Ilnua c reHepann3oBaHHbIM
MNyCTyne3HbIM NCopmnasom
['T1I1) Hy>xpatoTcsa B bonee

3 PEeKTUBHOM NevYeHUn

O3HakoMbTecbh ¢ MHpopmaumen o Tom, 4to Takoe [N n 4yTo MoXHO caenaTb,
4YTOObLI MOMOYb NaUneHTam nonydnTb bonee adpdekTnBHOE NeveHne

OTOT NnakaT OCHOBAH Ha MHTEPAKTUBHbBIX BCTpeYax Mexay npeacraButensaMmm
no genam nauMeHToB 1 Bpadamun BecHon 2021 roga*
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5 Jiogwn ¢ I'TIMN moryT
MOLMOHalbHaA Harpyska UCNbITbIBATL NPOBNEMbI
B TaKuUx obnacTtsax, Kak:
\/ 5
‘ - ) TPYAOYCTPOUCTBO
0D
£S5 con

OTHOLWLEeHUA n counaribHadaA XKU3Hb
W (4yBCTBO OAMHOYECTBA U U3OMSALLUN)

AMOLIMN N NCnxXxnyecKkoe 340poBbLE
(Bknto4as GecnokomcTeBo Mo NOBOAY
HenpaBUNbHOro AnMarHo3a unu ero
OTCYTCTBMS, @ Takke no nosogy
BHe3anHbIX 060CTpeHnn)

K coxanenuto, B EBpone
HET METOOOB NleYeHUS,
paspaboTtaHHbIX ansa [Tl

IMrogn, ctpagarwme MMM, ncnbITbIBalOT OCTPYHO
HeoOxoaumMocTb B 6onee achpheKTUBHLIX MeToaAax fNevyeHus

[Mpn Hannyum y yenoseka [T emy Heo6Xx0AMMO NONYYNTb CPOUHYIO MEANLIMHCKYHO

MOMOLLb, YTOBbI HE NOABEpPraTb CBO XKN3Hb ONAaCcHOCTU. JlekapCTBEHHbIE CpeacTBa

MOTYyT OCTaHOBUTb OMacHoe A1 )KU3HN 060CTPEHME U YMEHBLUUTDL AONTOBPEMEHHOE
NnopaXkeHne opraHoB. ATU fieKapCTBEeHHbIe cpeacTBa:

NPUHUMAIOTCS
nepopanbLHO unu
BBOOATCSA B OPraHU3m
WHBHEKLUOHHO

nmoo HAaHOCATCA Ha KOXY

TeM He MeHee CyLLeCTBYeT He TaK MHOro AoKa3aTenbCTB TOro, 4Yto
3TN NneKapcTBeHHble cpeacTBa nomorarT noasam c [N, dakTtnyeckn
HEeKOTOpPbIe U3 HUX MOTYT UMETb ONacHbIe NOGOoYHbIe 3chcheKTbl.

YTo MOXHO caenaTb, YTOObI
nomoub nrogam c [T1M17

lNMpepcraBuTenu no AesniamMm NnauMeHTOB U Bpayu HaCTOATENbHO NPU3bIBalOT
npuceoutb TN opdhaHHbIN cTaTyc. 3TO MOXET Nocnocob6cTBOBaTL
paclumMpeHuio uccnegoBaHUn M ynydlleHuo metogoB neyveHus M.

YTto Takoe op¢aHHbIN cTaTyCc?

EBponenckoe areHTCTBO No nekapcTtBeHHbIM cpeacteam (EMA) oTBeyvaeT 3a
perynmpoBaHune fiekapCcTBEHHbIX cpeacTB B 6onbLuen 4yactn EBponbl. EMA
NPUHMMAET PELLEHNE O TOM, ABNAeTCA N 3abonesaHne opdaHHbIM.

Ecnu EMA npuceout 'TII opdpaHHbIM cTaTyc, 3TO MOXET NOCnocobCTBOBATb:

e CTMMYNMpoOBaHMIO KOMMNaHUM K pa3paboTke HOBbIX NeKapCTBEHHbIX CPEeACTB
ans neyvexna [N, 3T nekapcTBeHHblE CpeacTBa MOryT BO34ENCTBOBATb
Ha curHanbHbIN NyTh IL-36 B MMMYHHOW cucTteme.

e [lomoLLM Bpaydam ny4yLle NoHATb, Kak JIe4nMTb 3TO onacHoe ans
XN3HW 3aboneBaHue.

I'MIN cooTBeTCTBYET BCEM TPEeM TpeOOBaHUAM,
YyTOObI Ha3bIiBaTbCs ophaHHbLIM 3aboneBaHnemM

npe,ﬂ,CTaBl/ITeJ'II/I no Agesram nauneHToB U Bpayvin HeaaBHO COrM1aCUJINCb
CO cJieayrnwnmMmn yTBepXXaeHNAMN.

MM sasngaeTca pegkum OH oKkasbIBaeT cepbe3HOEe BANSHME Ha [ocTynHble cerogHa meToabl
3aboneBaHnemM YKWU3HUM NIOAEN, a MHOra4a NpMBOANT nevYeHns HegoCcTaTo4yHO XOPOLLM
K CMepTu

NpeacraButenu no genam nauyueHTOB U Bpa4u
HacTosATenbHO NnpusbiBaloT EMA Kk cogencreuio

EMA moxeT:

cofencTBoBaTb paspaboTke OLIEHNBATb 3asiBKU OCYLLIeCTBMATb npeaocTaBnsaThb
NeKapCTBEHHbIX CPEACTB Ha nony4eHve MOHUTOPUHI 6e30MacHOCT  MHGOPMaLWMIO crieupanmcTam
1 obecrneyeHnio gocTtyna perncTpaumMoHHoro neKapCTBEHHbIX CPeaCcTB 37paBoOXpaHeHus
K HUM yOCTOBEPEHUS Ha NPOTSKEHUN BCETO UX 1 naumeHTam

XN3HEHHOro LuKna

EUROPSO

[ononHuTtenbHyo nHdopmaumio o pyHkumax EMA moxHo HanTu Ha Beb-canTe https://www.ema.europa.eu/en/about-us/what-we-do

durHaHcoBasi nogaepkka Obina NnpegocTaBreHa kKoMmnaHuen «bepuHrep MHrenbxammy. 3noxeHHble MHEHUS MOMHOCTbIO
npuHagnexart ux aBTopam.
*ABTOpbI: [)koBaHHM JamnaHu (knuHudeckuin akenepT), AH KopeH (npesngeHT EUROPSO), Cvumnus Moypy (Hay4HbIR COTPYOHUK
IFPA), Nynmxun Hangm (knuHnyeckuin akenept), Oasug Tpuroc (Buue-npe3ngeHT EUROPSO) (Giovanni Damiani, Jan Koren, Sicily
Mburu, Luigi Naldi, David Trigos)




