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AgATio TOtTOU

O EMA ouvioTd 1o €gfoAio Janssen katd Tng COVID-19 yia éykpion
otnv EE

O EupwTraikdg Opyaviouog Papudkwy (EMA) ocuvéoTtnoe T xoprynon adeiag
KukAo@opiag utrd 6poug yia 1o egBOAIo Janssen (Johnson&Johnson) yia tnv

TTPOANWN NG COVID-19 o¢ dtopa nAikiag atrd 18 €Twv.

Metd amd eumepioTaTwpévn aglohdynon, n Emrtporn yia 1a Pdppaka
AvBpwTrivng Xpriong tou EMA (CHMP) katéAn&e oe ouvaiveon OT1 Ta dedouéva
OXeTIK& pPe TO €UBONIO ATav 1oxUup& Kal  TTAnpoucav Ta  KPITHPIA
QATTOTEAEOUATIKOTNTAG, ao@AAEIag Kal TToIéTNTAG. To €uPOAIo Janssen gival To

TETAPTO €UPOAIO TTOU cuvioTdTtal otnv EE yia Tnv mpdéAnwn tng COVID-19.

«Me auTfv TNV TeAeuTaia BETIKA yvwpn, of ApxEG oe oAOKANpN TNV EupwIraikn)
‘Evwon B8a €xouv pia AAAn €mIAoyn yia TRV KATatmoAéunon TnG TTavonuiag Kai
TNV TTPOOCTACIA TwV (WWV KAl TNG UYEIQS TwV TTONMITWY TOugy, drnAwoe n Emer
Cooke, EkteAeoTikdg AlguBuvtric Tou EMA, mpooBétovrag, «autd eival 1O

TTPWTO EUPROAIO TTOU UTTOPEI VO XPNOILOTTIOIEITAI WG EQATTAE dOTN».

Ta ammoteAéopaTa a1rd Pia KAIVIKI) OOKIUR OTNV OTTOI0 CUMUETEIXAV ATOUA OTIG
Hvwpéveg MoAiteieg, Tn NOTIa A@pIki Kal TIG Xwpeg TNG AaTIVIKAG AUEPIKAG
diattioTwoav o1 To euROAI0 Janssen ATAV ATTOTEAECUATIKO OTNV TTPOANYN TNG
COVID-19 o¢ atopa nAikiag 18 €twv. Auth) n PEAETN TTepiEAGBave TTAvw aTmd
44,000 daropa. O1 picoi €AaBav pia epatag doon Tou €UPOAiou Kal oI PIooi
ENaBav €IKOVIKO @ApUaKO (€IKOVIKR €veon). O CUPPETEXOVTEG BEV Ngepav €AV

TOUG 0OBNKe TO €PPOAIO Janssen 1] EIKOVIKO QAPUAKO.

H dokiyfy diatmiotwoe peiwon katd 67% oTov apiBud TwV CUPTITWHATIKWV

TePIMTWOEWV COVID-19 petd atrd 2 eBOouadeg oe droua mou EAapav euBOAIo
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COVID-19 Janssen (116 mrepimrwoelg atmd 19,630 drtoua) oe oUyKpion PE TA
aropa 110U £AaBav €ikovikd @dpuako (348 atrdé 19,691 droua). Auté onuaivel
OTI TO eUPBOAIO €ixe ATTOTEAEOUATIKOTNTA 67% OTIG dUO €Rdouadeg. MNapduoia

ATTOTEAEOUATIKOTNTA TTAPATNPNONKE OTIG TEOOEPIG ELOOUADEG.

O1 avemBuunTeg evépyeleg Pe To EUPOAIO Janssen oTn PEAETN ATAV OUVABWG
NTTIEG 1] METPIEG KAl £€APAVIOTNKAV EVTOG DUO NUEPWYV PETA TOV EPPOAIOTUO. Ol
IO OUXVEG TAV 0 TTOVOG OTO ONUEIO TNG £VEONG, O TTOVOKEPAAOG, N KOTTWON, O

MUIKOG TTOVOG Kal N vauTia.

H aoc@dAeia kal n oTmroTeAeoPaTIKOTATA TOU €UPOAiou Ba ouvexioouv va
TTapakoAouBouvTal Kabwg xpnoiyoTroieital o oAdkAnpn tTnv EE, péow 1oUu

OUCOTAPATOC QAPUAKOETTAYPUTIVAONGS TN EE Kal TTpOOBETWY PEAETWYV ATTO TNV

ETAIPEIA KAI TIG EUPWTTAIKESG APXEG.

Mou Ba Bpeite TTEPICCOTEPES TTANPOPOPIES
O1 TTANpOoYOPIES TTPOIGVTOG YIa TO EUBOAIO Janssen TTEPIEXOUV TTANPOYOPIES YIa
ETTAYYEAUATIEG UYEIQG, QUAAO 0dNYIWV YIa PEAN TOU KOIVOU KOI AETTTOUEPEIEG

OXETIKA JE TOUG OPOUG TNG EYKPIONG TOU €UPBOAIOU.

Mia €kBeon agloAdynong pe AeTTopépeieg TNG agloAdynong tng EMA yia T10
eMBOANIO Janssen kal TO TTAAPEG oxEDIO diaxeipiong KivOuvou Ba dnuoaoieuTEi
EVTOG nuepwyv. Ta dedopéva KAIVIKWY OoKIJwVY TTou uttoBdAAovtal atmmd Tnv
eTaIpEia oTnV aitnon yia adeia KukAogopiag Ba dnuooieubouv oTov I0TOTOTTO

KAIVIKWV BOKIJWY Tou Opyaviopou o€ eUBeTo Xpovo.

MepioodTepeg TTANPOPOPIEG diaTiBevTal ae pia €mMIOKOTINON Tou €UPOAiou o€
atmAl YAWooa, CUPTTEPIAAPBAVOUEVNG HIOG TTEPIYPAPNS TWV OPEAWV KAl TWV

KIvOUVWYV Tou guPoAiou kal yiati o EMA ouvéoTtnoe Tnv €ykpion Tou otnv EE.

Mwg Asitoupyei To eufoAIo Janssen kartd Tng COVID-19


file:///C:/Users/malagutil/Documentum/Viewed/EU%20pharmacovigilance%20system
file:///C:/Users/malagutil/Documentum/Viewed/EU%20pharmacovigilance%20system
https://clinicaldata.ema.europa.eu/web/cdp/home
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To guPOAIo Janssen AsiToupyei TTPOETOINACOVTAG TO CWHA VIO VO AUUVOET EvavTi
NG COVID-19. AtmoteAcital ammd évav GAAo 10 (évav adevoid) TTou €XEl
TPOTTOTTOINGEI WOTE Va TTEPIEXEI TO YOVidIO IO TNV TTapaywyrn TNG TTPWTEIVNG
akida SARS-CoV-2. AutA ival pia mpwreivn otov 16 SARS-CoV-2, Tnv oTroia

TIPETTEI va €1I0€ABEI OTA KUTTAPO TOU CWHATOG.

O adevoiog petadidel To yovidlo SARS-CoV-2 oT1a KUTTapaA Tou €UROAIOCUEVOU
atopou. Ta KUTTapa PUTTOPOUV 0T CUVEXEIQ va XPNOIKNOTTOINCOUV TO yoVvidlo yia
va TTapdyouv Tnv akida TTpwTeivn. To avoooTtroinTiké cuoTnua Tou atouou Ba
avayvwpioel Tnv akida TpwTeivn wg ¢Evn Kal Ba TTapdyel avTicwuaTa Kal 8a

evepyoTtroinoel Ta T KUTTapa (AEUKA aIoo@aipia) yia va TN OTOXEUOEL.

Apyotepa, €dv 1O Atopo £€pBel oe emagr pe Tov 10 SARS-CoV-2, 10
QvVOOOTIOINTIKO oUCTNUA TOU EUBOAIGOUEVOU aTOPOoU Ba avayvwpioel TNV akida
TTPWTEIVNG OToV 10 Kal Ba €ival £ETOINO va UTTEPACTTIOTEI TOV OPYQVIONO aTTd

auTov.

O adevoiog oo euOAIo dev pTTopEl va avatrapaxOei kal dev TTpokaAei acBéveia.

Y16 6poug adsia KukAogopiag

H Eupwtraiky Emitpot) 6a 1TapakoAoubroel Twpa ypriyopa tn Oladikaoia
AYNG atmo@Acewy yia TN ARyn amoeaong OXETIKA PE TNV UTTO dpoug Aadeia
KukKAogopiag yia To €PPOAIo  Janssen, emTPETTOVIOG TNV AvATTTUEN

TTPOYPAPMATWY gPBOAIOCHOU o€ 0AOKANPN Thv EE.

H adeia kukAogopiag utrd 6poug (CMA) xpnoipoTroieital wg Taxeia diadikaoia
EYKPIONG yIa TNV EMTAXUVON TNG £YKPIONG Bepatreiwv Kal EUBOAIwV Katd Tn
d1dpkela EKTAKTNG avaykng otn dnudoia uyeia otnv EE. H CMA emtpétrouv Tnv
EYKPION QAPUAKWY TTOU TTANPEOUV MIa AVEKTTANPWTN 1ATPIKN avAaykn BAoeEl
AlyoTEPO OAOKANpwévwy dedopévwy atmmd 6, TI ouvnBwg arraiteital. Autod

ouppaiver eav T0 OPEAOG TNS AUEDNS BIABECINOTNTAG VOGS Papudkou 1 eJBOAiou
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OTOUG a0BeveiG UTTEPTEPEI TOU KIVOUVOU TTOU €VEXEI TO YEYOVOG OTI Oev €ival

akoun diaBéaiua OAa Ta dedopéva.

H CMA eyyudTal OTI TO EYKEKPINEVO QAPUAKO 1 EUPOAIO TTANPOI Ta aucTnpd
TEOTUTIA TNG EE yIa TNV atroTEAECPATIKOTNTA, TNV ACQEAAEIQ KAl TNV TTOI0TATA
KQI KOTAOKEUAZETAI O€ EYKEKPIYEVEG, TTIOTOTTOINUEVES EYKATAOTACEIS OUUQWVA

ME UWPNAG QAPUAKEUTIKA TTPOTUTTA YIA TTAPAYWYN HEYAANG KAIMOKAG.

MOAIG xopnynBei pia CMA, oI €TaIpEieg TTPETTEI va TTAPEXOUV TTEPQAITEPW
OeDOMEVA ATTO TPEXOUOTEG 1) VEEG HEAETEG EVTOC TTPOKABOPICUEVWY TTPOBECUIWY
yla va emBeaiwoouv OTI Ta OQEAN €GakoAouBoUv va UTTEPTEPOUV TWV

KIVOUVWV.

MapakoAouBnon Tng ac@daA&iag Tou eupoAiou Janssen

ZUPQWVA JE To oxEDIO TTapakoAouBnaong TN ac@aAsiag NG EE yia Ta eupoAia

COVID-19, 10 gupoihio COVID-19 Janssen Ba trapakoAoubeital otevd kal 8a
UTTOKEITaI O€ OIAPOPEG OPACTNPIOTNTEG TTOU I0XUOUV E€I0IKA YIa Ta €UPOAIC
COVID-19. Av kai peydAog apiBuog atdépwy éxouv Adper euoAia COVID-19 oe
KAIVIKEG OOKIUEG, OPIOPEVEG TTAPEVEPYEIEG WTTOPEI VA EUPAVIOTOUV POVO OTaV

euBoNGlovTal ekaToppupIa AvBpwTTOl.

Ol eTaipeieg utTOXPEOUVTAI VA TTAPEXOUV MNVIQIEG EKBECEIC aOPaAEiag EKTOG aTTd
TIG TOKTIKEG EVNUEPWOEIG TTOU aTTaITOUVTAl atrd Tn vouobeaia kal va die¢dyouv
MEAETEG yIa TNV TTapakoAoUuBnon NG acPAAEIas Kal TNG ATTOTEAECUATIKOTNTAG
TWV EUROAIWYV KOBWGS XpnoIPoTToloUvVTal ATTO TO KOIVO. ETTITTAéOV, aveEdpTnTEC
MEAETEC via Ta oAl COVID-19 1Tou cuvtovifovtal atrod Tig apxég TS EE Ba
OWOOoUV TTEPICOOTEPES TTANPOPOPIEG OXETIKA HE TN PAKPOTTPOBETUN AOPAAEI

Kal 6peNOG TOU EUBOAIOU OTOV YEVIKO TTANBUCO.

AuTd Ta PETPa Ba ETITPEWOUV OTIC PUBUICTIKEG apXEC va agloAoyAoouv ypriyopa
dedopéva TTOU TTPOKUTITOUV OTTO IO OEIPA BIAQOPETIKWYV TTNYWV Kal va AdBouv

TA ATTOPAITATA PUBUIOTIKA PETPA YIO TNV TTPOCTACIA TNG dNPOOCIAG UYEIAG.


https://www.ema.europa.eu/en/news/ema-publishes-safety-monitoring-plan-guidance-risk-management-planning-covid-19-vaccines
https://www.ema.europa.eu/en/human-regulatory/overview/public-health-threats/coronavirus-disease-covid-19/treatments-vaccines/monitoring-covid-19-medicines-0
https://www.ema.europa.eu/en/human-regulatory/overview/public-health-threats/coronavirus-disease-covid-19/treatments-vaccines/monitoring-covid-19-medicines-0
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AgloAéynon Tou gupoAiou Janssen

Katd tn diapkeia tng agloAdéynong tou gppoliou Janssen, n CHMP cixe tnv
uttooTApIEN TNG ETmiTpoTiic AopdAciag Tou EMA, PRAC, n otroia agloAdynoe 1o
ox€010 diaxeipiong kivduvou Tou gufoAiou COVID-19 Janssen kal TNG €IOIKAG
opddag Tavénuiag COVID-19 EMA (COVID-ETF), uia oupada TTou
OUYKEVTPWVEl EUTTEIPOYVWHOVEG ATTO OAOKANPO TO EUPWTTAIKO PUBUIOTIKO
OiKTUO @apudKwV yia Tn OIeuKOAUVON TNG TOXEIAG KAl OUVTOVIOPEVNG

PUBUIOTIKAG dpdong yia Ta @apuaka Kal Ta euROAIa yia Tnv COVID-19.

YTtroupyeio Yyeiag
11 Maprtiou 2021



