PENYBIUYKW ©®OHAO

3A 3O0PABCTBEHO OCUINYPAHKE
08/2 bpoj: 404-1-42/16-20

2N .09.2016. ropune

JoBana MapuHoewnha 6p.2
beorpap

Ha ocHosy unaHa 108. 3akoHa o jasHuM Habaskama ("CnyxbeHu rnacHuk PC" Op. 124/12, 14/15 u
68/15), unana 23. u 28. CtatyTa Penybnuykor choHaa 3a 34paBcTBEHO ocurypanse ('Cnyx6eHun rnacHuk PC"
©p. 81/2011, 57/2012, 89/2012, 1/2013, 32/2013 1 23/2015) n N3sewrTaja 0 CTPYYHO} OUEHWU NOHyAa Op. 404-
1-42/16-18 oa 19.09.2016. rognHe, OnpekTop Penybnuukor ¢hoHaa 3a 34paBCTBEHO OCUTYPaHE AOHOCH

OONnYKY O 3AKIbYYEHRY OCKBUPHOI CMOPA3YMA
Y JABHOJ HABABLIN

NEKCBA 3A NEYEHE MYNTUMJE CKNEPO3E
peaHu 6poj JH 404-1-110/16-40
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Oucnos3uTue oanyke

3akrbyuyje ce oKBMpPHKM cnopasyMm 3a jasHy HabaBky JlekoBa 3a neverse MynTUNIte cknepose,
op. JH 404-1-110/16-40, ca cnepgehum nonyfjaunma 3a gone HaBeaeHe napTuje:

3a naptwjy 1 ca noHyhadem ,,Merck® d.0.0. n3 beorpaaa, yn. OmnaguHckux bpuraga 90e;
3a naptujy 2 ca noHyhadem ,,Phoenix pharma* d.o.0. u3 beorpana, yn. Bope Crankosuha 2;
- 3anaptnje 3, 4 n 5 ca nonyhayem ,Farmalogist“ d.0.0. n3 beorpaga, yn. Mupujeeckn bynesap 3.

Obpasznoxewe

|. Mopauu o Hapyunouy
1. Hasue Hapyynoua: Penybnuuku ¢roHg 3a 34paBCTBEHO OCUTypakse
2, Appeca Hapyuuoua: JosaHa MapuHosuha 2, Beorpag

3. WHTepHeT cTpaHuua Hapy4uuoua: www.javnenabavke.rfzo.rs

4. Bpcta Hapyuunoua: Oprakunsaumja 3a o6aBesHo COLMjanHo ocurypare

Penybnuyky coxa 32 3QpaBCTBEHO OCUrypae, Kao Hapyyunaud, je cnpoBeo nocTynak jasHe
HabaBKe W 3aK/bydyje OKBUpPHWU chnopasym, AOK nojednHavHe Yrosope O jaBHOj Habaeuu 3akmsyuyjy
34paBCTBEHE YCTAHOBE.

Il. Mopauu o jaBHOj HabaBLK
1. Bpcra npegmeTa jasHe Habaske: [o6pa
2. Mpeamert jasHe Habaeke, 03Haka U3 onwTer pedHUka HabaBKe v NpoLeH-eHa BpefHOCT Habaeke:

MNpeameT jaBHe Habaske flekoBu 3a neyerse MynTUNe cknepose o6NUKOBaH je y 5 (NeT) napTuja, v To:

Bpoj . Jeaunnua MpouerseHa BpegHOCT
napTje Hasue napmuje mepe Konwnuuna no naprujama
1 WHteptepor GeTa 1a jaynHe 44 mcg KyTHja 2.418 216.178.146,60
2 WnTepdepoH 6eta 1a jauunHe 30 mcg KyTuja 169 12.206.126,40
3 NuTepdepoH GeTa 16 KyTHja 2.460 205.748.988,00
4 matupamep aueTtar KyTuja 338 25.723.219,60
MHTepdepoH Beta 1a jaduHe 44 mcg
nnn 30 mcg / Mhatupamep auetar/ 169/
5 S pamep kyTHja 15.109.225,30
MHTepchepoH BeTa 16 156
YKYMHO 474.965.705,90

Hasus 1 o3Haka n3 onwrer pevHuka Habaske: 33600000 - drapmaueyTCku nponM3BoaY, 3a CBe NapTuje.
3. Peann 6poj jaBHe Habaske: 404-1-110/16-40

4. Bpcta noctynka jaBHe Habaeke: OTBOpeHW NOCTyNak


http://www.iavnenabavke.rfzo.rs

Ill. OcHoBHU nogaum o noHyRaunma

BnarospemeHo, Tj. go Aaxa 08.09.2016. roguHe, go 12,00 yacoea, Hapyuuoly cy npucturne AoHyAae
cnegehux noHyhava:

P.B. Haawe noxyhava Appeca nﬂpa;g:a Car
1 Merck d.o.0. OmnaamnHckux Bpuraga 908, beorpag 8.9.2016. 10:49
2 Phoenix Pharma d.o.o. Bope CtaHkosuha 2, Beorpag 8.9.2016. 10:59
3 Farmalogist d.o.o. Mupujescku 6yneBap 3, beorpan 8.9.2016. 11:38

YkynaH 6poj nogHeTux noHyga: 3 (Tpn).

Bpoj noHyaa no naptujama:

Bpoj noHyna no

ayerat/ iutepdepon bera 16

NapTtnja NpeaweT HabaBke napTHju
1 WHTepdepoH beta 1a jaunHe 44 mcg 1
2 NHTepdepoH Beta 1a jauune 30 mcg 1
3 MuTepdepon Geta 16 2
4 Fnatupamep auetar 1
5 WiHTepdepon BeTta 1a jaunHe 44 meg nwnu 30 meg / Thatupavep 3




IV. CTpyyHa oyeHa HoHyaa

1. ,MERCK* d.o.0.
Bpoj noa, kojuM je noHygha 3aeegeHa; 1.
Hasue noHyhaua: ,Merck” d.o.o.
Monyna 6poj 1189/16 of 7.9.2016. rogure.
“ToHyhau je NoAHEO NOHYAY: CamoCTanHo.
Monyhau je nogHeo noHyay 3a cnegehe naptuje: 1 u 5.

Bpoj nayu- | Konwu-
. Jaunna Konu- jeHaTa 4YvHa O
Bpoj 3awTuhenn dapmaue- Jeau- . )
nap- [pegmeT JKN HA3UB NoMHy- Nponaschay yTeKN nexa/ L2 YuH& ¢ Koju ce Tpo: JeguHnana Ykynra ueHa 6es Wakoc NAB-a Ykynua uena ca [14B-
e HaGaBke hewor aoBpa oBNIK KOMLIeH- Mepe “TPOLWKY neve o IKY LieHa naB-a oM
y ACLP Tpaumja P doHpa TPOLIKY noHy-
nonyflaua fraya
Merck Serono pat;r:op
S.P.A., ltalija, . .
g}:;ﬂ Modugno, Via mme;uvuy 44
- Delle .
1 | Gerata | 0328388 Rebif ® Magnolie 15 | Manywe | mcgl05 | o | 2418 142 1846 | 8340370 1 1517814660 | 21.617 814,66 237.795.961,26
jaunHe 44 (loc frazione oM mi
mcg Zona WH]EKLIAOH
: oM
Industriale) WwnpHLy
Merck Serone pac;‘aeop
S.P.A, ltalija, " .
Hnep- Modugno, Via | "MEX4HY
thepe i Delle ; o ' 39 507 89.403,70
5 | Berata | 0328388 | ReDI® | wagnolie 15 | MMM | megl0s | wmiia ) 169 4037 1510022530 |  1.510.922,53 16.620.147,83
Jaqune (loc.frazione _om
mcg Zona MHjEKLMOH
: oM
Industriale) wnpuuy
YKYMNHA BPEQHOCT NOHYAE BE3 MNAB-a 231.287.371,80
WU3HOC NAB-a 23.128.737,19
YKYNHA BPEAHOCT NOHYAE CA MNAB-om 254.416.109,09

~PoK MCMOPYKE U3HOCK 24 caTta oA AaHa NpujEMa NUCMEHOT 3axTeBa Kyrnua.




Pox Baxemwa noHyge je 100 gana og AaHa oTBapara noHyae.
MoHyfau je kao cacTaBHY fieo CBOje NoHyAe aocTasmno obpasay 6p. 7 - TpowKosm npunpeme noMyae, y KOjem Huje UcKasao TPOLUKOBE NpurnpemMarsa nosyae.

MoHyhay je ROCTaBMO peluetbe AreHuwnje 3a npuepedHe perncTpe o ynncy y Peructap noHyhaua 6p. BIMTH 1042/2013 op 05.11.2013. roguue. MpoBepom Ha UHTEpHeT
CTpaHWUn AreHuuje 3a npuspegHe perucTpe, yTBpieHo je ga je perncrpaumja akTveHa.

Komucuja koHcTaTyje ga je nonyana nonyhava ,,Merck” d.o.0., npuxsatr-usa y cMucny unala 3. ctas 1 tayka 33) 3akoHa o jaBHUM Habaskama (,,Cnyx6eHn
rnacHuk PC* 6poj 124/12, 14/15 n 68/15).

2., PHOENIX PHARMA® d.o0.0.

Bpoj nog kojum je noHyga 3aesefeHa:; 2.

Hasune nonyhava: ,Phoenix Pharma” d.o.o.

[Monyga 6poj 250/1604 6.9.2016. roguue.
MoHyhau je nogHeo NoHy[Y: camocTanHo.

MoHyRau je nogHeo noHyay 3a cneaehe naptwje: 2, 3 n 5.

bpoj nayw- | Konu-
. - Jaunna Konu- jeHaTa UnHa o
BEpoj 3aurruhensu Jean- :
MNpegmeT _ dapmaue- nexa/ 4YyHa ¢ KCjwn ce TpO- Jeavunusa YkynHa yeHa 6es YkynHa ueHa ca NaB-
:i%‘ Habaske JKIL f';ea:;'f n:g ya Npoussohay yTCKM 0BRUK KOHUEH- :lgu'ae TPOLWKY neve o LUKY ueHa MNnAaB-a Wsuoc NAB-a oM
) Aocbp Tpaumnja P DoHga TPOWKyY NOHY-
noHyhava hava
Avonex®
WHrep- rastvor za . pacTRop 32
cdepoH injekciju u I)Belﬁ?:;rig) NHjekumjy y 30 )
2 }6eTa 1a 0328647 napunjenom Manufacturin | HanytseHom mcg/0,5 | kyTuia 169 0 0 72.225,60 12 206.126 40 1.220.612.64 13.426.739,04
jauuHe 30 injekcionom ADS URJEKLINOHOM mi
megq spricu 9Ap wnpuuy
4x0.5ml/30mcg
Betaferon®
prasak | npaak u
Vutep- rastvarac za Bayer pacTsapay 250 .
8 5923201”6 0015150 injekGiju PhamaAG | sapacrsop | megimi | Y@ | 2460 86 1.032 83.554,16 205.543.233,60 | 20.554.323,36 226.097.556.96
15x250meg/ml 3a MHjeKuujy
1.2m]
WsTep- Avonex®
hepoH _ra_stvqr za Biogen ( pacTBop 3a
beTa 1a |njek(_:|ju u Denmark) AHjERLUNLY ¥ 30 .
5 jasnne 30 0328647 napunjenom Manufacturin | Hanyreexom meg/0,5 | kytuja 169 17 221 72.225,60 12.206.126.40 1220 612,64 13.426.739,04
injekcionom UH)EKLIMOHOM ml
mcg ) g ApS
spricu wnpuuy
4x0.5ml/30mcg




YKYNHA BPEAHOCT NMOHYOE BE3 NAB-a 229.955.486,40

W3HOC NAaB-a 22.995.548,64

YKYNHA BPEOQHOCT MOHYAE CA NOB-om 252.951.035,04

Pok ucnopyke usHocy 24 carta of fiaHa npujemMa nMCMeHOor 3axTeBa Kynua.
Pox Baxersa noHyae je 90 gaHa oA AaHa oTBapatba NOHyLe.
[MoHyhau je kao cacTaBHM Aeo CBOje MoHyge AocTasno obpasal 6p. 7 - TpolwKoey npunpeme NoHyAe, ¥ KOjeM Huje MCKasao TPOLLKOBE NpUNpemMarsa NoHyae.

MoHyhay je gocTasuo peuletse AreHuvje 3a npuspeaHe perncTpe o ynucy y Peructap noHyhava 6p. BIMH 1451/2013 o 25.11.2013. roguHe. MNpoBEpom Ha MHTepHeT
CTpakuun Aresuuje 3a npuBpeaHe perucTpe, yTBpheHo je Aa je perucTpaluja aktueHa.

Komuchja koHcTaTyje na je nowyna noHyhauya ,,Phoenix Pharma” d.o.o., npuxsarrbuBa y cmucny unaHa 3. cras 1 Tauka 33) 3akoHa o jaBHuM HaBGaBkama

{(,,Cnyx6eHu rnacHuk PC* Opoj 124/12, 14/15 v 68/15).

3. ,FARMALOGIST* d.0.0.
Bpoj nog kojum je noHyaa 3asedeHa: 3.
Hasve nowyhaua: ,Farmalogist” d.o.o.

Monyaa 6poj P002330 op, 7.9.2016. roguue

MoHyfau je noaHeo NoHYAY: CaMoCTanHo.
MoHyhay je noaHeo noHyAay 3a cnegehe naptuje: 3,4 n 5.

Bpoj mauu- | Konu-
. 3 A Jayunna Jean- Konu- jenara YuHa 0
Bpoj MpeameT JKN ALUTUNEHN Mpownaso- dapmave- nexal Hw":" a uuKa o Koju ce Tpo- JeanHvura YkynHa uera Ges Uskoc NAB-a Yxynta uena ca NGB-
nap- HaGaBke Hasue moty- Hay YTCKN OBNUK | KOHLEH- H TPOWKY neve o LUKY ueHa NnaB-a oM
e Rewor hobpa Tpauwja mepe doHaa TPOLLIKY HOHY-
nowyhaua hava
Whrep npaLuak u
A Bayer pacTeapay 250 .
3 g;eg‘;% 0015150 |  Betaferon | oy 2 AG | 3apacrsop | megimi | T#a | 2:460 86 1.032 80.837,92 198.861.283,20 |  19.886.128,32 218.747.411,52
T 33 UHIEKUMjY
Teva
.’ Phamaceut | pactsop 3a
natu- ical A vHjexunjy y .
4 pamep 0015120 Copaxone [ndgstrles HanytbeHoM 20 mg/ml | kyTuja 338 2 26 76.017,24 25.693.827.12 2.569.382,71 28.263.209.83
aueraTr LTD; Teva NHJEKLVOHO
Pharmaceut M winpuuy
icals




Europe B.V.
Teva
Pharmaceut
cal | PacTeopsa
Inaru- Industries HEKLA)Y ¥ .
5 pamep 0015120 Copaxone LTD: Teva HanykeHoM 20 mg/ml | kyTnja 169 60 780 76.017,24 12.846.913,56 1.284.691,36 14.131.604,92
auerar WHJEKLMOHO
Pharmaceut M oW
icals puLy
Europe B.V.

YKYMHA BPEAHOCT NOHYQE BE3 NAB-a

237.402.023,88

U3HOC NgB-a

23.740.202,39

YKYMHA BPEOHOCT NOHYJE CA NAB-om

261.142.226,27

Pok ucnopyke nsHocu 24 cata of faHa npvjema nucCMeHor 3axTesa Kynua.
Pok Baxera noHyae je 90 gaHa of fgaHa oTsapara noHyge.

Monyfau je kao cacTaBHM 4EO0 CBOje NOHyAe faocTasno obpasal 6p. 7 - TPOLUKOBK NPUTIPEME NOHYAE, Y KOjeM HUje UCKa3a0 TPOWKOBE Npunpematsa noHyae.
NoHyhau je focTasno pelwere Arerumje 3a NpuspeaHe perucTpe o ynucy y Permctap noHyhada 6p. BIMH 68/2013 oa 09.09.2013. roguHe. MpoBepom Ha uHTEPHET

cTpanuLm Arexunje 3a NpuepegHe perctpe, yTepheHo je aa je permcTpaumja akTUBHA.

Komucuja xoHcTaTyje Aa je noHyaa noHyhaua ,Farmalogist” d.o.o., npuxBaT/bUBa y cMucny 4nasda 3. ctaB 1 Tauka 33) 3akoHa o jaBHMM HabGaBkama (,Cnyx6eHu

rnacHuk PC* 6poj 124/12, 14/15 » 68/15).




V. Opoujene noHyae

Y nocrtynky nApeAMeTHe jaBHe HaBaBke Huje B61MNO NOHyHa Koje Cy OuetbeHe Kao HenpuxeaTibuee
ycnea Tora ogbujene.

VI. Kputepnjym 3a gogeny yroeopa u paHrupare

KpuTtepujym 3a goaeny yrosopa je najuuxa noHyfheHa ueHa.

KpuTepujym 3a gogeny yrosopa je HajHwxa noHyheHa rofuita ueHa Tepanuje koja ce uspadvyHasa
npuMeHom cneaehe dpopmyne:

ﬂpqm X Llro.q

rae je:

Mpgso + Mo

Mppso — Bpoj NauujeHaTa koju ce nede o Tpowky PO30;

{Thow — BpOJ RALMjeRaTa Koju Cce neyn o TPOLUKY NoHyhaua;

Uroa — L{eHa Tepanuje 3a jeaHOr naymnjeHTa 3a nepuoa o4 52 Heperse.

PaHr nucya nodyljaya no naptujaMma ApMMEHOM fope HaBeAeHOr KpuTepujyma:

NAPTUJA 1 - UnTepthepoH BeTa 1a jauuHe 44 mcg:

PeaHn oo LieHa
6poj Haaue roHyhava {Mpdpao Mnow Lirog Tepanuje N
1 ,Merck" d.o.o. 186 142 1.162.248,10 659.079,72
NAPTUJA 2 - UntepdrepoH GeTa 1a jaynmne 30 meg:
Peanun CoauWwba UeHa
6p0j Haszue n0Hy'f]a'-|a npqnao Mriom Llro,q Tepanmje
1 »Phoenix pharma“ d.o.o. 13 0 938.932,80 938.932,80
NMAPTUJA 3 - UHTepthepor GeTa 16:
Pennun Moguwksa yeHa
6p0] Haswe nonyhaua Mpgao Mhon Uros Tepanue
1 ,Farmalogist" d.o.o. 205 86 970.055,04 683.372,11
2 ,Phoenix pharma" d.0.0. 205 86 1.002.649,92 706.334,14
NAPTUJA 4 - Tharupamep aueraT:
PegHun Coauitwa ueHa
6p0J Hazuge n0Hyf]aqa npmao Mnow U,rop, Tepanmje
1 JFarmalogist® d.o.o. 26 2 988.224,12 917.636,68

NAPTUJA 5 - Untepdepon Gera 1a jauuHe 44 mcg mnu 30 mcg / MCnatupamep auetar/
NuTepcdepoH Geta 16:

PenHu SawTuheHun Nopuitka ueHa
500j Hasue noxyhaua Ha3E eKa Mppao Mnox Lo Tepanije
1 ,Farmalogist” d.o.0. Copaxone 13 60 988.224,12 175.985,12
2 .Merck" d.o.o. Rebif 13 39 1.162.248,10 290.562,03
3 «Phoenix pharma" d.o.o. Avonex 13 17 938.932,80 406.870,88




KoHKypcHOM [ OXYMEHTauujoMm 3a npegMmeTHy jaBHy HabaBky, kao fokas 3a ycnoee 3a ydyewhe y
noctynky jaBHe Habaeke npeasufieHO je AocTaBrbawe NOMYHEHOr, MeyaTtoM OBEpeHor ¥ noTnvcaHor
obpacua uzjase noHyhaua agare nof nyHoMm marepujasiHoM N KPMBWYHOM OAroBOPHOWHRY O UCMYHEHOCTW
ycnoea (obpacum 6p. 9 n 10 y KOHKYPCHOj AOKYMeEHTaumrju), y cknagy ca unaWom 77. ctae 4. 3akoHa o
jaBHVM HabaBkama (,Cnyx6enn rnacuunk PC” 6p. 124/12, 14/15 n 68/15).

Hapy4unay je y obasesun aa npe aoHoLWeEa oANyKe O 3aKby4etby OKBUMPHOr cnopasymMa of noHyhaya
yuja je NOHyAa oLeEeHA K30 HajNOBOSbHUja 3aTpaXu 43 AOCTaBM KONWjy 3aXTeBaHNX A0Kas3a O UCNyHeHOCTU
YyCNoBa, a8 MOXE W Aa 3aTpaXu Ha YBUZ, OPUrMHanN Wi OBEPEHY KOMWjy CBNX UMK NOjeanHnX 4oKasa, Y ckiaay
ca ynaHom 79. ctas 2 3akoHa o jaBHum Habaskama (,CnyxbeHun rnacHuk PC" 6p. 124/12, 14/15 v 68/15).

Kako je Komucunja yTBpanna fa noHyhauu wunje cy noHyae oUereHe Kao HajnoBoSbHWje, UCNytbaBajy
ycnoBe 3a yyewhe y nocTynky jaBHe HabaBke, W TO YBWAOM Yy [OKase AOCTaBIbEHE Y3 NOHYAY W YBUAOM Y
jaBHO OOCTynHE nojatke, of WCTUX Huje BMNO 3axTeBaHO AOCTaBrbakbe AoKa3a, Y cknagy ca ynaHoMm 79.
cTaB 2. 3akoHa o jaBHuM Habaskama (,CnyxBenu rnacHuk PC* 6p. 124/12, 14/15 n 68/15).

VII. Mpeanor xomucyje

Komucuja 3a cnpoBofjewe npegmeTHe jaBHe HabGaBke, nocne CTpy4YHe oOlieHe NOHyaAa
npeanoxuna je ga ce Ognyka o 3ak/by4eky OKBMPHOr cnopasyma 3a jaBHy HaGamky Jlekosa 3a
sleyewse myntunse cknepose, 6p. JH 404-1-110/16-40, gogenn gone HaBegeuum nouyhauuma, no
naprujama:

Bpoi Monyheua Mowyhena Noanwwa
na pruj'e Haauns neka Ha3us nonyhaua jeAMHNMHA YKyfHa ueHa ueHa

pTH) ueHa 6es NAB-a Tepanuje

1 ngepq’em“ Geta 1a javke 44 Merck' d.0.0. 89.403.70 | 216.178.146.60 | 659.079,72

2 m;epqaepw Gera tajauune 30 | ppoenix pharma’ d.o.o. | 7222560 | 12.206.126,40 | 938.932.80

3 WHTepdepon beta 16 ,Farmalogist‘ d.o.o. 80.837,92 | 198.861.283,20 683.372,11

4 [navtvpamep auetat .Farmalogist* d.o.o. 76.017,24 25.693.827,12 917.636,68

5 [natupamep auerat ,<Farmalogist® d.o.o. 76.017,24 12.846.913,56 175.985,12

Fope HaBeAeH! NoHyRaqu, Habaeky Hehe N3BPWUTK y3 NOMOR NoaussoRava.

CxogHo HasepneHom, Oupextop Penybnvukor doxfa 3a 34paBCTBEHO ocurypatbe SOHOCH OAMNYKY
Kao y ANCNO3NTUBY.

VIII. YNIYTCTBO O NPABHOM CPEACTBY

MNpoTvB oBe oanyke MOXe ce NOAHETW 3axTeB 3a 3awTuTy npaea y poky od 10 (geceT) aaHa of
Aana objaBmuBama ucte Ha [lopTany jaBHUX HaBaBku, cxoAHO dnaHy 149. ctaB 6. 3akoHa O jaBHKWM
Habaekama (,Cn. rnacHuk PC*, 6poj 124/12, 14/15 n 68/15).

57016.81/34
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