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3A 3flPABCTBEHO OCHryPAHbE
08/2 Bpoj: 404-1-20/20-3 
0*1 .06.2020. roflUHe 
JoBaHa MapuHOBufia 6p,2 
B e o r p a f l

Ha ocHOBy H/iaHa 108. 3aKOHa o jaBHUM  HaôaBKaivia ("CnywßeHn rnacH U K  PC" 6p. 124/12, 14/15 m 68/15), 
MfiaHa 23. n 28. CïaTyTa PenyönuHKor (¿OHfla 3a 3flpaBCTBeH0 ocurypa^e ("CnywöeHw rnacHMK PC" 6p. 81/11, 
57/12, 89/12, 1/13, 32/13 m 23/15) n M3BeiUTaja o CTpyHHoj oqeHU noHyAa 6p. 404-1-20/20-8 op, 03.06.2020. 
roflMHe, B .fl .  flupeicropa PenyônuMKor cjDOHfla 3a 3ApaBCTBeHO ocurypa^e aohocm

OflJlYKY O 3AKJbyHEfcy OKBHPHOr CnOPA3YMA

y JABHOJ HABABI4M

OPMrMHAJlHM M MHOBATMBHM J1EK -  dimetilfumarat 
Bp. JH 404-4-110/20-23
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f lH C n 0 3 H T M B  OflJiyKe

floAeJbyje ce okbmphm cnopa3yM 3 a  j a B H y  Ha6aBKy OpMrMHanHM n nHOBaTMBHM neK - dimetilfumarat, 
6p. JH 404-4-110/20-23, noHy^any Phoenix Pharma d.o.o., yn. Bope CTaHKOBnfia 6p. 2, Beorpafl.

06pa3no>KeHbe

I. rio flaun  o HapynnoLiy

1. Ha3MB HapyHMoqa: Peny6nnMKn cfDOHfl 3a 3flpaBCTBeHO ocurypaFte

2. Aflpeca HapyHnoua: yn. JoBaHa MapiiHOBnfia 2, Beorpafl

3. MHTepHeT CTpaHmja HapynMOLja: www.iavnenabavke.rfzo.rs

4. BpcTa HapymiOMa: OpraHM3ai4nja 3a 06aBe3H0 coqujanHO ocurypa^e

Peny6nnHKM cjDOHfl 3a 3flpaBCTBeHO ocurypahbe, Kao HapyHnnau, je cnpoBeo nociynaK jaBHe HaöaBKe m 
3a«rbyMyje okbmphu cnopa3yM, aok nojeflHHaMHe yroßope o jaBHoj HaöaBqn 3a«rbyMyjy 3flpaBCTBeHe ycTaHOBe, M3 
flnaHa Mpe>Ke 3flpaBCTBeHnx ycTaHOBa.

II. noflaMM o jaBHoj HaöaBUM

1. BpcTa npeflMeTa jaBHe Ha6aBKe: flo6pa

2. flaTyM flOHOiuehba OflnyKe o noKpeTaHby nocTynKa: 25.05.2020. roflUHe

3 . ripeflMeT j a B H e  HaöaBKe, 03HaKa M 3 onuiTer peMHMKa H a 6 aBKe m npouetfeeHa B p e A H O C T  H a 6 aBKe:

flpeflMeT jaBHe HaöaBKe je opMrHHanHu m nHOBaTMBHn neK - dimetilfumarat:

npeflMeT HaßaBKe OapMaqyeyTCKH
oönnK

JannHa/
KOHqeHTpaqMja

neKa
JeflHHHL;a Mepe flpoLtetoeHa BpeflHocT 

6e3 flflB -a

dimetilfumarat gastrorezistentna 
kapsula, tvrda 240mg kapsula

Ha3HB m 03HaKa H3 onuiTer peHHUKa HaöaBKe: 33600000 - cjDapMaueyrcKH np0H3B0flM

4. PeflHM 6poj ja B H e  H a 6 a B K e : 404-4-110/20-23

5. BpcTa nocTynKa ja B H e  Ha6aBKe: üperoBapaHKH nocTynaK ca oöjaBJbMBatoeM no3HBa 3a noflHOLue^e 
noHyfle-nn. 35. ct. 1. Tan. 1) 3aKOHa o j a B H U M  Ha6aBKaMa („CnywöeHH rnacHMK PC. 6p. 124/12, 14/15 n 68/15).

III. Ochobhm noflaqn o noHyf}aMMMa

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

P.5. Ha3HB noHyTiaMa Aflpeca fla iyM  npujewia CaT

1 Phoenix Pharma d.o.o. yn. Bope CiaHKOBnfia 6p. 2, Beorpafl 03.06.2020. 09:50h

YKynaH 6poj noflHem x noHyfla: 1.
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IV. CTpyHHa oqeHa 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. roflnne 
noHyfjaH je  noAHeo noHyfly: caMOCTanHo.

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

Pok Bawehta noHy,qe je  90 flaHa oa flaHa OTBapahba noHyAe.
Pok ncnopyKe m3hocm 24 naca oa Aana npujeMa nucMeHor 3axTeBa Kynqa.
noHyfjan je AOCTaBno o6pa3aq 6p. 3 TpoiUKOBe npunpeMe noHyAe y KojeM Huje ncKa3ao TponiKOBe npunpeMahba noHyAe.

KoMnonja je KOHCTaTOBana Aa je noHyfjan A°CTaBno AOKyMeHTa Tpa>KeHa y ilo3MBy 3a AonyHy noHyAe 6p. 404-1-20/20-5 oa 27.05.2020. roAUHe m to :
06pa3au noHyAe Koju y ce6n caAP>Ki/i o6 pa3aq CTpyKType qeiHe 6p. 1
06pa3aq 6p. 2 - MeHMMHO OBnawfiehbe, Kao u MeHnqy, m3boa m3 pernc ipa  MeHnqa HapoAHe 6aHKe Cp6nje n KapTOH AenoHOBamix nom nca
06pa3aq 6p. 3 - tpolukobm npunpeMe noHyAe.

KoMMCi/ija je  KOHCTaTOBana Aa je AOCTaBfbeHa noHyAa noHyfiana Phoenix Pharma d.o.o. SnaroBpeMeHa m oAroBapajyfia, ann Aa n c ia  caApww noHyTjeHy qeHy Koja 
npena3n m3hoc npoqehbeHe BpeAHOCT/i jaBHe Ha6aBKe Koja je  OApe^eHa OAnyKOM o noKpeiahty nocTynKa jaBHe HaöaBKe 6poj 404-1-20/20-1 oa 25.05.2020. roAWHe.

C tmm y Be3M, KaKO je  y npeAviemoM nocT;/nKy jaBHe HaöaBKe npucTurna caMO jeAHa noHyAa noHyFjana Phoenix Pharma d.o.o., nnja noHyAa caAP>Kn noHyf]eHy 
qeHy Befhy oa npoqehbeHe 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 („CnywöeHM rnacHMK PC" 6p. 124/12, 14/15 m 68/15) m npeAMeTHy noHyAy OLieHnna Kao npuxBaTJbMBy.

l/lMajyfin y BHAy Aa npeACTaE hmk noHyfiana Phoenix Pharma d.o.o. HMje npucycTBOBao nociynKy OTBapahba noHyAa, nocTynaK nperoBapa^a H u je  6mo OAP>KaH 
36or nera ce qeHa A a ia  y noHyAw CMaipa i<ao KOHaHHa LjeHa nocTnmyia y npeAMeTHOM nociynKy jaBHe HaöaBKe.

KoMMCMja je KOHCTaTOBana Aa je noHyAa noHyfjaHa Phoenix Pharma d.o.o., nptixBaTjbMBa y CMMCJiy nnaHa 3. CTaB 1. TaHKa 33) 3axoHa o jaBHMM 
HaöaBKaMa („CnywöeHM macHMK PC“ 6p. 124/12, 14/15 m 68/15).
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V. O fl6 iijeH e  noHyae

Y nocTynKy npe^MeTHe jaBHe HaöaBKe Huje 6nno noHyfla «oje cy oqehbeHe Kao Henpi/iXBairbHBe n ycnefl 
Tora oflönjeHe.

VI. K p M T e p n jy M  3 a f lO f le n y  y r o ß o p a  m p a H T H p a ^ e

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

y  npeflMeTHOM nocTynKy jaBHe HaöaBKe npucTurna je  jeflHa noHy^a noHyljaMa Phoenix Pharma d.o.o., 
Koja je  oqefeeHa Kao npnxBaTJt>nßa, Te cxoaho TOMe Huje M3Bpi±ieHO paHrMpaü>e AOCTaßrbeHe noHyfle.

y  CKnafly ca MnaHOM 79. CTaB 2. 3aKOHa o jaBHUM Ha6aBKaMa („CnywöeHM rnacHMK PC“ 6p. 124/12, 
14/15 m 68/15) HapyMnnai_i je  y o6aße3M Aa npe AOHOLuehta oflnyKe o saxrbyMetoy 0 K B n p H 0 r cnopa3yMa ofl 
noHyfjaHa wnja je  noHyfla OLieFteHa Kao HajnoBorbHuja 3aTpa>Kn pa AoeraßH Konnjy 3axTeBaHnx flOKa3a o 
ncnyhteHOCTH ycnoBa, a Mo>Ke n pa 3aipa>Kn Ha yBHfl opurMHan müh oBepeHy Konnjy cbhx nnn nojeflHHHX 
AOKa3a.

KaKO je  KoMucuja yTBpßuna pa noHyTjan HHja je  noHyfla ouehteHa Kao HajnoßorbHHja, ncnynbaBa ycnoße 
3a yHenifie y nocTynKy jaBHe HaöaBKe, n to  yBMflOM y ßOKa3e AOCTaßrbeHe y3 noHyfly u yBHflOM y jaBHO 
flocTynHe noflaTKe, Te op ucro r HMje 6nno 3axTeBaHO flOCTaßrbahbe AOKa3a, y cicnafly ca nnaHOM 79. d a ß  2. 
3aKOHa o jaBHUM HaöaßKaMa („CnywöeHM rnacHHK PC“ 6p. 124/12, 14/15 m 68/15).

VII. TpoLUKOBM npunpeMajta noHyfle

CxoflHO H/iaHy 88. CTaB 2. 3aKOHa o jaßHWM Ha6aßKaMa ("Cny>K6eHM rnacHnK PC" 6p. 124/12, 14/15 w 
68/15), TpoLUKOBe npHnpeMe u noflHomehba noHy^e CHOce HCKibynuBo noHyTjann u hcth He Mory Tpawmn ofl 
HapyHMoqa HaKHafly TpoiuKOßa.

VIII. 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 HaöaBKy 
OpuruHajiHM m MHOBaTMBHM neK - dim etilfum arat, 6poj 404-4-110/20-23 m okbmphm cnopa3yM AOflenn 
cne fle iieM  noHyfjaMy:

r ip e f lM e T

Ha6aBKe JKJ1

3 a u iT n T ie H M

H33MB
n o H y l j e H o r

floöpa

npOM3BOl]aM O a p v ia u e y T C K M

o6nnK

JamiHa / 
KoHueH 
Tpamija 

nena

JeAHHMLta
M e p e

Ha3MB
n o H y f j a s a

dimetilfumarat 1079021 TECFIDERA

Biogen
(Denmark)

Manufacturing
APS

gastrorezistentna 
kapsula, tvrda 240mg kapsula

Phoenix
Pharama

d.o.o.

CxoflHO HaBefleHOM, B.p flupetcropa Peny6nn4Kor (£>0H,qa 3a 3flpaßCTßeHO ocurypahte aohoch OflnyKy 
Kao y flncno3MTMßy.

ix. ynyTCTBO o iipabhom cpEfldBy
ripoTUß oße OflnyKe Mo>Ke ce noflHein 3axTeB 3a 3aujTHTy npaßa y poKy oa 10 (AeceT) Aana op pana 

oöjaBrbUßaHsa ncie Ha riop iany jaßHux Ha6aßKM, cxoaho nnaHy 149. CTaB 6. 3aKOHa o jaBHUM HaöaßKaMa 
(„Cn. rnacHHK PC“, 6poj 124/12, 14/15 n 68/15).
59020.52/23
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