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AgATio TUTtTOU

Anpoocisuon mpwTtng agioAdynong ac@alegiag yia To EgBOAIO EvavTi TnNG
COVID-19

Znuepa o Eupwtaikdg Opyaviopuds Papudkwv (EMA) kukAogopnoe Ttnv
TTPWTN Tou gvnuepwpévn ékdoon ao@aleiag yia 10 guBoAio COVID-19 —

Comirnaty. KataAfjyel oto ouptrépacpa o1l Ta dedopéva ao@QAAEIaG TTOU
OUAAEéXONkav yia Tn xpron Comirnaty o€ ekoTpateie¢ €uPoAlacpou eival
oUPQWVA PE TO YVWOTO TTPOPIA ac@AAeiag Tou guoAiou Kal dev evToTTioTnKAV

VEEG TTOPEVEPYEIEG.

H evnuépwon ao@aAgiag avTIKaToTITPiCel Ta dedopéva TTou CUAAEXBNKav Kal
aglohoynbnkav petd TNV €ykpion 1tng Comirnaty, ocuptrEpIAAPBavouévwyY
oedopévwy atrd 1o EudraVigilance (kevtpikf faon dedouévwy TG EE yia T1g
UTTOTITEG TTOPEVEPYEIEG) Kal Oedopéva TTou AapPBdvovral ammd GAAeC TTnyEg,

oupTtrepIAapBavouévng TG unviaiag €kBeong ao@AAsiag TNG ETAIPEiag TToU

armmaiteital yio 1T gupfoAia COVID-19. O EMA Ba OnuooIgUEl PnVIaieg
EVNUEPWOEIC aoPaAciag yia OAa Ta eykekpiyéva euoAia COVID-19, cupgwva
ME Ta pETpa diagavelag yia Tnv COVID-19.

AUTA N evnuepwpuévn €kdoon ac@aleiag TrepIAapBavel TRV agloAdynon atro Tnv
emrpot] ac@aielag Tou EMA (PRAC) oxetikd ue TOUuGg Bavdtoug TTou
ava@épBnkav PeTd Tov euBoAiaoud pe To Comirnaty, ocuuTtrepIAQuBaAVOPEVWIV
Twv BavaTwy o€ aduvapougs, NAIkiwuévoug. H PRAC trpaypartotroinoe avaAuon
TWV  TTEPITITWOEWV Kal €AaBe umtown Tnv Trapoucia  AGAAWV  1aTPIKWV
KATaoTACEWV Kal TO TTo000TO BavATOU YIa avTioTOIXEG NAIKIOKEGC OUAdEC OTO
YeVIKO TTANBucpo. H PRAC katéAnge oto ocuutrépacua Ot Ta dedouéva Oev
£de1gav ouvdeon pe Tov ePoAiacud pe To Comirnaty Kal 0TI Ol TTEPITITWOEIG BEV
gyeipouv avnouyia yia Tnv ac@daAcia. Mepaitépw ekBEOEIC Ba ouvexioouv va

TTapPaKOAOUBOUVTAI TTPOCEKTIKA.


https://www.ema.europa.eu/en/documents/covid-19-vaccine-safety-update/covid-19-vaccine-safety-update-comirnaty-january-2020_en.pdf
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/transparency-exceptional-measures-covid-19-medicines
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H ao@dAsia kai n amoreAeopanikotnta tou Comirnaty 8a ouvexioouv va

TTapakoAouBouvTal KaBwg Xpnolyotroleital o€ OAa Ta KPATN MEAN Kal

TTAYKOOMIWG, MEOCW TOU OUOTAPATOC QAapUAKOETTaypuTvnonS 1ng  EE,

TTPOOBETWY HEAETWV OTTO TNV E€TAIPEIO KAl QVECAPTNTWY PEAETWYV TTOU

ouvTovifovTal atro TIG EUPWTTAIKEG ApXEG. AUTA Ta PETPA Ba ETTITPEYOUV OTIG
PUBUIOTIKEG apXEG va afloAoyroouv yprAyopa Ta dedOUEVA TTOU TTPOKUTITOUV
atro I o€Ipd DIOPOPETIKWY TINYWV Kal va AdBouv Ta KAatdAAnAa puBuIoTIKA

METPA YIQ TNV TTPOCTACIA TNG dNUOCIAG UYEIQG, EAV XPEIAOTEI.

MepioodTepa yia To euPOAIO
To Comirnaty €ival éva euoOAio yia Tnv TTPOANWN TNG vOOOU TOU KOPWVOoIoU

2019 (COVID-19) o€ atopa nAikiag 16 eTwv Kal Avw.

Mepiéxel éva popio Tou ovouddetal ayyeAelo@dpo RNA (mMRNA) ue odnyieg yia
TNV TTapaywyn piag Tpwreivng amd 10 SARS-CoV-2, Tov 10 TToU TTPOKAAEi TO
COVID-19. To gupoéMio Acitoupyei TTPOETOINACOVTAG TO CWHA YIa VO TTPOCRAAEI

TNV akida mpwrteivn atnv em@dveia Tou SARS-CoV-2.

MepioodTepeg TTANpoQopieg cival dlaBéoiueg otn oeAida Tou guBoAiou oTov

ioT6TOoTTO EMA.

Ava@opd TTapevepyEIWYV

Ta eupoAioopéva ATOPO Kal O ETTAYYEAUQTIEG UYEIQG TTPETTEI va ava@EPOUV
UTTOTITEG TTAPEVEPYEIEC MEOW €EOBVIKWV OuoTNUATWY ava@opds. AUTEC ol
avaQopEg BonBouv Toug PUBUICTIKOUG QOPEIG VA KATAVONOOUV TTEPICOOTEPA YIA
10 Comirnaty Kal va GUPTTANPWOOUV TIG YVWOEIG TTOU £€X0UV 1dn dnuioupynOei

atro KAIVIKEG QOKIMEG Kal AANEG HEAETEG.

IMAnpoopieg yia TOV TPOTIO QvAQOPAS AVETTIBUPNTWY  EVEPYEIWV OE
MEHOVWUEVA KPATn PEAN diaTiBevtal oTo QUANO odnyiwv xpriong. MNa TTAApN

AioTa, avatpéfte oTIg EOVIKEC apuddiec apxE.



https://www.ema.europa.eu/en/documents/other/pharmacovigilance-plan-eu-regulatory-network-covid-19-vaccines_en.pdf
https://www.ema.europa.eu/en/human-regulatory/overview/public-health-threats/coronavirus-disease-covid-19/treatments-vaccines/treatments-vaccines-covid-19-post-authorisation#observational-research-section
https://www.ema.europa.eu/en/medicines/human/EPAR/comirnaty
http://www.adrreports.eu/en/national.html

MNa TTeEPIOOOTEPES

TTOPEVEPYEIWV.
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https://www.ema.europa.eu/en/human-regulatory/overview/public-health-threats/coronavirus-disease-covid-19/public-health-advice-during-covid-19-pandemic#reporting-suspected-side-effects-section
https://www.ema.europa.eu/en/human-regulatory/overview/public-health-threats/coronavirus-disease-covid-19/public-health-advice-during-covid-19-pandemic#reporting-suspected-side-effects-section

