KYIMNPIAKH AHMOKPATIA
YMNOYPIEIO YTEIAZ

AgATio TUTtTOU

Evnuépwon ac@daAeiag eupoAiou COVID-19 yia To Comirnaty

KdaTtoxog adeiag kukAogpopiag: BioNTech Manufacturing GmbH

ZNMAVTIKA ZnueEia

Ta teAeuTaia dedopéva aocPaAeiag yia autd 10 eUPBOAIO gival CUPQWVA PE TO
YVWOTO TTPOPIA TTAPEVEPYEIWV KAl Ol OXETIKEG KPITIKES TTAPOUCIAlovTal O€ AUTAV

TNV evnuUépwon.

O1 avagpopég yia uttowia ocoBapr aAAEPYIKAG avTidpaong Oev €XOUV EVTOTTIOEI

VEEG TITUXEG OXETIKA PE TN QUON QUTAG TNG YVWOTHG TTOPEVEPYEIAG.

Aev €XEl EVTOTTIOTEI OUYKEKPIYEVN avNOuUXia yia TNV ao@QAAEia yia Xpron

eMPBoAiou o€ aduvapa NAIKIWPEVA AToua.

Ta o@éAn Tou Comirnaty otnv mpoAnwn tou COVID-19 e¢akoAouBouv va
UTTEPTEPOUV TWV KIVOUVWY Kal OEV UTTAPXOUV TTPOTEIVOUEVEG OAAAYEC OXETIKA

ME TN XPron Tou guoAiou.

O1 evnuepwaoelg ac@aleiag TTapéXouv Ta ammoTeAéopara TG agloAdynong Twv
avaduouevwy dedopévwy atrd Tnv adeia Kukhogopiag yia Ta eupoAia COVID-
19. O1 aglohoynoeIg TTpayhaToTToIouVTal aTTd TNV ETITPOTIA aoPAaAslag Tou EMA

(Emrtpotr) A&ioAdynong Kivouvwyv  Pappakoertayputivnons (PRAC)). O

EVNMEPWHEVES EKDOOEIC AOPAAEiag dnUOCIEUOVTAl TOKTIKA OTO METEVKPITIKEC

UEAETEC: EVNUEPWOEIC AT@AAEIAC

OAeg o1 dnuooisupéveg evnuepwoelg ac@algiag yia 1o Comirnaty eivai

d1a0éo1ueg oto Comirnaty: evnuEPWOEIC OTQOAEIOG.



https://www.ema.europa.eu/en/committees/pharmacovigilance-risk-assessment-committee-prac
https://www.ema.europa.eu/en/human-regulatory/overview/public-health-threats/coronavirus-disease-covid-19/treatments-vaccines/treatments-vaccines-covid-19-post-authorisation
https://www.ema.europa.eu/en/human-regulatory/overview/public-health-threats/coronavirus-disease-covid-19/treatments-vaccines/treatments-vaccines-covid-19-post-authorisation
https://www.ema.europa.eu/en/medicines/human/EPAR/comirnaty
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1. Evnuepwoeig yia Tnv ac@daAeia Tou Comirnaty

211G 28 lavouapiou 2021, n PRAC katéAnée oto ouutrépacpa Ot Ta dedouéva
ao@dAciag Tou gEetdoTnkav yia 1o Comirnaty €ival ocUP@WVA PE TO YVWOTO
TTPOQPIA KIVOUVOU-0pEAOUG TOU gufoAiou. H avaokotnon kdAuwe OAa ta véa
oedopéva ao@aleiag Tou  TTpofkuywav atmmo TG 21 Aekeufpiou 2020,
oupTtrepIAauBavouévng TNG TTPWTNG TTEPIANWNG PNviaiag €KkBeong aoc@aleiag
atrd ToV KATOXO0 TNG Adelag KUKAoopiag. Zuykekpiuéva, n PRAC kartéAnge ota

akOAouBa o€ oxéon WE:

ZoBapn aAAepyiki avTtidpaon (avagpuAagia)

H avaguAagia gival pia yvwoTA TTapevépyeia Tou Comirnaty. H agloAdynon twv
AVOQOPWYV YIO UTTOTITEG avAQUAALIEG PEXPI ONUEPA OEV EVTOTTICEl VEEG TITUXEG
OXETIKA pe T @uon autig tTng trapevépyelas. H PRAC onuegiwoe o1 pia
TPoo®aTn availuon oTic Hvwpuéveg MoAiteieg utToAdyIoE TN ouxvoeTNTA TNG
ava@ulagiag wg TTepitTrou 11 TTEPITITWOEIS AvA eKATOPMUpPIO dOoelc Comirnaty
TTou Xopnynenkav. Aev ATav akoun duvaTtd va TTPOCOIOPIOTEI IO EKTIUNON

ouxvoTNTag KATAAANAN yia TIG TTAnpo@opieg TTpoidvTog NG EE

H PRAC {Atnoe atmd Tov KATOXO TnG Adelag KUKAOQopiag va ouvexioel va
€€eTACEI OAEG TIG TTEPITITWOEIG avaQuUAAtiag yia TTEpaITEpw agloAdynon atrd tnv

ETTITPOTT.

IMAnpoopieg OxeTIKA pe Tn dlaxeipion Tou KivOUvou ava@ulAagiag eival non

OI10B£01UES OTIG TTANPOYOPIEC TOU TTPOIOVTOC.

Emaveéétaon ava@opwv yia UTTOTITEG TTAPEVEPYEIEG ME Bavarn@opo
ékBaon, £181Ka o€ aduvapa NAIKIWPEVA ATOU

Aedopévwv Twy avnouxiwy TTou TTpoékuyayv aTrd TN NopBnyia oXeTikG Ye Toug

BavaTouc ToU avagépbnkav oe aduvapa nAiKiwpéva dATopa PETA  Tov


https://www.ema.europa.eu/en/medicines/human/EPAR/comirnaty#product-information-section
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euBoMacpud pe To Comirnaty, N PRAC e&étaoe TIG TPEXOUOEG avVAPOPES VIO
UTTOTITEG TTAPEVEPYEIEG ME Bavatngdpo €kBacn o€ ATOPA OTTOINODNTIOTE

nAIkiag. Autr) n avaAuon dgv TTPOKAAEI avnouyia yia TNV aoPAAcia.

2€ TTOAEG TTEPITITWOEIG TTOU AQOPOUV AToud Avw Twv 65 €Twyv, N €gEAIEN
(TTOAAQTTAWV) TTPOUTTAPXOUCWY QOBEVEIWY PAVNKE VA Eival PIa EUAoYN £€1ynon
yla 70 BdvaTo. Ze opIoPEVA ATOUA, N TTAPNyoPNTIKH @PovTida cixe AdN LEKIVAOEI

TIPIV aTTO TOV €UPROAIOCUO.

Mpiv xopnynBei oto Comirnaty &deia kKukAogopiag otnv EE, n ac@dAsia Tou
€UPBOAiou agloAoynONKe TTPOOEKTIKA MECW MEYAAWV KAIVIKWV OOKIUWV O€
NAIKIOKEG OPABES, CUUTTEPIAANPBAVOUEVWV TWV CUHPMPETEXOVTWY OTN JEAETN TTOU
ATav 75 €TWV Kal Avw, OTTWG TTEPIYPAPETAI AETITOPEPWGS OTN dnuooia £kBeon

agloAdynong.

H PRAC katéAnée oto ouumépacpua o1l ue Bdaon 1a Tpéxovra dedouéva dev
UTTAPXE AvAyKn TPOTTOTTOINONG TWV TTANPOQPOPIWY TOU TTPOIOVTOG OXETIKA UE TOV
TPOTTO XprHiong Tou Comirnaty, CUPTTEPIAAPBAVOUEVWY TWV NAIKIWUEVWY
atopwy. H PRAC ¢ATnoe atmd Tov KATOXO TNG AdEI0G KUKAOPOPIAG VO OUVEXIOEI
va e€etalel O1€€00IKA OAeC TIC AvO@OPEC yia UTTOTITEG TTOPEVEPYEIEG ME

BavaTtn@oépo ékBaon.

2. AANAeg TTANpO@oOpieg yia To Comirnaty

To Comirnaty cival éva euoAio TTou €xel eykpiBei otnv EupwTraikn ‘Evwon (EE)
yla XxpAon o€ atopa nAIKiag 16 €TwWv Kal Avw YIa TTPOOTACIA ATTO TV AVATITUEN
COVID-19 6tav poAuveei pe Tov Kopovaido SARS-CoV-2. H aoBéveia COVID-

19 eival yia duvnTik& cofBapr acBbéveia TTou PTTopei va odnyroel o€ Bavaro.

To Comirnaty trepi€xel €va popio Tou ovouddetal mRNA, To OTT0i0 XpNOIUOTTOIE

0 OPYQVIONOG YIa va TTapdyel TTpoocwpiva Tnv TTpwreivn spike SARS-CoV-2. To


https://www.ema.europa.eu/en/medicines/human/EPAR/comirnaty
https://www.ema.europa.eu/en/medicines/human/EPAR/comirnaty
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MRNA diaotraral Aiyo petd Tov eufoAlaoud. H akida mpwTeivn dev TTpoKaAEi

COVID-19.

Mpiv  xopnynbei otov Comirnaty a&dcia  kukAogopiag otnv EE, n
QATTOTEAEOUATIKOTNTA KAl N aOQAAEIQ TOU €PPOAioU agloAoyriBnke péow TTPO-
KAIVIKWV PEAETWYV Kal PEYAAWV KAIVIKWY dokipwy. Mepioadteporl ammd 18.000

OUMPUETEXOVTEG EAaav To EUBOANIO O0€ KAIVIKEG DOKIUEG.

O1 1m0 OUXVEG AVETTIBUUNTEG EVEPYEIEG TTOU €ival YVWOTEG yia To Comirnaty dev
Ba gpavioTouv o€ OAoug, gival cuvABwg NTTIEG 1| METPIEG KAl Ba BeATIWOOUV

Méoa o€ Aiyeg NUEPES META TOV EPBOAIACUO.

MeplocdTEPES TTANPOPOPIEG OXETIKA PE TOV TPOTTO AciToupyiag Tou Comirnaty

Kal TN Xpnon Ttou diaTiBevral oTnv £mmokoTnon via 10 Comirnaty. Autd

TTeEPIANAUBAVEL TTANPOPOPIEG OXETIKA YE TN XPNon o€ €yKueg Kal BnAdlouoeg

YUVQIKEG KOl O€ QVOOOKATEOTAAPEVA ATOMA.

MAnpoopicg o€ 0Aeg TIG YAwooeg EE / EOX diatiBevral oTig TTANPo®opieg
TTPOIOVTOC, oI oTroieg TrepIAauBdavouv Tn ouvoywn TWV XOPAKTNPIOTIKWY TOU

TTPOIOVTOG Kal TO QUAAO 0dNyIWV XPAoNG.

3. Nwg eAéyxeTal n ac@aAsia

Ooov agopd 6Aa Ta epuPoAia COVID-19, 6AeC 01 OXETIKEG VEEC TTANPOPOPIES TTOU
eppaviCovral oto Comirnaty cuAAéyovTal kal e€eTalovTal apuéows. AuTO oUVADEI
ME TO OXEDI0 QAPUAKOETTAYPUTIVNONG VYia Ta eupodia COVID-19 Tou
puBuIoTIKOU BIKTUOU TG EE.

ZuAAoyn mBavoAoyoUpevwY UTTOTITWYV TTOPEVEPYEIWV

To pubuioTIKG dikTuO TNG EE TTapakoAoubei ouvexwg ava@opég yia UTTOTITEG

TTOPEVEPYEIEG TTOU TTAPATNPOUVTAI O€ EPPOAIGCUEVA ATOPA. AUTEC O AVOPOPES


https://www.ema.europa.eu/en/documents/overview/comirnaty-epar-medicine-overview_en.pdf
https://www.ema.europa.eu/en/medicines/human/EPAR/comirnaty#product-information-section
https://www.ema.europa.eu/en/medicines/human/EPAR/comirnaty#product-information-section
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oUAAéyovTal Kal Kkataypdagovtal oto EudraVigilance, éva ouoTtnua 10U
Aeiroupyei atmé Tov EMA yia Tn diaxeipion Kal avaAucn TTANPoOQopIwV OXETIKA

ME UTTOTITEG AVETTIBUUNTEG EVEPYEIEG OTA PAPUAKA.

Ta gypoAioopéva ATOPO KOl OI ETTAYYEAUATIEG UYEIQG TTPETTEI VA AVOPEPOUV
UTTOTITEG TTOPEVEPYEIEG MECW TWV E€OBVIKWV OUCTNUATWY ava@opdg. [a

TTEPICOTOTEPESG TTANPOPOPIES, AVATPESTE OTNV EvOTNTA AVOQOPA TTAPEVEPVEIWV.

IMANPo@OpPIEC OXETIKA PE TOV TPOTTO AVAPOPAS AVETTIOUUNTWY EVEPYEIWV OTO

KpAatog péEAOG oag dlaTiBevial OTO QUAAO 0Bnyiwv Kal OTOV KATAAOYO TwV

ApUODIWYV EBVIKWYV APXWV.

Mrtropeite va emoke@Oeite To EudraVigilance - EupwTraikn Bdon dedouévwy via

UTTOTITEC QVAQOPEC avTIdpdoewy Kal va avalnthoete 1o "COVID-19 mRNA

Vaccine PFIZER-BIONTECH (Tozinameran)" yia va O&iTe OAEG TIG UTTOTITEG
TTOPEVEPYEIEG TTOU avapépBnkav yia To Comirnaty otnv EE. AdBete uttdywn oTi
QUTEG Ol AVOQPOPES TTEPIYPAPOUV UTTOTITEG AVETTIOUUNTEG EVEPYEIEG OE ATOMQ,
OnAadr autd Ta cupPBavTa evOEXETAI VO PNV £XOUV TTPOKANBEI atrapaitnTa A va

oxetiCovrtal ge GAAo TPOTTO e TO EUPBOAIO.

MpoypapHuaTIOUEVEG KOOI OUVEXICOMEVEG HEAETEG

H etaipeia TToU eutropevetal 10 Comirnaty Ba  ouvexioel va TTApEXE!
atmroTeAéOATA ATTO TNV KUPIA KAIVIKA dOKIUR, N otroia BpiokeTal o€ eEEANIEN yIa
€w¢ Kal U0 Xpovia, kal Ba diegayel TTPOOBETEC HEAETEG yIa TNV TTAPAKOAOUONOoN
NG ao@AA&Iag Kol TG OTTOTEAEOUATIKOTNTOG TOU  €UPOAIOU  KaBWG
XPNOIMOTIOIEITAI OTIG EKOTPATEIEG EPYPOAIATHOU Kal 0 AAAEG KAIVIKEG TTPAKTIKEG.

MNa T NioTa TWV TTPOYPOUMOTIOPEVWY 1) CUVEXICOPEVWYV HEAETWY ACQAAEIQC YIa

10 Comirnaty, &¢ite T0 ox£d10 dlaxeipiong KIivOUvou.

Ymapyel éva mpoypaupa maidiatpikng épsuvac (PIP) yia to Comirnaty. Autd

TEPIYPAPEl TTWG N eTaipeia Ba  oUAAéyel Oedopéva  OXETIKA MPE TNV


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/medicines/human/EPAR/comirnaty#product-information-section
http://www.adrreports.eu/en/national.html
http://www.adrreports.eu/en/national.html
http://www.adrreports.eu/en/national.html
https://www.ema.europa.eu/en/documents/rmp/comirnaty-epar-risk-management-plan_en.pdf
https://www.ema.europa.eu/en/documents/pip-decision/p/0480/2020-ema-decision-27-november-2020-agreement-paediatric-investigation-plan-granting-deferral-highly_en.pdf
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QATTOTEAEOUATIKOTNTA KAl TNV a0QAAEIQ TOU €UBOAIOU yia Tn duvNnTIK XpPrion Tou

o€ TaidId.

EmimrA€ov, o EMA Kai o1 eupwTTdikEG ApXEG OUVTOVICOUV UEAETEC TTOPATAPNONG
ota kpdtn péEAN Tng EE, egetdloviag mrpayuatikd dedopéva atmd KAIVIKEG
TIPOKTIKEG YIA TNV TTAPAKOAOUBNON TNG ACQEAAEIAG KAI TNG ATTOTEAECUATIKOTNTAG
TwV gUPoAiwv COVID-19, cuptrepIAauBavopévwy Twy eyKUWY yuvaikwy. lMNa
TTEPICOOTEPEG AETTTOUEPEIEG OXETIKA PE TA TPEXOVTA £pya, AVATPEETE OTO BEUQ

O¢partreiec kKal euBoOAia via 1o COVID-19: yetd TNV £YKPION.

YTtroupyeio Yyeiag
29 lavouapiou 2021


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/human-regulatory/overview/public-health-threats/coronavirus-disease-covid-19/treatments-vaccines-covid-19#post-authorisation-section

