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HNEPIAHYH TOQN XAPAKTHPIZTIKQN TOY ITIPOIONTOX



V¥ To (APLOKO VTO TEAEL VIO CLUTANPOUOTIKY TOPOKOAOVLONGT. AVvTo Oa emTpéyet To Ypiyopo
TPOCIIOPICUO VEDV TANPOPOPIDV OCPAAELNG. ZNTEITOL OO TOVG ENOyYEALATIES VYElOG VO AVOPEPOLY
0molEcONTOTE TOOVOLOYOLEVES aveEmBOUNTEG EVEPYELEG. BA. Tapdypapo 4.8 yia Tov TpOTO avapopag
AVETOOUNTOV EVEPYELDV.

1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX
Vaxzevria gvEGILO EVOLDPTLLOL
Epporio COVID-19 (ChAdOx1-S [avacvvovaopévo])

2. MOIOTIKH KAI TIOXOTIKH XYNOEXH

Avtd givon eradidio ToAloTAdY d0ceEmV, T omoia TeptEyovy 8 docelc 1 10 d6celg Twv 0,5 ml avé
@LoAido (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 eUfpLikd veppikd kottapa avlpdmov (HEK) 293 kot pécm
teyvoloyiog avacvvdvacuévov DNA.

Av10 10 TPOTIOV TTEPLEYEL YEVETIKA TPOTOTTOMHUEVOLG OpYyaviopovs (GMOs).

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

IMa tov TAnpn katdloyo Twv exdoywv, PA. Tapdypaeo 6.1.

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

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

4. KAINIKEX ITIAHPO®OPIEX
4.1 OgpamevTikég gvocitelg

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

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

Aocoloyia

Arouo nlixiog 18 etov kou ave

O KkoKhog epPforiacuod pe Vaxzevria anoteheiton amd 000 Eeywplotég 06oelg Tmv 0,5 ml n kobepio. H
devtepn 600m mpénet va yopnyeitar peta&d 4 ko 12 efdopddmv (28 £mg 84 nuépeg) HETA TNV TPOTN
doon (PA. mapdypapo 5.1).



Agv vrdpyovv drabéoya dedopéva oyeTikd pe v evarlaipndtnto Tov Vaxzevria pe GAlo epfoia
COVID-19 y1a v oloxAfpwon tov kukAov epfoiiaciov. Ta dropo mov Exovv AdPel TV TpdT™
d0om tov Vaxzevria, Tpénel va AMaPovv pa devtepn d0or Vaxzevria, Y10 Vo OAOKATpMGOLV TOV KUKAO
euporlacuov.

THoudrotpixog minBoouog
H aopddeio kor n amotelespotikdtTnTa ToOV Vaxzevria o Toaudid Kot pnpouvs (nAkiog kdtw Tmv

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

Himawuévos tinboouos
Agv amotteiton Tpocappoyn g 60omg. BA. emiong mapaypdeovg 4.4 ko 5.1

Tpomog yopfiynong

To Vaxzevria mpoopiletal yio evOOUVIKT EVECT] LOVO, KOTA TPOTIUNGT GTOV OEATOEIDN LV TOV AV®
Bpayiova.

Mnv eviete 0 eUPOAIO EVOOUYYELNKE, VTTOSOPLA 1) EVOOOEPUIKAL.

To guPfoiio dev Tpémet va avaperyvheTol otny 1810 GUPLYYo Le omoladmote A EUPOIIL 1
QOPULOKEVTIKA TPOTOVTAL.

Mo g mpoevAd&elg mov Tpémet vo Aapfavovtal Tpwy T yopnynon Tov euporiov, BA. mapdypapo 4.4.
IMo 0dnyieg oyeTcd pe Tov XEPICUO KoL TNV amoOppy, PA. Tapdypaeo 6.6.
4.3 Avrevositeg

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

4.4 E0kég TPOEOOTOM|GELS KL TPOPVAAEELS KATA T1) (P1]ON)

IyynAacyotnto

[pokeywévou va Bertiwbel 1 yvnAacildTnTo TV PIOAOYIKOV QUPHOKEVTIKOV TPOTOVI®OVY, TO OVOLOL
Kot 0 aplOudS TapTidag Tov YOP1YOUUEVOL PAPUAKOL TPETEL VO KATAYPAPETOAL LLE CAPTVELQ.

YrepevousOnoio ko avopuiatio

[eprotaticd avapura&iog Exovv avapepbel. [Ipémel mbvtote vo vdpyet dpeca dtabéotun KatdAAnAn
WTPIKT OVTILETOTION Kot ENIPAEYTN GTNV TEPITTMOON OVAPLANKTIKNG AVTIOPAONG LETA TN XOP1YNON
Tov guPoliov. Zuvictdrtol oteEV TapaKoAovOnoT Yo TovAdyiotov 15 Aentd petd tov pPoiiacud. Agv
npEneL va yopnyeitan devTepr 600m Tov gPPoAiov G EKEIVOVE TOV EYOVV TOPOLGLAGEL OvaPLAASTOL
otV TPOT d00T TOoL Vaxzevria.

Avtdpdoeic oystildueveg ue dyyog

AvTI0pacelg oyeTIOUEVEG LE AYYOC, CUUTEPILOUPAVOUEVOV Oy YELOTVEVLOVOYAGTPIKMV OVTIOPAGE®V
(ovyKomn), VIEPUEPIGUOD 1 OVTIOPAGE®DY TOL GYETILOVTAL [IE GTPEC, UTOPEL VO TAPOVCIUGTOVY GE
oyxéon He Tov EUPOAINCHO MG WYUYOYEVNG avTidpact otnv éveon pe Perova. Eivar onpoavtico va
VILAPYOLV TPOPVAGEELS Y10 TNV OTOPVYT TOV TPOVUATICUOV AdY® AuroBupiog.

2UVv00Q VOO LLOTO,




O gppohacpog mpénet vo avaPdileTor oe dtopa e o&egla coPapn epumbpetn vooo 1 o&eia Aoipwén.
Qo61660, 1| TOPOLGIN EAAPPLAS AOTUMENG KauM o unAod TVPETOD dev TPEMEL Vo KaBuoTepNoEL TOV
euporlaco.

®pouPorevio Kol SLOTAPUYEC TNES TNKTIKOTNTOC

Metd and Tov epPoAlacuod e To Vaxzevria £xovv mapotnpnbei, oe ToAd ordvia cuyvotnTa,
TEPIOTATIKA GVVOLAGHOD BpduPwong Kot Bpopforeviag, To omoio GUVOSELOVTIOY GE OPICUEVES
TEPIMTAOCELS amd apopparyio. Xe avtd meptlapfdvovtol GoPapd TEPIGTATIKA TOV EKONADVOVTIL MG
eAefucn OpopPwon, copmeprropfavopévev pn cvvndiocpévoy Bécewv 6mwg givarl 1 BpouPmon tov
EYKEPAAIKOD PAEPDOOVG KOATOV, 1) oAy VKT OAEPIKT OpouPmon, Kabdg Kot 1 apTnplokn
Opoppwon, tavtoypova pe OpopPonevia. Opiopéveg mepmtmocelg eiyov Bovatneopo ékPfaor. H
TAELOYN QIO OVTOV TOV TEPIOTATIKMV EKONADONKE HEGO OTIC TPMTEG OEKATECTEPLG MUEPES LETA OO
TovV EUPOALOCHO Kol ELPAVIGTNKE KLUPIOG O YUVOIKEG NAIKING KAT® TV 60 eTMV..

O emayyehpatieg g vyeiog Oo Tpémet va Ppiokovtal g eypryopoT) Yio GNUELN KOl GUUTTMUOTO
OpopPoepforng kavn Bpopforeviag. Ot epPfolachiviec cuvictdrorl va arngvfuvBodv dueca oe ylaTpod
0€ MEPIMTOOT EUPAVIOTC CUUTTOUATMOV TOTOV SVOTVOLNG, TOVOL GTO GTNHHOG, OONUATOG TOL TOd10V,
EUUEVOVTOC KOTMOKOD dAyovg petd amd tov epfoiiocud. Emmpocheta, 660t peavilouy vevporoyikd
CUUTTMOUOTO CUUTEPTAAUPOVOLEVIC TNG GoPapng 1 EppéEvovoag Kepaiadyiog 1 TG Boumng dpaong
UETA oo ToV gpPolacud, 1 ot omoiotl ELPavIioVV SEPHUTIKES EKYVUNDCELS (TETEXEIEG) EKTOG TOV
onpeiov yoprynong Tov eUPoAiov HETA amd HePIKEG NUEPES, Ba Tpémel va amevBuvBohv dueca o
YaTpo.

Kivovvog ayuoppoyiog ue v evdouvixn yopnynon

Onwg kot pe GAAEG EVOOUVTKEG EVEGELS, TO EUPOAIO TPETEL VAL YOPTYEITOL LE TTPOCOYN OE GTOLO TOV
Aappdvoov avtunktikn Oepaneio 1 exeiva pe Opopfomevia 1 owoladNTOTE daTapoyn TNG
TNKTIKOTNTAG (OTTMG apLoppoPidict), S10TL UTopel va eLEOVICTEL cpoppayic 1 HOAOTIGHOG LETA OO

EVOOLVTKT YOPNYNON G OVTA TO. ATOLLO.

AvoooKaTECTOAUEVO (TOLOL

H amoteleopaticotnto, 1 0oQAAE KOL 1] 0VOGOYOVIKOTNTO TOV EUPoAiov dev £xovv a&loroyndel og
OVOGOKOTEGTOAUEVO ATOLA, CUUTEPIAAUPAVOUEV®VY EKEVOV TOL AQUPAVOUY OVOGOKOTOGTOATIKNY
Oepaneio. H anotedeopatikdotnto Tov Vaxzevria pnopet vo gtvorl YapnAoteprn g 0voGOKOTEGTOAUEVA
dTopaL.

A0pKELD TNE TPOCTAGIOG

H dupkela g mpootaciog mov tapéyetotl and 1o eUPoAlo eivar dyvaootn, Kabmg Ppicketol akopo ved
TPOGOIOPIoUO UEC® GUVENILOUEVAOV KAVIKDY SOKIUMV.

[Iepropiouoi ¢ amoteAeonoTikOTNTOS TOV gUBOAiov

H mpootacio Eexvd 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 e oA
T EUPOMIE, 0 epPoitacog pe Vaxzevria Umopel va Uy IpocTtoTenEL OAOVG TOVG ANTTTEG TOV EUPOAIOV
(BA. mapdypapo 5.1).

Eni tov mapovrog, ta Sa0éoyia Sedopéva TV KMVIKOV SOKIUAV OEV EMTPETOVY TNV EKTIUNGCT TNG
OTOTELEGLATIKOTNTOG TOL eUPoiiov o€ dtopa nikiag dve Tov 55 etdv.

"Exdoya

Nazpio



AvT0 TO PUPUOKEVTIKO TTPOTIOV TTEPLEYEL AlYOTEPO ad 1 mmol vatpiov (23 mg) avd 66on 0,5 ml, sivar
avTo oL ovoudlovpe Keievbepo vatpiov>.

iftoz')v:én(papuammmé TPoidv TepLEYel 2 mg alikooANG (cbavoing) avd 66om 0,5 ml. H pikpn
TOGOTNTA TNG AAKOOANG GE 0LTO TO PAPUOKEVTIKO TPOioV dev Ba €xel a&loonueimteg emdpAcElS.

4.5 Alnlemopdosig pe AL QUPUAKEVTIKA TPOTOVTA Kol GALES HOPQPEG AAMAETIOPOONG
Agv &povv paypatonombel peléteg aAANAETIOPAGEWDY.

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

4.6 Tovipétnra, KOG KoL Yorlovyia

Kiomon

Yrapyel TeplopIoUEVT] EUTELPTOL [LE TN XPTOT TOL Vaxzevria 6€ £YKVEG YUVOIKEG.

O peléteg avamapaywykng to&ikotnrag og {da dev £xovv olokAnpwbel. Me Bdon ta amotedéopota
NG TPOKATAPKTIKNG HEAETNG, OEV AVAUEVOVTOL EMOPACELG GTNV AVATTLEN TOL gUPpvov (PA.

Tapdypoeo 5.3).

H yopfiynom tov Vaxzevria katd tn d1dpKeo NG yKupoovvng Tpenet va eEetdletal povo 6tav ta
mBavd opéAN VITEPTEPOVY OTOIMVONTOTE THUVAOV KIVOOV@V YiaL Tr PUNTEPQ Kot To ERPPuo.

OnAacuig

Agv gival yvooto6 dv To Vaxzevria omeKkpiveTol 6To avOpomivo yaAa.

Tovyotnta

Meréteg og {oa dev KaTédelEav AUEST] 1] EUUEST] TOEIKOTNTO OTNV AVOTAPAYOYIKT tkovotnta (BA.
Tapdypoeo 5.3).

4.7 Emopacelg 6Ty tkavoTiTa 0011YN61G KOl (EPIGHOD P ovipndTtoy

To Vaxzevria dgv £yel kopio 1 £XEL AOTUAVTY ETIOPACT) OTNV IKAVOTNTO 001 YNONG KOl EPIGLOD
punyovnuatov. Qotdc0, oploHEVES amd TIG aVETIBOUNTEG EVEPYELEG TTOV AVOPEPOVTOL GTNV TOPAYPAPO
4.8 umopel va ETNPEACOVY TPOCHPIVA TNV KAVOTNTO 00N YNOTG 1 YELPICUOD UNYOVILATOV.

4.8 AvemOvunteg evépysreg

[Iepidnymn Tov TPOPIA AcQAAEIOC

H ocvvolikn aopdieia tov Vaxzevria Paciletol g o evOIAUEST OVAAVGT] GUYKEVIPOTIKOV
OEOOUEV@V OO TEGTEPLS KMVIKEG SoKIUEG Tov dteényOnoav oto Hvopévo Baciielo, n Bpalikio kot
™ Not Appucry. Katd ) ypovikr| otryun g avéivong, 23.745 coppetéyovieg nikiog >18 etmv
elyov Toyonomon el kan Elofav eite o Vaxzevria eite tn Oegpaneio eAéyyov. Amo avtovg, 12.021
éafov TovAdyiotov o door Vaxzevria kot 8.266 édafav 6vo d6celg. H didpeon didprela
TapaKolovOnong Nrav 62 nuépeg petd tn doomn 2.

O1 o ouyva avapepopeveg avemBountes evépyeteg NTav evancOnoio oto onpeio g éveong (63,7%),
dAyog oto onpeio tng éveong (54,2%), kepararyia (52,6%), komwon (53,1%), poadyio (44,0%),
aicOnpo kaxovyiog (44,2%), Tupeéia (mepriapPaverl eumvpetn Katdotaon (33,6%) kot mopetd >38°C
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(7,9%)), piyn (31,9%), apBparyia (26,4%) ko vavtia (21,9%). H mhetovotnto tov avembountwov
EVEPYEIDV NTOV NG £0G LETPLOG GOPAPOTNTOS Kol GUVIOWOG VITOY®POVCAY EVTOG AlymV NUEPDV OO
TovV EUPOMACHO. Xe GUYKPLON UE TNV TPDTY 00CT, Ol AVETIBOUNTEG EVEPYELEC TOV avaPEPONKAV HETA
™ dgvTepn 060N NTaY NMOTEPES Kot ovapEpOnKay Aydtepo cuyvd.

H avtidpaocticotnto oy YeviKa Nrotepn Kot avapépinike Ayodtepo cuyva 6€ NAMKIOUEVOLG EVAAIKESG
(>65 etwv).

To wpogik aoedrelng NTav cLVETEG HETALD TOV CUUUETEXOVTIMV UE 1 Y®PIG Tponyovuevn Evoelln
hoipwéng SARSCoV2 katd tnv évapén, o apBpuog Tov opobeTik®dV GUUUETEYOVTOV KATA TNV Evapén

nrav 718 (3,0%).

Koatdhoyoc avemBountmv evEPYELHV GE LOPQON TIVOKO.

O1 avemBOuNTEG EVEPYELEG PappiaKOL TapaTiBevial cOppva pe v Katnyopia Opyavicon
Yvomuarog (SOC) oto MedDRA. Ot cuyvotntesg ELOAVIoNG TV OVETIBOUNTOV EVEPYEIDV opilovTal
®G: TOAD cuyvég (= 1/10), ouyvéc (= 1/100 éwg < 1/10), oyt cvyvég (= 1/1.000 éwg < 1/100), omdvieg
(= 1/10.000 €wc¢ < 1/1.000), moAd ordvieg (< 1/10.000), un yvootég (d0ev pmopodv vo ekTiunBodv pe
Baon ta dbéoia dedopéva), evidg kdbe katnyopiog opyavikoh GUGTILOTOC, Ol TPOTIUMUEVOL OPOL
ta&vopovvtal katd eBivovoa cuyvdtTa Kot akolovdwg katd pdivovoa coPapdotnTa.

Mivaxag 1 AvemOOunTeg evépyeleg Quppdrov
Koatyopia opyavikov Yuyvotnta AvemOvunteg Evépysieg
ovotijpatog MedDRA
AwotapoyéG TOV QUOTOMTIKOD | XVYVES OpopPonevia
KO TOL AEUPIKOV GUOTIHATOG

Oy ouyvég Agppadevonadeio
AwTopayég Tov Mn yvootég Avaevro&io
OVOGOTOUTIKOD GUGTYLLOTOG YnepevarcOnoia
Awtopayég Tov petafoliopov | Oyt cvyvég Mewopévn 6peén
Kot TG Bpéymg
AwTopay€g Tov VELPLKOD [ToAb cuyvég Kepoiodyio
GUGTNLOTOG ) - ;

Oy ovyvég Z&An

Ynvniia

Avyyelokég datapoyég [ToAb omdvieg OpouPfmon ce GLVIVAGUO LE
Opoppomnevia*
Awtapoyég Tov [ToAb cuyvég Nowtia
YOG TPEVIEPIKOV - )
2uyvE Epetog
Awdppora
Awtopayég Tov déppotog kot | Oyl ovyvég Yrepdpwoia
TOL VTTOSOPLOV 1GTOV Kvnoudg
E&avOnua
Awtopayég Tov puookeretikov | [ToAd cuyvég Mvuahryia
GULGTNHLOTOG KOt TOV ApBpadyia

GLVOETIKOV 10TOV




Mivaxag 1 AvemOOunTeg evépyeleg Quppdrov

Koatyopia opyavikov Yuyvotnta AvemOdunteg Evépysieg
ovotijpatog MedDRA

Ievikég Sratapayés ot [ToAb cuyvég EvaieOnoio g Béong éveong
KOTAOTAGELS TNG 0000 A\yoc g Béong Eveong
XopNynong Ogpuotnro e HEong éveong

Kvnoudg g 0éong éveong
Molorog g 0éomng éveong®
Konwon

AioOnpuo xokovyiog
Epmdpem katdotaon

Piy

2uyvE Awdykwon g 0éong éveong
Ep0Onua g 8éomg éveong
Mupetoc?

* MoAoTog 6T0 onpelo g éveong mov mepthopfavet aipdtopa (dxt cuyva)

P Metpovpevog mopetdg >38°C

*YoPopéc kot ol omhvieg Tepurtmoelg Opopfdoemy oe cuvdvacud pe OpouPomevio £xovv avaeepOel petd tmv
KukKAoQopio otV ayopd. Avtéc meptappdvouv eiepikn Opopupwon 6mwe N eykepoikn Bpdpupoon Tmv
PAefwdDdV KOATOV, oTAAyYVIKT BpdpPmaon, 6ntmg emiong N aptnprakn Opoppwon (PA. mapdpmuo 4.4).

Avaopd mBovoloyodusvev avemfBounTov sVepyEIDV

H avagopd mBovoroyodpevmy avemBountov evepyeidv PETA amd T yopnynon ddetog KukAopopiog
TOL (POPUOKEVTIKOV TPOIOVTOG Eivor onuavTikn. Emitpénet m ovveyn mapakolovOnom tng oyxéong
0PEAOVG-KIVOUVOL TOV QUPUAKEVTIKOD TPOIOVTOG. ZnTeitan amd Toug 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 [ie To Vaxzevria. Xe TepITTOON VIEPOOCOAOYING,
10 GTopo TPENEL Vo TopakoAovdeitan kot va Aappavel coumtopatikny Oepaneio, dnmg evdgikvutat.

5. DOAPMAKOAOTI'IKEX IAIOTHTEX

5.1 ®appokodvvopmkEs 1010TNTEG

Ddappokobepomevtikng Katnyopio: euPforia, dAla ukd epuporta, kodkog ATC: JO7BX03

Mnyoavioudg dpdong

To Vaxzevria givat éva povooBevég epPOAL0 oL amoTeLEITOL OO £VAV LOVASTKO OVOGLVOLOCUEVO
eopéa adevoiot yumatln pe avemdpkelo avrrypaens (ChAdOx1) mov kwdikomotel T YAvKOTpmTEIVY
(GP) g akidag (S) tov SARSCoV2. To avocoyévo S too SARSCoV2 oto gpfdito ekppaletan oty
TPIUEPT] OUUOPPMOGT) TPV TN GVUVTNEN, 1) KOSIKOTOMWTIKT aAANAovYio deV Exel TpoTomonOet,
TPOKEEVOL Vo, otafepomomBei 1 ekppaldpevn S-tpwteivn otn dapdpewon mptv T cvvtnén. Metd
™ YopNYNoN, N YAvkompateivn tng akidag (S) tov SARSCoV2 exppdletorl TOmKA, TPOKOADVTAS TNV
TAPAYOY] EE0VOETEPOTIKMV OVTICOUATMV KOl KUTTOPIKDV 0VOGOOTOKPIGEWDY, Ol OTOIEG UTOPEL VoL
GLVEIGPEPOLY otV Ttpoatacio Evavtt tng COVID-19.



KAwvikn omotelsouatikdtnTo,

Avdivon v auyrkevipwTIK®Y dedouivay omd Tig ueiétes COVO002 kor COVO03

H v amotelecpootikdtta tov Vaxzevria €yl a&loAoyn0el pe Bdon pio aviioon tov
CUYKEVIPOTIK®OV 0£S0UEVOV 0md dV0 eEEMGGOUEVEG TUYOOTOMNUEVES, TUPAESG, EAEYYOUEVES OOKIUEC:
po eaong I/ perérn, COV002, og evidikeg >18 etddv (cuumepthapfavopévey Tav NAKIOUEV®V)
oto Hvopévo Baciieto kot pua edaong LI peiétn, COV003, oe evijlikeg >18 etmv
(ovumepriappavopévav Tov nAikiopévov) ot Bpalidio. Ot peréteg anékhelony TovG CUUUETEXOVTEG
pe coPapés Kaun pn eAeyyOUEVES KOPIIYYEIOKES, YUOTPEVIEPIKES, NIMATIKEG, VEQPIKES,

EVOOKPIVIKES/ LETAPOAIKEG VOGOLS KOl VEDPOAOYIKES 0ioBEveles, Kabmg Kot exelvovg pe cofapn
OVOGOKOTOGTOAT, EYKVEG YOVOIKEG KOl GUUUETEXOVTIEG e YVAOOTO 16ToplKO Aoipwéng SARSCoV2. Ta
eupora ypinng pmopovv va yopnynbody 7 nuépeg Tpv 1 petd and omoradnmote d6on Vaxzevria. Olot
Ol GUUUETEYOVTEG TPOYpoppatilovTal va mopakoiovdnbovv £mc kot 12 pniveg, yio Tnv eKTignomn g
OCQPAAELOG KOL TNG ATOTELEGLATIKOTNTOG EvavTl Tng vosov COVID19.

211 GLYKEVIPAOTIKT AVAAVOT| TNG ATOTEAEGLOTIKOTNTAG, Ol CUUUETEXOVTEG NAKioG >18 eTdv Elafav
300 dooeic (5 x 10" uké copotidia avé S6om mov avtictorysi oe oyt Aydtepo amd 2,5 x 10°
poivouatikég povadeg) Tov Vaxzevria (N=6.106) 1 g Oepaneiog eAéyyov (UNVIyYITIOOKOKKIKO
eUPoOrIo N puotoroykds 0pdg) (N=6.090), mov yopnyndnkav péow evdopvikng (IM) éveong.

AOY® VMKOTEYVIKOV TEPLOPICUMYV, TO dldoTnua petasd g d0omg 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 SraoTnia 4 £mc 12 gfdopddov (28 Emg 84 nuépeS).

To dnuoypaeikd dedopévo Katd v Evapén NTov KOANDG 100ppomtnpéva Heta&h TV opdowmy
Oepameiog pe Vaxzevria kot tng Oepoameiog eEAEYY0V. TN CUYKEVIPOTIKY AVAALGT), LETOED TOV
CUHUETEXOVI®V, 01 omoiot Elafav Vaxzevria pe didotnuo petaéd tov do6cewv 4 kot 12 efdopddwy, to
87,0% tov ocvppeteyoviav nrav 18 éng 64 etodv (pe 1o 13,0% nlikiog 65 eT@v 1 peyaAdTEPOL KOt TO
2,8% mliag 75 etmv N peyarvtepot), to 55,1% tv atdpmv fTav yovaikes, to 76,2% nrov Agvkot,
10 6,4% Mrav Mavpot kot 1o 3,4% Mrov Actdtec. Zvvolika 2.068 (39,3%) cvppetéyovreg glyav
TOLAGYIGTOV 0. TPODTAPYOVGa GuvvocTpdTTa (opileton mg AME >30 kg/m?, kapdiayyetak
daTopoyn, OVOTVELSTIKN VOG0G 1 d1afnTng). Katd m ypovikn otiypn g avaivong, o Sidpecog
YPOVOG TOPAKOAOVONONG LETA TN YOpTYNOoT TG 060NG 2 tav 78 nuépeg.

O 1elkdg Tpocdiopiopog Twv nepimtdcewyv COVID19 mpaypatoromnke and pio emtpomny
e&étaomng, n onoia kabopioe emiong ™ coPfapodTnTa TNG VOGOL GUUPOVA LE TNV KA KAMVIKNG
e&eMéng tov [IOY. Zuvolika 218 cvppetéyovreg eiyov SARSCoV2 woloykd emPBePatmpévn
COVIDI19 mov gpopaviotnke >15 nuépeg petd m devtepr 600 [LE TOLAYYIOTOV £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 2).

IMivokag 2 AnoteleopaTikoTTo. Tov Vaxzevria évavt tng COVID19*

Vaxzevria Ogpamncia eréyyov
AmoteleopaTikéTnTO
ITin0vopédg ApOpog ApBpog Tov guforiov %
N TEPUTTOCEDV N TEPUTTOCEDV (95% CI)*?
COVID19, n COVID19, n
(%) (%)




OcpamevTiKo oYIjUa AOEL000TGNS

4 — 12 gfdopadeg 59,5
(28 éog 84 5.258 64 (1,2) 5.210 154 (3,0) (45,8, 69.7)
NUEPEQ)

N = Ap1Bpdc Tov atépmv mov cvpreptlapfavoviay g Kabs opdda, n = ApBuog tov atdpmv mov iyay £va
emPePoropévo ooppav, CI = Avwompa Epumictoodvig

* To kotoAnkTikd onpeio g anoteAespatikottag facictnke otig emPePoarmpéves nepurtdoelg COVIDIY oe
dropa nikiog 18 etdv kat dvm, Ta omoio NTAV 0poapVNTIKAE Katd TV Evapén, Ta omoia eiyav AdPet dvo dooelg

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

H amoteleopatucotnta tov gpporiov rav 62,6% (95% CI: 50,9, 71,5) ot00g GLULETEYOVTEG TTOV
Eafov OV0 CUVIGTMUEVEG OOCELG LLE OTOLOONTOTE SIACTN A LETAED TV 0OGEDV (KUUAVOUEVO OO 3
€mg 23 gfdopadec) oe o TpokaBopIGUEVT] avAAVOT).

Ye oyéon pe 1 voonieio Aoyom COVID-19 (Babuoioyia coPapdmmrag I[TOY >4), vanpyoav 0 (0,0%,
N=5.258) neputtooeig voonieiog Aoyow COVID19 o cuppetéyoveg, ot omoiot Erapav 600 d00e1g
Vaxzevria (>15 nuépeg petd tn yopnynon g 66omng 2) oe ovykpion pe 8 (0,2%, N=5.210) yio
Oepameio eAéyyov, ovumeptiapupavopévng piog cofapng mepintwong (Babporoyio cofapotntog [IOY
>6) mov avaeépOnke Yo ) Bepancio eEAEYYOV. e OAOVG TOLG GUUUETEYOVTES TTOL EAAPOV TOLAGYICTOV
pio 600r, oo Tig 22 NUEPES LETA TN Yoprynon tng 06ong 1, vanpyov 0 (0,0%, N=8.032) nepittdoeig
voonieiog Adyw COVID19 og ouppetéyovieg mov éhafav Vaxzevria og ovykpion pe 14 (0,2%,
N=8.026), coumeprrappavopévov gvog Bavatov, mov avaeépniay yio ) Bepameio eAéyyov.

Ot ovppetéyovreg, ot omoiot iyav pia 1 TEPIGCOTEPEG GLVVOCT|POTNTES, EIXOV ATOTELEGLATIKOTNTO
Tov gufoiiov 58,3% [95% CI: 33,6, 73.,9], 25 (1,2%) évavtt 60 (2,9%) yio To Vaxzevria (N=2.068)
Kot yio T Ogpameio eEléyyov (N=2.040), avticTotya, TOL NTOV TAPOHOLN LE TNV OTOTEAEGUATIKOTNTA
ToV gUPoAriov oL TapATNPIONKE GTOV GUVOAIKO TANBVGUO.

Ta dedopéva kKatadekvhovy 0Tt 1 Tpootacio Eekvd amd epimov 3 efSopddeg LETE TV TP®T 600
Tov gUPfolriov Kot Tapapével £mg kot 12 efdopddeg. Mia devtepn dOom TPEMEL va yopryeital og

dtlotna 4 émg 12 gfdopdadmv petd v tpdn 060n (BA. Tapdypapo 4.4).

Hlkiopévog mAnbuoude

Meta&d tov ouppeteyoviov nikiog peta&d 56 kot 65 etav, avaeépnkay 8 tepumrtodceig COVID19
o€ avtovg Tov ElaPav Vaxzevria (>15 nuépeg petd tn yopnynon g d6ong 2) e cvykpion pe 9
TEPITTACELS Y10 TNV Opada eAEyyov. Avapépinkay 2 kut 6 nepittwoeig COVID19 og cuppetéyovteg
nilkiog dve Tev 65 etd@v, yio To Vaxzevria (>15 nuépeg LeTd TN YOop1ynom tng 06ong 2) Kot T
opnado eAéyyov, avtictoyo.

[MoudoTpikde TANBuoudS

O Evpomnaikog Opyoviopodc Oappdkmv £xel SOCEL avaoin amd Ty vroypEmoT] VITOPOANG TV
OTOTELEGUATOV TOV UEAETAOV LE TO Vaxzevria o€ pio 1] TEPIGCOTEPES VIOKATIYOPIES TOV TOSTPLUKOD
mAnBucpod oty TpoAnyn g COVID19 (BA. mapdypapo 4.2 yio TANPOPOpileg GYETIKA LLE TNV
ToudloTpIKn Yp1on).

"Eykpion vd 6povg

AvT0 TO PUPUOKEVTIKO TTPOTIOV Exel eykp1Oel pe T Stodkacio oL ATOKOAEITOL «EYKPLOT] VIO OPOVCY.
Av16 onuaivel 0Tt avopuEVOVToL TEPIGGOTEPO OEDOUEVO GYETIKA [LE TO POPUAKEVTIKO TPOTOV.



O Evpomnaikog Opyoviouoc Gappdkmv Oo agloloyel TOLAGYIGTOV ETNGIMG TIG VEES TANPOPOPIES Y10 TO
TapPOV PAPUAKELTIKO TPOTdV Kot 1) mapovoo [lepiinyn tov Xapaknpiotikemv tov [Ipoidvrog Ha
EMKOLPOTOLEITOL AVOADYWDG.

52 ®appoxoxkivTiKES 1010TNTES

Agv gpapuodletan

5.3 Ipoxiivikd ogdopéva Yo TNV A6QIAEL

To pn KAvicd dedopéva dgv amokaAvTTouV 110iTEPO Kivouvo yia Tov dvBpmmo e Bdon pia
ocuppatikn perétn to&kdTrog enavalapPovopevemy 60GEmY.

Tovoto&ikdtnta/Kopkivoyéveon

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

Avomapaywoyikn toéikdtnro,

O peléteg o (MO Y100 EVOEXOUEVT] OVATAPOYDYIKT TOEIKOTNTO KO AVATTLEY OEV EXOVV AKOUN
oAOKANpmBEL.
Mo TPOKOTOPKTIKT HEAETY] OVATTOPAYMYIKNG TOSIKOTNTOG G€ TOVTIKOVS OgV KATAOEIKVDEL TOEIKOTNTA

OTIG UNTEPES N TOL EUPpoat.

6. OAPMAKEYTIKEXZ IAHPO®OPIEX
6.1 Kotaroyog ekddyov

L-Ioti6ivn

Movobddpikn vépoyrwpikn L-Iotidivn

Mayviicio yAwplovyo eEabdpikod

[ToAvoopPiko 80 (E 433)

ABavorn

Saxyapoln

Natpro yroprodyo

A1BvAevod1opvoTeTpao&ikd dvatpio aAag (S1wdpkod)
"Ydomp yio evéoipa

6.2 Aocvpparotnreg

AvT0 TO PUPUOKEVTIKO TPOTOV EV TPEMEL VOL VOLELYVVETOL LUE AAAL PUPUOKEVTIKA TPOIOVTA 1 VOl
OPOLDVETAL.

6.3 Awgpkera Conlg

K\g1ot6 @rorido

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

Avoryuévo groiidto

H ynuwn kot ootk otabepdtra katd tn xpnon €xet amoderydel amd T oTiyun Tov ovoiylatog Tov
eroAdiov (TpdTn dtdTpnon pe T PeAdva) £mc T YopnyNon Yo Oyl TEPIocOHTEPO Ao 48 MPEG OTO
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yoyeio (2°C-8°C). Evtog avtnig tng xpovikng Teplodov, 1o Tpoidv umopei va dtotnpndel kot va
ypnoworoindei og Bepuokpacieg émg 30°C ya pia pdvo mepiodo Emg 6 dpeg. Metd amd avth
YPOVIKT TTEP10d0, TO TPOidV TPEmeL vo. amopplpbel. Mnv to emoTpéyete oTo Yoyeio.

Ao pikpoProroyikr| Aoy, LETA TO TPMOTO AVOLYLLO, TO ELPOAIO TPEMEL VAL YPTCULOTOLEITOL OUECMG.
Edv to epforio dev ypnoipomombel apécms, ot xpovol Kot GuVvONKeG d1aTHPNoNG KOTA TN ¥pNon
amoTELOVV €VOVVT TOL YPNOTN.

6.4 Idwitepeg mpo@urdéers katd T @OAAEN TOV TPOIOVTOG

dvidooete o€ yoyeio (2°C-8°C).

Mnv katonyOyeTe.

dvidooete To PLOAISLN 0TO EEMTEPIKO KOVTI Y10 VO TPOGTATEVOVTOL OO TO POG.

IMoa 115 cvvBNKeg SraTPNONG LETA TO TPMOTO AVOLY[LO TOV (POPLOKEVTIKOD TPOIOVTOC, PA. TOPAypapO
6.3.

6.5 ®Von Kol GVGTUTIKA TOL TEPLEKTI

D10Mi010 TOAOTADY dOGEMV

@10Aid10 8-d6cev

4 ml evouwpnpatog o€ £va Prodidto tov 8-00cewv (amd dlavyEg Yool Tomov 1) e nhpo sloydpnong
(ehaotopepég pe oppdylon olovpviov). Kabe giorioo nepiéyet 8 dooeig tov 0,5 ml. Méyebog
ovokevaoiog Tov 10 praidiov ToAAamAdv 0cEmV.

proAidio 10-66cewv

5 ml evonwpnpotog o€ €va elaAido Tov 10-60cemv (amd davyég Yool Tomov 1) pe mhpo eloydpnong
(ehaotopepég pe oppdayion alovpviov). Kébe plaridlo nepiéyet 10 d6oeig tov 0,5 ml. MéyeBog
ovokevaoiog Tov 10 praAdiov ToAAamAdv S0cemV.

Mmnopel va pnv KuKAOQopoHV OAES 01 GUCKEVOGIEG.

6.6 Idwitepeg mpourders amoppryns ko Grrhog yeIpopodg

Odnyieg yepiouod Kol yopnynon

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

Na un ypnowonoteite avtd To euPoio petd v nuepounvio ANENG IOV AVUPEPETAL GTNV EMIGTLAVON
petd v EXP. H nuepounvio Anéng eivar n tedevtaio nuépa TOL UNvol oV avoQEPETaL EKEL

To pn avorypéva eroAidia ToAATAGY d0cE®mV TPEMEL Vo, puAdGcovTol og yoyeio (2°C-8°C). Mnyv
KOTOWOYETE.

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

To guPfoiio mpémel va EAEYYETOL OTTTUKE Y10L COUATIOOKT] VAT KOl ATOYPOUATICUO TPV amrd TN
xopnynon. To Vaxzevria givat aypopo £0g eEAappmdg KAPE, S1avyég Emg eAappmg BoAepd evarmdpmnpa.
Amoppiyte T0 PLOAId10, €AV TO EVOLOPNLLO EIVAL OTOYPOUATICUEVO T TAPATPOVVTOL OPATH COUOATIONL.

Mnv avokiveite. Mnv opoildveTe TO EVOLOPTLLOL.

To guPoiio dev Tpémel va avapryvoetot Tny ot oOpryyo pe A ePOALN 1] GOPLOKEVTIKA TPOIOVTA.
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O KkoKhog epPforiacuod pe Vaxzevria anoteheiton amd 000 Eeywpilotég 06o¢elg Tmv 0,5 ml n kobepio. H
ogvtepn 600m mpénel va, yopnyeitan petasd 4 kot 12 efdopddwv petd v mpmtn 66om. Ta dropo wov
&yovv AdPetl TNV Tpd T d00T TOoL Vaxzevria, Tpémel va AdPovv T dg0TEPT 0OGT Yo VO OAOKANPDOGOVY
TOV KOKAO EUPOAAGLOD.

Kd&0e 660om gppoiiov tov 0,5 ml avappopdtor 6 pio GUPLYYQ Yo EVEST] Y10, XOPNYNON EVOOUVTKA,
KaTé TPOTiUN o™ otov deXtoeldn| po Tov v Bpayiova. Xpnoiporomote o véa Beldva yuo
xopnyNnom, o6tav etvat duvatodv.

Eivar puctoloyikd va mopapével vypd 6To PraAidlo PETA TNV avappoOPnon TG TeAevTaiog 06one. Mia
Tpochetn vepTAN PO TEPAAUPAVETOL GE KAOE PLOAId10 Yo VO S1GPAAGTEL OTL UTOPOLV Va
xopnynBovv 8 doceig (proridro tov 4 ml) 1 10 d6ceig (praridio Twv 5 ml) tov 0,5 ml. Mn
GUYKEVTPMVETE TO MEPIGGEL EPPOAIOV amd TOALA prokidio. Amoppiyte KaOe aypnoionointo
euporto.

H ynuwn kot ootk otabepdtro katd tn xpnon €xet amoderydel amd T oTiyun Tov ovoiylatog Tov
eroAdiov (TpadTn dtdTpnon pe T PeAdva) £mc Tn YopnyNon Yo Oyl TEPIocOHTEPO Ao 48 MPEG OTO
yoyeio (2°C-8°C). Evtog avtnig tng xpovikng Teplodov, 1o Tpoidv umopei va dtotnpnoel kot va
ypnoworoindet o Bepuokpacieg émg 30°C ya pio povo mepiodo Emg 6 dpeg. Metd amd avth
YPOVIKT TTEP10d0, TO TPOidV TPEmeL vo. amopplpbel. Mnv to emoTpéyete oT0 Yoyeio.

Amdppiyn

To Vaxzevria mepiéyel yevetika Tpomomomuévoug opyaviopovs (GMO). Kébe aypnoiponointo
EUPOAIO 1| VTOAEUUN TPETEL VO, ATOPPINTTETOL GE CUUHOPPMOOT] UE TIG KATA TOTOVG IGYVOVGES CYETIKES
odNyieg Y10 TOVG YEVETIKA TPOTOTOMUEVOVG OPYAVIGLOVG 1] T PloAoyikd emikivovva vToleippata.
Toyov d10ppoég TPEMEL VOL ATTOAVHOTVOVTOL YPICLOTOLOVTOG TOPAYOVTEG LE SPUCTIKOTNTA KOTE TOV
adevoioD.

7. KATOXOX THX AAEIAY KYKAO®OPIAX

AstraZeneca AB

SE-151 85 Sodertilje

Youndia

8. APIOMOZXZ(OI) AAEIAY KYKAO®OPIAX

EU/1/21/1529/001 10 puoAidio ToA amAdV d0cemV (8 d00ELg ava PLOAISL0)

EU/1/21/1529/002 10 puoAidio ToAhamAdv docemv (10 do6cEIg 0V PLaAidlo)

9. HMEPOMHNIA ITPQTHX ET'KPIZHX/ANANEQXHY. THX AAEIAX

Huepounvia tpmtng £ykprong: 29 Iavovapiov 2021

10. HMEPOMHNIA ANAGEQPHXHX TOY KEIMENOY

Agmtopepeig TANPOPOPIES Y10 TO TOPOV PAPHOKEVTIKO TPOTOV glvar d1abécieg oTov SikTLOKO TOTO
tov Evpaonaikod Opyavicpod Qapudkwmv: http://www.ema.europa.eu.
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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 IEPIOPIXMOI XXETIKA ME TH AIAGEXH KAI
TH XPHXEH

AAAOI OPOI KAI AITAITHZEIX THX AAEIAX
KYKAO®OPIAX

OPOI'H IMEPIOPIZMOI XETIKA ME THN AX®AAH KAI
ATIOTEAEXMATIKH XPHXH TOY ®PAPMAKEYTIKOY
MPOIONTOX

EIAIKH YIIOXPEQXH OAOKAHPQXHX

METEI'KPITIKQN METPQN I'TA THN AAEIA
KYKAO®OPIAX ME EI'KPIXH YIIO OPOYX
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A. TTAPAXKEYAXTHX(EY) THE(TQN) BIOAOT'TKQX APAXTIKHX(Q2N) OYXIAX(Q2N)
KAI TAPAXKEYAXTHX(EY) YHHEYOYNOZX(OI) I'TA THN AIIOAEXMEYXH TQN
IHAPTIAQN

Ovouo kot dtevbvven tov(twv) mapackevact(@Vv) Tg(tmv) Broioyikdg dpacTikng(dv) ovciac(®mv)

Henogen S.A.

Rue de la Marlette 14
7180 Seneffe

Béhyo

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

Halix B.V.
Tinbergenweg 1
2333 BB Leiden
OALavoio

SK Bioscience Co Limited (No. 97)
150, Saneopdanji-gil, Pungsan-eup
Andong-si, Gyeongsangbuk-do
Anpokpartio g Kopéag

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

AstraZeneca Nijmegen B.V.

Lagelandseweg 78

Nijmegen, 6545CG

OMavdia

B. OPOI'H IIEPIOPIEMOI XETIKA ME TH AIAGEXH KAI TH XPHXH
Doppaxevtikd TPoidv yio T0 0Tol0 ATALTEITAL WTPIKT) GLVTAYT).

. Enionpun arodéopsvon naptiowy

Yopemva pe to apbpo 114 g odnyiag 2001/83/EK, 1 emionun arodécueuon tov TapTtidov
TPOYUOTOTOLEITOL OO KPUTIKO EPYUCSTIPLO 1) OO EPYACTHPLO TOV £YEL 0p1obel Y10 TOV 6KOTO avTo.

I AAAOI OPOI KAI AITAITHXEIX THX AAEIAY KYKAO®OPIAX

. Ex0éoe1g meproowic mapaxorovOnong g acpdaireras (PSURs)
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O amaitioelg yo v vrofoin Twv PSURs yia to v Adym pappoakentikd Tpoidv opilovron
OTOV KOTOAOYO LE TIG Nuepounvies avapopdg e Evaong (katdhoyoc EURD) mov mapatifeton
otV Tapdypapo 7, tov apBpov 107y, g odnyiog 2001/83/EK Ko kabe emaxdAovdng
EMKOPOTOINOTNG OTWOG SNUOCIELETOL OTNV EVPMTATKT SIKTLOKT] TOAT] Y10, TOL PAPUOKOL.

O Karoyog Adetog Kukhopopiog (KAK) Ba vropdiier tnv tpadn PSUR yio to mpoidv péca oe
6 pnveg amod v €ykpiom.

A.  OPOI'H IIEPIOPIXMOI XXETIKA ME THN AX®AAH KAI AITIOTEAEEMATIKH
XPHIH TOY ®PAPMAKEYTIKOY ITPOIONTOX

. Yyéo10 owoyeipiong Kivovvou (XAK)

O Karoyog Adetog Kukhopopiog (KAK) Oa dieEaydyet Tig amaitodpeves SpactnploTTEG Kot
ToPeUPACELS PAPUOKOETAYPVTVIOTG OTT®G Tapovcildlovtal 6to cuppavniéy ZAK mov
napovotdleror otny evotnta 1.8.2 g ddetog kKuklopoping Kot 0molecdnmoTe enakOAoVeg
gykekpluéveg avabempnoeig tov TAK.

‘Eva emucaporoimuévo XAK Oa npémnel va katatedet:
e Metd and attnpa tov Evponaikod Opyoviepod Gappdkov,
e OnotedNmoTE TPOMOMOLEITOL TO GOGTNHO SOXEIPLONG KIVOVUVOL, EOIKA (OG OMOTELEGLO ANYNG
VE®V TANPOPOPIDY TOL PTOPOVV VO ETUPEPOVY CNUAVTIKT OAAAYT OTI GYECT) 0QELOVC-KIVOHVOL
N O AMOTELECLLA TG EMTEVLENG EVOG GTULOVTIKOD OPOGTHOL (PAPHOKOETAYPVTVION 1
EAAYLOTOTTOINGT) KIVOUVOU).

. Yroypimon Myng péTpov peTa v £yKpion

O Karoyog Adetog Kukhopopiog (KAK), éxel vmoyxpémon vo OAOKANPAGEL, EVTOG TV
TPOPAETOUEVAOV YPOVOSLAYPAUUATOV, T aKOAovBa péETpa:

Heprypagi MpoPiremopevn
MpoBeopia
[Ipokeyévou va amocapnviotel 0 ThavOS UNYavIGUOG EVEPYOTOINGTG 30 Ampidiov 2021

TOV OUOTETOA®V PETA TOV EUPOALOGUO KOl VO AVIXVEDGEL TOVG
mBavovug Tapayovteg, 0 KAK Ba mpémet va katabéoet nv telkn| €kBeon
Yo TNV uehétn Prokatavoung yio To Vaxzevria.

[Ipokeyévou va amocapnviotel 0 ThavOg UNYavIGUOG EVEPYOTTOINGTG 7 Tovkiov 2021
TOV OUOTETOA®V PETA TOV EUPOALOGUO KO VO AVIXVEDGEL TOVG
mBavovug Topayovteg, o KAK Ba mpémet va die&dyet ko va kotabéoet
v telkn] €kBeon yio pio un-kAwvikn pedétn e€etdlovtag in-vitro tnv
ékppaon g S-tpmteivng tov Vaxzevria.

[pokeyévou va dtucporiotel 6TL OXa Ta. avapepopeva Bpoppotikd 30 Nogufpiov 2023
ocupupdvta pe Bpopfomevia pe/M xopic apoppaykd coppdvra
depevvavtar €1 Pabog pécm depediviong TG AEITovpyiog TV
olpomeToMmV og pia TopeUPaTIKn LEAETN OE OVOGOKATEGTOAUEVOL
dropa, o KAK oeeilel va kataBéoet tnv ékbeomn tng KAMvIKNG LeAETNG,
o€ ovuP®Via pe Eva ovafempnuévo Kot EYKEKPIUEVO TPMOTOKOAAO.

E. EIAIKH YIIOXPEQXH OAOKAHPQXHX METEI'KPITIKQN METPQN I'TA THN
AAEJA KYKAO®OPIAX ME ET'KPIXH YIIO OPOYX
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Agdopévov 6Tt oty givar pio dolo KUKAOPOPLOG e £YKpioT LITO OPOVG Kol COLEMVA [LE TO Apbpo 14-
a tov kavoviopov (EK) apif. 726/2004, o KAK 0o olokinpaoet, viog Tov SNAGUEVOD YPOVIKOD

mhociov ta akdlovbo péTpa:

Heprypagi Avapevopevn
npepopnvia
[poxepévou va emPefoarmbei n cuvénelo oty mapaywyKn Sodtkacio Tng Agxéupprog 2021
dPUCTIKNG 0LGLOG KOt TOV TEAMKOV TPOIOVTOC, O OITMV TPENEL VO TAPATYEL e evo1duecsg
emmpocheTa 6£d0UEVH EMKVPMOTG KOL GUYKPIGUOTNTOG KOL VO EIGAYAYEL unVioieg
Beltiopéveg doKIIES. EMKOPOTIOMGELS

Eexvavtag amd
tov @efpovdpilo
2021

[Ipokeywévou va dluo@uAoTeL 1) GUVETG TOOTNTO TOL TPOTOVTOC, O UITOV
TPEMEL VO TAPACKEL EMTPOGHETEG TANPOPOPIEC GYETIKA LLE TN oTAHEPOTNTA TNG
OPOOTIKNG OVGING KOl TOV TEMKOD TPOTOVTOG KOl VO EXUVEEETACEL TIG
TPOJALYPAPEG TOL TEAMKOV TPOTOVTOC HETA ATd TNV TPOGHETN eumelpia Tng
Topayoyng.

Tovviog 2022 pe
eVOlaEDES
unviaieg
EMKOLPOTOUGELG
Eexvavtag and
tov @efpovdpilo
2021

[pokeyévou va emPefarmbel  ATOTELEGUATIKOTNTO KOL 1] ACOAAELY TOV
Vaxzevria, 0 KAK npénet vo vrrofdiet Tig tehkéc ekBéoeig Kiwvikng Meléng
YO TIG TUYOLOTOUNEVEG, eAeyyOueveg peréteg COVO001, COV002, COV003
ka1 COVO00S.

31 Maiov2022

[pokeyévou va emPefarmbel N ATOTELEGUATIKOTNTO KOL 1] ACOAAELN TOV
Vaxzevria, 0 KAK mpénet va mapdoyetl tnv kopia aviivon (e Baon v
nuepopnvio amokomng dedouévav g 7ng Aekepfpiov (LETA TV KOTAANKTIKN
nuepopnvia g Pdong dedopévov) Kot TV TEMKN oviAvon oo Tig
OULYKEVTPOTIKEG PaokEg LEAETEC.

Kopla avdivon:
5 Mapriov 2021
Tehxn
GUYKEVTPOTIKT
avaivon: 31
Moaiiov 2022

[pokeyévou va emPePfoarmbel N ATOTELEGUATIKOTNTO KOL 1] ACOAAELN TOV
Vaxzevria o€ NAKIOUEVOVG Kot dTopo pe vrokeipevn vocso, o KAK mtpémet va
VTOPAAEL TNV AVOCKOTNON KoL TIG TEPIANYELG TNG KVPLUG OVAADOTG KO TNG
TeMKN g €kBeomg TG KAVIKNG peAétng yio t perétn D8110C00001.

Kopla avdivon:
30 Anpihiov 2021

Telkn éxbeon
™G KAVIKNG
UEAETNG:

31 Maptiov 2024
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ITAPAPTHMA I1I

ENNIXHMANXH KAI ®YAAO OAHI'TQN XPHXHX
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A. EINIXHMANXH
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ENAEIZEIX ITOY ITPEIIEI NA ANATPA®ONTAI XTHN EEQTEPIKH XYXKEYAXIA

KOYTI — ®IAAIAIO OKTQ AOXEQN, XYXKEYAXIA TQN 10 @PIAAIAIQN

1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

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

2. XYNGOEXH 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

3. KATAAOI'OX EKAOXQN

"Exdoya: L-Iotidivn, povoddpikr| vopoyrwpikn L-Iotidivn, payvicio yAopovyo e&addpiko,
noivcopPucod 80 (E 433), aibavorn, caxyapoln, vatplo yhoptovyo, aluAEVOSIUVOTETPAOEIKO
dwvaTplo dAag (51wdpikod), VOWP Yo EVESTUAL.

BA. @OAL0 001 y1dV Y100 TEPIGTOTEPEG TANPOPOPIES.

4. OPAPMAKOTEXNIKH MOP®H KAI IIEPIEXOMENO

Evéowo evoumpnua

10 @roAidio moAramAdv d6cEV

(8 dooe1g ava eraAido — 0,5 ml avd d6om)
4 ml

5. TPOIIOX KAI OAOX(OI) XOPHI'HXHX

Evdopvikn ypron

Awpaote T0 POALO 0ONYIOV XPNOTG TPV ATO TN YPNON.

[No nepiocdtepec TANpOPOpPiEg, CapDOOTE £0M 1 LETOPElTE GTOV GVUVIESHO Www.azcovid-19.com
Yvumeprapfavetor QR kmdudg

6. EIAIKH ITPOEIAOIIOIHXH XYM®QNA ME THN OIIOIA TO
®APMAKEYTIKO ITPOION IPENEI NA ®YAAXXETAI XE @EXZH THN
OIIOIA AEN BAEIIOYN KAI AEN ITPOXEITIZOYN TA ITAIAIA

Na puidooetar o€ 0¢om, TV onoia dev PAEmOLVY Kot dev Tpoceyyilovy Ta TOd1d.

7. AAAH(EY) EIAIKH(EY) ITPOEIAOIIOIHXH(EIX), EAN EINAI AITAPAITHTH(EX)
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8. HMEPOMHNIA AH=EHX

AH

[x]
s

9. EIAIKEX XYNOHKEX OPYAAEHX

dvAdooete o€ Yoyeio.

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

Mnv kotoyoyete. Mnv avakveite.

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

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

AvT0 TO PAPLOKO TEPLEYEL YEVETIKA TPOTOTOINUEVOVG opyaviopovs (GMOs). Anoppiyte og
CUUHOPPMOT] LE TIG KATA TOTOVG 10X VOVGES GYETIKES 0dNYies Yoo Toug GMOs 1 ta froAoyikd
EMKIVOLVO VITOAEILUATAL.

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

AstraZeneca AB
SE-151 85 Sodertilje
Youndia

12. APIOMOX(OI) AAEJIAYX KYKAO®OPIAX

EU/1/21/1529/001 10 @roAidio morhamddv 60cemV (8 80GELg ava PLoAid10)

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 punv mtepiinedel | ypoen Braille eivan amodext.

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

AGO100T0TOG YPOUU®TOS KOdKAG (2D) Tov @épet Tov TEPIANQOEVTO 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 OKTQ AOXEQN

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

Vaxzevria, éveon
Epporio COVID-19 (ChAdOx1-S [avacvvovacpévo])

Evdopvikn ypron

2. TPOIIOX XOPHI'HXHX

3. HMEPOMHNIA AH=EHX

EXP

4. APIOMOX ITAPTIAAX

Lot

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

Droid1o moAramAdv docewv (8 x dooelg 0,5 ml)
4 ml

|6. AAAA XTOIXEIA

AstraZeneca
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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 EVOIDOPTLLOL
Epporio COVID-19 (ChAdOx1-S [avacvvovaopévo])

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

Mua 86om (0,5 ml) mepiéyet oyt AMyotepo amd 2,5 x 10° polvopotikég povadeg

Adevoiog Xiumatln mov Kodtkorolel T yAvkorpwteivn g akidag (S) tov SARSCoV2 ChAdOx1-S

3. KATAAOI'OX EKAOXQN

"Exdoya: L-Iotidivn, povoddpikr| vdpoyrwpikn L-Iotidivn, payvicio ylopovyo e&addpiko,
noivcopPucod 80 (E 433), aibavorn, caxyapoln, vatplo yhoptovyo, aluAEVOSILVOTETPAOEIKO
dwvaTplo dAag (51wdpikod), VOWP Yo EVESTIUAL.

BA. @OAL0 001 y1dV Y100 TEPIGTOTEPEG TANPOPOPIES.

4. OAPMAKOTEXNIKH MOP®H KAI IIEPIEXOMENO

Evéowo evoumpnua

10 @roAidio moAramAdv dOcEDV

(10 d6c¢15 ava praAido — 0,5 ml avd doon)
S ml

5. TPOIIOX KAI OAOX(OI) XOPHI'HXHX

Evdopvikn ypnon

Awpaote To POALO 0ONYIOV XPNOTG TPV ATO TN YPNON.

[Mo nepiocdTepec TANPOPOpPiES, CapDOTE £0M 1 LETOPElTE GTOV GVUVIEGHO www.azcovid-19.com
Yvumeprrapfavetor QR kmdudg

6. EIAIKH ITPOEIAOIIOIHXH XYM®QNA ME THN OIIOIA TO
®APMAKEYTIKO ITPOION IPENEI NA ®YAAXXETAI XE @EXZH THN
OIIOIA AEN BAEIIOYN KAI AEN ITPOXEITIZOYN TA ITAIAIA

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

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

23



8. HMEPOMHNIA AH=EHX

AH

[x]
s

9. EIAIKEX XYNOHKEX OPYAAEHX

dvAdooete o€ Yoyeio.

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

Mnv kotoyoyete. Mnv avakveite.

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

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

AvT0 TO PAPLOKO TEPLEYEL YEVETIKA TPOTOTOINUEVOVG opyaviopovs (GMOs). Anoppiyte og
CUUHOPPMOT] LE TIG KATA TOTOVG 10X VOVGES GYETIKES 0dNYies Yoo Toug GMOs 1 ta froAoyikd
EMKIVOLVO VITOAEILUATAL.

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 proAidio mordamdmv 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 punv mtepiinedel | ypoen Braille eivan amodext.

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

AGO100T0TOG YPOUU®TOS KOdKAG (2D) Tov @épet Tov TEPIANQOEVTO 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'HZHZ

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

Evdopvikn ypron

2. TPOIIOX XOPHI'HXHX

3. HMEPOMHNIA AH=EHX

EXP

4. APIOMOX ITAPTIAAX

Lot

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

Droido moAramiav docewv (10 x ddoeig 0,5 ml)
5 ml

|6. AAAA XTOIXEIA

AstraZeneca
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B. PYAAO OAHT'TQN XPHXHX
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®YrAo 0dNYIOV ypriong: [IAnpoopisg yia Tov ypioTy

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

V¥ To (APLOKO VTO TEAEL VIO CLUTANPOUOTIKY TOPOKOAOVLONGT. AVvTo Oa emTpéyet To Ypiyopo
TPOGOIOPICUO VEDV TANPOPOPIDV 0oPirEG. Mmopeite va Bondncete pécm g avapopds Thavov
AVETOOUNTOV EVEPYELDV TOVL EVOEYOUEVMS Tapovatilete. BA. Télog g mapaypdpov 4 yia tov Tpdmo
avaQopdg avemBOUNT®OV EVEPYELDOV.

A doTe TPOGEKTIKA 0LOKANPO TO PVALO 03N YAV YP1)oNG TPV GG YopnyN0El To gpPoiro, 616TL

nepriopupfaver onpavtikég TAnpoopics Yo cac.

- DdvrdEte avTd TO PUALO 0dNYIOVY YpNoTS. Towg ypelaotel va to dwPfdocete Eavd.

- Edv éxete mepontépw amopieg, poTNoTE TOV Y10TPO, TOV PAPLOKOTOL) 1) TOV VOGOKOLO GOG.

- Edv mopatnproete Kamola avemBopnTn evéEpyeLa, EVIUEPMOTE TOV YIOTPO, TOV PUPLOKOTOLO 1
TOV VOGOKOWO 6aG. AVTO 1oy0el Kot Yo kGBe mhovr avemBountn evépyela mov 0gv ovapEPETaL
07O TAPOV PUALO 00T YOV YpNoNs. BAéme mapdypapo 4.

T wepréyer 1o mapév eviro 0dNYLOV

T etvon 10 Vaxzevria kot oo €ivat 1 xpnon tov

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

[MBavég avemBounteg evépyeteg

[og va puidooete to Vaxzevria

[epreydpeva g ovokevaciog Kot AOITEG TANPOPOpPiES

AN

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 dvo.

To guPfoiio mpokorel T0 AVOGOTOMTIKO GOGTNIO (T PLGIKT AUVVO TOV OPYAVIGLOV) VO TAPAYEL
OVTICOUOTO Kot EEEIOIKEVUEVO AEVKOKDTTAPO TTOV dPOVV EVAVTIOL GTOV 10, TAPEYOVTAG £TCL 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 mepintoon oAAepyilog ot SpacTiKy 0VGia 1] G€ 0TO0dNTOTE GALO OO TO. GUGTATIKG CLTOV
ToV gUPoliov (avaeEpovTal otV Tapdypapo 6).

Ipocdomonoeis Ko TPOPUVAAEELS

AmevBuvheite oToV Y10TPO, TOV POPLAKOTOLO 1] TOV VOGOKOLO GOg TPV 6og yopnyndei to Vaxzevria:

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

- Edv éyete moté MmoBupnoet petd amd omoladnmote Eveon pe PeAdva.

- Edv éyete coPopn Aoipwén pe vymin Beppoxpacio (peyardtepn omd 38°C). Qot0600, pumopeite
va kévete Tov euPolMacpd cog 6V £xeTe N0 TLPETO 1| AoIUMEN TOL AVATEPOL BEPAYDYOV
OGS KPLOAGYTLLOL.
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— Edv &yete kdmolo mpofAnpa pe arpoppayio 1 LOA®TES N €0V TAIPVETE £VOL AVTITNKTIKO
eappoxo (yio v TpoAnym Bpdupov aipotog).

— Edv to avocomomntikd cag cvotnua dev Aertovpyel cotd (avocoaverdpKeln) | ToipveTe
eappakxa wov e&acfevifovy 10 avocomomTikd VST (OTMG KOPTIKOGTEPOELDT VYNANG
d00MNG, OVOGOKUTACTUATIKA 1) PAPHLOKO Y10, TOV KOPKivo).

Y mepintmon mov Oev €l0TE Glyovpot v KATO0 amd TO TOPATAV® 1oYVEL Y10 EGAS, amevbuvleite
OTOV YTPO, TOV PAPHOKOTOLO 1| TOV VOGOKOLO GOg TPV Gog yopnyndel to euforio.

Onwg ovpPaiver pe kabe gpPpoio, To d¥0-00cewV oYU eLPoracuod e to Vaxzevria mbavov va
UMV TPOOTATEDEL TANPMOG OAOVG EKEIVOLG OV TO AdpPdvouy. Agv gival YvOoTO Y10 TOGO YPOVIKO
dotnpa Ba giote mpootatevpévol. Emti Tov mapdvog, vadpyovv teplopiopéva dedopéva
OTOTELEGLOTIKOTNTOG TOL Vaxzevria o€ dropa nAkiog 55 etdv Kot dvo.

Awatoloyikéc Statapayés

[ToAb omdviol Bpopufot aipatog, cuyva e acLVNOIGTEG TEPLOYES (TTY, EYKEPOAOG, EVTEPO, NTTAP,
OTANVOG), GE GUVOLOCUO LE YOUNAC ETITES OUOTETAAIDV TOV AILOTOC, Ol OTTO101 GLVOSEVOVTAL GE
OPICLEVEG TEPUTTAOCELS amd arpoppayia, Exovv mapatnpndei petd and tov epfoitacud pe Vaxzevria.
e autd meptlopfavovtar opiopéva cofapd TepIoTATIKE OpOUP@V AILATOC GE SIPOPETIKEG 1) UN
ocuvnOiopéveg BEoelg Kot LVIEPUETPN TNKTIKOTNTO 1} cdpoppayio oe OA0 To copa. H mAetioyneio avtdv
TOV TEPICTUTIKOV EKONADONKE PEGH OTIC TPMTEG OEKATETTEPLG NUEPES PETA A0 TOV EUPOALOGHO KoL
eppaviotnke Kuping og yovaikeg niikiog kdtw tov 60 etov. H ékPaon opiopévev neplotatikdv oy
Bovatneopog.

AmevBuvbeite dueca o€ YIoTpd G TEPITTOOT EUPAVIOTS CUUTTOUATOV SVOTVOLNG, TOVOL 6TO GTNHOG,
OWNHOTOG TOL TOd10D, 1 EUUEVOVTOG KOTAAKOD TOVOL PETA 0o TOV EUPoAlacud.

Eniong, amevbuvbeite oe yrotpd edv epoavicete coPapég 1 eppévovoes kepaiayieg 1 Boumn 6paon
Myeg nuépeg Hetd amd Tov eUPolacud, 1 v EREOVICETE dEPLATIKEG EKYVILMCELS 1] EVIOTIGUEVES
OTPOYYLAEG KNAIDEG EKTOG TOL oMLEIOL YOPNYNONG TOL EUPoriov Aiyeg NUEpec HETA amd TOV
euporlaco.

Howord ko £épnpor

To Vaxzevria dgv cuvietdton Y10 wondid nikiog kdto tov 18 etdv. Eni tov mopdvtog dev vapyovv
OpKETES O100ETIEG TANPOPOPIES GYETIKA e TN XpToT TOL Vaxzevria o€ Todd Kot Epfovg
KPOTEPOLG amd TNV NAKia TV 18 eTdv.

Allo @appoxo ko Vaxzevria
Evnuepoote tov y1atpd, TOV GOPULAKOTOL0 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 01 KoL YEPIOROS PUNYAVIRATOV

Optopéveg amd TG avemBounTeg evEpyeleg Tov Vaxzevria Tov ovapEPOVTaL OTNV Topaypapo 4
(IIBavéc avemBounteg evépyeleg) UTOPEL va EXNPEAGOVYV TPOSOPIVA TNV IKOVOTNTAE GOG Y10, 0d1yNnon
N xepropd unyovnudrov. Edv aicbdveote adrobecio petd tov eufoilacud, unv odnynocete 1
yeproteite pnyovnpota. [epyévete péypt va vToywPNGoVY 0TOIEGOINTOTE EMOPACELS TOV EPOAIOV
TPV 0O YNOETE 1| EIPIOTEITE PN AV LLOTAL.

To Vaxzevria mepiéyel vatpro Kot oAkoorn (a@avoin)
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Av106 T0 QapuaK0o TEPLEYEL AydTEPO amd 1 mmol vatpiov (23 mg) avd d6on 0,5 ml, ivor avtd Tov
ovopdlovpe KelebBepo vatpiov>>.

AVt T0 ApUaKOo TEPLEYEL 2 ME 0AKOOANS (aBavoing) avd 66on 0,5 ml. H pikpn mosotnto g
OAKOOANG o€ avTod T0 PdppaKko dev Ba &xel agloomnueinteg emOpAcELS.

3. Hog yopnyeitar To Vaxzevria
To Vaxzevria yopnyeitoan g éveon 0,5 ml péca og évav pv (cuvibwg otov ave Bpayiova).

Kotd ™ dibpketo ko petd and kabe Eveon tov gpPoiiov, o y1aTpdc, 0 PAPUAKOTOLOS 1) O VOGOKOLOG
oag 0o cag emPrénovy ywo mepinov 15 Aentd yio vo TopakoAovBncovy onpeio KATOog 0ALEPYIKNG
avtidpaong.

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

Orav yopnyeiton o Vaxzevria yio TV IpmdTI EVECT], 1] OEVTEPT] EVECT] Y10 TNV OAOKANPEOCT] TOV
KOKAOV ToV gUPoMacpol TPEMeL emiong va yivetan e To Vaxzevria.

Eav yéoete éva pavrefov ywa T dgvTepN £veon Tov Vaxzevria

Edv Eeydioete vo emotpéyete TV TPOYPOULATIOUEVT dpa, {nThote T GV BovAn Tov YiaTpol, Tov
(OPLOKOTO0V 1) TOV VOGOKOHOL 60G. Elval onpoavtikd va emoTpéyete yio T de0TEPT £VEST TOL
Vaxzevria. Edv ydogte pio mpoypopaTiopévn EVEaT), EVOEXETOL VO, UMV E0TE TANP®G TPOCGTATEVUEVOL
évavti g COVIDI9.

4. MBavéc avemOOunTEg evépyereg

Onwg 6la To pappaKa, £ToL Kot avTo To EUPOAI0 UTOPEL VO, TPOKAAEGEL AVETIOVUNTEG EVEPYELES, OV
Kot dgv Tapovctalovial oe 6Aovg Tovg avBpdmovg. Eqv mapatnpricete kdmoto avemiBount evépysia
TOL OEV OVAPEPETOAL GTO TAPAY PUARO OONYIDV YPNONG, EVIUEPDCTE TOV YIOTPO, TOV QUPHOKOTOL0 1)
TOV VOGOKOWO GOC.

AvalnmioTte eneiyovoa wtpikn fon0sia, sdv epeoviceTs COUUTTOUATO P0G COPAPNG AALEPYIKNG
avtidpaongc. Tétoleg avtidpdoeig pmopel va mepthapfavouy cuvovAGHO OTOIOVONTOTE Ao TAL
axoAovbo cupTTOHATO!

- aicOnpo AwoBupiog 1 CoAng

- 0AAOYEG OTOV KAPOLOKO TOAUO GOG

- OVGKOAIN GTIV AVATTVOT|

- OLPLYHOG

- TPNEO TOV YEMDV, TOL TPOSMITOV 1) TOV AULLOD

- kvidwon 1 eEavonua

— vavtio 1 £petog

— TOVOGC GTO GTOUAYL.

Or ax6rov0eg avemOOUNTES EVEPYELES UTTOPEL VO EPPAVICTOVY IE TO Vaxzevria:

oAb ovyvég (umopel va emnpedoovy mepiocdtepa omd 1 ota 10 dropa)

- evatcOnoia, dhyog, Beppotnta, Kvnouog 1 HdAorog ot 06on dmov yopnysiton 1 éveon
- aicOnpo kovpaong (kémwon) N aicOnua adiabeciog yevikd

— piyn 1 aicOnon mopetov

- KEPOAOAYiQ

- aicOnpa {dAng (vavtio)
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- apBpadyia 1 TOVOG GTOVG HLG

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

- oidnua 1 epuBpdTNTA 6TN BE0T OOV YOopTYEiTOL 1) EVESN
- mopetdg (>38°C)

- adabecia (épetog) N didppota

- YOUNAG eTiTEdO QUOTETAAIDV ATLOTOG

‘O ovyvég (umopet va ennpedoovv €og 1 ota 100 dtopa)

- vvniia M aicOnuo {aing

- pewmpévn o6peén

- OLOYK®UEVOL AEUPAOEVES

- vrepPorikn epidpwon, kvnopmdeg déppa 1 e&avOnua

oAb Xrdwvieg (umopel va emnpedoovy £wc 1 ota 10.000 dropa)
- Opoppor aipatoc cuyva og un ocvvnBeig Teployés (Ty eYKEPOAOG, EVIEPO, NTOP, CTANVAS) GE
cuvovaoUO pe YouNnAd emimeda ooneTaOAlDY

Mn yvootég (0ev pmopel va ektiundet amod ta vTapyovio dedouévar)
- cofapn arlepyin avtidpaon (avapuiaio)
- vepevatcncio

Ava@opd avemOopunTov vepyELOV

Eév napatnpijoete kdmowa avemOountn evépysra, EVI|LEPAOGTE TOV Y1ATPO, TOV QUPUAKOTOLO 1)
TOV/TI|V VOGOKON0 60G. AVTO 1oYDEL KOt Y10 KABg TBavn avemBountr evEPYELD TOL SEV OVOQEPETOL
070 TAPOV POUALO 00T YLDV YpNoNs. Mropeite emiong va avaeépete avembounteg evépyeieg anevbeiog,
LEC® TOL €BVIKOL GLUGTNOTOG AVOPOPAS TOL avaypdpeTol oto [oapdptnua V. Méow tng avapopag
avemBounTov evepyeldv umopeite va Pondnoete 6T GLALOYY TEPIGGOTEPMV TAPOPOPIDYV GYETIKA
LLE TNV 0OPAAELD TOL TAPOVTOG PUPUAKOV.

5. [og va pvraocoete To Vaxzevria
To @dapuaxo avtd Tpémel va puAGSTETOL 6E UEPT) OV Ogv TO PAETOLV Kot OgV TO POAVOLV Ta TOLOIAL.

O ytpdg, 0 PapUAKOTOIOE 1 0 VOSOKOUOG Gag eivarl vtevBuvog yia T OAAEN avTod Tov EUPforiov
KO TN GOOTY 0TOpPIYT| TUYOV 0YPNGLOTTOINTOL TPoidvTog. Ot akdAoVBeg TANPOPOPIES GYETIKA LE TN
QOAOEN, TV NUepounvia ANENG, TN ¥PNOT KoL ToV ¥EPIoUd, KaBMG Kot TNV amdppuyt, arevdovovtol
OTOVG EMAYYEAUATIEG VYELOG.

Na un ypnowonoteite ovtd To oo petd v nuepounvio ANENG IOV AVUPEPETAL GTNV EMIGTLAVON
petd v EXP. H nuepounvio Anéng eivar n tedevtaio nuépa TOL UNvol oV avoQEPETaL EKEL

dvidooete o€ yoyeio (2°C-8°C).
Mnv katonyvyeTe.
dvidooete o PLOAISLN 0TO EEOTEPIKO KOVTI Y10 VO TPOGTATEVOVTOL OO TO PG,

Amb ™ oLy TOV avolyRaTog Tov PraAdiov (mpmTn didtpnon pe ™ Peddva) Emg T Yoprynon,
QVAdooeTE TO PLOAISI0 Yo Oyt TEPIGGOTEPO amd 48 dpeg oto yuyeio (2°C—8°C). Evtog avtig g
YPOVIKNG TEPLOOOL, TO TPOidV pmopel va dratnpnbei kot va ypnoyomombei og Beppokpacies £wg 30°C
v pio povo mepiodo £mg 6 mpeg. Metd amd avtn TN YPoVviKY| TEPi0do, TO TPOIOV TPEMEL VAL
amoppipbel. Mnv 10 emotpéyete 610 Yoyeio.

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

31



To Vaxzevria mepiéyel yevetika Tpomomomuévoug opyaviopovs (GMO). Kébe aypnoponointo
eUPOAIO 1] VTOAEUUN TPETEL VO, ATOPPINTTETOL GE CUUHOPPMOOT] UE TIG KATA TOTOVG 1GYVOVGES GYETIKES
odNyieg Y10 TOVG YEVETIKA TPOTOTOMUEVOVG OPYAVIGLOVG 1] T PloAoyikd emikivovva vToleippata.
Toyov d10ppoég TPEMEL VOL ATTOALUATVOVTOL YPICILOTOLOVTOG TOPAYOVTEG LE OPUCTIKOTNTA KOTE TOV
adevoioD.

6. [epreyépeva TG GVOKEVOCING KOL AOUTEG TAPOPOPIES

T mepréyer To Vaxzevria

Mua 6601 (0,5 ml) mepiéyet:

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

*opdyetal o€ YeVETIKA TpoTOTOINUEVA gUPpuid veppikd kottapa avOpodnov (HEK) 293 péow
teyvoroyiog avacvvdvacuévov DNA.

Av10 10 TPOTIOV TTEPLEYEL YEVETIKA TPOTOTTOMUEVOLG Opyaviopovs (GMOs).

Toa dAla cvotatikd givar LIotidivn, povobdpikn vdpoyrwpikny L-1otidivn, payvioto yhoptovyo
e&abopiko, molvoopPikd 80 (E 433), caxyapdln, arBurevodiopivotetpaodikd dSvaTplo A0S Swdpiko,
VOwp Yo evéoia (BA. Tapdypapo 2 «To Vaxzevria mepiéyel vatplo kot atboavorn»).

Ep@éavion Tov Vaxzevria Kol 7EpLeOPeva TG GVGKELAGING
Evéowo evoudpnua (éveon). To evardpnua etvorl dypopo £0¢ ELaQPOS KAPE, SL0VYEG £0G EAAPPDG
Bolepo.

Mey£bn ovokevaciog:

- 8 d0oelg PloAidlo ToAhamA®V d0cemv (4 ml) pe IO EIGYDPNOTG (ELUOTOUEPES [LE CPPAYION
aAovpviov) o€ o cvokevacio Tov 10 erodiov. Kabe prodidio nepiéyet 8 doceig tov 0,5 ml.

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

Mmopel va unv KuKAOPOpOLV OAEG Ol CLCKEVAGIES

Karoyog Adcrog Kvkiopopiog
AstraZeneca AB

SE-151 85 Sodertélje

Youndia

Hopaockevaotig
AstraZeneca Nijmegen B.V.
Lagelandseweg 78
Nijmegen, 6545CG
OAhavdia

INo omoladMmote TANPOPOPIC GYETIKA [LE TO TAPOV POPUAKEVTIKO TPOTOV, TAPAKAUAEISTE VAL
amgvBuvleite otov TomIKo avTmpdcwno Tov Katodyov tng Adetog Kvukhopopiog:

Belgié/Belgique/Belgien Lietuva
AstraZeneca S.A./N.V. UAB AstraZeneca Lietuva
Tel: +32 2 808 53 06 Tel: +370 5 2141423
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Bbarapus
Acrtpa3eneka boarapus EOO/]
Ten.: +359 (2) 90 60 798

Ceska republika
AstraZeneca Czech Republic s.r.o.
Tel: +420 228 882 054

Danmark
AstraZeneca A/S
TIf: +45 89 87 04 78

Deutschland
AstraZeneca GmbH
Tel: 0800 22 88 660 (gebiihrenfrei)

Eesti
AstraZeneca
Tel: +372 6549 600

EALGoa
AstraZeneca A.E.
TnA: +30 211 1983792

Espaiia
AstraZeneca Farmacéutica Spain, S.A.
Tel: +34 93 220 20 14

France
AstraZeneca
Tél: 0 800 08 92 44 (numéro vert)

Hrvatska
AstraZeneca d.o.o.
Tel: +385 1 4628 000

Ireland
AstraZeneca Pharmaceuticals (Ireland) DAC
Tel: 1800 812456 (toll free)

Island
Vistor hf.
Simi: +354 519 3643
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Luxembourg/Luxemburg
AstraZeneca S.A./N.V.
Tél/Tel: +352 2 7863166

Magyarorszag
AstraZeneca Kft.
Tel.: +36 8 018 0007

Malta
Associated Drug Co. Ltd
Tel: +356 2277 8134

Nederland
AstraZeneca BV

Tel: 0800 70 11 (gratis)
+31 79 363 2222

Norge
AstraZeneca AS
TIf: +47 23 96 23 13

Osterreich
AstraZeneca Osterreich GmbH
Tel: +43 1711310

Polska
AstraZeneca Pharma Poland Sp. z o0.0.
Tel.: +48 22 104 60 80

Portugal
AstraZeneca Produtos Farmacéuticos, Lda.
Tel: +351 30 880 17 68

Romania
AstraZeneca Pharma SRL
Tel: +40 31 630 03 18

Slovenija
AstraZeneca UK Limited
Tel: +386 1 60 03 197

Slovenska republika
AstraZeneca AB, 0.z.
Tel: +421 2 3321 5491



Italia Suomi/Finland

AstraZeneca S.p.A. AstraZeneca Oy

Tel: +39 02 9801 4221 Puh/Tel: +358 94 24 55072

Kvnpog Sverige

Aléktop PappoxevTiky] Atd AstraZeneca AB

TnA: +357 22090050 Tel: +46 3 130 11 892

Latvija United Kingdom (Northern Ireland)
SIA AstraZeneca Latvija AstraZeneca UK Ltd

Tel: +371 68688132 Tel: +44 8000 541 028

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

AvT0 TO PUPUOKEVTIKO TTPOTIOV ExEL eykp1Oel pe T Stodtkacio ToL ATOKOAEITOL «EYKPLOT] VIO OPOVCY.
O Evpomnaikog Opyoviopodc Gappdkmv 0o agloloyel TOLAGYIGTOV ETNGIMG TIG VEES TANPOPOPIES Y10 TO
eappaxo ovtd Kot Bo emkaponolel to Tapdv PuAro Odnyrdv Xphong avordymg.

Adreg TNYEC TANPOPOPLOV

Yapdote Tov kodkd QR e pio cuoKeLT] KIVITOD TNAEPDOVOL Yo Vo AAPETE BVTES TIS TANPOPOPIESg
0E OLUPOPETIKES YADOOEC,

(=] [2]

www.azcovid-19.com

Agmtopepeig TANpoeopieg Yo To PappoKo avtod gival dabéoyeg oto diktvakd 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 oL akoloLOOVV ameEVOVVOVTOL OV O EMAYYEALNOTIEG VYELNGC:

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

[pokeywévou va Bertiwbel 1 yvnAacldnTo TV PLOAOYIKOV QUPHOKEVTIKOV TPOTOVI®OVY, TO OVOLML

Kot 0 aplOudS mapTidag Tov YOpMNYOOUEVOL PAPUAKOL TPETEL VO KATAYPAPETOL LLE CAPTVELQ.

Oodnyieg ye1popov KoL 1op1yNons
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O xep1opog avtob tov gpfoiiov Tpémet va yivetan amd Evav emayyeApatio vyeiog pe ypnon donmmg
TEYVIKNG Y10 TN S10GQAAIOT TG OTEPOTNTOG KABE dOONG.

To guPoiio mpémel va EAEYYETOL OTTTUKE, Y10L COUATIOOKT] VAT KOl OTOYPOUATICUO TPV amrd TN
xopnynon. To Vaxzevria givat aypopo £0g eEAappmdg KAPE, S1avyEég Emg eAappmg BoAepd evarmdpnpa.
Amoppiyte T0 PLOAId10, EAV TO EVOLDPNLLO EIVAL OTOYPOUATIGUEVO T TAPATPOVVTOL OPATH COUATIONL.
Mnv avoxkiveite. Mnv opoildveTe T0 EVOLOPTLLOL.

To guPoiio dev Tpémel va avapryvoetot oTny ot oOpryyo pe Ao ePOALN 1] GOPLOKEVTIKA TPOIOVTA.

O KoKhog epPforiacpod pe Vaxzevria anotekeiton and 600 Eeywpiotég 06celg Tov 0,5 ml 1 xabepio. H
dgvtepn 600m mpénel va, yopnyeitan petasd 4 kot 12 efdopddwv petd v mpmtn 66om. Ta dropo wov
&yovv AdPetl TNV Tpd T d00T TOL Vaxzevria, Tpémel va AGdPovv T dg0TEPT] 0OGT Yo VO OAOKANPDOGOVY
TOV KOKAO EUPOAAGLOD.

Kd&0e 660om gppoiriov 0,5 ml avappopdtor og pio chpryyo yio Eveon dote va yopnyndei evéopvixad,
KaTé TPOTiUN o™ otov deXToeldn| P Tov v Bpayiova. Xpnoipworomote po véa Behdva yuo
xopnyNnom, o6tav etvar duvatodv.

Eivar puctoloyikd va mopapével vypd 6To PaAidlo HETA TNV avappoOPnon TG TeAevTaiog 06one. Mia
npocbetn vepmAn pwoT TeplopPavetal og Kabe eroridio, yio va S106QaMoTEL OTL UTOPOVV VoL
xopnynBovv 8 doceig (proridro tov 4 ml) 1 10 d6ceig (praridio Twv 5 ml) tov 0,5 ml. Mn
GUYKEVTPMVETE TO MEPIGGEL EPPOLIOV amd TOALA prokidio. Amoppiyte KaOe aypnoonointo
euporto.
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