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MunucrapcrBo 3,{paBJEa Ha ocHoBy sn. 29.3axona o oilIrrreM yIrpaBHoM rlocryrlry (,,C1.

ilracHr{K PC",6p. 1812016,95120\8) Ha 3axreB SINEFARM d.o.o. Beograd, yn.: l. Honeu6ap

6p.I3, Eeorpa4-3n$Aapa 1I 160 Mnpujeno, us4aje

YBEPEBE

Ilornplyje ce Aaje go4ararc rrcxpanr Sed-San, kapsule, (30 kapsula, neto 15g), rcoju

rpor.r3BoAr.r SINEFARM d.o.o. Beograd, yn.: 1. Honerra6ap 6p.13, Beorpan-3ne3Aapa 11160

Mrapnjeno, Ha ocHoBy rrJr. 18., 21. w 22. flpanumruxa'o AoAarIlIMa rlcxpagrl (grEjercrcrr
cyurerraeuru) (,,Ct. ilI. PC", 6p. 4512022, 20123) yrl4caH y 6azy no4arara rojy BoAII

MuuucrapcrBo 3ApaBJba.

Ono ynepeme ce us4aje Ha ocHoBy cryx6ene enu4euquje, 6aze roAaraKa rojy ro4n
MuuucrapcrBo 3ApaBJEa 3a AoAarKe lrcxpzrJr]r t4ktua sua.raj janue llcflpaBe y cMI,IcJry'ilaua29.
3arcoua o orrrrreM yrpaBuoM nocryrrKy. Sed-San, kapsule xoju je rIpBlI rlyr yr,ilcar
02.09.20l3.roAlrHe, Ha crpaHr 179, rro1 6pojeu 1790, upo.4yxeu je yrlrc Ha crpaul{ lll, no,q

6pojeu 1790 oa aaua 18.09.2018.roaraHe, npoAyxen je yuuc Ha crpanu 353, uo.q 6pojeu 1790 ot
aaHa 3 0.08 .2023 .roz;lalc.e

Cacranuu 4eo clyx6eue eBrrAeHrlrje cy crpfrHo MI,rIIrJberbe Ir Kareroprtsalluja sa Sed-San,

kapsule (6poj: 211358l-6 ot 28.06.2023.ro1wwe, OapuaqeyrcKll (paxyntet Vnunepsutera y
Beorpagy) lr crpfruo Mr{rrrrberbe o 3ApaBcrBeuoj ncnpanHocrll (6poj:[1215 oa 18.07.2023.rowse,
Zncruryr sa jamro 3ApaBJbe Kparyjenaq), ua je o6anesa SINEFARM d.o.o. Beograd 4a

4ernapaqvja sa Sed-San, kapsule 6yae y cKJraAy ca HaBeAeHI,IM crpfffirM MlIrIIJBerbIlMa.

flpenaa w. 21. flpanunuuKa o .4oAaqrrMa lrcxpaHu (4rajetetcKll cylrneMentu) 6poj u AarW
rpo.(yxerba ;"rruca AoAarKa r4cxpanr{ y 6ary rroAarara @poj:179012023 oa 02.09.2023.ro4.)

cacranuu je Aeo AeKJraparluje ga Sed-San, kapsule, (30 kapsula, neto 15g). Ynrac Ba)KLI5 roAuna-
to 02.09.2028.roAnue.

SINEFARM d.o.o. Beograd rao cy6jerar y rrocrroBtury xparroM, rlpeMa.In. 31. 3ar<ona o

6eg6eAuocru xprure (,,Cn. .nu.rr* PC*, 6p.4ll20}g, 17l20l9) Ayxau je xa o6es6eAr',qa Ao.(araK

ucxpaulr Sed-San, kapsule, tacryrbaBa ycJroBe llporuIcane oBrrM 3aKoHoM ]r ApyrI,IM noce6uuu t')
npO[]ICI,IMa, KaO ]I ,qa.[OKtDKe I'ICIIyISOHOCT TIIIX yCnOBa.

s.



Tarofe, SINEFARM d.o.o. Beograd je y o6ane3v Aa nocnyje y cKfla.uy ca qn. 8. IE

30. 3arona o 6es6eAuocrr,r xpaHe (,,Cn. rnacurrK PC'., 6p. 4112009,1712019), .ur. 8-12. 3arosa o
caH[TapHoM HaA3opy (,,Cr. ruracuraK PC",6p.12512004),.uI. 45. 3arona o 3arIrrI,IT]I craHoBHI,IIurBa

oA 3apa3urdx 6onecrn (,,Cn. rrracur{K PC", 6p.15116, 6812020, 13612020), rao u ran. 6. flpanrmtura
o AoAaulrM a ilcxpal:a (4I,rj ercrcxu cylrJleMeuru) (,,Cn. rr. PCoo, 6p. 4 5 1 2022, 20 123).

Aernapaqzja caApxrr ,,on hold" EFSA 3.upaBcrBeue Iasjane HaBeAeHe uog 6pojenunaa 3860,

2680 y perrrcrpy rrlrrilta sa EFSA-u, roja ce Moxe Kopl{crrrrll y cKJraAy ca rIJIarroM 10. cras 2.

flpanuuurara o flpexpaM6enuu ]r 3ApaBcrBeuma usjararvra rcoje ce IraBoAe Ha AeKJlapar\r4iu xpaue

(,,Cn. rnacnra1 PC", 6p.5112018, 10312018).34pancrneue usjane roje ce He HaJIa3e sa lIucrlz
ogo6peuux 3ApaBcrBeHr.rx rasjana, a HaJrzt:le ce y rpoqecy eBilJlyaquje y Enpoucroj yHLrJLt (usjane na

trerarby, eHrJI. ,,on hold" r.rsjane), pasrr,rarpajy ce y cKJIaAy ca EpoIIeAypoM rlpoBepe ycxnaleuocru
3ApaBcrBeHe usjane Ha rpor{3BoAy ca ycJroB}rMa rrporuIcaHl,IM y oBoM rpaB}InuuKy. Y crryuajy 4a
usjara ne 6y4e o4o6pena, o6asqa je uprnpe4uor cy6jeKra .{a oAMux ycKJIaALI 4ernapaqrajy y
cKJraAy ca naNehuu rporrcl,IMa Peuy6ruxe Cp6rje.

3a ono yneperre je uaunahena raxca rpeMa tapulpuou 6pojy 1. u 11. 3axoua o
peny6nuurr4M aAMrrHlrc'rparrrBnlrM raKcaMa (,,Cn. HIacHIIK PCoo,6p. 4312003 ...61117, ll3ll7,
3i18, 50/18, 95118, 38119, 98120, 144120, 62121, 54123) y LI3Hocy oa 760,00 ruHapa (EyIJer

Peuy6nure Cp6raje,6poj xrapo parryHa: 840-742221843-57,MoAeiI gT,nozutmE 6poj 50-016).

,{ocramru:

l. SINEFARM d.o.o. Beograd, yn.:
2. Apxunu

1 . Honena6ap 6p.13, Beorpa4-3nesAapa 1 1 160 Mr,rpujeno
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