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AyatrnTtém,

H AstraZeneca EAAGDOG 00G amTOITEAAEI GUVNUMEVT LIO ETTIOTOAN UE TITAO «ATTEUBEIOG ETTIKOIVWYVIT UE
EmayyeAuarieg Yyeiag» oxetikd pe 1o egpddo COVID-19 Vaccine AstraZeneca kai 10 evOeXOUEVO
BpouBoTtreviag kan diarapaywy TNE TTAENG , OTTWG aTtraiTeital amd Tov EupwTraikd Opyavioud ®apudkwy (EMA)
Kal METG TNV £YKPION TG METAQPAONG KAl ~wv atrodekTwy amrd Tov EBvikd Opyaviapd ®apudkwy (EOP) (Al
EO® 27118/24.3.2021).

larpikoi 2UAoyol: MapakaAeioBe, wg atra’'tnon Tou EO®, Bdoel Tng avwTépw EyKpIang va TTPowBAoETE AUETT
v emaToAr aut ota MEAN Tou ZuAAdyoJd oag.

YTE: NapokaAeioBe, wg ataitnon Tou EQ®, Bdoel Tng avwTépw EyKpiong, va TTPOWBATETE APETA TNV £TTICTOAN
auTr o€ OAOUG TOUG ETTAYYEANATIEG UYEITG OAWY TWV VOGNAEUTIKWY IBPUUATWY KAl OAWY TWV POVABWY TTAPOXAS
TpwroBdBuiag kai deutepoRabuiag povTidag uysiag, apuodioTnTas oac.

Ymroupyeio Yyeiag: MapakaieioBe, wg ataitnon tou EQ®, Bdoel Tng avwTépw EYKPITNG, va TTPOWBNoETE dUECT
TNV EMOTOAN auth o€ 6Aoug Toug atracxoiouuevoug EtayyeAuarieg Yyeiag oTig empépoug dopeEg OTTou
TTPAYMATOTTOIOUVTAI EPBOANIACHOI, TT.X. KEVTPO WUXIKAG UYIEIVAG, HOVADES @povTidag NAIKIWMEVWY, DOUEG
QIAOEeviag atopwy JE EIBIKEG QVAYKEG K.aL.

[.I. MpwtoBd6uiag Ppovridac Ymoupyeiou Yyeiag: Mapakaieiobe, we atmaitnon tou EO®P, Bdoel Tng avwrépw
£YKPIONG, VO TTPOWBACETE AUETT TNV ETTICTOAR QuTr 0 GAOUG TOUG atmaagyoAoUpevcug ETrayyeAparieg Yyeiag
OTa ETTIHEPOUG EUPBOMNITOTIKG KEVTELAQ.

Ma v mAnpogdpnor) oag, Tnv Tpxouca MepiAnyn Twv XapaktnpioTikwy Tou MpoidvTog (MXI1) Tou
papuakeuTikou TTpoidvTog COVID-19 Vac:ine AstraZeneca, utropeite va T Bpeite atnv 1I0TogeAida Tou
Eupwtrdikot Opyaviguol Popudewy:
https://www.ema.europa.eu/en/medicines.human/EPAR/covid-19-vaccine-astrazeneca#product-information-
section

H MXM gival diaBEaiun Kai o1 EAMNVIKG Kal ETTIKAIPOTTOIEITAI KABE @Oopd TTOU TPOTTOTOIOUVTAl TA OTOIXEIQ TOU
TTPOIOVTOG.

Edv xpeidleoTe TEPQITEPW TTANPOPOPIEG, TAPAKAAEIOTE VO ETTIKOIVWVIOETE YE TO TUAMA lATPIKAG
MAnpoedpnang kal Aogpdieiag AoBeviov Mg AstraZeneca kaAwvrag oto 211-1983792.
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H AstraZeneca Ba ouvexioel va CUVEPYAZETAl OTEVA WE TIG UYEIOVOMIKEG APXES TTPOKEIUEVOU va Silao@aNioel Tn
owoTh Xprion tou COVID-19 Vaccine AstraZeneca.

Me exTiunon,

Mpnyopiog NtakouAag

larpikéc AieuBuvric
AstraZeneca EAAGOa¢C
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V¥V EppoéAio évavri tng COVID-"9 T1ng AstraZeneca: EvdexOpevo OpoupBoTreviag Kai
Siatapaywv tng TRENGg

¥ To epBohio évavti ng COVID-19 g AstraZeneca Tehei UTTO GUNTTANPWHATIKA TTapakoAoUBnon. Auto Ba
EMITPEWEI TO YPYOPO TTPOTDIOPIOUO VEWY TTANPOPOPIWY OOPAAEITS. ZNTEITAI aTTO 10UG ETTAYYEAATIES UYEIAG va
QVAQEPOULV OTTOIECDNTTOTE TIBAVOAOYOUNEVEG AVETTIOUMNTEG EVEPYEIEG.

ATtreuBeiag emkoivwyvia pe ErayyeApariss Yyeiog

AyartnTté ETayyeAparia Yyeiag,

H AstraZeneca AB oe ocupgpwvia pe Tov Eupwtaiké Opyaviopd Papudkwv kai tov EBvikd
Opyaviopéd dapudkwy (EOP) (A.MN. eykpiong EOP 27118/24.3.2021 ) Ba r\Behe va 0aG EVNPEPWOEI
OXETIKA PE Ta akOAouba:

IMepiAnyn

EuBoAio evavti Tng COVID-1¢ g AstraZeneca: 1a o@éAn utrepTePOUV Twv KIVOUVWY TTapd
TNV evOEXOUEVN OUVBEDN TAUTOXPOVNG EMPAVIONG OTTaviwy Bpoufwoswy pe ouvodo XapnAd
apIBud aloTrETaAIWV.

‘Evag ouvduaopog Bpoppwong Kal BpouBoTreviag, o€ OpICHEVES TTEPITITWOEIG CUVODEUONEVOS

Qo aigoppayia, £xel rapatnoanBei TOAU otrdvia PeTd Tov euBoAicopd pe 1o gPPOAIO EvavT
¢ COVID-19 tng AstraZeneza.

O1 EmayyeApartieg Yyeiag Ba TpéTel va gival O gypriyopon Yia OnMEia Kal CUPTITWHATA
BpoppoepPBoAinc ri/kal EpoppoTeviag.

Or1 eppoliacBévieg Ba mpémzl va kaBodnyouvtal va ¢nTouv dapeon 1aTpikr) BoriBeia edv
EMQAVICOUV CUPTITWUATA OTTw¢ dUaTTvold, BwpPakikd GAyog, oidnua KATwW AKpwy, £TTiHOVO
KoINlaké  dAyog peTd Tov  euPoAloopd. EmimAéov, otroloodnmote  gpBoAladOuEVOG  ME
VEUPOAOYIKA CUPTTTWUATY, CUMTTEPIAGUBAVONEVWY COBOPWY I ETTIHOVWY TTOVOKEQAAWY Kal
BoAng Opaong PETd Tov €UBOANIACMO, 1 TTOU EUQAVICEl HWAWTTEG TOU OEPUATOG (TTETEXEIEG)
TTEPA QTG 1O ONUeio Tou gPRONIGOUOU WETA ATTO WEPIKEG NUEPES, Ba TTPETTEl va avadnTroel
apeaon 1aTpikf BoriBeia.
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loTopik6 Tou {NTAPATOC ATPAAEIOG

To euBoMo évavt Tng COVID-19 tng AstraZeneca evOeikvuTal yia TNV EVEPYNTIKF) AvOCOTTOIiNGN YIa
TV TPOANWN NG vooou COVID-19 trou pokaAeitar amd tov 10 SARS-COV-2, og dropa nAikiag 18
ETWV Kal Avw.

‘Exouv ava@epBei TepIoTaTIKG BpopBOEUBOAIKWY ETTEICOBIWV JETG TN XOPYNON Tou gPBoAioU EvavT
¢ COVID-19 1tn¢ AstraZeneca o€ apKeTEG XWPEG Tou EupwTaikol OIKovouIKoU Xwpou, OpICHEVES
a1mé TIG OTroieg odrynoav Ot TOTTIKEG OECHEUOEIG CUYKEKPIHEVWY TTOPTIOWY, 1 Kal Of AvaoTOAR
Xpriong Tou idiou Tou gpBoAiou.

‘Evag cuvduaoudg Bpoupwaong Kal BpouBoTreviag, € OpITUEVES TTEPITTTWOEIS CUVODEUOUEVOG OTTO
aipoppayia, £xel TapatnEnOEei TTOAU oTrdvia petd atrd epBoAlaaud pe o eyBoAio évavTi Tng COVID-19
NG AstraZeneca. NMpokeiTal yio coBapd TEPICTATIKA TTOU TTAPOUCIAZOVTAl WG CUVOUATUOG QAEBIKAG
BpopBwong (TrepIAapBavopévwy aouvhBIoTWY TTEPIOXWY OTTWES N BpduBwon PAERBWIWY KOATTWY Tou
EYKEPAAOU Kal N BpOUBWON TWV HECEVTEPIWY QAEBWV) 1 apTnEiakng BpouBwaong, ue ouvodd
BpouBotrevia. H TTAEIoVONTA QUTWY TWY TTEPICTATIKWY EQQAVIGTNKAV ZVTOG TWV TTPWTWY ETTTA £WG
OEKATECTAPWY NUEPWY PETA TOV EMPOANIOCHO KAl EPAVIOTNKAY O YUVAIKEC KATW TWV 55 £TWV,
WOTO00, QUTO UTTOPEI VO AVTAVAKAG TNV augnuévn xopriynon Tou epoAiou o auTtov Tov TTANBUGHO.
KdTtrola mepioTatikd KaTtéAngav.

Me Bdon Ta oupBavra autd, n Emiporr ®appakoetaypudtrvnong AgioAdynong Kivduvou Tou
Eupwtraikol Opyavioudu  ®apudkwyv (PRAC) &ekivnoe 1 diadikacia  oApatog ao@aAeiog
TTPOKEIMEVOU VA DIEPEUVRACE! TTEPAITEPW TO {ATNMA.

H PRAC diegriye pia tarpn diepelvnon tou Béuatog, evidg evog OUVTOHOU XPOvVodIaypaupaTog,
mepIAAPPBAVOPEVNG  TNG  TTPOCEKTIKAG  €EETAONG  TWV  AVOQOPWY  TIEPIOTOTIKWY  EVTOG  TNG
EudraVigilance* yia Bpoppoug aiparog kar BpouBotevia oe aropa mou éAaBav 1o epfoAio, divovTag
1B1aiTePN TTPOOOXNA OTIG TTANPOPOPIEG OXETIKG HE TO QUAO, TNV nAIKia, Toug TTapdyovTeg KivdUvou, T
didyvwon COVID-19 (epSoov frav diaBéaiun), Tov Xxpovo TTou pecoAdfnoe amd Tov epBoliaoud £wg
TNV évapén Tou oupBavtog, TNV EKBaon Kal TRV KAIVIKY) ovToTnTa.

H epeuva epieAauPave, emiong, oxeTikn BIBAIOYpAQIKT) avaoK3TNan, Yo avaAuon TTou agopoUas T
TapatnEnBévta, oe oxEcn PE T GVAPEVOUEVA TTEPICTATIKG, KAl N oTroia TpayuaTtoTroifenke e Bdon
TIg dlaBéaipeg avagpopég TrepiaTatikwy otnv EudraVigilance (yia Toug ak6AouBoug «TTPOTIMWUEVOUG
opoug»: (eyke@aAikn) BcopBwan @AeBwdwy KOATTWY, didxum evdoayyelakr TTHEN Kal BpouBWTIKNA
OpouBoTTEVIKE TTOPPUPQA).

Evw cuMéyovTal Tepaitépw aToixeia, N PRAC ocuvEaTnoe TNV £TTIKAIEOTTOINGT TWVY TTANPOPOPILV TOU
TPOI6VTOG yia 1o euROMo EvavTi Tng COVID-19 g AstraZeneca (ETICUVATITETOI OXETIKO TTApAPTAHA),
WOTE VA QVTIKATOTTTPICEI TIG TPEXOUOES YVWOEIG OXETIKA PE TO ATNMA QOPAAEING.

Ma tnv TpExouca eykekpipévn MXIM, TTapakaloUpe eTTIOKEPBEITE Tov ICTOTOTTO ToUu EMA:

https://www.ema.europa.eu/en/medicines/human/EPAR/covid-19-vaccine-astrazeneca#product-
information-section
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V [lMpoéokAnon yia avagopd eika{Ouevwv/mlavoAoyoUusvwy avemOUUNTWY EVEPYEIWV TOU
guBoliou

O1 erayyeAparieg uyeiag Ba TOETEI v ava@épouy TIC TUXOV IKAOMEVEC QVETTIOUUNTEG EVEPYEIEC TTOU
oxetidovral pe T xprion Tou epPoliou évavn ng COVID-19 e AstraZeneca, cU@wva He TO €BVIKO
ouaTtnua aubdpunTNS avapopic.

MapakaAeioBe va avagépete oTroIECBATTOTE QVETTIBUUNTES EVEPYEIEC TTAPOUCIAZOVTAI OTOUC A0BEVEIC
oag ol otroiol AapBdvouv 1o epBoAio Evavt g COVID-19 tng AstraZeneca, divovtag TpoTepaldTnra
oTa coBapd Kal OTa N AVaREVOUEVA TUMBAVTA.

Eival onuavTikd va Kataypagei pe oc@rvela TO00 N EUTTOPIKY OVOUOoia 600 Kal 0 apIBuog TrapTidac
TOU EpPOAIoU TTou AauBdvel o aoBevrg. Kard tnv ava@opd, TapakaAeioBe va TTOpPEXETE OO0 TO
duvaToV TTEPITOOTEPES TTANPOPOPIES, CUMTTEPIAAMBAVOUEVWV TWV TTANPOPCPIWV OXETIKA UE TO 1ATPIKO
IOTOPIKO, OTTOIAdATIOTE CUYXOPryNorn AAAOU QapUGKOoU, KAaBWS Kal TIC NUEPOMNVIEC AARWNS Tou
EMBOAiou (17 1) 2" Bdon), TUXOV CUYXOPNYOUHEVWY QAPHAKWY KAl EMQAVIONS TWV QVETTIBUMNTWY
EVEPYEIWV. [apakaAEioBe Vo GNUEILVETE TO KPITAPIO CORAPATNTAC VI TIG CVAPEPONEVES WS TORAPES
QVETTIBUNNTEG EVEPYEIEG Kal TNV EKBaon KABE aveTTIBUNNTNG EVEPYEINC.

YevOupieral 611 o1 avemBUPNTEG eVEPYEIEG TTOU CUVOEOVTAI WE TN XPrOn Tou eUBoAiou EvavTi Tng
COVID-19 mn¢g AstraZeneca pmmopoUv va avagépovTal CUMQWVA PE TO €BVIKO cUoTna auBopunTwy
avagopwyv atov EBvikd Opyaviopd Pappdkwy, Turfua AvemBuuntwy Evepyeiwv, PE TNV UTTOROAN
¢ Kitpivng Kdaptag pe Toug €€RG TpOTTOUG:

. HAektpovikr) utroBoAr Tng Kitpivng Kdprag péow ng iotocgAidag tcu EOD http://www.eof .gr

. ‘Evrutrn popen amrooTtoAr] pécw Taxudpopeiou, ateAwg, oto TuApa AvemBuunTwy Evepyeiwv
Tou EO® (Meooyeiwv 284, 15562) TnA@uwvo eTTiKoivwviag: 213-2040380 r) 213-2040337.

EVOAAOKTIKG o1 aveiBUuNTEG evEpyElEg UTTOPOUV Vo avagépovtal atnv AstraZeneca:
TnAspwvika: 211-1983792
®ag: 210-6859194

lotéToTrog: https://contactazmedical.zstrazeneca.com/

ATopO ETTIKOIVWVIOG OTNV £TOIPEiQ

Edv éxete Tmepaitépw  epwtioelS 1 xpeialeoTe  emITTAéOV  TTANPOQOpPIEg, TrapakaAeioBe va
ETTIKOIVWVIOETE WE:
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AstraZeneca, Tufua latpikig MAnpo@épnong & PapuakoeTaypUTTvnong:

e  TnAepwvika: 211-1983792
e dag: 210-6859194
e loTototrog: https://contactazmedical.astrazeneca.com/

e AstraZeneca A.E., AynoiAdou 6-8, 15123, Mapouaoi, ABrjva, EAAGDa

Me ekTipnon,

pnyopiog NTdkouAag

laTpik6¢ AleuBuvTnc
AstraZeneca EAAGOag



Tpotrotrompévo Kaipsvo atmré tnv PRAC:

MN.X.M. - fapayp. 4.4

Qpoppotrevia Kal BIATapaXEC TS TTNKTIKOTNTAC

Merd atrd Tov epfohacud ye 1o COVID19 Vaccine AstraZeneca £xouv TapartnpnBei, og TToAU
aTTAvIa oUXVOTNTA, TELIOTATIKE oUvDUATOU BpduBwone Kal OpoUBoKUTTApOTTEVIOS, Ta OTToid
OUVOBEUOVTIQV OE OPIOLEVEC TTERITITWOEIC ATTO QIUOPPAyia. Y& autd TTepitapBdvovTal ooBapd
TTEPIOTATIKA TTOU £kBNAWVOVTAl W PAEBIKI BpouBwon, CULTTEPIAALBOVOLEVWY Un
ouvnBiouévwy BEcewy OTTWG eival n BpouBwaon Tou evke@ahikou AERWBOUC KOATTOU, N
Epoupwaon TNG YECEVTEDIOU WAEBAC, KBS KAl N apTNPIaK BpouBwan, “autdX pova e
BpouBokuTTapoTTevia. H TTAEIOWN @It QUTWY TWY TTEPIOTATIKWY EKSNAWONLE YECA OTIC TTRWTEC

ETTTA £WC DEKATEOTEPIC NUEPESG PETA OTTO TOV EUBOAIGOUG KOl EJQPAVIOTNKE OF YUVAIKEC nAIKiag
KATW Tov 55 eTwv. QOTS00, QUIO UTTOPET VO QTTOTUTTWVEI TNV AUENUEVN XP1on Tou euBoAiou

OTOV OUYKEKPINEVO TTANBUONS. H ékBaan oplopévwy TTERICTATIKWY ATAV Bavarneopoc.

O1 emrayyehpaTieg Tng uveiag Ba TTRETTEl va BpiokovTal O€ EYpAYOPaN VIa onuEid Kal
gupTTwpara BpouBosuBoAnc kai/r OpouBokuttapotreviac. O euBoACCBEVTEC CUVIOTATAI Va
ammeuBuvBouv GUECT OF VIATPO T€ TTERITITWON EYQPAVIONS CUUTITWHATWY TUTTOU BUOTIVOIaC,
TTOVOoU 010 0100, oIdriuaToc Tou TTodlol, sguEVovToC KOIAIOKOU dAYouc LETA ammd Tov
epBoAaoud. Emmpdobztd, dool gp@aviCouv VEUPOAOYIKG CUUTTTWUATT

oUUTTEPIAQUBaVOUEVNC TNE GO 1S N EPPEVOUTAC KEQaAaAyiag A TNE BouTnE Opao £TQ
ammo 1ov euBohacud. i ol oTToI0l EPQaVICoUV JEPUATIKEC EKXUNWOEIC (TTETEXEIEC) EKTOC TOU
onuEiou Yopynong 1ou eBoAIoU PETE aTTd UEpIKEC NUEPEC, Ba TTRETTEl va atTeuBuvBoUly
duECa OE VIOTPO.

KivGuvog aipoppayiag Le TNV evDOUUIKH X0prynan

O1mwg Kkal e AAAEG eEVOOUUTKES ZVETEIG, TO eURGAIO TTPETTEI va XOpNYEITal e TTPOTOXT O
ATOHa TTOU AQMBAavouY avTITTNKTIK BepaTeia i ekelva pe BpouRoTevia i oToIadRTToTE
dlarapayr) g TMKTIKOT)Tag (OTws aIdoppo@IAia), DIOTI HTTOPEN va EPQAVIOTEl aipoppayia
HWAWTTIOPOG JETA ATTO EVOOUUIKT XOPNYNOoN O£ auTd TA ATOHA.

©.0.X. — Mapayp. 2

Mposidotroinoeig Kai TpoQuAldEeig

ATTEUBUVBEITE OTOV YIOT20, TOV -pAPHAKOTTOIO ) TOV VOOOKAOUO OOg TIRIV GG X0pnyneei To
COVID-19 Vaccine AstraZeneca:

AlLATOAOVIKEC DIATOPAYEC

MeTa ammd Tov eyBoMaouo pe 1o COVID-19 Vaccine AstraZeneca éxouv mapatnpnBei oe oAl
OTTAVIa oUXVOTNTA TTEPITTATIKA ouvOuaouoU BpouBwyY diparoc Kal ¥aunMuY TTITTEDWY
QILOTTETAAIWY, TA OTTOIC CUVODEUOVTAY OF OPICHEVEC TTEPITITWOEIC aTTO QI loppayia. € autd
TTEPIAQLBAVOVTAI ORICUEVA 0ORBIPG TTERPIOTATIKG BpOUBWY aiuaToc o8 dIPOPETIKES I N
ouvnOiouéveg BECEIC KOl UTTEQUETEN TINKTIKOTNTA 1] diJoppayia og 0Ao 10 owa. H TAsiownoia
QUTWY TWV TTEQICTATIKUW EKONALBNKE LECU OTIC TTRPWTEC £TTTA £WC OEKATETTERIC NUEPEC LETA
atTd TOV ELPBOAIOTUO KO EUQAVITTNKE KUPIWC 0 yuvaikeg nAIKiag KATw Twv 55 etwv. QoT000,
0 apIBUOC TWV YUVAIKWY NAIKIAC KATW Twv 55 10V TToU £AaBE To elBOAIO NTaV PEYOAUTEROG
OUYKPITIKG PE Ta AoITTd dtopa. H £ékBaon oplouévwy TTEQICTATIKWY NTavV Bavarn@opog.

ATTEUBUVBEITE AUECA 08 VIOTPO JE TTEPITITWON ELEAVIONC CUUTITWHATWY BUCTIVOIaC, TTOVOU
010 01AB0C, 0IBAKATOS ToU TTOMMOU, 1 ELMEVOVTOC KOIAMIAKOU TTOVOU WETA CTTO TOV ELBOAIGOUO.

Emiong. ameuBuvBeite Ce yiaTpo edv epgavioste ooBapic f epUEvouTes ke@AAaAYieC ) BauTrr

oOpacn Aive EPEC PETA aTT0 TOV ELBOMACUO. 1) EGV EUQAVIOETE OEPUATIEEG EKXUMWOEIC 1)

EVTOTTIOMEVES OTPOYYUASC KNAIBEC EKTOC TOU ONnuEioU XoprRynong 1ou epoAiou Aive £pe
UETG OTTO TOV £UBOAMOCUO.







