KYTMNPIAKH AHMOKPATIA
YNOYPIEIO YITEIAX
AgATio TOtTOU

O EMA éAae aiTnon yia adeia KukAogpopiag yia To Xevudy (sotrovimab)

yia Tn Ogpartreia aoBevwyv pe Tn véoco COVID-19

O EMA éxel Eexkivijoel TNV agloAdynon TnG aitnong yia adeia KUKAOQYOoPIag yia TO
MOVOKAWVIKO avTiowpa Xevudy (sotrovimab). O aitntig e€ival n €Taipeia
GlaxoSmithKline Trading Services Limited n oTroia avéTTTuge TO QAPPOKO O€

ouvepyaaoia pe Tnv Vir Bitoechnology.

To Xevudy 1TpoopiCeTal yia Tn Bepatreia eVAAMNKWY Kal EQrBwV aoBevwv Pe TN
vooo COVID-19 ol oTtroiol dev Xpriouv CUPTTANPWHPATIKAG 0EUyovoBEpaTTEiag
Kal ol oTroiol BpiokovTal o€ augnuévo Kivouvo yia €CENIEN TNG KaTdoTaong TNG

vOOOU TOUG 0€ aoBapn.

O EMA Ba aiohoynoel 1a o@éAn Kal Toug KIvOUvoug Tou Xevudy O€
OUVTOMEUNEVO XPOVODIAYPANHA KOl BUVATAI VO EKOWOEI OXETIKA YVWHoOATNON
EVTOG OUO unvwv, avaAdyws HE To €Av Ta dedouéva TTou UTTORARBNKav givail
ETTAPKWG I0XUPA KAl KATA TTOCOV ATTAITOUVTAI TTEPAITEPW TTANPOPOPIES YIA TNV

UTTOOTAPIEN TNG agIoAGYNONG.

To ouvTopeupévo xpovodidypapua eival e@iktd, kKaBwg o EMA éxel Adn
agloAoynoel £va onUavTiKe PEPOG TwV OEBOUEVWY YIa TO QAPUAKO KAT& Tn
d1dpkela piag KUMdpevng avaokotnong. Kard tn didpkeia autng TnG @aong, n
EMTPOTIN VIO Ta @Apuaka avBpwTivng xpriong tou EMA (CHMP) a&loAéynoe
Oedopéva aTTO EPYACTNPIAKEG MEAETEC Kal HEAETEG O€ Cwa, KaBWG Kal dedopéva
yla TRV TT010TNTA TOU @appakou. EmimmpdoBeta, n CHMP agloAdynoe dedopéva
ammd pia peAETN yia TIGC dpdoelg Tou sotrovimab oe evAAIKEG €EWTEPIKOUG
aoBeveic pe Ama  oupTTwpata  COVID-19 o1 omoiol &g xpelalovTal
OUPTTANPWHATIKO 0fuyOovo Kal Ol OoTroiol Bpiokovtal o€ augnuévo Kivouvo

e€ENIENC TNG KaTAOTAONG TNG VOOOU TOUG a€ ooBapn).



KYIMNPIAKH AHMOKPATIA
YMOYPIEIO YTEIAZ

MapdAAnAa, n emTpot) ac@daieiag Tou EMA (PRAC) oAokAnpwoe Tnv
TTPOKATAPKTIKA a&IoOAOynon Tou TIPOTEIVOUEVOU, ATTO TNV €TalpEia, oxediou
dlaxeipiong kivduvou (RMP), To OTT0i0 TTEPIYPAPEI HETPA VIO TOV EVTOTTIONO, TOV
XAPOKTNPIOHO Kal TNV EAAXIOTOTTOINON TWV KIVOUVWY Tou Qapudkou. ETTITTAEoy,
n emTpot Tou EMA yia Ta @dpuaka yia Traidid (PDCO) e¢€dwaoe Tn ocuoTaon
TNG yIa To oX£010 TTAIBIATPIKAG €peuvag TG eTaipeiag (PIP), To otroio Trepiypdgel
TOV TPOTTO AVATITUENG KAl HEAETNG TOU POPUAKOU Yia Xprion o€ TTaidid, cupewva

ME TA ETTITAXUVOUEVA XpOoVvOodlaypduuaTa yia Ta gappaka EvavT Tou COVID-109.

Eg@ooov 1a TpOoBeTa OTOIXEIQ TA OTTOIO KATATEONKAV PE TNV aiTnon yia adeia
KukAogopiag cival eTapkn €101 woTte N CHMP va KaTaArgel 0To CUPTTEPOCHA
OTI T 0QEAN Tou Xevudy UTTEPTEPOUV TWV KIVOUVWY TOU OTn BepaTreia Tng
vooou COVID-19, o EMA 6a cuvepyaoTei atevd pe Tnv EupwTraikr) ETITpoTTA
TIPOG €TTIOTTEUOT TNG dladikaciag €yKpiong TS AdeIag KUKAO®opiag n otroia Ba

IoxU€el o€ OAa Ta KpATtn péAN TG EE kai Tou EOX.

O EMA Ba emmikoivwvnoel TrepaItépw Katd mn yvwpodoTtnon tng CHMP.

NMwg avapéveral va dpdoel TO QAPHUOKO

To Sotrovimab (etriong yvwoTd kal wg VIR-7831 kai GSK4182136) cival éva
MOVOKAWVIKO avTiowpa e dpacTikOTNTa £vavtl Tng vooou COVID-19. To
MOVOKAWVIKOG avTiowpa gival éva €id0g TTPWTEIVNG N OTToia TTPOCKOAAGTAI O€ Hia
OUYKEKPIPEVN doun (ovopaloéuevn avTiyovo). To sotrovimab eival oxediaouévo
yla va TTPooKOAAdTal oTnv TTpwTeivn akida Tou SARS-CoV-2, Tou 10U TTOU
TTpoKaAei TN vooo COVID-19. AutOd avapéveTal va €XEl wG ATTOTEAEOUA TN
MEiwon TG ocoBapdTnTag TNG vOOOU Kal TNG avAykng yia voonAgia o€ aoBeveig
pue COVID-19.
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