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OI NAHPOOOPIET NOY NEPIEXONTAI EINAI fHMANTIKET
KAIAEN ANOTEAOYN YNIKO NPOOOHTHT

24 Mopriou 2021

Ayanrlr€/r1,

H AstraZeneca EA d6o6 ooq crnoordAAet ouvqpptvo pro rnroro,\( p€ rirAo (Arrcueeiog enrrorvurvio pe
EnqYY€Aporit( Yytioq) oXETlKd pe ro epB6Aro COVID-19 Vaccine Astrazeneca Kor To rv6€X6pEvo opopBonevioq
ror droropoXtirv rnq nqqns , 6noq onorreitor qrr6 rov Eupurnork6 Opywop6 Ooppdxtlv (EMA) Kqt perd rqv
6yxproq rqE perdgpoo4g Kqt rurv orro6€Krd)v on6 rov EevtK6 Opyovtotl6 Ooppdrov (EOO) (An EOO
27118t24.3.2021).

lorplKoi Itr^Aovor: nopoKo^rioo€, (,q qrrqirnorl rou EOO, p<ioer rrlq ovt^rr6ptrr dyxpror;q vo npooorloete dpeoo
rnv ernoToln our( mo M6Ar1 rou luA,\6you oog.

YnE: nqpoKsAtio0e, og onoirqo4 rou EO<D, Bdoer rrlq ovurr6pu.) EyKptong, vo npoto0(oere dpEoq rqv sntoTolrl
ourrl oe 6loug rouE srqyy€ApoTits uyeiog 6Atrrv rc,rv voorlAeurrxdrv rbpupdrov ror 6Aorv rurv Uovdo(r)v nqpoxriE
rlporopdeproq ror 6eurepoBdOproc gpowi6sE uyeioq, oppo6r6rrlr<ig oog.

Yrrouovgio YvEio(: tloporoAeio0e, tl4 crnoirqorl rou EO<D, Bdoer r4g ovoripur dyxprorlg, vo npooO4oere dpeoo
rrlv snroroAn ourrl oe 6AouE rou6 crnooloAo0pevoug EnoyyeAporieg Yyeio6 orrq enrp6poug 6optg 6nou
npoypororrorotivror epBo,\roopoi, rr.X. K6vrpo rpulrrq6 uyrerwi6, tiovddsE gpovri6os nAtKttrrpfvtrrv, 60p6S
grAo(€vioS 016pt,rtv pe e rdr169 wdyxeg x.o.

f.f. not,rrogdOurq( Ooovri6oc Yrrouovtiou Yv€iqc: [IopoxoAeio0e, trlg firqirnon rou EOO, pdoer rqg ovor6pur
6yxpro4g, vq rTpouronosT€ dli€oo qv Emoro^q ourrl oe 6,\oug rou( (Irooxolo0pevouq Erroyyr^porieq yyeio(
oro €flp6poug €pBoAroorrxd r€vrpo.

l-ro rrlv nAqpog6pqon oqq, rqv rp6louoo nEpi nqrrl r(r)v XopqKr4ptoTrrtirv rou tlpoi6woq (l1XFl) rou
gopporeurtro0 rpor'6vro( COVID-I9 Vaccine Astrazeneca, prTop€ir€ vo rq Bpeire orrlv toroo[Aldq ]ou
Euptonoikori Opywropori Ooppdru:v:
https://www.ema.euro pa.eu/en/medicines/hu man/EPAR/covid- l 9-vaccine-astrazeneca#produ ct-information-
section
H nxn Eivot 6to06otpq xot oro eAA4vtrd Kql ETflKqrporTorsirqr rd0e gopd rrou rpononoro0wor ro ororyeio rou
rrpoi6woC.

Edv XpEtd(sorE nepotrfpto nArlpogopieg, noporo,\eiore vo enrxorvtrrv{osT€ p€ ro rprlpo lorptr4g nAnpog6pnorlE
ror Aogdleroc Aooevtlv rrlq Astrazeneca KqI6vroS oto 211-1983792.

H AstraZeneca 0o ouvelioa vo ouvepy<i(eror orevd pe rrg uyenvoprxrig op166 nporerp6vou vo otsoeqlioa rn
ooorq 1pr;oq rou COVID-19 Vaccine Astrazeneca.

Me erripqo4,

2

AstraZene c#



a

Tpqy6plo( NrdxouIoE

larprx6g tueu0wtl19
Astrazeneca E A66oe

V Eyp6^ro 6vqvn rrts COVID-1g rns Astrazeneca: Ev6el6yevo opopBorr€viqE xor droropolriv r4g

fi{qs
V To euB6trro €vawrrnc COVID-19 rnc AstraZeneca tetre[ ux6 ouuntrnooruattxfi ncoorotro0Onon. Aur6 0o
enuoE0er to yorivooo rooo6rootou6 v6ov ntrnoo6oordrv oo6ri,Jtera<. Znreitar ot6 touc enawelucriec uveioc
vc quc66pouv onoreo6inore mOqvol,oyo0urve( ovsrrO0unrec ev6overec.

Arrsuesiqs grnxorvurviq Fr Errqyys^poriEg Yyriqs

Ayonq16 EnoyyeAporio YyeioE,

H AstraZeneca AB or oupgtrlviq pr rov Euprtrlrrqtk6 Opyovrop6 @oppdrrov ror rov E0ur6 Opyovrop6
Ooppdru| (EOO) (Afl.6yrproqq EOO 27118124.3.2021) 0o ne€Is vq ooG ryrlp€p6oa qlenrd pe ro or6Aou0o:

nqi qqtq

EpB6Aro 6vowr Tne COVID-19 Trlg Astrazeneca: ro ogeiq urr€pT€porjv rtov rrv60vtov nopd rrlv
evdel6pev4 ofvdsorl rour6Xpovrlg epgdvroq6 onovicllv OpopB6o€ulv pe ouvo66 1opr1A6 opr0p6
otponeror\itr.lv.

'Evoq ouv6uoop6g 0p6pBtooqq xot epoUBorr€vio(, oe oprop6veg neptnr6oEt6 ouvo6ru6pevoq crn6
qrpoppqyio, 61er nopotqpqOei noAU ondvro perd rov eppofuoop6 pE ro €pB6Aro 6vowr rrlg COVID-'I9 tq(
AstraZeneca.

Or Enoyye,\porie( YyrioS eo rrp6rT€r vq rivqt or syprlyopoq ytq o4pEio xor oupnr6poro opopposppo^4g
r;/ror 0popBonevioE.

Or epBoAroo06vreq 0o np€ner vo ro0o64yo0vrot vo (nro0v dp€oq rorplrq Bo40ero edv rppovioouv
ouprntirporo 6ntr4 bfonvoro, 0oporcr6 d yo6, oidnpq (dr@ dKp@v, enipovo rorAror6 dAyog perd rov
€pBofuoop6. ErnnA6ov, onoroo6rlnore spBoAtq(6pcvo6 pe veupoAoyrxd oupnrdrporo,
oupneprAopBovopdvov ooBoptilv 4 sfiipovr,.)v rrovoK€gdA@v Kst OoAr1q 6pooqq perd rov epBofuoop6, 11

nou €pgqvl(€r ptilAtrrneg rou 66pporoq (ner6lereq) nipo crn6 ro orlpeio rou epBoAroopo0 perd crn6
pepr6g r1p6peg, 0o np€ner vo ovo(nTno€t dpeo4 rorprr4 Bor10ero.

loroprx6 rou (4r{porog oogdAaqs

To epp6Ato dvovrr rqg COVID-19 rn6 Astrazeneca ev6eirvuror yro Trlv svcpyrllKrl wooonoiqoq yro rrlv np6r\4ryq
rr;q v6oou COVID-I9 nou npoxoAeiror on6 rov t6 SARS-COV-2, o€ dTopo rlfuKioq 18 ertbv ror dvtrr.

'EXouv qvoQ€pe€i neptorortrd opopBoepBoArr6v eneroooitrlv perd Trl Xopqyrlorl rou epBoAiou dvovrl r46 COVID-
19 r4( Astrazeneca ot oprer6g Xtopeg rou Eupc,rnorko0 Orrovoprro0 Xtirpou, oprop6vrq (1116 lS onoi€g
obrlyrloov os rontrdg 6eope0oerg ouyrerprptvt.rv nopri6urv, ( ror oe ovooroArl yprlorlg rou iOrou rou epBoAiou.
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'Evo6 ouvbuoop6g 0p6pBooqg xor OpopBonevioq, oe opropdveg neprrncboerg ouvobeu6pevo6 on6 orpoppoyio,
61er noporrlprloei no^o c'ndvrq perd on6 eppofuoop6 pe ro epp6Aro 6vovrr rqq COVID-19 q( Astrazeneca.
llp6xerror yro oopopd neproronrd nou nopouoro(ovrol (l)g ouvouoop6q gIeBlrrlg 0p6ppu-ror1q
(n€prAqpBqvopevtrlv oouvrlOrorov neproltirv 6ntog 11 Opopgtooq pl€BuJ66v K6Arrurv rou eyregdAou ror 11

opoppt rq rurv peoevr.prurv g^tB6v) 4 oprrlprorfg ep6pBoonq, pe ouvo66 opopBonevio. H nAerov6r4ro ourtirv
rurv neptorortrd;v epqoviorqrov evr6q rov nptirrt.rv enro titrrg oeror€oodp(l)v nprp6v urTd Tov €tiBo^loop6 ror
epgoviorrlrov oe yuvoiK€S rdro r(l)v 55 enirv, oo16oo, our6 prrop€i vq swovoKld rrlv ou(r1p€vr; Xopnyrlon rou
epBo^iou oe our6v rov rrAr10uop6. Kdrrotq rreprororrxd rore,\4(ov.

Me Bdorl ro outrtBdvro ourd, q Entrponq Oopporoenoyprinv4orlE AtroA6yrlorlq Ktv60vou rou Euponoixo0
Opyovropo0 Oopp<irurv (PRAC) E€KivrloE rrl 6106rKooio orlporog oogdleroq npoxerp6vou vo 6repeuv4oet
neporr6po ro ([rr1po.

H PRAC 6re(4ye pro nArlprl 6repe0vqo4 rou OEporoq, evr66 ev6E o0vropou lpovodroypdpporog,
nep opBwopdvn( TrlE Trpoo€KnKqq e(6roor1g rov wogoptiv neprororrrtirv evr6q Trlg Eudravigilance* yto
OpopBouq oiporo6 ror 0popBonevio oe dropo nou E qBqv ro €up6fuo, 6ivovTo6 l6toirsprl npooolri orrq
nA4pogopieg oXerKd pE ro g0^o, rrlv rlArxio, rouq nopdyovreq rrv60vou, rr1 ordyvr.ooq COVID-19 (eg6oov 4rov
6to06orp4), rov Xp6vo nou p€ooAdpnor on6 rov epBoAroop6 6urg Tnv 6vqpEn rou ouppdwoq, rqv rirBoo4 ror rqv
xfuvrxq ow6rqro.

H Cp€uvq n€prsAdppovc, Erriorlg, olerrrf BrpAroypogrxrl ovoox6nr1or1, pro ovdAuo4 nou ogopo0oe ro
noporqprlO6wo, o€ ox6o4 pe ro ovopev6pevo rr€porolKd, ror q onoio npoyporonorrl0qxe pe pdoq rrE
6toe60rtrsE qvogopdE rTtprorqflKdJv ornv Eudravigilance (yro rou6 or6Aou0oug <npol1.tti.r;levouE 6poug>:
(€yKEqqtuKi) 0popFtlon gA€9ur66v K6Arrtov, 6rd1ur4 evdooyyerorq rrnq,n Kqt OpopBcurrrrl 0popBonevrx(
rropp0po).

Evtil ouAA6yovrot nepotr6ptrl orotXeio, rl PRAC ouv6orno€ rrlv srnKqrporoirlorl Ttrlv rrArlpogopt6v Tou rrpoibwog
yro ro epB6Aro 6vovrr rqg COVID-19 rng Astrazeneca (enrouvdnreror oXElK6 rropdprqpq), 6orc vq
owrrorornpi(er nS Tpdxouosq yvdloerq o;4errrd ps ro (qrnlio oogdAerog.

Fro r4v rp6;1ouoo EyKEKpp€vn l-1Xfl, nopoxoAoUp€ crnoKceesirr rov tor6rono rou EMA:
https://www.ema.euroDa.eu/en/medicines/hu man/EPAR/covid-1 g-vaccine-astrazeneca#produ ct-information-
section

v llp6oxA4o4 yta wqgopd ttKo(6pr.Dv/fi,eovoAoyo(rpan@v qv€tt$(tpr1rutv anpya<bv rcu eppoAiou
Ot enoyyeAporie6 uytio( eo rp6r€r vo svqe6pouv rrE ruX6v ErKq(6psv€q svrnr0fprpe6 evtpyereq nou oXeri(ovror
ps rn Xprlon rou spBo^iou 6vovrt r4q COVID-19 r4q Astrazeneca, oUpgcuvo pe ro e0vrr6 odornuo ou06ppr1r46
ovogopdg.

nspoKolsioe€ vo svog6ptr€ oTTortodRTror€ qvsnrerjprlreg ev€pyereg nopouord(ovror oroug oo0eveig oo6 or
oroiot lqpBdvouv To €pB6fuo 6vowt rrlq COVID-19 rrlg Astrazeneca, divovroq nporepor6rrlrq oro ooBop<i ror
oro p4 ovopev6pevo oupprivro.
Eivor o4povft6 vq KorqypogEi J.r€ oqgrlvEtq 16oo 4 epnoplr4 ovouooio 600 Kqt o opr0p6g nopriooq rou
tpBoliou nou Aoppdvel o odsvng. Kord rqv ovogopo, noporo,lreioOe vo nop6;1ere 6oo ro 6uvor6v
neproo6repeg nirlpogopieg, oupnepl,\opBwop6v@v rrrlv rrArlpogopltilv olerrrd pe ro rorpr16 roroprr6,
onoo64nore ouyXopnyqon dAAou goppoxou, Koe6S Ksr g 4pepopqvieg Ariqrlg rou €pBo^iou (1n n 2q 6oon),
ru16v ouylopqyo0pevo.rv goppdrurv ror epgdvro4q ru.rv wemorip4rrr,rv evepyerdlv. nopoKq^€io0€ vo orlperti.rvere
ro xprr(pro ooBop6r4roE yro 116 ovogep6peve6 u4 ooBop€g ovenrO0prlreq evdpyeleE xor r4v 6rBoo4 x<iOe
ovmr0Up4rqg ev€pyero6.
Ynevoupi(erot 6rr ot overnotip4reE ev6pyere6 nou ouvo€owqr p€ rn Xprlon Tou €UBoAiou Evovrr rrlg COVID-19 TqE
Astrazeneca pnopo0v vo qvog6povTor o0tJgc.rvq pe ro e0vrr6 o0orrlpo ou06ppr1ru.rv cvorpopti.rv orov E0vrr6
Opyovrop6 Ooppdrov, Tpqpo Avenr00prlruiv Evcpy€td,v, ur rrlv urropoAn rqg Kirprvqq KdpTog l.t€ rous Eqnq
rp6nou6:

. HltKTpovtKR urropoAn rrlq Kirptvnq Kdproq p6ot.r r4g rorooeAidog rou EOO http:i,wy,"r'r' eof qr

. Evrurq popgn qnoorolrl p6our roxu6potlsiou, oreAdrg, oro Tpnpq Avemoriprlrtlv Evepyer6v rou EOO
(Meooyeitrv 284, 1 5562) r4A69rovo enrrorvurviog: 21 3-2040380 t t 213-2O4Og3l .

EvoAAoxrrxd or wenrO0prpeg evtpyere6 pnopotlv vq qvqg6powot or4v AstraZeneca:
TrlAegulrrd: 21 1 -19837 92
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<Do(:21G6859194

lor6ronog: https://contactazmedical.astrazeneca.com/

Aropo errrxorvrrrvlog or4v trorp€io
Edv ilere neporripur €pujr4oa6 Q Xp€rd(Eor€ €mn^aov n^rlpogopiss, nopoKolsiooe vo ernxorvrtlvrloere pe:
Astrazeneca, Tpqpo lorprKrlq n^npoq6prlorlg & Oopporoenoyp0rwrlorlq:

TrlAegurvrrd : 21 1 - 19837 92
<Dol: 210-6859194
lor6ronog: https://contactazmedical.astrazeneca.com/
Astrazeneca A.E., Ayrlor^dou 6-8, 15123, Mopooor, Aorivo, EAldoo

a

Tpqy6prog NToKouloS

larpK6g AEueuvrig
Astnzeneca EMddag

* Eudravigilance: Eupsrrqiin pqon svseop6v AvtrflorrprlT@v Evrpyerd,v

Tporronorrlp6vo KEiFtvo qrr6 rqv PRAC:

n.X.n. - nopqyp.4.4
OoouBonevio ror broroooxE( rn( nnrrrr6rnroc
lr,4erd on6 rov euBo,\roou6 ur ro CQVIDl9 V?cEile Astrazqnega exoqv nopornpne€i. o€ nolu onovro
ouvv6rnro. neororonxd ouv6uoouoti 0o6uBtlonc ror 0oouooxurrqoonevioc, ro orroiq ouvoOe0ovrov oE

Me erripqoq,

ooroutv€c nEorm6oErc on6 oruoooovio. Ie qurd ne orAo uBdvovror ooBood neororoTlrd nou ex6nA@vovror u.r<

oAeBrxri 0o6uBt,:on. ouurrsorAouBqvoutvov un ouvn0ro u6vrr.lv OEoetlrv 6rro< eivor n eo6uBulon rou gvxe<DqArxo0

oA€Bdl6ouc K6Anou. n 0o6u0t.oon rnc uroevreofou ror\6 qc, Ku06c Kqr n qornorqKrl eo6uBuion, rour6yoovq ue
0oouBoxurrooorrsvio. H nI€ror!noiq ouT6v rcov rTrororoTrKd)v rKonA(r)onKE ufoo ofl( np6re< ernd 6oc
6exqr6oor c nuto€CU ETO OTIO TOV I oAroo o Kqt € viornxg oe vuvqiKs( nAlKioc Koru; rurv 55 ertirv. Oor6ooo uB U U

qur6 unooei vq onorund)vgr rnv ou[nudvn yorion rou suBo^iou oTov ouvxexoruivo nAn0uou6. H dxBoon
oproudvr-^.rv neprororKOv nrqv SqvoTn@6Oo(

Or enqvveAuoriec rnc uveioc 0o rro6rrer vo Boiorowqr o€ €vorivooon vro onueio xor ouunrtbuoro
eoouBoruBo^ c Koln eoouBoKUTTq oo CTTtVIq Or euBotrrooOrlvrec ouvrordrgr vq crneuOuv0oriv queoq oe vroro6
O€ TT€ o ITTT@On €uoo ona OU mg.) drurv r0nou 6uonvorq ovou oro oT 0oC. oro rou nodrouL1 tl C. TT n NUoTOC

euu6vovroc rorAroro6 dAvouc u€Td o116 rov eu0oAroouo. Ernno6o0ero, 600r €uoovi(ouv veuooAovrxd
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