Ol MAHPO®OPIEZ MNOY MNEPIEXONTAI EINAI ZHMANTIKEZ
KAI AEN ATTOTEAOYN YAIKO NMPOQOHZHZX

AstraZeneca.

13 AtrpiAiou 2021
Ayatnté/n,

H AstraZeneca EANGOQAC 0ag amTOOTEAAEI CUVNUUEVA IO ETTIKOIPOTTOINUEVN ETTIOTOAR
«Atreubeiag emmkolvwvia ye EtTrayyeApaTieg Yyeiacy oxeTIKG ye: oUvOeo METASU TOU
eupoAiou kard Tng COVID-19 Tng AstraZeneca, Vaxzevria, Kal TG EHQAVIONG
0poupwong o ocuvduaouo pe Bpoupotrevia, dTTwg atmmaiTeital atrd Tov Eupwtraikd
Opyavioud Gapudkwy (EMA) kai JeETG TNV EyKPION TNG METAPPACNG KAI TWV OTTOOEKTWV
a1ré Tov EBviké Opyavioud @apudkwy (EOD) (AN EOP 33569/12.4.2021).

OAegg o1 YIME : MapakaAeioBe, wg atraitnon Tou EO®P, Baoel TnG avwTépw EyKpIONG, VO
TTPOWBNOCETE AUECA TNV ETTIOTOAR AUTH a€ OAOUG TOUG ETTAYYEAUQTIEC UyEiag OAwY Twv
VOONAEUTIKWY IBPUPATWY Kal OAWV Twv hJovAadwy TTapoxn s TTpwToRdbuiag kai
0euTEPOBABUIOG PPOVTIDAG uyEiag, apuodIOTNTAG 0ag Kal IdIAITEPWS OTa TuRuaTa
Etreryoviwy Mepiotatikwy kal Ta Kévrpa Yyeiag.

Ymoupyeio Yyeiag : NapakaAeioBe, wg amraitnon tou EO®, Bdoel TNG avwTépw £yKpIong,
va TTPOWOBNCETE AUECA TNV ETTIOTOAN auTh € OAOUG TOUG ATTAOXOAOUPEVOUG
EtrayyeAuarieg Yyeiag oTig emuépoug OOUES OTTOU TTPAYUATOTTOIOUVTAl EUBOAIACHOI, TT.X.
KEVTPA WUXIKAG UYIEIVAG, HOVABEG PPOVTIOAS NAIKIWPEVWY, DOPESG QPIAOEEVIOG ATOPWY JE
€10IKEC AVAYKEG K.Q.

[.I". MNpwtoBdduiag Ppovridag Ymoupyeiou Yyeiag : MapakaAeiobe, wg atraitnan Tou
EO®, Baoel TnG avwTépw £YKPIONG, VA TIPOWBACETE GUETA TNV ETTIOTOAR AUTH 0€ OAOUG
TOoug atracoAoupevoug EtrayyeAuartieg Yyeiag oTta emuépoug euBOAIaOTIKA KEVTPQ.

OAec o1 EmoTnuovikéc ETaipgieg OAwyY Twv 1aTpIKWV EISIKOTATWY : [NapakaAeiobe, wg
atraitnon Tou EO®, Bacel TG avwTEPw £YKPIONG VA TTPOWONRCETE AUETA TNV ETTICTOANR
autr) ota M€An cag.

larpikoi ZUAAoyoi (MaveAARviog kai emipgépouq) : NapakaAeiobe, wg arraitnon Tou
EO®, Bacel TnG avwTépw £YKPIONG Va TTPOWOACETE AUETA TNV ETTICTOAN auTth oTa MEAN
TOU 2UAAOYOoU oac.




MaveAARvioc PapuaKeUTIKOC ZUAAoyoc, ETiyépouc PapuoKeUTIKOI ZUAAoyoOI,
NME®NI, 'Evwon NoonAsutwyv EAAGSo¢g, EAAnVIKA OdovTiaTpik OpooTrovdia :

MapakaAeioBe, wg atraitnon Tou EO®, Bdoel TNG avwTépw EyKPIONG va TTPOWBNOETE
Aaueoa Tnv €moToA auTth ota MEAN Tou ZUuAAGyoU oag.

MNa TNV TAnpo@dépnon oag, Tnv Tpéxouaa MepiAnwn Twv XapakTnpioTiKwy Tou [MpoidvTog
(MXIT) Tou apuakeuTikoU TTpoiovTog Vaxzevria (Trpwnv COVID-19 Vaccine AstraZeneca),
MTTOpEiTE Va TN Bpeite oTnV 1I0TOo0EAiIda Tou EupwTrdikou Opyaviopou Papudkwy:

https://www.ema.europa.eu/en/medicines/human/EPAR/vaxzevria-previously-covid-19-
vaccine-astrazeneca#product-information-section

H MXM eival d1a6€01un Kal oTa €EAANVIKA Kal ETTIKAIPOTTOIEITAI KABE Qopd& TTOU
TPOTTOTTOIOUVTAI TG GTOIXEIQ TOU TTPOIOVTOG.

Edv xpeidleoTe TEpaITEPW TTANPOPOPIES, TTAPAKAAEIOTE VA ETTIKOIVWVICETE YE TO TUNMO
latpikng MAnpo@odpnong kai Ac@daAciag AcBevwy Tng AstraZeneca kaAwvTtag oto 211-
1983792.

H AstraZeneca 6a cuvexioel va ouvepydleTal OTEVA WE TIG UYEIOVOUIKEG APXES
TTPOKEINEVOU va dlac@alioel TN cwaoTr Xpron Tou Vaxzevria (rpwnv COVID-19 Vaccine
AstraZeneca).

Me ekTipnon,

pnyopiog NT1akouhag
latpiko¢ Aieubuvthc
AstraZeneca EAAadag

VVAXZEVRIA/EpBO6AIo Tng AstraZeneca évavTti Tng vooou COVID-19: ouvdeon
METASU TOU guPoAiou Kal TNG Ep@Aviong BpouBwong oe cuvduacouod ue BpoupoTtrevia

V¥ To Vaxzevria TeAei UTTG CUPTTANPWHATIKY TTapakoAouBnan. Autd Ba emTPEWE TO YPRYOPO
TTPOCdIOPITUO VEWYV TTANPOPOPIWV OTPAAEING. ZNTEITAI ATTO TOUG ETTAYYEAUATIEG UYEIAG VO aVaPEPOUV

0110100 TTOTE TIIOAVOAOYOUHEVEG QVETTIBUPNTEG EVEPYEIEG.

ATreuBciag emikoivwvia pe ETrayyeAparieg Yyeiog

Ayatrnté EmrayyeAuaria Yyeiag,



H AstraZeneca AB o€ cupgwvia pe Tov Eupwtraiké Opyavioud Gapudkwv (EMA) kai Tov
EBvik6 Opyavioud ®apudkwy (EOD) (A.M. éykpiong EO® 33569/12.4.2021) Ba nbeAe va
00G EVNUEPWOEI OXETIKA JE Ta akOAouBa:

MepiAnyn

e Mo aitTiwdng ocucxérion peTagl Tou euoAlacuou pe To Vaxzevria Kol TnNG
ep@aviong Opoupwong oe cuvduaouod pe OpoppoTtrevia Bewpeital TBavA

e Av Kal auTég Ol AVETTIOUMNTEG EVEPYEIEG Eival TTOAU OTTAVIEG, UTTEPERNOAV TIG
OVOMEVOMUEVEG VIO TOV YEVIKO TTANBUCHO.

e Agv £€XOUV EVTOTTIOTEI CUYKEKPIMEVOI TTAPAYOVTEG KIVOUVOU O€ auTd TO
oTadio.

e O1 erayyeApartieg uyeiag Ba Trpétrel va ival uaioONTOTTOINMEVOI VIO TO
onMEia Kal To CUPTITWHOTA TNG BpouBoeuBoAng i/kal TG BpoufoTreviag Kai
Va EVNHEPWVOUV TOUG EMPOAINCBEVTEG avaAOywG.

e H xprion autoU Tou guPoAiou TTPETTEI VA YIVETOI CUMPWVA HE TIG ETTIONMES
€OVIKEG CUOTAOEIG.

loTopiko Tou {nTiuarog aceaisiac

To Vaxzevria evoeikvuTal yia TNV EVEPYNTIKA AvocOoTroinon yia TRV TTpoANWN TG vooou
COVID-19 trou mrpokaAcital atrd Tov 10 SARS-COV-2, og dropa nAikiag 18 €TWv Kal avw.
‘Evag ouvduaouog BpouBwaong Kal BpouBoTreviag, o€ OPICUEVES TTEPITITWOEIG
OUVOOEUOPEVOG ATTO aloppayia, £xel TTapaTneEnOei TTOAU oTTavia YETA TOV EUBOAIOTUO e
10 Vaxzevria. Auto TrepIAapupdvel coBapd TTEPIOTATIKA TTOU TTAPOUCIAZoVTal WG QAERIKNA
Bpoupwaon, (cuptrepIAauBavouévwy acuvhnBioTwy BEcewy, OTTWGS N BpduPwan AEBWdWV
KOATTWYV TOU €yKEPAAOU, N BpOUPwWaON Twy CTTAQYXVIKWY QAEBWYV), 1 WG apTnEIOKA
Bpoupwaon, oe cuvduaouod Pe BpoppoTrevia. H TTAEIOVOTNTA QUTWY TWV TTEPICTATIKWY
OuvEBNOQV EVTOG TWV TTPWTWY OEKATEGCAPWY NUEPWY PETA TOV EUPROAIATUOS Kal
EUQAVIOTNKAV KUPIWG O€ yuvaikeg KATW Twy 60 eTwv. KAtroia TTepIOTATIKA €ixav
Bavatneopo ékBaaon.

Méxpl Twpa, Ta avaepOPEVa TTEPICTATIKA CUVERNCAV PETA TN XOPrynon Tng TTpwITng
060on¢ Tou Vaxzevria. H gumeipia ammd tnv €kBeon otn deuTepn 860N e€akoAoubei va gival
TTEPIOPIOHEVN.

H Emtpoti ®apuakostrayputvnong AgioAdynong Kivoivou Tou EupwTraikoU
OpyaviopoU ®apudkwy (PRAC) dievApynoe TTARpN £€pguva TTou TTEPIAGURBAVE TTPOCEKTIKA
QvaoKOTINON TV ava@opwy TTEPIOTATIKWY oTn EudraVigilance™ yia 8pdéupoug aipartog kai
Bpoupotreviag oe dropa Tou EAapav To uROAIo divovTag 181aiTEPN TTPOCOXH OTIG
TTANPOYOPIEG OXETIKA PE TO QUAO, TNV NAIKia, TOUg TTapAyovTeG KIvoUvou, Tn didyvwan
COVID- 19 (epooov Atav diaBEéaiun), Tov XpOvo TTou JeGOAARNoE atrd Tov epBoAlacud
£€wg TNV évapén Tou ouPBAvTOoG, TNV £KBacn Kal TNV KAIVIKA cupTTTwaToAoyia. H €peuva
TTEPINAUBavE €TTiIONG OXETIKA BIBAIOYPOQIK avaAOKOTINGN Kal pia avaAuaon TG ox€ong Twv
TTaPATNENBEVTWY WG TTPOG TA AVANEVOUEVA TTEPIOTATIKA TTOU TTPAYHATOTTOINBNKE PE BAon
TIG ava@opES Twy TTEpIoTaTikwy oTnv EudraVigilance.



Katémiv eicAynong amo €181koug, Bewpeital 0TI pia ATuTrn diatapaxr] TTou ouolddel ue TNV
TTpokaAoUpevn atod Tnv nTrapivn BpopPotrevia (aHIT) gival n 1o mOavr uTTdBeon,
0€BOPEVWV TWV OPOIOTATWY TTOU TTAPATAPOUVTAI TOGO OTO OPOAOYIKO TTPOQIA, TGO Kal
oTNV KAIVIKN €IKOVa Twv TTPoaBeRANUEVWY aoBevwv. Ocwpeital TBavo To GUVOPOO, TO
oTroio opolalel ye Tnv aHIT, va agopd éva Ioxupd autoavTicwua évavtl Tou PF4, To oTroio
TTapouaciadel uwnAn cuyyévela ouvdeong. ‘Exel uttoTeBei 0TI TO id10 TO AVTICWWA PTTOPE va
aAAG&el Tn dopn Tou PF4, pe TTapdpolo TpoTro, OTTwG £xel TTeplypa®ei yia Tnv aHIT.
ZnueIwBdnke o1 TTapatnpenénkav uywnAoi TitTAol avTiowudtwy KaTtd Tou PF4 o€ 6Aoug Toug
000¢gveig Twv oTToiWV TO BIOUAIKO aVAAUBNKE, YEYOVOG TTOU €VIOXUEI TN OUYKEKPIPEVN
utToBeon.

Oa TpayuaToTToINBEl pia CEIpd YEAETWY YIia TOV TTPOCOIOPICHUO ToUu aKpIBoUg
TTaBOPUGCIOAOYIKOU UNXAVIOUOU YIa TNV EMOAVION QUTWYV TwV £TTEICOdIWV BpOURwWaONG Kal
TOV TTPOCBIOPICHO TOU aKpPIBOoUG YeyEBoug Tou KivoUvou.

Evw guAAéyovTal repaitépw oToixeia, n PRAC ocuvéoTnoe Tnv €TMIKQIPOTTOINON TwV
TTANPOYOPIWV TOU TTPOIOVTOG Vaxzevria, WaoTe va avTIKATOTITPIZEl TIG TPEXOUTEG YVWOEIG
OXETIKG PE To (ATNUO AOPAAEIDG.

Mia o116 auTEG TIG ETTIKQIPOTTOIRCEIG gival OTNV TTapAaypa®o 4.8 Tng MepiAnwng Twv
XapakTnpioTiIKwy Tou Mpoiévtog (MXI1) 61rou pe Baon dedopéva atod TIG KAIVIKEG OOKIUES
TPOCTIBETaI N BpopBoTTevia wg aveTTiBUPNTN EVEPYEIQ, UE TUXVA OUXVOTNTA

EUQAvVIONG, Kal cuuTrepIAaupBavovTal ol BpouPBwoelg oe cuvduaoud Pe BpoupoTrevia pe
TTOAU OTTAVIO GUXVOTNTA EUPAVIONG.

MNa Tnv Tpéxouca eykekpiuévn MXI, TTapakaAoUe TTIOKEPDEiTE TOV 1I0TOTOTTO TOU EMA:

https://www.ema.europa.eu/en/medicines/human/EPAR/vaxzevria-previously-covid-19-
vaccine-astrazeneca#product-information-section

VMpoéokAnon yia ava@opd eIKA{OpEVWV/TTIOVOAOYOUHEVWYV AVETTIOUUNTWY
EVEPYEIWV TOU U oAiou

O1 eTrayyeAuarieg uyeiag Ba TTPETTEI va ava@EPOUV TIG TUXOV EIKA(OUEVES AVETTIBUUNTES
EVEPYEIEG TTOU OXETICOVTAI PE TN XPrON Tou gPPoAiou Vaxzevria, cUPQwva Pe To €BVIKO
ouoTnua auBopunTng avagopdg.

MapakaAeioBe va avagépete OTTOIEGOATIOTE AVETTIOUUNTEG EVEPYEIEG TTAPOUCIAJOVTAl OTOUG
a006¢gveig oag ol otroiol AauBavouv 1o Vaxzevria, divovtag TTpoTepaIOTNTA OTA GORAPA Kal
OTO YN avoueVOUEVA GUUPBAvTA.

Eival onuavTikd va Kataypagei ye cagiveia 1600 n EUTTOPIKI) ovouaadia 600 Kal o aplBuog
TrapTidag Tou euBoAiou TTou Aappavel o acBevig. Katd Tnv avag@opd, TTapakaAeiode va
TTAPEXETE OO0 TO dUVATOV TTEPITOOTEPES TTANPOPOPIES, CUUTTEPIAANPBAVOUEVWY TWV
TTANPOPOPIWV OXETIKA UE TO IATPIKO ICTOPIKO, OTTOIOBNTTIOTE CUYXOPHyNan GAAoU
Qapudkou, Kabwg Kal TIG Nuepopnvieg Awng Tou guoAiou (1n A 2n ddéan), Tuxov
OUYXOPNYOUHEVWY QAPHAKWY Kal EJPAVIONGS TWV AVETTIBUUNTWY evepyeiwy. MNapakaAeiobe



VO ONUEILVETE TO KPITAPIO GORAPOTNTAG YIA TIG AVOPEPOUEVES WG TOPRAPES AVETTIBUUNTES
EVEPYEIEG Kal TNV EKPBaaon K&Be avetmBuunTng eVEPYEIQG.

YTrevBupileTal 0TI 01 aveTTIBUPNTEG EVEPYEIEG TTOU CUVOEOVTAI JE TN XPrjon Tou Vaxzevria
MTTOPOUV va ava@EépovTal GUPPWVA e To €BvIKO oUOTNUA auBOpuUNTWY AVAPOPWY OTOV
EBviké Opyavioud apudkwy, TuRua Avetiouuntwy Evepyeiwy, ye Tnv UTTOROAN TNG
Kitpivng KapTag pe Toug €€AG TPOTTOUG:

e HAekTpovikr uttooAn Tng Kitpivng Kaptag péow tng 1IoTooeAidag Tou EOD
https://www.eof.gr/web/guest/yellowgeneral

e 'Evrutin popor atrooToArn péow Taxudpopeiou, ateAWG, oto Tunua AvemouunTwy
Evepyeiwv Tou EO® (Meooyeiwv 284, 15562) TnAépwvo eTTikoivwviag: 213-
2040380 R 213-2040337.

EVOAAGKTIKG O1 aveTTIOUUNTEG EVEPYEIEG UTTOPOUV Va avagEpovTal oTnv AstraZeneca:

lotéToTTOG: hitps://contactazmedical.astrazeneca.com/
TnAe@wvikd: 211-1983792
®ag: 210-6859194

ATopa ETTIKOIVWVIOG OTNV ETAIPEIO

Edv €xete EpaITépw EPWTACEIG A XPEIGleaTe ETITTAEOV TTANPOPOPIES, TTAPAKAAEITOE va
ETTIKOIVWVNOETE WE:

AstraZeneca, TuAua latpikng MAnpoeopnong & dapuakoetaypUTvnong:

lotéToTTOG: hitps://contactazmedical.astrazeneca.com/

TnAe@wvikd: 211-1983792

®ag: 210-6859194

AstraZeneca A.E., AynaiAdou 6-8, 15123, Mapouaoi, ABriva, EAAGSa

Me ekTipnon,

"pnydpiog NTdkouAag

larpikog AisuBuvtig
AstraZeneca EAAGOag



* EudraVigilance: EupwTraikf Bdon avagopwyv AvemOuuntwy Evepyeiwv Gapudkwy

AstraZeneca

AynoiAdou 6-8 151 23, Mapoua
TnA.: 210 6871500, Fax: 210 6859195
www.astrazeneca.gr
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