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AstraZeneca' |

Ol MAHPO®OPIEZ MNMOY MNEPIEXONTAI EINAI ZHMANTIKEZX
KAI AEN ATTOTEAOYN YAIKO NMPOQOHIHI

24 Mapriou 2021

AyarmTel,

H AstraZeneca EAGSag 0ag amooTéAAEl ouvnppéva pia ETIOTOA WE TITAO «ATreuBeiag TTKoIvwvia Je
EmayyeAparieg Yyeiag» oxenkad pe 1o egohio COVID-19 Vaccine AstraZeneca kail 10 evdexopevo Bpopormeviag
Kai dlarapaxwv mg mmEng , 6Trwe amaiteital amé Tov Eupwraiké Opyaviopd dapudkwy (EMA) kai JeTd TV
£YKPION TNG HETAQPAONS Kal TWV aTrodexTwv ard Tov EBvikd Opyavioud dapudkwy (EQOD) (AN EOD
27118/24.3.2021).

larpikoi ZuAAoyol: MapakaAeioBe, wg amaiton Tou EO®, Bdoel TG avwrépw £yKPIONG va TTPOwBRoETe Gueca
TNV €MOTOAr) auTth ota MEAN Tou ZuAAGyou oag.

YME: NapakaAeioBe, wg armraiton tou EO®, Bdoel g avwTépw EyKpIONG, va TIPOwWBOETE GUETA TV ETTIOTOAR
auTr) o€ GAOUG TOUG ETTAYYEAUATIEG UYEIAG OAWVY TWV VOONAEUTIKWY IBPUHATWY Kai OAWY TWV HOVABWY TTaPOXAC
TpwToRaBuIag kai deutepoBabuiag epovTidag vyeiag, apuodioTTas oag.

Ytroupyéeio Yyeiag: MapakaAeioBe, wg arraimon Tou EOP, Bdoel Tng avwrépw £yKPIoNS, va TTPOWBHOETE Gueca
TNV MOTOAN auTr) o€ 6Aoug Toug amraoyoAoUpevoug EtrayyeAparieg Yyeiag oTic emuépoug Sopég Gtrou
TTPAYHATOTTOIOUVTal EUBONIQOHOI, TT.X. KEVTPA WUXIKAG UYIEIVIIG, HOVABES PPOovTIBag NAIKIWHEVWY, SOPEC
@ihogeviag ardpwv pe EIBIKEC avAyKeC K.a.

[.I". NpwroBdbuiag Ppovridag Ymoupyeiou Yyeiag: MapakaAeiobe, wg arraitnon tou EO®, Baoel ¢ avwiépw
£YKpIONG, va TTPowBNOoETE Aueca TV EMOTOAR auTh ot GAoUG Toug aTTacyoAolpevoug ETrayyeAuariec Yyeiag
OTQ EMUEPOUG EPPOAIAOTIKA KEVTPA.

Ma mv mAnpo@épnor oag, Tv TpExouaa MepiAnyn Twv XapakmpioTikwy Tou Mpoidvrog (MXIM) Tou
papuakeuTikou Tpoidviog COVID-19 Vaccine AstraZeneca, ptropeite va mn Bpeite onv 10TooeAida Tou
Eupwtrdikou Opyaviopol dapudakwv:
https://www.ema.europa.eu/en/medicines/human/EPAR/covid-19-vaccine-astrazeneca#product-information-
section

H MXN eival BiaBéoiun kai oTa eAANVIKG Kai ETIIKAIPOTTOIEITAI KABE POPA TTOU TPOTTOTIOIOUVTAl T OTOIXEIQ TOU
TTPOIOVTOC.

Edv xpeialeoTe repaitépw TTANPOQOPIES, TTAPAKAAEIOTE va ETTIKOIVWVIAOETE PE TO TURUa latpikic MAnpo@opnong
Kair AopdAeiag AoBevwv g AstraZeneca kahwvrtag oto 211-1983792.

H AstraZeneca Ba ouvexioel va ouvepyddetal OTEVA PE TIG UYEIOVOUIKEG ApPXEG TTPOKEINEVOU va BIac@aAioe! T
owaoTn xprion Tou COVID-19 Vaccine AstraZeneca.

Me extipnon,
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"pnydpiog NrdkouAag

larpikég AieuBuvrig
AstraZeneca EAAGOOC

w EppoAio évavr Tng COVID-19 tng AstraZeneca: Evex6pevo Bpopportreviag kol Slarapaxwy mng
mHgNg

¥ To epfdhio évavr tng COVID-19 tng AstraZeneca TeAEL UMO oupAn pwpaTLKY TapakoAouBnon. Autd Ba
erutpéP el To ypriyopo npoodiopiopd véwv mAnpodoplwv achaAelag. ZnTeital and Toug EMayYEAUATIES UYEIOG

va avadépouv onoteabiimote mBavoAoyoUuPEVES aveMIBUNTEC EVEPYELEG.

ATtreuvBtiag emKoivwvia pe ETrayyeAparieg Yyeiag

Ayammn 1€ EmrayyeAparia Yyeiag,

H AstraZeneca AB ot oup@uwvia pe Tov Eupwiraiko Opyaviopd ®appdkwy kal tov EBviké Opyavioud
dappdkwv (EOD) (AN.£ykpiong EOD 27118/24.3.2021) Ba riBeAe va 0ag EVIUEPWOE! OXETIKA HE Ta akdAouda:

lMepiAnyn

o EpBoAio evavri Tng COVID-19 g AstraZeneca: Ta 0QEAN UTTEPTEPOUV TWV KIVOUVWV TTapd TV
evOEXOUEVT OUVDEDT TAUTOXPOVNG ELPAVIONG OTTaviwv BpopBwWotwy e ouvodo xaunAd apibud
QIMOTTETaAIWY.

» Evag ouvduaopog BpopBwang kar 6pouBoTTeviag, Oe OPICPEVES TIEPITITWOEIC CUVODEUOUEVOC aTTd
aipoppayia, £xer TTaparnenBei TTOAU oTrdvia peTd Tov epBoAiaoud pe 1o epBoAio évavti g COVID-19 g
AstraZeneca.

o O1 EmayyeAparieg Yyeiag 8a mpéTrel va gival O€ £ypriyopaon yia OnuEia Kar GUPTTTWHATA BpouBOEUBOANG
r/kal Bpopporreviag.

o O1epBohiacBivreg Ba TrpeTrel va kaBodnyouvral va {nTouv aueon iatpikr) BorBeia edv epavicouv
oupTrITwpara 61Trwg dSuoTrvoid, BwPakikd AAyog, 0idnua KATw Akpwy, ETTIHOVO KOINAKO GAYOC HETG TOV
eupohiaoud. EmmirA€ov, ommoloodnroTe euBoMadOuEVOg PE VEUPOAOYIKA CUPTITWHATA,
OUMTTEPIAQUBAVOUEVWV COBAPUIV 1) ETTIHOVWV TTOVOKEPAAWY Kal BOAC Opacng HETA Tov egBoAiaoud, 1
TTOU EPPAVICEl HWAWTTEG TOU BEPUATOG (TTETEXEIEC) TTEPA ATTO TO ONMEIO TOU EUBONIACHOU PETE aTTd
HEPIKEG NUEPEG, Ba TTPETTEl va avadnTroel dueon 1aTpikn BorBeia.

loTopIKG TOU {NTANATOG AOPAALIOg

To gpPoAo evav Tng COVID-19 ¢ AstraZeneca evBeikvutal yia TNV EVEPYNTIKI QVOCOTIOINON yia TNV TTRPOANYN
™¢ voogou COVID-19 1rou rpokaAeitarl amé Tov 16 SARS-COV-2, o dropa nAIKiag 18 £1wv Kal avw.

‘Exouv avagepBei repioTatika BpopBoepBolikwy £TTEICOBiWV PETE TN Xopriynon Tou euBoAiou évavn g COVID-
19 1ng AstraZeneca o€ apkeTEQ XWPEG Tou EupwiraikoU OIKovopIKoU Xwpou, OPITUEVES ATTO TIG OTTOIEG
odriynoav o€ TOTTKEG BECPEVOEIG OUYKEKPILEVWY TTapTidwy, 1) Kal 0 avaoToAr] Xpriong Tou idiou Tou euBoAiou.
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‘Evag ouvduaou6g Bpépupwong kai BpoppoTTeviag, Ot OPIOUEVES TTEPITTTWOEIC CUVOBEUOUEVOC ATTO aipoppayia,
£xel TaparmpnOei TToAU oTravia peTd ammé epBoliaocpud pe 1o eppoAio évavm Tng COVID-19 ¢ AstraZeneca.
Mpokertal yia copapd TEPIOTATIKG TTOU TTapouaiddovTal wg ouviuaouog PAEBIKAC BpouBwong
(TepIAapBavopévwy acuviBIoTwWV TTEPIOXWV OTTWG N BpOuBwonN PAEBWBWV KOATTWY TOU EYKEPAAOU Kai N
BpOouBwWOoN Twv peTEVTEPIWY PAEBWV) 1 apTnpiakrg Bpoupwong, pe ouvodd BpopBoTrevia. H TTAEIOVOTNTA QUTWV
TWV TEPIOTATIKWY EPPAVIOTNKAV EVTOG TWV TTPWTWY ETTITA £WE BEKATETOAPWY NUEPWV PETA TOV EYBONIAOUO Kal
EQPAVIOTNKAV OE YUVAIKEG KATW Twv 55 £TWV, WOTOC0, QUTO PTTOPET va avTavakAd Tnv augnuévn xopriynon tou
gpBoAiou o€ auTtov Tov TTANBuopd. Kdtrola TrepioTarikd karéAngav.

Me Baon 1a oupPdvra autd, n Emrporr| ®appakoetrayputrvnong AgioAdynong Kivdivou Ttou Eupwrraikou
Opyaviopuou ®apudkwyv (PRAC) gexivnoe T diadikacia ofjuarog ac@aAeIag TTPOKEINEVOU Va DIEPEUVHOEI
TTEPAITEPW TO {RTNHA.

H PRAC 8iegrye pia Arfpn digpedvnon Tou B£uarog, eviog evog oUvTopou Xpovodiaypduparog,
TepIAaUBavopévng TG TTPOTEKTIKAG EEETAONG TWV avapopwy TEPIOTATIKWY eviog ¢ EudraVigilance* yia
Bpdupoug aiparog kal BpoppoTrevia ot dropa Trou EAaBav To euROAIo, SivovTtag IBIaITEPN TTPOCOXT OTIC
TTANPOPOPIEG TXETIKA WE TO YUAO, TNV NAIKia, Toug TTapdyovreg kivduvou, Tn didyvwon COVID-19 (epdoov ritav
BiaBéaiun), Tov xpovo TTou pecoAdBNoE ammd Tov ePBOAIaOpO £wg TNV Evapgn Tou CUPBAVTOC, TNV EKBACT) Kai TNV
KAIVIKI] ovTéTnTa.

H £peuva epieAdpBave, etriong, oxerikr| BIBAIoypa@ikry avaokaTmnon, pia avdAuon TTou apopouas Ta
maparmpnBévia, oe ox£on PE Ta avapevopeEva TTEPIOTATIKG, Kal 1 OTToia TTpaypartoTroenke pe BAon Tig
BiaBeaipeg avagopég epioTarikwy otnv EudraVigilance (yia Toug ak6AouBoUg «TTPOTILWHEVOUC OPOUCH:
(eyke@ahikn) BpouBwan PAEBwWdwWY kKOATTWY, didyuTn evdoayyelakr TMEN kai BpopBwrikr BpopuBoTTevik
TTOpQUPQ).

Evw ouMéyovral repaitépw oToixeia, n PRAC ouvéoTnoe TV EMIKQIPOTIOINGT TWV TTANPOQPOPIWV TOU TTPOIOVTOC
yia 1o egBoAio Evavi Tng COVID-19 1ng AstraZeneca (ETIOUVATTTETAI OXETIKO TTAPAPTNUA), WOTE VA
QVTIKATOTITPICE! TIG TPEXOUOES YVWOEIG OXETIKA PE TO JrTNHA AOPAAEIag.

Ma v 1pExovoa eykekpipévn MXM, rapakaAoUpe eMOKEPOEITE TOV I0TATOTIO TOU EMA:
hitps://www.ema.europa.eu/en/medicines/human/EPAR/covid-19-vaccine-astrazeneca#product-information-
section

¥ lp6okAnon yia avagopd sika{opevwv/mlavoAoyouusvwy avemBuunTwy eVePyEIV Tou suBoAiou

Or1 emrayyeAparieg vyeiag Ba TTPETTE! va ava@épPouv TIG TUXOV EIKalOUEVEG QVETIBUUNTES EVEPYEIEC TTOU OXETI(OVTQl
HE TN Xprion Tou gpPoAiou évavti ng COVID-19 mg AstraZeneca, oUp@wva PE 10 £BVIKG oUTTNUA QUOGPUNTNAC
avagpopag,.

MNapakaAeioBe va avaQEépeTe OTrOIECBATTOTE AVETIBUUNTES EVEPYEIEG TTAPOUCIAZOVTal OTOUG AOBEVEIC oag ol
otroiol Aappavouv to eyBoiio évavi Tng COVID-19 g AstraZeneca, divoviag TpoTepaidTnTa 0TA CORAPd KAl
OTa pn avapevopeva cuppavra.

Eival onpavTiké va karaypa@ei ye cagriveia T600 N EPTIOPIKF Ovopaadia 600 Kal 0 apiBudc TrapTidac Tou
€HPOAIou TTou AapBdavel o aoBevric. Kard tnv avagopd, TrTapakaAeioBe va TTapéxeTe 600 T0 duvatov
TTEPICTOTEPEG TTANPOPOPIES, CUUTTEPIAALBAVOUEVWV TWV TTANPOPOPIWV OXETIKA HE TO 1IQTPIKO IGTOPIKO,
oTroladnTToTE ouYXopPrynon GAAou @appdkou, kaBwg Kai TG Nuepounvieg Ayng Tou euBoiou (1n 1 2n d6an),
TUXOV OUYXOPNYOUHEVWY QaPUAKWY KAl EHPAVIONG TWwV AvETIBUUNTWY EVEPYEIWV. MNapakaAeioBe va OnuEIVETE
TO KPITHPI0 0OBAPOTNTAG YIA TIG AVAPEPOUEVES WG COBAPEG QVETIIBUNTEG EVEPYEIEC KaI TNV EKBAOT KGOE
aveTTIBUUNTNG EVEPYEIQC.

YmrevBupidetal 6T o1 avemBUUNTEG EVEPYEIEG TTOU GUVBEOVTaI pE TN XPrion Tou gpBoAiou évavt Tng COVID-19 ¢
AstraZeneca UTropouv va ava@épovTal oUp@wva pe 1o £Bvik6 oUoTnua auBopunTWY avagopwv atov EBvIKG
Opyaviopd ®appdkwy, Tuiua AvemBuunTwy Evepyeiwv, pe Tv utroBoAr g Kitpivig Kaprag pe Toug e€A¢
TPOTTOUC:

» HAextpovikii uroBoAr} ¢ Kitpivng Kdprag péow g 1otooeAidag Tou EO® hitp://www eof gr
» 'Eviumm pop@ri amooToAr péow Taxudpoueiou, areAws, oto Turfua AvemBuunTtwy Evepyeiwv tou EO®
(Meooyeiwv 284, 15562) TnAEpwvo emmikoivwyiag: 213-2040380 r} 213-2040337.

EVaAAGKTIKG 01 QveTriBUPNTEG EVEPYEIEG PTTOPOUV va ava@épovTal oTnv AstraZeneca:
TnAepwvika: 211-1983792



®at: 210-6859194

loTéromog: https://contactazmedical.astrazeneca.com/

ATopa ETTIKOIVWVIOG OTNV ETAIPEIQ
Edv éxete TEpaITEPW EPWTNCEIC 1] XPEIALECTE ETTTAEOV TTANPOPOPIES, TTAPAKAAEITOE VO ETTIKOIVWVIOETE LE:

AstraZeneca, Turpa latpikig NAnpo@opnong & ®apuakoeTaypuTiviong:

TnAepuwvika: 211-1983792

dag: 210-6859194

lotétotrog: hitps://contactazmedical.astrazeneca.com/
AstraZeneca A.E., AynoiAdou 6-8, 15123, Mapouot, ABriva, EAAGSa

Mg ekTipnon,

G

pnyoépiog NTakouhag

latpikég AiguBuvric
AstraZeneca EAAdSac

* EudraVigilance: Eupwrraikn) Baon avagopwy AvemBuuntwy Evepyeiwv

Tporrorroinuévo keipevo atréd v PRAC:

M.X.N. - Napayp. 4.4

OpopBotevia kai SIATAPAXEC TNC TTNKTIKATNTAC

Metd amd Tov eyBohiacpd ye 10 COVID19 Vaccine AstraZeneca £youv maparmpenBei, o ToAU omavia
guxvoeTNTA. TTEPICTATIKG ouvduagopou BpouBwonc kal BpoufoKUTIaPOTTEVIAC, TA OTToId ouvodEUovVTIaY OF
OPICUEVEC TIEPITITWOEIC aTTd dipoppayia. & autd TTepiAapBavovial coBapd TTERIOTATIKA TToU EKONAWVOVIAI W
QAeBIKA BpouBwaon, CURTTEPIAQUBaVOUEVILY Un ouvnBIouEvwY BETEWY OTTWC £ival N BPOUBWaON TOU EVKEQAAIKOU
@AeBwdouc kbATTOU, N BpduPwan TNC UECEVTERIOU QPAEBAC, KaBWC Kal n aptnpeiakn BpouBwaon, TauTdxpova LE
EpouBokuTTapoTrevia. H TTAEIOWNQIa QUTWV TWV TTEPICTATIKWY EKONAWBNKE PEGU OTIC TTPWTEC ETITA £WC
OEKATECOEPIC NUEPEC LUETA ATTO TOV EUBOAMIQOUO KAl EYPAVIOTNKE OF YUVAIKEC NAIKIOC KaTrw Twv 55 e1wy. QaTtdoo,
QUTO LTTOPE! VO aTTOTUTTWVEI TNV auénuévn Xpnon Tou epoAiou atov guykekpipévo TTAnBuoud. H ékBaon
OPICUEVWY TTERICTATIKWY NTaV Bavatn@opoc.

O1 erayyeAuariec tnc uyeiag Ba péTrel va Bpigkovidl g€ eypriyopaon Yid ONUEIQ Kal CUUTITWUAT
BpouBosuBoAic kalr BpoupokutTapoTreviac. O1 eyBohiaoBiviec guvioTdral va aeuBuvBouv dusoa ot yiarpo
JE TTEPITITWON EUQAVIONC CUPTITWUATWY TUTToUu SuoTTvolag, TTovou aTo oTiifoc, oidriuarog Tou Todiou,
EPPEVOVTOC KOINIGKOU GAYOUC UETA aTTo TOoV euBoiiaous. EmmpooBera, 6goi sugavifouv VEUPOAOYIKA
ouuTITWUaTa cuptTepiAauBavouévng 1nc ooBapnc N sppévouoac Ke@aAaAyiac i Tn¢ Bautmc épaonc YeTd amd
Tov EyBoAiaopd, 1 01 o1Toiol Ep@aviouv SEPUATIKEC EXXUMWOEIC (TTETEXEIEC) EKTOC TOU OnuEiou XopRynaong Tou
epBoAiou PETA aTTO NEPIKEC NUEPEC, Ba TTpémel va ammeuBuvBolv dueca Ot viarpod.

Kivduvoc aigoppayiac ue v evdopuikn) xopriynon

O1rwg Kai e AAAEG EVOOUUIKEG EVETEIG, TO EPBOAIO TTPETTEI va XOPNYEITaI HE TTPOCOXT O ATOpa TToU AauBdvouy
avTiTnkTikr) Bepatreia i ekeiva pe Bpoupotrevia fi omroiadrirote Siatapayn TG TMKTIKOTNTAC (6TTWC
aipoppPO@IAia), BIOTI PTTOPET VO EUPAVIOTE] alpopPayia i HWAWTTIONOG NETA atrd evBopuiki Xopriynon Ot autd Ta
dropa.
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MposidotroIoeig Kal TTPOPUAGEEIS

ATreuBuvBEiTE OTOV YIOTPO, TOV PAPUAKOTTOIO fj TOV VOOOKOHO oag Trpiv oag xopnynBei o COVID-19 Vaccine
AstraZeneca:

AlpatoloyikEc diarapaxéc

Mera amrd tov spBohiaoud ye To COVID-19 Vaccine AstraZeneca £xouv raparnpnBei og moAl omdvia
guxvoTnId TTEpIoTATikG cuvduaopou 8pouBwy aipaToc Kal XaunAwyv eTMESWY QIUOTTETAAIWY, TA OTToIa
OUVODBEUOVTIOV OE OPICUEVEC TTEPITITWOEIC amd aiyoppayia. Y& autd mepihapBdavovral opicuéva coBapd
TEQIOTATIKG BpouBwy aipaToc o SIAQOPETIKEC I un guvnBIouéveC BECEIC KAl UTTERUETRN TTNKTIKOTNTA 1
aipgoppayia o 0AC 10 owpa. H TTASIOWNQIa QUTWVY TWV TTERIOTATIKWY EKONAWBNKE PECA OTIC TTPWTEC ETTTA £WC
QEKATETUERIC NUEPEC PETA CTTO TOV EYBONAOUO KAl ELUPAVICTNKE KUPIWC OF YUVaIKEC NAIKIOC KATw Twv 55 £TWv.
Qo1600, 0 apIBUOC TWV YUVAIKWY NAIKIAC KATw Twv 55 £1wv TTou EAABE 10 EUBOMO rTaV LEYAAUTEDOC CUYKDITIKG
HE 10 AoiTTd dropa. H EKBaon opIgUEVWY TTERIOCTATIKWY fiTav Bavameopoc.

ATTEUBUVBEITE QUECT OF YIATpd OF TTEPITTTWOT EYQAVIONC CUUTTTWudTWY dugTvoiac, TTévou ato otndoc,
0idrjuarog 1ou modioy, N EUPEVOVTOC KOIAIIKOU TTOVOU PETA amrd 1oV epfohiaoud.

Etmiong, ameuBuvBeiTe o€ yiaTpd £av epgavigsTe goBapéc i eppévoucec kepahahyiec i Baprr dpacn Aivec
NUEPEC PETA aTTO TOV EUBONIAOUO, 1] EQV ELQAVIOETE SEPUATIKEC EKXUMWOEIC 1] EVIOTTIOUEVEC OTPOYYUAEC KNAIDEC
EKTOC TOU OnpuEiou yoprynong tou suBoliou AiVEC NUEPEC LETA aTTd TOV ELROAMACUD.
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