PEnyBJIMHKM OOHfl

3A 3fIPABCTBEHO OCHryPAHbE
08/2 Bpoj: 404-1-20/20-3

071 .06.2020. roflUHe

JoBaHa MapuHOBUufia 6p,2
Beorpafl

Ha ocHOBy H/iaHa 108. 3aKOHa o jaBHUM Ha6aBKaivia ("CnywReHn rnacHuk PC" 6p. 124/12, 14/15 m68/15),
MfiaHa 23. n 28. CiaTyTa PenyonuHKor (¢OHfla 3a 3flpaBCTBeHO ocurypa”e ("CnywdeHw rnacHMK PC" 6p. 81/11,
57/12, 89/12, 1/13, 32/13 m 23/15) n M3BeiUTaja 0 CTpyHHoj ogeHU noHyAa 6p. 404-1-20/20-8 op, 03.06.2020.
rofMHe, B.f1. flupeicropa PenyénuMKor ¢jDOHfla 3a 3ApaBCTBeHO ocurypa”e aohocm

OflJIYKY O 3AKJbyHEfcy OKBHPHOr CnOPA3YMA
Y JABHOJ HABABI4M

OPMrMHAJIHM M MHOBATMBHM JIEK - dimetilfumarat
Bp. JH 404-4-110/20-23
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fIHCnO3HTMB OFflJiyKe

floAeJbyje ce okbmphm cnopa3yM 3a jaBHy Ha6aBKy OpMrMHanHM n nHOBaTMBHM neK - dimetilfumarat,
6p. JH 404-4-110/20-23, noHy”any Phoenix Pharma d.o.o., yn. Bope CTaHKOBnNfia 6p. 2, Beorpafl.

O6pa3no>KeHbe

I. rioflaun o HapynnolLiy
1. Ha3MB HapyHMoqa: Peny6nnMKn dDOHi 3a 3flpaBCTBeHO ocurypaFte
2. Aflpeca HapyHnoua: yn. JoBaHa MapiiHOBnfia 2, Beorpafl
3. MHTepHeT CTpaHmja HapynMOLja: www.iavnenabavke.rfzo.rs
4. BpcTa HapymiOMa: OpraHM3ai4nja 3a 06aBe3HO0 coqujanHO ocurypa”e

Peny6nnHKM cjpoHfl 3a 3flpaBCTBeHO ocurypahbe, Kao HapyHnnau, je cnpoBeo nociynaK jaBHe HataBKe m
3a«rbyMyje okbmphu cnopa3yM, aok nojef[HHaMHe yroRope o jaBHoj HadaBqn 3a«rbyMyjy 3flpaBCTBeHe ycTaHOBe, M3

flnaHa Mpe>Ke 3flpaBCTBeHnx ycTaHOBa.
II. noflaMM o jaBHoj Ha6aBUM

1. BpcTa npeflMeTa jaBHe Ha6aBKe: flo6pa
2. flaTyM flOHOiuehba OflnyKe o noKpeTaHby nocTynKa: 25.05.2020. roflUHe

3. ripeflMeT jaBHe HataBKe, 03HaKa M3 onuiTer peMHMKa Ha6aBKe m npouetfeeHa BpeAHOCT Ha6 aBKe:

flpeflMeT jaBHe HataBKe je opMrHHanHuU m nHOBaTMBHN neK - dimetilfumarat:

JannHa/
npeflMeT HalRaBKe OapMagyeyTCKH KOHgeHTpagMja JeflHHHL;a Mepe fipoLtetoeHa BpefiHocT
o6nnK neka 6e3 fIfIB-a
dimetilfumarat gastrorezistentna 240mg kapsula

kapsula, tvrda
Ha3HB mO03HaKa H3 onuiTer peHHUKa Ha6aBKe: 33600000 - cjDapMaueyrcKH npOH3BOfIM

4. PeflHM 6poj jaBHe Ha6aBKe: 404-4-110/20-23

5. BpcTa nocTynKa jaBHe Ha6aBKe: UperoBapaHKH nocTynaK ca odjaBJbMBatoeM no3HBa 3a nofl[HOLue”e
noHyfle-nn. 35. ct. 1 Tan. 1) 3aKOHa ojaBHUM Ha6aBKaMa (,CnywdeHH rnacHMK PC. 6p. 124/12, 14/15 n 68/15).

lll. Ochobhm noflagn o noHyflaMMMa

BnaroBpeMeHO, Tj. flo flaHa 03.06.2020. roflUHe, flo 10:30 nacoBa, HapyHnoqy je npucTurna noHyfla
noHyTjana:

P.5. Ha3HB noHyTiaMa Aflpeca flaiyM npujewia CaT
1 Phoenix Pharma d.o.o. yn. Bope CiaHKOBnNfia 6p. 2, Beorpafl 03.06.2020. 09:50h

YKynaH 6poj noflHemx noHyfla: 1.


http://www.iavnenabavke.rfzo.rs

IV. CTpyHHa ogeHa noHyAa

4.1. Phoenix Pharma d.o.o.
Bpoj no,q KOjMM je noHyfla 3aBeAeHa: 404-1-20/20-6
Ha3MB noHyfjana: Phoenix Pharma d.o.o.
floHyfla 6poj 49P/20 oa 02.C6.2020. rofinne
noHyfjaH je noAHeo noHyfly: caMOCTanHo.

YKynHa BpeflHOCT noHyfle 6e3 nflB-a:
YKynHa BpeflHOCT noHy,qe ca ilfIB-OM:

Pok Bawehta noHy,ge je 90 flaHa oa flaHa OTBapahba noHyAe.
Pok ncnopyKe m3hocm 24 naca oa Aana npujeMa nucMeHor 3axTeBa Kynga.
noHyfjan je AOCTaBno o6pa3aq 6p. 3 TpoiUKOBe npunpeMe noHyAe y KojeM HujencKa3ao TponiKOBe npunpeMahba noHyAe.

KoMnonja je KOHCTaTOBana Aa je noHyfjan A°CTaBno AOKyMeHTa Tpa>KeHa y i1lo3VMBy 3a AonyHy noHyAe 6p. 404-1-20/20-5 0a 27.05.2020. roAUHe m to:
06pa3au noHyAe Koju y ce6n ca®PXi/i 06 pa3aq CTpyKType geiHe 6p. 1

O6pa3aqg 6p. 2 - MeHMMHO OBnawfiehbe, Kao u MeHnqy, m3boa m3 perncipaMeHnga HapoAHe 6aHKe Cp6nje n KapTOH AenoHOBamix nomnca
O6pa3aq 6p. 3 - tpolukobm npunpeMe noHyAe.

KoMMCifija je KOHCTaTOBana Aa je AOCTaBfbeHa noHyAa noHyfiana Phoenix Pharma d.o.o. SnaroBpeMeHa moAroBapajyfia, ann Aa ncia caApww noHyTjeHy geHy Koja
npena3n m3hoc npogehbeHe BpeAHOCT/i jaBHe Ha6aBKe Koja je OApe”eHa OAnyKOM o noKpeiahty nocTynKa jaBHe HadaBKe 6poj 404-1-20/20-1 oa 25.05.2020. roAWHe.

C tmm y Be3M KakOje y npeAviemoM nocT;/nKy jaBHe HadaBKe npucTurna camMO jeAHa noHyAa noHyFjana Phoenix Pharma d.o.0., nnja noHyAa caAP>Kn noHyfleHy
geHy Befhy oa npogehbeHe BpeAHOCTU, a Aa je ncra 6naroBpeMeHa m oAroBapajyfia, KoMUCwja je CMaipana Aa cy ncnyhbeHM ycnoBi/i H3 nnaHa 107. CTaB 4. 3aKOHa o
jaBHUM Ha6aBKaMa (,CnywdeHM rnacHMK PC" 6p. 124/12, 14/15 m68/15) mnpeAMeTHy noHyAy OLieHnna Kao npuxBaTJbMBy.

IIMajyfin y BHAy Aa npeACTaE hmk noHyfiana Phoenix Pharma d.o.0. HMje npucycTBOBao nociynKy OTBapahba noHyAa, nocTynaK nperoBapa”a Huje 6mo OAP>KaH
360r nera ce geHa Aaia y noHyAw CMailpa i<ao KOHaHHa LjeHa nocTnmyia y npeAMeTHOM nociynKy jaBHe HadaBKe.

KoMMCMja je KOHCTaTOBana Aa je noHyAa noHyfjaHa Phoenix Pharma d.o.o., nptixBaTjpMBa y CMMCJiy nnaHa 3. CTaB 1. TaHKa 33) 3axoHa o jaBHMM
HabdaBKaMa (,,CnywdeHM macHMK PC* 6p. 124/12, 14/15 m 68/15).



V. Ofl6iijeHe noHyae

Y nocTynKy npe”MeTHe jaBHe HataBKe Huje 6nno noHyfla «oje cy ogehbeHe Kao Henpi/iXBairbHBe n ycnefl
Tora ofldnjeHe.

VI. KpMTepnjyM 3a flofleny yroBopa mpaHTHpa”“e

KpnTepnjyM 3a flOAeny yroBopa je HajHHwa noHyT]eHa geHa.

y npeflMeTHOM nocTynKy jaBHe HadaBKe npucTurna je jefl[Ha noHy”a noHyljaMa Phoenix Pharma d.o.o.,
Koja je ogefeeHa Kao npnxBaTJt>nf3a, Te cxoaho TOMe Huje M3BpitieHO paHrMpai>e AOCTalRrbeHe noHyfle.

y CKnafly ca MnaHOM 79. CTaB 2. 3aKOHa o jaBHUM Ha6aBKaMa (,CnywéeHM rnacHMK PC* 6p. 124/12,
14/15 m 68/15) HapyMnnai_i je y o6alRe3M Aa npe AOHOLuehta oflnyKe o saxrbyMetoy okBnpHOr cnopa3yMa ofl
noHyfjaHa wnja je noHyfla OLieFteHa Kao HajnoBorbHuja 3aTpa>Kn pa AoerallH Konnjy 3axTeBaHnx flOKa3a o
ncnyhteHOCTH ycnoBa, a Mo>Ke n pa 3aipa>Kn Ha yBHfl opurMHan mih oBepeHy Konnjy cbhx nnn nojeflHHHX
AOKa3a.

KaKO je KoMucuja yTBpRuna pa noHyTjan HHja je noHyfla ouehteHa Kao HajnoRorbHHja, ncnynbaBa ycnofR3e
3a yHenifie y nocTynKy jaBHe HataBKe, n to yBMflOM y ROKa3e AOCTaRrbeHe y3 noHyfly u yBHflIOM y jaBHO
flocTynHe noflaTKe, Te op ucror HMe 6nno 3axTeBaHO flOCTalRrbahbe AOKa3a, y cicnafly ca nnaHOM 79. dalR 2.
3aKOHa o jaBHUM HadalRKaMa (,Cnyw6eHM rnacHHK PC* 6p. 124/12, 14/15 m68/15).

VIl. TpoLUKOBM npunpeMajta noHyfle

Cxofl[HO H/iaHy 88. CTaB 2. 3aKOHa o jaBHWM Ha6alRKaMa ("Cny>K6eHM rnacHnK PC" 6p. 124/12, 14/15 w
68/15), TpoLUKOBe npHnpeMe u nofl[Homehba noHy”e CHOce HCKibynuBo noHyTjann u hcth He Mory Tpawmn ofl
HapyHMoga HaKHafly TpoiuKORa.

VIll.  npeftnor KOMMcnje

KoMMCuja 3a cnpoBof}en>e npeflMeTHe jaBHe Ha6aBKe, nocne CTpyHHe OLjeHe noHyAa,
npefljio>KMjia je fla ce AOHece OAnyKa o saicrbyHefey OKBupHor cnopa3yMa 3a jaBHy HadaBKy
OpuruHajiHM m MHOBaTMBHM neK - dimetilfumarat, 6poj 404-4-110/20-23 m okbmphm cnopa3yM AOflenn
cnefleiieM noHyfjaMy:

3auiTnTieHM JamiHa/
ipefl H33MB .

ripeflMeT IKIL 33_ nNPOM3BOIjaM OapviaueyTCKM KoHug_H JeAHHMLta HaSMB

Ha6aBKe noHyljeHor o6nnK Tpamija Mepe noHyfjasa
flopa nena

(D?elr?r?ﬂlir:k) gastrorezistentna Phoenix

dimetilfumarat 1079021 TECFIDERA Manufacturing kapsula, tvrda 240mg kapsula Pharama
APS d.o.o.

Cxofl[HO HaBefleHOM, B.p flupetcropa Peny6nn4Kor 0H,ga 3a 3flpaBCTReHO ocurypahte aohoch OflnyKy
Kao y flncno3MTMRy.

iX.  ynyTCTBO o iipabhom cpEfldBy

ripoTUR ofRe OfInyKe Mo>Ke ce noflHein 3axTeB 3a 3aujTHTy npaRa y poKy oa 10 (AeceT) Aana op pana
odjaBrbURaHsa ncie Ha riopiany jaBHux Ha6aRKM, cxoaho nnaHy 149. CTaB 6. 3aKOHa o jaBHUM HabalRKaMa
(,Cn. rnacHHK PC*, 6poj 124/12, 14/15 n 68/15).
59020.52/23



