 PacTeop 2a
1 1 : 424,52 A00.
ADALIMUMAR —— 40 mg/0,4ml 3.300 KOM ,5210 1.400.919,3000 AbbVie Ino
¥rynno Jlor 1: | 1.400.919,3000
, 1 LO4ABO1 pacTsOp 3 25mg/0,5ml 336 | wom 111,9508 37.615,4688 PEIZER
2 ETANERCEPT ML)y 50 mg/mi 20 | xom 2156708 155282,9760 | Luxembourg
1
Yiynno Jlor3 | 192.898,4448 Sa
1 200mg/10ml 70 KOM 2753300 19,273,1000
LO4ACO7 KOHIICHTPAT 38
4 2 pacTBOp 38 400mg/20m! 265 KOM 550,7500 145.948,7500 | FHoffmann-
TOCILZUMAB Habyny LA Roche
3 80mg/4ml 220 | kom 110,0900 24.219,8000 LTD
¥xyuuo Jlor 4 189.441,6500
LO4AB(2 TpamaK 3a
1 Baonomki FOHUEHTPAT 32 100 mg 100 | xom 371,5000 37.175,0000 PFIZER
7 CMHYAH THjek pacTeop 3a Luxembourg
INFLIKSIMAB uadvy3Hjy Sarl
Yxynso JloT 7 37.175,0000
LG4ACI10 pacTsop 3a Novartis
10 1 SEK UKINUMAR HILBKITAY 150mg/ml 152 KOM 976,7021 148.458,7192 Phomma
¥Yxeymuo Mor 10 148.458,7192 Services AG
LO4AA289 ¢unmMoM o0nomeHa PFIZER
11 1 TOFACITINIR TaBneTa 5mg 8.400 KOM 18,5426 155.757,8400 Luxembourg
¥Yrymnro Jlor 11 155.757,8400 Sarl
YKYIIHO y KM Ge3 ILIB-2 | 2.124.650,9540
IIAB 17% 361.190,6621
YKYIIHO y KM ca IIB-om | 2.485.841,6161

«Phoenix Pharmay i1.0.0. bujesnna

. VYrynua
Jlor | crB OIMHC (ATIE xoa, Ha3uB, 00NHK, 1032) Kosunna Jen.umjena BpHjeAHOCT Ipouseohau
fes ILAB-a
oes II/IB-a

MpalIaK 34 Takeda
LO4AA33 KOHUGHTDAT 34 : Pharmaceutial
8 1 VEDOLIZUMAR PaCTBOp 3 300 mg 130 KoM 2.680.,4846 348.462,9980 Internatioanal

Hudy3HjY GmbH

YKYHHO y KM Gez ITJIB-a | 348.462,9980
B 17% 509.238,7096
YK¥TIHO y KM ca II/iB-om | 407.701,7076

we MOP



I
IMonyae nonyhaua u3 Tauke I ope Omyke cy Ouie HajoBoOJEHMjE 110 IPEIMETHO] HAOaBIIM M3 pa3fora IUTo Cy
octeapunie Hajeehn Gpoj Gogoea o kputepujymy geduHHcaHoM TeHIepckoM JoKyMeHTanujoM, 6poj: 07/015-
4018/20.

11
O oBoj Omynu obaeujectrhe ce cBu nonyhauu y ckiaay ca wiadoM 71. cras (1) 3akoHa o jaBHuM HabaBkama
W Hcta he y cknany ca wnadoM 70. ctar (6) 6utu objarmeHa Ha BeO cTpaHUIM YTOBOPHOT OPTaHa.

v
Osa Opmyka ¢TyIa Ha CHAary JaHoM JOHOIICHA.

Ob6paszaoxeme

Donp 3upascTeeHOr ocHrypama Pemybiuke Cpreke je  Pjememem o omoOpaBamy jaBHe HabaBke Opoj:
07/015-4018-1/20 on 05.11.2020. roauHe noxpeHyo Mpolleypy jaBHe HabaBke BHONOIIKUX NHjeKOBa.
Vrosopuu oprad je nMeHoBao KoMucujy 3a nposoljere 0TBOpEHOr IIOCTYIIKa jaBHe HabaBke, PjewereM 0poj:
07/015-4018-2/20 om 05.11.2020. romuue.

Ofagjemrrerse 0 Habasim, 6poj: 273-1-1-223-3-152/20 objasibero je Ha [Toprany jaBHHX HabaBKM U Ha cajTy
Vroeopuor oprana, a y «Ciyxbenom riacuuxy buX» 6poj: 73/20, nama 13.11.2020. rozune.

V npenmerHoM mocTynky cy ynyhinBaHu 3axTjeBd 3a nojannbeme TeHuepcke JOKyMEHTalldje HA Koja je
OnaroBpeMeHO OITOBOPEHO MPEKO TIOpTaNia E-nabasxu. Huicy m3jaBmpapage xanbe.

JapHO oTRapase NpHCHjenuX MoHyAa je uzepmeno 16.12.2020. roguHe 1 0 UCTOM je cauuibeH 3alHCHUK KOjH
je 6IaroBpeMeHo JIOCTARACH CBHM ITOHYhaunuMa.

Ha cacranxy oapxkanom mana 21.12.2020. romune M3BpIOCH je Tperier npncnjenmx MoHy/a 3a HabaBKy
BHONOIKIX JTHjEeKoBA.

«Oktal «Unifarm» «Interpromet» «Phoenix «Evropa Lijek
JOKYMEHTA Pharma)_) 11.0.0. 1.0.0. 1.0.0. HoBH Pharr.na» 0.0, Pharmas 1.0.0.
Capajero Jlyxasan Tpan buje/suna -
Obpazal 3a J0CTaBIba-€ IOHYIE cTp. 5 crp. 1 crp. 7 crp. 7 cTp. 5
Haupr OxsupHOr cliopasyMa crp. 12 erp. 21 crp. 19 cTp. 19 crp. 17
Hzjasa un 45. cTp. 9 crp. 15 crp. 13 crp. 13 cTp. 11
HW3pon u3 cyAcKOT perHCTpa crp. 15 ctp. 29 orp. 29 crp. 29 cTp.49
Hsjaea un. 52 crp. 10 crp. 17 crp. 15 erp. 15 cTp. 13
Hajapa 3a rapaniyjy 3a M3BpIIeHe yroBopa ctp. 14 crp. 39 crp. 27 crp. 27 cTp. 25
AyTopuzanyja npouseolaua cTp. 20 crp. 41 crp. 43,49,51 crp. 59,67 cTp. 55
I"apanrmyja 3a 030WIEHOCT IIOHY S cTp. - cTp. 25 cTp. 23 crp. 23 crp. 21
Pjur AJIMC buX 38 npoMeT IHjeKoBHMA cTp. 18 cTp. 33 cTp. 35 crp. 51 crp. 47
H3jaBa 0 poKy HCIIOPYKE crp. 24 cTp. 51 crp. 75 crp. 83 crp. 35
Hejana  pocran nansse Kognportor w2 | opds | ol . 75 .27
HM3jakga 0 yeriaheHOCTH HjeKa ca NaKOBambeM cTp. 23 ctp.47 cTp. 63 ctp. 77 crp. 29
H3jara 0 HuBEnmAIMjH 1[HjeHA cTp. 26 ctp. 57 ctp. 79 crp. 91 cTp. 39

Kowmucuja je yrBpauna ga cy noHyhaud AOCTABHIIM ypeiaHa KsaludHKalMoHa JOKYMEHTa, Te je HBpMMIA
OljeHy H opeheme NOHya 10 KPUTEPH]YMY €KOHOMCKH HAJITOBOJBHM]A TIOHY A, KAKO CIIMjCIH:

Jor 1 - Adalimumab (3a moctojelie maunjenre), pacTeop 3a umexknujy 40mg/0,4ml (xonuuyuna: 3.300,
nponujerseta spujeanoct: 1.401.081,00 KM 6e3 IT/1B-a).

TMonyay je mocrasuo nonyhau «Mutepnpomer» n.0.0. Hosu I'paa. Ipernenom moHyne KOHCTATOBAaHO je ja
HICTa HCIyEBaBa OBE TPAXKEHE 3aXTjeBe Te je KoMucHja u3BpIIMa OlljeHy U YTBPAKIA PaHT KaKO CJIHjeaun:

XPUTEPH]YMH Gonon .
; Pox
TTIOHYHAY [MPOH3BODAY Iijens Pok Dmjena | o ors YKYIIHO %
mnafiassa T 1
«Hutepnpomer» 1.0.0. Hopr I'pan AbbVie Inc 1.400.919.3000 60 99 1 100 1




g

JIoT 2 - buoomky ciinyan aujex - Adalimumab, pacrrop 3a mexuujy (3a nocrojehie nauujente),

40 mg/0,8 ml (xommunna 642 kom., nporwjemena spujeaaoct: 231.120,00 KM 6es [17]B-a).

ITonyny je moctarno monyhau «Phoenix Pharma» 1.0.0. Bujemuna, kako noctaBibena moHyna (235.742,40)
3HATHO NpeasH NpolHiereHy BpHjemHocT mota (231.120,00 KM Ges I1JIB-a), KomucHja je moHymy oBOr
nonyhaua ombanuia Kao HEPHXBAT/EUBY U IIpedoxuna ia ce JIoT TOHHIMTH.

Jlot 3- Etanercept PacTBOp 32 HILEKUH]Y ¥ jo3ama 25 mg/0,5ml u 50 mg/ml (xomauuna: 336 u 720 xom.,
npoumjemnera BprjenHoct 205.915,39 KM 6Ges IT)[B-a).

Tonyne cy mocrapuam nonyhauu: «MuTepnpomer. 1.0.0. Hosu ['pan u «Unifarmy m.0.0. Jlykasan,
IlprcTHrine moHyae WCIyEarajy TpakeHe saxtjeBe, Te je KoMucHja W3BpIIMiA OIjeHy M mopeheme H
YTBPAW/A PaHT KaKO CJIHjeIH:

KPHTCPH]YMH Gomoen .

IIOHYBAY ITPOY3BODAY Viujena m:;:n, . HH;;HBL mfl?:ma YKVIIHO E
«Murepapomer» 4.0.0. Hoer I'pan PFIZER Luxembourg Sarl | 192.898,4448 60 99 1 100 1
«Unifarm» g.0.0. Jykasan PFIZER Luxembourg Sarl 195.685,9200 60 97,58 1 98,58 2

Jor 4- Tocilizumab, konmenTpar 3a pacreop 3a uudy3Hjy ¥y mozama: 200mg/10ml, 400mg/20ml,
80mg/4ml (xonuyune: 70, 265, 220 kom, npounjemera spujegroct: 189.440,65 KM Ges TT]1B-a).

ITonyny je moctapno nonyhay «Mureprpomer» 1.0.0. Hoeu I'paz. Tlpernenom moHyae KOHCTATOBAHO je 1a
HCTa MCITyhaBa CBE TpasKeHe 3axTjeBe Te je KoMucHja M3BpIINa oljeHy H yTBPAKIIA PAaHT KaKo CITHje I :

KpUTepE{yMH Somoen .
. Pox
[IOHYBAY MTPOMIBOHAY Tinjera Por | Tijewa | S | VKVIHO E
ahawa v 1
«HMurepapomers 2.0.0. Hosu I'pan | F.Hoffmann-LA Roche LTD | 189.441,6500 60 99 1 100 1

Jior 5- Infliksimab, npamak 3a xonmeHTpar 3a pacrsop 3a madysnjy, 100 mg (xomuumna: 616 KoM,
nponyjemera BprjesHoct: 318.062,98 KM 6Gez I1]]B-a).

Ilonyay je nocrapmo monyhau «Evropa Lijek Pharma» p.0.0. CapajeBo, kako nocraBbeHa MNOHyda
(377.702,06) 3navajHO mpenasu mpolMjersely BprjeaHoct nota (318.062,98 KM 6Ges I1/IB-a), Komucuja je
IOHyAy oBor NMoHyhaua oabaumiia Ka0 HEIPUXBATILHBY U NPEINOXKIIA 12 ce JIOT MOHKIITH.

Jlot 6 - bruonomxu cinvan aujek INFLIKSIMAB, (3a mocrojelie nanmjenre), npamak 3a KOHUEHTPAT
3a pacTBop 3a HHY3H]Y, 100 mg (kommanHa: 72 KoM, IpouEjemena BpujenHocT:28.582,85 KM 6es I1J1B-a).
[Monyny je mocrasuo moHyhau «Oktal Pharmay pn.0.0. Capajeso. Ilpernesom moHyme KOHCTATOBALO j& A4
Pjememe o0 cTaBlhamy I'OTOBOI JHjeKa y IIPOMET Koje je moctasmo IloHyhau, mpecrano jga BakKM JaHa
12.05.2020. rogune, kao n aa llonyhau Huje nocraBHo Komuwjy moHyxe, Te je KomucHja moHyay OBOT
IMonyhaua oxdaryna Kao HeMPUXBATIEUBY ¥ TIPCIUIOKKNIA Ja ce JIOT MOHMIITH,

Jlot 7-buomomku cimgan aMjexk INFLIKSIMAB, (3a mocrojehe manmjente), npamak 3a KOHOEHTPAT 3a
pacreop 3a nugysujy, 100 mg (xommuuna: 100 xom, npoupjermseHa spujenroct: 39.700,00 KM Ge3 11J1B-a).
[Monyne cy mocTaBunH noHyhauu: «uTepnipomety. 1.0.0. Hosu I'pan u «Unifarmy m.0.0. JIykasair.
llpucTrrne moHyae WCIymaBajy TpakeHe 3axTjere, Te je Komucmja M3Bpmmana oljery u nopeheme H
YTBpAMIIA PAHT KAKO CJTH]jC/TH:

KPHTEDH]YMH Gonorx -

MOHYBAY IPOUIBOBAY o B L[nj;:l—[a m‘!l:;i::ﬂa VKYIHO | B
«Hureprpomer» 1.0.0. Hoeu I'pan PFIZER Luxembourg Sarl 37.175,0000 60 99 1 100 1
«Unitarm» 1.0.0. Jlykasan PFIZER Luxembourg Sarl 38.000,0000 60 96,85 1 97,85 2

£



Jlor 8- Vedolizimab, npamak 3a xoHmentpar 3a pacreop 3a Hudysujy, 300mg (xomiyuna: 130 kom,
npouHjemeHa BpHjeanoct: 348.462,40 KM 6Ges [1B-a).

[Tonyny je noctaBuo noHyhay «Phoenix Pharma» jn.0.0. bujesuna. Tlperneaom noHyze KoHCTaToBaHo je Aa
HCTA HCIYHABa CBE TpaxkeHe 3axTjese Te je KoMucHja M3BpINUIa OIfjeHy H YIRPMNA PAHT KAKO CIHjedu:

KPUTEpH]YMH GogosH »
. Pok
TMOHYHAY TMPOHU3BODHAY [njena Pox Tlujera mhara VEKVYIHO %
rotahatka 99 1
. . Takeda Pharmaceutials
«Phoenix Pharma» 1.0.0. Bujermuma Internatioanal GmbE 348.462,9980 60 99 1 100 1

Jdor 9 -Golimumab, pacreop 3a umeknujy 50mg/0,5ml (xommuuna: 204 KoM, NpOIUjemheHa BPHjeIHOCT:
222.440,58 KM 6e3 11/1B-a).

Ilonyny je nocrasuo mnonyhay «Evropa Lijek Pharma» g.0.0. CapajeBo, kako JocTaB/beHa IIOHYIa
(278.953,86) 3HauajHO mpenazu MpolMjermeHy BpujemHocT nota (222.440,58 KM 6ez T11AB-a), Komuchja je
NOHYAY OBOT IOHyhaua ondauuina Kao HeNMPHXBAT/LUBY M HPSUIONIIA Aa ce JIOT IOHUINTH.

Jor 10- Sekukinumab, pacrBop 3a wmexnnjy, 150mg/ml (xomuuupa: 152, nponujemeHa BpHjeAHOCT
148.458,40 KM Ges [1IB-a).

Ionyny je moctarmo nonyhau «MuTepmpomMery» m.0.0. Hoeu ['paa. Ilpernenom noHyae KOHCTATOBAHO je &
HCTa HCIYILaBa CBE TPAXKEHe 3axTjese, Te je KoMucHja M3BpLIMia oLjeHy H YTBPAIIA PaHT KaKo CIHjeaH:

KpHIEPYIYMA GonoBK .
. Pok
T[MOHYBAYT ITPOH3BODHAY Tjena Pox Hajera | - oen VKVIHO %
wiahama 99 1
«Hutepripomer» 1.0.0. HoBu I'pan | Nowvartis Pharma Services AG | 148.458,7192 60 99 1 100 1

Jor 11 — Tofacitinib, dpuivom obaoxena Tabaera Smg (komumumpa: 8.400, nponujermeHa BpHjeTHOCT
164.999,52 KM 6es 11/1B-3).

Ionyne cy nocrasunu noHyhauu: «Murepnpomers. 1.0.0. Hoeu ['pag n «Unifarm» g.0.0. JIykasa,.
[TpucTurie noHy e HCIyHaBajy TpaykeHe 3axTjeBe, Te je KoMucHia u3BpImria orjeHy | nopeheme U
YTBDIHIIA PaHT KaKo CIIHjeaM:

KPUTEPH]YMI Bomosa o
. Pok
MOHYBAY [IPOA3BOBAY Iinjea Dok gjera | ¢ | YKVIHO E
99 1
«HuTepnpomer» A.0.0. HoBu ['pan PFIZER Luxembourg Sarl 155.757,8400 60 99 1 100 1
«Unifarm» n.0.0. Jyxasai PFIZER Luxembourg Sarl 157.500,0000 60 97.90 1 98,90 2

3a ocTaje 0TOBE pHjelreHo je OUTyKOM O MOHMINTARAKY NMOCTyIKa, 6poj:07/015-4018-20/20.

Wmajyhu y BUZy rope HaResIeHO, OTYIEHO j& Kao y TUCTIO3UTHBY OBE OJITYKE.

INoyka o npasHOM JIMjeKy:

Cparxu nmonyhay KojH MMa JNeTMTHMaH HHTepec 3a KOHKPETHH YIOBOp O jaBHOj Ha0aBIH W KOjU cMarpa Aa je
VYTOBOPHH OpraH y TOKYy KOHKPETHOT TIOCTYTIKA JIof[jelle YroBopa NPeKpIiHe jeqHy HIF BHIIE oApendH 3akoHa O
JjaBHMM Ha0aBKaMa WITH [TO/[38KOHCKHX aKATa JIOHECEHHXK HAa OCHOBY Hhera MMa MpaBo M3jJaBHTH JKaily Ha [IOCTYIaK.
JKanba ce m3jarmyje y macanoj Gopmu Kannenapuju 3a pasmatpare xan6u myreM YTOBOPHOT OpraHa y HajMame
3 (Tpu) npumjepka y poky ox 10 naHa on qana npujema Omryke o H300py HajIIOBOJBHHjET MOHyhada.

Hs3ppuinn qupextop 3a jasHe HadaBKe

bo lje HBH.]I'IEU%HJI eK0 MHCTa
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