EBponeiickaTa areHuuMsi no JieKapcrBaTa
TbPCU CAYXKUTENU

My6nukyBaH Ha: 02-04-2014
MN3TouHuK: [NopTtan EBpona

)

B OdurumanHus BecTHuk Ha EC oT 2 anpun e nybinkyBaHa nokaHa 3a HabupaHe Ha CNyXuTenu 3a
EBponenckaTta areHumsa no nekapcreata (EMA).
AreHumnsaTa OTroBaps 3a KOOpPAMHMPAHE Ha OLEeHKaTa WU KOHTPO/a Ha JIeKapCTBEHUTE NPOAYKTH 3a
XyMaHHa n BeTepuHapHa ynotpeba B EBponeiickus cbto3. TS e cb3gageHa npes sHyapu 1995 r.
AreHumsiTa nogabprka TeECHM Bpb3KM C EBponenckaTa komucus, 28-Te agbpkaBu-uneHkn Ha EC, ctpaHuTe
oT EWMN/EACT n € MHOrO Apyry rpynu oT Abp>KaBHUSA N YaCTHUSA CEKTOp.
JonbnHnTenHa nHdbopMaunsa 3a AreHumnsTa 1 HeliHaTa AENHOCT MOXe Aa ce HaMepu Ha cauTa Ha EMA.
EBponenckaTta areHumsa nNo nekapcreata opraHmsvpa npoueaypa 3a nogbop ¢ ornes CbCTaBAHE Ha CNUCHbK
C NoaxoAasiWwm KaHamaaTh 3a:

» EMA/CA/L/043: Cnyxuten(n) no AaHHUTE, yrpaBaeHue Ha 6a3n aaHHM 3a NpoAYKTKU, oTAeN
&bdquo;busHec gaHHM 1 nognomaraHe&ldquo;, cektop &bdquo;YnpasneHue Ha nNpoueaypu 1
noanoMaraHe Ha genHoctTa&ldquo; (4OroBOpHO HaeT nepcoHan, AbarocpoyHo, FG III);

» EMA/AD/357: PbkoBoaUTEN NO HENpPeKbCHATOTO noaobpsasaHe, otaen &bdquo;YnpaBneHue Ha
npoueaypu&ldquo;, cektop &bdquo;YnpasneHue Ha npoueaypu 1 noagnoMmaraHe Ha ageriHoctTa&ldquo;
(AD 8);

» EMA/AD/358: PrkoBoauTen Ha cekTtop &bdquo;AamMmuHuctpauna&ldquo; (AD 12).

OpnobpeHuTe KaHaMAaTh We 6baaT BKAOYEHU B CMUCHK C pe3epBu. B 3aBUCMMOCT OT 6togxXeTHUTE
Bb3MOXHOCTU MOXe aa uMm 6bae npeasioxeH neTrogmeH 4OroBop C Bb3MOXHOCT 3a NOAHOBSIBAHE B
CbOTBETCTBUE C YCNOBMATA 3a paboTa Ha Apyrute Cinyxutenu Ha EBponenckus cbios.

MgacToTo Ha 3aeTocT e JIOHAOoH.

Kangmnpgatute TpsibBa ga ca rpaxaaHu Ha AbpXXaBa-4djieHKa Ha EBponenckus cvto3, unm Ha Ncnanaus,
HopBseruns nnn JInxTeHwamH, npn ycnoBue 4ye nmaTt NbJHU rpaXkaaHCKM npasa.

MbAHUTE YCNOBUSA N ANBXHOCTHUTE XapaKTePUCTUKN MoraT Aa ce usternaT oT yebcanta Ha EMA.
3asBneHusTa Tpsbea ga 6baaT NnoganeHU eNeKTPOHHO, KaTo ce u3nonsea GopMynsapbT, HAJIMYEH Ha
yeb6caiita Ha EBponeiickaTa areHuusa no JeKapcrBara.

KpalHuAT cpok 3a nogaBaHe Ha kaHamaatypu 3a EMA/CA/L/043 v EMA/ AD/357 e nonyHow, Ha 2
mau 2014 r.

KpalHuAT cpok 3a nogaBaHe Ha kaHauaaTypu 3a EMA/AD/358 € nonyHouwy Ha 14 main 2014 r.

Monsi, o6bpHeTe BHMMaHWe, Ye nopaamn rosnemMmus 6poin 3aseneHns, nosyvyasaHn B EBponeiickaTa areHums
no nekapcreaTta, Npu HabnmxasaHe Ha KpalHMS CPOK 3a NojaBaHe Ha 3asBNeHUsTa cucTtemMaTa MoxXxe Aa
ce 3aTpyAHuM B obpaboTkaTta Ha ronemm obemun gaHHu. Nopaaun ToBa CbBETBaMe KaHAMAATUTE Aa noaasaT
CBOUTE 3asBNEHUS AOCTATbYHO paHO Npean KpanHUS CPoK.
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