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JIK

MHUHHECTApCTBO 3ApaBiba HA OCHOBY Wi 29. 3aKOHA O ONMINTEM YIIPaBHOM MOCTYIKY (,,CIL.
rnacauk PCY, 6p. 18/2016, 95/2018) na 3axteB Fungo Medic, Jlykarcka Op: 18, 11000 Beorpan,
n3jiaje

YBEPEWBE

[Torephyje ce aa je mujeTeTCKH MPOH3BOJ — JogaTak mexpanu Fungi immuno 4, kapsule,
(60 kapsula, 39 g ), 3a Fungo Medic, lykarcka 6p: 18, 11000 Beorpax, npoussonu u naxyje Bilje
Bor¢a d.o.o., Ilpenmusauxa 6p. 98, 11211 beorpan, Ha ocuoBy wi. 22., 23. u 23a IlpasuiHuka o
3PAaBCTBEHO] MCIIPABHOCTH AHjeTeTcKHX mpom3Boja (,Ciu. rmacmuk PCY, 6p. 45/2010, 27/2011,
50/2012, 21/2015, 75/2015, 7/2017, 103/18) ymumcan y 0a3y monaraka kojy Boau MHHHCTapCTBO

3ApagJba.

OBo yBepeme ce u3laje Ha OCHOBY ciyxOeHe eBHieHIHM]e, Oase mojaTaka Kojy BOIH
MuHHCTapeTBO 3/1paBiba 3a AUjeTeTCKe IPOM3BOJIE H HMA 3HaYaj jaBHe MCIIpaBe y CMUCTY WiaHa 29.
3akona 0 OmINTEM YIPaBHOM HOCTYNKY. ujererckoM mpoussoay Fungi immuno 4, kapsule, xoju
je mpBu myT yrmwcan wa crpad 1963, mox GpojeM 19627nana 27.09.2021. rogune, n nMa 3Hauaj
JaBHe ucnpase y ecMuciry wiana 29. 3aKoHa 0 OIIITEM YIIPABHOM HOCTYIKY.

CacraBau geo ciykOeHe EBHJCHIMjEe CY CTPYYHO MHIUBLCEE W KaTeropusalpja 3a
nujereTckn nmpouzeox Fungi immuno 4, kapsule (6poj: 861-2021 onm 30.07.2021 rojwe,
Gapmaneyteku daxynrer, Hosu Can) u cTpydHO MUIIBEHE O 3APABCTBEHO] MCIPABHOCTH (6poj:
H-1404 on 20.08.2021.romune, MucTHTYT 32 jaBHO 37paBibe Kparyjepan), ma je obaseza Fungo
Medic na nexnapanmja 3a gmjeterckn mpouson Fungi immunoe 4, kapsule Gyie y cxiaany ca
HABEJEHUM CTPYUYHHUM MHIILbEHHMA.

lpema wi. 23. [TpaBunnuka o 3/paBCTBEHO)j HCIPABHOCTH JHjETETCKHX MPOM3BOAA Opoj 1
JaTyM yOHCa [HJETETCKOr Ipou3Boga y Oa3y momataka (Bpoj: 19627/2021 ox 28.09.2021.r.)
CACTABHH je Je0 AeKJapanmje 3a JHjeTeTCKH MPOH3BOJ - 1o4aTak ucxpand Fungi immuno 4,
kapsule, (60 kapsula, 39 g ). Youc Basua 5 roquna — no 28.09.2026.roausme.

Fungo Medic xao cy0jexaT y mocioBamy xpadom, upema wi 31. 3akona o Gesbegnoctu
xpane (,,Ci. rmacauk PC*, 6p.41/2009, 17/2019) gyxan je ma o6e3ben ja ujeTeTICKH IPOH3BOT
Fungi immuno 4, kapsule ucnymasa yCIOBE NpONMCcaHe OBHM 3aKOHOM M JPYTHM IoceOHHUM
OPOIMCUMA, Ka0 U J1a JOKaXKe UCIYHEHOCT THX YCIIOBA.



Taxobe, Fungo Medic je y o6asesu ma mociyje v cxuany ca wi 8. u 30. 3axoHa o
Oesbennoctu xpane (,,Cin. rmacaux PC“, 6p. 41/2009, 17/2019), wi. 8-12. 3akona o caHMTapHOM
mayzopy (,,Cin. rmacauk PC*, 6p.125/2004), wr. 45. 3akona 0 3aITHTH CTAHOBHUINTBEA O] 3aPa3HHX
bonectn (,,Cn. rimaceux PCY, 6p. 15/2016, 68/2020 n 136/2020), xao u wn. 4. ITpaBunHmKa o
3/IpaBCTBEHO] HCHPABHOCTH AWjeTeTckux npomssoxa (,Ci. rmacmux PC, 6p. 45/2010, 27/2011,
50/2012, 21/2015, 75/2015, 7/2017, 103/18).

Jlexnapanuja cagpxu ,,on hold” EFSA 3xpaBcTBeHe m3jaBe HaBenene Mo Opojesuma 3764
u 4408 y peructpy nurama 3a EFSA-u, koja ce MOKe KOPHCTHTH vV CKIany ca uwiaHoM 10. cTar 2.
[Ipapunnuka o mpexpaMOeHHUM H 3[pPaBCTBEHHM H3jaBaMa KOje Ce HABOJE Ha JeK/Iapallijd XpaHe
(,,Ci. rmacauk PCY, 6p.51/2018, 103/2018). 3npaBcTBeHe n3jaBe Koje ce He Hanase Ha JIHCTH
0n0OpeHHX 31paBCTBEHHX H3jaBa, a Halase ce y mpolecy epanyanuje y EBpolckoj yHuju (13jaBe Ha
YCKArbY, eHII. ,,on hold” u3jase), pasmarpajy ce y cxialy ca MpoLeIypoM MpoBepe yeKIaleHocTr
3JIpaBCTBEHE H3jaBE Ha MPOM3BOJY Ca YCIOBHMA MPOMHCAHHM Y OBOM MpPABWIHMKY. Y cly4ajy 1a
n3jaBa He Oyne omobpena, obaBesa je mpEBpeNHOr cybjexra ja oaMax YCKIaid AeKIapaiHjy y
cknany ca BakehnM nponucuma Perrybimke Cpbuje.

3a 0BO yBepewe je HamlaheHa Taxca mpema TapupHOM Opojy 1. m 11. 3akoma o
penyOonHYKaM aaMHHACTpAaTHBHMM Takcama (,,Cn. tmacamk PC“, 6p. 43/2003 ..., 98/2020,
144/2020, 61/2021) y m3nocy ox 660,00 murapa (byuer Penybnuxe CpGuje, 6poj xupo padyHa:
840-742221843-57, mozen 97, nosusnu 6poj 50-016).
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JlocraBuTu:
1. Fungo Medic, [yxarcka 6p: 18, 11000 Beorpan,
2. Apxurm



