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JIK

MuHuCTapcTBO 3/1paBjba HA OCHOBY Wi. 29. 3akoHa O OMIITEM YIpaBHOM MOCTYMKY (,,CII.
rmacuuk PC*, op. 18/2016, 95/2018, 2/2023) ua 3axteB Plus Naurallab d.o.0., yn.: Jypwuja
I"arapuna 6p. 231 , nokan 329, 11000 beorpan, u3naje

YBEPEILE

[TotBphyje ce na je momarak mcxpanu Mydolex, kapsule (30 kapsula, neto 25,59) koju 3a
Plus Naurallab d.o.0., yi.: Jypuja I'arapuna 6p. 231 , mokan 329, 11000 beorpan, npousBoau Diet
Pack yu.: Jbybssarcka 6p.3/6, 11000 beorpan y npousBoanom norony Jloma Illaropma 60, 34314
Homa Illatopma, Peny6nuka Cpbuja, Ha ocHOBY wi. 18, 21 u 22 [IpaBunHMKa 0 10allIMa UCXPaHU
(mujerercku cymnementn) (,,Ci. . PC*, 6p. 45/2022, 20/23,73/2024) ynucan y 6a3y mojmaTtaka
KOjy BoAM MHHHUCTapCTBO 3/1paBJba.

OBo yBepeme ce u3[aje Ha OCHOBY CIy)kOeHe eBHJeHIMje — 0a3e mojaTaka Kojy BOJIU
MuHucTapcTBO 3/1paBiba 3a gonatke ucxpanu. Mydolex, kapsule, ynucan je Ha crpanu 2455, nox
OpojeM 24544 nana 25.03.2024.ronuHe, 1 UMa 3Havaj jaBHE UCIpaBe y CMHCITY wiaHa 29. 3aKoHa 0O
OIIITEM YITPABHOM TOCTYIIKY.

CacTaBHH JIe0 CITy)KOeHe CBHJICHIIH]e Cy CTPYYHO MHUIILUbEH-E U KaTeropusanuja 3a Mydolex,
kapsule, (6poj: 2/14848-3 on 11.03.2024.ronune, aeknapanuja 2/15842-9 on 09.12.2024.romune
®dapmarieyTcku pakylaTeT YHHBep3uTeTa y beorpany) u CcTpydyHO MUIBEHE O 3IPAaBCTBEHO]
ucnpasaoct (0poj: [ 342 ox 01.03.2024.roxune, MucTUTYT 32 jaBHO 3/1paBibe Kparyjesair), na je
obasesa Plus Naurallab d.0.0. na nexnapanuja 3a Mydolex, kapsule, 6yzae y ckinagy ca HaBeeHUM
CTPYYHHM MUIILJbECHUMA.

IIpema un. 21. [IpaBuinHMKa O AOAAlMMa UCXpPaHU (MJETETCKU CYIUIEMEHTH) Opoj U JaTym
ymuca jJojaTaka ucxpauu y 6asy nmogaraka (bpoj: 24544 /2024 on 25.03.2024.roauHe) cactaBHA
je neo nexmapanuje 3a Mydolex, kapsule, (30 kapsula, neto 25,59). Ynuc Baxku 5 romguna — J10
25.03.2029.romune.

Plus Naurallab d.0.0. xao cy0jekatr y mocnoBamy xpaHoM, mpema wi. 31. 3akoHa o
6e30exanoctu xpane (,,Ci. rmacauk PC*, 6p.41/2009, 17/2019) nyxan je na 06e36eau 1a Mydolex,
kapsule, ucrymaBa ycinoBe mponucaHe OBHM 3aKOHOM M JPYTHMM MOCEOHHM IPOIUCHMA, Kao U Jia
JIOKa)Ke UCIYHEHOCT THX YCIIOBa.



Takohe, Plus Naurallab d.o.0. je y o6aBe3u ma mociyje y ckimany ca wi. 8. u 30. 3akoHa o
0e30eanoctu xpane (,,Ci. rmacauk PC*, 6p. 41/2009, 17/2019), 4. 8-12. 3akoHa 0 CaHUTApPHOM
Hagzopy (,,Cn. rmacauk PC*, 6p.125/2004), 4. 45. 3akoHa 0 3alITUTH CTAHOBHMINITBA O] 3apa3HUX
oonect (,,Ci. rmacauk PC*, 6p.15/16, 68/2020, 136/2020), kao u wi. 6. [IpaBuiHuKa O q01al[Ma
ucxpanu (aujerercku cymemenTn) (,,Cit. ri. PC*, 6p. 45/2022, 20/23,73/2024).

Jlexnaparija caapku oJ00peHe 37paBCTBEHE M3jaBe HaBeleHe moja OpojeBuma: 15, 18, 78,
84 y Jluctu omoOpeHux 3apaBcTBeHUX H3jaBa u3 llpmmora 2. IlpaBuimHuKa O mpexpaMOeHUM U
3IpaBCTBEHUM H3jaBaMa Koje ce HaBojie Ha aekiaparnuju xpane (,,Cin. rmacauk PC*, 6p.51/2018,
103/2018, 110/2023).

Hexmnapanuja caapxi ,,on hold” EFSA 3npaBcTBeHe n3jaBe HaBenene noj OpojeBuma 4620,
4000 y peructpy nutama 3a EFSA-u, koja ce MOXXe KOPUCTHTH y Ckjiaay ca uiaHoMm 10. cras 2.
[IpaBwiHKKa O MpexpaMOCHUM U 3[PaBCTBCHHM H3jaBaMa KOj€ C€ HABOJE HA JICKJIApalMjH XpaHe
(,,Cn. rmacauk PC*, 6p.51/2018, 103/2018). 3npaBcTBeHe u3jaBe Koje ce He Hamaze Ha Jluctu
oI0OpeHMX 3/IpPaBCTBEHUX M3jaBa, a HaJIa3e ce y Ipoliecy eBanyamuje y EBporckoj yHuju (U3jaBe Ha
4yekamy, eHrJ. ,,on hold” uzjase), pazmarpajy ce y ckiiaqy ca MpoleaypoM Mmposepe yckiaahenoctu
3[IpaBCTBEHE M3jaBe Ha MPOHM3BOJY Ca YCIOBHUMA MPOIMCAHUM y OBOM IPAaBUJIHHKY. Y CIIydajy na
u3jaBa He Oyne omoOpeHa, o0aBe3a je MPUBPEAHOI CyOjeKTa Ja OAMAax YCKJIaau AeKiapanujy y
ckiany ca Bakehum npormcuma Perryommke Cpowje.

3a oBo yBepeme je HarutaheHa Ttakca mpema TapudHoM Opojy 1. m 11. 3akona o
penyoinukuM aaMuHHCTpaTuBHUM Takcama (,,Ci. rimacauk PC*, 6p. 43/2003 ... 61/17, 113/17,
3/18, 50/18, 95/18, 38/19, 98/20, 144/20, 62/21, 54/23, 92/23) y u3nocy ox 800 munapa (Byuyer
Peny6suke Cpbuje, 6poj sxupo pauyHa: 840-742221843-57, mozaen 97, no3usuu 6poj 50-016).

JlaHoM H3/1aBama OBOT YBEpEeHa MpecTaje /1a Baxku yBepewme 0poj: 001031825 2024
11900 008 001 530 026 ox 25.03.2024.roguue
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