CbBeT Ha
EBponenckus cbio3

Bptokcen, 3 1oHK 2022 .

(OR. fr)
9611/22
SAN 322
PHARM 97
Ml 428
AGRILEG 87
BENEXKA MO TOYKU I/A
Or: "eHepanHusa cekpetapuat Ha CbBeTa
Jo: KomuteTa Ha noctosiHHuTe npeactasutenn/CbueeTa
OTHOCHO: HasHayaBaHe Ha YeTMprMa YneHoBe, NpeacTaBnsABaLLM rPaXXgaHCKOTO
obLecTBO, B ynpaBuTenHUS CbBeT Ha EBponenckaTa areHuus no
nekapcTteaTta
1. B uen 65, maparpad 1 or Permament (EO) Ne 726/2004! ce npensmka, ue ChbBETBT, KaTO CE

KOHCYJITHUpA C EBDOHGﬁCKHﬂ NapJJaMCHT, Ha3Ha4YaBa JIBaMa IMPCACTAaBUTCIIN HAa OPraHU3alunuTeC

Ha MalUeHTUTE (,,TPEICTABUTENN HA MAIIMEHTUTE ), €IMH MPEICTABUTEI HA JICKAPCKUTE
opranuzainui (,,IpeICTaBUTEI Ha JIeKapuTe ‘) U €AMH MPEICTaBUTEN Ha OpraHU3alMUTe Ha
BETEPUHAPHUTE CIICIUATHUCTH (,,[IPEJCTABUTEN HAa BETEPUHAPHUTE CHICIIHATUCTH ") 32 YICHOBE
Ha yrpaBUTEHUS ChbBET Ha EBpornelickaTa arennus mo jekapctBata (EMA). Te3u uetnpuma

NpeaACTAaBUTCIIN CC I/I36I/IpaT BB3 OCHOBA Ha CIIMUCBHK, U3TOTBECH OT Komucusra.

2. MaHaThT Ha YeTHpUMATa HACTOSIIM MPEACTaBUTENU U3THYa Ha 14 ronu 2022 r.

! OB L 136, 30.4.2004 r., cTp. 1.
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Ha 10 deBpyapu 2022 r. CbBeThT nony4u pemnieHrne Ha Komucusita, BKIIOYBAIIO CITUCHK C
KaHAUIaTH?, OT KOMTO i€ ObJaT n30paHu YETUPHMATa MOCOYEHH TTO-TOPE IPEACTABUTENH.
CHHUCBKBT C€ ChCTOH OT IIETHMA KaHaAuaaTu 3a NpCACTaBUTCIIUTC HA MAMUCHTUTC, YCTUPUMA
KaHauaaTu 3a NpCACTAaBUTCIIA HA JICKAPUTC U JIBaMa KaHIWJAaTH 3a MMPCACTABUTCIIA Ha
BETEpPUHAPHUTE criennaanucTi. KoMucusTa chio Taka mpeocTaBu aBToonorpaduure Ha

BCEKH KaHIUIAaT.

Ha 24 mait 2022 1. CbBETHT MOJy4Hr 0OQHUIHMAIHO TUCMO’, ¢ KOETO EBPONIEHCKHUAT TapiaMeHT

IpeaACTaBu CTAHOBUIICTO CH I10 OLICHKATa Ha CbBeTa OTHOCHO CIIHCHKA C KaHauaaTH.

Ha 1 ronu 2022 r. KOMUTETHT Ha HOCTOSHHUTE MpeACcTaBUTENH (,,Kopernep*) mocturua

ChIJIACHE TI0 MPOIIeIypaTa 3a Mog00p Ha KaHIUAATUTE, H3JI0KEeHA B npriokeHne I keM
nokymeHT 8810/22 REV 1. B3 ocHoBa Ha ToBa Kopenep n30pa 1BaMa npecTaBUTeNIN Ha
OpraHU3AIMHUTE Ha IMAIIMCHTUTE, SIUH MIPEACTABUTEN HA JICKAPCKUTE OPTaHU3alUK U SIUH
MpEeACTaBUTEN Ha OPTaHU3AIMUTE HA BETEPUHAPHUTE CIICIIMAIMCTH 32 Ha3HAaYaBaHe 3a
YJICHOBE, MPEACTABISBAIIN TPAXKIAHCKOTO OOIIECTBO, HA YIPABUTEITHUS CHBET Ha
EBporeiickara arenuus no gekapcrpara. Kopernep eIMHOAYIIHO Ce ChIIIACH J1a MIpernopbya Ha
CoBeTa J1a Ha3HAYM TE3H MPEJICTABUTENN ¢ HAYaJlo Ha MaHaTa UM, CYMTaHO OT 15 FoHHU

2022 .

Kopenep ce npukansa 1a npenopb4a Ha ChBera:

— /12 mpHeMe peuIeHneTo, H3JI03KeHO B 10K. 8904/224) kaTo ToUKa A OT JIHEBHUS PeJ
HA HAKOE OT NpPeACTOSAIINTE CH 3acCeJaHus
"

— 12 ono0pu my0JIMKYBaHETO HA MOCOYCHOTO pewmieHne B Oguyuanen ecmuux Ha

Eeponeiickusa cvio3.
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6057/22 + ADD 1.
8374/22.
JIoKyMeHT, puHaIM3upaH OT IOPUCT-TUHTBUCTHUTE.
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