PENyBJIMHKM cpOHfl 3A
3fIPABCTBEHO OCHrYPAfeE
08/2 6poj: 404-1-96/19-"

1C 03.2020. rofiMHe

JoBaHa MapnHOBnNfia 2
Beorpafl

Ha OCHOBy H/iaHa 108. 3aKOHa 0 jaBHUM Ha6aBKavia ("Cny>K6eHM rnacHUK PC" 6p. 124/12, 14/15 n
68/15), HnaHa 23. m 28. CTaTyTa PenydnnHKor cfroHfla 3a 3flpaBCTBeHO ocurypatoe ("Cny>K6eHM rnacHuk PC"
6p. 81/11, 57/12, 89/12, 1/13, 32/13 n 23/15) n M3BeLUTaja 0 CTpyHHoj ogeHn noHyfla 6p. 404-1-96/19-23 ofl
28.02.2020. roflUHe, b.a. flupeicTopa PenyonuMKor cjDOHfla 3a 3flpaBCTBeHO ocurypa”™e aohoch

OflJIYKy O 3AKJbyHErtDy OKBMPHOr CnOPA3YMA
Y JABHOJ HABABL4M

J1EKOBA 3A JIEHEHJE MyJITWUIE CKJ1EPO3E
peflHM 6poj JH 404-1-110/19-97
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fIMCnO3HTMB OflJiyKe

floAerbyje CE okbmphm cnopa3yM 3a jaBHy HasaBky JlexoBa 3a nenetbe MynTMnne ck/iepo3e,
6p. JH 404-1-110/19-97, cneAeFiHM noHyfjanMMa 3a flone HaBeAene napTMije:

Bpoj . . .
napTMje Ha3MB napTMje Ha3MB noHyfjana Aflpeca noHyfjasa
. OMnaflIMHCKMX 6puraAa 6p. 90b,
1 Interferon beta 1a januHe 44 meg Merck d.o.o. 11070 Hobm Beorpafl
2 Interferon beta la jamiHe 30 meg
ByKa Kapaynha 6p. 41,
Vega d.o.o. 14000 Ba/beBO
3 Interferon beta 1b
. . Munopafla JoBaHOBMfia 6p. 11,
4 Glatiramer acetat jamme 40 mg Adoc d.o.o. 11147 Beorpafl
5 Glatiramer-acetat jaHUHe 40mg Phoenix Pharma Bope CiaHKOBnNha 6p. 2,

d.o.o.

11000 Beorpafl

0O6pa3Jio>KeHbe

I. rioAagM o HapyMMoqy
1. Ha3MB HapyHnoga: PenydnMMKH ddoha 3a 3ApaBCTBeHO ocurypanbe
2. AApeca Hapynnoga: JoBaHa MapuHOBuUfia 2, BeorpaA
3. MHTepHeT CTpaHMLta HapvMnoua: www.iavnenabavke.rfzo.rs
4. Bpcia HapyHnoga: OpraHH3aunja 3a 06aBe3HO counjaiiHO ocurypahte

PenyOnuHKM cboha 3a 3ApaBCTBeHO ocurypa”e,
HataBKe m 3a«rbyHyje okbmphu cnopa3yM,
3ApaBCTBeHe ycTaHOBe.

Kao HapyHnnaq, je cnpoBeo nociynaK jaBHe
aok hojeAHHanHe yroRope o jaBHoj HadaBgn 3aKibyMyjy

Il. rioAagqH o jaBHoj HataBLjH
1. Bpcia npeAMeia jaBHe Ha6aBKe: flodpa
2. flaiyM AOHOLuehba OflnyKe o noKpeTa”*y nociynKa jaBHe HaRaBKe: 30.12.2019. roAUHe
3. flpeAMeT jaBHe HadaBKe, 03HaKa M3 onuiTer pewHUKa HadaBKe n npogetoeHa BpeAHOCT Ha6aB«e:
flpeAMeT jaBHe Ha6aB«e JIeKOBH 3a nenefce MynTMnne c«nepo3e 06nnKOBaH je y 5 (neT) napTMja, n to:

o e
) ) _ 3a KonMHMHa 3a npoue- pe ne peflHOCT no
Bpoj Ha3MB <J>apMai4eyTCKM KoHueHTpa- JefIMHMLia hbeHa napTMjaMa napTMjaMa 6e3
. . . ocMrypaHa HeocMry- .
napTMje napmje o6hmk MMja Mepe . jefIMHMHHa 6e3 nflB-a - nflB-a -
ne«a nnua paHa riMua ueHa ocMrypaHa HeocMrypaHa
P0>30 Y yp
nMua P<t>30 rnma
interferon 231_0;2_?:”3;
beta la 44 mcg/0,5
1 fanuHe 44 HanyfeeHOM m? Kyrnja 4.238 325 88.157,30 373.610.637,40 28.651.122,50
) HHjeKLJHOHOM
meg )
ujnpnuy
. B 3
interferon ?ﬁ;eK:’\%yz
beta la 30 mcg/0,5
2 o 5 HanyhteHOM o Kyrnja 520 65 71.500,60  37.180.312,00  4.647.539,00
! HHjeKLAMOHOM
meg .
Lunpimy


http://www.iavnenabavke.rfzo.rs

P.B.

interferon
beta 1b

glatiramer
acetat
januHe 40
mg

glatiramer-

acetat
januHe
40mg

Ha3UB n 03HaKa M3 onuiTer peHHWKa HadaBKe: 33600000 - c”apMaueyTCKw npOM3BO0AN, 3a CBe napmje.

nparnak n
pacrrBapaM 3a
pacxBop 3a
nHiekUMy
pacrBop 3a
MHjeKLinjy y
HanyhteHOM 40mg/ml Kymja 1.963 130 52.218,50

MHeKUMOHOM
ujnpnuy
pacrBop 3a
HHeKUMy y
HanyfceHOM 40mg/ml Kymja 754 65 51.769,40
HHjeKUHOHOM
iiinpnuy

250 mcg/ml Kyrnja 4.200 360 82.798,30

YKynHO 6e3 flAB-a - ocwrypaHa nnida P030:

YKynHO 6e3 IIfIB-a - HeocurypaHa nnua:

YKynHO 6e3 fIfIB-a (ocurypaHa n HeocurypaHa nMua):

4. PeflHn 6poj jaBHe Ha6aBKe: 404-1-110/19-97

5. BpcTa nocTynKa jaBHe Ha6aBKe: OTBopeHM nociynaK

lll. Ochobhm noflauM o noHylJaHMMa

BnaroBpeMeHO, Tj. flo flaHa 28.02.2020. roflUHe, no 10,00 nacoBa, HapyMnouy cy npucTume noHyae
cnefleFinx noHyana:

Ha3MB noHyTjana Aflpeca flaiyM npujeivia

Vega d.o.o. Valjevo

Phoenix Pharma d.o.o.

Merck d.o.o.

Yn. OMnaflUHCKHx Spurafla 6p.90B,
Hobm BeorpaA

Yn. ByKa KapagnTia 6p.41, BarbeBO

Adoc d.o.o. Yn. Mmiopafla JoBaHOBMfia 6p.11, Beorpafl

Yn. Bope CiaHKOBMfia 6p.2, BeorpaA

YKynaH 6poj noAHemx noHyfla: 4 (neTnpn).

Bpoj noHy,qa no napTujaMa:

n:p?;jje Ha3MB napmje
1 Interferon beta lajanuHe 44 meg
2 Interferon beta lajanuHe 30 meg
3 Interferon beta 1b
4 Glatiramer acetat jaMUHe 40 mg
5 Glatiramer-acetat januHe 40mg

347.752.860,00

102.504.915,50

39.034.127,60

29.807.388,00

6.788.405,00

3.365.011,00

900.082.852,50

73.259.465,50

973.342.318,00

27.02.2020.

28.02.2020.
28.02.2020.

28.02.2020.

Bpoj noHyfla no
napmjn

1

2
2
2
2

CaT

7.45

8.20

9.12
9.15
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IV. CTpyHHa ogeHa noHy”a

1. MERCK d.o.o.

Pefl[HM 6poj noHyfle: 1.
Bpoj nofl KojuM je noHyfla 3aBefleHa: 404-1-96/19-18
lloHyfla 6poj 99/20 0,q 21.02.2020. roflime.

ilOHy?iaH je noflHeo noHyay: caMOCTanHO.
floHyfjaM je noflHeo noHyay 3a napTujy: 1
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37.361.063,74 410 971.701.14 28.651.122,50

YKyriHA BPEfIHOCT nOHYfIE 5E3 nflB-a

H3HOC nflB-a
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402.261.759,90

40.226.175,99

442.487.935,89



PoK McnopyKe m3hocm 72 caTa oa .gaHa npujeMa nucMeHor 3axTeBa Kynga.

P ok Ba>Kehba noHy”e je 90 flaHa o,q flaHa OTBapahba noHyfla.

noHyijaH je Kao cacTaBHM ,geo cBoje noHyfle flocTaBno o6pa3au 6p. 7 - Tpolikobm npunpeMe noHyfle, y KojeM Huje ncKa3ao TpoujKOBe npunpeMahta noHyfle.

noHy?)aH je AOCTaBno peiuehbe AreHquje 3a npuBpeflHe perncTpe o ynncy y Perndap noHyfjaHa 511H 6p. 1042/2013 op, 05.11.2013. roflHHe. ripoBepoM Ha HHTepHeT
CTpaHMUM AreHunje 3a npuBpeflHe perncTpe, yTBpileHO je pa je perncTpai_iuja akTMBHa.

KoMUCMja je npoBepoM Ha uHTepHeT cTpaHWLiu AreHquje 3a npuBpeflne perncTpe www.apr.qov.rs VTBPflHna pa Hafl noHyfjaneM MERCK d.0.0., Huje noKpeHyT
nocTynaK CTenaja njim nMKBHAauwje.

KoMMCuja je npoBepoM Ha uHTepHeT cipaHngn Hapofl[He daHKe Cpdnje www.nbs.rs yTBpflnna pa panyH noHyf}aMa MERCK d.o.0. HMje 6no y 6no«afln y nocneflhta 3
(Tpn) Meceqa ofl pana o6jaBfbMBahta no3MBa 3a noflHowetoe noHy”*a Ha riopTany jaBHnx HadaBKM.

KoMMCuja je KOHCTaTOBana fla je noHy,ga noHyfiana Merck d.o.o., npiiXBaTibUBa y cMncny MJiaHa 3. ct3b 1 TaMKa 33) 3a«oHa o jaBHMM HadéaBKaMa
(.CjiywéeHM macHMK PC*“ 6 poj 124/12, 14/15 m68/15) 3a napTMjy 1.

2.VEGA d.o.o.

Pefl[Hn 6poj noHyfle: 2.

Bpoj noa KojuM je noHyfla 3aBefleHa: 404-1-96/19-19
noHyfla 6poj 133/11-2020 op 27.02.2020. roflHHe.

noHyfjan je noflHeo noHyfly: caMOCTanHO.

floHyTiaH je nofl[Heo noHy,qy 3a cneflefie napTujye: 2, 3, 4 w5
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) . Biogen pacTBop 3a
interferon Idee HHjeKdqiijy y 30
beta 1a 0328647 AVONEX Denmark HanyhteHOM meg/ KyTwja 520 65 12 156 71.064,44 36.953.508,80 3.695.350,88 40.648.859,68 4.619.188,60 461.918,86 5.081.107,46
januHe 30 Manufactu  MHjeKMMOHOM 0,5 ml
meg ring ApS Lunpnqgy
npamakK n
. pacTBapan 250
3 interferon 0015150 BETAFERON Bayer AG 3a pacTBop measmi | YTMia 4.200 360 213 2,556 82.674,10 347.231.220,00 34.723.122,00  381.954.342,00 29.762.676.00 2.976.267,60 32.738.943,60
beta 1b sa 9
MHjeKL(Mjy


http://www.apr.qov.rs
http://www.nbs.rs

glatiramer
acetat
jaHMHe 40
mg

glatiramer-

acetat
jaMMHe
40mg

0015119

0015122

COPAXONE

REMUREL

Teva
Pharmace
uticals
Europe
B.V.;
Norton
Healthcare
Limited
T/IA Ivax
Pharmace
uticals UK
Synthon
Hispania,
S.L;
Synthon
B.V.

pacTBop 3a
MHjeKMujy y
HanytteHOM
HHjeKLtMOHOM
wnptmy

pacTBop 3a
MHjeKLMy y
HanyKbeHOM
MHjeKLIMOHOM
ujnpnuy

40mg/
n”:lg Kyrnja 1.963 130 246 3,198
40mg/ )

MO kymja 754 65 63 819

ml

Pok ncnopy«e 24 cara Ofl flaHa npnjeMa nncMeHor 3axTeBa Kynua.
Pok Ba>Kehfea noHyae je 100 flaHa ofl flaHa oiBapa”~a noHy,qga.
noHyf)aM je Kao cacTaBHM fleo CBoje noHyfle flocTaBno o6pa3aq 6p. 7 - Tpolukobm npnnpeiVie noHy,ge, y KojeM Huje MCKa3ao TponiKOBe npnnpeMatt>a noHy,qe.

iloOHyf)aH je flOCTaBMO peujenfee AreHMMje 3a npuBpeflHe perncTpe o ynucy y PerncTap noHyT]aHa BI1H 6p. 698/2013 ofl 18.10.2013. roflMHe. llpoBepoM Ha MHTepHeT
CTpaHUMM AreHunje 3a npuBpeflHe perMCTpe, yTBp?)eHO je na je perucTpaunja aKTi/iBHa.

KoMUCnja je npoBepoM Ha MHTepHeT CTpaHUMM AreHMMje 3a npuBpeflHe perncTpe www.apr.qov.rs vTBPflIMJia fla Ha,g noHyf)aneM Vega d.o.o. Huje noKpeHyT nociynaK
CTenaja nnn jiukKBMflaMnje.

52.218,50

51.769,40

102.504.915,50

39.034.127,60

10.250.491,55 112.755.407,05 6.788.405,00

3.903.412,76 42.937.540,36 3.365.011,00

YKynHA BPEfIHOCT nOHYfIE BE3 nflB-a

M3HOC nflB-a

YKynHA BPEfIHOCT nOHYfIE CA nflB-OM

678.840,50 7.467.245,50

336.501,10 3.701.512,10

570.259.052,50

57.025.905,25

627.284.957,75

KoMucnja je npoBepoM Ha MHTepHeT CTpaHimu HapoflHe 6aHKe CpSuje www.nbs.rs yTBpflnna Aa panyH noHyf}ana Vega d.0.0. Huje 6mo y 6/ioKafln y nocnefl™a 3
(Tpn) Mecega ofl flaHa oejaBrbUBatoa no3HBa 3a noflHOLuehbe noHyAa Ha f"lopTany jaBHux Ha6aBKw.

KoMMCuja je KOHCTaTOBana Aa je noHyAa noHyfjaHa Vega d.o.o., npMXBaTfbMBa y cMncny nnaHa 3. ct3b 1 TanKa 33) 3aKOHa o jaBHMM Ha6aBKaMa
(,,Cny}K6eHii macHiik PC“ 6poj 124/12,14/15 m68/15) 3a napTHje 2, 3, 4 u 5.


http://www.apr.qov.rs
http://www.nbs.rs

3. ADOC d.o.o.

PeflHM 6poj noHy,qge: 3

Bpoj nofl KojnM je noHyfla 3aBefleHa: 404-1-96/19-20
noHyfla 6poj 3219 oa 27.02.2020. roflMHe.
noHyTjan je noflHeo noHyAy: caMocranHO.
rioHyiiaM je noflHeo noHyfly 3a napTnjy: 4
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HEALTHCAR paCTBOp
E LIMITED
T/A IVAX sa
PHARMACEU  MHjeKMMiy
TICALS UK, y
= 40mg/ .
V. Britanija Hany”~eH Ig Kymja 1.963 130 246
TEVA oM m
PH?FC“iﬁgEU MHjeKMMO
EUROPE HOM
B.V., Lunpnuy
Holandija

72 caia oa Aana npwjeMa nucMeHor 3axTeBa Kynga.

P ok Bawehba noHy,qe je 90 flaHa oa flaHa OTBapahba noHy a.
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10.244.897,00 112.693.867,00 6.784.700,00

yKynHA bpeahoct noHYfIE be3 nflB-a

M3HOC HflB-a

YKynHA BPEfIHOCT nOHYfIE CA nflB-OM
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678.470,00 7.463.170,00

109.233.670,00

10.923.367,00

120.157.037,00

noHyilaH je Kao cacTaBHM fleo ceoje noHy,qe .qocTaBno o6 pa3au 6p. 7 - Tpolukobh npunpeMe noHyfle, y KojeM je ncKa3ao TpoLUKOBe npunpeMa”a noHy”e y n3HOcy oa

200,00 fIMHapa ca |1fIB-OM.

noHyfjan je flociaBno peine”e AreHgnje 3a npuBpeflHe perucTpe o ynncy y PerucTap noHyijaHa BI1H 195/2013 oa 20.09.2013. roflUHe. npoBepoM Ha HHTepHeT

CTpaHMun AreHMnje 3a npuBpeflHe perucTpe, yTBpfjeHO je p,aje pemcTpaquja acTWBHa.

KoMMcnja je npoBepoM Ha MHTepHeT CTpaHngn AreHgnje 3a npuBpeflHe perucTpe www.apr.qov.rs VTBPflHJia fla HaR noHyfjaneM Adoc d.0.0. Hwje noKpeHyT nocTyna«

CTenaja hjim nnKBUflaunje.


http://www.apr.qov.rs

KoMMCiija je npofRepoM Ha HHTepHeT CTpaHngn HapoAHe 6aHke Cp6nje www.nbs.rs yTBpflnna Aa panyH noHy”ana Adoc d.0.0. Hnje 6uo y 6noKaAH y nocneflhba 3
(Tpn) Meceqa oa AaHa odjaBrbMBahta no3HBa 3a noAHOwetoe noHyfla Ha riopiariy jaBHnx HabaBKi/i.

KoMMCMja je KOHCTaTOBana Aa je noHyAa noHyljaMa Adoc d.o.o., npuxBaTrbUBa y CMMCJiy nnaHa 3. ct3b 1 TaHKa 33) 3aKOHa o jaBHMM Ha®aBKaivia
(,,C/iy>K6eHii macHMK PC* 6poj 124/12, 14/15 n 68/15) 3a napTHjy 4.

4. PHOENIX PHARMA d.o.o.
PeAHM 6poj noHyAe: 4

Bpoj noA KojuM je noHyAa 3aBeAeHa: 404-1-96/19-21
ilOHyAa 6poj 20/20 oa 27.02.2020. roAUHe.
rioHyTjan je noAHeo noHyAy: caMocranHO.

floHy?)aH je noAHeo noHyAy 3a cneAefie napTMje: 2, 3 m5
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mcg/0,5 KyTMja 520 65 12 156 71.143,00 36.994.360,00 3.699.436,00 40.693.796,00
mi
250 )
meg/ml KyTMja 4.200 360 213 2,556 82.797,00 347.747.400,00 34.774.740,00 382.522.140,00
40mg/ml KyTMja 754 65 63 819 51.251,70 38.643.781,80 3.864.378,18 42.508.159,98

YKYnHA BPEfIHOCT nOHYyfIE BE3 nflB-a

M3HOC nflB-a

yKynHA bpeahoct noHYfIE ca nflB-oM
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3.331.360,50
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462.429,50

2.980.692,00
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461.148.117,30

46.114.811,73

507.262.929,03
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o oo m

<
o
v

o XA
8=0

5.086.724,50

32.787.612,00

3.664.496.55,


http://www.nbs.rs

Pok wcnopyKe h3hocm 24 caTa oa AaHa npujeMa nucMeHor 3axTeBa Kynga.
P ok Ba>KeHba noHyAe je 90 AaHa oa AaHa OTBapahba ncmyAa.

noHy]]aH je Kao caciaBHn Aeo CBoje noHyAe AOCTaBno o6pa3au 6p. 7 - Tpolukobm npunpeivie noHyAe, y KojeM Hnje ncKa3ao TpoiuKOBe npunpeMafea noHyAe.

noHyfjaH je AOCTaBuo pewe”e AreHquje 3a npuBpeAHe perncTpe o ynncy y Pemciap noHyTjaMa &['IH 1451/2013 oa 25.11.2013. roAHHe. flpoBepoM Ha HHTepHeT
CTpaHnun AreHunje 3a npulRpeAHe perucTpe, yTBpfjeHO je Aa je perncTpaquja aKTMBHa.

KoMiicuja je npoRepoM Ha HHTepHeT CTpaHMgn AreHquje 3a npuBpeAHe perncTpe www.apr.qov.rs VIBP™na Aa HaA noHyFjaneM Phoenix Pharma d.0.0. Hnje noKpeHyT
nocTynak CTenaja unu nuKBHAaunje.

KoMucuja je npoBepoM Ha MHTepHeT CTpaHngn HapoAHe SaHKe Cp6nje www.nbs.rs yTBpAnna Aa panyH noHyTjana Phoenix Pharma d.o.o. Hiije 6mo y 6noKaAW y
nocneAHfaa 3 (Tpn) Meceqa oa AaHa o0jaBfbUBa”~a no3MBa 3a noAHomehbe noHyAa Ha llopTany jaBHnx Ha6aBKM.

KoMucuja je KOHCTaTOBana Aa je noHyaa noHyfjasa Phoenix Pharma d.o.o., npuxBairbMBa y cMnc/iy HjiaHa 3. ctbb 1 TaHKa 33) 3aKOHa o jbbh nrm HaéaBKaMa
(,,Cny)K6eHM rnacHMK PC*“ 6poj 124/12,14/15 m68/15) 3a napmje 2, 3 m5.
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V. Oflé6MjeHe noHyfle

y nodynKy npeflivieTHe jaBHe Ha6aBKe Huje 6hjio noHyfla Koje cy OMe”eHe Kao HenpnxBaTrbMBe n
ycne,q Tora OA6MjeHe.

VI. KpnTepnjyM 3a AOfle/iy yroBopa u paHrMpahbe

KpMTepnjyM 3a AO,geny yroBopa je HajH\W>Ka noHyljeHa MeHa.

llofl HajHn>kOM nOHy?)eHOM LteHOM, noApa3yMeBa ce HaHM>Ka noHy?)eHa roflULUhba geHa Tepanuje 3a
ocnrypaHa nnua P030, Koja ce n3panyHaBa npuMeHOM cnefleTie cf>opMyne:

fipgD30 X Lrofi
n R + rinCH
rfle je:
popd—Bpoj naunjeHaia Koju ce nene o TpoujKy P<t>30;
lnoH - Bpoj naunjeHaia Koju ce nenu o TpoujKy noHy?)aHa;
L(@A- MeHa Tepanuje 3a jeAHor namijeHTa 3a nepnofl oa 52 HeAe/be.
PaHrnMCTa noHyflaHa no napTujaMa npMMeHOM rope HaBefleHor KpnTepnjy Ma:
fIAPTMJA 1 - Interferon beta la januHe 44 mcg:

PeAHM . . ToAHLUtoa geHa
6poj Ha3MB noHyfjana N pef330 rinoH Mro« Tepanuje
1 Merck d.o.o. 326 254 1.146.044,90 644.156,27

fIAPTMJA 2 - Interferon beta la januHe 30 mcg:

PeAHnN . i ) ToAHLUhba geHa
6p0j Ha3MB noHyTjana rip03o rinoH Uroa Tepanuje

1 Vega d.o.o. 40 12 923.837,72 710.644,40

2 Phoenix Pharma d.o.o. 40 12 924.859,00 711.430,00

fIAPTMJA 3 - Interferon beta 1b:

PeAHnN . . . ToAHLiifea geHa
6p0j Ha3HB noHyfjana npd3o lino« MoA Tepanuje

1 Vega d.o.o. 350 213 992.089,20 616.751,72

2 Phoenix Pharma 350 213 993.564,00 617.668,56

fIAPTMJA 4 - Glatiramer acetat janMHe 40 mg:

PeAHM . . . ToAHLUtoa geHa
6p0j Ha3MB noHyfjana ripch30 rinoH MroA Tepanuije

1 Adoc d.o.o. 151 246 678.470,00 258.057,86

2 Vega d.o.o. 151 246 678.840,50 258.198,78

fIAPTMJA 5 - Glatiramer-acetat jaHMHe 40mg:

PeAHM . . . roAMLUi-ba geHa
6p0j Ha3MB noHyTjana ripgj)3o rinoH MroA Tepanuje

1 Phoenix Pharma d.o.o. 58 63 666.272,10 319.370,10

2 Vega d.o.o. 58 63 673.002,20 322.596,10

KoHKypcHOM flOKyMeHTaqMjoM 3a npeflMeTHy jaBHy HadaBKy, Kao flOKa3 3a ycnoBe 3a yMenilie y
nocTyriKy jaBHe HataBKe npeABufjeHO je AOCTaBibahte nonyhteHor mnomucaHor o6pacga M3jaBe noHyfjaHa
Aaie nofl nyHOM MaiepnjanHOM n kpmbmhhom OAroBopHOLufiy o Mcny”~eHOcni ycnoBa (o6pacgn 6p. 9 n 10y
KOHKypcHOj AOKyMeHTaqujM), y CKnaAy ca nnaHOM 77. ct3b 4. 3aKOHa o jaBHMM HataBKaMa (,Cny>K6eHM
macHUK PC“6p. 124/12, 14/15 u 68/15).

HapynunaM je y o6aBe3u Aa npe AOHOLuehta OANyKe o saKThyne”y OKBupHor cnopa3yMa oa noHyfjana
Hnja je noHyAa ogenbeHa Kao HajnoBo.rbHMja 33Tpa>KM Aa aoct3bm Konnjy 3axieBaHnx AOKa3a o McnyfeeHOCTu
ycnoBa, a Mo>ke n Aa 3aTpa>KH Ha yBMA opuruHan nnn OBepeHy Konnjy cbmx nnn nojeAMHUx AOKa3a, y CKiiaAy
ca MJiaHOM 79. CTaB 2 3aKOHa 0 jaBHUM Ha6aBKaMa (,Cny>K6eHH rnacHMK PC*“ 6p. 124/12, 14/15 n 68/15).



KaKO je KoMucuja yTBp,qgnria p,a noHyTjann MMje cy noHyfle ouehteHe Kao HajnoBorbHMje, Hcny/aBajy
ycnoBe 3a yMeiufie y nocTynKy jaBHe Ha6aBKe, m to yBHflOM Y AOKa3e AOCTaBfbeHe y3 NOHYAYy n yBHfIOM Yy
jaBHO flocTynHe no™aTKe, Ofl hctmx HMje 6nno 3axTeBaHO AocTaBrbahte AOKa3a, y CKnaAy ca nnaHOM 79.
CT3B 2. 3aKOHa o jaBHMM HabaBKaMa (,Cny>K6eHM rnacHMK PC* 6p. 124/12, 14/15 n 68/15).

VII. llpeAJior KOMMcuje

KoMucuja 3a cnpoBoT)ett»e npeflMeTHe jaBHe HaoaBKe, nocne CTpywHe OLjeHe noHyfla
npeAlJio>KHjia je p,a ce flOHece oAnyKa o saKjbynetby okbmphot cnopa3yMa 3a jaBHy HacaBKy ileKOBa
3a jienenae wy/iTunne CK/iepo3e, 6p. JH 404-1-110/19-97 h okbmphm cnopa3yM floflenw Aone

HaBeAeHMM noHyfjaHMMa, no napTMjavia:

. . rioHyf)eHa yKynHa . .
. rioHyfjeHa _ rioHyfjeHa yKynHa .
Bpoj Ha3HB napTMje  Ha3MB noHyfiaMa  jefiMHMMHa Bng':?CTaie:nr\‘/t:g & BpefHOCT 6e3 FlfiB-a rOfTUcha ueta
napTnje LjeHa yp (HeocurypaHa nnga) epannje
P030)
1 Interferon beta 1a o 0y 0.0, 88.157,30 373.610.637,40 28.651.122,50 644.156,27
jaMMHe 44 meg
Interferon beta la
2 M 30 meg Vega d.0.0. 71.064,44 36.953.508,80 4.619.188,60 710.644,40
3 Interferon beta b Vega d.0.0. 82.674,10 347.231.220,00 29.762.676,00 616.751,72
4 Clatiramer acetat 5 ¢ 5.0, 52.190,00 102.448.970,00 6.784.700,00 258.057,86
jaMMHe 40 mg
Glatiramer-acetat Phoenix
5 VLD 40me Pharme e o 51.251,70 38.643.781,80 3.331.360,50 319.370,10
YKYNHO: 898.888.118,00 73.149.047,60 2.548.980,35

fope HaBeAeHM noHyflaHM, HadaBKy Hefie m3bplumtu y3 noMoli noAH3Bof)aHa.

Cxoaho HaBeAeHOM, b.a. Aupeicropa PenySnuHKor 4doha3 3a 3ApaBCTBeHO ocurypshte aohocm
OA™YKy K30 y Ancno3HTMBY.

PaAojeBMfi LUkoaphFi

fIMPEKTOp CEKTOPA
HABABKE

wja ATaHacnjeBM

VIIL. yriYTCTBO O nPABHOM CPEfICTBY

flpoTUB OBe OAnyKe MO>Ke ce noAHeTH 33XTeB 33 33LUTHTy npsBS y poKy oa 10 (AeceT) a3H3 oa
A3H3 00j3BJbHB3Kb3 MCTe H3 llopTany jaBHMX H303BKM, CXOAHO HJ13Hy 149. CT3B 6. 33KOH3 0 jSBHMM
H303BK3M3 (,,Cji. tjischuk PC*, 6poj 124/12, 14/15 H68/15).

59020.35/7
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