MEPIAHYH TON XAPAKTHPIETIKQN TOY IIPOIONTOX

vTo @AapraKo oVTO TEAEL LTO CLUTAN PO UATIKT TOPAKOAOVONGT. AVt Ba emTPEYEL TO Yp1YOPO
TPOGOIOPIGUO VEMV TANPOPOPLOV AGPAAELNG. ZNTEITAL 0O TOVS EMAYYEAUATIES VYELOG VO OVOQEPOVLY
0TolEcONTOTE TBUVOLOYOVUEVEG avemIBOUNTES evEpyetec. BA. mapdypoo 4.8 yia tov Tpdmo avapopdc
AVETBOUNTOV EVEPYEILDV.

1. ONOMAZXIA TOY PAPMAKEYTIKOY IPOIONTOX

Comirnaty Omicron XBB.1.5 10 pukpoypoppdpia/docn evéoiun dtacmopd

Eupoiio mRNA COVID-19 (tpomomompévev voukAeoodimy)

2. IMOIOTIKH KAI IIOXOTIKH XYNOEXH

Avto gtvan ProAidio piog d6onG 1 TOAAATADY S00E®mV Le UTAe TOHA. MV apaidveTe Tpv T Xp1on.
"Eva proAido piog doomng mepiéyet 1 66om tav 0,3 ml, BA. mapaypdpovg 4.2 kot 6.6.

‘Eva @loAidio molamhdv ddcewv (2,25 ml) mepiéyel 6 docelg tv 0,3 ml, BA. Ttapaypdeovg 4.2 kot 6.6.

Mia d6on (0,3 ml) nepiéyet 10 pikpoypappdpla pa&rolivapepdvng, éva epfoito mRNA COVID-19
(evoopotopévo og MTdKd vovooouaTidw).

H pa&rolivapepavn givor éva povokimvo ayyelopopo RNA (mRNA) pe koAvmtpa oto 5 dkpo,
TapayOUEVO LE Yp1ioN EAEVBEPNC KLTTAP®V in Vitro petaypagng amod ta aviictowyo tpdtuna DNA, mov

Kdkomolohy TV ukn tpwteivi-akida (S) tov SARS-CoV-2 (Omicron XBB.1.5).

INa tov TApn kaTdloyo Tov ekddywV, PA. Tapdypapo 6.1.

3. ®APMAKOTEXNIKH MOP®H

Evéowyun dwacmopd.

To guPoiio givar dowyng £mg eappds ortorilovoa kateyvyuévn dactopd (pH: 6,9-7,9).

4. KAINIKEX IIAHPO®OPIEXZ

4.1 OgpamevTikég evoeitelg

To Comirnaty Omicron XBB.1.5 10 pikpoypappdpla/d6cr evéoiun dtaomopd evosikvutal yio tnv
gvepynTikn avocomoinem ywo v tpdinym g COVID-19 nov mpoxoaieitar amd tov SARS-CoV-2, ¢

moold nhkiog S éoc 11 etdv.

H yprion avtod tov gpfolriov mpémet va yiveTon GOUQ®VA LE TIG EMICNUEG CUOTAGELC.



4.2  Aocoloyio Kol TpOTOC YopPYNONS

Aocoloyia

Moo nlikioc 5 éwe 11 ety (Onl. nhikioc 5 éwc kartw twv 12 gtwv)

To Comirnaty Omicron XBB.1.5 10 pukpoypopuudpto/d6cn evésyun d10emopd, yopnyeital EVOOUVIKA MG
epamnag 06on 0,3 ml yio mwadid nAkiog 5 €mg 11 etdv aveEaptHTmg TG TPONYOVLEVIC KATAGTACTG
euporacpov Evavtt g COVID-19 (BA. mapaypaeovg 4.4 kot 5.1).

I dropa mov £yovv mTponyovpévmg spPoractei pe ufoito COVID-19, to Comirnaty Omicron
XBB.1.5 npénet va yopnynOel tovAdyiotov 3 punveg petd v mo tpodcearn d6on gppoiiov COVID-19.

Bopia avoooxozeoratuévor nlikioc 5 ety kou avw

[Ipdcbetec d6oeLg pmopovv va yopnynbovv o€ dtopo Tov gival Bapid 0VOGOKATASTAAUEVO COLPOVA [LE
T1G €Bvikég ovotdoelc (BA. mapdypapo 4.4).

To Comirnaty Omicron XBB.1.5 10 pukpoypopupdpro/d6en mpémnet va ypnoiuomoteitor udvo yiol mondid
nikiog 5 éog 11 eTdv.

Hodrozpikoc wAnBvouoc

Y7rapyovv S100Ec10 TOOITPIKE CKELAGUATO Yo Bpépn kot Tadid nAkiog 6 pnvav émg 4 etov. o
Aemtopépeteg, avorpéEte oy [epidnyn tov Xapoktnpiotikdv tov [Ipoidvtog yio Ao ckevdooTOL.

H acpdleio ko anotedecpatikdtTta Tov gRfoiiov og Bpéen nAKiog KAT® ToV 6 UNvav deV €(0VV aKOLA
Tekunprooet.

Tpomroc yopnynong

To Comirnaty Omicron XBB.1.5 10 pukpoypopupdpto/d6en evéoiun dacmopd Tpémel va yopnyeiton
evdopvikd (BA. mapdypago 6.6). Mnv apai®dvete Tpwv T Xpnon.

H wpotipcdpevn Béom givor o 6eAToe101G Vg TOL Ave Bpayiova.
To epuPoiio dev Tpémet va evietar EvOoayyELOKE, VTOOOPL 1) EVOOSIEPUIKA.

To guPoiio dev Tpémel va avapuelyvOETOL GTNV 10100 GUPLYYQ. LLE OTTOLOONTOTE GAAL gPPOMa 7
QOPUOKEVTIKA TPOIOVTAL.

Mo 11g TpoeuAa&elg mov Tpémetl va Aaupdavovtol Ttpty T yopnynon tov ufoiriov, BA. mapdypapo 4.4.
[Mo 0dnyiec oyetikd pe v amoyvén, Tov ¥EPIoUd Kot TNV amoppiyr Tov pforiov, BA. mapdypapo 6.6.

DraAidio pioc doone

Ta @raAidwe piog 66ong Tov Comirnaty Omicron XBB.1.5 wepiéyovv 1 86on twv 0,3 ml epfoiriov.

. Avappoonote pia d0on 0,3 ml Comirnaty Omicron XBB.1.5.
. Amoppiyte 10 QLOAISI0 KO OTOIOVONTOTE TEPIOTLO OYKO.
. Mn ouykevip@vete mepiccto UPOAL0 amd TOAAATAG PLoAidL.
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Drolidio molhomdwy dooewy

Ta eroAidio moAlomAdv docewv Tov Comirnaty Omicron XBB.1.5 mepiéyovv 6 d6ce1c tmv 0,3 ml
epuPoriov. I'a v e€aymyn 6 d6cemV amd Eva LEPOVOUEVO OLOAId10, TPETEL VO YPNGILOTOLOVVTOL
ovplyyeg /ot BeAdveg o unAlov vekpov 0ykov. O cuvdLAGHOG cUPLYYOS Kot BEAGVOC YAUNAOD VEKPOD
OYKOoL Ogv TpEmeL vau £l vekpo Oyko peyodlvtepo and 35 pukpdittpa. Edv ypnoiponomboiy tomucég
ovPLYYeS Kal PEAOVEC, EVOEYETOL VO UV DTTAPYEL EMOPKNG OYKOC Y10, TNV €EaymYT KNG 000N G Ao €val
HeHOVOUEVO PLoAidto. AveEapTnTa amd Tov THTO cOPLYYaS Kot PeAdVaC:

. Kd&Be 660om mpémer va mepiéyet 0,3 ml epforiov.

. Edév n mocotta gpforiov mov anopével 6To erodidto dev pmopel va mapéyet pio TAnpn d6om
0,3 ml, amoppiyte TO PLOAISIO KOl OTOIOVONTOTE TEPIGG1O OYKO.

° Mn cuykevipdveTe TEPIGG10 EUPOALO 0Td TOAAATAG QLOAISLAL.

4.3 Avtevositelg
YrepevaicOnoio 6t dpacTiki ovcia 1| 6€ KAmolo amd To EKO0Y0 TOV AVOPEPOVTUL TNV TOPAYPapo 6.1,
4.4 E0kéc mpoEtdomon|cELS Kol TPOPVAAEELS KATA TN Y p1on

Iyniacipuétnta

[Tpoxeévou va, BeATiwBel 1 tyvnAaSILOTNTA TV BLOAOYIK®OV QUPLOKEVTIKOV TPOIOVTWOV, TO GVOLLO Kol O
op1OUOG TOPTIOAG TOV YOPTYOVLEVOL PUPLAKOV TPENEL VO KATOYPAPETAL LLE GUPTVELL.

I'evikéc ovotdoslg

YrepevouoOnoio ko avogvlolio

"Eyovv avapepbei copfavta avapouraliog. [Ipénet mévrote vo vdpyet dpeca d1a0Ectun KaTAAANAN
LWTPIKN OVTIUETMTIOT] KoL TOPAKOAOVONGT OTNV TEPITTOOT AVOPVAGKTIKNG OVTIOpUoTG LETA TN
xopnynon tov epforiov.

2VVIGTATOL GTEVT] TAPAKOAOVONGN Y10 TOVAGYIoTOV 15 Aemtd petd Tov epfolacod. As Ba mpémetl va
Yopnyeitan Tepaitép® d001 Tov EUPOAiov g EKEIVOVE TTOL £Y0VV TOPOLGLACEL ovaPLAASio LETE amd

mponyovpevn 06cn tov Comirnaty.

Muvokapditido. kou wepixopditioo,

Metd tov gpPoriacud pe Comirnaty vdpyet avéEnpévog kivouvog pookapditidag Kot epikapditidag. Ot
mafnoelg avtég UTopoHV va eKONA®BOHY evTog Alyv HOALG NUEPDY PETA TOV EUPOALOCUO Kot
eppaviotnkoy Kuping eviog 14 nuepav. [apatnpndnkoy cuyvotepa LeTd TOV 0e0TEPO EUPOMAGHO, KoL
ovyvotepa og vedTePoLS Avopes (PA. mapdypapo 4.8). Ta dabéoipa dedoUEVA VTOJEIKVOOLY OTL O1
MEPIGGOTEPEG TEPIMTMGELS AVAKAUTTOVV. OpIoUEVA TEPLGTATIKG OTOLTOVCAY VITOGTHPIEN EVIATIKNG
Oepamneiog kot £xovv mapotnpndei BovaTnEopa TEPIGTATIKA.

O1 emayyelpatieg Tov Topéan TG VYElag TPEmeEL va eival 6€ EMUPLANKT Yo TVYXOV GMUELN KOl GUUTTOUATOL
pooxoapditidog Kot mepikapditidog. Ot epPfoitaldpevorl (LUTEPIAAUPAVOUEVOV TOV YOVEDV 1)
QPOVTICTMV) B0l TPETEL VO, EVILEPOVOVTOL OOTE VA avalnTioovy apeot wTpikn fondela edv eppavicovy



CUUTTAOMOTO EVOEIKTIKG TN LVOKOPIITIONG 1) TS TEPKapdiTIdNG, Onm¢ (o0& Kat eniplovo) Bopakikd
GAyog, dvomvola N aicOnpa TOAU®OV PHETA TOV ELPOMAGHO.

O emaryyehpotiec vyesiog Oa mpémet va, cupuBovAiedovtar TV Kabodnynon 1/Kout Toug E01KOVG Yo T
dudyvmon kot ) Bgpaneio avthg T mddnonc.

Avudpdosic oysti{Ousves Ue ayyoc

AvTidpacelg oxeTILOUEVEG UE AYY0G, CUUTEPTAUUPBOVOUEV®Y 0y YELOTVEDLLOVOYOUGTPIKMOV OVTIOPACEWDY
(ovykonn), VTEPAEPIGLOD 1 AVTIOPACE®MY OV GYeTIlovTal Le oTpeg (.. CAAN, aictnuo ToApmy,
avénoelg Tov Kapdlakov puBpov, LETaPoAEG TNG apTNPLOKNS Ttieonc, TapatsOncia, vroisOncio kot
€QIdpmOT), UTOPEL VO TAPOVGLOGTOVY GE GYECT LE TNV 1010 T dtadikacio Tov eufortacuov. Ot
avTdpdoelg mov oyetilovtal Pe OTPES EIVaL TPOGSMPIVEG KOl DTOYMPOVV amd HOVES TOVG. XT0 dTopa Ha
TPETEL VO, GUOTNVETOL VAL BETOVV TO GCLUTTMOUATO VITOYN TOL TAPOYOL TOL EUPOALACHOV Yio a&loAdyNno.
Eivai onuovtikd va vapyovv Tpo@uAGEELC Y10 THY TOPLYN TOV TPOVUATIGHOD AOY® Atmobuuiag.

20V000, voonuato,

O gpporacpog o mpénet va avaPdiletorl oe dropa pe o&eia coPapn epmdpetn voco 1 o&eio Aoipmén. H
mapovcio ehaeplac Aoipwméng 1/t xapniot Topetov dev Ba mpénet va kabvotepnoet Tov ePPolMaco.

Opouflorsvio Kol O10TOPOYEC THS TNKTIKOTHTOC

Onwg kot pe aAleg evoouvikég evéaels, To UPOAIo Ba Tpémetl va yopnyeiTol LE TPOGOYN O ATOLN TTOV
Aapavovv avtimnktikni Oepaneio 1 ekeiva pe Bpopfomevio 1 0TOLNONTOTE SLOTOPAYT TNG TNKTIKOTITOG
(6mg apoppoPIiia) S10TL HTOpel Vo EPPAVIGTEL apLoppayio 1] LOA®TIGUOC HETH amd EVOOUVTKN
YOPNYNON OE OVTA TO ATOLLA.

Avoookateoraiuéva atoua

H amoteleopatikdtnTa Kot 1 ac@aieia tov gpforiov dev Exovv alohoynbel € avoGOKATEGTOALEV
dropa, cvpmepthapfoavouévaov ekeivav mov Aapfdvouyv avocokatactaltikn Oepaneio. H
arotereopatikotnTa Tov Comirnaty Omicron XBB.1.5 pmopel va eivon yopumidtepn o€
OVOGOKOTEGTAAUEVQ, GLTOLLAL.

A1GpKEIQ THS TPOCTATIOC

H dudpketa g mpootaciog mov mapéyetol amd 1o ePoOrto sivat Ayvoaotr, kabng BpickeTatl akdpo vtod
TPOGIOPIGUO HECH GUVEXILOUEVOV KAIVIK®DV OOKIUMYV.

Hepiopiouoi tnc arotelsouotikotnToc Tov gufoiiov

Onwg kot pe kabe epPorio, o epupfortacudc pe Comirnaty Omicron XBB.1.5 umopei va unv tpoctotevet
OA0VG TOVG ANTTEG TOL gUPolriov. Ta dTopa EVOEXETUL VAL UMV TPOCTATEVOVTAL TANPMG UEYPL 7 MUEPES
HETH TOV EUPOMAGLO TOVG.

4.5 Allemopdaosic pe GALO QUPPIKEVTIKA TPOIOVTA Ko GAheg popPEéc aiiniemiopacng

Agv éyovv tporypatonomOel peAétec OAANAETIOPAGEWMY.

H ovyyopnynon tov Comirnaty Omicron XBB.1.5 pe dAlo epfoiia dev £xet pehetnOet.

4



4.6 Tovipétnra, KONON KO Yorovyia

Konon

Agv vrapyovv axoun dabécipo dedopéva oYeTIKA pe T ypnomn tov Comirnaty Omicron XBB.1.5 katd ™
SLApPKELDL TNG EYKVLLOGVVTG.

Qo16060, £vag peydlog aptBpog 0ES0UEVOV TOPATHPNONG ATd EYKVES YUVOIKEG TTOV EUPOALAGTNKOV UE TO
apykd eykekpipévo gpPoio Comirnaty KoTd T SIGPKELD TOL SELTEPOL Kol TPITOL TPIUNVOL dev £de1&av
aHENGT TOV SLGUEVAOV EKPAGEDV TNG EYKLUOGHVNC. AV Kol T0, 0e00UEV GYETIKO UE TIG EKPAGELS TNG
€YKVpooHYNG HETA TOV EUPoAlocd KaTA T S1APKELN TOV TPMTOL TPLUIVOL EIVOL TPOG TO TAPOV
nePLopIoévVa, oev Exel Tapatnpnel avénuévog kivduvog amofoine. MeAéteg oe {ma dev kaTédEEOV
dupeon M éupecn To&IKOTNTO GTNY EYKVUOGVVT], TNV avATTLEN TOL EUPPVOV/KLNUATOS, TOV TOKETO ) TV
avamtuén petd ) yévvnon (PA. mapdypao 5.3). Me Baon ta dabéciua dedopéva pe GAAES TapOAAAYEG
Tov guPoiiov, To Comirnaty Omicron XBB.1.5 umopei va ypnoyomomBei katd t dudpkela g
EYKLULOoVVNG.

Oniacudg

Agv vdpyovy axoun dabéotpa dedopéva oyeTikd e ) ypnomn tov Comirnaty Omicron XBB.1.5 katd
™V dtapKeLe ToL ONAacLov.

Qo1660, dev avapéveral enidpaoct ota Onhalovra veoyévvnto/Ppépn, ETEON 1 GLOTHUATIKN EkOECT] GTN
OnAdlovca puntépa oto gpPorto sivar apeAntéa. Aedopéva Tapotrpnong omd yovaikeg mtov Onialav petd
Tov gufolacud pe o apykd eykekpipévo epPoio Comirnaty dev €dei&ov kivovvo avembountwov

evepyelmv ota OnAalovta veoyévvnra/Ppéen. To Comirnaty Omicron XBB.1.5 pmopei va ypnoipomom el
Kot TV 014pKELD. TOV ONAAGHOD.

Tovipdtta

Meléteg oe (da dev katédel&ay dueon N EUecn ToEKOTNTO OTNV avamapay®yikn tkavotnto (PAéne
mopdypaeo 5.3).

4.7 Emopaceig 6ty IKAvOTNTA 001]Y161)G KOL YELPLGHOV PN UVIILATOV

To Comirnaty Omicron XBB.1.5 dev &yet kapia 1 £l 0CHUOVT EXLOPACT] TNV KOVOTNTO 001YNONG KO
YEPLOLOV UNYovNLATOV. Q6TOGO, OPICUEVES OO TIG EMOPAGELS TOL AVOPEPOVTOL GTIV TOPAYPaPo 4.8
UTOPEL VO ETNPEACOVY TPOCOPLVE TNV TKAVOTNTO 00N YNOTG 1] YELPICUOD UNYOVILATOV.

4.8 AvemOopnteg evépyereg

[Iepiinyn Tov TPOEIA AGQAAELNC

H aoc@dieia tov Comirnaty Omicron XBB.1.5 cuvéyetat amd to dedopéva ao@aielag amd 1o
nwponyovpevo gupoito Comirnaty.

Houoie nhixiog 5 éwg 11 ety (onl. nhikiag 5 éwg karw twv 12 etwv) — et and 2 000e1g

> Melét 3, ovvorikd 3.109 modid nhkiog 5 émg 11 etov Ehafoav TovAdyiotov 1 66om ToL apyikd
eykekpipévov epporiov Comirnaty 10 pg kon cuvorkd 1.538 moudid nikiog S €wg 11 etodv Elafav
€IKOVIKO @dpuaxo. Katd tov ypdvo g avaivong e Merémng 3 ddong 2/3 pe dedopéva puéypt mv
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nuepounvio amokonmnc 20 Maiov 2022, 2.206 (1.481 Comirnaty 10 pg kot 725 €1Kovikod QAPLOKO) Ao
Exovv mapokorovdndei yio > 4 piveg petd ™ de0TEPT 00N OTNV EAEYYOLEVT LE EIKOVIKO PAPLLOKO
Tvplomomuévn mepiodo mapakorovdnong. H a&lohdynon g acedretog otn Melét 3 Ppioketal o€
eEEMEN.

To cuvolkd Tpoeik acpdielag Tov Comirnaty oe GUUUETEYOVTEG NAKiag S ég 11 eTdv fTav TapOUO10
LE eKelvo oV TopatnpnOnKe oe cLUUETEYOVTEC NAMKIG 16 €TV Kot avm. Ot cuyvOTEPES AVETIOOUNTEG
evépyeleg ota moudtd nAtkiog 5 €og 11 etav mov EhaPav 2 ddcelg tav dhyog g Béong éveong (> 80%),
konwon (> 50%), keparodryio (> 30%), epuOpdtnTa Kot oidnua tng BEong Eveong (= 20%), poadyia, piyn
ka1 dappota (> 10%).

Houdwa nhiiag 5 éwg 11 etwv (. nhikiog 5 éwg karw twv 12 1wv) — UeTE, TV AVOUVHOTIKY 000N

Ye éva Voo Voo amd T Melét 3, cuvolikd 401 wondid niwiag 5 émog 11 etcdv Ehafav avapuvnotikn
00601 tov Comirnaty 10 pg tovAdyiotov 5 uiveg (e0pog 5 €m¢ 9 UVeEC) HETA TNV OAOKAN PO TNG
TPWTOYEVOVC oelpdc. H avdivon tov vmocuvorov g Merég 3 ®dong 2/3 Paciletar o€ dedopéva Emg
™V nuepounvia aroxonng 22 Maptiov 2022 (dudpecog xpovog mapokorovdnong 1,3 unqveg).

To cuVoliKO TPOPIA CPAAELNG Y1 TNV AVOALVNOTIKY 0061 TOV TAPOLO10 LE EKEVO TTOV TapaTnPONnKe
HeTd tov Tp@toyev] KOKA0. Ot cuyvoTtepeg avemBOUNTEG EVEPYEIEG OTA O NAKioG 5 €wg 11 etdv
Nrav diyog g Béong éveong (> 70%), komwon (> 40%), keparakyio (> 30%), pooiyia, piyn,
gpuBpdTa Kot oidnpa g Béong éveong (> 10%).

Egpnpor nlxiog 12 éwg 15 etwv — peta omo 2 d0oeig

e o ovdlvon e Hokpoypoviag mapoakoAovinong e acedieiag ot Melétn 2, 2.260 épnpot

(1.131 Comirnaty kot 1.129 gikovikd @appoko) fray niikiag 12 £mg 15 etdv. Amo avtode, 1.559 épnpot
(786 Comirnaty kot 773 eucovikd @dpporo) £xovv mapakorlovdndei yio > 4 piveg puetd m dedtepn do0om).
H a&ohoynon g aopdireiag otn Mekét 2 Bpioketon o€ e£EMEN.

To cuvolkd Tpoeik acpdrelag Tov Comirnaty og epifovg 12 éwg 15 etdv fTav TOPOUOL0 LE EKEIVO TOV
mapotnpnonke og cuoppetéyoviec nhkiog 16 eTdv kat dve. Ot o GuyVES avemBounteg evépyeleg o
epnPouvg nhkiag 12 émg 15 etdv mov éhafav 2 ddcelg NTav dAyos tng Béong Eveong (> 90%), kdrwon kot
keparalyla (> 70%), poakyia ko piyn (> 40%), apBparyia kor wope&io (> 20%).

2ouueteyovres nhikiog 16 etV kKot avaw — UETa amo 2 000ELS

2 Melét 2, ovvorikd 22.026 coppetéyovteg nikiag 16 etodv ko dvo Ehapav tovhdyiotov 1 d6om Tov
Comirnaty 30 pg kot cuvoAikd 22.021 coppetéyovteg nikiag 16 eTdv kol avo EAafoy uovikd PapUoKo
(ovumepirapPfovopévav 138 kar 145 gpnfov nikiog 16 kot 17 etdv otig opnddeg tov gufoiiov Kot Tov
EIKOVIKOV Qapudiov, avtiototya). Xvvolkd 20.519 coupetéyovteg nhikiog 16 etmv kot dveo Elapov

2 d6c¢e1c Tov Comirnaty.

Koatd tov xpodvo g avdivong g Mehétng 2 pe anokon) Tov dedopévev otig 13 Maptiov 2021 yia v
eLEYYOLEV LE EIKOVIKO QAPLLOKO TVPAOTOMUEVT TEPT0O00 TAPAKOAOVONGONG £MG TIG NLLEPOUNVIES APOTG
NG TVPAOTOINONG TOV GLUUETEXOVI®V, GLVOAKE 25.651 (58,2%) cvppetéyovteg (13.031 oto Comirnaty
kot 12.620 o670 eucovikd papuoko) niikiog 16 etmv kot dve elyav Tapakoiovdndel yio > 4 uvec petd
devtepn 6601. Avtd cvumepiédafe cuvoAtkd 15.111 (7.704 oto Comirnaty kot 7.407 610 €1KoViKd
(AapuroKo) cLpUETEYOVTEG NAKiag 16 £wg 55 etdv kot cuvoikd 10.540 (5.327 oto Comirnaty kot 5.213
OTO EKOVIKO (PAPLOKO) CUUUETEXOVTEG NAIKIAG 56 ETOV Kol AV®.

O1 10 GUYVEG avemBOUNTEG EVEPYELEC GE CLULETEXOVTEG NALKIaG 16 TV Kol dve Tov Ehafav 2 ddcelg
nrav diyog g Béomng éveong (>80%), komwon (>60%), keparadyia (>50%), poaryia (>40%), piyn
(>30%), apBparyio (>20%), mope&ia kar oldnpa ot B€om Eveong (>10%) ko rav cuviBoe NS M
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UETPLOG EVTOOTC KOl DITOYMPNOUV TANPOC EVIOC LEPIKDOV NUEPDV LETA TOV ERPOoALacd. EAappmg
YOUNAOTEPT) GUYVOTNTA GUUPBAVI®OV OVTIOPUCTIKOTNTOG GUCYETIOTNKE UE PEYOADTEPN NAIKIaL.

To mpoik acpdieiag o 545 cvupetéyovreg nhikiag 16 etodv kot dvo mov EAafav to Comirnaty, ot
omoiot rav opobBetikoi Yo SARS-CoV-2 katd tnv &vapén, frav Tapouolo e EKEivo Tov mapatnpeiton
GTOV YEVIKO TANOVGUO.

2ouueteyovres nAikiog 16 €TV Kol AV — UETA THY AVOUVHTTIKY 0001

"Eva vroohvolo and Tovg ovppetéyovreg atn @aon 2/3 g Merétng 2 pe 306 evilikeg nlikiog

18 émg 55 TV, o1 omoiol oAoKApOoay TOV apyikd KOKAO 2 d6cemv Tov Comirnaty, Elafav pia
avopvnotikn d6or tov Comirnaty mepinmov 6 univeg (evpog 4,8 £wg 8,0 punvec) petd ™ Aqym g Aodong 2.
YUVOAIKA, Ol CUUUETEXOVTES TOV EAAPOY OVOUVTOTIKT 060N iy S1UESO XpOVO Tapakolovdneng

8,3 uveg (evpog 1,1 émg 8,5 punveg) kon 301 cvppetéyovieg TapakoiovdndnKay yio > 6 pnveg Hetd v
avapvNoTIKY 060M Emg TV nuepounvia arokomng (22 Noegufpiov 2021).

To cuvoAKd TPOPIA ACPALELNG Y10 TNV OVOLVIOTIKY 0061 TAV TAPOUOL0 HE EKEIVO OV TTopatnpnnKe
petd omd 2 dooels. Ot cuyvotepeg avemBOUNTEG EVEPYELIEG OTOVG GLUpETEYOVTEG NALKioG 18 £mg 55 etV
nrav diyog g Béong éveong (>80%), komwon (>60%), kepararyio (>40%), poodyio (>30%), piyn kot
apBpadyio (>20%).

> Mehém 4, pio eEleyyduevn Ue EIKOVIKO QAPLOKO UEAETT] OVOUVIGTIKNG dOCTG, GUUUETEYOVTEG NALKIOG
16 etddv Ko dve mov evtdyOnkay and ™ MeAétn 2 éhaPav pio avapvnotikn 66on Comirnaty

(5.081 ovppetéyovteg), N eKovikd Aapprako (5.044 GUUUIETEYOVTES) TOVAGYLIOTOV 6 PVEG PHETA TN debTEPT
5001 tov Comirnaty. UVOAIK(, 01 GUUUETEXOVTEC TOV EAOPOV OVAUVNGTIKY 006N giyov dldueco ypdvo
mapokorovdnong 2,8 uivec (evpog 0,3 €wg 7,5 UAVEC) UETE TNV OVAUVNGTIKT 00GT GTNV TVPAOTOINUEVT,
EAEYYOLEVN LE EIKOVIKO PAPLAKO TEPTOO0 TAPAKOAOVONGNG EMG TNV NUEPOUN VIO OTOKOTNG

(8 DePpovapiov 2022). And avtove, 1.281 ocvppetéyovreg (895 Comirnaty kot 386 £1kovikd QApHLOKO)
&yovv mapakolovdndei yia > 4 uveg petd v avapvnotikn 66cm tov Comirnaty. Agv avoyvopioTnKoy
véeg avemBounteg evépyeteg tov Comirnaty.

Avouvnotikn 00on uetd, Tov kopio guforiacud ue évo, alro eykerxpiuévo sufioiio COVID-19

e 5 aveEaptnTec LEAETEG GYETIKA HE TN XPNOT avoUvnoTIKNG 600mng Comirnaty og dtopo Tov giyoy
0AOKANPOGEL TOV KVUPLO gpPoracpd pe Eva aAlo eykekpiuévo gppoio COVID-19 (etepdioyn
avopVNoTIKY 060M), deV avayvopioTnKoy véo BEuata ao@AAELNG.

Comirnaty 7[000'0(0,[100',116"\/0 otny OMZKDOV

Touois nhixiog 5 éwg 11 ety (onl. nhikiag 5 éwg katw twv 12 e1@Iv) — UETE, THY OVOUVHOTIK] dO0N
(tétapty doon)

Y éva vmochvoro amd T Melét 6 (Pdon 3), 113 cvppetéyovieg nhikiag S €og 11 etdv ot omoiot giyov
olokAnpaaoel 3 dooelg Tov Comirnaty, EAafav avapvnotiky 60on (tétaptn d6om) tov Comirnaty
Original/Omicron BA.4-5 (5/5 ug) 2,6 émc¢ 8,5 ufiveg petd tn Aym g Adong 3. Ot GOUUETEYOVTES TTOV
élofav avapvnotikn 66om (tétaptn d6omn) tov Comirnaty Original/Omicron BA.4-5 giyav didpueco ypdvo
mapoKoAovONoNG TovAdyiotov 1,6 unvec.

To cuvolikd TPoPik aoPIAENS Yio TNV avapvnoTikn 60cm tov Comirnaty Original/Omicron BA.4-5
(tétaptn 600M) NTOV TOPOUOL0 LEe ekEIVO TOL TTapatnpNONKe petd and 3 d0oelg. Ot cuyvoTEPEG
avemBOUNTEG EVEPYELEC GE GLUUETEXOVTEG NAIKING 5 €mg 11 gT@v NTav dAyog g 0éong éveong (> 60%),
konwon (> 40%), keparoryio (> 20%) kot poikoc movog (> 10%).



2ovuueteyovres nhikiog 12 etmv kot ava — ueta omo puio, avouvnotixy ooan tov Comirnaty
Original/Omicron BA.4-5 (téroptn doon)
Ye éva vmochvoro amd T Melét 5 (Pdon 2/3), 107 ocvppetéyovieg niikiog 12 g 17 etdv,
313 ovppetéyovieg nAikiog 18 émg 55 etmv ko 306 cuppeTéyoviec nMkiog 56 €Tdv Kot Gve ot omoiot

elyav ohoxkAnpacetl 3 66celg Tov Comirnaty, EAafov avapvnotikn 06on (tétaptn d6on) tov Comirnaty
Original/Omicron BA.4-5 (15/15 pg) 5,4 éw¢ 16,9 pveg petd ™ Anymn g Adong 3. Ot GUUUETEXOVTES
7ov éhafav avouvnotikn doon (tétoptn 66om) tov Comirnaty Original/Omicron BA.4-5 eiyav didpeco
XPOVO TapakoAovOnong tovAdytotov 1,5 unqvec.

To cuvorikd TPoPiA aoPIAENG Yio TNV avapvnoTikn 86cm tov Comirnaty Original/Omicron BA.4-5
(tétaptn 600M) NTOV TOPOUOL0 LE EKEIVO TOL TTapaTNPNONKE uetd and 3 docels. Ot cuYVOTEPES
AveTBOUNTEG EVEPYELES GTOVG CLUUETEXOVTEC NAKiaG 12 €TV Kot Avem NTov dAYog Tng Béomg

éveong (> 60%), kémwon (> 50%), keparalyio (> 40%), poikog tovog (> 20%), piyn (> 10%) ko Tévog
oTig apBpaoceig (> 10%).

Katdloyoc o€ popen mtivoko tomv avertfountwv evepyelimv omd tic kKMvikéc uelétec tov Comirnaty Ko

tov Comirnaty Original/Omicron BA.4-5 ko tnv gumeipio petd tnv kukAo@opia tov Comirnaty o€ drouo,

nAKiog 5 eTdv Kot Gve

Ot avemBOunTeC EVEPYELEG TOL TTOPATPNONKAY KATA TN SLAPKELN TOV KAMVIKOV UEAETOV Topatifevton
TOPOKATO COLPOVA LE TIC aKkOAOLOEG KT YOpieg cLYVOTNTAG:

[ToAb cvyvéc (=1/10),

Yuyvéc (>1/100 émg <1/10),
Oy ovyvég (>1/1.000 £mc <1/100),
Ymévieg (=1/10.000 £émg <1/1.000),
Mo\ omdvieg (<1/10.000),
Mn yvootég (dev umopobv vo, ektiunBovv pe Baon to diabéciio dedopéva,).

Mivaxag 1. AvemOOunteg evépysieg oo Tic kKMvikég dokipég Tov Comirnaty kot Tov Comirnaty
Original/Omicron BA.4-5 kol Tnv gpumeipio petd Tnv kukho@opio Tov Comirnaty og
artopo NMKigS S ETOV Kot dve

Kotyopia/opya | IIoAd ovyvég Yuyvég Oy ovyvég Yravieg oAb omavieg | Mn yvootég (dgv
ViKé cveTNO, (=1/10) (=1/100 ¢mg (=1/1.000 ¢mg (=1/10.000 (<1/10.000) NTOPOVY Va.
<1/10) <1/100) £m¢ <1/1.000) eKTIUN00VV pe
paon Ta

owbéopna
dgdouéva)

Awtapayég Tov Agppadevorn

OLLLLOTTOINTIKOV aBer0”

KOl TOV AEUPIKOD

GUGTAUOTOG

Awtapoyég Tov Avtidphoelg Avopoiadio

OVOGOTOUNTIKOV vrepgvatctnoiog

GLOTIHLLOTOG (m.y. e€GvOnpa,

Kvnoudg, kvidmon?,
ayygooidnua)

Awtapayég Tov
petafoMcpon
kot g OpEymg

Meiwpévn 6peén

Poylatpicég
STopoyés

Abnvia




Awrtapoyéstov | Keporokyio Z&An?, O&eia [apoicOnoio?,
VELPIKOV AnBapyog TEPLPEPIKT] YnoisOnoio®
GUGTALLOTOG TapdAvon ToV
TPOCOTIKOD
vevpov!
Kapdiokéc Mvokapditida?,
Sratapoyég Mepucapditida’
Awrapayéc tov | Atdpporad Nowtia,
YOGTPEVIEPIKOD éuetoc®
Awtapoyég Tov Yrepdpwaoia, IToAvpoppo
SEPLLOTOG KOl TOV Eneic6d1a gpuOnuad
VT0SOP1OL 16TOV VOKTEPWVNAG
£QidpmoNg

Awrtapoyés tov | ApBpodyia, IIovog oto dxpot
LVOGKEAETIKOD Moaodyia
GUOTALATOG KOt
TOV GLVOETIKOV
16700
Awtapayég Tov "‘Evtovn
OVOTOPAYOYIKOV gpunvoppota”
GLGTIHLLATOG KOl
TOV UAGTOV
Tlevikég Akyog g Epvbpoémta |EEacOévnon, Exrtetapévo
SaTapoyég Kot Béomg éveong, |otn Béom Koakovyia, oidonua tov
kataotdoeig g | Konwon, éveong Kvnopodg ot Béon gpforacuévon
000V yopnynong | Piyn, éveong dpov?,

MMvpe&ia, Oidnua 610

Oidnua ot pOGHTO

0éom éveong

0. Z& GUUUETEXOVTEG NAIKING S ETAV KOl AV, avapEépOnke vYNAOTEPT GLYVOTNTO Aeppadevonddetlog Letd amd
avapvnotikn (£ 2,8%) d6on amod 0,tL petd and npwtoyeveis (< 0,9%) d6celg Tov gpfoiriov.
B. H xatnyopio cuyvoTNTOG Y10 TNV KVIO®MGN KOl TO OYYE00IdN L0 )TAY GTAVIEG.
v. Kotd ) duidpkelo g TepLodon mapakoAlovdnens e oo@aAELng TG KAVIKNG SOKIUNG LEXPL TIC
14 NoegpPpiov 2020, o&eia mepipepikn TOPAAVGT TOL TPOCOTLKOV VELPOL (1] ThpeESN) avapEpOnKe amd TEcoePlg
GUUHETEXOVTEG 0TV opLdda Tov gpforiiov mRNA COVID-19. H évapén g mopdiuons Tov Tpocmmikod vehpou
Nrav v Hpépa 37 petd ) Adon 1 (o cvppetéymv dev Elafe t Adon 2) ko tig Huépeg 3, 9 kar 48 petd
Adon 2. Aev avaeépbnkay Teprtdoelg 0&elog TePLPEPIKNS TAPAAVGTG TOV TPOCOTKOV VELPOL (1] TAPESNG)
GTNV OLLASA EIKOVIKOD QapLLAKOV.
. AvemBOuntn evépyela mov kabopiotnke LeTd TV KuKAoopia.
€. Avagépetat oto ¥€pt dmov yopnynOnke to guforio.

oT. Yynhotepn cvyvommra mupetiag mapatnpndnie petd tn 6g0tepn 00N 0 GUYKPIOT| LE TNV TPATN dOGM.

. Metd mv xukhogopia tov gpforiov oy ayopd, ovagépdnke oidnuo oto TpdS®TO 0o epPolalopevong pe
LGTOPIKO XPNONG EVEGIUOV SEPUATOAOYIKDV ELPVTEVUATOV.

n.  EpvOpomta g Béong éveong epeaviotnike o€ VYNAGTEPN cLYVOTNTA (TTOAD CLYV) o8 TOUdLA NALKiNG
5émg 11 etdv.

0. Toa meplocdTEP TEPIOTUTIKA QOivVETOL OTL OEV Elval GoPapd Kot £XOVV TPOSM®PIVO YOPOKTPAL.

[Ieprypo@n emAeyUEVOV OVETOOUNTOV EVEPYEIDV

Muvoxopditidoo kou Tepikopditioo,

O avénuévog kivovvog pookapditidoag Letd tov epfoiacud pe Comirnaty ivor vymAOTEPOS GE VEOTEPOVS
avdpeg (PA. mapdypapo 4.4).




ADO peyleg EVPOTUIKEG POPUAKOETLONLOAOYIKEG LEAETEC OELOAOYNGAY TOV ETITAEOV KIVOUVO Y10l TOLG
VEOTEPOLG AVOPEG LeTA TN debTEPT 600T Tov Comirnaty. Mia pedétn kotédei&e 6Tl g drdoTNUA 7 NUEPDV
HEeTA TN dgvTEPT OOGT T EMITAEOV TEPIOTAUTIKG, pvokapditidag ftav mepinov 0,265 (95% AE 0,255 -
0,275) otovg dvdpeg nikiag 12-29 etwv ava 10.000 dropo 6e cOYKPIOT LE TO ATOLO TTOV OEV Elyov
euporactel. Xe pia GAAN perétn, o dtbotnpa 28 nuepdv petd ) dedtepn 600, vanpéav 0,56 (AE 95%
0,37 - 0,74) emmAéov mepiotatikd pookapditidag o dvopeg nhikiog 16-24 etdv ava 10.000 drtoua oe
oLYKPLoN Ue dTopa Tov dgv elyav epporlactel.

[epropropéva 6edopéEVE LTOSEIKVDOVY OTL 0 KIVOLVOG LLOKOPITTIONG Kot TEPTKAPIITIONG LETA TOV
epporacud pe Comirnaty og moudid nikiog 5 émg 11 e1dv @aiveton va givol YapnAotepog amod 0,11 6TIg

nAkieg 12 émg 17 etmv.

Avopopd mavoloyoduevev avemlBOUNTOV EVEPYELDV

H avaeopd mBovoloyoduevmv avemiBountomy vepyei®mv HETE amd T Yop1ynon ddelg KUKAOPOpiaG TV
(OPLOKEVTIKOV TPOTOVTOG ivorl onuovTikn. Emitpénetl ) cuveyn mapaxoiovdnon tng oxEong opEAOVG-
KIVOLVOL TOL POPUOKEVTIKOD TPOIOVTOG. ZNTEITOL OO TOVG EMAYYEALOTIEG VYEING VA OVOPEPOLV
0TOECONTOTE TOBAVOLOYOVUEVEG AVETIBOUNTES EVEPYELEC LECH TOV €0VIKOV GLGTNLLOTOG AVAPOPAS KOl VoL
mepthappavoouv tov apBpod maptidag/Lot edv eivan dabécipog:

EA\Goa Kvmpog

EBvikoc Opyaviopuog @appakmv DopuaKeEVTIKEG YINPETTEG
Meooyeimv 284 Ymovpyeio Yyeiog

GR-15562 XoAapyoc, ABMva CY-1475 Agvkwoia

TnA: +30 21 32040380/337 TnA: +357 22608607

®ag: +30 21 06549585 Dag: + 357 22608669

Iotétomog: http://www.eof.gr Iotétomog: www.moh.gov.cy/phs

4.9 Ynagpodocoroyia

Agdopéva vepdocoroyiag givar drabécia amd 52 GLUUETEXOVTEG TNG LEAETNG TTOV GLUTEPIANPON KOV
TNV KMVIKT SOKIN 01 0Toiol, AOY® COAALATOG OTNV apaiwon, EAafav 58 pukpoypappdpio Comirnaty.
O Aqmteg Tov gpPoriov dev aviéeepay aHENGCT] TG AVTIOPUCTIKOTNTAG 1) TOV AVETIOOUNTMOV EVEPYELDV.
Ye mepintmon vIEPS0GOA0YING, CLUVIGTATOL TAPAKOAOVON G TV {MTIKOV AEITOVPYIdV Kot Thavn|
CLUTTOUOTIKY Oepameia.

5. OAPMAKOAOI'IKEX IAIOTHTEX

51 ®@appoxodvvopIKEG 1010TTES

dappokobepamentikn katnyopio: euforta, ukd eupoita, kwduog ATC: JO7BNO1

Mnyoviopudc dpdonc

To ayyeMopdpo RNA tpomomomnpévaov voukieootdiov oto Comirnaty Lop@omoleital 6e MmOKA
VOVOo®UOTIOW, T0 0Toio eTLTPETOVY TNV €l0000 ToL Un moAlomAacialopevov RNA ota kdtTopa-
EevioTég kaBodNydVTOC TNV TaPodkn Ekepacn Tov avtiyévov S tov SARS-CoV-2. To mRNA
KOOKOTOLEL Y10 TNV TANPOLS UNKOLS pHeUPBpavikn TpmTeivn S pe 600 onuelakés petarlhdielg evtog g
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KeVIPIKNG EAKaG. H petdAlaén autdv tov 600 apvoEEmy og TPoATv KAEWODVEL TNV S 6T OLOUOPP®OT)
TPooLVTNENG, M oTola Efvol Lo AVTIYOVIKG TPOTIUMUEVT dlapopewot). To eufoiio mpokaiel amavinoelg
€E0VOETEPOTIKOV AVTICOUAT®V Kol KUTTOPIKNG 0VOCIOG GTO avTLyovo akidag (S), ol omoieg pmopel va
GUVEIGPEPOLY oY Ttpoctacio Evavtt ng COVID-19.

AmotelsopatikdTnTo,

Comirnaty mpooopuocuévo oty Ouikpov

Avoooyovikotyto. o€ ouoia nlixiog 5 éwg 11 erwv (Oni. nlixiag 5 éwg kdrw twv 12 eTcdv) — ueta v
ovouvnotikn 0oon (tétapty doon)

e o avaivor evog vtoouvorov amd tn Merém 6, 103 cvppetéyoviec nikiog S émg 11 etdv, o1 onoiot
elyav AaPel TPoNyoOLUEVMG LId TPMTOYEVH GEPA 2 HOCEMV Kol [ avapvnoTikn 66com pe Comirnaty,
EhaPav pia ovapvnotikn ooon (tétaptn d6o1) Comirnaty Original/Omicron BA.4-5. To amotedécpota
TEPMAUPAVOUY SESOUEVE, CVOGOYOVIKOTNTOG OO £VOL GLYKPITIKO VITOGVVOAO GUUUETEXOVTOV NAIKIOG

5 éwg 11 etdv otn Mehétn 3 mov EhaPav 3 d6ceig Comirnaty. ZTOVG GUUUETEYOVTEG NALKIOG

5 éwg 11 et@v mov ElaPav tétaptn d6on Comirnaty Original/Omicron BA.4-5 kot 6Toug GUUHETE OVTES
niwiag 5 éog 11 e1@v mov éhaPav Tpitn d6on Comirnaty, to 57,3% kot 0 58,4% ftav Betikol yuo
SARS-CoV-2 xatd v évapén, avtictotyo.

H avocoamoxpion 1 uiva. HETA amd (o avavnotikn 60om (tétaptn 66om) tov Comirnaty
Original/Omicron BA.4-5 npokdiece yevika Topduolovg e1dtkovg yio Oukpov BA.4/BA.S
€E0VeTEPOTIKOVE TITAOVG GE GUYKPIOT] LLE TOVG TITAOLG GTY] GLYKPLTIKN opada Tov Elafe 3 dooelg
Comirnaty. To Comirnaty Original/Omicron BA.4-5 ntpokdAece emiong mopOUolovg E101KOVG Yo TO
GTELEYOG AVOPOPAS TITAOVG G€ GUYKPIOT LE TOVE TITAOLE GTI GUYKPLTIKT OUAda.

Ta amoTEAEGHOTA TG OVOGOYOVIKOTNTAG TOV EUPOAIOV HETA OO [0l CLVOVIOTIKY] OOT] GTOVG
ouppetéyovreg nAkiog S éoc 11 et@v mapovoidlovror otov [ivaxa 2.
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Hivakag 2. MeAéTn 6 — AGY0S YEOUETPIKOV HECMV KO YEMUETPIKOL HEGOL TITAOL — GOUUETEYOVTES NE
1N yopic evdsitag hoipméne — nhkiog 5 £mg 11 et@v — tAn0vopég alroroyioiung

OVOGOYOVIKOTNTOS
Opado gpPoriov (6nmg ekywpRdnke/Toyarorondnke)
Melrétn 6
Comirnaty
(Original/Omicron Mehétn 3 Mehétn 6
BA.4/BA.S) Comirnaty Comirnaty
10 pg 10 pg (Original/Omicron
Aokipacia Xpoviko Adéon 4 xn Adéon 3 kK BA.4/BA.5)/Comirnaty
cCovdeTépoon| onueio 1 pivo petd ™ Adon 4 1 piva petd T Adon 3 10 pg
c derypatol GMT? GMT? GMR?®
SARS-CoV-2 | nyiec” nf (95% CIY) nf (95% CIY) (95% CI®)
IIpw tov
Omicron epfoArlaco 488,3 248,3 -
BA.4-5 - NT50 102 (361,9, 658.8) 112 (187,2,329,5)
(tithog)* 2.189,9 1.393,6 1,12
1 prvog 102 | (1.742,8,2.751,7) 113 (1.175,8,1.651,7) (0,92, 1,37)
IIpw tov
>téleyog epfoArlaco 2.904,0 1.323,1 -
ovopopag - 102 | (2.372,6,3.554,5) 113 (1.055,7, 1.658,2)
INT50 (tithog)* 8.245,9 7.235,1
1 pvog 102 | (7.108,9, 9.564,9) 113 (6.331,5, 8.267,8) i

Yvvropoypaeies: CI = didotnpa epumiorocivig, GMR = Adyog yeopetpikdv pécwv, GMT = yempuerpkdg Hécog

tithog, LLOQ = katdtepo 6pto mocsotikomoinong, LS = pébodog tov ehoyict@v teTpoydvav,

N-decpevtikd = decpevtikd o€ vovkieonpateiveg SARS-CoV-2, NT50 = eEovdetepmtinog tithog 50%,

SARS-CoV-2 = kop@voidc mov Tpokaiei 10 Gofapd 0&H avamvensTIKO GUVOPOLO TOTTOV 2.

a. Koabopiopéva amd 1o TpotdKoAlo ¥poviKd onueia yio T GLAAOYT SElYLOTOG AipLoTOG.

B. n=ApiOudc GUUUETEXOVTIMV e EYKLPO Kot KOOOPIOUEVO ATOTEAECLLOTA SOKILAGIOG Y10 TI GUYKEKPILEVT
doKipacio 6To SESOUEVO YPOVIKO GTUEID dELYHOTOANWIOG.

v.  OtGMTs kot ta apeinievpa 95% Cls vmoroyiomnkav pe exfetikomoinon tov AoyapBuikod Lécov TV TitTAwv
Kot tov avtictotyov Cls (e Bdon v katavoun t Student). Ta anotelécpota dokipaciog kKatm and to LLOQ
opiotnkav og 0,5 x LLOQ.

5. O1tGMRs kot ta apeinievpo Cls vroloyictnkav pe ekbetikonoinon g dapopds tov pécwv Tndv LS ya
doxipacio Kot Tov
avtiotoymv Cls pe Bdon v aviivon tov AoyoplOpKd LETACYNHUATIGUEVOV ATOTEAECUATOV TG SOKLULOGING
LLE TN XPNON EVOG LOVTEAOV YPOLLUKNG TOAVIPOUNGTG LE AOYOPIOKG LETUCYNUATIOUEVOVS EE0VOETEPMTIKOVG
T{TAOLG KaTd TNV Evapén, TV KaTtdoTaon AOIH®ENG LETd TNV Evapén kat TV opdda epfoliov mg
GUUUETAPANTEG.

€.  OuNT50 SARS-CoV-2 npocdiopictTnkay e T XpNoN EXKVP®UEVIG TAATEOpOG dokipaciog 384 koot TV
(apyucd otéreyoc [USA-WA1/2020, mov amopovddnke tov lavovdpto tov 2020] kot Omicron B.1.1.529
vromapoiiay BA.4/BA.S).

Avoooyovikotnto. o€ GOUUETEYOVTES BAIKIOG 12 TV KOl AV — UETA TRV OVOUVHGTIKY 000N (TETOPTH 000H)
e o ovdlvon evog vosuvorov amd T Meiét 5, 105 coppetéyovteg nikiog 12 émog 17 etdv,

297 cvppetéyovteg nAkiog 18 ¢ 55 etdv Ko 286 cuppetéyovieg nAtkiog 56 etdv kal dvo, ol omoiot
elyav AaPel TPoNyoLUEVMG LK TPMTOYEVH GEPA 2 HOCEMVY Kol [a avapvnoTikn 06com pe Comirnaty,
Ehafav pia ovapvnotikn 6oon (tétaptn d6om) Comirnaty Original/Omicron BA.4-5. Ztoug
ovppetéyovreg nAkiog 12 €wg 17 etdv, 18 g 55 etddv Ko 56 €1V Ko dvo, 75,2%, 71,7% ko 61,5%
Nrav Betucol yro SARS-CoV-2 katd v évapén, avtictouya.

O1 avaAboelg TV TITA®V €£0V0ETEPOTIKOV ovTIo®UATOV 6to 50% (NT50) évavtt tov Opkpov BA.4-5
K0l £VOVTL TOL GTEAEYOVG AvAPOPAG HETAED TV CUUUETEXOVI®MV NAkiog 56 TOV Kol Gve o1 0moiot

éloPav o avopvnotikny d6on (tétaptn 66on) Comirnaty Original/Omicron BA.4-5 otn Meghétn 5 o¢
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OVYKPLoT HE £VOL VTOGVVOLO CULLETEXOVT®V amd T MeAétn 4 ot omoiot ELafav avapvnotikr 66on
(tétoptn 600m) Comirnaty katédei&ay avotepotnto tov Comirnaty Original/Omicron BA.4-5 og mpog to
Comirnaty pe Bdon tov Adyo yeopetpikdv pécmv (GMR) kot un Katwtepdtta pe fdon tn dtopopd ot
TOCOGTH OPOATOKPIONC GE G0 e TNV omdkpion Evovtt Tov Omicron BA.4-5, kot un KototepodTNTO TG
OvVOGOUTOKPLONG EVAVTL TOL GTEAEXOVS ovopopds e Bdon Tov GMR (ITivakag 3).

Ot avaivoelg twv NT50 évavtt tov Omicron BA.4/BA.S peta&d ocvupeteyoviov nikiog 18 £wg 55 etmv

G€ CUYKPIOT| L€ CUUUETEXOVTEG NAIKIAG 56 TV KoL dved ot omoiot EAaBav ol avapyvnoTIKn) 006
(tétoptn 600m) Comirnaty Original/Omicron BA.4-5 otn Mehétn 5 katédeiov pn Kat@tepoTnTa Tng
amokplong Evovtt Tov Omicron BA.4-5 peta&y tov cvppeteydviov nhkiog 18 émg 55 etmv o€ odyKpion
HE GLUUETEYOVTEG NAKIOG 56 €TV Kot vw, TG0 Yo tov GMR 660 Kot yio T dtapopd 6To T0G0oTA
opoanoxpiong ([ivaxag 3).

H peAém a&ordynoe eniong 1o eninedo twv NTS0 évavtt tov Oukpov BA.4-5 SARS-CoV-2 kat tav
OTEAEYDV OVAPOPECS TPV atd ToV gUPoMaco kal 1 unve Hetd tov eUPoAlacO GTOVE CUUUETEXOVTES TOV
éloPav avapvnotikn 06on (tétaptn doon) (Ilivakag 4).

Hivaxag 3. GMTs (NT50) évavtt Tov SARS-CoV-2 kKot 010p0p@ 6T0 TOGOGTA TOV GCUUUETEOVTOV
RE 0poaméKpion 6Tov 1 pijva petd Tov Kukio gufoitacpod — Comirnaty
Original/Omicron BA.4-5 a6 T™q Merétn S ko Comirnaty a6 To vIOGUVOLO TNG
Merétng 4 — ovppeTéyovteg pHE 1 xopic evociEels Aoipméng pe SARS-CoV-2 — tinOvopog
aEL10A0Y1GIUNGS UVOGOYOVIKOTTOS

GMTs (NT50) évavti Tov SARS-CoV-2 6tov 1 pijve petd tov kKokio gpfoiacpov

Merétn 5 Ynoocvvolo Toykplon
Comirnaty MeArétng 4 NMKLOKOV Toykpion
Original/Omicron BA.4-5 Comirnaty OPAdMV opadmv gufoiiov
Comirnaty nuxiog
Original/ > 56 etav
Omicron BA .4-5 Comirnaty
niwiag 18 £mg Original/
nakiog 18 éog | nlkiog 56 etdv | nhkiag 56 etav 55 erovimhxiog | Omicron BA.4-5
Aoxipacio 55 grawv Kol v KOl GV > 56 eTav /Comirnaty
sEovdeTépmong GMT? GMT# GMT# GMRY GMRY
SARS-CoV-2 n® | (95% CI)| n* | (95% CIF)| n* | (95% CIF) (95% CI) (95% CI)
. 4.455.9 4.158,1 938.,9
Omicron BA 4-5 - ’ ’ 0.98 291
NTSO oy | 27| GRS 284 03548 282|603 o0 | s
YtéNe)0g 16.250,1 10.415,5 138
avoeopds — NTS0 - - 286 | (14.499,2,| 289 | (9.366,7, - ( 22’ 1.56)¢
(tithog)® 18.212,4) 11.581,8) T
A0 Qopa 6T0 TOGOGTA TOV GOUUETEYOVTOV pE 0p0UnOKPLeT 6TOV 1 pijva pETA TOV KUKAO gpffoiacpov
. , XOykpron
Comirnaty ‘;:;2::;?: f;:i ;{:5;:,:1 Opadmv gpufoiriov
Original/Omicron BA.4-5 . . nuxiog
Comirnaty opnad®v h
> 56 eTav
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Comirnaty .
Original/Omicron Comirnaty
nakiog 18 éog | nlkiag 56 etdv | nkiag 56 etav Original/
. . . BA.4-5 )
55 gtV Kol Gve Kol Gvo i B Omicron BA.4-5
nhulog 18 fag /Comirnat
55 £TGV/> 56 y
Aokpooio 0 ro n’ (%) 0 ro - -
etovdetipoong | N1 (9;; 8) NLes% | N " /gm (A;S{;POCP;[,) (A;S{;POCP;[,)
SARS-CoV-2 ¢ CIv) ¢ ¢ ¢
Omicron BA.4-5 - 188 (66,7) 127 (46,5) -3,03 26,77
NT50 (zithoc)® 294 | 180(61,2) | 282 (60,8, 273 (40,5, 52,6) (-9,68, 3,63)7 (19,59, 33,95)%
(55,4, 66,8) 72.1)

Yvvtopoypagpiec: CI = duotpa gpmictoovvng, GMR = Adyog yeopetpikodv pécmv, GMT = yeopetpicds pécog tithog,
LLOQ = kotdtepo Opto mocotikomoinong, LS = uébodog tmv eroyiotmv tetpaydvav, NTS50 = eovdetepmticos tithog 50%,
SARS-CoV-2 = kopwvoidg mov npokaiel 1o coPapd 0&D avamvevotikd chvopouo THmov 2.

Enpeioon: H opoandkpion opiletor g 1 emitevén avénong katd > 4 gopég and mv Evapén. Eav n pétpnon kotd v Evapén eivar

Kat® and to LLOQ, éva anotéieopa dokipaciog petd tov eppfoiacid >4 x LLOQ Bempeiton og opoandkpion.

o. 1n=ApOudc cuppETEXOVTOV pE £YKVPO KOl KAOOPIGUEVH OTOTEAEGLATO SOKLUOGTIOG Y10 TN GUYKEKPILEVT] SOKILAGTO GTO SESOUEVO
XPOVIKO onpeio derypatonyiog.

B. Ot GMTs ko ta apeimievpa 95% Cls vroloyiotnkav e ekOeTIKOTOINGN TOV AOYAPIOHIKOV PEGOV TOV TITAOV KoL TMV
avtiotoryov Cls (pe fdon v kotavoun t Student). Ta arotedéopata dokipaciog kKatm amd to LLOQ opiotnkav o€ 0,5 x LLOQ.

y.  OutGMRs kot ta apeinievpa 95% Cls vroloyiotkav pe ekbetikonoinomn g Stpopds tev pécmv Tipndv LS kot tov aviictorymv
CIs pe Bdon v avéivon T@v Aoyoptduikd HETAoYNUOTICUEVOV EEOVIETEPMTIKOV TITA®V XPNGIUOTOIOVTAG EVA. LLOVTELO
YPOLLIKNG TOAVIpOUNoNG pe Opovg e£0VSETEPOTIKOD TitAOL Katd TV évapén (AoyapBpikr Khitaka) Kot g opddag epporiov 1
NG NAMKLOKNG OGS0,

5. OuNT50 SARS-CoV-2 mpocdiopictnkay pe TN ¥pNoT ETKVPOUEVNS TAATPOPLAG doKaciog 384 KothotNTOV (apyiKd GTEAEYOG
[USA-WA1/2020, mov anopovebnke tov Iavovdpto tov 2020] kot Omicron B.1.1.529 vrorapaiioyn BA.4/BA.S).

€. H pn xototepdtnTa Snidvetor edv 10 KOT®TEPO Op1o ToL apeimigvpov 95% CI yia tov GMR eivan peyoivtepo and 0,67.

ot. H avetepdmra dnidvetat ebv 10 KotdTePo Opto Tov apeinievpov 95% CI yio tov GMR eivan peyoddtepo amd 1.

. H un xatotepdmro nidvetor eGv To KatdTEPO Op1o Tov appinigvpov 95% CI yioa tov GMR eivar peyokvtepo and 0,67 ko n
onuelokn extipmon tov GMR eivor > 0,8.

N. N = ApiBuog coppeteydviav pe £ykvpa kot Kafoptopéve omoTe oot SOKILOGILOG Y1 T GUYKEKPLEVT doKiLaoio TO60 610
XPOVIKO onpeio Tpv amd Tov EUPOAOCHO 060 KoL 6TO dedOUEVO Xpovikd onpeio detypoatodnyiog. H Ty avtn givar o
TOPOVOLOGTIG Y10 TOV VITOAOYIGLO TOV TOGOGTOV.

0. n=AplOUdG GUUUETEXOVTOV [LE OPOOTOKPLOT] YiaL T OEGOUEVT SOKIUAGIO GTO OESOUEVO XPOVIKO GTLEID dELYLATOANWIOG.

. Axpipég appinrevpo CI pe Baon ) pébodo Clopper ko Pearson.

w.  AQopd 6TIC aVaAOYIEG, EKPPACHEVT OG TOGOGTO.

B.  Apoeinievpo CI, pe Baon ™ pébodo Miettinen kot Nurminen S106Tp@UATOUEVO KATE KOTNYOPio, EE0VOETEPOTIKOD TITAOL KOTA
mv évapén (< ddpeon tiun, > didpeon tun) yio. ) Sapopd otig avoroyies. H didueon tiun tov £000ETEpOTIKOV TITA®V KATA
v évopén vmoAoyiotnke pe PAon T0 GLYKEVIPOTIKG deS0UEVA 08 2 GUYKPITIKEG OUADEG.

v H pn katotepdnto SnAdvetor edv T0 KATOTEPO OPLo TOL aUPITAeLPoL 95% CI yia TN S10POPE GTO TOGOGTE TV GUHUETEXOVIMV
pe opoamokpion etvor > -10%.

W H pn kototepdmto dniavetar edv o Katd@Tepo Opto Tov appinievpov 95% CI yia ™ d10popd 6T0. TOGOGTE TMV CLUUETEXOVIDV
Le opoamokpion etvor > -5%.
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ivaxag 4. 'eopeTpikoi pécor tithor — vwoovvora Comirnaty Original/Omicron BA.4-5 tng
Merétng 5 —mpwv amé kou 1 pijve peta v avapvinotiky d6on (téTapTtn 6601n) —
CUPPETEXOVTES NMIKIOG 12 ETAOV KO Ave — pe 1] Yopig evoeigelg oipméng — ainbvopdg
aEL0A0YN GG UVOGOYOVIKOTTOG

Comirnaty
Original/Omicron BA.4-5
nikiag 12 £mg nikiag 18 £mg 55 etdv | nhkiag 56 eT@V ko Gvo
Aoxipaocia 17 gtav
eEovdetépwong| Xpoviké onueio GMTY GMTY GMT?
SARS-CoV-2 |dgiypotoinyioc®| nf (95% CIY) nf (95% CT") nf (95% CI")
IIpwv tov 1.105,8 569,6 458,2
Omicron BA .4- euporacod 104] (835,1, 1.464,3)| 294 (471,4, 688,2) 284 (365,2, 574,8)
5-NT50 8.212,8
(tithog)?® (6.807,3, 4.455.9 4.158,1
1 pvog 105 9.908,7) 297| (3.851,7,5.154,8) 284 | (3.554,8,4.863,8)
6.863,3
Stéhexoc [pw tov (5.587,8, 4.017,3 3.690.6
; euporacod 105 8.430,1) 296| (3.430,7,4.704,1) 284 | (3.082,2,4.419,0)
avaQopas —
NT50 (zithog)? 23.641,3
(20.473,1, 16.323,3 16.250,1
1 pvog 105 27.299.8) 296| (14.686,5,18.142,6) | 286 | (14.499,2, 18.212,4)

Yvvtopoypagiec: CI = duompa gpmictocivng, GMT = yeopetpikdg pécog tithog, LLOQ = katdtepo 0plo mocoTikonoinong,

NT50 = e&ovdetepmtikog tithog 50%, SARS-CoV-2 = kopwvoid mov mpokaAel 1o GoPfoapd 0E) AvATVEVGTIKO GUVIPOUO

Tomov 2.

a.  KaBopiopéva amd 10 Tp@tdKoAlo ypovikd onueia yo ) cuAloyn detypotog aipatog.

B. n=ApOudc cvppetexdVIOV e Eyupa Kot KaOoplopéva amoTeAESHATO SOKLLAGIOG Y10 TN GUYKEKPUEVT OOKILAGI0 6TO
S€30UEVO YPOVIKO GTUEID dELYUATOANYIOG.

v.  OutGMTs kot o apginigvpa 95% Cls vrohoyioTnkov pe ekOeTIKOTOMGOT TOL AoYuPOLLIKOD HEGOV TOV TITAMY KoL TOV
avrtiotoywv Cls (ue Bdon v katavoun t Student). Ta anoteléoparta dokipaciog kdtm omd to LLOQ opiotnkav cg
0,5 x LLOQ.

6. OuNT50 SARS-CoV-2 mpocdiopioctnkay Le T xp1on EMKLPOUEVNS TAATPOpLaG doKaciog 384 KothotnTeV (opyiKd
otéleyog [USA-WA1/2020, nov amopovmbnke tov Iavovdpto tov 2020] kot Omicron B.1.1.529 vromapaiiayn BA.4-5).

Comirnaty

H MeAét 2 givar pua ToAvkevpikn, moAvedvikn, @dong 1/2/3 toyatomotnpuévn, eEreyyOuevn Ue EIKOVIKO
QAPLOKO LEAETN €DPECTG DOOTG TVPAT OC TPOG TOV EEETAUGTI, EXIAOYNG LITOYNPIoL epPoiiov Kat
OTTOTELECUOATIKOTNTOG GE GUUUETEXOVTEG NAKIG 12 €TV kau dve. Katd tnv tuyaionoinon €yive
dwotpopdtoon Kotd niwio: 12 éog 15 etav, 16 £0¢ 55 etdv, 1 56 et@v Kot dvo, pe TovAdyietov 40%
TOV CUUUETEXOVIOV GTO GTPON > 56 eTdv. H pedé anékielce cuppeTéyovies oL omoiot o
OVOGOKOTEGTUALEVOL KOl OGOVG glyov Tponyovuevn Khvikn 1 pikpofroroyikn duyvoon COVID-19.
SopUETEXOVTEG e TPpoLmapyovoa otabepn vOco, oplloUevn MG VOGOG TOV OEV OMOITOVGE GTLLOVTIKT
aAdayn otn Oepameio | voonieio yio eTdEVOOEVT] VOGO KaTE TN O14pKELD TV 6 EfdoUGd®Y TPy TNV
évtaln, copmepNEONKaAY, OTOG ETIONG KoL GUUUETEYOVTEG LE YVAOOTN oTafepn AolmEN [E TOV 10 TNG
avBpomvng avocsoavendpketog (HIV), tov 16 g nratitidag C (HCV) 1 tov 16 g nratitidog B (HBV).

Amoteleouatinotnto. o oOUUETEYOVTES BAIKIAS 16 TV KoL AV — UETA 0T 2 000EIS

Y10 tunfuo ®dong 2/3 g Mekéng 2, pe Bdon ta S£dopéva Tov GLYKEVTPMONKAY £MG TIG

14 Noepuppiov 2020, nepinov 44.000 cvppetéyovreg TuyotoromOnkay e&icov yua va Adpovv 2 66GE1C Tov
apykd eykekppévov epforiov mRNA COVID-19 1 eiovikod @appakov. Ot avaAdcelg
OTOTELECLLATIKOTNTOG GUUTEPLELAPOV GUUUETEYOVTES Ol 0Toi0l EAaPay TOV de0TEPO EUPOAIGLLO TOVG
evtog 19 éwg 42 nuepdv petd tov tpmto epPfortacud tovc. H migtovotta (93,1%) tov Anmtdv tov
epPoriov Erafav tn devTepn 600M 19 Nuépec €wg 23 nuépeg petd t Adon 1. Ot GuupeTEYOVTES
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nmpofiémeton va Tapakoiovdodvtal yia £wg kot 24 uveg petd ™ Aodon 2, yia v agloddynon g
acPAAELNG KO TNG amoTElecaTIKOTNTOG EvavTt TG COVID-19. v kAvikn HeAETT), Ol GUUUETEYOVTEG
OQeaY Vo TNPNoOLY Eva eAdyloto ddotnue 14 nuepdv Tptv Kot LETA T yopnynon evog epforiov
ypinng mpokeévou va Aapovv gite sicovikd eapuaxo gite to epfoéato mRNA COVID-19. Ztnv kuvikn
UEAETT, O1 GUUUETEXOVTEG OPEILOY VO, TNPNGOVY Eva eEAdYIoTO dtdotnpa 60 nuepdv TPV 1§ HETA TN Aym
TPOTOVTIOV AILOTOC/TAAGLOTOG 1] 0VOGOCOUPIVAOV UEXPL TNV EE0YMYT) CUUTEPACHUAT®V TNG LEAETNG
TPOKEWEVOD VoL AaPovv gite sikovikd appako gite to epuforto mRNA COVID-19.

O mnBvouog Yo TNV AVAALGT) TOV TPOTEVOVTOG KATUATKTIKOD GTUEIOV OTOTEAEGUOTIKOTITOG
nmephapupave 36.621 cvppetéyovieg niikiog 12 etov kot avo (18.242 otnv opdda tov gpforiov mRNA
COVID-19 kot 18.379 otnv opado Tov EIKOVIKOD QOPIAKOV) 01 01010t OV glyav eVOEIEELS TPOTNYOVUEVNC
hoipwéng pe SARS-CoV-2, tovddyiotov 7 nuépeg Letd t devtepn door. Emmiéov, 134 cuppetéyoveg
Nrav nAkiog peta&y 16 kot 17 etdv (66 oty opdda tov epforiov mRNA COVID-19 ka1 68 otnv opdda
EIKOVIKOV Qopuakov) kot 1.616 coupetéyoviec nrov 75 etdv kot aveo (804 oty opdda tov epforion
mMRNA COVID-19 kot 812 6ty opdda £1K0VIKOD QOPUAKOL).

Katd tov xpdvo g k0prog avaivuons amoTeAECLATIKOTNTAS, 01 CUUUETEXOVTES Elyov mapakoiovdnbei yio
ocvpntopatikil COVID-19 yia cuvolkd 2.214 avBpomoétn yio tnv oudda euforiov mRNA COVID-19
Kot GUVOAKG 2.222 avOpmTOETN Y10 TNV OUAdH EIKOVIKOD UpLAEKOV.

Agv vpEav oNUOVTIKEG KAVIKES O10POPES BTN GUVOAIKT] OTOTEAEGUATIKOTITA TOV EUPOAiOL GE
CUUUETEYOVTEG OV OLETpEYaV Kivduvo coPapng COVID-19 cuunepiropfavouévev ekeivav pe 1 1
TEPLOGOTEPES GLVVOCTPOTNTEG OV aEAvouv Tov kivovvo cofapric COVID-19 (n.y. aoBua, deiktng

uélog copatog (AME) > 30 kg/m?, ypdvio tvevpovomddeia, cakyap®ddng Staprtne, vréptaon).

O TAnpogopieg amotedespatikdtntog Tov gpforiov mapovsidloviat otov [ivaka 5.
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Mivakag 5. Arotehespotikotnta 1oV gRforiov — lpatn epeavien COVID-19 TovrdyioTov
7 nuépeg petd ™ Adon 2, KaTa NAKLOKI] VTOOPAO0 — GOPUUETEYOVTES Y OPIG EVOEIEELS
roipmEng Tovrayietov 7 nuépes petd T Adon 2 — tinvopég aroroyioiung
OTOTEAEGUUTIKOTNTOS (7 NUEPECS)

Hpot gpepdavion COVID-19 tovAidyiotov 7 nuépeg PETA T AOGT 2 6€ GOUNETEYOVTES Y MPIg
gvoei&erg mponyovuevig Aoipméng pe SARS-CoV-2*
Eppoiio mRNA
COVID-19 Ewkoviké @appoxo
N*=18.198 N*=18.325
Heputtddoerg Heputtodoerg
n1f n1f ATOTELECPRATIKOT T
Xpovog emipnong’ | Xpdévog emripnong’ 70V gufoiriov %
Ynoopdoo (n2%) (n2%) (95% CI)*
‘O)ot o1 GuppETEYOVTEG 8 162 95,0
2,214 (17.411) 2,222 (17.511) (90,0, 97,9)
16 ém¢ 64 etV 7 143 95,1
1,706 (13.549) 1,710 (13.618) (89,6, 98,1)
65 gtV Kol v 1 19 94,7
0,508 (3.848) 0,511 (3.880) (66,7, 99,9)
65 émc 74 etV 1 14 92,9
0,406 (3.074) 0,406 (3.095) (53,1, 99,8)
75 €TV KoL AV 0 5 100,0
0,102 (774) 0,106 (785) (-13,1, 100,0)

Inueimon: Ot emPeformpévec TEPIMTMOOELS TPOSIOPIGTNKAV HECH OAVCIOMTAE OVTIOPACT|G TOAVUEPAGNC
ue avtiotpoon petaypapdacn (RT-PCR) kot tovidyiotov 1 sountoua copfoto pe COVID-19 [*Opiopdc
nepintoong: (TovAdyiotov 1 amd) Topetds, vEOG N EMOEVOVUEVOG PY0G, VEX 1) EMOEWVODUEVT] SVOTVOLL,
piym, v€og 1 emdEVOVUEVOG HVTKOG TOVOC, VEX OMMAELN TNG YEVONC 1] TNG OGPPNONG, TOVOAOLLOC,
dtdppota N EUETOG. ]

* 2V aviAvoT) GUUTEPIANPONKOY CUUIETEXOVTEG Ol OO0 OgV iV OPOAOYIKES 1] LOAOYIKEG eVOEILELS (Tpv omd
7 NUéPEG PeTA T Ay TG TEAevTaing 600mMC) Ttponyodevng Aoipwéng pe SARS-CoV-2 (dnA. apynrikoi yo
N-deopevtiko avticopa [opov] katd v Exiokeyn 1 kot yopig aviyvevon SARS-CoV-2 pécwm dokipociov
gvioyvong voukeikdv o&Emv (NAAT) [pvikd eniypiopa] kKotd tig Emoxéyelg 1 kot 2) kot lyov apvntikd
NAAT (pwvikd eniypiopo) 6€ OTOSNTOTE U TPOYPOLLATICUEVT ETICKEYT] TPV 0O 7 Nuépeg petd m Adon 2.
N = Ap1Opdg GUUUETEXOVTMV GTNV KOOOPIOHEVT) OLLADL.

nl = Ap1Opdg cuppETEXOVT®V TOVL TANPOVY TOV OPIGUO TOL KATAANKTIKOD OTULElOV.

v.  ZuvoAwkog xpovog emtypnons oe 1.000 avBpomoét yio 10 ded0UEVO KATAANKTIKO oNpeio 68 OAOVS TOVG
GUUETEYOVTEG EVTOG KABE opLadag og Kivouvo yia To kataAnkTikéd onpeio. H ypovikn mepiodog yio eyypoen
neputmcewv COVID-19 givat tovAdyiotov 7 nuépeg petd t Adom 2 g To TEA0G TG TePLOdon
napakorovinong.

. n2 = Ap1Budc cuppeteydvimv o€ Kivouvo Y10, T0 KOTOANKTIKO onueio.

e. To apeimievpo ddotnpa epmiotocvng (CI) yuo v arotelecpotikdtra Tov epPoriov cuvayetat pe Paon

pébodo Clopper-Pearson mpocappocpévn otov ypdvo entmpnong. To Cl dev tpocaprootnKe yio ToAAUTAG TN TO.

=R

H anoteleopatikotnta tov gpforiov mRNA COVID-19 oty mpoinyn e Tpdg ELEEvVIong
COVID-19 tovAdéyiotov 7 nuépeg petd tn Adom 2 g cOYKpLon pe oviko papuako ntav 94,6% (95%
dtotna epmotosvvg 89,6% émg 97,6%) oe cuppetéyoviec nhkiog 16 etdv kot dve pe M xopic
evoei&elg mponyovpevng Aoipwéne pe SARS-CoV-2.

Emumiéov, o1 avaAdGEIC VITOOUAS®V TOL TPOTEVOVTOG KATAANKTIKOD GTUEIOV TOTEAEGLLATIKOTITOG
£de1&av TaPOOLES EKTIUNGELC GNUEIOL OTOTELECUATIKOTNTOS Y10, OAQ TA QUAQ, TIG EOVOTIKEG OHAdES Kot

TOVG GUUUETEXOVTES LE LOTPIKEG GLVVOCT|POTNTEG GLGYETILOUEVEG e VYMAO Kivduvo cofaprc COVID-19.
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[Tpaypatomombnkay enkalpOTOMUEVEG AVAAVCELS ATOTEAEGLATIKOTNTAC e TpOGOeTEC emPBePanmpéveg
nepmtooelg COVID-19 ov cuykevipdOnkoayv Katd Tn SLdpKeLd TG TVPAOTOMUEVTG, ELEYXOUEVTG LE
EIKOVIKO QAPUAKO TOPOKOAOLONGNGC, TO 0TTOI0 AVTITPOCOTEVEL £0C Kot 6 punveg uetd m Aoon 2 otov

TANBLoUO OTOTELECUATIKOTNTOG,

O1 emkatpomompuéveg TAnpopopieg amoterecuatikdtntog tov epforiov mapovoidlovion otov Iivaka 6.

MMivakog 6. AtotelespoTikoTnTo TOL ERpforiov — [poTn gepeavien COVID-19 tovrayotov
7 Nuépeg peta T Adc1 2, KOTd MAMKLOKI] VTOONAO0 — GUUUETENOVTES Y OPIS
gvoeigelg mponyovpevng Aoipming pe SARS-CoV-2* tpwv amd 7 nuépeg petd
Aébon 2 - TinOvopdg a&ohoynopung amoteieopaTikoTnToS (7 NRéPEs) KaTd TN
OLAPKELD, TG EAEYYONEVIIC UE EIKOVIKO PAPUOKO TEPLOOOV TAPAKOLOVONGNS

Eppoito mRNA
COVID-19 Ewoviké @éppaxo
“=20.998 *=21.096
Hepratoroerg Hepratooeig
nlb n1f ATOTELEGPATIKOTTA
Xpovog emipnong’ | Xpévog emrijpnong’ 70V guPoiriov %
Ynoopdda (n2%) (n2%) (95% CF)
‘Olot o1 77 850 91,3
GUUUETEYOVTEC™ 6,247 (20.712) 6,003 (20.713) (89,0, 93,2)
16 ¢m¢ 64 etdv 70 710 90,6
4,859 (15.519) 4,654 (15.515) (87,9, 92,7
65 gtV KoL VD 7 124 94,5
1,233 (4.192) 1,202 (4.226) (88,3, 97,8)
65 ém¢ 74 etV 6 98 94.1
0,994 (3.350) 0,966 (3.379) (86,6, 97,9)
75 1@V KoL VD 1 26 96,2
0,239 (842) 0,237 (847) (76,9, 99.,9)

Inueioon: Or emPefaropéveg TEPITTOOELG TPOGIOPICTNKAY LEGH OAVCIOWTNG AVTIOPACTG TOAVIEPAONG LE
avtiotpoon petaypoedon (RT-PCR) kot tovrhdyiotov 1 copntopo copfatod pe COVID-19 (1o copntdpoata

mepAapfavav: TupeTd: VEO 1) EMOEVOVUEVO Py vE 1 ETOEVOVUEVT SVGTVOLO: piyn: VEO 1) EMOEVOVUEVO HVTKO
TOVO* VEO UTMAELD, TNG YELONG 1) TNG OGPPNONG: TOVOAULLO* SIEppOtlaL: ELETO).

*

=

2V avaluon GUUTEPIMNPONKAY GUUUETEXOVTEG OL 0TToioL deV elyav evOei&elg mponyovpuevng holpuméng pe
SARS-CoV-2 (dnA. apvnrikoi yia N-deopentid avticopa [opov] katd v Enickeyn 1 kot yopig aviyveoon
SARS-CoV-2 péom NAAT [pwvikd eniypiopa] katd 1ic Emoxéyeic 1 kot 2) kou elyav apvntikd NAAT (pvikd
EM{YPIOLLO) GE OTOLAONTOTE U1 TPOYPAUUATIGHEVT] EMiCKEYN TPV amd 7 NuéPeg petd ) Adon 2.

N = Ap1Budc ovppeteydviov oty kabopiopévn opada.

nl = Ap1Bpdg cLUETEXOVTI®V TOV TANPOVV TOV OPIGUO TOV KATAANKTIKO OTUElOv.

YuvoMkog xpovog emtipnong oe 1.000 avBpomoitn yio to dedopévo KaTaAnKTikd onpeio oe GAOVS TOVG
GUULETEYOVTES EVTOG KABE opLadag og Kivouvo Yo To KataAnkTikod onpeio. H ypovikn mepiodog yio eyypoen
neputtocev COVID-19 givar tovhdyiotov 7 nuépeg petd t Adomn 2 €wg 10 TENOG TG TEPLOdOV
TapAKoA0LONONG.

n2 = Ap1Budc cuppeTeXOVI®MV € KivOLVO Y100 TO KOTUANKTIKO GNUELD.

¢. To augimkevpo 95% Sibotnua gumictocvvng (CI) yia v amotelecpotikdtnto Tov gpuporiov cuvdyetan pue

Baon ) péBodo Clopper-Pearson mpocaprociévn otov ypovo emTHpnonc.

oT. ZupumeptAnednkay smPefaiopéves tepmtdoelg o€ cvppetéyovtes nikiog 12 émg 15 et@v: 0 oty opdda

epPfoiiov mRNA COVID-19- 16 oty opdda e1kovikod QappiKov.

2TV EXKOIPOTOUNUEVT] AVAAVOT) OTOTEAEGUAUTIKOTNTOG, 1] ATOTEAEGHATIKOTNTO TOV EPforiov mRNA
COVID-19 otV mtpoAnymn ¢ tpdng epedviong COVID-19 and 7 nuépeg petd ™ Adon 2 oe cOyKpion
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pe 1o ewovikd eappaxo nTov 91,1% (95% CI 88,8% £wg 93,0%) katd v mepiodo Kotd v omoia ot
mopoiriayéc Wuhan/dyprov tomov kot AApa nTov To Kopiopyo KOKAO(QopohvTa GTEAEYT OF
GUUUETEXOVTEG 6TOV AEI0AOYNGIUO TANBVOUO OTOTEAECUATIKOTNTOG LUE 1 Y®PiG EVOEi&Elg TpoN YOO UEVI
Aoipméng pe SARS-CoV-2.

Emumiéov, ot emkaipomompéveg avalDoEeLg OmOTEAEGUOTIKOTITAG KOTA DITOOUAO £DE1E0V TAPOLOLEG
ONUELNKEG EKTIUNGELC OMOTEAECUATIKOTNTOG GE OAQ TO VA0, TIG EOVOTIKEG OUADECS, TIC YEDYPOUPIKES
TEPLOYEC KL TOVG GUUUETEYOVTEG LE LATPIKES GLVVOSTPOTNTESG KOl TAYLGOPKio TOv cuoayeTilovTon e
VYo kivovvo Bopiag COVID-19.

Amnoteleouotikotnra évava fopiag COVID-19

O1 emKOPOTOMNUEVES OVAADGELG ATOTELECLOTIKOTNTOG TV OEVTEPEVOVIMV KATOANKTIK®OV ONUElV
OTTOTELECUATIKOTNTOG VTOSTAPLEAY TO 0peL0G ToV epforiov mRNA COVID-19 oty npoinyn Bapiig
COVID-19.

And tic 13 Maptiov 2021, ) amotedespatucotnta tov epforiov évavt Bapiig COVID-19 mapovoidleton
LOVO Y10 TOVG CLULLETEXOVTEG LE T Ywpig mponyovpevn Aoipmén SARS-CoV-2 (Ilivakag 7) kabdg o
appog tov repumrtd@cenv COVID-19 ctovg cuppetéyovteg ymopic mponyoduevn Aoiumén pe
SARS-CoV-2 Ntav 0 18106 pe ekeivov TV GUPUETEYOVTOV HE 1] X®pPiG Tponyodevn AoipmEn e
SARS-CoV-2 1600 omv opdda gpforiov mRNA COVID-19 660 kot 6ty opdda EKOVIKOD QOpPHAKOV.

ivakag 7. ArotereopatikotnTo ToU ERPoiriov — Ipoty Paprd epedvion COVID-19 o€
CUUPETEXOVTEG NE M| Y oPig Tponyovpevy Loipwén pe SARS-CoV-2 pe paon tov
Opyoviepo Tpogipmv kot Pappakov tov HITA (FDA)* petd ™ Adon 11
TOoVAGYLoTOV 7 UéEPES NETA TN AGGT 2 6TV EAEYYOUEVT] LE EIKOVIKO QAPLOKO

TOpuKorLovONOoN
Eppoiio mRNA
COVID-19 Ewkoviké oappoko
Heprrtooerg Heprrtooerg
nl® nl® ATOTELEGRATIKOTITO.
Xpovog emtipnong Xpovog emripnong 70V gufoiriov %
(n2f) (n2f) (95% CIY)
Metd t Adon 1° 1 30 96,7
8,439° (22.505) 8,288° (22.435) (80,3, 99,9)
7 NUEPES LETA TN 1 21 95,3
Abdon 2°° 6,522 (21.649) 6,404¢ (21.730) (70,9, 99,9)

Inueioon: Or emPefaiopéveg TEPITTOOELS TPOGIOPICTNKAY LEGH OAVCIOWTNG AVTIOPACTG TOAVIEPAONG LE
avtiotpoen petaypoedacn (RT-PCR) kot tovidyiotov 1 sopmtopa coppatd pe COVID-19 (ta copuntopoto

mepAapPavav: TupeTd: VEO 1) EMOEVOVLEVO Py vE 1 ETOEVOVUEVT SVOTVOLL: plyn: VEOD 1| EMOEWVOVLEVO HVTKO

TOVO* VEQ OTMAELNL TG YEVLONG 1) TNG OGPPNOTG: TOVOAALLO: dtbppotaL: EUETO).
* Baptd voonon and COVID-19 6énwg opiletar amd tov FDA eivar emiBefaropévn COVID-19 kot mapovocio
ToVAdytoToV 1 amd to akdAovda:

o  Klvikd onpeio o€ avamovon evOEKTIKG Paplig CLGTNUATIKNG VOGOL (OVOTVELGTIKOG PLOLOG

> 30 avamvoég ava Aemto, Kapdlakds pulpog > 125 maipoi avd Aemtd, kopespog o&uydvou < 93% ce aépa

dopotiov oto eninedo g 0GAacGOG 1 AOYOG HEPIKNG Ttieong apTnplakod 0&uyovoy Tpog KAUGUATIKO
glomvedpevo o&uyovo < 300 mm Hg):
o  AvomvevoTikn avemdpkela [optlopevn oG avaykn yio o&uyovo vynAng pong, un enepPatikd aepiopo,

pnyoviko aepopd i Eoocopatiky o&vydvmon pécw pepppdvng (ECMO)]

o  Evdeiteig katanin&ilog (cuotolikn mieon Tov aipoatog < 90 mm Hg, diactoikn wieon tov aipatog

<60 mm Hg, 1| avéykn yio oyyeloGLUOTOGTIKA)"

e Inuovtikn o&elo VEQPIKN, NTATIKN 1] VELPOAOYIKY SucAgttovpyia
¢ Ewaymyn og povada eviotikng Oepaneiog:




e  BOdvaroc.

a. nl = ApOpdg GUUUETEXOVTOV TOV TANPOVV TOV OPICHO TOV KOTOANKTIKOD oNueiov.

B. n2 = ApBurog GUUUETEXOVTOV [LE KIVOLVO Y10l TO KATOANKTIKO GTUET.

v. To apgpimievpo ddotpa epumictosuvng (CI) yua v anotedecpotikdmTo Tov gpfoiiov cvvdyetal pe Bdon
péBodo Clopper-Pearson mpocaplociév) 6Tov ¥pOvo ETLTHPNONG.

6. H amoteheopotikdmto a&loroynke pe Pdon tov mAnbuopd 6Ang g S1béoying anoTELECLATIKOTNTOG
Adong 1 (tpomomompévn mpdOeomn Bepaneiag), o omoiog mephdpfove OAOVG TOVG TVYAOTOUULEVOVS
ovupetéyovtes mov EAafav Tovidyiotov 1 d0om ¢ Tapipfacng e LeAETNC.

€. Xvvolkog ypovog emtipnong oe 1.000 avOpomoétn yio to ded0UEVO KATAANKTIKO GNUEID GE OAOVG TOVG
GUUETEYOVTEG EVTOC KAOE opadag og Kivouvo yia To kataAnktiko onpeio. H ypovikn mepiodog yio eyypoen
neptdcev COVID-19 givar and ™ Adom 2 €mg to T€A0G TG TEPLOSOV TOPAKOAOVONOTC.

ot. H anotedeopotikdmro a&loroynOnke pe fdon tov aoloynoyo TAnduopd onotelespatikotntag (7 nUEPES)
7OV TEPIAAUPOVE OAOVG TOVG KOTAAANAOVG TUYOLOTOMNUEVOVG GUUUETEXOVTEG IOV AapBavouy 6An(eg) (Tig)
d0om(e1g) g mapépuPacng g LEAETNG OTMG TVYOTOMBNKAY EVTOG TOL TTpoKabopioréEVOD TapadOpov, dev
€Youv GALeG ONUAVTIKES ATOKAITELS A0 TO TPMTOKOALO, OGS KaBopioTnKe ATd TOV KAVIKO 1TPo.

. Zuvolkog xpovog emypnong oe 1.000 avOpmmoin yio 1o S£30UEVO KATAANKTIKO onpelo o€ GAOVG TOvg
GUUUETEXOVTEG EVTOG KAOE opddag pe Kivouvo yio To kataAnktikd onpeio. H ypovikn) mepiodog yia eyypoen|

nepittdoemv COVID-19 givar and 7 nuépeg petd ) Adon 2 €mg To TELOG NG TEPLOSOV TALPAKOAOVONONG.

AmotelecuaTIKOTHTA KO AVOGOYOVIKOTHTO. o€ £PNfovs niikiog 12 éw¢ 15 ety — uetd amd 2 d0oels

e o apykn avéivon e Meiéng 2 og eprifovg nAtkiog 12 ¢ 15 €1dv (TOL ovTUTPOSOTEVE 010 EcT
dudpkela maparxolovinong > 2 unvov petd m Adon 2) yopig evoeitelg mponyovuevng Aoipméng, ogv
vp&av mepurtmocelg og 1.005 cvppetéyovteg mov Eaafav to euPoio, evd vanpéav 16 meptdoelg o
978 mov éhaPav eikovikd eappoako. H extipnon onpeiov yio v amoterecpatikotnta eivar 100% (95%
dtdotnuo epmiotosvvg 75,3, 100,0). Xe coppetéyovteg pe 1 yopig evoei&elg mponyodpevng Aoipmwéng,
vmp&av 0 mepmtdcelg otovg 1.119 mov éafav epporio kot 18 tepurtmoeic otovg 1.110 coppetéyovteg
7oV EAaPav EIKOVIKO QAPLOKO. AVTO ETIOTG VTOSEIKVVEL OTL 1] EKTIUNGN ONUEIOL Yo TNV
amoteAeopatikotnta eivan 100% (95% ddotnpa epmotosvvng 78,1, 100,0).

[paypotomomnOnKoy exKoPOTONUEVEC OVUADGELS OTOTEAECUATIKOTNTOC e TPOcOeTEC emPeformuévec
nepumtdcelg COVID-19 mov cuykevipoOnkav Kotd T SIdpKELN TNG TVPAOTOMUEVTS, EAEYXOUEVG LUE
EIKOVIKO QAPUOKO TOPOKOAOLONONG, TO OO0 AVTITPOCOTEVEL £0C Kot 6 unveg uetd ) Aoon 2 otov
TANOVGUO ATOTELEGLATIKOTITOC.

2TV EMKAUPOTOMUEVT] avVAALGT amoTelecHOTIKOTNTAG TG MeEAéTng 2 o€ epnfoug nAkiag

12 émg 15 etdv ympic evdei&elc mponyodpevng Aoipuméng, dev vpEay TEPITTOOELS O

1.057 cvppetéyovieg mov Elafav 1o euPorto, eved vimpéav 28 nepurtmcelc o€ 1.030 mov Elafav eucovikd
eappako. H ektipunom onueiov yia tnv amotehecpatikdmmra givar 100% (95% Sidotn o epumictocivng
86,8, 100,0) kotd TV mepiodo katd TNV omoia 1 TapaAloyn AAPa Tav TO Kupiopyo KUKAOQOpoHV
OTELEYOG. X& GUUUETEXOVTEC e N Ywpig evoei&elg mponyovuevne Aoiuwéng, vapéay 0 TEPIMTMOGELS GTOVG
1.119 mov éhafav gpporo kot 30 tepurtmoeic otovg 1.109 cuppetéyovteg mov Erafayv EKOVIKO
Qappoxo. Avtd eniong vrodekviet 0TL 1 ekTipnon onpeiov yio v anotelecpotikotnta givar 100%
(95% dudotnpa epmotoovvng 87,5, 100,0).

2 Meiém 2, pia avaroon tov eEovdetepotik®v Tithowv SARS-CoV-2 otov 1 pnva petd ™ Adon 2
dlevepynonke o€ éva Tuyoio EMAEYUEVO VTTOGUVOLO GULUETEYOVT®V 01 OT0101 deV £lyav 0poroYKEG T
oloykég evoei&elg mponyovuevng Aoipwéng SARS-CoV-2 émg 1 ufva petd t Adon 2, cuykpivoviag tnv
amavinon oe epnPouvg nhkiag 12 éwg 15 etdv (n = 190) pe coppetéyovreg niiog 16 émg 25 etdv
(n=170).

O Loy0¢ TV Ye@UETPIK®V pécwVv TitAwv (GMT) otnv nikiaxn opdda 12 €ng 15 etdv wg Tpog v
nAlakt opdda 16 Emg 25 etdv ntav 1,76, pe apeirievpo 95% CI 1,47 éwg 2,10. Zuvendc, To kprrnplo
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un katwtepdtTag 1,5 ekmAnpddnke, kabdg to katdtepo dpilo Tov auginievpov 95% CI yia tov Adyo
veopetpwmv pécwv [GMR] frav >0,67.

AmoTEAEGUOTIKOTITO. KO OVOTOYOVIKOTHTO, 0€ To1oLa nAikiag 5 éwg 11 etwv (dnh. nhikiog 5 éw¢ karw twv
12 etwv) — uetd, ano 2 dooeig

H MeAét 3 givan o pedérn daong 1/2/3 mwov amoteAeiton omd Eva 0vVOIKTNG EMICHULOVONG T O
gvpeong doong gpfoiriov (@daon 1) Kot Eva TOAVKEVTPIKO, TOAVEDVIKO, TUYOLOTOMUEVO, EAEYYOLEVO LE
EIKOVIKO PAPUAKO PUGTIOAOYIKO 0pO, TVPAO MG TPOG TOV EEETOGTN TUNU OTOTEAEGUATIKOTITAG

(®dom 2/3) oto omoio evtdyOnkav cvppetéyovieg nhikiog 5 €oc 11 etov. H mhetovomta (94,4%) tov
TUYOIOTOMUEVAOV ANTTOV TOL ePoriov EhaPav tn devtepn 06on 19 nuépeg Emg 23 Nuépeg PeTd T
Adon 1.

Ta. apyid TEPLYPAPIKH ATOTEAEGILOTO OTTOTELECUATIKOTNTAC TOV EUPOAIOL G€ TOd1d NALKiog

5 éwg 11 etdv ywpig evdei&erg mponyovpuevng Aoipwéng pe SARS-CoV-2 mapovsialovtor otov [livaka 8.
Agv opatnpnonkoy tepurtdceic COVID-19 obte oty opdda epPforiov obTe 6TV OUASO ELKOVIKOD
QaPUAKOV 8 GUUUETEYOVTEG e evOEi&elg Tponyovpevng Aoiuwéng pe SARS-CoV-2.

ivaxag 8. AmoteheopaTikoTnTa TOL ERPoriov — [pdTy gpeavien COVID-19 Toviactov
7 nuépec petd ™ Adon 2: Xopic evoeigels Aoipméng mpwv amd 7 nuépeg petd ™ Adon 2 —
Daon 2/3 — Hodra nhkios S £og 11 er@v tinBvopdg agroroynoung
OTOTELEGPATIKOTITOG

Hpodt gpepdavion COVID-19 tovidyiotov 7 nuépeg peta t Adon 2 o€ worowd nhkiog 5 é0g 11 etov
1 opig evociEelg mponyovpevng Aoipméng pe SARS-CoV-2*

Eppoiio mRNA
COVID-19
10 pg/d60m Ewkoviké ¢pappoxo
*=1.305 =663
Hepurrtoosig Hepurtoosig
n1f n1f ATOTELEGCPRATIKOT TA
Xpovog emripnong’ Xpovog emriipnong’ 10V guPoriov %
(n2%) (n2%) 95% CI)
Moudd nhiog 3 16 90,7
5émg 11 gtov 0,322 (1.273) 0,159 (637) (67,7, 98,3)

Inueimon: Ot emiPefaiopéves TepTT®CEL TPOGOOPIoTNKAY HEGH GAVGIOMTNHG AVTIOPAUOTS TOAVUEPAOT LE
avtiotpon petoypoapdon (RT-PCR) kot tovAdyiotov 1 sopntopa coppatod pe COVID-19 (ta countopoto
mepLappavay: mopetd: véo 1 emdevolpevo Prixa véa 1 emdevodevn dvomvow piyn: véo 1 EmOEWOLLEVO HVTKO
TOVO" VE AMAELDL TNG YEVONG 1 TNG OGEPNONG TOVOLALLO® dtéppotla EULETO).

* 2y aviAvoT GuUTePIAPONKOY CULLETEXOVTEG Ol 0Ttoiot dev elyav evoei&elc Tponyovevng Aoluméng 1e

SARS-CoV-2 (dn., apvnrticol yio N-deopevtikd avticopa [opov] katd v Enickeyn 1 kot yopic aviyvevon

SARS-CoV-2 péom NAAT [pvikd entypiopa] kotd tig Emoxéyeig 1 kat 2) kat giyov apvntikd NAAT (pwvikd

EMiYPIOLO) OE OTOLOONTOTE 1] TPOYPOUUUATIGUEVT] ETIGKEYT TPV amd 7 MUEPEG HeTA T Adon 2.

N = Ap1Opdg GUUUETEXOVTIOV GTNV KOOOPIGHEVT] OLADAL.

nl = Ap1Budc cvppeteydvimv Tov TANPoHY TOV OPIGHO TOV KOTUANKTIKOD oTueiov.

v.  ZuvoAikdg xpovog emttpnong oe 1.000 avOpomoétn yio 10 6€30UEVO KATAANKTIKO oNpEI0 GE OAOVG TOVG
GUUHETEYOVTEG EVTOG KAOE opadag e Kivouvo yia To kataAnktiko onpeio. H ypovikn mepiodog yio eyypoen
neputdceyv COVID-19 givatl tovAdyiotov 7 nuépeg petd ™ Adom 2 €wg 10 TENOG TG TEPLOSOV
TOPAKOAOVON GG,

5. n2 = Ap1Budg GLUUETEXOVI®V GE KIVOUVO Y10 TO KOTOANKTIKO onueio.

=R

[MpaypotomomOnke avalvor omoteAespaTIKOTNTAG BAcEL TPOKOOOPIGUEVEOY VTOBEGEWDY e TPOGOETEG
emPeParopéveg mepurtdoeic COVID-19 mov cuykevipmOnkoy katd T S1dpKelo TG TVQAOTOLEVNC,
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eEAEYYOLEVNC LLE EIKOVIKO PAPUOKO TOPOKOAOVONGNC, TO OTOT0 OVTITPOCOTEVEL EMG Kot 6 UVES LETA TN
Adon 2 otov TANOLGUO OMOTEAEGLOTIKOTITOG.

2NV ovIALOT] amOTEAEGLOTIKOTNTAG TNG MeAétng 3 oe Tandtd nAkiag S €wg 11 etdv ywpic evdei&elg
mponyovuevng Aoipnméng, vanpéav 10 meputtdoeig o 2.703 coppetéyoviec mov Elapay to pPporto kot
42 mepimtooelg o 1.348 wov Ehafav eikovikd pappoko. H extipnon onpeiov yio myv
amoteAeopatikotnta eivan 88,2% (95% dudotnpo gpmetoodvig 76,2, 94,7) Katd tnv mepiodo Katd v
omoia 1 wapaAiroyn Aélta Tav To Kupiopyo KLUKAOPOPOUV GTEAEYOC. 1€ GUUUETEXOVTES LE 1] YWPIC
evoei&eig mponyoduevng Aotpwéng, vanpéov 12 nepmtdocelg otovg 3.018 mov Ehafov epuPforio Kat

42 wepimtooelg otovg 1.511 ovupetéyovreg mov Edafav gwovikd eappako. H ektipnon onueiov yo tnv
amoteAeopatikotnta eivar 85,7% (95% oudotnpa epmotocivig 72,4, 93,2).

Y Meiém 3, pia avéioon Tov e£ovdeTepoTIK®V TITA®Y £vavtt Tov SARS-CoV-2 610 50% (NT50)

1 uqva puetd ™ Adon 2 o€ £va, Tuyoio ETIAEYUEVO VTTOGHVOLO GUUUETEXOVTOV KOTESEIEE
OTOTELECUATIKOTITO LEGM OVOGOYEPDPMOOTG TMV OVOGOAOYIKMV OTOVTNGE®DY GUYKPIVOVTAG TS
nikiog 5 €o¢ 11 gdv (dnh. nAwciog 5 €ng kdto tov 12 etdv) 610 pépog Odong 2/3 g Merétng 3 pe
ovppetéyovres NAkiog 16 €wc 25 etdv oto pépog Oaomg 2/3 g Meréng 2 ot onolot dev eiyov
0poAOYIKEG 1 LOAOYIKEG eVOEiEELg mponyouuevng Aoipnwéng ue SARS-CoV-2 émg 1 uiva petd ) Adon 2,
TANPOVTOS TO TPOKUOBOPIGUEVO KPITIPLO 0VOGOYEPDPMOTG TOGO Y10 TOV AOYO YEMUETPIKMV HECWOV
(GMR) 600 Ko yio tn Stapopd 0poamOKPLoNG, LE TNV OPOUTOKPLOT OPLLOHEVN OC EMITEVE TOVAYIOTOV
4-mhdorog avénong tov SARS-CoV-2 NT50 amo v évapén (tpwv and ) Adon 1).

O GMR 10v SARS-CoV-2 NT50 1 piva petd ™ Adon 2 o€ moudid nakiog S €oc 11 etdv (onA. niiog 5
£0¢ KAt TV 12 £TMV) ¢ TPOG eKEVA TV VeapmV evnAikmv nhikiag 16 £mg 25 etov Ntav 1,04
(appimievpo 95% CI: (0,93, 1,18). Meta&d TV cUUUETEXOVIOV Y®PIC TPOTYOOUEVES eVIEIEELS AOTH®ENC
pe SARS-CoV-2 émc 1 pva petd m Adon 2, 99,2% tov madudv nikiog S €mg 11 etdv kan 99,2% tov
ouppeTEXOVTOV NAKiog 16 émg 25 etmv giyav opoamoxkpion otov 1 uiva petd tm Adon 2. H dtapopd otig
OVOAOYIEG TMV CUUUETEXOVIMV TTOL €OV OPOATOKPIOT] LETOED TV 2 NATKIOK®V OUAd®V (Tadid — veapol
eviakeg) ftav 0,0% (apeimievpo 95% CI: -2,0%, 2,2%). Avtég ol TAnpopopieg mapovcstalovial GTovV
[ivoka 9.
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Hivaxag 9. XHvoyn Tov AGYov YEOUETPIKAV PEc@V T1d £E0VOETEPMOTIKG TiTAO 50% KoL dSLaPOPdg
GT0O. TOGOGTO TMV CUUUETEYOVTMV PUE 0POUTOKPLOT] — GUYKPLIGT] TOLOLDV NAIKIOG
5 émg 11 etodv (Merétn 3) pe ovppetéyovres nhkiog 16 £mg 25 etov (Meiét 2) —
OUUUETEYOVTES Y MPIG EVOEIEEIS AOTNMENS £m¢ Kot 1 pnjva peTd ™ Adon 2 — vwocvHvoro

avocoYEQUP®ons — Ddon 2/3 — TAnBvenog aEL0A0YNGIUNS UVOGOYOVIKOTTOS
5 ¢og 11 gTov/
Eppéiro mRNA COVID-19 16 £¢m¢ 25 gTav
10 pg/d60m 30 pg/d6om
5émg 11 etV 16 £®¢ 25 TV
“=264 "=253
Eritevén
oTO) 0V
avoGoyEPUP®
GMT? GMT? GMR?® onc
Xpoviké onusioP (95% CIY) (95% CIY)  |(95% CI®) (N/O)
I'eopeTpikoc péoog
€E0VOETEPOTIKOG 1.197,6 1.146,5 1,04
TiThoc®* 50% (1.106,1, 1.296, | (1.045,5, 1.257,| (0,93,
(GMTY) 1 uva petd ™ Adon 2 6) 2) 1,18) N
Eritevén
oTO) 0V
AwQopa |avocoyepUp®
n® (%) n® (%) %?° onc'
Xpoviké onueiof (95% CI) (95% CI") [(95% CIY) (N/O)
Hocootd
opoamékpiong (%)
e
£€ovdeTEPOTIKG 262 (99,2) 251 (99,2) 0,0
TiTho 50%°" 1 pvo petd ™ Adon 2 (97,3, 99,9) (97,2,99,9) |(-2,0,2,2) N

Yvvropoypaeieg: CI = didotnpa epumiorocivrg, GMR = Adyog yeopetpikdv pécwov, GMT = yeopuetpikdg Hécog

tithog, LLOQ = katdtepo 6pto mocsotikonoinong, NAAT = dokyacio evioypong VOuKAEIK®V 0&Emv,

NT50 = g&ovdetepotikdg Tithog 50%, SARS-CoV-2 = kopmvoidc mov mpokarel 10 GoPapd 0&H avamveELCTIKO

GVVOPOO TOTTOL 2.

Inueloon: Ztnv avaAvorn copmepAeOnNKoV cLULETEYOVTES Ol 0ToloL dev elyav 0poroyikég 1 1oAOYIKES evOEitels

(ovAhoyn detypatog aipatog émg kat 1 unva petd t Adon 2) mponyodpevng Aoipwéng pe SARS-CoV-2 (dnA.

apvnrikoi yio N-deopeutikd ovticopa [opol] katd v exiokeyn Adong 1 kot 1 uiva petd m Adon 2, yopig

aviyvevon SARS-CoV-2 péow NAAT [pvikd emiypiopa] katd 115 emokéyelg Adong 1 kot Adong 2, kot apvnTikd

NAAT [pwiko eniypiopa] o 0OmolodnIoTE LN TPOYPAULOTIGHEV emiokeyn mg kot 1 pva petd ) cviloyn

aipotog Adong 2) kot dev eiyav otpikd wtopkd COVID-19.

Inueimon: H opoandrpion opiletar og 1 enitevén adénong katd > 4 popég amd v Evapén (pwv amd ™ Adon 1).

Edv n pétpnon katd v Evapén eivat kdtm omd to LLOQ, éva amotéhecpa dokylaciog petd tov epfoiacd

>4 x LLOQ Bewpeitar mg opoamodKpion.

a. N =ApiOudc GUUUETEXOVT®V e £YKLPO Kol KABOPIGUEVH ATOTEAEGLLATA SOKILAGIOG TPV TOV ELPOMOAGHO GTOV
1 pva petd ™ Adon 2. Ot Tyéc avTég etvan EmioNS 01 TOPOVOLAGTEG TOV YPTGLLOTOLOVVTOL GTOVG
VIOAOYIGLLOVG TOGOGTMV Y10 TO TOGOGTH OPOATOKPLONG.

B. KaBopiopéva and 1o mp@tdKorro ypovikd onueio yuo T cvAloyn delypatog aipatog.

v. O1GMTs ko ta appimievpa 95% Cls vroroyiotnkav e ekbetikonoinon Tov AoyaplBpkod HEcov TV TITA®V
kot Tov avtictotymv Cls (pe Baon v katavopn t Student). Ta arotedéopata dokipaciog kdtw amd to LLOQ
opiomnkav og 0,5 x LLOQ.

5. Ot GMRs kot ta apgpimrevpa 95% Cls vroroyiotnkav pe ekbetikonoinom g peons dapopds Twv Aoyapifumv
TV titAov (5 éog 11 gtdv peiov 16 émg 25 €1dv) kat tov avtiotoyov CI (pe fdon v katavoun t Student).

€. AvocoyepOpmon Bacet tov GMT dnAdvetat €4v 1o KaT®@TEPO OPLO TOL apPimievpov 95% CI yuo tov GMR
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glvar peyorlvtepo amod 0,67 ko onpetokn ektipnon tov GMR givar > 0,8.
o1. Ta SARS-CoV-2 NT50 npocdiopictniay pe tn gprion g dokipociog pikpoeEovdetépmong tov mNeonGreen
yw tov SARS-CoV-2. H dokipacio ypnoiponotet Evav eBopilovia 16 avapopds mov TpogpyeTal omd 1o
otéhexoc USA WA1/2020 xon m e&ovdetépwon tov 100 dafdaletatl o€ povoostpdpata kuttépmv Vero. H tiun
NT50 tov detypatog opiletor ¢ n avticTpoen apainorn opol oty omoia eEovdetepdvetal to 50% tov 100.
N = ApBuog ovppeteydviov pe opoandxpion Paost tov NT50 1 piva petd m Adon 2.
AxpBéc appinievpo CI pe Baon ) pébodo Clopper kat Pearson.
Awpopd oTig avaloyies, eKPpacévn oG Tocooto (5 €og 11 etmv pelov 16 £o¢ 25 etdv).
Apoinievpo CI, pe Baon ™ pébodo Miettinen kot Nurminen yio ) dta@opd oTiS avaroyies, EKPPACUEVO MG
TOGOGTO.
. Avocoye@Opmaon pe BAcT TO TOGOGTO 0POATOKPLENG SNADVETAL EAV TO KOTMTEPO OPLO TOL appitievpov 95%
CI y1o T d10.9p0pd opoomdKpiong givar peyolvtepo amod -10,0%.

= D3 g

Avoooyovikotyto. o€ ouoia nlixiog 5 éwg 11 erwv (oni. nlixiag 5 éwg kdrw twv 12 eTcdv) — ueta v
ovVouUVNoTIKy 000N

M avapvnotikn 66om tov Comirnaty yopnyndnke o€ 401 tvyaio eMAEYLEVOLS CUUUETEXOVTES OTN
Mehrét 3. H amoTteleoaTIKOTNTO LOG OVOLVINOTIKNG 000MG OTIg NAtKieg 5 éw¢ 11 ovvdyetor amd v
avocoyovikotnta. H avtiotoyyn avosoyovikdtnta a&loloyndnke péom tov NT50 évavtt Tov otedéyouvg
avagopdg Tov SARS-CoV-2 (USA WA1/2020). Ot avoivoelg twv NT50 1 prvo petd v avopvnotikn
000M o6 GUYKPION LE TPV TNV OVOUVIOTIKTY d00T KoTEdelEov onuavtiky avénon tov GMT oe dtopa
nikiog 5 éog 11 etdv mov dev giyov kopio 0poroyikn 1 10A0YIKT EvOelgn Tponyovuevng Aoiuméng pe
SARS-CoV-2 é¢mg kot 1 priva petd tn 66om 2 Kot TNV avopvnotiky d0cr. Avth 1 avaivon cuvoyileton
otov Ilivaxa 10.

Hivaxag 10.  Xvvoyn TOV YEOUETPIKAOV PES®V TITAOV — NTS50 — coppetéyovteg yopig evoei&elg
roipoéng — eaon 2/3 — odvoro avocoyovikéTnTog — AKiog 5 émg 11 €TV — TANOvopnég
0EL0A0Y1 GG UVOGOYOVIKOTTOG

Xpovikd onpeio derypatoinyiog”
1 pfva petd
mv
UVOPVIOTIKY
do6om/
1 pfva petd ™ 1 pfva petd
1 pva petd v avapvnotiky d6on (nf=67) d60m 2 (nP=96) T 66om 2
GMT? GMT? GMR?®
Aokipocio (95% CI") (95% CI) (95% CI®)
Aoxipocio
gEovdetépmong
SARS-CoV-2 - 2.720,9 1.253,9 2.17
NTS50 (tithog) (2.280,1, 3.247,0) (1.116,0, 1.408,9) (1,76, 2,68)

Yvvropoypaeieg: CI = didotnpa epumiorocivrg, GMR = Adyog yeopetpikdv pécwov, GMT = yempuetpikdg Hécog
tithog, LLOQ = katdtepo 6pto mocsotikomoinong, NTS50 = e&ovdetepmtikdg tithog 50%, SARS-CoV-2 = kopwvoidg
oV TPOKOAEL T0 coPapd 0&D avamvevsTkd cHVOIPOO THTOV 2.

a. KaBopiopéva and 1o mp@tdKoAlo ypovikd onueia yio T cuAAoYN deiyaTog OiplaTog.

B. n= AplBHdc CUUUETEYOVTOV LE EYKVPO KOl KODOPIOUEVE, OTOTEAEGILOTO SOKILAGIOG Y10 TN CUYKEKPLULEVT
dokacio otn dedopévn 0o/ xpovikd onpelo detypaToAnyiog.

y.  OtGMTs kot ta apeinievpa 95% Cls vroroyiotmkav pe ekbetikomoinomn tov AoyopBpKol pécov v TitAwv
kot Tov avtictotymv Cls (pe Baon v katavopn t Student). Ta arotedéopata dokipaciog kdto amd to LLOQ
opiomnkav og 0,5 x LLOQ.

5. Ot GMRs kot ta apeinievpa 95% Cls vroroylotnkav pe ekbetucomoinomn g pHéong dopopds Tmv Aoyapifuwov
Tov TitAov (1 Miva Metd v Avapvnotikiy Adon peiov 1 Mive Metd ) Adon 2) kot Tov avtictoryov CI (pe
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Béon v katavoun t Student).

IMowdratpukdc TAnfuoude

O Evponaikoc Opyaviopuog Ooapudkmv Exel SOGEL avaPorn amd TNV VTOYPEWST VITOPOANG TV
OTOTELECUATOV TV PEAETOV pe To Comirnaty 6Tov modtaTpiko mAnbucud oty tpdinym g COVID-19
(BAéme mapdypa@o 4.2 yio TANPOQOpPIES OYETIKA [LE TNV TALOIUTPIKT] YPION).

52 ®appokokivnTiKEG 1010TNTES

Aev epapuodletar.

5.3 IIpoxivikd dgdopéva Yo TNV doQPAAELN

Ta pun KAwviKd dedopéva dev amokaAdTTOVY 1d10itepo Kivouvo yio Tov avBpwomo pe Bdon Tig cvpfoticég
peAéteg To&kdTNTaG EMAVIAAUPOVOLEVOV dOGEMV KOl TOEIKOTNTOG OTIV OVATOPY®YTKT] TKOVOTNTO Kot

avamroln.

I'svikn to&wotnTa,

Ot apovpaiot 6Tovg omoiovg yopnyndnke evdopvikd Comirnaty (ot omoiot Elafav 3 TANpelg avOpdmIveg
d0GELg Hio popd TNV €BOOUAdN, TAPAYOVTAG GYETIKA DVYNAOTEPO ETITEDD GTOVS APOLPAIOVG AOY® TV
SPOP®Y GTO COUATIKO BAPOC) epPdvicay Kamolov Babpod oidonpa kKot epvdnua otn B€om Eveong kot
oLENGELS TV AEVKOV aoGQaLpimV (cuuTepAappavorévey Tov Baceo@ilmy Kol NOSIVoeiA®Y) Tov
GULVASOLV UE PAEYLOVAOIN avTidpaoT), KabmG Kol GYNUATICUO KEVOTOTI®MY GTO TLUACIN NTATOKVTTOPM
xopic evoeifelg nrotikng PAAPNG. Oheg o1 emdpAoelc NTOV AVOSTPEWYILECS.

Tovoto&wkotnta/Kopkivoyéveon

Agv paypoatomomOnkoy perétec yovotoEikdtnrag ovte kapkivoyéveonc. Ta cvotatikd Tov epfoiiov
(AMmidwo kot mRNA) dev avapéverat va, £xouv YovoTo&iKo SLVOLIKO.

To&wkdtnto TNV AVoTopoy®YIKn tKovoTnTo,

H t0&1k0TNT0 TNV 0VOmTOpay@YIKn KOVOTNTO KOl TNV avATTUEN dlepeuviOnKe e apovpaiovg 6 pia
GLVOVLOGHEVT HEAETT] TOEIKOTNTOG GTY] YOVILOTNTO Kot TNV avAmTuén, 6ov g nivkodg apovpoaiovg
yopnynonke evdopwikd Comirnaty wpwv omd to {evydpmua Kot Katd T StdpKeELD TN KONGNG
(Aoappdvovtag 4 mApels ovBpOTIVEC HOGELC 01 OTTOIEC TOAPAYOLV GYETIKA VYNAOTEPQ EMITESD GTOVG
apOLVPAIOLG AOY® TOV S10POPAV GTO COUATIKO Bapog, o€ dtdotnua peTa&d e nuépag 21 mpv and To
Cevyapopa kat g nuépag 20 g kinong). Amavincelg E0VJETEPOTIKMY ovTIo®UATOY SARS-CoV-2
Nrav Tapovceg ot (da uNTéPES amd mpv 1o Levydpmpa £mg To TEA0G TG HEAETNS KaTd TV Nuépa 21
HETA TN Yévvmom, kabmg kot ota EUPPLa Kot 6TouG 0moyovovs. Agv vaipéay oyeTilopeVeS e TO UPOAo
eMOPACEIS TN YOVILOTNTA TV INAvKOV (hmVv, 6TV KONoN 1| 6TV ovATTLEN TOV EUPPOOV-KUIUATOVY 1|
TOV amoyovev. Aev vrdpyovv dtobéoipa dedopéva yio to Comirnaty GYETIKG [LE TN LETOPOPE TOL
EUPOAIOD OLOUEGOV TOV TACKOVVTO 1) TNV OTEKKPLIOT] GTO YAAQL.
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6. ®APMAKEYTIKEX IAHPO®OPIEX
6.1 Kotahroyog ekdoyv

((4-vopo&vPovtvro)alavedivio)dig(e&avio-6,1-01A0)o1g(2-eEvhodekavoiko) (ALC-0315)
2-[(molvatBvievoyAvkoin)-2000]-N,N-drtetpadekvioaketapioto (ALC-0159)
1,2-Atoteapoir-sn-yAvkepo-3-pwseoyorivn (DSPC)

XoAnotepoin

Tpopetapdin

Y SpoyAmPIKn TPOUETAUOAN

Saxyopoln

"Yowp yia evéoipa

6.2 Aocovppoarétnreg
AVT6 T0 POPUUKEVTIKO TPOTIOV OEV TPETEL VOL AVOLLELYVOETOL LLE GALDL PUPLLOUKEVTIKG TPOIOVTOL.
6.3 Awdpkera {omg

Mn avorypévo QloAidlo

Kazswoyuévo piralidio

12 pqveg 6tav puAdocetat otoug -90°C £mc -60°C.

To guPforio Oa mapurnebei kKateyvypévo otovg -90°C £mg -60°C. To kateyvyuévo euporto umopei va
evloyBel gite otovg -90°C £wg -60°C gite otovg 2°C ém¢ 8°C katd tnv maporofn.

Dralidio piag doong

Orav puAdocetor Kateyvypévo otovg -90°C émg -60°C, o1 cuokevacieg 10 proldiov Tov eroidiov piog
doomg tov gpPoriov pmopovv va amoyvydodv otovg 2°C g 8°C 1o 2 dpeg N} T0 LEPOVOUEVO QLOAISIN
umopotv va. amoyvybovv o Beppokpacio dopatiov (éng 30°C) yia 30 Aemtd.

DroAioro moAdomlav dooewy

Otav puidocetal kateyvypévo otovg -90°C éng -60°C, ot cuokevaocieg 10 praldiny Tov eloidiny
TOALOTTAGDV dOGE®V ToL gUfoliov umopodv va aroyvyBovv otovg 2°C émg 8°C yio 6 mpeg 1 o
pepovopéva eroiidla propodv va amoyvybovv oe Beppokpacio dopatiov (¢mg 30°C) yia 30 Aentd.

Amoyoyusvo giaiidio

10 eBoopddeg puiaén kot petopopd otovg 2°C émc 8°C evtog g didpketag (mng 12 unvav.

. Koatd ) petagopd tov gpporiov oe puraén otovg 2°C €wg 8°C, 1 evnuepmuévn nuepounvio
MEnc mpémel va ypapel 610 e£mTEPIKO KOLTL Kot TO EUPOAI0 TPEMEL va ypnoomombei 1 va
amopplpOei uéypt tnv evnuepopévn nuepopunvia AMénc. H apyu nuepounvia Aqéng tpénet va
Stoypopet.

. Edv to epuPoiio mapoinedei otovg 2°C €wg 8°C, npémel va puioybei otoug 2°C émg 8°C. H
nuepounvia AéENG oto e£@TEPIKO KOVTL TPETEL Vo el evnuepmbel dote va avtikotontpilel v
nuepounvia AnEng oe Yo én Kot 1 apykn nuepounvia ANENG Tpémet va EYeEl olaypapel.
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[Ipwv amd ™ pfon, To 1N Avorypéva ELoAIdLO LTOpovY va, puABoUV Yo £¢ 12 dpeg oe Beprokpacieg
peta&o 8°C wan 30°C.

O yeptopdc TV ELoAdimV mov £xovv amoyvyBel pmopel va yivel 6e cuvOnKeg POTICHOV TOL dWUOTIOV.
A@ov amoyvyBel, To epfoiro oev Tpémer vo kaTayvyOel ek véou.

Aiayeipion twv omoxAloewy e Oepuokpacioc KaTa T 010pKELO. THE YVAACHC o8 Wil

. To dedopéva otabepdtnTac VITOJIEKVHOLY OTL TO [N AVOLYLEVO PLOAISL0 givol oTaBepo Yia
€wcl0 efdopddeg dtav puidooetar o€ Beppokpacieg amd -2°C £mg 2°C, evtdg g TEPLOdOV
@OAaENG 10 gfdopadmv petalt 2°C ko 8°C.

. Ta dedopéva oTadepdTTES VITOSEKVOOVVY OTL TO PLOAidI0 popel vo puAayDel Yo mg 24 dpeg og
Bepuokpacieg 8°C €wg 30°C, ovumepriappavopévav émg kot 12 mpdv PETd TNV TPMOTN ddTpNnon.

Avtég o1 TAnpogopieg mpoopilovtat yia TV kKabodynomn TV exayyEALOTIOV VYEiog LOVO OE TEPITTMOOT)
TPOCOPIVIE OTOKALOTG TG DepLokpaciog.

Avorypévo QloAido

H ymuwn ko ook otabepotnta katd t xpnon €xel katadewybei yia 12 dpeg otoug 2°C émg 30°C, 10
omoi0 TEPIAAUPAvEL £0C Kot 6 MPEG YPOVO UETAPOPAG. ATO LKPOPLOAOYIKT Aoy, KTOG €AV 1] HEB0SOG
avolypatog amokAgiel Tovg Kivdvvoug Lukpoflokng LOAVLVGNGS, TO TPOiOV TPEMEL VO PN GLLOTO Oel
apéomc. Edv dev ypnoyomombet apéomc, ot xpovol kol cLVONKES d1aTHPNONG KOTA TN YP1OT) AITOTEAODY
gvBvvn tov ypnot.

6.4 Iowitepeg TpoPuAGEELS KUTE TN OVLAEN TOV TPOIGVTOG

dvidooete oy KoTAyvén otoug -90°C €wmg -60°C.

DdvAdocete GTNV OPYIKT CLCKEVAGIN Y10 VO TPOGTATEVETAL OO TO PG,

Kotd ™ dibpkeia g @OAaéNG, EAayloTonomote v £K0oT 6TOV POTIGHO TOL SMUATION KOl OTOPUYETE
v €kBeon o Gpeco NMoKO mG KoL VITEPLDON aKTVoBoAia.

INa 11g cvvOnKeg SroTpPNENG HLETA TNV ATOWYVEN Kol TO TPATO Gvoryud, PA. Topdypoapo 6.3.

6.5 @von Kol GLOTATIKG TOV TEPLEKTT

To Comirnaty Omicron XBB.1.5 dwaonopd mopéyxetot e dronyes erorido tomv 2 ml (yvail tomov I) pe
TONA gloydpNnongs (ocvvheTikd PpmUOPOVTLAIKO EAAGTIKO) KOl UTAE OMOCTMUEVO TAOCTIKO TAOLO [LE

o@pdyion adovuiviov.

"Eva @aAido piog d6omg mepiéyet 1 d6om twv 0,3 ml, BA. mopaypdeovg 4.2 ko 6.6.
‘Eva @loAidio molamhdv d6cewv (2,25 ml) mepiéyel 6 docelg tov 0,3 ml, BA. Tapaypdeovg 4.2 kar 6.6.

Yvokevacio erodiov piag d6ong: 10 elaAidia.
Yvokevaociec ELoAMdiov moAlaTAGY docewv: 10 prolidio.

Mmnopet va, unv KuKAOPOPOLV OAEG Ol GUGKEVAGIES.
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6.6 Iowitepeg TPOPULAGEELS ATOPPIYNGS KOl GALOGS YEPLOIOG

Odnyiec yeptouon

To Comirnaty Omicron XBB.1.5 npénet va mpoetoipdleton omd enayyeipario vyeiag pe ypnon donming
TEYVIKNG Y10 TN SL0CQAALOT] TG OTEPOTNTAG TNG TPOETOLUAGUEVTG SLUGTOPAC.

OAHI'IEX IIOY EQPAPMOZONTAI TOXO XTA ®IAAIAIA MIAX AOXHX OX0 KAI XTA

OIAAIATA TIOAAAITAQN AOXEQN

EITAAHOEYXZH ®IAAIAIOY TOY COMIRNATY OMICRON XBB.1.5
10 MIKPOI'PAMMAPIA/AOXH ENEXIMH AIAXIIOPA (ITAIAIA 5 EQX 11 ETQN)

Mrie Todpo.

Comirnaty
Omicron
XBB.1.5

Mnyv apor@vete

10 pg

Emain0gbo6te 0TL TO QLOAidL0 $Y€1
RTAE TAAGTIKO TAONY KO 1)
OVOLLOGiO TOV TPOIOVTOG EiVOL
Comirnaty Omicron XBB.1.5

10 pkpoypappdapra/d6on evéoun
orwaomopd.

E\éyEte edv To plaAidio eivan
PloAido piog d6one 1 LaAioo
TOAMATAGDV SOCEWDY Kol AKOAOVONGTE
TIg epapproloOpeVEG 00MYiES XEPIOUOV
TOPOKATE.

Edv to glaiido éxel GAAN ovopacio
TOL TTPOTOVTOG GTNV ETICTLLOVOT),
avatpééte oty llepiAnyn tov
Xapoaktnpiotikav tov [Ipoidvrog yio
T1 CUYKEKPLUEVT] POPLLOKOTEYVIKT
HOPOT.
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XEIPIXMOZX ITPIN AIIO TH XPHXH TOY COMIRNATY OMICRON XBB.1.5
10 MIKPOI'PAMMAPIA/AOXH ENEXIMH AIAXIIOPA (ITAIAIA 5 EQX 11 ETQN)

dvraooceTe Y0
£m¢ 10 epoopadseg

o6tovg 2°C £mg
8°C, evnuepaote

™ M&n 670 KovTi.

Ed&v 10 @loAido piag 06omg 1
TOALOTAGDV dOGEDMV PVAACCETAL
KOTEYVYUEVO, TPETEL VAL amoyvyOei
TPy amod ) ypnon. Ta kateyvypéva
(PLOAIOI0 TPETEL VAL LETOPEPOVTOL GE
mepPdAlov pe Beppoxpacio

2°C ém¢ 8°C yuo va amoyvybovv.

Awoc@oriote 0Tt T0 PLaAidio sivorl

TANPOG ATOYVYUEVO TPV AT TN

xpnon.

o ®uoAidw piog d6ong: Mia
ovokevaoia 10 praldiov tov
QloAiov piag d6ong umopei va
XPEWOTEL 2 MPEC Yo VoL amoyvyOet.

o QuAidw moAamAdV ddcemv: Mia
ovokevooia 10 praldiov Tov
PLoAdiov TOAATAGY 00CEWY
umopet va ypelaotel 6 dpeg yia va
amoyuyoetl.

Kotd ™ petagopd tov proldiov o

OAaEN otovg 2°C émg 8°C,

EVNUEPDOGTE TNV Mpepopnvia Aéng

GTO KOVTL.

Ta, un avorypéva eloiidia uropodv vo

@uLoyBovv yia g 10 gfdopdadeg

otovg 2°C €mg 8°C, Oyt mépav NG

TonOHEVNG Npepopnviag ANgng (EXP).

EvoAloktikd, To pepovouéva

KOTEYLYUEVA QLOAISIO UTOPOLV VO

amoyvyOov yia 30 Aentd o€

Oepuokpaciec £mc 30°C.

[Ipwv T gpfioM, TO UM CvOryUEVo

@loAidlo pmopel va pudayel yio Emg

12 dpeg o€ Bepuokpacieg Eémg 30°C. O

YEPLOUOG TV PLOAdImY OV £youV

amoyvyei umopel va yivel og

GUVONKES POTICUOV TOV dMUATIOV.
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"‘Hmao % 10

Avopei&te o ovasTpEEOVToS Ta
@loAidwo 10 popég mpv amd ™ ypnon.
Mnv avatapdooeTe.

[Ipwv amd v avapelln, n amoyuypévn
dlooTopa Umopel va TEPIEYEL AeVKA
€0 VITOAEVKA 0OLOLPAVT) GLLOPPOL
copotio.

Metd v avaueién, to ufoito Oa
TPEMEL VL TAPOLGTALETOL O SLOVYNG
€w¢ eEhappag omarilovca dtoomopd
YopPic opath coUATdIOKN VAN, Mnv
YPNOYLOTOMGETE TO EPPOALO O
TEPITTOOT TOPOLGIOG COUOTIONKNG
VANG M AOYPOUATIGUOD.
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INPOETOIMAXIA MEMONQMENQN AOXEQN 0,3 ml TOY COMIRNATY OMICRON
XBB.1.5 10 MIKPOT'PAMMAPIA/AOXH ENEXIMH AIAXIIOPA (ITAIAIA 5 EQY 11 ETQN)

0,3 ml gpporiov

DroAidio piog d6oN¢

Avoppoonote pio 66om 0,3 ml
euporiov.

Amoppiyte 10 QroAidio kot
0TOLOVONTOTE TEPIGGLO OYKO.

DroAid10 TOALATADY 0OGEMV

Ta eroAidie ToALoTAGY dOGEDV
nepEyovv 6 d6celg twv 0,3 mln
KkaBepio.

XPNOOTOIDVTAG ACTTITY TEXVIKY,
ka0apioTe TO IO ELGYDPNONG TOV
QLOAOI0V [E aVTIONTIKO UOKTPO Hiog
xpPHong.

Avappoonote 0,3 ml Comirnaty
Omicron XBB.1.5 yio moudid niikiog
5 émg 11 etav.

[Ipénel va xpnoyonotodvtal cOPLyyeg
N/xon BeAdVES YapMAoD VEKPOD YKoV
v v e€aywyn 6 dOGE®V amod £val
pepovouévo eroidto. O cuvovacIOC
ovpLYYoG Kot BEAOVOG YOUNAOD VEKPOU
OYKOL OV TPETEL VO, EYEL VEKPO OYKO
peyoAvtepo amd 35 pikpoittpa.

Edv ypnoponomBoiv tomikég
GUPLYYES Kol BEAOVES, EVOEYETOL VO NV
VILAPYEL ETOPKNG OYKOG Y10l TNV
eEaymyn ékng 600mg amod Eva
UELOVOUEVO PLOAIDLO.

Kd&Be 06om mpémet va mepiéyet 0,3 ml
euporiov.

Edv n mocotta gpPoriov wov
OTTOUEVEL GTO PLOAISI0 dgv pmopel va
mopEyeL po, TAnpn do6on 0,3 ml,
amoppiyTe TO PLOAISIO KoL
0MO10VOINTOTE TEPIGTLO OYKO.
Koataypayte v kotdAAnin
NUEPOUNVIN/DPO 6TO PLAAISIO.
Amoppiyte kdOe mocdHTTO
aypnoiponointov gppoiriov evidg

12 wpov petd Ty TPp@TN SdTpnon.
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Amdppryn

Kd&0e aypnoiponointo poapuokevtikd Tpoiov 1 VIOAEWNO TPETEL VO OTOPPITTETOL COUPOVO. LIE TG KOTA
TOTOVG 10YVOVGES GYETIKES OLATAEELC.

7. KATOXOX THX AAEIAY KYKAO®OPIAX

BioNTech Manufacturing GmbH
An der Goldgrube 12

55131 Mainz

Teppovia

TnAépmvo: +49 6131 9084-0
®ag: +49 6131 9084-2121
service@biontech.de

8. APIOMOZXZ(OI) AAEIAYX KYKAO®OPIAX

DroAidia piog d6oN¢
EU/1/20/1528/022

DroAid10 TOALATADY 0OGEMV
EU/1/20/1528/023

9. HMEPOMHNIA ITPQTHXE EI'KPIXHYX/ANANEQYHYX THX AAEIAX

Huepounvia mpdtng £ykpiong: 21 Askepppiov 2020
Hpepounvia tekevtaiog avavémong: 10 Oxtoppiov 2022

10. HMEPOMHNIA ANAGEQPHXHX TOY KEIMENOY

08/2023

Aemtopepeic TANPoPopieg Yo TO TOPOV PUPLOKEVTIKO TPOioV gival S1a0Ea1eg 6ToV SIKTLAKO TOTO TOL
Evponaikod Opyavicuod doapudakov http://www.ema.europa.eu.
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