PEMYBJTIMYKW GOHA

3A 3[IPABCTBEHO OCUI'YPAHE
08/1 Bpoj: 404-1-56/17-22.

12 .01.2018. rogure

JoeaHa Mapunosuha 6p. 2
Beorpagp

Ha ocHory unaxa 108. 3akoHa O jaBHUMm Habaskama ("Criyxbexu rmacHuk PC" 6p. 124/12, 14/15 n
68/15), unada 23. n 28, Ctaryta PenybnvJkor toHaa 3a 34paBCTBEHO ocurypame ("Cnyx6tenn rmacHux PC"
6p. 81/11, 67/12, 89/12, 1/13, 32/13 n 23/15} n U3BewwTaja 0 CTPYYHO] OUEHM noHyaa 6p. 404-1-56/17-21 op
15.01.2018. roguHe, B.A. anpexkTopa Penybnuvukor hoHaa 3a 38paBCTBEHO OCUTYPaHe A0HOCH

OLNYKY O 3AKIbYYEHY OKBUPHOI CTOPA3YMA
Y JABHOJ HABABLIU

OPUrMHANHNX N UHOBATUBHKX NEKOBA
Bp. JH 404-1-110/17-56
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Ovcno3ntuse oanyke

3akrby4dyje ce OKBUPHW crnopasyMm 3a jaBHY HaBasky OPUIMHANHUX W MHOBaTUBHUX nekosa, bpoj
JH 404-1-110/17-56, ca cnepehinm noHyhauuma no naprujama:

Napryja :ggg:f; JauuHa neka Hazue noHyhaua Jen:'e"”";““a y“Vg:: ;E‘gﬁ:om
1 bosentan 56 po 125mg Farmalogist d.o.o. 157.500,59 21.420.080,24
2 posakonazol 105 ml (40mg/ml) | Phoenix pharma d.o.o. 70.550,30 4.585.769,50
3 valganciklovir 450 mg inpharm Co d.o0.0. 1.490,77 16.905.331,80
4 deferasiroks 250 mg Phoenix pharma d.0.0. 1.472,78 288.664,88
5 romiplostim 250 mcg Amicus SRB d.o.o. 62.288,50 42.107.026,00
6 eltrombopag 25 mg Phoenix pharma d.o.o. 3.657,15 4.198.408,20
7 eltrombopag 50 mg Phoenix pharma d.o.0. 7.310,01 38.275.212,36
8 cabazitaksel | 4°™M (g% mg/1.5 Adoc d.0.0. 386.396,10 16.228.636,20
9 brentuksimab 50 mg Farmalogist d.o.0. 368.07340, | 108.213.579,60

10 pembrolizumab 50 mg Phoenix pharma d.o.0. 202.099,00 120.046.806,00
11 sorafenib 200 mg Farmalogist d.0.0. 3.207,53 57.119.694,24
12 vemurafenib 240 myg Roche d.o.0. 4.122,06 228.988.677,12
13 ruksolitinib 5mg Phoenix pharma d.o.o. 3.374,29 23.997.950,48
14 ruksolitinib 15 mg Phoenix pharma d.o.o. 6.732,11 47 878.766,32
15 ruksolitinib 20 mg Phoenix pharma d.o.o. 6.732,11 61.073.701,92
16 enzalutamid 40 mg Inpharm Co d.o.0. 3.004,00 88.485.824,00
17 abirateron 250 mg Inpharm Co d.o.0. 2.913,00 81.797.040,00
18 pleriksafor 1.2 ml; 20 mg/ml Adoc d.o.0, 660.209,00 29.709.405,00

YKYMHO:; 991.320.573,86




Noaauw o Hapyuuouy

Ob6paznoxemwe

1. Hasue Hapydnoua: Penybnnuku thoHA 3a 3apaBCTBEHO ocurypare

2. Agapeca MHapyunoua: JosaHa MapuHosuha 2, Beorpaa

3. WHTepHeT cTpaHnua Hapyuvoua: www.javnenabavke.rfzo.rs

4. Bpcta Hapyunoua: Opranusayuja 3a obaBesHo couujanto ocurypare

Penybnuukn coHa 3a 34paBCTBEHO Ocurypake, kao Hapyvunad, je cnpoBeo nocTynak jasHe
HabaBke W 3aWbyyyje OKBYPHM CROPas3ym, AOK MNojeAWHaJyHe Yroeope © jasHo] HabaBun 3aKrbyuyjy
34paBCcTBEHE yCTaHoBe.

Moaauwm o jaBHoj HaGaBUK

1. Bpcra npegwveTa jagHe Habaske: [lobpa

2. Mpeamet jaBHe Habaeke, O3HaKa W3 OMNWTer peuyHnka Habaske M nNpouer-eHa BpegHOCT
HabaBke:

MNpepmerT jaeHe Habaeke OpuruHanHux W MHOBATUBHWUX fiekoBa OBWKOBaH je ¥ cneaehe napTuje:

Bpoj Jaunnal JegvHunua Mpouetbera Mpouetsera
naprvje Hasue naptuje | ®apmaueytckm obnuk Kouu?_l:‘t;([;auu]a Mepe Jen::::ua Konuuuua BpeAHOCT
1 bosentan fitm tableta 56 po 125mg kutija 163.294,80 136 22.208.092,80
" 105 mi -
2 posakonazol oralna suspenzija (40mg/mi) bocica 70.550,30 65 4.585.769,50
3 valganciklovir film tableta 450 mg tableta 1.490,77 11.340 16.905.331,80
4 deferasiroks |  tableta za oralnu 250 mg tableta 1.472.78 196 288.664,88
suspenziju
5 romiplostim prasa'?;gkgﬁ"” za 250 meg bogica 62.288,50 676 42.107.026,00
6 eltrombopag film tableta 25mg tableta 3.657,15 1.148 4.198.408,20
7 eltrombopag film tableta 50 mg tableta 7.310,01 5.236 38.275.212,36
koncentrat i 4.5 ml (60 '
8 cabazitaksel rastvarac za rastvor ’ bocica 386.396,10 42 16.228.636,20
) . mg/1,5 ml)
za infuziju
brentuksimab | prasak za koncentrat -
9 vedotin za rastvor za infuziju 50 mg bocica 381.875,40 294 112.271.367,60
; prasak za koncentrat -
10 pembrolizumab za rastvor za infuziju 50 mg bolica 202.099,00 594 120.046.806,00
11 sorafenib film tableta 200 mg tableta 3.321,02 17.808 59.140.724,16
12 vemurafenib film tableta 240 mg tableta 412206 55.552 228.988.677,12
13 ruksolitinib tableta 5mg tableta 3.374,29 7.112 23.997.950,48




14 ruksolitinib tableta 15 mg tableta 6.732,11 7112 47.878.766,32
15 ruksolitinib tableta 20 mg tableta 6.732,11 9.072 61.073.701,92
16 enzalutamid kapsula, meka 40 mg kapsula 3.004,00 29.456 88.485.824,00
17 abirateron tableta 250 mg tableta 2.913,00 28.080 81.797.040,00
18 pleriksafor rastvor za injekciju . 1r2ngT/Em120 bocica 660.209,00 45 29.709.405,00

YKYMNHO: | 998.187.404,34

cnegehux nodyhava:

Hasue v o3Haka n3 onwter peyHuka Habaske: 33600000 — hapmaueyTckm Npoussoau

3. PepHu 6poj jaBHe Habaeke: 404-1-110/17-56

4. Bpcra noctynka jaBHe Habaske: OTBOPEHU NOCTYNAK

OcHoBH#u nogauu o noHyHauuma

BnarospemeHo, Tj. Ao gaHa 11.01.2018. roguHe, go 11:00 yacosa, Hapyuuouy cy NpucTurne noHyae

P.b Hazus noHyhaua Agnpeca n‘gijTgn’ra Car
1 Roche d.0.0. yn. MunyTura g’g:)’:z:zo”ha Gp. 113, 10.01.2018. | 11,28
2. Adoc d.o.o. ¥Yn. Munopaga Josarosuha 6p. 11, Beorpag 10.01.2018. 14,24
3. Inpharm Co. d.o.o. ¥n. batajHuyku apym 6p. 23, beorpag 10.01.2018. 15,06
4, Farmalogist d.o.o. ¥n. Mupwvjeeciu Oynesap 6p. 3, beorpag 11.01.2018. 8,26
5. Vega d.c.o. ¥Yn. Byka Kapayuha 6p. 41, Bareeso 11.01.2018. 9,06
6. Amicus SRB d.0.0. ¥n. Munopaaa Joeaxoewha 6p. 9, beorpaa 11.01.2018. 9,50
7. Phoenix pharma d.o.o. ¥Yn. Bope CtankoBuha 6p. 2, beorpag 11.01.2018. 10,14

YkynaH 6poj nogHeTHX rionyaa: 7 (cenam)

Bpoj noHyga no napTujama:

Bpoj nonyaa
. Mpeamer QapmMaueyTeKu Jeaunnuua
NapTuja HEGQBKe poﬁ;‘mi JaunHa neka ﬁ e peu no
napTujama
1 bosentan film tableta 56 po 125mg kutija 3
" 105 ml .
2 posakonazol oralna suspenzija (40mg/ml) bocica 1
3 valgancikiovir film tableta 450 mg tableta 1
. tableta za oralnu
4 deferasiroks suspenziju 250 mg tableta 1
: . prasak za rastvor za -
5 romiplostim injekciju 250 mcg bocica 1
6 eltrombopag film tableta 25 mg tableta 1
7 eltrombopag film tableta 50 mg tableta 1
koncentrat i
8 cabazitaksel rastvaraC za rastvor 4,5 mi (60 bocica 1
) o mg/1,5 ml)
za infuziju




brentuksimab

prasak za

9 vedotin koncentrat za 50 mg bogica
rastvor za infuziju
pradak za
10 pembrolizumab koncentrat za 50 mg bodica
rastvor za infuziju
11 sorafenib film tableta 200mg {ableta
12 vemurafenib film tableta 240 mg tableta
13 ruksolitinib tableta 5mg tableta
14 ruksolitinib tableta 15 mg tableta
15 ruksolitinib tableta 20 mg fableta
16 enzalutamid kapsula, meka 40 mg kapsula
17 abirateron tableta 250 mg tableta
. T 1,2 ml; 20 ..
18 pleriksafor rastvor za injekciju mg/m bocica




CTpyyHa oueHa noHyaa

1. ,,Roche* d.o.0.

PepaHu Gpoj noHyae: 1
Bbpoj nog kojum je nonypa saeeneqa: 404-1-56/17-13

Hasue noHyhava: ,Roche” d.o.o.

iToHyna 6poj 25653/18 og 08.01.2018. rogune.
MoHyRau je nogHeo noHydy: ca noanssofavem ,Adoc” d.o.0.
Mouyha4 je noagHeo noHyay 3a cneaehe napTujy: 12.

NAP SAWTUHEH ®APMALIE
TV NPEOMET JKL M HA3KB MPOVU3BOBAY YTCKM JAUMHA JEOAMHWUL | KOJAIMYUMH | JEOUMHWYH | YKYMHA UEHA | CTONMA | U3HOC MNAOB- | YKYMNHA LEHA
HABABKE NOHYBHEHO JEKA A MEPE A A LEHA BE3 NAB-A naB-A A CA NAB-OM
A OBJTHK
i AOBPA
. ROCHE S.PA,,
12 vemurafenib | 1039152 Zelboraf® italija fiim tableta 240 mg tableta 55.552 4.122,06 228.988.677,12 10% [ 22.898.867,71 251.887.544,83

YKYTIHA BPEAHOCT NOHYAE BE3 NMAB-A

228.988.677,12

W3HOC NaB-A

22.898.867.71

YKYNHA BPEOQHOCT NMOHYAE CA NOB-OM

251.887.544,83

jaBHuM HabaBskaMma (,,CryxOeHmn rnacunk PC* 6poj 124/12, 14/15 u 68/15), 2a naptujy 12.

Pok ucnopyke nsHocu 48 caTu 0f faHa npujema NnucMeHor 3axTera Kynua.
Pok Baxerba noHyge je 90 gaHa of faHa oTBapatka nonyae.

IoHyRad je kad cacTaBHK Ae0 CBOje noHyae NocTaBuo NonykeH obpasay 6p. 7 - Tpolukosy NpUnpeMe NOHy4e, Y KOjeM je UCKa3ao YKyMNHEe TPOLUKGBE NpUnpeMarsa
noHyze y naxocy o 200,00 guHapa ca IMAB-om.
NoHyhad je goctasno pelletbe AreHumnje 3a npuspefHe perucTpe o ynucy y Peructap noxyhava BINMH 1085/2013 on 07.11.2013. roguHe. Takohe, noHyhay je
[OCTaBWO pellere AreHuuje 3a npuepeaHe peructpe o ynucy y Permctap noHyfava BIMH 195/2013 og 20.09.2013. roaunHe 3a nogwvasofauya ,Adoc” d.o.0. [Tposepom Ha
WHTEPHET CTPaHuLM AreHunje 3a NnpuBpeaHe perucTpe, yrepheHo je ga cy obe perncrpaluje akTueHe.

Komucuja koHcTaTyje Aa je noHyaa nonyfhaua ,,Roche’ d.o.o0. ca noguspofauem Adoc d.0.0., npuxeatrbuBa y CMUCRY unaHda 3. ctaB 1. Tauka 33) 3akoHa o




2,
FPeaHu Bpoj noryge: 2

»Adoc” d.o.o.

Bpoj nog kojum je nonyaa 3aseneHa: 404-1-56/17-14
Haaue nonyRaya: ,Adoc” d.o.o.
MoHyna 6poj 360 oa 08.01.2018. roauHe.
MoHyhau je nogHeo noHyay: camocrtasio.
Monyhay je nogHeo noxyay 3a cneaehe naptuje: 8 n 18.

3ALTURERK
nap
NPEAMET HA3VB OAPMALEEYT | JAYMHA | JEQUHMLA JEOVHUYHA | YKYMHA UEHA | CTOMA YKYIMHA LEEHA
TZ” HABABKE JKL foHybEHOr | TPOMSBOBAY 1 oyuiaenmk NEKA MEPE KONMUHUMHA LIEHA BE3NAB-A | nos-A | VSHOCNAB-A CA 11B-OM
[OEPA
SANOFI- koncentrat i
AVENTIS rastvarac za 4,5 ml (60
8 cabazitaksel | 0039120 Jevtana® DEUTSCHLAND t y /1.5 ml bocica 42 386.396,10 16.228.636,20 10% 1.622.863,62 17.851.49¢2,82
GMBH, rastvor za mag/1,5 ml)
Nemacka infuziju
GENZYME rastvor za 1,2mk 20
18 pleriksafor 0015121 Mozobil® LIMITED, I ’ ' bodica 45 660.209,00 29.709.405,00 10% 2.970.940,50 32.680.345,50
V. Britanija injekciju mg/ml

YKYNHA BPEOAHOCT NOHYAE BE3 NAB-A

45.938.041.20

W3HOC NAB-A

4.593.804,12

YKYTIHA BPEAHDCT NMOHYAE CA NAB-OM

50.531.845,32

Pok Ucnopyke M3HOCK 72 caTa o4 AaHa npujemMa NMCMEHOT 3axTeBa KynLa.

Pox Baxkera noHyge je 90 gaHa of JaHa oTeapatba NoHyAe.
MoHyhay je Kao cacrasHmM Aeo CBOje NOHyAe [OCTaBno NonykweH obpasat 6p. 7 - TPOLUKOBM NpunpemMe NoHyae, Y KOjeM je Mckasao yKynHe TPOLKOBE NpunpeMatba
noHyae y usHocy oa 200,00 anHapa ca [13B-om.
Moxyhay je gocraeno pellere AreHuuje sa npuepegHe permctpe o ynucy y Permctap noxyRaua BIMNH 195/2013 og 20.09.2013. roguHe. MpoBepom Ha UHTEpHET
cTpaunum AreHunje 3a npuspegHe perncTpe, yTBpheHo je Aa je pernctpaunja akTueHa.

rnacHuk PC* 6poj 124/12, 14/15 n 68/15), 3a napTtuje 8 n 18.

Komucuja koHcTaTyje Aa je noHyna nonyfava ,Adoc“ d.0.0., npuxBaTrbmBa y cMucny ynala 3. ctae 1. Tayka 33) 3akoHa o jaBHuM HaGaBKama (,,Criyx6eHu




3. ,lnpharm Co* d.0.0.

Pegauu 6poj nonyge: 3

Bpoj nog kojum je noHyna 3asegeHa; 404-1-56/17-15
Hasne noHyRava: ,Inpharm Co* d.o.o.
MoHyaa 6poj 45 op 09.01.2018. roguHe
[ToHyRau je nogHeo NoHyay: CaMOCTanHo
MNoHyhau je nogHeo noHyay 3a cnegehe naptuje: 3, 16 n 17.

3ALTUREHK
NAP
MPEOMET HA3WB DAPMALEEYT JAUVHA JEOMHULIA JEOQUHUYHA YKYMNHA LEHA CTONA YKYMHA UEHA
b HABABKE JKL NOHYBEHOr | NPOMSBOBAY | o aenuk NEKA MEPE KONNHMHA LEHA BE3MAB-A | npgs-A | VBHOCNAB-A | 7 ne.om
DOBPA
F.HOFFMANN-
3 | valganciklovir | 1328610 | Valcyte® LA ROCHE film tableta 450 mg tableta 11.340 1.490,77 | 16.905.331,80 | 10% | 1.690.533.18 | 18.595.864,98
LTD
ASTELLAS kapsula
16 | enzalutamid | 1039602 | Xtandi™ PHARMA psula, 40 mg kapsula 29.456 3.004,00 | 88.485.824,00 | 10% | 884858240 | 97.334.406.40
meka
EUROPE B.V.
. : JANSSEN o
17 abirateron | 1039721 | 2YTIGA® | o' aCepa tableta 250 mg tableta 28.080 291300 | 81.797.040,00 | 10% | 8.179.704,00 | 89.976.744,00

YKYIMTHA BPEAHOCT NMOHYAE BE3 NAB-A

187.188.195,80

M3HOC NAB-A

18.718.819,58

YKYNHA BPEAHOCT NOHYAE CA NAB-OM

205.907.015,38

nornucardom namelly P30 n Roche d.o.0.

Pok ucriopyke usHocu 72 cata oj AaHa ripujema nuCMeHor 3axTesa kynia.

Pok Baxera noHyae je 90 gaHa of faHa oTeapaka noxyae.
Monyhjau je y obpasauy noHyde yHeo cneaehy wanomeny: ,Inpharm Co“ d.o.0. he usspwuth cBe obasese Koje C& OAQHOCE Ha WUCNOPYKe neka #3 naptuje 3
(valganciklovir, Valcyte) Ha Teper P®30 n Hocvoua possone pedunucaHe y MoceBHOM yrosopy © orpaHuuersy 6poja nakoBawa neka Ha TepeT cpeacrasa P®30

MoHyfau je kao cacTaBHU Aeo CBOje MoHyae AocTaBuno nonywed Obpasay 6p. 7 - TpOLLKOBK NpUNpemMe MoHyAe, Y KOjeM HUje UCKA3ao yKyrnHe TPOLLIKOBE NpunpemMat-a

noHyae.

MoHyhay je gocTaBuo peluerbe AreHuunje 3a npuepefHe peructpe o ynucy y Perucrap noxyfava bMH 504/2013 og 09.10.2013. rognHe u B] 47899/2015 oA
04.06.2015. rogure. MNposepom Ha MHTEPHET CTpaHuUy AreHuuje 3a npuspegHe pernctpe, YTepheHo je aa je peructpauuja aktueHa,

Komucuja xoHcratyje Aa je nowyaa noHyhaya ,Inpharm Co“ d.oc.0., npuxBatmuBa y cmucny ynaHa 3. cTaB 1. Tauka 33) 3akoHa o jaBHuM HabBaexkama
{,,Cnyx6enu rmacHuk PC* 6poj 124/12, 14/15 n 68/15), 3a napTuje 3, 16 u 17.




4. ,Farmalogist” d.o.o.

Peann 6poj noHyae: 4

Bpoj no4 kojum je noHyda sasenena: 404-1-56/17-16
Hasue noHyfayva: ,Farmalogist® d.o.o.

MNonyaa 6poj N003562 og 09.01.2018. roaunxe
PNoxyhay je nogHeo NORYAY: CaMoCTanHo
MNownyhay je nogHeo noHyay 3a cneaehe naptuje: 1, 9 u 11

SAWTUHRHEHN
nap
NPEAMET HA3ZWB SAPMALEYTC JAYNHA JEAVMHUUA JEOUHUYHA YKYITHA UEHA CTONA YKYMNMHA UEHA
™ HABABKE JKL noHykeHor | TPOUSBOTHAY KW OBNNK NEKA MEPE KOMU4MHA LEHA BE3 MAB-A nas-a | MSHOCNOB-A & "oy nnglom
AOBPA
Actelion 56 po
i 3 Q,
1 bosentan 1103911 TRACLEER Phanﬂa{_:guﬂcals film tableta 125mg kutija 136 157.500,59 21.420.080,24 10% 2.142.008,02 23.562.088.26
prasak za
g | brentuksimab | n14000 | ADCETRIS | Tokedaltalia | koncentratza | o bodica 204 368.073.40 | 108.213.57960 |  10% | 10.821.357.96 | 119.034.937,56
vedotin SPA rastvor za
infuziju
Bayer Pharma
AG Leverkusen;
11 sorafenib 1039151 NEXAVAR Bayer film tableta 200 mg tableta 17.808 3.207 .53 57.119.694 .24 10% 5.711.969,42 62.831.663,66
Healthcare
manufacturing
YKYMNHA BPEAHOCT NOHYAE 6E3 MAB-A 186.753.354,08
W3HOC NAB-A 18.675.335,41
YKYNHA BPEAHOCT MOHYAE CA NaB-OM 205.428.689,49
Pok vcriopyke n3Hocn 24 cata of AaHa npujema NNCMEHOr 3axTesa Kynua.
Pox Baxerba noHyae je 90 naHa 04 AaHa oTBapaka noHyae.
RNoHyRay je kao cacTasHW Ae0 CBoje NoHyAe A0CTABRUO Nonykex OBpasal 6p. 7 - TpoLuKoBU NpunpemMe NoHyae, y KojeM Huje UcKas3ao yKynHe TpOWKoBe Npunpemata
noxHyae.

MoHyhayu je gocTaBuo peilewe AreHuuje 3a NpUBpPEeaHE pPEerucTpe o ynucy y Peructap noHyfhada BIMH 68/2013 og 09.09.2013. rogure. MpoeepoM Ha WHTEPRET
CTpaHuumn AreHuuje 3a npuepefHe peructpe, yTepheHo je Aa je perucrpauuja akTueHa.

Komucuja KoHcTaryje pa je noHyna nounyfjauya ,Farmalogist“ d.o.o., npuxBatmeuBa y cmucny unaHa 3. ctaB 1. tauka 33) 3akoHa o jaBHMM HabaBkama
{,,Cny»xbenru rnacHnk PC* 6poj 124/12, 14/15 n 68/15), 3a napTtuje 1,9 n 11.
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5. ,Vega“d.o.o.

PepHu 6poj nonyae: 5

Bpoj nog kojum je noHyna sasegena; 404-1-56/17-17
Haawe nouyfava; \Vega“ d.o.o.
ToHnyna 6poj 8/1-2018 og 10.01.2018. rogvHe.
Monyhay je noaHEo NOHYAY: CaMOCTasHO

Ronyhay je nogHeo noHyay 3a cnegehe naptuje: 1, 9 m 11.

SAWTUREH
NAP cTon
NPELMET N HA3UB DAPMALEYT JAUMHA JEOVHULA JEOUHWYHA | YKYOHA LIEHA YKYIIHA HEHA
e HABABKE JKL noHypeHo | MPOVMSBOBAY | oy ornnk NEKA MEPE KONUHUHA UEHA BE3NpB-A | ATAB- | MSHOCTIAB-A caA nma%om
r AOGPA
Actelion
1 bosentan 1103911 | TRACLEER | Pharmaceuticals | filmtableta | 56 po 125mg kutiia 136 157.775,43 21.457.458.48 10% | 2.145.745.85 23.603.204,33
LTD
prasak za
brentuksimab ADCETRIS Takeda Italia koncentrat o o
9 vedotin 0014000 o SPA zarastvorza | 90M9 boCica 294 36984632 | t0g 73481808 | 9% | 1087348181 | 119.608.299,89
infuziju
Bayer Pharma
NEXAVAR AG Leverkusen;
b sorafenib 1039151 o Bayer fitm tableta 200 mg tableta 17.808 3.257,5¢ 58.011.1862,72 10% | 5.801.116,27 £3.812.278,99
Healthcare
manufacturing
YKYNHA BPEGHOCT NOHYAE BE3 NAB-A 188.203.439,28
W3HOC MNaB-A 18.820.343,93
YKYNHA BPEJJHOCT NOHYAE CA NAB-OM 207.023.783,21
Pok ncnopyke nsHocn 24 cata of AaHa npujemMa nueMeHor saxTesa Kynua.
Pok Baxker-a noHyge je 100 aana o4 BaHa oTeaparka NoHyae.
MoHyhay je kao cacTaBHW Aeo CBOje NoHYAeE [ocTasno nonykweH Ob6pasal 6p. 7 - TPOLLKOBU NpUnpeme NoHyAe, Y KojeM Huje UCKasac yKyrnHe TPOLWKOoBe NpunpemMatba
NOHYAE.

MoHyhay je AocTaBuo peluerse AreHumje 3a npuspegHe permctpe o yrucy y Peructap noHyfiasa BIMH 698/2013 op 18.10.2013. roguHe. MpoBepoM Ha WHTEPHET
CTpaHuuy AreHuuje 3a npuspegHe pernctpe, yTepfeHo je 4a je peructpauuja akimeHa.

Komucuja koHcTaTyje pa je noHyaa noHyRava ,Vega“ d.0.0., npuxeaTrbura y cMUMCAy ynaHa 3. cTae 1. Tauka 33) 3akoHa o jaBHUM HaBaekama (,,CnyxGeHu
rnacHuk PC* 6poj 124/12, 14115 v 68/15), 3a naptuje 1, 9 1 11.
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6. ,,Amicus SRB* d.o.0.

PegHu ©poj noHyae: 6

Bpoj noa kojum je noHyaa 3aseneHa: 404-1-56/17-18
Haaune noHyfRava: ,Amicus SRB* d.o.0.

MNonyaa 6poj 2 op 05.01.2018. roguHe

MNoxyhay je NogHeo NoHyay: CaMoCcTasHO

MNoHyhauy je nogHeo noHyay 3a cneaehe napTujy: 5

BALTURHEHM
nAP
MPEOMET HA3VB ®APMALIEYTCKU | JAUMHA | JEOMHULA JEOMHUMHA | YKYMHA LUEHA | CTOMA YKYTTHA UEHA
TAY | HaBABKE JKL NOHYBEHOP | 'POVSBOHAY OBNNK NEKA MEPE KOMAAMHA LEHA BE3NAB-A | nag-A | VBHOCTAB-A | ") nnsom
LOEPA
. . AMGEN prasak za rastvor - o
5 | romiplostim | 0069400 Nplate® EUROPE BV, 2a ke 250mcg | bogica 676 62.288,50 | 42.107.026,00 | 10% | 4.210702,60 | 46.317.728.60
YKYMHA BPEAHOCT MNOHYAE BE3 NAB-A 42.107.026.,00
W3HOC NaB-A 4.210.702,60
YKYMHA BPELHOCT NOHYAE CA [1AB-OM 46.317.728,60

Pok ucnopyke naHocn 72 caTa of AaHa npujeMa NUCMEeHOor 3axTeBa Kyrua.
Pok axersa noHyae je 100 gaHa o faHa oTeapara NoHyae.

MNoHyRau je kao cacTasHK A0 CBOje NoHyAe AocTasue nonyweH Obpasay 6p. 7 - TPoLLUKOBY NPUNPEME NOHYAER, ¥ KOfeM HUje ncKasao ykynHe TPOLIKCBE NpUNpemata
noxyae.

MNonyhay je focTaBuo petlewse AreHuyuje 3a NpuBpeAHe peructpe o ynucy y Peructap noHyfada BIMH 2183/2015 of 25.05.2015. rogude. [poBepoM Ha MHTEpHET
CTpaHuLmn AreHuuje 3a npuBpeaHe pervcTpe, yrepheHo je Aa je peructpayuja aktusHa.

Komucuja koHcTaTyje Aa je noHyAa noHyRaua , Amicus SRB“ d.o.0., npuxsaTrbusa y cMUcAy unaHa 3. ctas 1. Tayka 33) 3akoHa O jaBHMM HaGaBKama
(,,Cnyx6enu rnacunk PC* 6poj 124/12, 14/15 n 68/15), 3a napTmjy 5.
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7. ,Phoenix pharma“ d.o.0.

Pegnu 6poj noHype: 7
Bpoj nog KojuMm je noHyAa saeeaeHa: 404-1-56/17-19
Hasue noxyhava: ,Phoenix pharma“ d.o.o.
Moryna 6poj 296/17 on 10.01.2018. roauHe.
Monyfax je nogHeo NoKYAY: CaMocTanto

Moxyhau je nogHeo noHyay 3a cnegehe naptuje: 1,2, 4,6, 7, 10, 13, 14 n 15.

SAWLTUHEHN

cTon
NAP
NPEAMET HA3UB PAPMALEYT JAYMHA JEOWHULIA JEAWHUYHA YKYNHA UEHA A YKYTNHA UEHA
T HABABKE JKL noHyeexor | MPOMEBOBAY | oy oenuk NEKA MEPE KONUSMHA LIEHA BE3 NAB-A ngs- | YSHOCTAB-A CANB-OM
[OBPA A
Actelion
1 bosentan 1103911 TRACLEER Phamaceuticais | film tableta 56 po 125mg kutija 136 163.294,80 22.208.092,80 10% 2.220.809,28
LTD 24.428.902,08
2 | posakonazol | 3327535 | NOXAFIL | Schering Plough | _ °ralna 105 ml botica 65 70.550,30 4585.769,50 | 10% 458.576,95 |  5.044.346,45
suspenzija (40mg/ml) DS I DR T
Novartis Pharma tableta za
4 deferasiroks | 1189121 EXJADE e AG oralnu 250 mg tableta 196 1.472,78 288.664,88 | 10% 28.866,49 317.531,37
suspenziju
Glaxo Wellcome
6 eltrombopag | 1069111 | REVOLADE ¢ Glaox%e{,ﬂgﬁ'c‘j;ne film tableta 25mg tableta 1.148 3.657,15 4.198.408,20 | 10% 419.840,82 |  4.618.243,02
SA.
Glaxo Wellcome
7 eltrombopag | 1068110 | REVOLADE ¢ Glg(%emggz;m film tableta 50 mg tableta 5.236 7.310,01 38.275.212,36 | 10% | 3.827.52124 | - 42.102.733,60
SA.
. prasak za
10 | pembrolizumab | 0039402 | KEYTRUDA ¢ SChf:]';gﬁlsugh ‘;‘;";‘Z’;\t’ff 50 mg bogica 594 202.099,00 | 120.046.806,00 | 10% | 12.004.680,60 | 132.051.486.60
za infuziju
13 ruksoftinib | 3039249 |  JAKAVI O N°"§f§n'ﬁ‘é’ma tableta 5mg tableta 7.112 3.374,29 23.997.850,48 | 10% | 2.399.795.05 | 26.397.74553
14 ruksolitinib | 1039250 |  JAKAVI 0 N°Vg;te‘isni{‘§”“a tableta 15 mg tableta 7.112 6.732,11 47.878766,32 | 10% | 4.787.876,63 | 52.666.642.95
15 ruksolitinib | 1039251 |  JAKAVI ¢ N°"gfe'isnit‘g””a tableta 20 mg tableta 9.072 6.732,11 61.073.701,92 | 10% | 6.107.370,19 | 67.181.072,11
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YKYNHA BPEJJHOCT NOHYAE BE3 NAB-A

322.553.372.46

U3HOC NOB-A

32.255.337,25

YKYNHA BPEAHOCT NOHYAE CA NAB-OM

354.808.709,71

Pok ucnopyke nsHocn 24 cata of, faHa fipujeMa NCMEHOT 3axXTera Kynua.
Pok Baxersa noHyze je 90 fgaHa of AaHa oTBapaka noHyae.

MoHyRau je kao cacTaeHW Ae0 CBOje NOHYAe [0CTaBNo nonykeH Obpasal 6p. 7 - TpowKOBY NpUnpeMe NoHyAe, Y KOjeM HUjE UCKa3ao YKyMHE TPoLLKOBe npunpemMara

nonyze.

Monyhau je nocTaBuo pellerse AreHuvje 3a npuspegHe perucrpe o ynucy y Pernctap noHyRava BINH 1451/2013 oa 25.11.2013. rogute. MpoBepoM Ha WHTEpHET

CTpaHuLn AreHuwje 3a npuepesgHe pernctpe, yTepheHo je Aa je perucTpaumvja akTmeHa.

Komucuja koHcTaTyje Aa je noHyna nonyhaua ,,Phoenix Pharma* d.0.0., npuxeat/enBa y cmucny unada 3. ctae 1 Ttauka 33) 3akoHa o jaeHuM HabaBkama

(,Cnyx6enmn rnacHuk PC* 6poj 124/12, 14/15 n 68/15), 3a naptuje 1,2, 4, 6,7, 10,13, 14 1 15.
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V.

OpbujeHe nonyae

Y NoCTYnKy NpegMeTHe jasHe Habagke Huje Buno ogbujeHnx NoHyAaa.

VI. Kputepujym 3a poaesny yrosopa u pasinpame
Kputepnjym 3a poaeny yrosopa je HajHnxka nonyfjeHa ueHa.
Paur nucrta noHyfaua no naprujama:
MapTuja Egg‘:: Ke eT JaumnHa neka ng:j" Hasue nonyhava Je“ll‘e“H‘;“"a ng:z‘ I'?!EGBITZOCT
1 Farmalogist d.o.o. 167.500,59 21.420.080,24
1 bosentan 56 po 1256mg 2 Vega d.o.o. 1567.775,43 21.457.458 48
3 Phoenix pharma d.o.o. 163.294,80 22.208.092,80
2 posakonazol 105 ml (40mg/ml) 1 Phoenix pharma d.o.o. 70.650,30 4.585.769,50
3 valganciklovir 450 mg 1 Inpharm Co d.o.0. 1.490,77 16.905.331,80
4 deferasiroks 250 mg 1 Phoenix pharma d.o.o. 1.472,78 288.664,88
5 romiplostim 250 mcg 1 Amicus SRB d.o.0. 62.288,50 42.107.026,00
6 eltrombopag 25mg 1 Phoenix pharma d.o.o. 3.657,18 4.198.408,20

7 eltrombopag 50 mg 1 Phoenix pharma d.o.0. 7.310,01 38.276.212,36
8 cabazitaksel | 4° M (ri% mg/1.5 1 4 Adoc d.0.0. 386.396,10 16.228.636,20
. 1 Farmalogist d.o.o. 368.073,40 108.213.579,60

o | brememad | gomg
2 Vega d.o.0. 369.846,32 108.734.818,08
10 pembrolizumab 50 mg 1 Phoenix pharma d.o.o. 202.099,00 120.046.806,00
1 Farmalogist d.o.o. 3.207,53 67.119.694,24

11 sorafenib 200 mg
2 Vega d.o.o. 3.257,59 58.011.162,72
12 vemurafenib 240 mg 1 Roche d.o.0. 4.122,06 228.988.677,12
13 ruksolitinib 5mg 1 Phoenix pharma d.o.o. 3.374,29 23.997.950,48
14 ruksolitinib 15 mg 1 Phoenix pharma d.0.0. 6.732,11 47.878.766,32
15 ruksolitinib 20 mg 1 Pheoenix pharma d.o.o. 6.732,11 61.073.701,92
16 enzalutamid 40 mg 1 Inpharm Co d.o.o. 3.004,00 88.485.824,00
17 abirateron 250 mg 1 Inpharm Co d.o.o. 2.913,00 81.797.040,00
18 pleriksafor 1,2 ml; 20 mg/ml 1 Adoc d.o.o. 660.209,00 29.709.405,00

KoHkypcHOM AOKyMeHTauujoM 3a npeameTHy jaBHy HabaBky, Kao gokas 3a ycnose 3a ydewhe y

nocTynky jasHe HabaBke npeaswfieHO je [OCTaBbamwe MNOMYHEHOr, NEeYaTOM OBEPEHOr U NOTNUcaHor
obpacua usjaBe nNoHyhadya pate Nog NyHOM MaTepujanHoM W KPUBWYHOM OArOBOPHOLLUAY O MCNYHEHOCTY
ycnoea (oBpacuu 6p. 9 1 10 y KOHKYPCHO] OOKYMEHTaumjK), y cknaay ca 4naHom 77. ctae 4, 3akoHa o
jaBHuM Habaskama (,Cnyx8enun rnacHuk PC" 6p. 124/12, 14/15 v 68/15).

Hapyunnat je y o6aBe3u ga npe AOHOLWEHA OffyKe O 3aKrbydetsy OKBUPHOT cnopasyma o noxyfRaua

qmja je noHyAa oUerbeHa Kao HajnOBOIbHMja 3aTpaxu aa fOCTaBU KONWjy 3axTeBaHMX A0Kasa O UCNYyreHOCTHU

15




YCNoBa, @ MOXE U 43 3aTpaxu Ha YBUZ OpWIMHanM niy oBepeHy KOMUjy CBUX Wnn NojeanHnx Aokasa, y ckragy
ca unaHom 79. ctae 2 3akoHa o jaBHuM Habaskama (,Cnyx6eHn rnackHnk PC* Bp. 124/12, 14/15 n 68/185).

VIl

Kako je Komucwja ytepauna ga noHyfjaun unje cy noHyae ouereHe Kao HajiioBorbHUje, ucnymwasajy
ycroee 3a yyewhe y nocTynky jasHe HabaBke, U TO YBUAOM Yy [0OKa3e [OCTaBIbEHE y3 NOHYAY W YBUOOM Y
jaBHO JOCTYNHe nogaTtke, of uctux noHyhaua Huje OGuno saxTeBaHO [OCTaBrbak-e Jokasa, y cknagy ca
ynaHom 79. ctag 2. 3akoHa o jaBHum Habaekama (,Cnyxbenu rnacHuk PC* 6p. 124/12, 14/15 » 68/15).

lNMpeanor komucuje

Komucuja 2a cnpoBohjetbe npegmeTHe jasHe HabaBke, nocrie CTPYHHe oOUeHe noHyaa
npegnoxuna je aa ce Ognyka o 3aKbyvery OKBMPHOT cnopasyMa 3a jagHy HabGaBky OpurMHanHux u
VHOBaTUBHUX JNiekoBa, 6poj JH 404-1-110/17-58, popnenu cnegehum noHyflauuma, no naprujama:

NapTruja Egg‘g:f ; JayuHa neka Pgs:ju Hasus noHyhaua JeﬂreHle;‘lHa yxyggz ?'Ees.c_(:om
1 bosentan 56 po 125mg 1 Farmalogist d.o.o. 157.500,59 21.420.080,24
2 posakonazol 105 ml (40mg/ml) 1 Phoenix pharma d.o.0. 70.550,30 4.585.769,50
3 valganciklovir 450 mg 1 inpharm Co d.o.o. 1.490,77 16.905.331,80
4 deferasiroks 250 mg 1 Phoenix pharma d.0.0. 1.472,78 288.664,88
5 romiplostim 250 mcg 1 Amicus SRB d.o.o. 62.288,50 42.107.026,00
6 eltrombopag 25 mg 1 Phoenix pharma d.o.o. 3.657,15 4.198.408,20
7 eltrombopag 50 mg 1 Phoenix pharma d.c.o. 7.310,01 38.275.212,36
8 cabazitaksel | 45 ™M (S“f) mgiS 1 4 Adoc d.0.0, 386.396,10 16.228.636,20
9 brentukeimab 50 mg 1 Farmalogist d.0.0. 368.073.40 108.213.579,60
10 pembrolizumab 50 mg 1 Phoenix pharma d.0.0. 202.099,00 120.046.806,00
11 sorafenib 200 mg 1 FFarmalogist d.o.o. 3.207,53 57.119.694,24
12 vemurafenib 240 mg 1 Roche d.o.0. 4.122,06 228.988.677,12
13 ruksolitinib 5mg 1 Phoenix pharma d.q.o. 3.374,29 23.997.950,48
14 ruksolitinib 15 mg 1 Phoenix pharma d.o.o. 6.732,11 47.878.766,32
15 ruksolitinib 20 mg 1 Phoenix pharma d.o.o. 6.732,11 61.073.701,92
16 enzalutamid 40 mg 1 Inpharm Co d.o.o. 3.004,00 88.485.824,00
17 abirateron 250 mg 1 Inpharm Co d.o.o. 2.913,00 81.797.040,00
18 pleriksafor 1,2 ml; 20 mg/ml 1 Adoc d.o.o. 660.209,00 29.709.405,00

YKYIMNHO:; 991.320.5673,86

Oa rope HaBesiewnx noxHyRhaua, HaGaBky he, y3 nomoh noauzBoRfava, v3BpUWINTU CcamMoO
nodyhay Roche d.o.0. ca nogussohadem Adoc d.o.o.

CxofHO HaBefeHoMm, B.4. avpekTop PenyBnuukor oHAa 3a 3APaBCTBEHO OCUrypare AOHOCH
OAnyKy Kao y ANCno3uTv1By.
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B.0. AUPEKTOPA
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- nou 1p Caxa Papojesuh Lkoapuh
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Vill.  YIYTCTBO O NPABHOM CPEACTBY

MNpoTnB OBe OANYKE MOXe Ce MOAHETW 3axTeB 3a 3aluTuTy npasa y poky o4 10 (geceT) AaHa of
JaHa objaBrouBarba WCTe Ha [lopTany jaBHUX Habasku, CXOAHO uYnaHy 149. ctae 6. 3akoHa O jaBHUM
Habaekama (,Cnyx0eHn rnacHuk PC", ©poj 124/12, 14/15 v 68/15).

60018.03/143
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