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AgATio TOtTOU

O EMA £kdidel cUpBOUAEG OXETIKA ME TN XPRoN Tou regdanvimab yia Tn
fepartreia Tou COVID-19

H Emtpotr yia 1a ®Pdppoka AvBpwtvng Xpriong tou EMA (CHMP)
OAOKAApWOE TNV avaBewpnon TG OXETIKA PE TN XPHON TOU HOVOKAWVIKOU
avTiowparog regdanvimab (etmiong yvwoté wg CT-P59) yia 1mn Bepartreia
aoBevwyv pe COVID-19. Autrl n avaokotnon TTPAYMOTOTIOINONKE yia Tnv
TTOPOXN EVAPMOVIOPEVNG ETTICTNMOVIKAG yvWwPNng oe etriredo EE yia tnv
UTTOOTAPIEN TNG €BVIKAG ANWNG aTTOQACEWY OXETIKA PE TNV TTIBavr Xprion Tou
QVTIOCWMPATOG TTPIV aTTd TNV adeia KukAogopiag. O Opyaviopog katéAnge oTo
oupTTépacpa Ot To regdanvimab pTTopEi va xpnoipoTtToinBei yia Tn BepaTreia
empBeBaiwpévou COVID-19 oe eviAikeg aoBeveic TTou Oev  XpelGlovTal
OUPTTANPWHATIKA Bepartreia pe o&uyovo Kail TTou diatpéxouv uynAd Kivouvo va

TTpoxwproouv o coBapri COVID-19.

To @dapuako xopnyeital ge €yxuon (otaydnv) o€ GAEPA Kal Ol TIPOTEIVOUEVEG

ouvOnKeg Xpnong cival d1008€o1ueg OW.

O EMA &iatdtrwoe TIG ouoTACEIC TOU PETA aTTO PIa avaoKoTTnon 6edopévwv
atré pIa ouvexICopevn MEAETN TTou €€eTAlEl TIC €MOPACEIS TOU regdanvimab o€
eVAAIKEG e€wTEPIKOUG aoBeveic pe cuptTtwuatra COVID-19 1rou TTepiypdgovTal
wg Ama £wg pETpIa Kal Oev XpeIAovial CUPTTANPWHATIKG ouyovo. Ta
atroteAéopata atmmd T0 TTPWTO PEPOS TNG MEAETNG deixvouv OTI TO regdanvimab
MTTOPEI va YEIwaEl TO TTOO0OTO voonAgiag. QoTéoo, Ta atroTeAéopaTa dev ATav
OPKETA 10XUPA YIa va KAaTtaAnEouv o€ éva oTaBepd CUPTTEPACHA OXETIKA UE TO
OQEAN TOU @apuakou auTtriv T oTiyur. Ocov agopd TNV ac@AAEid, Ol
TTEPICTOTEPES AVETTIOUUNTES EVEPYEIEG TTOU AvaPEPBNKav ATAV ATTIEG 1] METPIEG.
O1 avTidpdaoelg TTou OXeTiCovTal Pe TNV €yxuon (CUPTTEPIAQUBAVOUEVWY TWV


https://www.ema.europa.eu/en/news/ema-review-regdanvimab-covid-19-support-national-decisions-early-use
https://www.ema.europa.eu/en/documents/referral/regdanvimab/regdanvimab-covid19-article-53-procedure-conditions-use-conditions-distribution-patients-targeted_en.pdf

KYIMNPIAKH AHMOKPATIA
YMNOYPIEIO YTEIAZ

aAAEPYIKWYV avTIOPACEWV) BEV UTTOPOUV VO ATTOKAEIOTOUV KOl Ol ETTAYYEAUATIES

uyeiag TTPETTEl va TTapakoAouBoUV TOUG a0BEVEIC yia auTEG TIG avTIOPAOEIG.

Mapa 1ig aBePaidtnreg, n CHMP katéAnge oto oupTrépacua OT1 To regdanvimab
MTTOPEl Va BewpnBei wg BepatreuTikn €TTIAOYH yIa aoBeveic pe uwnAo Kivouvo
yla coBapry véonon amdé COVID-19, pe Baon uia Aoyikn mlavotnTa OT1 TO

QPAPPOKO PTTOPET VA TTPOCPEPEI KAIVIKO OQEAOG Kal XapnA TilavoTnTa BAGBNG.
O1 ouotdoeigc Tou EMA putropouv TTAéov va  XpnolgoTroinBouv yia Tnv
UTTOOTAPIEN €BVIKWY OUUBOUAWYV OXeTIKG Pe Tnv mOavh xpAon autol Tou

MOVOKAWVIKOU QVTICWUATOG TTPIV OTTO TNV €KOOON AdEIAG KUKAOPOPIAG.

Evw n 1péxouca agloAdynon £xel OAoKANPwOED, pia KUAIGUEVN avaoKOTTNON TOU

regdanvimab, n otroia &ekivnoe oTig 24 PeBpouapiou, BpiokeTal o €CENIEN.
MOAIG opioTikoTTOINBEl, N KUAIGUEVN avaokdTnon Ba atoteAéoel Tn Bdon yia

MIa aitnon adeiag KukAogopiag TG EE yia autd 1o pdppako.

MepiocodTEPA VIO TA QAPHOAKA:

To Regdanvimab €ival éva JOVOKAWVIKO avTiowua PE dpaoTIKOTNTA EVAVTI TNG
COVID-19. 'Eva yovokKAWVIKO avTiowpa gival évag TUTTOG TTPWTEIVNG TTOU £XEI
oXeOIOOTE YO va TTPOCKOAAGTAI O€ PIa OUYKEKPIMEVN doun (TTou ovouddeTal
avTiyovo). To Regdanvimab éxel oxedlaoTei yia va TTpooKOAAATal 0TAV aKida
TpwTteivng Tou SARS-CoV-2, Tou 10U 1ToU TTpokaAei 10 COVID-19. Otav
TIPOCKOAAATAI OTNV OKida TTPWTEIVN, MEILVETAI N IKAVOTNTA TOU 10U Va €I0EABEI
OTA KUTTOPA TOU CWHATOG. AUTO QVAREVETAI VO JEIWOEI TNV AVAYKN YIa VOO hAgia

o€ aoBeveic pe Na £wg péTpia COVID-19.

MeproocdTepa yia Tn diadikaoia:
H etravegéraon Tou regdanvimab &ekivnoe KATOTIIV QITAPOTOG TOU EKTEAECTIKOU

dieubuvtl Tou EMA Bdoel Tou GpBpou 5 Tapdypa@og 3 Tou Kavoviopou

726/2004 petd ammd TTPOKATOPKTIKI) oulnTnon Pe Tnv €101k opdada yia tnv
mavonuia COVID-19 EMA (COVID-ETF), n oToia  OUYKEVTPWVEI


https://www.ema.europa.eu/en/news/ema-starts-rolling-review-celltrion-antibody-regdanvimab-covid-19
https://www.ema.europa.eu/en/find-medicine/human-medicines/referrals/article-53-opinions
https://www.ema.europa.eu/en/find-medicine/human-medicines/referrals/article-53-opinions
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EUTTEIPOYVWHPOVEG ATTO TO EUPWTTAIKO PUBMIOTIKO BIKTUO PAPUAKWY Yia TTapoxnH
OUPBOUAWY OXETIKA PE TNV AVATITUEN, TNV £YKPION KAl TNV TTapakoAoudnaon tng

AOQAAEIAg QAPUAKWY Kal ePoAiwy yia Tnv COVID-19.

H avaBewpnon Ttou regdanvimab TrpaygaTtotroifOnke amdé tnv EmTpotm)
Pappdkwyv yia AvBpwtrivn Xprion (CHMP) tou EMA, utreuBuvn yia epwtrpara
OXETIKA PE QAPMOKA YIa avOpwTTivn XPAON, N OTToia €XEl EKOWOEI TWPA TNV
ETTIOTNUOVIKA TNG YVWN. H emoTtnuoviky yvwun tnG CHMP ptropei va AngoBei
uttéwn ato 1a kpdTtn péAN TG EE kai tov EMA katd tnv agloAdynon autou Tou

@appakou yia Tn Bepatreia Tng COVID-19.

YT1roupyeio Yyeiag
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