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HNEPIAHYH TON XAPAKTHPIZTIKQN TOY ITIPOIONTOX



V¥ To (APLOKO VTO TEAEL VIO CLUTANPOUOTIKY TOPOKOAOVONGT. AVvTo Ba emTpéyet To Ypiyopo
TPOCOIOPICUO VEDV TANPOPOPIDV OCPAAELNG. ZNTEITOL OO TOVG ENOYYEALATIES VYEIOG VO AVOPEPOVY
0molecONTOTE TOOVOLOYOVEVES avemIBOUNTEG EVEPYElEG. BA. Tapdypapo 4.8 yia Tov TpOTO avapopag
AVETOOUNTOV EVEPYELDV.

1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX
Vaxzevria gvEGILO EVALDPTLLOL
Eppoiio COVID-19 (ChAdOx1-S [avacvvdovacuévo])

2. MOIOTIKH KAI TIOXOTIKH XYNOEXH

AvTo givar £va Prodidto ToALATAGY d6ce®V, T0 omoio mepieyetl 10 d6celg twv 0,5 ml (BA. Tapdypapo
6.5).

Mua 6601 (0,5 ml) mepiéyet:

Adevoid Xumatln mov keducomotei T yAvkompwteiv Tng akidag (S) tov SARSCoV2 (ChAdOx1-S)’,
Oy Myotepo amd 2,5 x 10° polvoportikég povadec (Inf.U)

Tlapdryston o€ YEVETIKA TpOTOTOMpEVa eUfpuikd veppikd kottapa avOpdmov (HEK) 293 kot péom
teyvoloyiog avacuvdvacuévov DNA.

AvT10 10 TPOTIOV TTEPLEXEL YEVETIKA TPOTOTTOMUEVOLG OpYyaviopovs (GMOs).

"Exdoyo ue yvoot dpdon
Kd&Be 660m (0,5 ml) mepiéyet mepimov 2 mg abavoing.

IMa tov TAnpn kaTdhoyo Twv exdoywV, PA. Tapdypaeo 6.1.

3. ®APMAKOTEXNIKH MOP®H
Evéowo evoudpnpua (éveon).

To evardpnpua gtvor dxpwpo £0g EAAPPOS KAPE, S1VYES £mG EAAPPdS Borepd pe pH 6,6.

4. KAINIKEX IIAHPO®OPIEX
4.1 OgpamevTikég gvocitelg

To Vaxzevria gvoeikvutal y1o, TV EVEPYNTIKY| 0VOGOTOINGT| Yo TNV Tpdinym g vosov tov COVID-
19 mov mpoxaeitarl and tov 16 SARSCoV2, ¢ dropa nAiog 18 etdv Kot peyoivtepa.

H yprion avtob tov epforiov mpémel va yiveror cOUQ®VA LE TIG ETIOTLEC GUGTACELS.
4.2 Aocoloyio kKor TPOTOS YOPNYNONS

Aocoloyia

Arouo nlixiog 18 etov kou avw

O mpwtoyevic kK og epfolacpov pe Vaxzevria amoteleitol amd dvo Egxmpiotéc dooelg twv 0,5 ml
n kaBepio. H dgvtepn 660m mpénet va yopnyeitar peta&d 4 kot 12 efoopddmv (28 émg 84 nuépeg) petd
v tpwtr 6601 (PA. Tapdypao 5.1).



Mia avapvnotikn 8o (tpitn 66om) tov 0,5 ml pnopet va yopnynOel oe dropa, To onoio
OAOKANP®GOV TOV TPOTOYEVT] KOKAO eUPorlacpol pe Vaxzevria 1 éva gufoiio mRNA kotd g
COVID-19 (BA. mapaypdpovg 4.8 ko 5.1). H tpitn d6om npémet va yopnyeital TovAdyioTov 3 pives
LETE TNV OAOKATPMOGT] TOV TPMTOYEVOVG KOKAOL EUPBOALOGLOD.

Himawuévos tinboouos
Agv amotteiton Tpooappoyn g doong. BA. emiong mopdypapo 5.1.

THoudrotpixog minBoeuog
H aopddeio kot n amotelespotikdtTnTa ToOV Vaxzevria o Toudid Kot pnpouvs (nAkiog kdtw Tmv

18 etcyv) dev €xovv akdpa texkpunprwbel. Aev vapyovv drobéoipa dedopéva.

Tpomog yopfiynong

To Vaxzevria mpoopiletal yio evOOULIKT EVEST] LOVO, KOTA TPOTIUNGT GTOV OEATOEDN UL TOV AV®
Bpayiova.

Mnv eviete o eUPfOAI0 EVOOUYYELNKE, VTTOSOPLA 1) EVOOOEPUIKAL.

To guPfoiio dev Tpémet va avaperyvheTol otny 1010 GUPLYYo Le omoladmote AL EUPOIIL 1
QOPUOKEVTIKA TPOTOVTAL.

Mo g mpoevAd&elg mov Tpémet vo Aapfavovtal Tpwy T yopnynon Tov euporiov, BA. mapdypapo 4.4.
Mo 0dnyieg oyetcd pe Tov XEPIGUO KoL TNV amoOppiy, PA. Tapdypaeo 6.6.
4.3 Avtevositeg

YrepevarcOnoio 6N dpacTIKT 0VGIN 1] G KATOW0 0t TO EKO0Y0 TOL OVAPEPOVTOL GTNV TOPAYPOPO
6.1.

Atopa mov €yovv vootel cuvopouo Bpdupwong pali pe Bpopponevio (TTS) petd tov epPfoiacpod e
Vaxzevria (BA. mapdypoeo 4.4)

Atopa mov €yovv eupavicel 6To TopelBOV emelcdd10 GLVIPOLOL dLPVYNS TPLYOEW®V (PA. emtiong
napdypoeo 4.4)

4.4 E01kég TPOEOOTOM|GELS KL TPOPVAAEELS KATA T1) (P1)ON)

IyynAacyotnta

[pokeywévou va Pertiwbel 1 yvnAactdTnTo TV PLOAOYIKOV QOPUOKEVTIKOV TPOTOVI®OV, TO OVOLOL
Kot 0 aplOudS mapTidag Tov YopMNYOOUEVOL PAPUAKOL TPETEL VO KATAYPAPETOAL LLE CAPTVELQ.

YrepevousOnoio ko avogpuiatio

[eprotaticd avapura&iog Exovv avapepbei. [Ipémel mbvtote vo vdpyet dpeca dtabéotun KatdAAnAn
WTPIKT OVTIUETOTION Kot ENIPAEYTN GTNV TEPITTMOON OVAPLANKTIKNG AVTIOPAONG LETA TN XOP1YNOoN
Tov guPolriov. Zuvictdrtol otev TapakoAovdnon yio TovAdyiotov 15 Aentd petd tov epPoiiacud. Agv
npEmeL va yopnyeitan emmpochern 66om Tov gUPoAiov 6 EKEIVOVG TOV £YOVV TOPOVGLAGEL
avapuAiasio o Tponyobuevn 60or tov Vaxzevria.

Avtidpdoeic oystildueveg ue dyyog

AvTI0pacelg oeTICOUEVEG LE AYYOC, CUUTEPIAOUPAVOUEV®V 0y YELOTVEVLOVOYAGTPIKMV OVIIOPACE®V
(ovyKomn), VIEPAEPIGLOD 1 OVTIOPAGE®DY TOL GYETILOVTAL [LE GTPEC, UTOPEL VO TAPOVCIUGTOVV GE
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oyxéon He Tov EUPOAIOCHO MG WYUYOYEVNG avTidpact otnV éveon pe Perova. Eivar onpoavtico va
VILAPYOLV TPOPVAGEELS Y10 TNV OITOPUYT TOV TPOVUATICUOV AdY® AuroBupiog.

2UVv00Q VOO LLOTO,

O gppohacpog mpénet vo avaPdileTor og dtopa e o&egla coPapn epumbpetn vooo 1 o&eia Aoipwén.
Qo61660, 1| TOPOLGIN EAAPPLAS AOTUMENG KauN YounAod TVPeTOD eV TPEMEL Vo KaBuoTepNGEL TOV
euporlaco.

Awtapay£c TS TNKTIKOTNTOC

o X¥vopouo Opoufwaens padi ue Opoupforevia: Metd omd tov epPoriacud pe to Vaxzevria
&yovv apatnpnOei, o TOAD omdvia GLXVOTNTO, TEPLOTATIKA GLVIPOLIOL BpduPwong nali pe
Opopponevia (TTS), ta omoia cGuvodehovtay e OPICUEVEG TEPITTMOCELS OO apLoppayio. Xe
T TEPAaUPAVOVTOL GOPOPA TEPIOTATIKA TOL EKONADVOVTIL MG PAEPIKT Opopfmon,
ocopneptropPavopévov pn cvvndiopévoy Bécewmv 6mwg givar 1 BpouPmon Tov eYKEPAAKOD
QAEPDOOVE KOATOV, 1| oTAaYY VKT PAEPIKT OpopuPfwon, kabdg kot 1 aptnplaxy Opoufoon,
Tavtoypova e Bpopfomevia. Opiopéveg mepmtdoelg eiyov Bovatneopo ékPfaor. H
TAELOYN QIO AVTMV TOV TEPLOTATIKMV EKONADONKE HESO OTIC TPMTEG TPELS ELOOUAOES HETA
amo6 tov euforacud. Ta avapepBévio TocooTd HeTd TN de0TEPN dOON Elvan YAUNAITEPO GE
oUYKPLON UE OVTA PETE TV TP®OTN d60N. BA. emiong mopdypapo 4.3.

To TTS amartel eEedkevpévn KAvikn dwxeipion. Ot emayyelpatieg vyeiag Oa mpémet va
cupoviedovtarn Tig 1ohovceg 0dnyieg KoM va cupfovigdovtal e101KoVG (TT.). AUATOAGYOVC,
ed1kovg oty TEN) Yo T dtdyvoon kot ) Bgpaneio avthg TG Tddnomng.

o Eyxecpaloayysiaxny Opoufawon piefov kar koliawv: TepioTaTIKG 00y YEIOKNG EYKEPUAIKNG
eAefucng kot pAefkng Opopfwong ywpig Bpopforevia Eyovv Tapatnpndel ToAd ordvio petd
Tov guPorlacpod pe Vaxzevria. Opiopéveg mepimtaoelig iyav potpaio £kfaor. H mietovotnta
QVTAOV TOV TEPITTOCEMV ELPOVIGTNKE EVTOG TV TPDTOV TEGCAPOYV ERSOUAOWOV PETA TOV
euportacud. Avtég ol TAnpopopieg Oa mpénet va Aapfdvovtorl vToyn Yo ATopa pe ovEnpévo
Kivouvo Yo eykeparoayyelokn eAefikn kot eAefikn Opopupwon. Avtd ta couPdavta evoéyeTat
VO OTTOLTOVV OLOPOPETIKEG TPOGEYYioElS Bepaneiog amd avtéc mov wyvovy Yo To TTS ko ot
emayyehpotieg vyeiog Oo mpémel va cupfoviedovran Tig 1oHOVCEG 0N YiES.

o Digfixny OpouPocufoir: ®reficr Opoupoeuforn (VTE) éxel mapatnpnbel petd omd
euporacud pe Vaxzevria kot Oo mpémet vo Aapfavetor vadymn yio dropo pe avénpuévo
kivouvo yio pAeficn BpopPoepuporn (VTE).

o Opoupforevia: llepiotaticd OpopPoneviag, mepthapfavopévng g avtodvoong Opoppomneviog
(ITP), &rovv avaeephet petd t Aqyn tov Vaxzevria, cuvi0mg eviog ToV TpOTOV TEGOAP®V
efdouddwv petd tov epPforitacpod. [Todd ondvia, avtd exkdnAmONKay pe ToAD younAd eninedan
apometariov (<20.000 ava pl) ko cvoyetiomkay pe apoppayio. Opiopéva omd avtd To
TEPIOTUTIKA TapoTnPpONKaY Gg dTopa Le 16Topikd avtodvoong Opopufomeviag. ‘Exyovv
avapepbel meprotaticd pe Bavatneopa éxPacn. Edv éva dropo £xel iotopikd Opopfomrevikng
dTopayng, 6mwg avtodvoon Bpopporevia, mpv and Tov pPolacpd npénel va eEetdleTon o
Kivouvog avamTuEng YoUNA®V EMITESOV AUOTETOA®V Kol LETA TOV EUPOAMACUO GUVICTATOL M
TOPOKOAOVON O™ TOV AHOTETAMMV.

O emayyehpatieg g vyeiog Oo Tpémet va Ppiokovtal og eypryopoT) yio GNUELN KOl GUUTTMUOTO
Opoppoepforng kavn Bpopforeviag. Ot epPforlachiviec cuvictdror va arngvbuvBodv dueca oe ylaTpod
0€ MEPIMTOOT EUPAVIOTC CUUTTOUATMOV TOTOV SVOTVOLNG, TOVOL GTO GTHHOG, OONUATOG TOL TOd10V,
GAyoug ToL TOd10V, EUUEVOVTOG KOTAMOKOD AAYOLS LETA 0mtd Tov eufoltacud. Emmpocheta, 6cot
ELPAVIovV VEVPOLOYIKE GUUTTOUATE CUUTEPIACUPAVOUEVNS TG COPapPNG 1 EUUEVOLGAG
KepaAaAyiag, Oapumng 6pacns, cUYYVONG 1] CTACUMV HETA 0mtd ToV gpfoitocud, 1 ot onoiot
epeaviCovv avbopunt opoppayic, SEPUATIKEG EKYVUNDCELS (TETEYEIEG) EKTOG TOV ONUEIOV YOPNYNONG
Tov gUPoliov petd and pepicég nuépes, Oa mpénel va amevbuvBodv dueca oe yoTpo.

Atopa mov &yovv dtoyvaootel pe Opopponevia evidg Tpimv fSOUAd®V LETE TOV EUPOAAGUO Le
Vaxzevria npénetl va diepguvavtot evepyd yio onueio OpopuPmonc. [opopoing, dropo mov
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napovctdovv Bpoupwon eviog Tpldv gfdopdadmv and Tov epfolacid TpEnet va. a&loAoyodvToL yio
Opopponevia.

Kivovvog awuoppoyiog ue v evdouvixn yopnynon

Onwg kot pe GAAEG EVOOUVTKEG EVEGELS, TO EUPOAIO TPETEL VAL YOPTYELTAL LE TTPOCOYN OE GTOLO TOV
Aappdvoov avtunktikn Ogpaneio 1 exeiva pe Opopfonevia 1 owoladNTOTE daTapoyn TG
TNKTIKOTNTAG (OTTMG apLoppoPidict), S10TL UTopEl va eLEOVICTEL cpoppayic ] HOAOTIGUOG LETA OO
€VOOLVIKT YOPNYNON G OVTA TO. ATOLO.

2Z0OVOPOLLO OLOPVYNC TPLYOELOMDV

Kot tic mpoteg nuépeg petd tov eufoltacud pe Vaxzevria £xovv avoapepdel modld omdvieg
TEPIMTAOGELS GLVOPOLOV daPLYNS TPLYoeW®V (CLS). Iotopikd cuvdpopov SLopvYG TPLYOEWMV TV
EUPAVEG OE OPICUEVEG TTEPTMGCELS. 'Exel avapepbel Bavatneopog éxkPaon. To ocbhvdpopo dapuyng
TPLYOEWMV glvar pia omdvia dtatapayn Tov yopaktnpiletar omd o&éa ene1c0d10 0101 LATOC TO OTOln
emnpedlovv Kupimg To dKpa, VTOTACT], AUOCVYKEVTPM®GOT] KOl LITOAEVK®poTVoOlpic. Ot acBeveic pe
0&D emMe1G0510 GLVOPOLOL S1OPLYNG TPLYOEWBDV UETE TOV EUPOAACLO TPENEL VO, avayvopifovton Kot
va Bgpamevovtat dpeca. Zuvilc amoITEITOL EVTATIKT VIOGTNPIKTIKN Oepameio. Atopo pe YvwoTo
1GTOPIKO GUVOPOLOV SLUPVYNG

TprYoed®V dev Ba pémet va gpPfoiialovon pe ovtod To epPorto. BA. eniong mapdypapo 4.3.

Nevporoyikd coufdvo

"Exovv avapepbel cvvdpopo Guillain Barre (GBS) kot gyxéapoia poghitdo (TM) modd ordvia petd tov
euporacpd pe Vaxzevria. Ot emayyeipatieg vyeiog 0o mpénel va fpickoviol o gypryopon yio onpeio
kot cvpmtopata GBS kot TM, dote va dtaoparicovy ) 6ot d1dyvmon, pe 6Komo tnv Evapén
KOTAAANANG VTOGTNPIKTIKG PpovTidag kot Oepameiog, kot va amokAeicovy dALeG artieg.

Kivévvog soBapav avemfduntov coufaviov uetd omd (o avouvnoTIK) 600m

O «ivévvog coPapadv avemBOHUNTOV GUUPBAVTOV (0TS S1UTAPAYES TNG TNKTIKOTNTOG
ocouneprropfavopévng g Opoppfwong pe ovvopopo Bpopponeviog, VTE, CLS, GBS kot TM) petd
oo (o avopvnoTikn 000t Vaxzevria 0gv € el akOuUN YOpOKTNPIOTEL.

AvoooKoTECTOAUEVO (TOLOL

H amoteleopaticotnto, 1 0oQAAE KOL 1] 0VOGOYOVIKOTNTO TOL EUPoAiov dev £xovv a&loroyndel og
OVOGOKOTEGTOAUEVO ATOLM, CUUTEPIAAUPAVOUEV®VY EKEVOV TOL AQUPBAVOUY OVOGOKOTOGTOATIKNY
Oepaneio. H anotedeopatikdotnto Tov Vaxzevria pnopet vo gtvorl YapnAoteprn € 0vOGOKAUTEGTOAUEVA
dTopaL.

A0pKELD TNE TPOCTAUGIOG

H dudpketa g mpootaciog mov tapéyetotl and 1o eUPoOAlo eivar dyvootn, Kabmg Ppicketol akopo vwd
TPOGOIOPIoUO HEC® GUVENILOUEVOV KAMVIKDV LEAETAOV.

[Iepropiouoi ¢ amoteAeonoTikOTNTOS TOV gUBOAiov

H mpootacio Eexva and mepimov 3 efdopddeg petd my npdt d0or Vaxzevria. Ta dropa pmopei va
unv mpootatevovral TANP®G UEYPL 15 nuépeg petd tn yopnynon g dgvtepng 06onc. Onmg Kot pe oA
T EUPOME, 0 epPoitacpog pe Vaxzevria Umopel va Py IpocToTeEL OAOVG TOVG ANTTTEG TOV EUPOAIOV
(BA. mapdypapo 5.1).

"Exdoya

Nazpio



AvT0 TO PUPUOKEVTIKO TPOTIOV TTEPLEYEL AlYOTEPO ad 1 mmol vatpiov (23 mg) avd 66on 0,5 ml, sivar
aVTO TOL OVOUALOVLE «EAEVDEPO VaTPiOLY.

iftoz')v:én(papumcsmmé TPoidv TepLEyel 2 mg alikooAng (cbavoing) avd 66om 0,5 ml. H pipn
TOGOTNTA TNG AAKOOANG GE 0LTO TO PAPHOKEVTIKO TPOioV dev Ba €xel a&loonueimteg emdpAoElS.
4.5 Allemopaoceig pe AL QUPUAKEVTIKA TPOIOVTA Kol GALES HOPPEG AAMAETIOPOONG
Agv &povv mpaypatonom0el peléteg aAANAETIOPAGEWDY.

H tavtoypovn yoprynom tov Vaxzevria pe dAro epPfoia dev Exel peletnOel.

4.6 Tovipétnra, KOG KoL Yorlovyia

Kiomon

Yrapyel TeEPOPICUEVT] EUTELPIO [LE TN XPTOT TOL Vaxzevria 6€ £YKVEG YUVOIKEG.

Meréteg og {da dev Katédel&av QpeoT 1 EUUEST] TOEIKOTNTO OTNV EYKLLOCHVT], GTIV OVATTLEN TOV
eUPBPOOV/KVAIOTOC, GTOV TOKETO 1| GTNV AVATTLEN PETA TN Yévvnon (PA. mapdypapo 5.3).

H yopfiynom tov Vaxzevria kotd tn d1épKea NG yKupoovvng Tpénel va eEetdletal povo 6tav ta
mBavd opéAN VITEPTEPOVY OTOI®VINTOTE THUVAOV KIvOOV@V YiaL Tr UNTEPQ Kot To ERPPuo.

OnAacuodc

Agv givar yvooto by To Vaxzevria omeKkpiveTol 6To avlpdmivo yéia

e peréteg og {oa, Tapatnpninke LETAPOPE AVTICOUATOV KOTA TNG YAVKOTPWOTEIVIG TNG 0Kidag S
00 SARS-CoV-2 and tic untépeg OnAvkodg movtikohs 6Ta VEoyVA LEGH TOL YaAakTog (BAETE
napdypao 5.3).

Tovidtra

Meréteg oe {oa dev katédel&av apeon 1 EUUEST ToEIKOTNTA 6TN Yoviuotnta (BA. Tapdypapo 5.3).
4.7 Emopacelg 6Ty tkavoTTta 0011YN61G KOl (EPIGROD P ovipndtov

To Vaxzevria dgv £yel kopio 1 £XEL AOTUAVTY ETIOPACT) OTNV IKAVOTNTO 001 YNONG KOl EPIGLOD
punyovnudtov. Qotdc0, oploHEVES and TIG aVETIBOUNTEG EVEPYELEG TTOV AVAPEPOVTOL TNV TAPAYPAPO
4.8 umopel va ETNPEACOVY TPOCHPIVA TNV KOVOTNTO 00N YNOTG 1] YELPICUOD UNYOVILATOV.

4.8 AvemOvunteg evépysreg

[Iepidnymn Tov TPOPIA AcQAAEIOC

Tlpwroyeviic kdrxlog gufolioood

H ocvvolikn aopdieia tov Vaxzevria Paciletol og pio ovOADOT| GUYKEVIPOTIK®Y Oed0UEVMV amd
téooep1c kKAMvikég peréteg edaong /1L, T/ won I mov S1e&nyBnoav oto Hvopévo Baoiieto,
Bpaliiia kot Notio Appiknr| kot dedopévev and pio enurpoctertn edong I, kKivikn peiétn mov
oeénydn otig Hvopéveg IMoAtteieg, 1o [lepod kan t Xk, Katd ) ypovikn| otyun g avéivong,
ouvolika 56.601 cuppetéyovteg nhikiog >18 etdv giyav ToyatomomOei Kot amd avtovg 33.846 Elafav
TovAdyloTOoV P 06om Vaxzevria kot 32.030 éhafav 600 docELC.



O1 GUUETEYOVTEG CLVEYICOV VO TOPAKOAOVHOVVTOL Y10 0CPAAELD OVEEAPTNTA OO TV OTOKAALYT TNG
TOVTOTNTOG 1) T AW 1N TVEAOD epfortacoV. [ Tig Téooepic KAvikég peréteg mov de&nybnoay
ot1o Hvopévo Baciielo, t Bpaliiia kot t Notia Appikr|, peyoaidtepng Sidpkelag mopakoiovdnon
>12 pnvov (dtdpecsog xpovog 13,0 pnveg) and v tpdn do6om givar dtobéoun yuo

10.247 ooppetéyoviec mov €Aafav Vaxzevria.

O1 o cuyva avapepopeveg avemBounteg evépyeteg elvat voicOnoia oto onpeio g Eveong (68%),
dAyog oto onpeio tng éveong (58%), kepararyia (53%), konwon (53%), poaryia (44%), aicOnua
Kakovyiag (44%), mope&ia (meprhapfaverl eumvpetn kotdaotaon [33%] ko Topetd >38°C [8%]), piyn
(32%), apBpakyia (27%) kot vavtia (22%). H mhetovoTnta otV TV ovemBount®y evepyeidy nTav
NG Em¢ HETPLUG coPapOTnTag Kot GuVIOmMG VITOY®POVCAY EVIOG Aly®V NUEPHY Otd TOV EUPOAACHO.

[ToAb ormdvieg Tepimtdoelg cuvdpopov BpouPmong pall pe BpopPomevia £xovv avapepbel petd v
KUKAOQOPia TNV ayopd EVIOG TOV TPIOV TPOTOV ERdopadwv petd Tov epfoitacud (BA. mapdypapo
4.4).

Mertd tov epufoliacud pe Vaxzevria, ot ANITEG EVOEYETAL VO ELPAVIGOVV TOAAATAES OVETIOVUNTEG
evépyeleg mov eppavifovrat tavtdypova (Yo mapdadetypa, pookyio/apOpadyic, kepaiaAyia, piyn,

nope&io Kot aicOnpo Kakovyiog).

Y& oVYKPLON UE TNV TPOTN SO0T|, Ol AVETIOVUNTEG EVEPYELEG LETE T OEVTEPT] DOCN NTOV NTOTEPES KOl
avaépOnkay Ayotepo cuyvd.

H avtidpaoticotnta ftav yevikd nmotepn Kot avapépinike Arydtepo cuyva otov TAnbuoud tmv
NAKIOUEVOVY eVAIKOVY (=65 gTdv).

To mpogik aoedrelng NTav o€ CLUEMVIO PETAED TOV GUUUETEXOVI®V LE 1 YOPIC TPoMNyoLuev Evoelén
Moipméng SARSCoV2 katd v évapén.

Avouvnotikn 0oon (tpity 0oon)

To mpopik acpdrelng Tov Tapatnpndnke oe dtopa wov Erafay avouvnotikny doon (tpitn d66on) Nrav
COULO®VO LE TO YVMGTO TPOPiL acpAielag Tov Vaxzevria. Agv eviomicTnKoy véa CNTHLOTO 0GQAAELNG
o€ GUYKPLON UE TG aVETOVUNTEG EVEPYEIEG TTOL AVAPEPONKOV Y10l TOV TPMTOYEVY] KOKAO EUPOALOGLHOD
pe Vaxzevria og dtopa mov Eafav e ovapvnotikny 60orn Vaxzevria.

Avouvnortikn doon (tpitn 00a61) UETC. TOV TPWTOYEVH EUfiodiaouo ue Vaxzevria

>t pekétn D7220C00001, 373 coppetéyovieg, ol omoiot eiyav AGPEL TPONYOLUEVMG EVAV TTPOTOYEVN
KOKAO gpufoliocpov 2 d6cewv e Vaxzevria, EAafov pio epdmas avapvnotikn 60com (Tpitn d6on)
Vaxzevria. O 814 pec0g xpovog peta&h g devTepng dOGNG Kol TNG OVALVIGTIKNG 006N NTOV

8,8 unveg (269 nuépec).

Ot o ovyva avapepOUEVEG AVETIOOUNTES EVEPYELEG GE GUUUETEYOVTES OV ELY OV TTPOTYOVUEVMG
euporactel pe Vaxzevria tav evaicOnoio g 0éong éveong (54%), kémwon (42%), dhyog otnyv Béom
g éveong (38%), keparadyio (34%), pvadyia (24%) kot aicOnua kakovyiog (22%). H mhetovotnta
QVTOV TOV AVETIHOUNTOV EVEPYEIDV NTAV NG £MG PETPLOG PopdTNTog Kol uviBS VITOY®POHGAY
eVTog Alyov nuepmv omd Tov epfollacuo.

Avouvnyotikn 00on (pitn doon) uetd tov mpwtoyevii eufoliocud ue évo. ufoiio mRNA yio v
COVID-19

Yt pekétn D7220C00001, 322 cvppetéyovteg, ot omoiot iyav AGPEL TPONYOLUEVAOGS £V TPMTOYEVN
KOKAO guPfoltocpov 2 docemv pe éva epPoiio mRNA yia v COVID-19, éhaPav pia epdanal



avapvnotikn 86om (tpitn d0om) Vaxzevria. O dtdpecog ypovog Heta&y Tng 0e0TEPNS 600G KO TNG
avapVNoTIKNG 06oms NTav 4,0 unveg (120 nuépeg).

Ot o ovyva avapepOUEeVES avemBOUNTES EVEPYEIEG GE GUUUETEYOVTES OV Elyav pPoiaoTel pe
mRNA 1tav evaicOncia ot Béom g éveong (71%), kénwon (57%), keporokyia (52%), Grhyog ot
0éom g éveong (50%), poaiyia (47%), aicOnua kakovyiag (42%), piyn (29%) kot vavtia (22%). H
TAELOVOTNTO AVTOV TOV OVETIOOUNTOV EVEPYELDY NTAV NTLOG £0G LETPLOG PapyTnTag Kot cuviBmg
VIOY®POVGAV EVTOG AV NUEPDOV OO TOV EUPOAIAGHO.

Koatdhoyoc avemBountmv evEPYELHV GE LOPQON TIVOKO.

To mpopik acpdrelng mov Tapovclaletal TapuKato PacileTal og o avaAvoT SEdOUEVOV OO TEVTE
KMVIKEG PEAETEG, o1 omoieg TepAdpfavay cuppetéyovteg nAkiog >18 etdv (cLYKEVIPOTIKG dedopéva
0o TE60EPLS KAMVIKEG pedéteg Tov deEnydncav oto Hvopévo Baciieto, t Bpaliiia kot t Nota
Appikn| kot 6edopévev omd pio kKAvikn perétn mov oeénydn otic Hvopéveg Iolteieg, to [gpod ko
™ X1AN) Kol o€ dESOUEVA OO TNV UETE TNV £YKPION EUTELPIAL.

Ot avemBOuNTEG EVEPYELEG PappiaKOL TapaTiBevial cOppva pe v Katnyopia Opyavicon
Yvomuarog (SOC) oto MedDRA. Ot cuyvotnteg eReAvIong TV ovemBountey evepyeidv opifovral
®G: TOAD cuyvég (= 1/10), ouyvéc (= 1/100 éwg < 1/10), oyt ovyvég (= 1/1.000 éwg < 1/100), omdvieg
(= 1/10.000 €wc¢ < 1/1.000), moAb ordvieg (< 1/10.000), un yvootég (dev pmopodv vo ekTiunbodv pe
Baon ta dbéoia dedopéva), evidg kdbe katnyopiog opyavikoh GLGTILOTOC, Ol TPOTIUMUEVOL OPOL
ta&vopovvtal katd eBivovoa cuyvdtTTo Kot akolovdwg katd pBivovoa coPapotnTa.

Mivaxag 1. AvemOOunTES EVEPYELES PUPUAKOV

Koatyopia opyavikov Yuyvotnta AvemOdunteg Evépysieg
ovotijpatog MedDRA
AwotapoyéG TOV QUOTOMTIKOD | XVYVES Opopporevia®
KOL TOL AEUPIKOV GUOTIHHATOG
Oy ouyvég Agppadevondadeia
Mn yvootég Avtodvoon Opopfonevio’
AwTopayég Tov Mn yvootég Avaevlo&io
OVOGOTOUTIKOD GUGTI|LLOTOG YrepevaicOnoia
Awtopayég Tov petafoliopov | Oyt cvyvég Mewopévn 6peén
Kot TG Bpéymg
AwTopay€g Tov VELPLKOD [ToAb cuyvég Kepotohyia”
GUGTNLOTOG - ;
2uyvE Zakn
Oy ouyvég Ynvniia
AnBapyog
[MoparsOncio
YrnosOnoio
Xravieg apélvon Tpocmdmon’
[ToAd omdivieg >vvdpopo Guillain-Barré
Mn yvootég Eykdpoia poghitidon
Awotapoyés Tov MTOG KoL TOV Oy ovyvég EpPoég
AapopivBov




Mivaxag 1. AvemOOpnTES EVEPYELES PUPUAKOV

Koatyopia opyavikov Yuyvotnta AvemOvunteg Evépysieg
ovotijpatog MedDRA
Ayyelokég oaTapoyeg [ToAb omdvieg XHvdpopo Opoppwong pali pe
OpopPomnevio’
Mn yvootég 2Hvdpopo Slopuyng TPLYOEd OV

Eyxeporoayyeiaxn OpopuPmon prefov
Ko KOAToVP
dArePucri OpopPospporn®

Awtapoyés Tov [ToAb cuyvég Nowvtia

YOG TPEVIEPIKOV - ;
2uyvE Epetog

Aldppora
Kot\oko dhyog

Awtopayég Tov déppotog kot | Oyt ovyvég Ynepidpwoia
TOL VTOSOPLOV 1GTOV Kvnoudg
E&avOnua
Kvidmon

Mn yvootég Ayyelooionpa
Agppotikn ayyeitido

Awtoapayég Tov poookeretikov | [ToAd cuyvég Mvuakryia
GULOTILOTOG KOl TOV ApBparyia
GLVOETIKODV 16TOV

Yuyvég Alyog oTa dKpa

Oy ovyvég Mvikoli oracpol
Ievikég Sratapayés ot [ToAb cuyvég EvaweOnoio, dhyog, Beppotnra, kvnouog,
KOTAGTAGELS TNG 0000 poionag otnv Béorn g Eveonc”™,
xopiymong Koémwon

AioOnpuo kokovyiog
Epmdpem katdotaon, mopetdg
Piyn

Yuyvég Awdykwon, epbbnua g Béomng Eveong

Ipunododng cvvdpoun
EEacbévion

*Ze KMVIKEG PeAéTes avapépOnie cuyva Tapodikn fma Opopporevia (BA. mapdypago 4.4).

P Eyouvv avaeeplel mepiototikd petd v kukhogopio otnv ayopd (BA. emiong mapdypopo 4.4).

¥ H keporodyio mepropfdver npukpovia (6xt ocvyvi).

® Me Béion ta Sedopévo amd v KAk pedétn mov dieEqyon otig Hvouéveg Molteiec, to Tepov won T XiAg.
Koatd ) didpreta g mepldodov mapakorovdnong g aoedrelog £oc i S Moaptiov 2021, mapdivon tov
TPOCAOTOL (1] TAPEST) ovaPEPONKE 0md TEVTE GUUUETEXOVTEG GTNV opdda Tov Vaxzevria. H évapén ntav 8 kot
15 nuépeg petd mv mpdn 660m Kot 4, 17 ko 25 nuépeg petd m dedtepn d6on. Oha To cvpfdvra



Kataypdonikay og un cofapd. Aev avapépdnkay TEPTTOGEIS TAPAAVCTG TOV TPOCSHTOV GTNV OUAS TOV
EIKOVIKOV (POPLLAKOL.

¢ XoPopég Kot TOAD OTAVIEG TEPMTOGELS GLVOPOLOL Bpopfdcewv pall pe Opoppomevia xovv avapepbel petd
™V KukAopopia otnv ayopd. Avtéc mepthappdvouv erefukr Bpdppoon 6mwe 1 eykeeoiikr Bpdpufmon Tov
PAePdDV KOATOV, oTAAyYVIKT EAEPIKT OpouPwon, 6w emiong n aptnplokn Bpdpufmon (BA. Topdypaeo 4.4).
°* MOAOTOG 610 onueio TG éveong mov mepAapPfavet apdTopa (0L cuyva).

Avaopd mBovoloyoduevemv avemBounTov VePYEIDV

H avagopd mBovoroyodpevmy avemBountov evepyeidv PETA amd T yopnynon ddetog KukAopopiag
TOL (POPUOKEVTIKOV TPOIOVTOG Eivarl onuavTikn. Emitpénet ) ovveyn mapakolovOnomn tng oxéong
0PELOVG-KIVOUVOL TOV QUPUAKEVTIKOD TPOIOVTOG. ZnTeitan amd Tovug emayyelpaties vyeiog vo
OVOPEPOVY OTTOLECONTOTE TOOVOAOYOVUEVES OVETIBVUNTEG EVEPYELEG LEGH TOL EOVIKOD GLGTNLOTOG
avagopdg mov avaypdeetal oto [apdptnua V kot va teptlapfdavovy tov apuod naptidag/Lot edv
etvan drabéopoc.

4.9 Ymnepdooolroyia

Agv vrdpyet €101k Bepaneio yio v vepdocoloyia pe To Vaxzevria. Xe TepInT®OON VIEPIOCOAOYING,
10 GTopOo TPEMEL Vo TopakoAovdeitan kot va Aappavel coumtopatikny Oepaneio, dnmg evdeikvutat.

5. DOAPMAKOAOTI'IKEX IAIOTHTEX

5.1 ®appokodvvopmkEs 1010TNTEG

Ddappokobepamevtikng Katnyopia: euporia, Covid-19 guforio, kwduodg ATC: JO7TBNO2

Mnyoavioudg dpdomng

To Vaxzevria givat éva povooBevég epPOAL0 oL amoTeLEITOL OO £VAV LOVASTKO OVOGLVOLOCUEVO
eopéa adevoiot yumatln pe averdpkelo avrrypaens (ChAdOx1) mov kwdikomotel T YAvKOTp®TEIVY
(GP) g akidag (S) tov SARSCoV2. To avocoyévo S too SARSCoV2 o1o gpfoiio ekppaletan oty
TPIUEPT] OUUOPPMOGT] TPV TN GVUVTNEN, 1) KOSIKOTOWTIKT aAANAovYio deV Exel TpoTomonOet,
TPOKEUEVOL Vo, otafepomomBel 1 ekppaldpevn S-tpwteivn ot dapdpewon mptv T cvvinén. Metd
™ YopNYNoN, N YAvkompateivn tng akidag (S) tov SARSCoV2 exppdletor TOmKA, TPOKOADVTAS TNV
TOPAYOY] EE0VOETEPOTIKMV OVTICOUATMV KOl KLTTOPIKDV 0VOGOOTOKPIGEWDY, Ol OTOIEG UTOPEL VoL
GLVEIGPEPOLY otV Ttpoatacio Evavtt tng COVID-19.

KAwvikn omotelsouatikd4tnTo,

Avdivon v dedouévav amd t Melétn D8110C00001

H i) amotelecpotikodtnta tov Vaxzevria £yl atoroyn0el pe Baon pia ovéivon e Merétng
D8110C00001: pio toyoiomompévn, SIMAG-TOQAY], ELEYYOUEVT LE EIKOVIKO papuako @dong IIT perétn
nov o1e&Nyn otig Hvopéveg Ilolteieg, to [1epov ko T XiAn. H perétn anékdeice toug
GUUUETEXOVTEG LUE GOPUPES KA/ [UT] EAEYYOLEVES KOPOLOYYELOKESG, YOOTPEVTEPIKES, NTOTIKES, VEQPIKES,
EVOOKPIVIKES/ LETAPOAIKEG VOGOLG Kol VELPOAOYIKES 0oBévetes, Kabmg Kot exelvovg pe cofapn
OVOGOKOTOGTOAT, £YKVEG YOVOAIKEG KOl GUUUETEXOVTEG [LE YVAOOTO 10Topkd Aoipwéng SARS-CoV-2.
O)ot o1 cuppetéyovteg mpoypappatilovtor vo mapakoiovdnbovv mg kot 12 pnveg, yio v extipunon
NG AOPAAELOG KOL TNG OMOTEAESUATIKOTNTAG EVavTl TG vocov COVIDI9.

Ot cvppetéyovieg nhikiog > 18 etdv Elofav do décelg (5 x 10" ukd coportidia avé 56om mov
avTioTotEl o8 Oyt Aydtepo amd 2,5 x 10° podvopatikéc povadec) tov Vaxzevria (N=17.662) 1
EIKOVIKO PApLAKO PUGIOA0YIKOV 0pov (N=8.550), Tov yopnyndnkav pécw evéopvikng (IM) éveong
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https://www.ema.europa.eu/documents/template-form/qrd-appendix-v-adverse-drug-reaction-reporting-details_en.docx

v Huépa 1 ko v Huépa 29 (-3 émg +7 nuépeg). To didpeco ddotnpa peta&d tov d6cemv tav 29
NUEPES KAt 1) TAELOYN L0 T®V GUUUETEXOVTOV (95,7% Ko 95,3% Yo To Vaxzevria Ko To EIKOVIKO
Qappako, avtiototyan) EAafe tn devtepn d60oM >26 Emg <36 Nuépeg petd tn 66omn 1.

To dnuoypaeikd dedopévo Katd v Evapén NTov KOANDG 100ppomtnpéva Leta&h TV opdowmy
Oepameiog pe Vaxzevria kol TOV €IKOVIKOD QOpUAKOD. ATTO TOVG GUUUETEYOVTEG TTOV EAaPav
Vaxzevria, 10 79,1% frav nAwciog 18 émg 64 etdv (pe 1o 20,9% nhikiag 65 eTdv 1 peyaAdTepoL) Kot
10 43,8% TV aTOU®V NTaY YUvaikes. ATO aVTOVG oV TVYaLoTomOnKay, To 79,3% Ntov Agvkot, to
7,9% Mrav Mavpot, 1o 4,2% ntav Actdreg, o 4,2% ftav Apepikavol pe katoywyn wotdvikn 1 amd
v AAdoka. Zovohwd 10.376 (58,8%) cvppetéyovieg glyov TovAdytotov pia Tpobmdpyovoa
oLVVOGTPOTITO, TTOL 0PILETaL G XPOVIO VEQPIKT] VOGOG, ¥POVIL OITOPPUKTIKY| TVELLOVOTAOELD,
YOUNAT OVOGOAOYIKT VYELD AOY® UETAUOCTYKEVONG GUUTOYOVS OPYEVOL, 1IGTOPIKO TAYLGAPKIOG

(AMX >30), coPapéc kKapdlakés Tabnoels, dpemavorkuTtapikn avarpio, dtafng tomov 1 1 2, dobua,
Gvola, oyYEl0eYKEPUAKES TAONGELS, KUGTIKT Vo, VYNATY apTNpLoKi TEST, NTOTOTAOELD,
TVELUOVIKY] tveon, Bodacoatpio 1 16topkd kamviopatog. Katd ) xpovikn otiypn g aviivong, o
OLUETOG YPOVOC TapakoAovONoNG HeTd T yopnynon g 86ong 2 ftav 61 nuépsc.

O 1elkdg Tpocdlopiopog Tmv nepimtdcenyv COVID-19 npaypatomomOnke amd (o emtpon
e&étaonc. H cuvolikn amoTeLeGHATIKOTITO KO 1] OTOTEAECUATIKOTITA TOL EUPOLIOV ava Bacikég
NAKlokES opadeg mapovatalovrat otov [ivaxa 2.

Mivaxag 2. AmoteleopaTIKOTTO TOV Vaxzevria évavti TG cuuaTORATIKNS vésov COVID-19
ot Merétn D8110C00001

Vaxzevria Ewovik6 @appoxo
N ApOpég Tov PoOpodg N ApOpég Tov PoOpdg
TEPUTTMOCEDY | ETIMTOONG MEPITTOGEMY | EMIMTOONG | ATOTEALECPOTIKOTITO
COVID-19°, ™mg COVID-19°, ™mg Tov gupoiriov %
n (%) COVID-19 n (%) COVID-19 (95% CI)
ava 1.000 ava 1.000
avOpomoétn avOpomoétn
YUVoAIKA
(MAwcio 74,0
>18 17.662 73 (0,4) 35,69 8.550 130 (1,5) 137,23 (65.3, 80.5)
ETOV)
Hkia
18 émg 72,8
64 13.966 68 (0,5) 40,47 6.738 116 (1,7) 148,99 (63.4,79.9)
ETOV
Hlia 83,5
516(3\) 3.696 5(0,1) 13,69 1.812 14 (0,8) 82,98 (54.2,94.1)

N = Ap1Bpdc Tov atépmv mov cvpreptrapfavoviay g Kabes opdda, n = ApBuog tov atdpmv mov eiyay £va
emPePorwpévo ovpPdv, CI = Audotnpo Epmictosivig.
¢ Zopuropatiky COVID-19 mov arottet Oetik) Alvcdwt Avtidpaon I[ToAvpepdong pe Avtiotpoen
Metaypagpdon (RT-PCR) kot tovAdyiotov 1 onpeio 1) GOUTTOUO TOV AVOTVEVGTIKOD 1| TOVAGYIGTOV 2 GAAN
GLOTNOTIKG onpeia 1 cupTTOUATE OTTMG 0pIloVToL GTO TPWTOKOALO.

P To SrooThApaTe EUTIGTOGVUVIG SEV TPOGUPUOCTHKAY Y10 TOAAATAOTNTA.

H coBapn 1 kployn cvpntopatikny vécog COVID-19 a&loroyndnke og facikd devtepedov
KOTOANKTIKO onpeto. MeTa&h OAMV TV 0TOU®MY GTO GUVOAO TOV TPMOTOKOAAOV, dEV avapEPONKY
nePTMOGELS coPfopng 1 kpioung cvpntopoatikng COVID-19 oty opdda tov pforiov oe chykpion
pe 8 TEPMTAOCELS TOV AVAPEPOMKOAV GTNV OPLASH TOV EIKOVIKOD PUPUAKOV. Y TPV 9 TEPTAOCELS
voonheiag, 8 mepumtdoelg mov kpibnkav wg cofapn N kpioun cvpntopatiky vocog COVID-19 ko
po emmpochetn mepintwon oty opdda Tov gpPoriov. H mistoymeia tov cofapdv 1 kpiciumv
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oOUTTOUROTIKGV TeputtOcemv COVID-19 minpovce povo to kprmplo kKopespov o&uyovov (SpO2) ya
cofapn voco (< 93% oe aépa dopatiov).

Y dropa pe N xopig mponyoovuevn EvoeiEn Aoipwéng SARS-CoV-2, 1| amoTeAeGLOTIKOTITO TOV
euporiov Vaxzevria (=15 nuépeg petd ) 60om 2) itav 73,7% (95% CI: 63,1, 80,1), 76 (0,4%) évavtt
135 (1,5%) mepintddoecwv COVID-19 yia 1o Vaxzevria (N=18.563) kot To €1koviKd QAPLLOKO
(N=9.031), avtictouyo.

[Mo Tovg cvppEeTéYOVTEG LE pio 1 TEPIGGOTEPES GLVVOCTPOTNTEG, Ol omoiotl Ehafav Vaxzevria (>15
NUEPES Hetd tn 660 2), N amoterespoTikdTTa TOV gUPoiiov NTav 75,2% (95% CI: 64,2, 82.9) ko
Y10l TOVG GUUUETEYOVTEG YMPIC GLVVOOT|POTNTEG 1] ATOTEAEGUOTIKOTNTA TOV TOV ePoriov nTav 71,8%
(95% CI: 55,5, 82,1).

2V avdivor Topakolohinong 6 unvav, TpoyHaToromdnKay eVUEPOUEVES AVOAVGELG
OTOTELEGLATIKOTNTOG e TPOcheTeg emPeParmpéveg mepurtocelg COVID-19 mov cuykevipmOniav
KT T O1GPKELN TNG TVPANG ELEYYOUEVNS LE EIKOVIKO (PAPLLOKO TOPAKOAOVON oG, Le ddpeon
TopoKolovONon 78 NUEP®V GTOVG GUUUETEYOVTES, Ol omoiotl EAafav Vaxzevria kot 71 nuepdv og
GUUUETEXOVTES, Ol omoiol EAafav eikovikd apuako. H cuvolikn amotelespatikdtnto Tov ppforiov
Kot g cvumtOpaTKig vocov COVID-19 fitav 67,0% (95% CI: 58,9, 73,5) ue 141 (0,8%)
neputtoelg COVID-19 va égovv avapepOel oe ouppetéyoveg, ol omoiot lyov AaPet d00 dOGELS
Vaxzevria (N=17.617) kot 184 (2,2%) mepuntdcels vo Exovv avapepOel oe GUUUIETEXOVTES, Ol 0TTo10t
elyav AdPet ewcoviko pdppoko (N=8.528). Xe cvppetéyovteg niiog 18 €mg 64 etdv vnpyov 135
(1,0%) meputtooeig oty opdda tov Vaxzevria (N=13.921) évavtt 165 (2,5%) nepmmtdcewny otnyv
Opada TOL EKOVIKOU pappdiov (N=6.712), tov avtictoryel o amotedespatikotnta epporiov 64,8%
(95% CI: 55,7, 71,9). e cuppetéyovteg > 65 €TV 1] ATOTEAEGLATIKOTNTO TOV EUPoriov Tav 86,3%
(95% CI: 65,8, 94,6) e 6 (0,2%) nepumtdoelg oty opdda tov Vaxzevria (N=3.696) évavtt 19 (1,1%)
TEPMTAOCEMY GTNV OUAda E1KOVIKOD papuakov (N= 1.816).

Avaivon twv ovykevipwtikay dedouévawy and tig usieteg COV002 ko COV003

H v amotelecpotikotnta tov Vaxzevria €xet atoloynbei pe fdon po aviivon tov
CUYKEVIPOTIK®OV 0£S0UEVOV OO dVO TUYUOTOINUEVES, TOVPAEG, Ay OMEVES LeEAéTeG: i odong T1/TTT
peiétn, COV002, oe evijlikeg >18 etov (cvupmepirapfovopévay Tov nukiopévov) oto Hvopévo
Baotiero kar pa paong LI perém, COVO003, oe evijiikeg >18 etdv (cvumeptiapfavopévov tmv
nukiwpévov) ot Bpalidia. Ot peléteg amékAelo0y TOVG GUUUETEYOVTEG Ie coPapég Kaun un
ELEYYOLEVEG KOPOIALYYELOKESG, YOOTPEVIEPIKES, NIMATIKES, VEPPIKES, EVOOKPIVIKEG/ UETAPOAKES VOGOLG
KoL VEDPOLOYIKEG 0oBEveELEG, KABMG Kat EKEIVOLG e coPapT) 0VOCOKATAGTOAT, £YKVES YOVOIKEG KOl
CUHUETEXOVTEG UE YVMOTO 16TOp1kd Aoipwéng SARSCoV2. Ta gufoiia ypinng umopovv va
xopnynBovv 7 nuépeg mpv 1 LETA omd onoldnToTe 060N Vaxzevria.

211 GUYKEVIPAOTIKT TPMOTOYEVH OVAAVGT] TNG OTOTEAEGLOTIKOTITAG, Ol CUUUETEXOVTES NAIKIOG

>18 etdv Elapav 300 docelg (5 % 10" ukd coporidio avd 566 mov avTicToL(El 68 Ot AydTEPO Od
2,5 x 10® polvopatikéc povades) tov Vaxzevria (N=6.106) 1) g Oepomeiag eréyyov
(LMvryy1TidokokKiKO gpPOAo 1 LGIOA0YIKOS 0pdGg) (N=6.090), Tov yopnyndnkKav pécw evoopvikng
(IM) éveong.

AOY® VMKOTEYVIKOV TEPLOPICUMYV, TO dldoTnua petas&d g doong 1 kot g d0omg 2 kopdvonke and 3
€mg 23 gfdopddec (21 £mg 159 nuépeg), pe to 86,1% tmv ovppeteydviov va Aapupdvouy Tig d0o dOGELG
T0VG 670 SraoTnpa 4 £c 12 gfdopddov (28 Emg 84 nuépeS).

To dnuoypaeikd dedopévo Katd v Evapén NTov KOANDG 100ppomtnpéva Leta&h Tov opdowmy
Oepaneiog pe Vaxzevria kot tng Oepomeiog eEAEyyov. TN GUYKEVIPMTIKN TPOTOYEVT ovdAvon, ueta&n
TOV GUUUETEXOVTOV, 0L omoiol EAafav Vaxzevria pe dtdotnpa HETOED TV 00GEmY 4 Kot

12 gfdouddwv, to 87,0% twv cvupeteyoviov nrav 18 ¢wg 64 etodv (pe to 13,0% nlkiog 65 etodv 1
peyodvtepot kot to 2,8% nAciog 75 etdv 1 peyaivtepot), To 55,1% twv atOU®V NTaV Yuvaikes, To
76,2% Mtav Agvkoi, to 6,4% frav Mavpot kot 1o 3,4% frav Acidrteg. Zvvolika 2.068 (39,3%)
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GUHHETEXOVTEG ELYOV TOVAGYIGTOV [I0L TPOHAPYOVGH GLVVOSTpoOTHTA (0pileTan ¢ AME >30 kg/m?,
KOPAYYEWKT S1OTOpOyn, AVOTVELSTIKT VOG0g 1 S1afntng). Kotd ™ ypovikn otiyur g avdivong, o
OLHETOG YPOVOC TapakoAovONoNG HeTd T yoprynon g 86ong 2 Nrav 78 nuépec.

O 1elkdg Tpocdiopiopog Tmv nepimtdcewyv COVID19 mpaypatoromnke and pio emtpomn
e&étaong, n onoia kabopioe emiong ™ coPfapodTnTa TNG VOGOL GUUPOVA LE TNV KATLOKO KAMVIKNG
e&eMénc tov [IOY. Zuvolika 218 cvppetéyovreg eiyov SARSCoV2 woloykd emPBePatmpévn
COVID19 mov gpopaviotnke >15 nuépeg petd m devtepr 600 [LE TOLAIYIOTOV £VA COUTTOLO
COVIDI19 (avtikeipevikog mopetdg (opileton wg >37,8°C), Pryog, Svomvora, avoouio 1 ayevoia) Kot
dev glyav evdei&elg mponyovpevng Aoipméng SARSCoV2. To Vaxzevria peiwoe onuovtikd tnv
enmintwon COVID19 og obykpion pe ) Oepaneio eréyyov (PA. [Tivaka 3).

ivaxag 3. AmoteleopaTikoTnTe TOV Vaxzevria évavtt g COVID19 ané Tig perétec COV002
kar COV003”

Vaxzevria Oepamncia eréyyov
AmoteleopaTikéTnTO

ITinOvopédg ApBpog ApBpog Tov guporiov %

N TEPUTTOCEDV N TEPUTTOCEDV (95% CI)*?

COVID-19, n COVID-19, n
(%) (%)

OcpamevTiKG oYIjUa AOEL000TGNS
4 — 12 gfdopadeg 505
(28’ émg 84 5.258 64 (1,2) 5.210 154 (3,0) (458, 69.7)
nuépec)

N = Ap1Bpdc Tov atépmv mov cvpreptiapfavoviay g Kabes opdda, n = ApBuog tov atdpmv mov iyay £va
emPePoaropévo ovpPdv, CI = Audotnpo Epmictosivng.

* To kotoAnkTikd onpeio g anoterecpatikottag facictnke otig emPeParmpéves teputdoelg COVIDIY oe
dropa nikiog 18 etdv kot dvm, Ta omoio NTaV 0poopVNTIKAE Katd v Evapén, Ta omoia eiyav AdPet dvo dooelg

Ko Topépevay ot perétn =15 nuépeg petd m xopnynon g devtepng dOomG.
# CI pn mpocappocuévo yia moromAdTTa.

H amoteleopatucotnta tov gpporiov rav 62,6% (95% CI: 50,9, 71,5) 6t00g GLULETEYOVTEG TTOV
Eafov OV0 GUVIGTMUEVEG OOCELG LLE OTOLOONTOTE SIACTN A LETAED TV 0OGEDV (KUUAVOUEVO OO 3
€mg 23 gPfdopnddec) oe o TpoKaBopPIGUEVT] AVAAVOT).

Ye oyéon pe t voonieio Aoy COVID-19 (Babuoioyia coPapdmrag ITOY >4), vanpyoav 0 (0,0%,
N=5.258) neputtooeig voonieiog Aoyow COVID19 o cuppetéyoveg, ot omoiot EAapav 600 d00elg
Vaxzevria (>15 nuépeg petd t yopnynon g 66omng 2) o ovykpion pe 8 (0,2%, N=5.210) mov
éafav ) Bepameia edéyyov, cvpmepthapPavopévng piog copapng nepintwong (faduoioyio
cofapotntog [TIOY >6) mov avapépbnke yia tn Oepaneia eEAEYYOL. e GOV TOVG GLUUETEXOVTIEG TOL
Eafov ToLAGYIoTOV o SO0, oo TIg 22 MUEPES LETA TN Xopnynon g 66ong 1, vanpyav 0 (0,0%,
N=8.032) neputtdoelg voonieiog Adoyw COVID19 e cvppetéyovieg mov Elafav Vaxzevria og
ovykpion pe 14 (0,2%, N=8.026), copnepirapfavopévov gvog Bavdartov, mov avapépdnkay yio ™
Oepoameio eléyyov.

IMo tovg ovppetéyoveg, ot omoiot lyav Hio 1 TEPIGCOTEPES GLVVOGTPOTNTEG, 1] OTOTEAEGUOTIKOTITA
Tov gufoiiov Nrav 58,3% (95% CI: 33,6, 73,9), 25 (1,2%) évavtt 60 (2,9%) nepumtdcewv COVID-19
v t0 Vaxzevria (N=2.068) ko yio ) Oepameia ehéyyov (N=2.040), avtiotorya, Tov fTav Topopola
LLE TNV OMOTELECATIKOTNTO TOV EUPOAIOL OV TOpATPHONKE GTOV GUVOAKO TANBLGLO.

To dedopéva kKatadekvhovy 0Tl 1 Tpootacia Eekvd amd tepimov 3 efSopddeg LETE TV TP®T 600

Tov guPolriov. Mia devtepn d0om TpEmeL va, yopnyeitar o drdotnua 4 Emg 12 efdopddwv puetd tnv
npwtr 6001 (BA. Tapdypapo 4.4).
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AvocoyovikdtnTo Hetd amd ovauyvnoTikn 66om

Melétn D7220C00001, avoooyovikotno, tiog ovouvnatikng 00ang (Tpity 000n) UETC, TOV TPWTOYEVH
guPforiaouo ue Vaxzevria n éva guforio mRNA yio. tny COVID-19

H D7220C00001 givon po peptkdg SITAG-TOQAT], ELEYXOUEV LE OPACTIKO TOPAYOVTH LEAETN (PACTG
/I, oty omoia 373 cuppetéyovtes > 30 eT@v mov glyav epfoiactel Tponyovpéveg e Vaxzevria
kot 322 cvppetéyovreg >30 eTadv mov elyov Tponyovpévmg epportactel pe Eva epuPfoiio mRNA,
Ehafov pio epdmas avapvnotikn 60cm Vazevria TovAdytotov 90 nuépeg HETA TN ANy TG O8VTEPNG
d0OGONG TOV TPMTOYEVOVS KOKAOV gPoAlacpod Tovg. H avosoyovikdtnta a&lohoyndnke o

345 ovupetéyovteg mov lyov Tponyovpévmg epPorlactel pe Vaxzevria kot 6€ 296 GUUUETEXOVTEG TOL
elyav mponyovuéveg epportactel pe Eva epuPfoito mRNA, ek TV omoiwv OAOL )TV 0POAPVITIKOT
Kot Vv Evapén.

H amotelecpatikotnta tov Vaxzevria mov yopnynonke og epamas avouvnotikn 06om o
GUUUETEXOVTEG TOV glyav TPONYOLUEVEDS epPoAtactel pe Vaxzevria KatadeiyOnke a&loloydviog
U1 KATOTEPOTNTA TNG 0VOGOAOYIKNG OVTOTOKPIGTG TV TITAMV YELOOEEOVOETEPOTIKMV AVTICOUATMV
EVOVTL TOV TPOYOVIKOD GTEAEYOVG GE GUYKPLOT| LLE QUTHV TOV TPOKANONKE amd TOV TPMTOYEVY] KOKAO
eUPoAAGLOD 2 SOGEMV GE 10 VTTOOUAN0. VTICTOLYICUEVOV CUUUETEXOVIMV GTN LEAETT
D8110C00001.

H pn xotmtepodtta yio tov Adyo GMT katadeiyOnke pe  obykpion tov TitAmv
YEVOOEEOVOETEPMTIKAOV OVTICOUATOV 28 UEPEG LETA TNV AVOUVIGTIKT 0OGT) TPOG TOLS TITAOLG
28 Muépeg LETA TOV TPMOTOYEVH KUKAO gPoAtacol (BA. [Tivaka 4).

Hivaxag 4. Tithol EE0VOETEPOTIKAV AVTICOUATOV £VAVTL TOV TPOYOVIKOD GTEAEYOVG NETA OTTO
avOopuvVIGTIKY] 0601 pe Vaxzevria 6€ GOUPETEYOVTES TOV EiYAV TPONYOVREVOG EPforiacTel pe
Vaxzevria

28 NuéPES PETA TOV 28 nuépeg peta Aéyog GMT? Eritevén
TPOTOYEVI] KOKLO TNV OVOPVIOTIK oTOYOV Un
guporracpov pe d6on KOTOTEPOTNTAS
Vaxzevria® (N/O)
n 508 329 329/508
GMT" 242,80 246,45 1,02 N°
(95% CI) (224,82, 262,23) (227,39, 267,12) (0,90, 1,14)

n = ApBudc tov atdpmv oty avaivon, GMT = I'eopetpikdc pécog Tithog e£0vdeTEpOTIK®OV avTicopdtov, CI
= Aot pa gpmiotocvvne, Adyoc GMT = Adyog YE®UETPIK®OV LECHOV TITA®V.

“ Mg Bdomn avaADGELG 0md [ OVTIGTOLYIGHEVT KOOPTN GLpUETEXOVTOV ot perétn D8110C00001.

P GMT 28 nuépeg petd v avapvnotiky §6om mpog GMT 28 nuépeg petd m devtepn S066m ToV TPOTOYEVONG
KOKAOL gufoilacpov.

¥ To avopepOHEVO OTOTEAEGLLOTO EXOVV TPOGAPLOGTEL ypNoLpomoldvTog éva poviého ANCOVA mov
nmeprlopfavel 6povg otabepng enidpaong yio To Tapabupo emicGKEYNG, TOV XPOVO amd TOV TPONYOVLEVO
gufolacuod (Yo ovapvnoTiky d00N), TIG GLYVOCTPOTNTESG KATA TNV Evapén, TO VA0, TNV NAIKIO Kot Lo
enidpaon Tuyaiov aTdUOL.

8 H un katotepdTnTo Katadeiydnke v 1o Katdtepo 6plo Tov apgimievpov 95% CI tov Adyov GMT g
OLAS0GC GLYKPLTIKOD TTALPAYOVTOL KOl TNG OPLASAS avapopas nTov>0,67.

To Vaxzevria anodeiyOnke eniong amoteAeGHOTIKO GTNV TPOKANGT] OVIOTOKPICEDV AVIICOUAT®V GE
GUUUETEXOVTEG, Ol 0Toi0t Elyov AdPel TponyovEvmg TpwToyevn ePortacud pe Eva gufoito mRNA.
2g 0VTOVG TOVG GUUUETEXOVTES, Lo €QATas avapvnoTiky 06on Vaxzevria odnynoe o€ avénuéveg
YOLUKEG OVTATOKPIGELS, LE YEMUETPIKT HEoT ToAlamAdoto avénor (GMFR) 3,76 (95% CI: 3,25, 4,35)
GTOVG TITAOVG EEOVOETEPMTIKMY OVTICOUATOV EVOVTL TOV TPOYOVIKOD GTEAEYOLS OO TNV TPO-

VOV OTIKN 0001 OTIG 28 MUEPES PETA TNV AVOUVIGTIKN dOG.

Hlkiouévog mAnbuoude
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H perémn D8110C00001 a&rordynoe v amotehecpatikdtnta Tov Vaxzevria o€ 5.508 dropa niciog
>65 etwv, 3.696 dtoua ta omoia Elafav Vaxzevria kot 1.812 dtopa ta omoio EAafay EKOVIKO
eapprako. H arotedespotikodtnto Tov Vaxzevria oy 6€ GUVAQELD HETOED NAKIOUEVOV (>65 eTOV)
Kot VeOTEP®OV EVNAK®V atopmV (18-64 eTdv).

[Moudotpikde TANBuoudS

O Evpomnaikog Opyoviopodc Oappdkmv £xel SOCEL avaoin] amd Ty vroypEmor] VITOPOANG TV
OTOTELEGUATOV TOV UEAETAOV LE TO Vaxzevria o€ pio 1] TEPIGCOTEPES VIOKATIYOPIES TOV TOSTPLUKOD
mAnBvopov oty Tpoinymn g COVIDI19 (BA. mapdypapo 4.2 yio TANPOQOPIEg OYETIKE e TNV
TOOLALTPIKT XPNON).

5.2 ®appoxokivTiKES 1010TNTES
Agv gpapuodletan
5.3 Ipoxivikd dogdopéva Yo TNV A6QIAEL

g pio HEAETN TOEIKOTNTOG EMOUVAAAUPOVOUEVOV dOGEMV GE TOVTIKOVG, 1 evoopvikn (IM) yopriynon
tov Vaxzevria Ntav KoAd ovekt. [lapatnpnbnke, oyt avemBOunng evépyelog, @AEYHOVI KTOV
KOUT HOVOTTUPIVOV KLTTAP®OV GTOVG DITOSOPLOVS 1IGTOVG KOl GTOV GKEAETIKO UL TV OEcEmV
YOPNYNONGS KAl GTO TOPAKEILEVO 1GYLOKO VEDPO GE GUVAPELD LLE TO. VOUEVOLLEVO EVPTLOTO LETA TNV
evoopikn éveon eufolimv. Aev vnpyov evprpato oTig 0EGELg YopyNong 1 T o)oK A VEVPO, GTO
TEAOG TG TEPLOOOV OVAPPMGCTNC, VITOSEKVOOVTAG TANPT AVAPP®OT] OO TN GAEYHOV TOV GYETICETOL [UE
10 Vaxzevria.

Tovoto&ikdtnta/Kopkivoyéveon

Agv mpaypotomoOnkay ovte pHeEAETEG YOVOTOEIKOTNTOG 00TE KapKivoyéveons. Ta ocvuotatikd Tov
EUPOAIOV OV AVALEVETOL VAL £XOVV YOVOTOEIKO SUVOLIKO.

Avomapaywoyikn toéikdtnro,

g po HEAET TOEIKOTNTOS Y10L TV GVOTOPOYMYIKN IKOvOTNTO Kot TV avantuén, to Vaxzevria dgv
TPOKAAEGE TOEIKOTNTA OTY] UNTEPQ 1) OTNV OVATTLEN HETA amtd £kBecm TNG UNTEPOG KATA TN OEpKELDL
TOV TEPLOO®V TPV TNV GUAANYN, TNV KONGN N TN YoAovyio. Xg avTn T HEAETN, TO EUPOAIO TPOKAAETE
OVLYVELGILO AVTICOUOTO KOTE TNG YAVKOTP®TEIVIG TG akidag S tov SARS-CoV-2 ot untépa mov
petapépnkay ota EUPpua Kot Ta VEOYVE, VTOSEIKVOOVTOS HETAPOPA LEGH TOV TANKOVVTO KoL TOV
YOAOKTOG, ovTioTotyd. Agv vrdpyovv dafécipa dedopuéva yio To Vaxzevria GYeTIKA [LE TNV OTEKKPLOT
ToL gUPoiiov oTo YOO

6. @®APMAKEYTIKEXZ IAHPO®OPIEX
6.1 Kotahloyog ekddyov

L-Ioti6ivn

Movobddpikn vépoyrwpikn L-Iotidivn

Mayviicto yAwplovyo eEabdopikod

IToAvoopPiko 80 (E 433)

ABoavorn

Saxyapoln

Natpro yhoprovyo

A1BvAevod1opvoTETPao&LKO SvaTplo dAag (S1wdpikod)
"Ydomp yio evéoipa
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6.2 Aocvpparotnreg

AvT0 TO PUPUOKEVTIKO TPOTIOV EV TPEMEL VOL OVOLELYVVETOL UE AAAL PUPUOKEVTIKA TPOTIOVTA 1 VOl
OPOLDVETAL.

6.3 Awgpkera Cong

KAg1ot6 @roridio

9 unveg 6tav puidooetal og yoyeio (2°C-8°C)

Ot axdAovBeg TANPOPOpPies £xovV GKOTO VO KOOI YCOLY TOVG ETAYYEALATIEG VYEIOG LOVO GTNV
TEPIMTOOT aTPOPAENTNG TPOCSWPIVNG BEPLOKPACIOKNG OTOKAIONG. AgV €lval TPOTEWVOUEVT] GLVONKN
dTNPNONG 1| LETAPOPAG,.

H dudpxeta Long Tov Khetotod praidiov eumepitéyet Tig akdAoVeg anpoPAenTEG OMOKAIGES 0d TN
@OAoén o yoyeio (2°C — 8°C) ywo pio poévo ypovikn mepiodo Tmv:

- 12 wpwv mpog ta mave peypt Tovg 30°C

- 72 wpwv mpog o KAt pExpt toug -3°C

Ta Kheiotd proridio Tpémetl whvta vo emotpépovtar o€ puAaén og yoyeio (2°C — 8°C) petd and pia
Oepokpacioky| amdKAlo).

H epgpdvion Beppokpaciakng amdxiiong Tmv KAEIGTOV eloAdimv dev ennpedlel Tmg To PloAioe Oa
TPEMEL VAL, S10TNPOVVTOL UETA TO TPATO AVOLYLO (TPOTN S1dTpnon UE T PEAdVA).

Avotyuévo groiidto

H ynpwn kot ootk otabepdmra katd tn ypnon €xet Kotaderybel yio 6 dpeg 6Tav GUAGCCETAL GE
Beppoxpacieg £mg 30°C kot Yo 48 dpeg 0ty puAdocetal og yoyeio (2°C-8°C). Metd and avtod to
YPOVIKO SIAGTNLA, TO PLoAido Tpénet va amoppipbel. Mnv 10 emotpéyete 6To Yyouyeio PETd T GOANEN
€KTOG Yuyeiov.

Evoldoktikd, éva avorypévo grolidio pmopet vo puiaytel o€ yoyeio (2°C-8°C) yia péyioto ddotno
48 opdv, edv EMOTPEPETAL OTO YVYEIO AUECHOS HETA amd KAOe drdTpnon.

Ao PikpoProroyikr| Aoy, HETA TO TPMOTO AVOLYLLO, TO ELPOAIO TPEMEL VAL YPTCILOTOLEITOL OUECMG.
Edv to epforio dev ypnoipomombel apécmg, ot xpovol Kot GuvONKeG d1aTHPNoNG KOTA T ¥PpNon
amoTELOVV €VOVVT TOL YPNOTN.

6.4 Idwitepeg mpo@urdéers katd T @OAAEN TOV TPOIOVTOG

dvidooete o€ yoyeio (2°C-8°C).

Mnv katoyvyeTe.

dvidooete To PLOAISLN 0TO EEMTEPIKO KOVTI Y10 VO TPOGTATEVOVTOL OO TO PG,

[N 115 cvvONKeg SlaTPNONG LETA TO TPMOTO AVOLY[LO TOV (POPLOKEVTIKOD TPOIOVTOC, PA. TOPAYpapO
6.3.

6.5 ®Von Kol GVGTUTIKA TOV TEPLEKTI

D10Ai010 TOAOTADY dOGEMY

proAidio 10-66cewv
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5 ml evouwprpotog o€ €va elaAido tov 10-60cemv (amd davyég Yool Tomov 1) pe mhpo eloydpnong
(ehaotopepég pe oppayion alovpviov). Kébe praridio nepiéyel 10 d6oeig tov 0,5 ml. MéyeBog
ovokevaoiog Tov 10 praAdiov ToAAamAdv S0cEmV.

6.6 Idwitepeg mpourders amoppryns ko Grrhog yeIpopidg

Odnyieg yepiouod Kol yopnynon

O xep1opog avtob tov gpfoiiov Tpémet va yivetan amd Evav emayyeApatio vyeiog e ypnon donmmg
TEYVIKNG Y10 TN S10GQAAIOT TG OTEPOTNTOG KABE dOONG.

Na un ypnowonoteite ovtd To oo petd v nuepounvio ANENG IOV AVUPEPETAL GTNV EMIGTLAVON
petd v EXP.

To pn avorypéva eroridia ToAAaTAGV d0cemV TPEMEL Vo, puAdGcovTol og yoyeio (2°C-8°C). Mnyv
KOTOWOYETE.

dvidooete To PLOAISLN 0TO EEMTEPIKO KOVTI Y10 VO TPOGTATEVOVTOL OO TO PG,

To guPoiio mpémel va EAEYYETOL OTTTUKE Y10L COUATIOOKT] VAT KOl ATOYPOUATICUO TPV amd TN
xopnynon. To Vaxzevria givot aypopo £0g eEAappmdg KAPE, S1avyég Emg eAappmg BoAepd evatmdpnpa.
Amoppiyte T0 PLoAid10, EAV TO EVOLOPNLLO EIVOAL OTOYPOUATICUEVO T TAPATPOVVTOL OPATH COUOATIONL.
Mnv avokiveite. Mnv opoildveTe TO EVOLOPTLLOL.

To guPfoiio dev Tpémel va avapryvoetot oTny ot oOpryyo pe Ao ePPOALN 1) POPLOKEVTIKA TPOIOVTA.

Kd&0e 660om gppoiriov tov 0,5 ml avappopdtor G pio GUPLYYQ Yo EVEST] Y10, XOPNYNON EVOOUVTKA,
KOTé TPOTiUN o™ otov deXToEdN| Lo Tov Gve Ppayiova. Xpnoiporomote o véa Beldva yuo
xopnyNnom, o6tav etvar duvatodv.

Eivar puotoloyikd va mopapével vypd 6To OraAidto PETA TNV avappoPnon g TerevTaiog 06one. Mia
nTpochetn vepmApwon mepLapPaveTol o kKdbe PLaAidlo yio vo dScPaAoTEL OTL UTOPOLV VA
yopnynBovv 10 dd6ce1g (praridio towv 5 ml) tov 0,5 ml. Mn cvykevipdvere to mepicoevpa ePoriov
a6 TOAAG Prodidia. Amoppiyte KaBe axpnoiponointo ppoito.

Ao TN ¥POVIKN GTLYUT TOV aVOlYHOTOG TOV QloAldiov (mpmtn Sidtpnon pe ) feova),
YPNOWOTOMGTE EVTOG 6 pdV, OTAY PLAAGGETOL 68 Beppokpacies £wg 30°C. Metd amd avtd 10
YPOVIKO S14GTNA, TO PLoAido Tpémel va amoppipdel. Mnv 10 emiotpéyete oto yoyeio. Evailaktikd,
éva avorypévo eloAidio pumopel va puiaytel o€ yoyeio (2°C-8°C) yia péyioto didotnua 48 opmv, av
EMOTPEPETAL GTO YLYELD APECHS UETA Ao KaOe didtpnon).

Amdppyn
Kd&0e aypnoyromointo epuforio 1 vTOAEUUA TPETEL VO, ATOPPITTETOL GE GUUUOPPOOT] LE TIC KOTA

TOTOVG 1GYVOVCEG GYETIKEG 0ONYIES Y10 TO PAPUOKEVTIKA VIoAEippaTa. Tuxov dtappoég Tpémet va
OTTOAVLLOEVOVTOL YPTCLOTOIDVTOS LOKTOVOLS TAPAYOVTES LUE OPUCTIKOTITA KOTA TOL AOEVOTOV.

7. KATOXOX THX AAEIAY KYKAO®OPIAX
AstraZeneca AB

SE-151 85 Sodertélje
Youndia

8. APIOMOZXZ(OI) AAETAYX KYKAO®OPIAX
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EU/1/21/1529/002 10 puoAidio ToAhamAdv docemv (10 do6cEIg oV PLaAidto)

9. HMEPOMHNIA ITPQTHE ET'KPIZHYX/ANANEQXHY. THX AAEIAX
Huepounvia tpmtng £ykprong: 29 Iavovapiov 2021

Hpepopnvia televtaiog avavémonc: 31 OktwPpiov 2022

10. HMEPOMHNIA ANAGEQPHXHY TOY KEIMENOY

Aemtopepeig TANPOPOPIES Y10 TO TOPOV PAPHOKEVTIKO TPOTOV glvar d1abécieg oTov SikTLOKO TOTO
tov Evpaonaikod Opyavicuod Qapudkwmv: http://www.ema.europa.eu.
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http://www.ema.europa.eu/

ITAPAPTHMA 11

MMAPAXKEYAXTHE(EX) THE (TQN) BIOAOTIKQX
APAZTIKHE(QN) OYZIAX(QN) KAI
MMAPAXKEYAXTHX(EX) YHEY®OYNOX(OI) I'lA THN
AMIOAEZIMEYZH TON [APTIAQN

OPOI'H IIEPIOPIXMOI XXETIKA ME TH AIAGEXH KAI
TH XPHXEH

AAAOI OPOI KAI ATAITHZEIX THX AAEITAX
KYKAO®OPIAX

OPOI'H IIEPIOPIXMOI XETIKA ME THN AX®AAH KAI

ATIOTEAEXMATIKH XPHXH TOY ®PAPMAKEYTIKOY
MPOIONTOX
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A. TTAPAXKEYAXTHX(EY) THE(TQN) BIOAOT'TKQX APAXTIKHX(Q2N) OYXIAX(Q2N)
KAI ITAPAXKEYAXTHX(EY) YIEYOYNOZX(OI) I'TA THN AIIOAEXMEYXH TQN
IHAPTIAQN

Ovouao kai dievbvven tov(twv) mapackevact(@Vv) Tg(tmv) Blrodoyikdg dpacTikng(dv) ovcioc(®mv)

Catalent Maryland, Inc
7555 Harmans Road
Harmans, MD 21077
Hvopéveg Iolteieg

Oxford Biomedica (UK) Limited
Unit A

Plot 7000

Alec Issigonis Way

Oxford OX4 27ZY

Hvopévo Baciielo

Ovoua kai dievbvven tov(twv) Tapockevact(®V) Tov givor vVTevBuvog(ot) yio TNV AT0dEGUEVCT TOV
ToPTIOOV

AstraZeneca Nijmegen B.V.

Lagelandseweg 78

Nijmegen, 6545CG

OMavdia

B. OPOI'H IIEPIOPIZEMOI XXETIKA ME TH AIAGEXH KAI TH XPHXH

Doppaxevtikd TPoidv yio T0 0Toi0 ATALTEITAL WITPIKT) GUVTAYT).

. Enionpun arodéopsvon naptiowy

Yopemva pe to dpbpo 114 g odnyiag 2001/83/EK, 1 emionun arodécueuon tov TapTtidov

TPOYUATOTOLEITOL OO KPOTIKO EPYUCSTIHPLO 1) OO EPYACTHPLO OV £YEL 0p1obel Y10 TOV 6KOTO avTo.

I'. AAAOI OPOI KAI ATTAITHZEIX THX AAEIAY. KYKAO®OPIAX

. Ex0éoe1g meproowic mapaxorovOnong g acpdaireras (PSURs)

Ot amaitioelg yo v vrofoin Twv PSURs yia to v Adym pappakeutikd mpoidv opilovron

OTOV KOTOAOYO LE TG Nuepounvies avapopdg e Evaong (katdhoyoc EURD) mov mapatifeton

otV Tapdypago 7, tov apBpov 107y, Tng odnyiog 2001/83/EK Ko kabe emaxdAovdng

EMKOPOTOINOoTNG OTWOG SNUOCIELETOL OTNV EVPMTATKT SIKTLOKT] TOAT] Y10, TO. PAPUOKOL.

O Karoyog Adetog Kukropopiog (KAK) Ba vropdiier tnv tpdn PSUR yo to mpoidv péca oe

6 pnveg amod v £ykpiom.

A.  OPOI'H HEPIOPIZMOI ZXETIKA ME THN AZ®AAH KAI ATOTEAEEMATIKH
XPHXH TOY ®PAPMAKEYTIKOY ITPOIONTOX

. Yyé010 owoyeipiong kivovvou (XAK)
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O Karoyog Adetog Kukhopopiog (KAK) Oa dieEaydyet Tig amaitodpeves SpactnploTTEG Kot
ToPeUPACELS PAPUOKOETAYPVTVIOTG OTT(G Tapovcidlovtal 6to cuppovniéy ZAK mov
napovotdlerol otny gvotnta 1.8.2 g ddetog kKuklopopiag Kot 0molecdnToTe enakOAoVEg
gykekpluéveg avabempnoeig tov TAK.

‘Eva emucaiporomuévo XAK Oa mpémnel va katatedet:
e Metd and aitnpa tov Evponaikod Opyoviepod Qappdkov,
e OnotedNmoTE TPOMOMOLEITOL TO CUGTNHO SLAXEIPLONG KIVOVUVOL, EOIKA (OG OMOTELEGLO ANYNG
VE®V TANPOPOPIDY TOL PTOPOVV VO ETUPEPOVY CGNUAVTIKT OAAAYT) OTI GYECT) 0QELOVC-KIVOHVOL
N O AMOTELECLLA TG EMITEVLENG EVOG GTULOVTIKOD OPOCTHOL (PAPHOKOETAYPVTVIION 1
€AAYLOTOTTOINGT) KIVOVVOU).
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ITAPAPTHMA I1I

ENNIXHMANXH KAI ®YAAO OAHI'TQN XPHYXHX

22



A. ENIIXHMANXH
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ENAEIZEIX ITOY ITPEIIEI NA ANATPA®ONTAI XTHN EEQTEPIKH XYXKEYAXIA

KOYTI — ®IAAIAIO AEKA AOXZEQN, XYXKEYAXIA TQN 10 PIAATAIQN

1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Vaxzevria, EVEGULO EVOIOPTLLOL
Eppoiio COVID-19 (ChAdOx1-S [avacvvdvacuévo])

2. XYNOEXH XE APAXTIKH(EX) OYZIA(EY)

Mua 86 (0,5 ml) mepiéyet oyt AMyotepo amd 2,5 x 10° polvopotikég povadeg
Adevoiog Xumatln mov Kodtkorolel T yAvkorpwteivn g akidag (S) tov SARSCoV2 ChAdOx1-S

To edppoko avTtd TEPLEYEL YEVETIKA TPOTOTOIUEVOVS OPYAVIGLLOVG.

3. KATAAOI'OX EKAOXQN

"Exdoya: L-Iotidivn, povoddpikr| vopoyrwpikn L-Iotidivn, payvicio yAopovyo e&addpiko,
noivcopPucod 80 (E 433), aibavorn, caxyapoln, vatplo yhoptovyo, aluAEVOSILVOTETPAOEIKO
dwvaTplo dAag (S1wdpikod), VOWP Yo EVESTIUAL.

BA. @OAL0 001 y1dV Y100 TEPIGTOTEPEG TANPOPOPIES.

4. OPAPMAKOTEXNIKH MOP®H KAI IIEPIEXOMENO

Evéowo evoumpnua

10 @roAidio moAkamAmv d6cEDV

(10 d6c¢1g ava prarivo — 0,5 ml avd doon)
5 ml

5. TPOIIOX KAI OAOX(OI) XOPHI'HXHX

Evdopvikn ypnon

Awpaote T0 POALO 0ONYIOV XPNOTG TPV ATO TN YPNON.

[Mo nepiocdTepec TANpOPOpPiES, CapDOTE E0M 1 LETOPEiTE GTOV GVUVIECHO Www.azcovid-19.com
Yvumeprrapfavetor QR kmdudg

6. EIAIKH ITPOEIAOIIOIHXH XYM®QNA ME THN OIIOIA TO
®APMAKEYTIKO ITPOION ITPEIIEI NA ®YAAXXETAI XE OEXZH THN OIIOIA
AEN BAEITIOYN KAI AEN TIPOXEITIZOYN TA ITAIAIA

Na puidooetar o€ 0éom, TV onoia dev PAETOLY Kot dev Tpoceyyilovv Ta TOd1dL.

24



http://www.azcovid-19.com/

7. AAAH(EY) EIAIKH(EY) ITPOEIAOIIOIHXH(EIX), EAN EINAI AITAPAITHTH(EX)

8. HMEPOMHNIA AH=EHX

AHEH

9. EIAIKEX XYNOHKEX OPYAAZEHX

dvAdooete o€ Yoyeio.

dvidooete To PLOAISLN 0TO EEMTEPIKO KOVTI Y10 VO TPOGTATEVOVTOL OO TO PG,

Mnyv kotoyoyete. Mnv avakveite.

Mo TAnpopopieg oyetikd pe ™ didpketo (NG LETA TO TPAOTO AVOLYHO KOt EMTPOSOeTEC TANPOPOPiES
OYETIKA PLE TN POAAEN, OglTe TO PVAAO 0OMNYL®DV TNG CLOKEVOGIOG.

10. TAIAITEPEX ITPO®YAAEEIX I'TA THN AITIOPPIYH TQN MH
XPHEIIMOIIOIHOENTQN ®APMAKEYTIKQN ITPOIONTQN 'H TQN
YHOAEIMMATQON ITIOY TPOEPXONTAI AITIO AYTA, E@OXON AITAITEITAI

Amoppiyte 6€ GUUUOPPOOT LE TIG KATA TOTOVG 10YDOVGEG GYETIKEG 0ONYIEG Y10l TO POPLAKEVTIKA
VTOAEILUOTAL.

11. ONOMA KAI AIEYOYNXZH KATOXOY THX AAEIAY. KYKAO®OPIAX

AstraZeneca AB
SE-151 85 Sodertilje
Youndia

12. APIOMOX(OI) AAEJIAYX KYKAO®OPIAX

EU/1/21/1529/002 10 @roAidio morhamdmv 60cemv (10 d0cEIS ova PLaAidlo)

13. APIOMOX ITAPTIAAX

[aptida

14. TENIKH KATATAZH I'TA TH AIAGEXH

15. OAHI'IEX XPHXHX
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|16. IHAHPO®OPIEX XE BRAILLE

H oitioAdynon ywo va pnv mtepiinedel | ypoen Braille eivan amodert.

17. MONAAIKOX ANATNQPIZTIKOZ KQAIKOX — AIZAIAXTATOZ TPAMMQTOX
KQAIKAX (2D)

AGd100T0TOG YPOUU®TOS KOdKAG (2D) Tov @épel Tov TEPIAN@OEVTO LOVASTKO 0VaYVOPICTIKO
KOOUO.

18. MONAAIKOX ANAI'NQPIZETIKOX KQAIKOX - AEAOMENA ANAI'NQXIMA AIIO
TON ANOPQIIO

PC
SN
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EAAXIXTEX ENAEIZEIX IIOY IIPEITEI NA ANAT'PA®ONTAI XTIX MIKPEX
XTOIXEIQAEIX XYXKEYAXIEX

ETIKETA ®IAAIAIOY — ®IAAIAIO AEKA AOXEQN

1. ONOMAZIA TOY ®PAPMAKEYTIKOY IIPOIONTOX KAI OAOX(OI) XOPHI'HZHXZ

Vaxzevria, éveon
Eppoiio COVID-19 (ChAdOx1-S [avacvvdvacuévo])

M

2. TPOIIOX XOPHI'HXHX

3. HMEPOMHNIA AH=EHX

EXP

4. APIOMOX ITAPTIAAX

Lot

5. HNEPIEXOMENO KATA BAPOZX, KAT' O'KO 'H KATA MONAAA

10 d860g15 Twv 0,5 ml)
5ml

|6. AAAA XTOIXEIA

AstraZeneca
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B. PYAAO OAHI'TQN XPHYXHX
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®Yrho 0dNYIOV ypriong: [IAnpoopiss yia Tov ypioTy

Vaxzevria, EvEéG10 EVaIOpRQ
Eppoiio COVID-19 (ChAdOx1-S [avacvvdovacuévo])

V¥ To (APLOKO VTO TEAEL VIO CLUTANPOUOTIKY TOPOKOAOVONGT. AVvTo Ba emTpéyet To Ypryopo
TPOGOIOPICUO VEDV TANPOPOPIDV 0oPirEG. Mmopeite va Bondnoete pécm g avapopds Thavav
AVETOOUNTOV EVEPYELDY TIOVL EVOEYOUEVMS TapovatileTe. BA. Téhog g mapaypdoov 4 yia tov Tpdmo
avaQopdg avemBOHUNT®V EVEPYELDOV.

A doTte TPOGEKTIKA 0LOKANPO TO PVALO 0ONYIAOV AP1)oNG TPV 6aS YopnyN0El To gpPoiro, 616TL

nepriopupfaver onpavtikég TANpoPopies Yo cac.

- DdvidEte avTd TO PUALO 0dNYIOVY YpNoTS. Towg ypelaotel va to dwfdocete Eavd.

- Edv éxete mepontépm amopieg, poTNGTE TOV Y10TPO, TOV PAPLOKOTOL) 1) TOV VOGOKOLO GOG.

- Edv mopatnproste Kamolo avemBOpunTn evEpyELa, EVIUEPMOTE TOV YIOTPO, TOV PUPLOKOTOLO 1
TOV VOGOKOWO 6aG. AVTO 1oy0el Kot Yo kGBe mhovr avemBountn evépyela mov Ogv ovapEPETaL
07O TOPOV PUALO 00T YOV YpNoNs. BAéme mapdypapo 4.

T wepréyer 1o mTapév eviro 0dNYLOV

Tt etvon 10 Vaxzevria kot oo, ivot 1 xpnon tov

T mpémer va yvopilete mpv oag yopnynOel to Vaxzevria
[og yopnyettan To Vaxzevria

[MBavég avemBounteg evépyeteg

[og va puidooete to Vaxzevria

[epreydpeva g ovokevaciog Kot AOTEG TANPOPOpPies

AN S

1. Th givar To Vaxzevria kot wowa gival 1 yprion Tov

To Vaxzevria ypnoonoteitot yio tnv tpoinyn g vocov tov COVID-19 mov npoxoieitol amd tov
10 SARS-CoV-2.

To Vaxzevria yopnyeiton og eviiikeg nikiog 18 etdv kot Gvo.

To guPfoiio mpokorel T0 AVOGOTOMTIKO GUGTNIA (TN PLGIKT AUVVO TOV OPYAVIGLOV) VO TAPAYEL
OVTICOUOTO Kot EEEIOIKEVUEVO AEVKOKDTTAPO TTOV dPOVV EVAVTIOL GTOV 10, TAPEYOVTAG ETCL TPOGTAGIN
évavti g COVID19. Kavéva amd ta cuotatikd ovtod tov gpoiiov dev umopel va Tpokarécet
COVID-19.

2. T péner va yvopilete mpv oog yopnyn0Osi to Vaxzevria

To gpfoiro dev mpémer va yopnynOsi:

- Y mepintmon oAAepylog ot OpacTiKy 0VGia 1] G€ 0TO0dNTOTE GALO OO TO. GUGTATIKG CLTOV
ToV gUPoliov (avaeEpovTal otV Tapdypapo 6).

- Ye mepintoon mov elyate Opoppo aipatog Tavtdypova pe yopmid eninedo opometaiimy
(cvvépopo BpopPmong pali pe Opopporevia, TTS) petd ) Ay tov Vaxzevria.

- 2tV mepintmon TponyodUeVNS S1ayvmONS GUVOPOLOL SLOPLYNG TPLXOEW®V (TdONon Tov
TPOKOAEL d10pPOT VYPOV OO LKPA OLLOPOPO. AyYEiDL).

[pocdomonoeis Kol TPOPUVAAEELS

AmevBuvheite oToV Y10TPO, TOV POPLOKOTOLO 1] TOV VOGOKOLO GOg TPV 6ag yopnyndei to Vaxzevria:

- Edv &yete moté mapovoidoet cofapn ariepyikn avtidpaon Hetd and omoladnmote GAAN Eveon
eupoiriov 1 apod cag yopnyndnke 1o Vaxzevria oto maperdov.

- Edv éyete moté MmwoBupnoet petd amd omoladnmote Eveon pe PeAdva.
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- Edv éyete coPfopn Aoipwén pe vymin Beppoxpacio (peyordtepn omd 38°C). Qoto6c0, pumopeite
va kévete Tov euPolMacpd cog 6V £xETe N0 TLPETO 1| AOTUMEN TOL AVATEPOL BEPAYDYOV
OO KPLOAGYTLLOL.

- Edv éyete kdmolo mpofAnpa pe arpoppayio 1 LOA®TEG N €0V TAIPVETE £VOL OVTITNKTIKO
@appoxo (Yo v TpoAnym Bpdupov aipotog).

- Edv to avosomontikd cag cvotnua dev Aertovpyel cotd (AvocoaveETGPKELD) 1| TOIPVETE
eappakxa wov e£acBeviovy 10 avocomomTikd cOGTNUA (OTMG KOPTIKOGTEPOELDT VYNANG
d0O0ONG, OVOGOKAUTAGTAATIKA 1) PAPHOKO Y10, TOV KOPKivo).

- Edwv giyate mponyovpuévac cuvopopo Guillain-Barré (mpocwpivi andieia aicBnong kot
Kivnong) petd tn yopnynon Vaxzevria.

- Yg TePINTMOT TOL ElYATE TPONYOVUEVAMS EYKAPSLO LVEATION (PAEYLOVT TOL VOTIOIOL HVELOV)
UeTa T yopnynon Vaxzevria.

- Edv &gete mapdyovteg kivdvvoou yio Bpopfoug aipatog otig eAEPeg cag (pAefikn Opoppoepfoin
(VTE)).

Ye mepintmon mov Oev €l0TE Glyovpot v KATOL0 omd TO TOPATAV® 1oYVEL Y10 EGAS, amevfuvleite
OTOV YOTPO, TOV PAPHOKOTOLO 1| TOV VOGOKOUO GOg TPV 6og yopnyndel to euforio.

Onwg ovpPaiver pe kabe gpPpoio, To d¥0-00cewV oYU eLPoracuod e To Vaxzevria mbavov va
UMV TPOOTATEDEL TANPMG OAOVG EKEIVOLG OV TO AdpPdvouy. Agv gival YvOoTO Y10 TOGO YPOVIKO
dtdlotnpa Ba glote TpooTOTELUEVOL.

Arozapoyés T0v ayoToTIKOD

[ToAb ordviol Bpopfot aipatog oe GUVOLAGUO UE YOUNAG ETITESN AUOTETAAI®Y TOL OiHLATOG, Ol
0mo{01 GLVOSEVOVTOL GE OPICHUEVEG TTEPUTTMGCELG OO aoppayio, Exovv TapatnpnOel Hetd amd Tov
euporacud pe Vaxzevria. e avtd meptiappdvoviol opiopéva cofapd meptotaticd Opoppfov aipatog
o€ O10popeTIKEG 1 1N cuvnOiopéveg BEaelg (T eyKEPUAOG, EVTEPO, NTOP, CTANVAG) KOl VITEPUETPT
TNKTIKOTNTO 1] cpoppayict o€ 6A0 T0 cmpa. H mAgtoymoio avtdv Tov teplotatikedv ekdnAndnke péca
oTIC TPMTEG TPEIS EPSoNAdEg petd and Tov epPoracud. H ékPaon opiopévev Tepiotatik@v fTov
Bovatneopog. Atydtepa TEPIOTATIKA ovapEPONKAY LETA TN OEVTEPT OOCT GE GVYKPLON UE OVTA PETA
™V TpOTY 600T).

OpouPot aipatog oTov £YKEQOAO, OV deV oyeTilovTal Le YOUNAd eminedo apomeTolimV, EXovv
mopotnpndel ToAd omdvia petd Tov epPoitocud pe Vaxzevria. H migtovotmnta ovtdv tmv
MEPMTAOCEMY EUPAVIGTIKE EVTOG TV TPMTOV TECTAP®V ERSOUAd®Y UeTE Tov euPorlacpd. Opiopéveg
MEPMTMOOELG Elyov popaio EkPao.

OpouPor aipatog otic AEPeg (prefikn OpopPoepporn (VTE)) éxovv mapatnpndel petd tov
euporacud pe Vaxzevria.

[ToAV yapnAd enineda aponetariov (avtodvoon Opopponevia), mov uropei va oyetiloviat pe
alpoppayia, Exovv avapepbel TOAD omdvia, cuVNO®G EVIOC TOV TPOT®V TECCAP®Y ERSOUAdOV HeTA
Tov eUPoAlacud pe Vaxzevria.

AmevBuvheite dueca o€ YIoTpd G TEPITTOOT EUPAVIOTS CUUTTOUATOV SVOTVOLNG, TOVOL 6TO GTNHOG,
OWNHOTOG TOL TOS10D, GAYOVG TOV TOJIOV 1| EUUEVOVTOG KOIAMAKOD TOVOL HETA 0o ToV ERPOAlOcUO

(BA. mapdypopo 4).

Eniong, amgvbuvbeite oe yrotpd edv eppavicete Aiyeg nuépeg HETA amd Tov EUPOALOCHO GOPapéc 1
eupévovoeg Kepalodyieg, Baumn 6pacn, cOyyvon 1 oTacuovg (Kpicels), 1 edv epeavicete aveEnyn
opoppayio 1 OEPUATIKEG EKYVUMDCELS 1 EVTOMICUEVEG GTPOYYLAEG KNAIDEG EKTOG TOL oMEiOL
xopNYNoNg tov pufoiriov Atyeg nuépeg pHetd Tov epPoracpo (PA. moapdypapo 4).

2Dvdpouo S10pvYNS TPIYOEIOWDY

Mertd tov epfolacud pe Vaxzevria ovapépOnkay ToAd OTAVIEG TEPITTOGEIS GLVOPOLOL SLUPVYNG
tpryocdmv (CLS). Opiopévor amd tovg aobeveic mov mpocsPAndniay iyav mponyovpévog dSayvooTtet
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pe oLVOPOUO dlaPLYNG TPLYOEW®V. To chVIpOUO dLaPLYNG TPLYOEW DOV gival pa cofapr}, SuvNTIKA
Bovatneopa Tabnon mov TpokaAiel Sappor VYPOV OO LKPA ALLOPOpa aryyeia (TPrYoedn), Kot £
®G OTOTELEGLO, TV EUOAVIOT] TOXE0G OONUATOG OTO AV Kol ToL KAT® dKpa, Eapvikn advénon Papovg
Kot oicOnpa Amobupiog (YounAn aptmpilokn wieon). Avalntiote auéomg tpkn fondeia edv
EUPAVIGETE TO CUUTTOUOTO OVTH EVTOS TOV TPOTMV NUEPDV UETE TOV EUPOAMACUO.

Nevpoloyixd, aoufova

20vdpouo Guillain-Barre (GBS):

Znmote apéom Tpikn Pondeta, edv eppavicete advvopio Kol TopdAvoT 6T AKPO TOV UITOPOHV Vi
TPoYwPNoovy 6to 6TNHOC Kot 10 Tpdsmmo (cuvopopo Guillain-Barre). Avtd £xet avapepbel moid
OTAvio. LETA ToV EUPOALOGHO Le TO Vaxzevria.

dAeyuovn Tov votiaiov puelov (sykdpoto poeditido, TM):

Znmote apéomc wTpikn Pondeta, dv eppavicete onpeio advvapiog ota yépa 1 to TOd,
CUUTTOUOTO 0o TIKOTNTAG (OTMG LLUPUNYKIOGHO, ®mdia, TOVOG 1] Am®AELN TG aicOnong movov)
KoL SUGAEITOVPYIO TOL OVPOTONTIKOV 1) TOL EVTEPOV. AVTO £xel avapepOel TOAD Gmivia LETA TOV
euporacuod pe 1o Vaxzevria.

Kivévvog aofopwv avemBountwv aoufoviwv uete. amo uio ovouvnotiki 0oon

O «ivdvvog coPapdv avemBOpNTOV GUUPBAVTOV (OTOS SOTAPAYES TNG TNKTIKOTNTOG
ocouneptropPavopévng g Opoupwong pe suvopopo Bpopporneviac, VTE, CLS, GBS kot TM) petd
0o Lo avOpVNoTIKY d0om Vaxzevria dgv givotl YvooTog.

Howod ko £pnpor

To Vaxzevria dgv cuvietdton yio wondid nikiog kdto tov 18 etdv. Eni tov mopdvtog dev vapyovv
OpKETES Ol00EIEG TANPOPOPIES GYETIKA e TN XpToT TOL Vaxzevria o€ Todd Kot Eprfovg
KPOTEPOLG amd TNV NAKia TV 18 eTdv.

Allo @appoxo. ko Vaxzevria
Evnuepoote tov y1atpd, TOV GOPULOKOTOLO 1] TOV VOGOKOLO GOG EAV TAIPVETE, EXETE TPOGPOTO, TAPEL I
umopel va mapete GAA0 PApLaKo 1] ELPOAIA.

Kinon kol Oniaopog

Edv eiote éyxvog 1) Onialete, vopilete 6T umopei va giote €ykvog 1 oxed1aleTe VO ATOKTHOETE TOUdH,
{ntote ™ cvpPfovin) Tov YaTPoD, TOL POPLAKOTO0V, 1] TOL VOGOKOLOV GOg TPV Gag yopnyndel avtd
10 guPodito.

001 yN o1 KO YEPIOROS PUNYAVIRATOV

Optopéveg amd TG avemBOunTeg evEpyeleg Tov Vaxzevria Tov ovapEPOVTaL OTNV Topaypapo 4
(IIBavéc avemBounteg evépyeleg) PTOpPEl va EXNPEAGOVY TPOSMOPIVA TNV IKOVOTNTAE GOG Y10, 0d1yNon
N xepropd unyovnudrtov. Edv aicbdveote adiobecio petd tov epfoilacud, unv odnynocete 1
yeproteite pnyovnpota. [epyévete péypt va vToywPNGOVY OTOIEGOINTOTE EMOPACELS TOV EPOAIOL
TPV OONYNOETE N YEPIOTEITE PUNYOVILLOTOL.

To Vaxzevria mepiéyel vatpro Kot oAkoorn (ar@avoin)

Av106 T0 apuaK0o TEPLEYEL AydTEPO amd 1 mmol vatpiov (23 mg) avd d6on 0,5 ml, givor avtd mov
ovopdlovpe «ehevBepo vaTpiov.

A1 T0 ApUOKO TEPLEYEL 2 ME 0AKOOANS (aBavoing) avd 66on 0,5 ml. H pikpn mosotnto g
0AKOOANG o€ avTod T0 PdppaKko dev Ba &xel agloonueimteg emOpAcELS.

3. Hog yopnyeitan To Vaxzevria

To Vaxzevria yopnyeitoan g éveon 0,5 ml péca og évav pv (cuvibwg otov ave Bpayiova).
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Kotd ™ didpketo ko petd and kabe Eveon tov gpPoiiov, 0 y1aTpdS, 0 PAPUAKOTOLOS 1) O VOGOKOLOG
oag 0o cag emPrénovy ywo mtepinov 15 Aentd yio va TopakoAovOncovy ornpeio KATOog 0AAEPYIKNG
avtidpaong.

Tpwroyeviic kdklog gufoliocuod

Oa LaPete 2 evéserg Tov Vaxzevria. H devtepn éveon pmopet va yopnynOel peta&o 4 ko 12
efdouddwv petd v mpmtn £veon. Oa evnuepmbeite yo To TOTE TPEMEL VO EMGTPEYETE YO TN
dgbvtepn €veon cag.

Eav yéosete éva pavrefov ywa T dgvTepN £veon Tov Vaxzevria

Edv Eeydioete vo emotpéyete TV TPOYPOULOATIOUEVT dpa, {nThote T cuPovAn Tov YiaTpol, Tov
(POPUOKOTOL0D 1] TOV VOGOKOLOL 60c. Elvar onuavtikd va emotpéyete yia T debTEPT £VEST TOL
Vaxzevria. Edv ydogte pio mpoypoploTiopévn EVEGT), EVOEXETOL VOL UV EI0TE TATPMG TPOGTATEVUEVOL
évavti g COVIDI9.

Avouvyortixy doon

Mrmnopei va AdPete pio éveon avopuvnotikng 60omng Vaxzevria. H éveon avapvnotikng 66ong pumopei va
xopnynOet ToLAGYIGTOV 3 UVEG LETA TV OAOKATPOOT] TOV TPOTOYEVOLS KOKAOL EUPOMAGLLOV LE
Vaxzevria 1| éva gpffoiio mRNA yw v COVID-19.

4. MBavéc avemOOunTeg evépyereg

Onwg 6la To pappaka, £To Kot avTo To EUPOAI0 UTOPEL VO, TPOKAAEGEL OVETIOVUNTEG EVEPYELES, OV
Kot 6gv Tapovclaloviol 6€ GAOVS TOLG avOpmTOVG.

2116 KMVIKEG PEAETEG, Ol TTEPLGGOTEPEG AVETIOVUNTESG EVEPYELES TV NTLOG £OC PETPLAG PVOTG Kot
VIOYDOPNCOV LEGH OE Ayeg NUEPES. Aryotepeg avemBOUNTEG EVEPYELEG AvaPEPON KAV LETA TN devTEPT
doom.

Metd tov elfoAlacod, evOEXETOL VO EYETE TEPLOGOTEPES OO it avemBOUNTES EVEPYELES TAVTOY POV

(Yo Tapdderypa, TOVOLg 6TOVG HLG/ apBpDCELS, TOVOKEPAAOVS, plyn Kot yevikd aicOnua adiabesiog).

Edv kdmoto amd to cvopuntdpoatd cog etvor enipovo, mtapakaieiche vo avalnmoete cupfouAn and tov
YTpd, TOV POPLUOKOTOLO 1] TOV VOGOKOLO GOG.

[ToAb omdvia Exovv avapepbel Opoufot aipatog 6e GULVOLAGUO LLE YOUNAGL ETITEDO, OUOTETAAIDY

(cvvdpopo Bpoppwong pali pe Opopponevia, TTS), PA. mapdypapo 2.

Avointiote apéong wotpikn fondeia sbv evidg Tpov efdopddmv amd tov poracd eppavicete

KGO0 amd To 0KOAOVOO CLUTTMOOTOL:

- Tapovoldoete cofapn 1 emipovn kepaiaAdyia, Oapunr) 6pact, cOYYVON 1) CTAGHOVG (KPICELS).

- avontvéete dvomvola, Bmpakikod alyoc, Tph&o ota mod, TOVo ot TOSO 1 ETLLOVO KOALOKO
aAyoc.

- TOPOTNPNOETE AGVVIOIGTOVG LOAMTEG GTO OEPLA 1] EVIOTIGETE ENNPLUEVO GTPOYYVAL oueio
népa and T B€om Tov guPoilacov.

Avalnmiote eneiyovoa wtpikn fon0sia, sdv epeovicets COUTTOUATO P0G COPAPNG AALEPYIKNG
avtidpaong. Tétoleg avtidpdoeig pmopel va Tepthapfavouy cuvovaGHO OTOIOVONTOTE Ao TOL
axoAovbo cuuTTOHATO!

- aicOnuo AuwoBupiog 1 CoAng

- OAAOYEG OTOV KAPOLOKO TOAUO GOG

- OVGKOAINL GTIV AVATVOT

- GUPLYHOg

- TPNEYO TOV YEIMDY, TOL TPOGMTOL 1) TOV AULLOD

- kvidwon 1 eEavonua

- vavtio 1 EPeTog

- TOVOG GTO GTOUAYL
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Or ax6rov0eg avemOOUNTES EVEPYELES UTTOPEL VO ERPAVICTOVY IE TO Vaxzevria:

oAb ovyvég (umopel va ennpedoovy meptocdtepa omd 1 ota 10 dropa)

- evatoOnoia, dhyog, Oeppotnta, Kvnouog 1 pHdAotog ot 0¢on dmov yopnysiton 1 Eveon
- aicOnpo kovpaong (kémwon) N aicOnua adiabeciog yevikd

- piyn, TUPeTOG 1| 0icOnon TVPETOV

- KEPOAOAYiQ

- aicOnpa {édAng (vavtio)

- apBpadyia 1 TOVOG GTOVG HLG

Yoyvég (umopel va emmpedoovy €mg 1 ota 10 dropa)

- olonua 1 epubpodtnTa ot BEon dmov yopnyeitan | Eveon

- adlabecia (E1eTOG), S1appoLa 1] KOIAOKO GAYOg

- N0 Kot Topodikn Peimon TV eTinedv aUOTETOAM®Y (EPYACTNPLOKA EVPTLOTA)

- TOVOG GTOL TOJL N TAL YEPLOL

- CUUTTOUOTO TOVL potdlovv pe ypinmn, Omws vynAn Beppokpacio, TOVOLALLOG, PIVIKNY
Kkazappon, Priyag kow piyn

- COUOTIKT odvvapia 1 EAAENYT EVEPYELNG

- aicOnpa {dAng

Oy ovyvég (umopet va ennpedoovy €oc 1 ota 100 dtopa)

- vIVNAQ 1] EVTOVI EAAELYT] OVTIOPUCTIKOTNTOG KOl 0OPAVELL

- pewopévn opedn

- OLOYK®UEVOL AEUPAOEVES

- vrepPorikn epidpwon, kKvnopmoeg déppa, eEavinua 1 kvidwon

- pikoi cmacpot

- acvvOet aictnon 610 dépua, OTmG pupunyKlaoua 1 aicdnua Eéprwong (Ttapouctnacio)
- pelwpévn aicbnon 1 evoctneio, Wiaitepa 6o déppa (Vrarcnocio)

- EMiLOVO KOLOOVVIGHE oTa 0VTIH (EUPOES)

Yrdwieg (umopel va emnpedoovy €mg 1 ota 1.000 dropa)
- LOVOTAELPT TOPAAVCT) TOV TPOCHTOV

oAb Xréwvieg (umopel va ennpedoovy £wg 1 ota 10.000 dropa)

- Opoppor aipatoc cuyva oe un ocvvnBelg Teployés (Ty eYKEPOAOG, EVIEPO, NTOP, CTANVAS) GE
ouvoLaoUO pe YauNnAd emimeda oponeTaAlDY

- cofapr| PAEYLLOVT| TOL VEDPOV, 1) OO0 LTOPEL VO TPOKAAESEL TAPAAVOT| KOt SUGKOAIL GTNV
avamvon (cOvdpopo Guillain-Barré [GBS])

Mn yvootég (0ev pmopel va ektiundei amd ta vTapyovio dedouévar)

- cofapn arlepyin avtidpaon (avapuiaio)

- vepevotcncio

- YPYOPN SOYK®OT KAT® 0O TO SEPUO GE TEPLOYES OTMG TO TPOGMOTO, TAL YEIAN, TO GTOUA Kol O
Aopog (ov popel vo TpokaAEGouV SUCKOAID GTNV KATAUTOOT 1] TNV GVOTVON).

- GUVOPOLO JLAPLYNG TPLYOEWDV (TAON o OV TPOKAAEL dSLopPon] LYPOV ATd UIKPE OHOPOPaL
ayyeio)

- TOAD YouUNAd emineda arponetariiov (avtodvoon Bpopporevia) mov pumopel va oxetiovrol pe
apoppayio (PA. wapdypoeo 2, AltapoyEg TOU OTOMTIKOD)

- Opoppor aipatog otov eyképaro, mov dev oyetiCovran e YaunAd eninedo aiponetoiiov (BA.
TaPAYPOPo 2, AlTOPUYES TOV OLLOTOUTIKOV)

- Opoppor aipatog otig AEPeS (phePucn Opopfoepforn (VTE))

- QAEYLOVT| TOV VOTIOLOL HVEAOD (EYKAPGLOL HUEMTION)

- QAEYLOVI TOV QUOPOP®V aYYEI®MV GTO OEPUA, GLYVA LE eEAVOMUA 1 PKPEG KOKKIVEG 1 Lo,
eMinedec, oTPOYYLAEG KNAIOEG KATM OO TNV EMUPAVELX TOV OEPUATOG 1 HOAMTES (OEPUATIKN
ayyeutidn)
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Ava@opd avemOopunTov evepYELOV

Eév napatnpijoete kdmowa avemOountn evépysira, EVI|LEPAOGTE TOV Y1ATPO, TOV QUPUAKOTOLO 1)
TOV/TI|V VOGOKON0 60G. AVTO 1oYOEL KOt Y10 KABe TBavn avemBountr evEPYELD TOL SEV OVOQEPETOL
07O TAPOV PUALO 0O YOV YpNoNs. Mropeite emiong va avaeépete avembounteg evépyeleg angvbeiog,
LEC® TOL €BVIKOL GLUGTNOTOG AVOPOPAS OV avaypdpetol oto [apdaptnua V. Méoo tng avapopag
avemBounTov evepyeldv umopeite va Pondnoete 6T GLALOYY TEPIGGOTEP®V TAPOPOPIDYV GYETIKA
LLE TNV 0OPAAELD TOL TAPOVTOG PAPUAKOV.

5. [®g va pvracoete To Vaxzevria
To @dppaxo ovtd Tpémel va puAGcTETOL 6E UEPT) OV Ogv TO PAETOLV Kot OgV TO POAVOLY Ta TOLOIAL.

O ywtpdg, 0 PapUAKOTOIOE 1 0 VOSOKONOG Gag eivatl vtevBuvog yia Tr @OAAEN avTod Tov ERPforiov
KO TN GOOTY 0mdppuyT| TUYOV 0YPNGLOTTOINTOL TPoidvTog. Ot akdAoVBeg TANPOPOPIES GYETIKA LE TN
QOAOEN, TV NUepounvia ANENG, TN ¥PNOT KoL ToV ¥EPIoUd, KaBMG Kot TNV amdppuyt, arevduvovtol
OTOVG EMAYYEAUATIEG VYELOG.

Na pun ypnowonoteite ovtd To euPoio petd v nuepounvio ANENG IOV AVUPEPETAL GTNV EMIGTLAVON
petd v EXP.

dvidooete og yoyeio (2°C-8°C).
Mnv katonyvyeTe.
dvAidooete To PLOAISLN 0TO EEMTEPIKO KOVTI Y10 VO TPOGTATEVOVTOL OO TO PG,

ATO TN YPOVIKN GTLYUT TOV avOlYHLOTOG TOV QloAldiov (mpmtn Sidtpnon pe ) ferova),
YPNOUYOTOIOTE EVTOG 6 POV, 0TV PLAdGoeTal o€ Beppokpacies émg 30°C. Metd amd avtod T0
YPOVIKO OAGTNLO, TO PLoAido Tpémel va amoppedel. Mnv 1o emioTpéyete oto yoyeio. EvaAlaktikd,
éva avorypévo eroridio pmopel va puiaytel og yoyeio (2°C-8°C) yia péyioto didotnua 48 opmv, av
EMOTPEPETAL GTO YLYEID AUECHG UETA Ao kKabe didtpnon).

Amoppiyte T0 PLaAidI0 €6V TO EVOL®PN UK VAL ATOYPOUATICUEVO 1 TOPATNPOVVTAL COUATIOW. MV
OVOKLVELTE.

6. epreyépeva TG GVOKEVOCING KOL AOUTEG TAPOPOPIES

T mepréyer To Vaxzevria

Mua 6601 (0,5 ml) mepiéyet:

Adevoid Xipmatln mov kmducomotet T yAvkompwteivn tng axidog (S) tov SARSCoV2 ChAdOx1-S*,
Oy Myotepo amd 2,5 x 10° polvopotikég povadeg

*[Mopdyetal o€ YeEVETIKA TpoTOTOIUEVA gPPpuikd veppikd kottapa avOpodnov (HEK) 293 péow
teyvoroyiog avacvvdvacuévov DNA.

Av10 1O TPOTIOV TTEPLEYEL YEVETIKA TPOTOTOMUEVOLG Opyaviopovs (GMOs).

To dAra cvotatikd givar L-Iotidivn, povoddpikn vépoyiwpikn L-iotidivn, payvicio yAoptovyo
e&abopikod, molvcopPikd 80 (E 433), arbBavoln, caxyapdoln, yAopovyo vdtpo,
a1vAevVodOPIVOTETPAOEIKO SIVATPLO GAaG d1udpikd, KO®P Yo evésipa (BA. mapdypago 2 «To
Vaxzevria mepléyel vaTplo Kot oovorny»).

Ep@éavion Tov Vaxzevria kol 7epLeyOpeva TG GVGKELAGING

Evéowo evoudpnua (éveon). To evardpnua etvorl dypopo £0¢ ELaQPOS KAPE, dSL0VYEG £0G EAAPPDG
Bolepo.

34


https://www.ema.europa.eu/documents/template-form/qrd-appendix-v-adverse-drug-reaction-reporting-details_en.docx

- 10 d6ce1g Proiidio ToAlamAdv docemv (5 ml) pe Topa eloy®pnong (EhacTopepés e cepdyion
aAovpviov) o€ pa cvokevacio Tov 10 eroidiov. Kabe prodidio mepiéyet 10 d6c¢e1g Tov 0,5 ml.

Karoyog Adcrog Kvkiopopiag
AstraZeneca AB

SE-151 85 Sodertélje

Youndia

HopaockevaoTtig
AstraZeneca Nijmegen B.V.
Lagelandseweg 78
Nijmegen, 6545CG
OMavdia

INo omoladMmote TANPOPOPIC GYETIKA [LE TO TAPOV POPUAKEVTIKO TPOTOV, TAPAKAUAEISTE VAL
amgvBouvleite otov TomIKO avTpdcwno Tov Katodyov tng Adetog Kvukhopopiog:

Belgié/Belgique/Belgien Lietuva

AstraZeneca S.A./N.V. UAB AstraZeneca Lietuva
Tel: +322 37048 11 Tel: +370 5 2660550
Bbarapus Luxembourg/Luxemburg
Acrtpa3eneka boarapus EOO/] AstraZeneca S.A./N.V.

Temn.: +359 2 44 55 000 Tél/Tel: +322 37048 11
Ceska republika Magyarorszag

AstraZeneca Czech Republic s.r.o. AstraZeneca Kft.

Tel: +420 222 807 111 Tel.: +36 1 883 6500
Danmark Malta

AstraZeneca A/S Associated Drug Co. Ltd

TIf: +45 43 66 64 62 Tel: +356 2277 8000
Deutschland Nederland

AstraZeneca GmbH AstraZeneca BV

Tel: +49 40 809034100 Tel: +3185 808 9900

Eesti Norge

AstraZeneca AstraZeneca AS

Tel: +372 6549 600 TIf: +47 21 00 64 00

EAM\GSa Osterreich

AstraZeneca A.E. AstraZeneca Osterreich GmbH
TnA: +30 210 6871500 Tel: +43 1711310

Espaiia Polska

AstraZeneca Farmacéutica Spain, S.A. AstraZeneca Pharma Poland Sp. z o.0.
Tel: +34 900 200 444 Tel.: +48 22 245 73 00
France Portugal

AstraZeneca AstraZeneca Produtos Farmacéuticos, Lda.
Tél: +33 1 41 29 40 00 Tel: +351 21 434 61 00
Hrvatska Romainia

AstraZeneca d.o.o. AstraZeneca Pharma SRL
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Tel: +385 1 4628 000

Ireland
AstraZeneca Pharmaceuticals (Ireland) DAC
Tel: +353 1609 7100

Island
Vistor hf.
Simi: +354 535 7000

Italia
AstraZeneca S.p.A.
Tel: +39 02 00704500

Kvnpog
Aréktop Qappokeutiky Atd
TnA: +357 22490305

Latvija
SIA AstraZeneca Latvija
Tel: +371 67377100

Tel: +40 21 317 60 41

Slovenija
AstraZeneca UK Limited
Tel: +386 1 51 35 600

Slovenska republika
AstraZeneca AB, o.z.
Tel: +421 2 5737 7777

Suomi/Finland
AstraZeneca Oy
Puh/Tel: +358 10 23 010

Sverige
AstraZeneca AB
Tel: +46 8 553 26 000

United Kingdom (Northern Ireland)
AstraZeneca UK Ltd
Tel: +44 1582 836 836

To mapév evALo 00N YLOV ypfoNS avade®pOnke Yo TELEVTALN POPA TOV

Addreg TNYEC TANPOPOPLOV

Yapdote Tov kodkd QR e pio cuoKELT] KIVITOD TNAEPDOVOL Yo Vo AAPETE BVTES TIG TANPOPOPIES

OE OLUPOPETIKES YADOOEC,

3o (2]

www.azcovid-19.com

Aemtopepeig TANpoeopieg Yo To PappoKo avtod gival dabéoyeg oto duktvakd Tomo Tov Evpomnaikon

Opyoviopov @apudxmv: http://www.ema.europa.eu.

To mapdv eOAAO 0dMyLdV ¥priong eivar dabécipo o OAeg TIC emionueg YAwooeg g EE/EOX otov
dktvakd 1010 Tov Evponaikod Opyaviopod Gappdkmy.

Ot mnpopopieg Tov akolovLOOVV ameEVOVVOVTOL OV O EMAYYELNOTIEG VYELNGC:

Mo ™ evAaén kot v andpprym, PA. Tapdypapo 5 «Ildg va puAdocete To Vaxzevriay.

Ixyvmiacipétnra

[pokeyévou va Bertiwbel 1 yvnAocidnTo TV PIOAOYIKOV QUPHOKEVTIKOV TPOTOVI®OVY, TO OVOLML
Kot 0 aplOudS TapTidag Tov YOpMNYOOUEVOL PAPUAKOL TPETEL VO KATAYPAPETOAL LLE CAPTVELQ.

Oodnyieg ye1popov KoL Yop1yNons


http://www.ema.europa.eu/

O xep1opog avtob tov gpfoiiov Tpémet va yivetan amd Evav emayyeApatio vyeiog pe ypnon donmmg
TEYVIKNG Y10 TN S10GQAAIOT TG OTEPOTNTOG KABE dOONG.

To guPfoiio mpémel va EAEYYETOL OTTTUKG, Y10L COUATIOOKT] VAT KOl OTOYPOUATICUO TPV amrd TN
xopnynon. To Vaxzevria givot aypopo £0g eEAappmdg KAPE, S1avyEg Emg eAappmg BoAepd evarmdpnpa.
Amoppiyte T0 PLOAId10, €AV TO EVOLOPNLLO EIVAL OTOYPOUATICUEVO T TAPATPOVVTOL OPATH COUATIONL.
Mnv avoxkiveite. Mnv apoildveTe T0 EVOLOPTLLOL.

To guPfoiio dev Tpémel va avapryvoetot oTny ot oOpryyo pe Ao ePOALN 1) GOPUOKEVTIKA TPOIOVTA.

O mpatoyevig kikAog epfoilacpov pe Vaxzevria amoteleitonl and dvo Eexmpiotég dooelg tov 0,5 ml
1 kaBepio. H dgvtepn 660m mpénet va yopnyeitor peta&d 4 kot 12 foopddmv PeTd TNV TpadTn 060T.

Mia avapvnotikn doon (tpitn 66om) tov 0,5 ml pnopet va yopnynOel oe dropa, To onoio
OAOKANP®GOV TOV TPOTOYEVT] KOKAO euPorlacpol pe Vaxzevria 1 éva gufoiio mRNA kotd g
COVID-19. H 1pit 600m mpémet va yopryeitarl TOLAGYIGTOV 3 PVES LETA TNV OAOKAPWGT) TOV
TPMTOYEVOVG KOKAOL EUPOAOGLOV.

Kd&Be 660om gppoiriov 0,5 ml avappopdror og pio chpryya yio Eveon dote va yopnyndei evéopvixad,
KaTé TPOTiUN o™ otov deXToeldn| P Tov v Ppayiova. Xpnoiporomote o véa Beldva yuo
xopnynom, o6tav etvar duvatodv.

Eivar puctoloyikd va mopapével vypd 6To OraAidto PETA TNV avappoPnon TG TerevTaiog 06one. Mia
Tpochetn vepmAnpwon mephapPaveTal o kdbe Plaiidio, Yo vo S1caAIoTEL OTL UTopohv va
yopnynBovv 10 dd6ce1g (praridio Twv 5 ml) tov 0,5 ml. Mn cvykevipadvere to Tepicoevpa eforiov
a6 TOALG Prodida. Amoppiyte KaBe axpnoionointo eppoito.

Amoppryn
Kd&0e aypnoyomointo epuforio 1 vTOAEUUA TPETEL VO, ATOPPITTETOL GE GUUUOPPWOOT] LE TIC KOTA

TOTOVG 1GYVOVCEG OYETIKEG 0ONYIES Y10l TO POPUOKEVTIKA VIoAEippaTo. Tuxov dtappoég Tpémet va
OTTOAVLLOEIVOVTOL YPTCLOTOIDOVTOS 1OKTOVOLS TOPAYOVTES LUE dPACTIKOTITA KOTA TOL AOEVOTOV.
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