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JAK

MuHHUCTapCTBO 37paBiba Ha OCHOBY wi. 29. 3aKOHa O OMIITEM YMPaBHOM MOCTYMKY (,,CIL.
rnacauk PC*, 6p. 18/2016, 95/2018, 2/2023) na 3axtes Just Superior d.o.0..Beograd, yu. Bpahe
Henuh 6p.15, 11000 beorpan, Penyonuka Cp6uja, usnaje

YBEPEIE

[Motephyje ce nma je momarak mcxpanu Superior aSvaganda u tabletama 500mg, (180
tableta, neto 90g), koju 3a Just Superior d.0.0..Beograd mpoussogu Elephamt Pharma d.o.o.
Beograd, Pancevalki put 42, (proizvodni pogon, ogranak Prihovacka 157, Simanovci,),
npousBeneHo y Cpbuju, Ha ocHOBY uwi. 18, 21 u 22 [IpaBunHuKa 0 JoJanuMa UCXpaHU (I1jeTeTCKH
cymementr) (,Cn. ri. PCY, 6p. 45/2022, 20/23, 73/2024) ynucan y 6a3y mojmaraka Kojy BOJAU
MMUHHCTAPCTBO 3/paBJba.

OBo yBepeme ce u3aje Ha OCHOBY CIy)kOeHe eBHJIeHIMje — 0a3e mojaTaka Kojy BOJIU
MuHUCTApCTBO 3/IpaBJba 3a JoJaTke UcXpaHu. Superior asvaganda u tabletama 500mg, ynucan
je Ha ctpanu 2775, nmox 6pojem 27741 nana 03.10.2025.roauue, v MMa 3Hayaj jaBHE HUCIPaBe Y
cMmucity wiana 29. 3aKoHa 0 ONIITEM yIPABHOM ITOCTYIIKY.

CacraBHH J1e0 CiTy)KOCHE €BH/ICHIIHNjE Cy CTPYYHO MHIILJBEHE U KaTeropusaiuja 3a Superior
a$vaganda u tabletama 500mg (6poj: 2/17001-2 ox 01.07.2025.ronune, ®apmarieyrcku akyiaret
VYuuBep3urera y beorpaay) u cTpydyHO MHILBEHE O 3ApaBcTBeHO) ucnpaBHocTH (0poj: N 1993/A
on 20.08.2025.rogune, WMHctutyrT 3a jaBHO 3apaBibe Humn), ma je oGaBeza Just Superior
d.o.o..Beograd na gexnmaparja 3a Superior as§vaganda u tabletama 500mg, Oyne y ckiaay ca
HaBEJICHUM CTPYYHHM MHIbECHUMA.

IIpema un. 21. [IpaBuinHMKa O AOAAlIMMa UCXPaHU (IMJETETCKU CYIUIEMEHTH) Opoj U JaTym
yImuca fojaraka ucxpanu y 6asy noxaraka (bpoj: 27741/2025 on 03.10.2025.ronune) cactaBHu je
1eo nekiapaiyje 3a Superior asvaganda u tabletama 500mg, (180 tableta, neto 90g))Vnuc Baxu
5 rogmnHa — 1o 03.10.2030.roause.

Just Superior d.o.0..Beograd kao cy0jekat y mocioBamy XpaHoM, mpeMa wi. 31. 3akoHa o
6e30eanoctu xpasne (,,Cin. rimacauk PC*, 6p.41/2009, 17/2019) nyxan je na 06e30emu na Superior
aSvaganda u tabletama 500mg, wchnymaBa ycIIOBE NPOIMUCAaHE OBHM 3aKOHOM W JIPYTHUM
MOCEOHUM TIPOTMCUMA, Ka0 | Jia TOKaKE HCIYHEHOCT THX YCJIOBA.



Takohe, Just Superior d.0.0..Beograd je y oGaBe3u nma mociyje y ckiagy ca 4i. 8. u
30. 3akona o 0e36enHoctu xpane (,,Ci. racauk PC*, 6p. 41/2009, 17/2019), un. 8-12. 3akoHa o
canutapHoM Haa3opy (,,Ci. rmacauk PC*, 6p.125/2004), 4. 45. 3akoHa O 3alITUTH CTAHOBHUIIITBA
on 3apa3uux 6onectu (,,Ci. rmacauk PC*, 0p.15/16, 68/2020, 136/2020), kao u ui. 6. [IpaBuinuka
0 JoxanuMa ucxpanu (aujereTcku cymiementn) (,,Ci. ri. PC, 6p. 45/2022, 20/23, 73/2024).

Hexnaparnuja caapxu ,,on hold” EFSA 3apaBcTBeHe n3jaBe HaBeneHe 1moj OpojeBumal2l83,
3657, 4197, 4194, 4507 y peructpy nurama 3a EFSA-u, koja ce MOXe KOPUCTHTH y CKJIaly ca
yinaHoM 10. craB 2. [IpaBuiHKMKa 0 TipexpaMOEHUM M 3JpPaBCTBCHUM H3jaBaMa KOje ce HaBoJe Ha
nexnapanuju xpane (,,Cn. rmacauk PC*, 6p.51/2018, 103/2018). 3npaBcTBeHEe H3jaBe KOje CE€ HE
Hasiaze Ha JIucTu oJ00peHnX 3IpaBCTBEHUX U3jaBa, a Hajla3e ce y Mpollecy eBaiyanuje y EBporckoj
yHUjU (M3jaBe HA 4YeKamy, €HIJ. ,,on hold” wu3jaBe), pasmarpajy ce y CKIaay ca MpOLEIypOM
npoBepe yckial)eHOCTH 3/IpaBCTBEHE H3jaBe Ha MPOU3BOJY Ca YCIOBHMA IPOMUCAHHM y OBOM
MpaBWIHUKY. Y Ciydajy Ja u3jaBa He Oyne omoOpeHa, obaBe3a je MpUBPEIHOr CyOjeKTa Jaa oJMax
YCKJIIM AeKJIapalujy y ckiaay ca Baxxehum nponucuma Pemyonuke Cpouje.

3a oBo yBepeme je Harutahena Ttakca mpema Tapuduom Opojy 1. m 11. 3akona o
penyOauuKuM aaMUHHUCTpaTHBHUM Takcama (,,Ci. rmacamk PC®, Op. 43/2003 ... 61/17, 113/17,
3/18, 50/18, 95/18, 38/19, 98/20, 144/20, 62/21, 54/23, 92/23, 59/24, 63/24, 94/24, 55/25) y uzHocy
on 840 munapa (byyer Pemybmuke CpOuje, Opoj xupo pauyna: 840-742221843-57, monen 97,
no3uBHU 0poj 42- 01611900).

CAHUTAPHU UHCIIEKTOP
Hparana Kpcruh
EnexrpoHcku notnucano
Jlparana Kpcruh 57126490375450(

08.10.2025 12:07:07

eYnpasa

JlocTaBUTH:

1. Just Superior d.o.o. Beograd, ya. bpahe Henuh 6p.15, 11000 beorpapn,
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