MEPIAHYH TON XAPAKTHPIETIKOQN TOY IPOIONTOX

vTo QAPLOKO QVTO TELEL LTTO CLUTANPOUATIKY TOPpaKoloVON oM. AVTo B emiTPEWYEL TO YP1IYOPO
TPOGOIOPIOUO VEDV TANPOPOPLOY AGPAAELNG. ZNTEITAL OO TOVE EMAYYEAUATIEG VYELOG VO OVOPEPOVY
omolesdnmote mbavorloyovpeveg avemiBounteg evépyetec. BA. mapdypapo 4.8 yia tov Tpomo avapopdig
AVETBOUNTOV EVEPYELDV.

1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Comirnaty 3 pukpoypappdpio/d6om Tokvd oKeHOoHLO Y10 TOPUCKELT EVESIUNG S100TOPGG

Eppoiio mRNA COVID-19 (tpomomoinuévov voukAEoo1dimV)

2. MNOIOTIKH KAI MOXOTIKH XYNOEXH

Av10 gival QLAISI0 TOAUTAGY 00GEMV UE UTOPVTO TOUA Kol TPETEL VO, apatmOel Tpv T ypnon.

"Eva graAido (0,4 ml) mepiéyet 10 d6o¢e1g Tmv 0,2 ml petd v apaioon, PA. moapaypdeovg 4.2 kot 6.6.

Mia 06om (0,2 ml) mepiéyel 3 pkpoypappdpto tolvopepdvng, Eva euoito mRNA COVID-19
(evoopoatopévo o MITIOIKA VOVOoHUOTIOW).

H tolivapepdvn givat évo povokimvo ayyelo@opo RNA (mRNA) pe koAvmtpa oto 5° dipo,
TAPUYOUEVO UE YPToM EAEVBEPNC KVTTAP®Y in Vitro petaypaeng amod ta. avrictoyo tpdtuoma DNA,

OV KMOIKOTOL0VV TNV UKT TpmTeivn-axida (S) tov SARS-CoV-2.

IMa tov TA7pN KaTdloyo TV ekddy®V, PA. Tapdypogo 6.1.

3. DOAPMAKOTEXNIKH MOP®H

[Tvukvo ckedaoua Yo TOPACKELT] EVESIUNG dlOOTOPAS (0TEIPO TLKVO StdAv ).

To epforio givar Aevkn émg vTdoAevkn KaTeYLYUEVT daomopd (pH: 6,9-7,9).

4. KAINIKEX IIAHPO®OPIEX

4.1 OgpomevTiKég gvositelg

To Comirnaty 3 pkpoypappdplo/ddcn Tukvo GKEDACLO Y10 TAPOCKELT EVEGIUNG SLOCTOPAS
EVOEIKVLTAL Y10l TNV EVEPYNTIKY] 0vOGOTTOinoT Yo, TV Tpoinym g COVID-19 mov npoxoieitor amod
tov SARS-CoV-2, og Bpéon kot modid nAikiog 6 pnvav £og 4 eTmv.

H ypnion avtod tov guforiov mpénet va yiveTal cOUPOVA LE TIC ETIGNUES GVOTACELS.

4.2  Aocoloyio kor TpOTOG YOPYNONS

Aocoloyia

Bpéopn kou maidio nlikioc 6 unvav Ewc 4 ety

To Comirnaty 3 pkpoypappdaplo/d6cn xopnyeitol eVOOUVIKE PETA amd apaimdon W TPMTOYEVNG
KOKAog 3 docewv (0,2 ml 1 kabepia). Xvviotdtor vo yopnyeital n devtepr 6001 3 efdondadec PeTd TV



TPAOTN 0601 aKoAovBoBEVT amd Lo Tpitn dOGT OV YopnyEiTaL TOVAYIGTOV 8 efdopddEg LETA TN
devtepn 66om (PA. Topaypdpovg 4.4 kan 5.1).

Edv éva mondi yiver 5 etdv petad tov 606edv Tov 6Tov KOKAO EUPOAOCUOD, TPETEL VO OAOKANPAOCEL
T oelpd e To 1010 emimedo 06oNG TV 3 UIKPOYpaLLopioy.

Evoarlaliuomro

H evarro&ipomra tov Comirnaty pe epfoia COVID-19 and GAAOLE TUpOCKELAGTES Y10, TNV
OALOKANP®OT TOL TPMTOYEVOVS KOKAOL Oev €xel Tekpunplwbel. Ta dropa mov £xovv AdPet pia d6om
Comirnaty pénet va cuveyicovv ) Aqyn tov Comirnaty Y10 va. OAOKANPDOGOLY TOV TPWOTOYEVN
KOKAO.

Houdiozpikoc wAnBvouoc

Yrdpyetl Sa0éc1o Eva TandloTpikd GKeVAGHA Yo dTopa NAkiag 5 éog 11 etdv (OnA. 5 €og KdTto TOV
12 etov). o Aemtopépeteg, avatpéEte oty [epiinyn tov Xapakmmpiotikdv tov IIpoidvtoc yia 1o
Comirnaty 10 pkpoypappudpto/d061 Tukvd GKEVAGLO Y10 TUPACKELT EVEGIUNG O10GTOPEC.

H aocopddeia kot anotehespatikdtnta tov Comirnaty o€ fpépmn nAikiog KAT® TV 6 UNvov dgv Eyovv
aKouo tekunplooet.

Tpomog yopnynong

To Comirnaty 3 pKpoypappaple/d06n Tukvoe GKEDOUCHO Y10, TOPOCKEVT] EVEGIUNG SIOOTOPAC TPETEL
va yopnyeitat evoopvikd petd omd apaimon (PA. mapdypapo 6.6).

Metd v apaionon, Ta elodidia tov Comirnaty mepiéyovv 10 66ceig twv 0,2 ml gpPoriov. [a myv
eEaymyn 10 06cew@V Ao £V LEUOVMUEVO PLOAISI0, TPETEL VO YPNCILOTOLOVVTOL GOPTYYES /KoL
Beloveg yauniob vexpov 6ykov. O cuvdvacpog cOptyyos Kot BeAdvag yapumAiod vekpov dykov dgv
TPEMEL vaL €L vekpd OYKO PeyardTepo amod 35 pukportpa. Eqv ypnoipomomBoiy tomikéc ciptyyeg Kot
Behdveg, evdéyetar vo unv vdpyel EmapKng 0yKog yio v e€aymyn 10 066ewv amd £va, LEPOVMUEVO
QLoAid10. AveEdptnta and Tov TOTO GVPLYYaG Kol BEAOvag:

o Kda0e d60on mpénet va mepiéyet 0,2 ml epfoiiov.

o Edv n mocotta gpfoiiov mov anopével 6To PaAidto dev Umopel va mapEyeL Lo TANPT 060oM
0,2 ml, amoppiyte TO LOAIGLO KO OTTOLOVONTOTE TEPIOTLO OYKO.

o Mn cvykevTp®VeTE TEPIGG10 EUPOALIO 0d TOAAATAL QLOAidLOL.

e Bpéon niciag 6 mg kdtm tov 12 unvav, 1 cuvictdpevn Béon Eveong eivon ) tpocHomidyia
TAEVPE TOV PUNpov. X dropa nAkiag 1 étovg kot dvm, 1 cuvieTdpevn Béon veong etvar n
TPocHloTAdyLo TAELPE TOV UNPOV 1 0 OEATOEONG LUG.

To euPforio dev TPEMEL VaL EVIETAL EVOOUYYELOKA, VTOdOPLA 1] EVOOIEPUIKA.

To epPfoiio dev Tpémetl va avapElyVOETOL GTNV 10100 GUPLYYO LE OTTOLAONTOTE QAL ELPOALA 1)
QOPUOKEVTIKA TPOTOVTOL.

I"oa t1g TpoLAGEELG Tov TTpémel va AapPdvovTal Tpty T xopnynon tov epfoiiov, PA. mapdypapo 4.4.

Mo 0dnyieg oxetikd pe v amoyvén, ToV ¥EPIoUO Kot TNV amoppiyn Tov euforiov, BA.
TapAypoeo 6.6.

4.3 Avtevositag

YrepevoioOnoia 61 dpactikn ovcia 1} 6 KEmolo amd To £KO0Y TOV AVAPEPOVTOL GTNV
Topaypapo 6.1.



4.4 E101kég TPoEIOOTOUGELS KU TPOPVAGEELS KATE TN (pP1iom

IyynAaciuotnta

IIpoxeyévou va Bektimbel n yyvnAacipudtnta TV BloAOYIKOV QOPUAKEVTIKOV TPOTOVI®V, TO OVOLLN
KoL 0 0plOUOC TaPTIOOS TOV YOPTYOVUEVOL POPUAKOL TPETEL VO KATOYPAPETOL LE GUPTVELQL.

T'evikéc ovoTdoelc

YrepevouoOnoio ko avagovlolio

"Exovv avaeepBei coppavia avaeouraiog. [Ipénet mdvtote va vdpyetl dpesa dStaféciun KatdAANAn
LOTPIKT OVTILETMTION Kol TUPOKOA0VON G GTNY TEPIMTOGN OVAPVAAKTIKIG OVTIOpaoN G LETE T
yopnynon tov eufoiiov.

ZUVIGTATOL GTEVT] TOPOKOAOVONGN Y10 TOVAG IoTOV 15 Aemtd peTd Tov epfolacd. Ae Ba mpémetl va
yopnyeiton mepartépm 660m Tov EUPOAIOL GE EKEIVOLG TTOV £YOVV TOPOLGLAGEL AVOPLANEID PLETA ATTO

mpornyovpevn 06om tov Comirnaty.

Muvokapditido. ko TEPIKOPIITION,

Metd tov gpPortacud pe Comirnaty vdpyetl avEnUEVOS Kivouvog HuokapdiTiong Kot TepkapdiTidags.
O tafnoelg avtég Pmopovv va, ekdNAmBoLV evtdg Alywv HOAG NUEPDV LETA TOV EUPOMAGLO Kot
gupaviotnkav kupimg evtog 14 nuepav. [apatnpndnkav cuyvotepa petd tov devTepo eUPoAAGUO,
Kol oLYVOTEPX GE vEOTEPOLS Avopes. Ta dtabécia dedopéva VITOdEKVOOLY OTL 1] TOPETL TNG
LLOKAPOITIONG KO TNG TEPIKOPOITIONG LETA TOV EUPOMAGHO deV dAPEPEL 0 TN LLOKOPIITION 1| TV
nepkapditida gv yével (PA. mapdypoeo 4.8).

Ot emayyedpatieg Tov Topén TG vyelag Tpémel vo etvar o€ emPLAAKN Yo TVYOV onpeia Kot
CUUITOUOTO LOOKaPSiTIdNG Kat eptkapditidag. Ot epPortalouevol (cupmeptlopufoavopévay tmv
YOVE®V 1] @POVTIOT®V) B0 TPEMEL VoL EVILEPDVOVTOL MOTE Vo avalnTnoovy GueoT wTpikn Pondela edv
EUPAVICOVV GUUTTOUOATA, EVOEIKTIKA TN LLOKOPSITIONG 1} TNE TEPIKOPIITIdNG, OGS (0&D KO EMIOVO)
Ompokikd dryog, dvomvola 1 aicOnua TEAUDY UETE TOV EUPOAAGUO.

O emayyelpoties vysiog Oa mpémet vo cupfovievovtal Tnv kafodynon 1/t Tovg e101Ko0G Yia Tn
dayvaoon kot ) Ogpameio ovtng T™C TaONONC.

Avtidpaosic oyetilousves us ayyoc

Avtidpdoelg oyetilOueves e dyyos, CUUTEPIAAUPOVOLEVOVY AYYELOTVEDLOVOYOGTPIKMV OVTIOPAGEMY
(ovykonn)), VITEPAEPIGLOD 1] AVTIOPAGEWDY OV oyeTICoVTaL pe oTpeg (1. LAAN, aictnuo ToAnmy,
ovénoelg Tov Kapdlakol puopov, HETABOAEC TG aPTNPLOKTG TTieoNs, TapatsOncia, vralsOnoia Kot
£Qidpmon), umopel va mapovclactody o oyéon e v idta T dadikasio Tov gppfoitacuon. Ot
avTOPACELS TOV GYETILOVTOL [IE OTPEG EIVOL TPOSMPIVES KO DITOYMPOVV atd LOVEG TOVG. ZTa dTopa Oa
TPENEL VO, GUOTNVETAL VO BETOVV TOL GUUTTMOLOTO LITOYT TOL TAPOYOL TOL EUPOALAGIOV Ylo!
a&roroynon. Eival onpoaviikd vo vapyovy Tpo@uAGEELS Y100 TNV GTOPLYT TOL TPOVUATIGLOV AOY®
Amofopiog.

20V004. VOOTILUOTO.

O guporiacudg o tpémet vo avaPdiletor og dtopa pe o&eia cofapn eumbpetn voco 1 o&eia Aoipumén.
H mapovoio ehagpidg Aoipméng 1/kat younAov mopetod dev Ba mpénet va kabvotepoetl Tov
gupoiacpd.



Opouforevio kKol O10TOPOYEC TS TNKTIKOTHTOC

Onwg kot pe GAAeS EVOOUVTKEG EVEGELS, TO EUPOLLIO Do TPETEL VoL yOpMYELTAL [LE TPOCOYN GE ATOUN TOV
Aappavovv avtutnktikn Oeponeio 1 exelva pe Opoufonevio 1 omoladnmote droTapoyn NG
TNKTIKOTNTOG (0TS OHOPPOPIAMA) 10T popel va ERQavIcTEL arpoppayio 1 LOAOTIGUOS LETE amd
€VOOUVIKY YopNyNo™ GE OLTE TO ATOLL.

Avooorozeorolugvoe. atouo,

H amoteleopatikdTta Kot 1 acpaieia Tov epporiov dev Exovv a&lohoyndel o€ avocokaTESTOAUEVA
dropa, copmeplopuPavopévev eKEvav Tov Aapupdvouy avosokaTacToATik Oepaneia. H
omoteleopatikotnTa Tov Comirnaty pmopel va eivat yoUnAOTEPT] GE AVOGOKATEGTUAUEVO ATOLLA.

A16pKEIQ THS TPOOTATIOC

H 61dpketa g mpootaciog mov wapéyetor amd To epforio sivar Ayvootn, Kabog BpiokeTot akdpa vTd
TPOGIOPIoUO PEGH GVVENILOUEVOV KAIVIK®DY SOKIUMV.

Iepropiouoi tnc arotedeouatikotnrog Tov uffoliov

Onwg kot pe kabe epuPforio, o epfortacudc pe Comirnaty pmopet vo, unv Tpootatedel OAOVS TOVG
amteg Tov gpPoriov. Ta dtopo evogyetal va unv TPOoTATELOVTOL TANPWOC LEYPL 7 NUEPES LETA TOV
TPMTOYEVH KVKAO 3 dOGE®V TOL EUPOAiov TOLG,.

4.5 Almiemopdosic pe GAlo QUPRIKEVTIKA TPOIOVTA KO AALES pOPPES aAANAeTiOpao G
Agv &govv Tpaypotonombel pelétec aAANAETIOPAGEWDY.

H ovyyopnynon tov Comirnaty pe dAAa sufoiio dev €xet peretnOel.

4.6 Tovipétnra, kKOO KM yorovyio

To Comirnaty 3 pkpoypappdplo/d6cn mukvo oKEVAGLO Y10 TUPUCKELT EVEGIUNG OLAGTOPAS OEV
mpoopileTat yio dtopa nAkiag dved Tev 5 eTmv.

IMo Aemtouépeleg oYeTIKA e TN ¥PNON O€ GTopa NAKIaG Ave TV 5 etdv, avatpééte oty [epiinym
tov Xopoktnplotikdv tov [Ipoidvtog yio to Comirnaty 30 pukpoypappépie/d00m Tukvo GKELAGLLOL
Y10l TOPACKEVT EVESIUNG Stoomopag, To Comirnaty 30 pikpoypoppdpla/do6en evéciun dloemopd 1 To
Comirnaty 10 pkpoypappdpto/d061 Tukvo GKEVAGLO Y10 TUPACKELT EVEGIUNG O10GTOPAS.

4.7 Emopacels 6Ty IKavOTnTo 00171161S KUl YEIPLEUOV UMY UVI|LATOV
To Comirnaty dev €€l Kapio 1 €L OCHIOVTT EXLOPAUOT] GTIV IKAVOTNTA 001 YNONG, TOOMAAGIOG Kol
YEPLOHOD punyovnudtov. QoT060, OPIGUEVES O TIG ETOPAGELS TOL OVAPEPOVTOL OTIV

napdypapo 4.8 umopel va EMNPEEGOVY TPOSMPIVE TNV IKAVOTNTO 00YNONS, TOINAACIUS 1) YEPIOHOD
pnyovnpdtov.

4.8 AvemOOunreg evépyereg

IIepiinyn TOL TPOEIA AGQAAELOG

Bpéon nhikioc 6 éwc 23 unvav — usta aro 3 dooeic

e o avaivon tng Merémng 3 (Ddong 2/3), 1.776 Bpéon (1.178 Comirnaty 3 pg kot 598 gikovikd
@apuoko) nrov nAkiog 6 éog 23 unvav. Me Bdon ta dedopéva TN TVEAOTOINUEVNG EAEYYOLEVIC LLE
EIKOVIKO PAPUOKO TEPLOOOV TAPUKOAOVONONG £0C TNV Nuepounvia anokonng 29 Anptiiov 2022,

570 Bpépn nhikiog 6 £wg 23 unvav to onoia EAafav Tpwtoyevn KOKAO 3 docemv (386 Comirnaty 3 pg

4



Kot 184 e1kovikd gappoko) TapakoAovdnonKay yio didpeco didotnua 1,3 unvov petd vy tpit
doon.

O mAéov ouyvég avemBounTeg evépyeleg og Ppépn nikiog 6 £mg 23 unvov mov EAafov omoladnToTE
d001 TpmToYEVODS KOKAOL mephdpuPavav evepediotomta (> 60%), vevniia (> 40%), peiopévn 6peén

(> 30%), evooOnoia ot BEom Eveong (> 20%), epvBpdtra g BEong Eveong kar Topetd (> 10%).

Houodie nlikioc 2 éwc 4 etddv — uetd. omo 3 00GeEIC

e o avdivon g Melémg 3 (Ddong 2/3), 2.750 mondid (1.835 Comirnaty 3 pg ko 915 eucovikod
@appaxo) nrav niiog 2 £oc 4 etov. Me fdon ta dedOUEVE TNG TVPAOTONEVIG EAEYYOUEVC UE
EIKOVIKO QAPLLOKO TEPLOSOL TTapaKkoA0VONGoNG Emg TNV Nuepounvia amokonng 29 Anptiiov 2022,
886 mand1d nhkiag 2 £mg 4 eT@v T omoia EAafov TpwToyevn KOKAO 3 60cemv (606 Comirnaty 3 pg
Kot 280 gkovikd appoko) mopakorovdndnikay yio didpeco didotnpa 1,4 unvav petd v tpitn
do0om.

O TAéov ouyvég avemBOuNTEG EVEPYELEG OE TodLA NAKING 2 £m¢ 4 TV TTov EAafov 0Tol0dNTTOTE
3001 TPMTOYEVOVE KOKAOV TephduPavay dlyog ot 0éon éveong ko kKormon (> 40%), epufpdma

g Béomg éveong kot wopetd (> 10%).

Houdia nhikioc 5 éwe 11 etwv (Oni. nhikioc 5 éwg karw Ty 12 e1v) — uetd amo 2 00081S

2 Mekét 3, cuvolikd 1.518 mondid nAwciog 5 €wog 11 etdv Ehafov TovAdyiotov 1 06on Comirnaty
10 pg kon cuvorikd 750 modid nikiog 5 €wg 11 et@v Eafav eiovikd pappako. Katd tov ypdvo g
avéivong g Meléc 3 ddaong 2/3 pe dedopéva Péypt TV NUEPOUNVIO, ATOKOTAG

6 Xemtepfpiov 2021, 2.158 (95,1%) (1.444 Comirnaty 10 pg kot 714 eikovikd ¢appoko) modid Exovv
mapakolovdndel yio tovAdyiotov 2 punveg petd t dgvtepn 60om tov Comirnaty 10 pg. Mia avéivon
TV dedopEVAOV avemBOunToV cuufdaviov g Meiémc 3 Odong 2/3 emiong cvpneptédafe GAAovg
2.379 ovppetéyovieg [1.591 Comirnaty 10 pg ko 788 gikovikd gdppoko], ek tov onoiwv 71,2% elyav
mepiodo TapakoAovdnong yio TovAdyiotov 2 efSopdoeg netd T Adon 2 £g TV MUepopUnVvia
amokomng 8 OxtmPpiov 2021. H a&ordynon g aoepdreiag otn Melét 3 Bpioketon o eEEMEN.

To cvvolikd mpopid aceaieiag Tov Comirnaty oe GUUUETEYOVTEG 5 €mg 15 etV NTav mopdUo1o LE
gkeivo mov mapatnpnonke o€ cupUETEXOVTEG NAKiag 16 eTdV Kot dve. Ot o cuyvEég avemBounteg
gvépyeleg o mandld nikiag 5 émog 11 etadv mov Ehafav 2 docelg NTav dhyog g Béong éveong (> 80%),
Konwon (> 50%), keparoryio (> 30%), eppBpdtnra kar oidnua g BEong Eveonc (> 20%), poakyia
Kot piyn (> 10%).

Houdio nlikioc 5 éwe 11 ety (OnA. nhikioc 5 éwc katw Twv 12 £10V) — USTC TNV QVOUVHOTIKI] 000N

e éva vTtooHvolo omd T Merét 3, cuvolikd 401 mondid nhkiag 5 €og 11 etdv Ehafav avopuvnotikn
d60om tov Comirnaty 10 pg tovAdyiotov 5 puiqveg (e0pog 5 ¢ 9 uiveg) HETA TV OAOKANP®OON NG
TPWTOYEVOVC o€lpdc. H avdlvon tov vrocuvorov g Mekétng 3 ®dong 2/3 Paciletal o€ dedopéva
£€m¢ TV nuepounvia aroxonng 22 Maptiov 2022 (dudpesog ypovog mapoakorovnong 1,3 unqveg).

To cLVOAKO TPOPIA ACPAAELOG Y10 TV OVOLVNOTIKY 006N NTAV TAPOLOL0 UE EKELVO TTOV
mTopoTnPNONKE HETA TOV TP®TOYEVH KUKAO. Ol GLYVOTEPEC AVETBVUNTEG EVEPYELEG GE TN NALKIOG
5 émc 11 etddv o dAyog g Béong éveong (>70%), kémwon (>40%), kepararyio (>30%), poaiyia,
piyn, epuBpdTa Kot oidnpa g BEong Eveong (>10%).

Eonfor nhixiac 12 éwc 15 ety — ustd amo 2 600si

e (o avaADoT| TG LOKPOoyPOVING TapoKoAovONoNg ¢ acpaietog ot MeAétn 2, 2.260 £pnpot
(1.131 Comirnaty ko 1.129 gikovikd @dppako) ntav nhxiog 12 €mg 15 etdv. And avtoig,

1.559 épnpot (786 Comirnaty kot 773 €1Koviko QapuoKo) £xovv mapoakoiovdndel yio > 4 punveg petd
T 6gutepn 06on Tov Comirnaty. H a&lohdynon g acedietog otn Melétn 2 Bpioketan og e£EMEN.



To cvvolikd mpopil acedaieiag Tov Comirnaty o eprjfovg 12 ém¢ 15 eTdv frav TapouUolo e eKeivo
OV TTAPOTNPNONKE G€ cLppETEXOVTEG NALKiag 16 TV Kal dve. Ot o cuYVEC avemBOUNTEG EVEPYELES
og epnPoug nhikiog 12 éwg 15 etdv mov Ehafav 2 docelg NTav dhyog g Béomng éveong (>90%),
KOmwon Kot kKepororyio (>70%), pooiyia kot piyn (>40%), apBparyia kot Tope&io (>20%).

2ouustéyovtec nAikiog 16 etwv kol avw — uste amo 2 000€IC

X Melét 2, ouvolkd 22.026 coupetéyovteg nikiog 16 etmv kot dve Elapay tovAdyistov 1 d6om
tov Comirnaty 30 ug kot covolkd 22.021 cvppetéyovreg nlkiog 16 eTdv Kot dvo Elapav elkovikd
oapupaxo (cvopmeptiapPoavouévav 138 ko 145 eprifav niikiog 16 kot 17 eTdv 0TI OpAdES TOL
gUPoAriov Kol TOL EIKOVIKOD PAPUAKOL, avTioTotya). Zuvoikd 20.519 cuppetéyovteg nikiog 16 etdv
Kot dve EhaPav 2 docelg Tov Comirnaty.

Koatd tov ypovo g avdivong g Melénc 2 pe amokonn twv dedopévav otig 13 Maptiov 2021 yia
TNV EAEYYOUEVT] LE EIKOVIKO PAPLOKO TOPAOTOINUEVT] TEPI0S0 TapaKoAoVLONONG £MC TIC NUEPOUNVIES
apongG g TVPEAOTOINGNS TOV GLULETEYOVTOV, GLVOALKA 25.651 (58,2%) cvupetéyovteg (13.031 oto
Comirnaty kot 12.620 670 g1kovikd @appako) nitkiog 16 etdv kot dve giyav mapoakorlovdndei yio

> 4 pnveg petd t devtepn 6001. Avtd cvumepiEdafe cuvorkd 15.111 (7.704 oto Comirnaty Kot
7.407 oto g1KoviKO Pdppako) cvupetéyovreg nikiog 16 £wg 55 etdv kot cuvolkd 10.540 (5.327 ot0
Comirnaty kot 5.213 67T0 €1KOVIKO QAPUAKO) GUUUETEXOVTEG NAKING 56 ETOV KOl AVE.

O 10 oVYvEG avemBOUNTEG EVEPYELEC GE CLUUUETEXOVTEG NALKIAG 16 TV Kot dve Tov Ehafav 2 d6celg
ntav dlyog g Béomng éveong (>80%), kKoOmmon (>60%), keparadyia (>50%), poaryia (>40%), piyn
(>30%), apBpalryia (>20%), Tope&ia kot oidnua ot 0¢om éveong (>10%) kot HTov cvvnBwg NTag N
UETPLAG EVTUONC KAl DTOYDPNCOV TANPWOG EVTOG LEPIKAOV NUEPDV LETE TOV gpPortacud. Erappmdg
YOUNASTEPT CLYVOTNTO CUUPBAVI®MV AVTIOPUCTIKOTNTOS CUGYETIOTNKE [LE LEYOADTEPT NAIKIA.

To mpopik aopdrelag oe 545 cuppetéyovreg nhkiog 16 etdv Kot dve wov éaafav to Comirnaty, ot
omoiot fjrav opoBetikoi yio SARS-CoV-2 katd v Evapén, nTov Tapoolo e EKEvo Tov

TapuTNPEiTAL GTOV YEVIKO TANOLGUO.

2ouuetéyovteg nAikioc 16 1oV Kol qvw — UETC THY OVOUVIIOTIKN 0001

"Eva vrootvolo and tovg cvppetéyovreg otn @don 2/3 g MeAiémg 2 pe 306 evihikeg nikiog
18 €w¢ 55 etdv, o1 omoiot OAOKAP®GAY TOV apyLkd KOKAO 2 d0cemv Tov Comirnaty, EAafav puo
ovopvnotikn 86om tov Comirnaty mepinmov 6 unveg (e0pog 4,8 £wg 8,0 uveg) HETA TN AW TNG
Adong 2.

To cuVoAKd TPOPIA ACPALELNGS VIO TV OVOUVNOTIKY 0OGT HTAV TUPOUOLO0 LE EKEIVO TTOV
mapoTnpOnKe HeETd amd 2 666€1g. O1 cuYVOTEPES OVETIBVUNTEG EVEPYELEG GTOVG CUUUETEXOVTES
niwiog 18 €émg 55 etmv NTav diyog g B€omng éveong (>80%), kommaon (>60%), keparaiyia (>40%),
pvodyio (>30%), piyn ko apBparyio (>20%).

2 Mekétn 4, g eheyyOUEVT] E EIKOVIKO QAPLOKO LEAETY] OVOLVIOTIKNG SOOTG, GULUETEYOVTES
nAiog 16 etdv kot dve wov evtdydnkay omd ™ Melém 2 EhaPav pio avapvnotikny d6on Comirnaty
(5.081 ovupetéyovteg), N ekovikd appoako (5.044 GUUUETEYOVTES) TOVAGYLIOTOV 6 UNVEG UETA TN
devtepn 6601 tov Comirnaty. XUVOAIKA, Ol CUUUETEXOVTES TOV EAAPAY OVOLVNOTIKY OGN Elyov
dhipeco ypovo mapakoAovOnong 2,5 Pveg HETA TV avapvnoTiky 60om £mg Tnv nuepopmvia
amokomg (5 OktoBpiov 2021). Agv avayvopictnkav véec avembBounteg evépyeleg tov Comirnaty.

Avauvnotikn 00on UeTA. TOV KUP1o guffoliooud ue Eva drro eyrexpiuévo sufiolio COVID-19

Xe 5 avelaptnreg HEAETEC GYETIKA UE TN XpNon avauvnotikig 66one Comirnaty o€ dtopo mov elyov
0AOKANPMOCEL TOV KUPLO EPPOMACUO HE Eva GALO eykekpluévo guporto COVID-19 (etepdioyn
avapVNoTIKY 060M), Ogv avayvapictnkay véa Bépata aceaietog (BA. Tapdypapo 5.1).

Katdloyoc oe popon mivako TV ovemfountmy eVEPYELMV omtd TIC KAMVIKEC LEAETEC KOL TNV EUTELPIOL




LLETA TNV KLKAOQOPia 6€ GTopa NAKIOC 6 Unvav Kot Gve

Ot avemBOUNTEG EVEPYELEG TTOV TTAPATNPTONKAY KATE TN JIAPKELD TOV KAMVIKOV HEAETOV TTapoTifevion
TOPOUKATO COUP®VO UE TIG AKOAOVOEG KATNYOPIES CLUYVOTNTOC:

[ToAb ocvyvés (=1/10),

Yoyvéc (>1/100 émg <1/10),
Oyt ovyvég (>1/1.000 €mg <1/100),
Ymavieg (>1/10.000 g <1/1.000),
[ToAv omdévieg (<1/10.000),
Mn yvootég (dev umopodv va, ektiunBovv pe Baon to dabéoia dedopéva).

MMivakag 1: AvemOopnteg evépyeieg amo Tig KMvikég dokipég Tov Comirnaty kot v epmeipia

RETA TNY KUKAOQOPid 6€ GTORN NMKIOS 6 VOV Kol dve

Kotnyopia/o | IIoA0 cvyvég| Xvyvég Oy ovyvég Yravieg IoAd oavieg | Mn yvooTtég
PYOVIKO (=1/10) (=1/100 ¢oog| (=1/1.000 ¢oog (=1/10.000 (<1/10.000) (6€v pmopovv
cvoTNNO <1/10) <1/100) £mg va eKTIpun0ovv

<1/1.000) pe paon Ta
owdéopa
dgoopéva)

Awotapoyéc Agppadevonddeio®

0V

OLOTTOUTIKOD

KoL TOL

AELOTKOD

GLOTNLOTOG

Awotapoyéc Avtidpdoelg Avapuraio

TOV vrepevasnciog

OVOGOTONTIK (m.y. e€avOmual,

00 KVNGUOG, KVidmon,

GLOTNLOTOG ayyeooidnuaP)

Awotapoyéc Mewwpévn 6peén'

0V

petofoAlopon

KO TNG

Bpéyng

Yoyporpwkés | Evepebiotom Abmvia

dratapoyéc o'

AwTapayéc Kepararyia AnBoapyoc O&eia [MapoicOnoia?,

TOV VELPIKOD | , TEPLPEPTKT Yrouotnoio®

GUGTHUOTOG Yrovnido® nopdAvon

TOL
TPOCMOTLKOD
vevpov!

Kopdiaxég Mvokapditda?,

dloTopayEs [epicapditidod

Awotapoyéc Aéppora? Nowvtia,

0V éuetoc®

YOOTPEVIEPIKO

0

AwTapayéc Yrepidpowoia, [MoAvpoppo

TOV OEPUATOG Eneic60100 epuOMua’

KOl TOL VUKTEPIVIG

VTOOOPLOV epidpwong

1070V




AwTapayéc ApBpairyia, [T6vog ota dkpa’
TOV Muaiyia
LVOGKEAETIKO
1V GLOTAUOTOG
KOl TOV
GUVOETIKOD
1GTOV
Tevikég Alyoc g EpvOpdmra |EEacBévnon, Extetapévo
dwatapoyég 0¢omng éveong, |otn Béom Kaxovyioa, oidnua Tov
Kot EvawsOnoio  |éveond” Kvnouédg ot 6éom eupoiocpévou
Katootdoelg  [tng Béong éveong GKpov’,
™G 0000 éveong”, Oidnpa oto
roprynong | Kénwon, Tpos®TO*
Piyn,
Mvpe&ia,
Oidnua ot
0éom éveong

a.  Yyniotepn coyvomto AePPadevomtabelag mapatnpninKe 6Tovg GUUUETEXOVTEG NAKiG S €0¢ 11 etdv ot
Merét 3 (2,5% évavtt 0,9%) kot 6Tovg GUUUETEXOVTEG NAIKiaG 16 eTdV Kot dve ot Meiém 4 (2,8%
évavtt 0,4%) mov ELafov avopvnoTIKT SOCT| GE GUYKPIOT] LLE TOVG GUUUETEYOVTEG TOV EAaBav 2 SOGELC.

B. H katnyopia cuyxvoTTOG Y100 TO 0LyYEL00IOM LA NTOV GTAVIES.

y. Katd m didpketo TG mEPLOd0V TAPAKOAOVONGNG TNG ACPAAELNG TNG KAVIKNG SOKIUNG HEXPL TIG
14 NoepBpiov 2020, o&eia mepipepikn mapdAvcn ToV TPOCOTIKOD VELPOL (1 TApeoT) ovapépOnke and
TE00EPLG cLUUETEYOVTES TNV opdda Tov gufoiiov mRNA COVID-19. H évapén tg mapdAivong tov
TPOSMOTKOL vevpov Ntav v Huépa 37 petd m Adon 1 (o cvppetéyov dev édafe  Adon 2) kot Tig
Hpépeg 3, 9 ko 48 petd  Adon 2. Asv ava@épnkav Tepmrtdcels 0Eglog TePLPEPIKNG TAPAAVOTS TOV
TPOCMOTIKOL VEHPOL (1] TAPEGNG) TNV OLADA EIKOVIKOD QUPLLAKOV.

AvemBounm evépyela mov kabopictnke Letd v KukKAOQopic.

€. Avagépetat oto yépt dmov yopnyndnke to uPforto.

oT. Yyniotepn cvyvotmto mupe&iog mapatnpnonke petd tn dgvtepn d06N o€ GUYKPIOT| LE TNV TPATH dOGT.

. Metd v kukhogopia Tov epPoriov oty ayopd, avaeépdnke oidnuo oto Tpdc®RO o gUPoralduevong

LLE 1OTOPIKO YPTONG EVECIUOV OEPLOTOAOYIKADV EUPVTEVUATAOV.

n.  EpvBpotnrta g 0éong éveong epeavictnke o€ vYNAOTEPT GLYVOTNTO (TOAD GUYVT|) GE CUUUETEXOVTES

nikiog 6 uvav émg 11 etdv

0. H katnyopio cuyvomTog Yo To eEAVON LA TV GUYVES GTOVG CUUUETEXOVTEG NAKING 6 mG 23 UNVoV.

t.  H xamyopia cuxvomtog yio tn petopévn 0pekn Ntav moAD GUYVES GTOVG GUUUETEXOVTEG NALKING
6 £0¢ 23 unvav.

w. H gvepebiotomra, n evasOnoio e 6£omg Eveong Kot 1 vTvnAia a@opohy TOVG CLULUETEYOVTEG NAKIOG
6 £0¢ 23 unvav.

TIeprypaon smdeyuévav avemBountwyv eVEPYEIDY

Muvokapditido. ko TEPIKOPIITION,

O avénuévog kivouvog pvokapditidac petd tov epPoilacud pe Comirnaty sivor vynAdTEPOC G€
veoTepoLg avopeg (PA. mapdypapo 4.4).

ADO peyIAeC EVPOTOTKES POPLOKOETLONLUOAOYIKEG LEAETEG OEIOAOYNGOV TOV ETTAEOV KIVOLVO Y10l
TOVG VEOTEPOLG AVOPEG LETA TN devTEPT 000T Tov Comirnaty. Mia pelétn kotédei&e 6TL e drdotnua 7
NUEP®V HETA TN SeVTEPT OO TO EMTAEOV TEPLOTATIKA pvokapditidag nrav mepimov 0,265 (95% AE
0,255 - 0,275) otovg avdpeg nAtkiog 12-29 etcdv ava 10.000 dropa oe GOYKPION UE TO ATOUO TOV OEV
glyav euPforaotel. Xe pia GAAN peAétn, o€ dtdotnua 28 nuepdv petd ™ dgbtepn doom, vanpéov 0,56
(AE 95% 0,37 - 0,74) emutAéov mepiototikd pookapditidag oe dvopeg nikiog 16-24 etcdv ava 10.000
dToua 6€ GUYKPIOT| [LE ATOE IOV deV giyav epPoMacTel.

[Tepropiopéva dedopéva LTOdEKVOOVY OTL 0 KivOUVOG LLOKAPSITIONG KOl TEPTKAPIITIONG LETA TOV
euforacud pe Comirnaty og mondid niikiog S éog 11 etdv gaiveton va givor yapnAlotepog amod 0,t
oTIg NAkieg 12 émg 17 eTmv.




Ava@opd ThovoroyoOLUEVAOV aVETIOVUNTOV EVEPYELDV

H avagopd mbavoroyodueveoy avemBOUnNT®mV EVEPYELDY LETA A0 TN YOPTYNoN GO0 KLKAOPOPToGg
TOV PAPUAKELTIKOD TPOTOVTOG elvar onuavtikn. Emtpénet tn cuveyn mapakoiovdnon g oyéong
0PEAOVG-KIVOUVOL TOL QOPUAKEVTIKOD TPOTOVTOG. Znteital amd Toug enayyelpaticg vyeiog vo
OVOQEPOVY OTOLEGONTOTE TLOUVOAOYOVUEVES AVETIBOUNTEC EVEPYEIEC LECH TOV €BVIKOV GUGTILLOTOG
avaQopdg Kot va teptiappavouv tov apud maptidag/Lot edv eivar dtobéoipoc:

EM\ado Kvmpog

Ebvikog Opyaviopog appdkmv DQappoxevtikég Yanpeoieg
Meocoyeimv 284 Ymovpyeio Yyeiog

GR-15562 Xolapyog, Adnva CY-1475 Asvkoocia

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

Dag: + 3021 06549585 Dag: + 357 22608669

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

4.9 Ynepdocoroyia

Agdopévo vepdocoloyiag givar dabécipua amd 52 CLUUETEXOVTEG TNG LEAETNG TTOV GUUTEPIANPON KOV
oTNV KAWIKT dOKIUN Ol 0Toi0L, A0Y® GRAANATOG oTNV apainot, Elafav 58 Lkpoypappdpio
Comirnaty. Ot Afjrtec Tov gufoiiov dev avépepav avénon g ovTdpacTiKOTNTAS 1 TOV
AveEmBOUNTOV EVEPYELDV.

Y& mePInTOOoT VIEPSOGOAOYING, CLVIGTATAL TAPUKOAOVONGN TV {OTIKOV AElTOVPYL®OV Kot Thavn
ocuunTopatikh epaneio.

5. DAPMAKOAOI'IKEX IAIOTHTEX

51 ®@oppoxodvvopikEs 110TNTES

Ddoppokobepamentikn katnyopio: eufoiia, aiia ukd gufoito, kwduodg ATC: JO7TBX03

Mnyoviopdc dpaong

To ayyeMo@dpo RNA tpomomompéveov voukieooidiov oto Comirnaty HLOp@OTOLEITOL G ATIOKA
VavosmuUaTiola, To omoio enttpEmovy TV €i00d0 Tov U moAhamiacialopevov RNA ota kbttapa-
£evioTéG KOO0OMYDVTOG TNV TOPOSIKT EKPPacT) Tov avtiydvou S tov SARS-CoV-2. To mRNA
KWOWKOTOLEL Y10 TNV TANPOLE KKOVS HepBpavikn TpmTeivn S pe 600 onuetakés LeTOAAAEELS EVTOG TNG
KevTpikng éMkag. H petdAiaén avtdv tov d0o apvolémy o€ Tporivn KAeWdmvEL TV S o1
SUOPE®ON TPOSHVINENG, 1 OTO10 EIVOL L0, AVTIYOVIKA TPOTIUOUEV dtopoppmaon. To gppoiio
TPOoKUAel ATOVINGELG EE0VOETEPOTIKAOV AVTICOUATOV KOl KUTTAPIKNG 0VOGI0G GTO avTIIYOVO aKidog
(S), ot omoieg umopet va cuvelspépovy oty mpoctacio Evavtt g COVID-19.

AnoteAeopaTiKOTNTO,

H MeAétn 2 givon pia moAvkevipikn, moivebvikn, Ddong 1/2/3 tuoyatomomuévn, eheyyOouevn ue
EIKOVIKO PAPUOKO HEAETN €0PECTC BOCTG TVPAT G TPOG TOV EEETAOTH, EMAOYNG LTOYN IOV eUPforion
KOl OTTOTEAEGLOTIKOTNTAG O€ GUUUETEYOVTEC NAMKiog 12 eTdv Ko avw. Katd tnv tuyotonoinon £yve
dwotpopdtmon kotd nAkio: 12 €og 15 etdv, 16 éo¢ 55 etdv, 1 56 €TV Kot AV, e TOLAGYIOTOV
40% TV GUUUETEXOVI®V GTO OTPOUM > 56 etddv. H pelétn anéihelce cuupeTtéyovteg ol omoiol fTav
OVOGOKUTEGTOAWEVOL KOl OGOVG ELYOV TPONYOVUEVT KAVIKY 1] pkpoftoroyikn didyvewon COVID-19.
SOUUETEXOVTEC LE TPODTapPYoVoa aTafepn) vOc0, 0ptlOpeV WG VOGOC TOV OEV OTTALTOVGE GTLLOVTIK
oAhayn otn Oepameio 1 voonieio yio emdevovpevn voco katd tn Sidpkela v 6 efdouddwv mptv Tnv
€vtaén, copmEPIANEONKAY, OTMG ETIONG KOl CUUUETEYOVTEG LE YVOOTH 6Tabepr| Aoipwén e Tov 10 g
avOpamivng avocoaverdpketog (HIV), tov 16 g nratitidag C (HCV) 7 tov 10 g nratitidag B
(HBV).


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

AmoteleouotikotnTo. o oOUUETEYOVTEC NAIKIOC 16 eTOV Kol v — UETC amo 2 000EIC

210 tunpa ®dong 2/3 g Meréng 2, pe fdon ta 6edopéva Tov GLYKEVTPMONKOY EMG TIC

14 NogpPpiov 2020, wepinov 44.000 coppetéyovteg Tuyatomombnkay e&icov yio va Aapfovv 2 d6GE1C
Tov gpPfoiiov mRNA COVID-19 1 eikovikod @appdakov. Ot avaADGELS ATOTELECUATIKOTNTOG
ovumeptéAafay cuupeTEYovTeC ot omoiot EAafav Tov de0TepPO ERPOALAGHO TOVG EVTOC 19 €wg

42 nuepav petd tov Tpdto epPforiacud tovc. H mhetovotnta (93,1%) tov Anntdv Tov epufoliov
EhaPav ™ dedTepmn d0om 19 nuépeg Emg 23 nuépeg petd ™ Aodon 1. Ot copuetéyoviec npofiénetar vo
mapakolovdovvtal yio Emg ko 24 punveg uetd tn Adon 2, yuo Ty a&loAdynomn g ao@iAELag Kal TG
amotedeopatikotrog Evavtt g COVID-19. v khvikn HEAETN, Ol GUUUETEXOVTES OPEIAAY VO
TNPNooVV €va EAAYIoTO dtdotnua 14 nuepdv TTpty Kol HETA TN YOpNYNoT EVOG EUPoiiov ypimng
TPOKEWEVOL VO AdPovv gite glkovikd @appako gite to euPforto mRNA COVID-19. Tty kAwvikn
UEAETT], Ol GUUUETEYOVTEG OQEIANY VAL TNPTICOVV £va, EAAYIOTO ddoTnua 60 NUepOV TPV 1| UETA TN
AYM TPOIOVI®V OiLATOG/TAGGIOTOG T} (VOGOGOUPIVAY UEYPL TNV EEAYMYN CUUTEPACUATOV TNG
UEAETNG TTPOKELUEVOD VA AAPovV gite elkovikd papuako gite o eufoiio mRNA COVID-19.

O mAnBuoPOG Yo TNV AVAALOT TOV TPMTEVOVTOG KOTOANKTIKOD GIUEIOV OMOTEAEGLATIKOTTOG
nepthapPave 36.621 coppetéyoviec nikiag 12 etodv kot dve (18.242 otnv oudoda tov guforiov
mRNA COVID-19 kot 18.379 6t1v opdda Tov £1KOVIKOD QOPLAKOD) 01 070101 OV giyav evdei&elg
wponyovpevng Aoipwéng pe SARS-CoV-2, tovidyiotov 7 nuépeg petd tn devtepn 60or. Emmiéov,
134 ovppetéyovreg nrav nhkiog petadd 16 kot 17 etov (66 oty opdda tov gpforiov mRNA
COVID-19 ka1 68 otV opddo lkovikoy Qapudkov) kot 1.616 copuetéyovreg tav 75 eT@v Kot Gvo
(804 oty opdda tov gpPoriov mRNA COVID-19 kar 812 otnv opdda gikovikod @apudxov).

Koatd tov ypovo ¢ Kiplog ovaAvong amoTeEAEGUOTIKOTNTOS, Ol GUUUETEXOVTEG ELYOV TopakoAoVONOel
v cvpntopatiki) COVID-19 yia cuvoiikd 2.214 avBpomoétr yio v opdda epfoiiov mRNA
COVID-19 kou cvuvorukd 2.222 avOpmmo£Tn yio Ty Opdda EKOVIKOD GOPUAKOD.

Agv v p&av GNUAVTIKES KAVIKEC S10POPEC GTN GUVOAIKT| OTTOTEAECUATIKOTNTA TOL EUPoLiov o
GUUUETEYOVTEG OV dléTpe)ay Kivduvo coPapng COVID-19 cuuneptrapufavouévav exeivav pe 1 1
TEPLOCOTEPEG GLVVOGNPOTNTES OV awEAVOLV Tov Kivovvo cofapnic COVID-19 (m.y. dobua, deiktng
uélog cdpatog (AME) > 30 kg/m?, ypdvio nvevpovomddeia, cakyapmdng Stafrtng, vréptoon).

Ot TAnpoopieg amoteAespaTikOTTAG TOL EUPoAiov mapovsidovtol atov [ivaka 2.

Mivakag 2: AroteleopaTikéoTnTa ToV gUPoriov — Ipdty gpeavien COVID-19 tovrayiotov
7 nuépeg petd ™ Adon 2, KOTA NAKLOKY] VTOOPAO0 — COPUUETEYOVTES Y OPIS EVOEIEELG
MoipmEng Tovraetov 7 nuépes petd ™ Adon 2 — ainBvopdg aroroynoiung
UOTELEGNOTIKOTNTOS (7 NUEPECS)

IMpat™ gpedvion COVID-19 tovidyiotov 7 nuépeg neTa T A061) 2 6€ GOUUETEYOVTES Y MPIg

gvoeierg mponyovuevng Aoipméng pe SARS-CoV-2*

Eppoéiro mRNA
COVID-19 Ewoviké ¢pdppaxo
N*=18.198 N*=18.325
Hepurtoosig Hepurtoosig
n1f n1f AmotelsopatikéTnTa
Xpovog emmipnong’ | Xpdvog emripnong’ 10V guPoriov %
Ynoopdda (n2%) (n2%) (95% CI)*
O\ot o1 cuppeTéyovTEg 8 162 95,0
2,214 (17.411) 2,222 (17.511) (90,0, 97,9)
16 ém¢ 64 etdv 7 143 95,1
1,706 (13.549) 1,710 (13.618) (89,6, 98,1)
65 €TV KoL OVO 1 19 94,7
0,508 (3.848) 0,511 (3.880) (66,7, 99,9)
65 ém¢ 74 etwyv 1 14 92,9
0,406 (3.074) 0,406 (3.095) (53,1, 99,8)
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75 €TV KoL OVO 0 5 100,0
0,102 (774) 0,106 (785) (-13,1, 100,0)

Inueioon: Ot emPefarpévec TEPTOOELG TPOCTIOPIGTNKAV HECH OAVCIOMTNG aVTIdPAoTG
molvuepdong pe avtiotpoen petaypapdon (RT-PCR) kot tovAdyiotov 1 countopo copfotd pe
COVID-19 [*Opiouédg mepintoonc: (tovddyiotov 1 amd) mopetodc, vEog 1 ETOEVOVUEVOS PY0C, VED 1
emdevovevn duamvola, piyn, vEog 1 EMOEVOVUEVOS PVTKOG TOVOC, VEN ATMAELN TNG YEOONG 1 TNG
0GPPNONG, TOVOLALLLOG, O1dppota 1 EUETOC. |

* 2V aviAvon GUUTEPIAEON KOV CULLETEYOVTEG Ol OTTOI0L deV lyav OPOAOYIKEG 1] LOAOYIKES evOeitels (pv
amd 7 nuépeg petd ™ Ay g tehevtaiag 06omg) mponyovpevns Aoipméng pe SARS-CoV-2 (dnA. apvntucol
v N-deopevtikd avticopo [opod] katd v Eniokeyn 1 kot yopic aviyvevon SARS-CoV-2 péowm
doxiacidv evioyvong voukieikdv o&émv (NAAT) [pvikd eriypiopa] katd T Emorxéyerg 1 kat 2) kot iyav
apvntikd NAAT (pvikd eniypiopo) 6€ OmOLSNTOTE UM TPOYPULULOTICUEVT ETICKEYT] TTPLY OO 7 NUEPES LETA
™ Adon 2.

a. N = AptOpdg cOUUETEXOVTOV TNV KOBOPIGUEVT] OUADOL.

nl = Ap1Oudg GUUHETEXOVTMV TTOV TANPOVY TOV OPIGUO TOV KATAANKTIKOD GTUEiov.

v.  ZuvoAkdg ypovog emttypnong o€ 1.000 avOpwmoét yio 10 6€50UEVO KATAANKTIKO GNUEI0 08 OAOVG TOLG
GUUUETEYOVTES EVTOC KAOE opddag o Kivouvo Yo 1o kKataAnktiko onpeio. H ypovikn mepiodog yia eyypaon
neputdcev COVID-19 givar tovddyiotov 7 nuépeg petd ™ Adomn 2 £0¢ 10 TEAOG TG TEPLOdOV
TapakoAovLONoS.
n2 = ApBudg cuppeTeXOVI®V GE KIVOLVO Y10l TO KATAANKTIKO onpeio.

e. To apeinievpo diotnpa epmiorocivng (CI) yo v amotelespotikdtro Tov PPoriov cuvayetat pe Paon

™ péBodo Clopper-Pearson npocappocpévn otov xpovo emrripnong. To CI dev mpocapudcstnke yio

TOAAATAOTITOL.

=

H anoteleopaticomta tov gpporiov mRNA COVID-19 oty mpoinyn g Tpdg ELPAVIONG
COVID-19 tovidyiotov 7 nuépeg petd tn Adom 2 6 GUYKPION UE EIKOVIKO Papuako Ntav 94,6%
(95% ddotnua eumietocvvig 89,6% £wg 97,6%) o€ ouupeTéXovieg nAkiag 16 eTdv Kot dve pe R
yopic evdei&elc mponyoduevng Aoipméng pe SARS-CoV-2.

EmumAéov, o1 avaAdoelc vmoopddmy Tov TPOTEVOVTOS KATAANKTIKOD GTUEIOV OTOTEAEGLATIKOTITOG
£0e1&av TapOOLES EKTIUNGELS GNUEIOL OMOTELECUATIKOTNTOS Yo OA TA PO, TIG EOVOTIKEG OLADES
KOl TOUG GUUUETEXOVTEG IE LULTPIKEG GUVVOGTPOTNTEG GLGYETILOUEVEG e LYNAS Kivduvo cofapnc
COVID-19.

IIpaypatomomOnkoy eMKALPOTOMUEVEG AVAAVCELS ATOTEAEGLLATIKOTNTOG LE TPOGOHETEG
emPefaropéveg mepmtdocelg COVID-19 mov cuykevip@dnkav Katd tn StdpKeLn TNG TVPAOTOMUEVTS,
EAEYYOUEVNG LLE EIKOVIKO (APLLOKO TOPOKOAOVONOTG, TO 0010 AVTITPOCMTEVEL MG Kol 6 UVES PETA
TN Adon 2 otov TANBVGUO OTOTEAEGLOTIKOTITOG.

O1 eMKOPOTOMUEVES TANPOPOPIEG ATOTELECUATIKOTNTOG TOV gUPoiiov Tapovoidlovtal oTov
ITivaxa 3.

Mivakag 3: Amoteleopatikotnta Tov gpfoiriov — Mpodtn epepavien COVID-19 tovridyiotov
7 Nuépeg petd T Adon 2, Kotd NAMKLOKI] VTOORAd0 — GURUETELOVTES Y OPIG
gvoeiterg mponyoduevng roipméng pe SARS-CoV-2* mtpwv a6 7 nuépes petd
Abon 2 - TAnOvopdg a&roroynoung amoteleopoTikéTnTag (7 nUEPES) KOTA TN
OLAPKELN TG EAEYYONEVIG UE ELKOVIKO QAPUIKO TEPLOOOV TUPUKOLOVONONG

Eppoiio mRNA
COVID-19 Ewkoviké ¢pappoxo
N*=20.998 N*=21.096
Ieprrtooeg Ieprrtooeg
n1f n1f ATOTELECPRATIKOT TA
Xpovog emmipnong’ | Xpoévog emtpnong’ 70V guporiov %
Yrmoopdda (n2%) (n2%) (95% CIH)

‘Olot ot 77 850 91,3
oLUUETEYOVTES™ 6,247 (20.712) 6,003 (20.713) (89,0, 93,2)

11




16 éwg 64 etidv 70 710 90,6
4,859 (15.519) 4,654 (15.515) (87,9, 92,7)

65 gtV Kol Ve 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 eT®V Kol v 1 26 96,2
0,239 (842) 0,237 (847) (76,9, 99,9)

Inueioon: Ot emPefaiopéveg TEPTAOCELG TPOCIOPIGTNKAY HECH OAVCIOMTNG AVTIOPUCTG TOAVUEPAONG LLE
avtiotpoon petaypoedon (RT-PCR) kot tovAdyiotov 1 countopa copfatd pe COVID-19 (ta cupntdpato
mepMApPavay: TUPETO: VEO 1] EMOEIVOLEVO Prixa: VEX 1) ETOEVOVLEVT dVGTVOLOL: piyn: VEO N} EXOEVOVLEVO
LIS TOVO- VEN ATMAELD TNG YEVOTG 1] TNG OGPPNONG: TOVOAULUO- S1éppoLa: ELETO).

* Ty aviloon cupmepIA @Koy CUULETEYOVTEG Ol 0TTo{oL dev eiyav evOei&elg TponyovevNG Aoipnméng e
SARS-CoV-2 (dnA. apvntikoi yio N-deopentiko avticopa [opov] katd v Enickeyn 1 kot yopig aviyvevon
SARS-CoV-2 péomw NAAT [pvikd eniypiopa] katd 11 Emoréyeig 1 kot 2) kon eiyov apvnricd NAAT
(pviko emiypiopa) o€ OTOLUONTOTE U1 TPOYPAUUATIGHEVT EMicKEYN TPV amd 7 nuépeg uetd ) Adon 2.

a. N = AptBudg cuppeTEXOVTOV TNV KOBOPIoUEVT] OpLADOL.

nl = ApOudg cvppeteydvimv Tov TANPOVY TOV 0PIGUO TOV KATAANKTIKOD onpeiov.

Y. Zuvvolkds xpovog emtipnong oe 1.000 avBpomoét yia 1o ded0EVO KATAANKTIKO onpeio og OAOVG TOVG
GUUUETEYOVTES EVTOC KABE opddag og Kivouvo Yo 1o kataAnktikod onpeio. H ypovikn mepiodog yia eyypaen
nepurtocev COVID-19 givar tovddyiotov 7 nuépeg petd t Adom 2 £0g 10 TENOG TG TEPLOSOV
mapaKoAovLONoNS.

. n2 = ApBudc cuppetexdVTOV 0€ Kivouvo yio To KoToANKTIKO onpeio.

. To apginkevpo 95% didotnua gpmiotocivng (CI) yia Ty amotelespoticdTnTo ToV £Boriov cuvayeTal pue
Baon ™ puébodo Clopper-Pearson mpocopprocpévn otov ypovo ETTHPNONG.

oT. ZoUTepAQONKaY eTPEPAIOpEVEG TEPIMTOCELS G€ GUUUETEXOVTEG NAKiog 12 émg 15 etdv: 0 otV opdda
epporiov mRNA COVID-19- 16 oty opdda €1Kovikod gapdkov.

=

TNV EXKOPOTOINIEVT OVAAVOT ATOTEAEGLATIKOTNTAG, 1] ATOTEAECULOTIKOTNTA TOV gforiov mRNA
COVID-19 otV mpoinyn ¢ tpatng epedviong COVID-19 and 7 nuépeg petd m Adomn 2 og
oUYKPION UE TO EKOVIKO pappako nTav 91,1% (95% CI 88,8% éwg 93,0%) o6& cLUUETEXOVTEC GTOV
a&10A0YNOUO TANOLGUO OTOTEAEGUATIKOTNTOG LE 1) Y®PiG eVOei&elg Tponyodpevng AoTH®ENG pe
SARS-CoV-2.

Emumiéov, o1 emkaipomoinuéveg avaiDoEeLg OmOTEAEGLOTIKOTNTOG KOTE VITOOUAO0. EGE1EAY TAPOOIEG
ONUELOKEG EKTIUNOELC OMOTEAECUATIKOTNTOG G€ OAD TO PUAN, TIG EOVOTIKEG OUABEG, TIC YEOYPUPIKES

TEPLOYEG KO TOVS GUUUETEYOVTEG LE LATPIKES GVVVOSTPOTNTES KOl TOXVCOPKIO TOV GLGYETICOVTOL e
VYNAG xivduvo Bapidg COVID-19.

Aroteleouotixotnto Evave fapiac COVID-19

O1 EMKAPOTOMNUEVES OVOADGELS OTOTELEGUATIKOTNTOG TOV OEVTEPEVOVIMV KATUANKTIK®Y CTUEI®V

OTOTEAECUATIKOTNTOG VITOSTHPLEAY TO 0peLOC Tov gpforiov mMRNA COVID-19 oy npdinym Bapiig

COVID-19.

Ao t1c 13 Maptiov 2021, n amotedeopatikétnTa 1oV gpPoriov Evavit Bapiag COVID-19
TOPOVCIALETAL LOVO Y10l TOVG GUUUETEXOVTEG LE N Y®pPic Tponyovuevn Aoipwén SARS-CoV-2
(ITivaxag 4) kabmg o apBpog tov mepmtdcewv COVID-19 otovg cuppetéyovteg ympic Tpomnyod e
Aoipwén pe SARS-CoV-2 fitav 0 010G pe EKEIVOV TOV GUUUETEXOVTOV UE | YOPIC TPOTYOOUEVT|
Aoipwén pe SARS-CoV-2 1660 otny opdda gpporiov mRNA COVID-19 660 kot otny opddo
EIKOVIKOD QOPUAKOL.

12



Mivaxog 4: ArotereopaTikoTTe TOV ERPforiov — IpoTy Paprd eppdvion COVID-19 c¢
GUUUETEXOVTEG NE N YPig Tponyovpevy Loipwén pe SARS-CoV-2 pe paon tov
Opyaviopo6 Tpogipov kor Pappakov tov HITA (FDA)* petd ™ Adon 11
TOVAGLoTOV 7 NUéEPES NETE TN AGOT 2 OTIV EAEYYOUEVY] LE EIKOVIKO QAPLLOKO

TaPaKoL0VON 6N
Eppoéiro mRNA
COVID-19 Ewoviké ¢pdppaxo
Ieprrtooeg Ieprrtooeg
nl* nl* AmoteleopaTIKOTNTO
Xpovog emTipnong Xpovog emiipiong 70V guporiov %
(n2f) (n2f) (95% CIY)
Meté 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
Abon 2°° 6,522 (21.649) 6,404 (21.730) (70,9, 99.,9)

Inpeioon: Ot emPefaiopéves TEPMTMOCELS TPOCIOPIGTNKAY HECH OAVCIOMTNG AVTIOPUCTG TOAVUEPAONG LLE
avtiotpoon petaypopdon (RT-PCR) kot tovidyiotov 1 copmtopa coppatd pe COVID-19 (ta cvuntodpoto
TePIAAUPavay: TupeTd: vED N emdevovUEVO Prxa vEa 1} emdevoVEVT SVoTVOLa: piyn: VEO 1| EMOEIVOVUEVO
HUIKO TOVO- VEQ ATMAELD TNG YELONG 1) TNG OCPPNONG: TOVOAULLO* SLippOtaL: EUETO).

* Bapid voonon and COVID-19 6mtwg opiletor and tov FDA givon emPefoiwpévn COVID-19 kot Tapovaio

TovAdyotov 1 amd ta akdrovba:

o  Klvid onpeia o€ avamovon evostktikd Paptig CLGTNUATIKNG VOGOL (aVaTVELGTIKOS pLOLOG
> 30 avomvoég avd Aemto, Kapdlakds puluog > 125 maipol avd Aentod, kopeopds o&uydvov < 93% oe
aépa dmpotiov oto eninedo g OGAaccag 1 AOYOS LEPIKNG TTiEST|G apTNPLKOD 0EVLYOVOL TPOG
Khaopatikd gilonvedpevo o&uydvo < 300 mm Hg)

o Avoamvevotikn averdpkelo [opillopevn og avaykn yio 0&uydvo vynAng pong, Un ETEUPOTIKO 0EPIGUO,
pnyoviko oeptopd 1 eEocopatikn o&uydvaon péow pepppdvne (ECMO)]

e Evdeifeig katominéiog (cvotoiikn mieon Tov aipotog < 90 mm Hg, dtactolkn| mtieon tov aipatog
<60 mm Hg, | avayxn yuo ayyelo6uGTAGTIKA)"

e Znuovtikn ofela veQpik, NTOTIKY 1] VELPOAOYIKT SuCGAELTOVPYiaL

o  Ewayoyn og povada eviatikng Oepameiog:

e  Odavoroc.

a. nl = AplOpdg GUUUETEXOVTI®Y TOV TANPOVY TOV OPIGUO TOV KATAANKTIKOD GNUELOV.

n2 = Ap1OpdG GUUUETEXOVIMV pLE KIVOUVO Y10 TO KOTOANKTIKO GMUEIO.

v. To augpirievpo didomua epmictocvvng (CI) yua v anotelecpotikdro Tov gpuPforiov cvvdayetal pe Baon
™ pébodo Clopper-Pearson tpocapprocpévn 6Tov ypovo ETLTHPNONG.

8. H anotelecpatikotnta a&loloyndnke pe fdon tov minboucpod 6Ang g SbEcyung omoTELEGUATIKOTNTOG
Abong 1 (tpomomompévn tpdbeom Bepameiog), o omoiog tephapfave GAOVES TOLE TVYXUIOTOUUEVOLG
oLppETEYOVTES TTOL EA0Pav TovAdyloTtov 1 d6om TG TapéuPfaons e LeAETNG.

€. Xuvolkog xpdvog emripnong o 1.000 avBpmmoétn yuo to dedopévo KOToANKTIKS onpeio 6 GAOVG TOVG
GUUETEYOVTEG EVTOG KABE 0pddag o Kivouvo Yo To KataAnktiko onpeio. H ypovikn mepiodog yia eyypaon
nepitdcewv COVID-19 givat amd ™ Adon 2 €mg To TEA0G TG TEPLOdOV TOPaKoAOHONOTG.

ot. H anotelecpotikotta a&oloyndnke pe fdon tov agroroynoio TAnbucpd arotedespatikdtntag (7 nUEPEG)
OV TEPIAALPOVE OAOVG TOVG KATAAAAOVG TUYOLOTOMILEVOVG GUUUETEXOVTEG TOV ALBAvouV OAN(G) TN(TLS)
doon(e1g) g mapépupoaong tng HEAETNG OIS TVYOOTOONKAY EVTOC TOL TPOKABOPIGUEVOL TTopaBDpOV, eV
€YoV AAAEG ONUAVTIKES OOKAITELS 0d TO TPOTOKOAAD, OTTMG Kabopiotnke and Tov KMVKO 10Tpo.

€. ZuvoAkog ypovog empnong oe 1.000 avBpomoétn yio to d€d0UEVO KATOANKTIKO oneio o€ GAOVG TOVG
GUUUETEYOVTEG EVTOG KAOE ouddag pe kivouvo yia To kKataAnktikd onpeio. H ypovikn mepiodog yia eyypoen|
nepmtocemv COVID-19 givat and 7 nuépeg petd t Adon 2 émg 10 T€A0G TS TEPLOS0L TOpaKoAoVONONC.

=

AmoTEAECUOTIKOTHTO KOL OVOTOYOVIKOTNTO. 0€ £@nfovg niikiac 12 éwc 15 ety — usté amo 2 000sic

e o apyikn avaivon g Meiémg 2 og epnfoug niikiog 12 €wg 15 etov (Tov aviimpochreve
d1dpeon dlapreln TapaKorovdnong >2 unvav petd ™ Adomn 2) ywpic evoeiEelg mponyovpevng
hotpméng, oev vipav tepmtmoelg oe 1.005 svppetéyovteg mov Eaafav to euPodiio, evd vanpEav

16 tepittooelg o€ 978 mov Elafav eucovikd papuaxo. H exktipnon onueiov yuo tnv
amoteheopatikotnra givor 100% (95% ddotnpa epmotoovvng 75,3, 100,0). Xe cuppetéyovieg pe M
yopic evdeilelc Tponyoduevng Aoipwéng, vanpéav 0 teputtmcelc 6tovg 1.119 mov ElaPav euforto kot
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18 meputdoelg otovg 1.110 cvppetéyovteg mov Ehafay eikovikd eAapuaKo. Avtd ETioNG LITOSEIKVIEL
OTL 1 ektipnon onpeiov yio v arotelecpatikdtna eivar 100% (95% didotnpa epmictosvvng 78,1,
100,0).

IIpaypatomomOnkoy eMKALPOTOMUEVEG AVAAVCELS ATOTEAEGLLATIKOTNTOG LE TPOGOETEG
emPeParopéves mepintdceic COVID-19 mov suykevipmOnkay kotd tn d1dpKelo TG TVQAOTOUEVNG,
eAEYYOUEVNG LLE EIKOVIKO (APLLOKO TOPOKOAOVONOTG, TO 0010 AVTITPOCMTEVEL MG Kol 6 UVES PETA
N Adon 2 otov TANOVGUO OMOTEAEGLOTIKOTITOG.

2NV EXKAPOTOUNUEVT] AVAAVGT] OOTEAEGLOTIKOTNTAG TS MeAéTng 2 e gpnfoug nAtkiog

12 émg 15 etav yopig evdeilelg mpornyoduevng Aoipméng, dev vINPEAY TEPIMTAOCELS GE

1.057 ovppetéyovieg mov Edafav to epPpoio, eved vanpéov 28 mepmtmocic o 1.030 mov Elafav
gwoviKo edpuoaxo. H extiunon onpeiov yuo tnv amoteiespotikcotnta givor 100% (95% ddotnpa
gumotoovvng 86,8, 100,0). e cvppetéyovies pe N xwpig evoei&elg mponyovpevng Aoipméng, vap&av
0 mepmtdoelg otovg 1.119 mov éhafav epporto kat 30 tepurtmdoelc otovg 1.109 cuppetéyovteg mov
ElaPav ercovikd eapuako. Avtd mioNg VITOJEIKVOEL OTL 1] EKTIUNGOT GNUEIOV Yo TV
amoteAeopatikotnta eivon 100% (95% ddotnpa epmotosuvng 87,5, 100,0).

> Mehém 2, pa aviloon tov eovdetepmtik®dv tithowv SARS-CoV-2 otov 1 puiva petd m Adon 2
dtevepynonke o éva Tuyaio EMAEYUEVO VTOGUVOAO GUULETEYOVIMV 01 OT0101 dEV €0V OPOAOYIKEG T
oroyKES evoeitelc mponyovpevng Aoipwéng SARS-CoV-2 émg 1 piva petd m Adon 2, cuykpivovrog
Vv amdvtnon oe epnovg niikiog 12 émg 15 et@v (n = 190) pe cvupetéyovieg niikiog 16 wg 25 etdv
(n=170).

O AOY0¢ TV YemueTpik®Vv pécwv titAwv (GMT) otnv nlikiokn opdda 12 €wg 15 etdv o¢ mpog v
NAiokn opdda 16 €wg 25 etdv NTav 1,76, pe apeinievpo 95% CI 1,47 éwg 2,10. Zuvenamg, To
Kpumplo un katwtepottag 1,5 exminpmdnke, Kabdc 10 katdTePo 0p1o Tov apupinrievpov 95% CI y
oV A0Y0 yempetpikdv pécwv [GMR] oy >0,67.

AmoTedecUOTIKOTHTO KOL 0VOGOYOVIKOTHTO, 0€ Touo1G nAikioc 5 éwc 11 ety (dnl. nhixioc 5 éwc kdrw
v 12 e10v) — uetd. omo 2 000EIC

H Mehétn 3 eivon pua perérn @daong 1/2/3 mov amoteAeiton omd Eva AvOIKTHG EMICHLOVOTC TUN O
gvpeonc doong epPoiiov (@don 1) Kot Eva TOAVKEVTPIKO, TOAVEBVIKO, TUYOMOTONUEVO, EAEYYOUEVO LIE
EIKOVIKO QAPLLOKO PLGLOAOYIKO 0pd, TVPAD MG TPOG TOV EEETAGTY TUNLO ATOTEAEGLLATIKOTITOGC

(®don 2/3) oto omoio evtdybniav coppetéyovieg nikiog S émg 11 etmv. H mhetovotnra (94,4%) tov
TUYOLOTOMUEVAOV ANTTOV ToV gUPoriov Elafav tn debtepn 6001 19 nuépeg émg 23 nuépeg LeTd
Abon 1.

Ta TepypoELKd OTOTEAEGOTO ATOTEAEGILOATIKOTITOS TOL EUPoriov og mTandid nhkiog S émg 11 etdv
Yopig evdeilelg mponyoduevnc Aoipméng pe SARS-CoV-2 mapovoidlovtar otov [livaxa 5. Agv
mapatnpnOnkoy tepmtocelg COVID-19 ovte oty opdda epforiov ovTe GTNV OULAdM EIKOVIKOD
QOPUAKOV GE CUUUETEXOVTEG [E evOEiEelg mponyovpevng Aoipwéng ne SARS-CoV-2.
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Iivakog 5: AnoteheopotikotTnta 1oV gpforiov — lpatn epedavien COVID-19 tovrdayiotov
7 nuépeg petd ™ Adon 2: Xopig evocierg Aoipming mpty amd 7 nuépeg petd ™
Abon 2 — ®aon 2/3 — Howord nuxiog S £0g 11 et@v whinbvopdg aroroynoiung
UMOTEALEGUUTIKOTTOG

HMpot gppdavion COVID-19 tovidyiotov 7 uépeg netd ™ A661 2 6€ To1oLd nMKiog
5 émg 11 g1V yopig evoeiEelg mponyovpevng Aoipméng pe SARS-CoV-2*

Eppoéiro mRNA
COVID-19
10 pg/d60m Ewkoviké @appoxo
N*=1.305 N"=663
Hepurtoosig Heputtodoerg
n1f n1f ATOTELEOPATIKOTY T
Xpovog emtipnong’ Xpovog emripnong’ 70V gufoiriov %
(n2? (n2? (95% CI)
MModé nAiog 3 16 90,7
5éwmc 11 etmv 0,322 (1.273) 0,159 (637) (67,7, 98.,3)

Inpeioon: Ot emPePoiopéveg TEPITTOOELG TPOGOIOPIGTNKAY HEGHD OAVCOMTAG OVTIOPUOT|G TOAVUEPACTS LLE

avtiotpopn petaypapdon (RT-PCR) kat tovidyictov 1 oopntopa coppatd pe COVID-19 (ta countopato

TEPIAAUPavOV: TUPETO” VEO N EMDEWVOVHEVO Prxo VEa 1} EmdEVOVLEVT SOGTTVOIXL: piyN” VEO 1] ETIOEWVOVUEVO

poiko mdvo* véa andAELR TG YELONG 1 TNG OGEPNONG TOVOAALLLO” S1ippOta” EUETO).

* Xy aviAvon GuUTEPIAEON KOV CULLETEYOVTEG Ol OTtoiot dev elyav evdei&els Tponyovpevns Aolpméng ne
SARS-CoV-2 (dnA. apvntikoi yro N-deopevtiko avticopa [opod] katd v Eniokeyn 1 kot ympig aviyvevon
SARS-CoV-2 péoo NAAT [pvikd eniypiopa] katd 11 Emoéyerg 1 kat 2) kot giyav apvnricd NAAT
(pwviKo emiypiopa) o€ OTOLUONTOTE 1) TPOYPAUUATIGUEVT] ETIGKEYN TPV amd 7 MUEPEG HETA T Adon 2.

a. N = ApiBpog GUUUETEXOVTOV GTIV KOBOPIGUEVT] OHADOL.

nl = ApOUdG GUUETEXOVTMV TTOV TATPOVY TOV OPIGUO TOV KATAANKTIKOD GTUElOv.

Y.  Zuvvolkog xpovog emttipnong oe 1.000 avBpomoét yio 10 Se50UEVO KATAANKTIKO GNUEI0 08 OAOVG TOVG
GUUUETEYOVTEG EVTOC KAOE opadag og Kivauvo Yo To KaTaAnKTiko onpeio. H ypovikn mepiodog yio eyypopn
nepurtdcev COVID-19 givar tovddyiotov 7 nuépeg petd t Adomn 2 £0¢ 10 TEAOG TG TEPLOd0oV
TapaKoAoLONoNS.

5. n2 = ApOudg GLUUETEYOVTWV GE KIVOLVO Y10l TO KATUANKTIKO OTUElO.

=

X Meké 3, pa avaloon Tov e£0vdeTepmTIK®V TiTAV évavtt Tov SARS-CoV-2 610 50% (NT50)
1 uva petd ) Adon 2 o €va Toyoio ETAEYIEVO VITOGVUVOLO GUUUETEXOVTOV KATESEIEE
OTOTEAECUATIKOTNTO LEGM OVOGOYEPVPOOTG TMV OVOGOLOYIKMV OIOVTICEDY CUYKPIVOVTAG TOdLd
niwiog 5 éwc 11 etdv (dnA. nikiag 5 £0g Kato Tav 12 etdv) oto pépog @dong 2/3 g Merétng 3 pe
ovppeTéyovteg nhikiog 16 émg 25 etdv oto uépog ®aonc 2/3 g Merétng 2 ot omoiot dev giyov
0pOAOYIKEG 1 1OAOYIKEG eVOEielg mponyovuevng Aoipnwéng ue SARS-CoV-2 émg 1 univa petd

Adon 2, TAnp®dVTag T0 TPoKaBoPIoUEVE KPLTHPLO OVOGOYEPDPMGNG TOGO Y10l TOV AOYO YEMUETPIKMV
uécwv (GMR) 660 kot yio T S10popd 0poamdOKPIoNG, UE TV 0poaTOKpIon optlopevn ®¢ emitevén
tovAdytotov 4-mAdotog avénong twv SARS-CoV-2 NT50 and v évapén (mpwv amd ) Adon 1).

O GMR twv SARS-CoV-2 NT50 1 pniva petd t Adon 2 o modid nAwiog 5 €og 11 etdv (onA.
NAkiog 5 éo¢ Kato Tov 12 eTdV) MG TPOG EKEIVO TV VEAPOY EVNAK®V NATKiag 16 ¢ 25 etdv NTav
1,04 (apgpimievpo 95% CI: (0,93, 1,18). Meta&d Tmv GUUUETEYOVTOV WOPIG TPOTYOVUEVEG EVOEIEELG
roipméng pe SARS-CoV-2 émg 1 pnva petd ™ Adon 2, 99,2% tov modidv nikiog 5 éog 11 etdv Kot
99,2% tv copuuetexovImv NAikiag 16 £mg 25 etdv giyav opoamdkpion otov 1 ufva uetd t Aodon 2.
H dtagpopd otic avaloyiec TV GUUUETEXOVTIMV TIOV €YoV 0poamdOKpIon UETAED TV 2 NAMKIUKDV
opadwv (moudid — veapoi evikeg) frav 0,0% (apeimrevpo 95% CI: -2,0%, 2,2%). Avtég ot
mAnpoeopiec mapovoidlovral otov [ivaxa 6.
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ivakag 6: XOvoyn Tov A0YoV YEONETPIKAV péc@V Yia eE0VOETEPMOTIKG TiTAO 50% KoL dLOQOPag
GTU TOGOOTA TOV CUUUETEYOVTMV UE 0POUTOKPLOT] — GUYKPLOT] TOLOLOV NAIKIOG
5 émg 11 etdv (Merétn 3) pe ovppetéyovreg nhkiog 16 émg 25 etodv (Merét 2) —
GUUUETEYOVTES YOPIg evocigers hoipming émg kan 1 prjva peta ™ Adon 2 — vrocHvoro
avoooYEQPUP®ong — Daon 2/3 — TAnOve oS 0EL0AOYNGIUNGS UTOTEAEGUUTIKOTITOS

Eppoéiio mRNA COVID-19
10 pg/d60m 30 pg/déom
5 émg 11 etV 16 émg 25 eTav 5 émg 11 eTadv/
N“=264 N“=253 16 £0¢ 25 gTawv
Emitevén 616300
AVOGOYEPVPMOOTG
Xpoviko GMT? GMT? GMR?® e
onueio® (95% CI) (95% CI) (95% CI®) N/O)
I'eopetpikog
pécog
eCovoetepmTi |1 puva
KOG TitThOC®™  |uetd 1.197,6 1.146,5 1,04
50% (GMT") |Adon 2 (1.106,1, 1.296,6) | (1.045,5,1.257,2) | (0,93, 1,18) N
Eritevén 61600
aVOGOYEPUPOONG
Xpoviko n® (%) n® (%) Awgopad %° e
onusio® (95% CIY (95% CIY (95% CIY N/O)
IHocooto
opouamoKpion
s (%) N
eGovderepmTi|1 pva
KO TiThO LETA TN 262 (99,2) 251 (99.,2) 0,0
50%°" Abon 2 (97,3, 99,9) (97,2, 99,9) (-2,0,2,2) N

Svvtopoypapieg: CI = didotua epmiotocivng, GMR = Adyog Ye®UETPIK®Y HECWV,

GMT = yeopetpikdg pécsog tithog, LLOQ = katmtepo dpro mocotikomoinong, NAAT = dokipacio

gvioyvong voukheikav o&émv, NT50 = e&ovdetepmtikdc tithog 50%, SARS-CoV-2 = kopwvoidg mov

npokarel T0 GoPapd 0D avamvevoTikd GHVOPOLO TOTOV 2.

Inueioon: v avaALGT CUUTEPIANPONKOY GUUUETEXOVTES Ol 0TTOT0L OEV E1Y 0V OPOAOYIKEC 1)

oloyikég evoeifelc (cuAhoyn delypatog aipatoc £mg kot 1 pva petd t Adon 2) Tponyovpevng

Aotpwéng pe SARS-CoV-2 (InA. apvnrikoi yia N-0eopevtikd ovticopo [opol] KoTd v eniokeym

Adong 1 ko 1 piva petd m Aodon 2, yopic aviyvevon SARS-CoV-2 péom NAAT [pvikd eniypiopo]

Katd T1G emokéyelg Adong 1 ko Adong 2, ko apvntikd NAAT [pvikd enlypicuo] oe omoladnmote

U1 TPOYPOUUATICUEVT emiokey £m¢ Kal 1 uivo uetd ™ cvAloyn aipoatog Adong 2) Kot dev giyav

tpkod wortopikd COVID-19.

Inpeiwon: H opoandkpion opiletar o¢ n enitevén avénong katd >4 popés and v Evapén (tpv amd

) Adon 1). Edv n pétpnon katd v évapén sivor koo and 1o LLOQ, éva amotélesio SoKIUAGiog

petd tov epPfortacud >4 x LLOQ Bewpeitar og opoamdKpion).

a. N = ApBuog coppeteydviov pe Eykupa Kot Kafopiopévo amoTeEAEGLOTO SOKIHAGIOG TPV TOV
gufolacud otov 1 ufva petd t Adon 2. Ot Tipéc avTéG gival ETIONG 01 TOPOVOUUCTEG TTOV
YPTCLLOTOLOVVTOL GTOVE VITOAOYIGHOVC TOGOGTMV Y10 TO TOGOGTH OPOUTOKPIOTG.

B. KaBopiouéva amd to Tp@TtdKoALO YPOVIKA onpeia Yio T cLAAOYN delyHaTOg OipaTog,

v. Ot GMTs xou ta apeimievpa 95% Cls vroroyiotnkav pe exBetucomoinon tov Aoyapifpikod pécov
TOV TitA@V Kot TV avtictoywv Cls (ue Bdon v kotavoun t Student). Ta amoteléopata
doxpaciog katm and To LLOQ opiotnrov og 0,5 x LLOQ.

5. O1GMRs ko ta appimievpa 95% Cls vroloyionkav pe ekbeticomoinon g péong dopopdg Twv
royoapiBumv tov tithav (5 éog 11 etdv peiov 16 €wg 25 etdv) kot tov avtictoryov CI (e fdon
v katovoun t Student).

€. AvocoyepOpwon Bdoet Too GMT dnidvetar edv To KatdTEPO OPL0 TOL OUPiTAgvpov 95% CI yia
tov GMR egivan peyodvtepo amd 0,67 ko 1 onpetokn ektipmon tov GMR givar >0,8.

ot. Ta SARS-CoV-2 NT50 npocdiopictnkay pe t gpnomn e doKipaciog pikpoe&ovdetépmong 100
mNeonGreen ywo. tov SARS-CoV-2. H dokipacio ypnoponotel évav pbopilovta 10 avapopdc mov
npoépyetal amd 10 otédeyoc USA WA1/2020 kor 1 e€ovdetépmon tov 100 dwafaletal o€
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povootpouata kuttapmv Vero. H tiun NTS50 tov delypotoc opiletar wg 1 avtictpoen apaimon

opoV otV onola eEovdetepmdvetat 1o 50% Tov 10V.

n = Ap1Buodg ovppeteyovIov pe opoamokpion Pacel tov NTS50 1 uiva petd t Adon 2.

Axp1Bég apeimievpo CI pe Bdon ) pébodo Clopper ko Pearson.

Awopopd otig avaroyiec, ekppacuévn wg mocooto (5 émg 11 etmv peiov 16 g 25 eTdv).

Apeimievpo CI, pe Baon ™ péBodo Miettinen kot Nurminen yia tn d10popa 6T AVAAOYiES,

EKPPOAGLEVO OC TOGOGTO.

0. AvocoyepUP®aT e BACT TO TOGOGTO OPOUTOKPLOTG ONADVETOL EAV TO KATMTEPO OPLO TOV
appinievpov 95% CI yia ™ dwpopd opoandkpiong etvar peyorvtepo amd -10,0%.

s D3 g

Avoocoyovikotnto os moudia nAikioc 5 éwc 11 stwv (onl. nhikioc 5 éwe karw twv 12 1cdv) — ustd tnyv
QVOUVHOTIKY 0001

Mo avapvnotikr d6om tov Comirnaty yopnynonke og 401 Toyaio ETAEYUEVOVS GUUUETEYOVTEG OTN)
Melét 3. H amoTeAeGLOTIKOTITA LILOG OVOLVIGTIKNG 000TG 0TS NAKies S €w¢ 11 cuvayetot amd v
avocoyovikotnta. H avtiotoyyn avosoyovikdtta a&lohoyndnke péom tov NT50 évavtt tov
oteléyoug avapopdg Tov SARS-CoV-2 (USA WA1/2020). Ot avoivoelg tov NTS50 1 pqve petd v
OVOLVNOTIKN 000T GE GUYKPLIOT LE TPV TNV OVOUVNGTIKY 0001 KATESEEAY GNLOVTIKY avENCT TV
GMT o¢ dropo nAtkiog 5 €éog 11 etmv mov dev elyav Kopio, 0poAOYIKN 7 LOAOYIKY EVOEIEN
wponyovpevng Aoipméng pe SARS-CoV-2 émg kot 1 uriva petd tn 666m 2 Kot TNV avapvnoTikn 60or).
Avt 1 avdrlvon cvvoyiletan otov Ilivaxa 7.

Mivaxkag 7: Zovoyn ToV YEORETPIKOV pécmv Tithov — NTS0 — coppetéyovres yopic evoci&elg
roipmEng — eaon 2/3 — 6voro avocoyovikéTnTas — nhkiog S £og 11 et@v —
AN 0vopdég aEl0AoYGLUNS GVOGOYOVIKOTNTUS

Xpoviké onueio dsrypatoinyioc”
1 pfva petd ™y 1 prjva peta ™y
UVORVIGTIKT 0001 1 prjvo peta ™ 660om 2 | avapvnoeTiky 0661/
(nP=67) (n?=96) 1 mjvo petd ) d60m 2
GMT” GMT" GMR®

Aokipocio (95% CI") (95% CIY) (95% CI°)
Aoxipaocio
€E0VOETEPOONG
SARS-CoV-2 - NT50 2.720,9 1.253,9 2,17
(tithog) (2.280,1, 3.247,0) (1.116,0, 1.408,9) (1,76, 2,68)

Yvvropoypaeies: CI = duromnpa gpmiotoocivig, GMR = Adyog yeopetpikdv péowv, GMT = yeopuetpikodg pécog

tithog, LLOQ = katdtepo 6pto mocotikomoinong, NT50 = eEovdetepmtikdg tithog 50%,

SARS-CoV-2 = kopwvoidc mov tpokairel To GoPapd 0EH AvamveELSTIKO GHVOPOUO TOTTOV 2.

a. KoBopiopéva and 1o mpmtdkorro ypovikd onpeia yuo T cviloyn detypatog aipatog.

B. n=ApBuog coppeteydvtov pe Eykupo Kot kabopiopéva anoTeAEGHOTA SOKILAGIOG Y10 TN CLYKEKPLUEVT
doxpacio otn dedopévn d6om/ypovikd onpelo derypatoinyiog.

v. O1GMTs kot to appimievpa 95% Cls vroloyicTnkav pe ekBETIKOTONGN TOV AOYUPIOUIKOD HEGOL TV
tithov Kot Tev avtictoyyov Cls (pe Baon v kotavoun t Student). Ta amoteAéopata Sokipaciog KAT® amd
to LLOQ opiomkav o€ 0,5 x LLOQ.

5. OtGMRs kot ta appirievpa 95% Cls vroloyiotnkav pe ekbetikonoinom g péong dtapopdg Tav
AoyapiBuev tov TitAov (1 Miva Metd v Avapvnotikny Adon peiov 1 Miva Metd ) Adon 2) Kot Tov
avtiotoyov CI (pe faon v katavoun t Student).

AmoTEAECUOTIKOTHTO KOL 0VOTOYOVIKOTHTO, TPWTOYEVOVS KUKAOV 3 000wV o€ Spéon kol moudid niikioc
6 unvaoy éwg 4 sty

H avéivon amotelecpaticotnrog e Merémg 3 mpayuatomomnke 6tov cuvoVAGHEVO TANBLGLO
GUUUETEYOVTOV NAKIOG 6 UnvoV £0¢ 4 €TV [E faon TepmTOCELG ToL emPefoidbnkay peta&hd

873 ocvppeteyovimv otnv opdada tov gpforiov mRNA COVID-19 kot 381 coppeteydviov oty
OULAdO TOL EIKOVIKOD QUPUAaKoD (avaioyia Tuyotomoinong 2:1) ot omoiot Eafav kot Tig 3 60GELG TNG
TapEUPoong TG HEAETNG KOTA TN SLAPKELN TNG TUPAOTOMUEVTG TTEPLOSOV TOPUKOAOVONGNG OTAV 1|
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mapoiroyn Oukpov tov SARS-CoV-2 (BA.1) fjtav ) emtkpotéotepn TapaAiay) 6€ KOKAOQOpia
(muepounvia amokomig Twv dedopévav 17 Tovviov 2022).

Ta 0mOTEAEGLOTO TNG OMOTELECUATIKOTNTOG TOV ERPOAioL HETA T ADGT 3 OTOVG GUUUETEYOVTEG
nAiikiog 6 unvav £wg 4 etdv mopovotdlovtot otov [ivaka 8.

Mivakag 8: AmoteleopoTikéTNTA TOV EPPoriov

— Ipo™ gpeavion COVID-19 TovrayioTov

7 nuépeg petd ™ Adon 3 — Tvepromonpévn mepiodog TapakorovOnons —
YOPUETELOVTES Y mPIg EVOEiEelg AoipmEng piv amd 7 nuépec petd ™ Adon 3 —

®aong 2/3 — Huxiog 6 pnvov £0g 4 TV —

amoteieopnoTikOTNTOS (3 660EMV)

In0vopog a&roroyioyung

Mpat™ gpedvion COVID-19 tovidyiotov 7 nuépeg neta T Adcn 3 6€ GOPUETEYOVTES Y MPIg

gvoeierg mponyovuevng Aoipméng pe SARS-CoV-2*

Eppoéiro mRNA
COVID-19 3 pg/d6om Ewoviké @éppaxo
N*=873 N’=381
Heputtodoerg Hepurtoosig
n1f n1f AmotelsopatikéTnTa
Xpovog emipnong’ Xpovog emripnong’ 10V guPoriov %
Ynoopdda (n2%) (n2? (95% CF)
13 21 73,2
6 unvav £mg 4 etav® 0,124 (794) 0,054 (351) (43,8, 87,6)
9 13 71,8
2 0 4 eTdv 0,081 (498) 0,033 (204) (28,6, 89,4)
6 umvov £mg 4 8 75,8
23 unvav 0,042 (296) 0,020 (147) (9,7, 94,7)

Yvvropoypapiec: NAAT = doxipacio evioyuong VOukAekdV 0&Emv, N-SeGUEVTIKO = SEGUEVTIKO G

vovkieonpoteiveg SARS-CoV-2, SARS-CoV-2 = kopmvoidg mov mpokoel 1o cofapd 0D avamvenoTikd

GDVSpouo tomov 2, VE = amotedespaticodtnta Tov gpfolriov.
2TV avaALoT CUUTEPIANEON KOV GUUUETEXOVTES O1 00101 eV ElX0V OPOAOYIKEG 1| IOAOYIKES EVOEiEELS (TTpLV
amd 7 nuépeg petd ™ Aym g Adong 3) mponyoduevng Aoipwéng pe SARS-CoV-2 (dni. apvntikd
amotéiecpa v N-deopevtikd avticopo [opov] kotd Tig emokéyelg Adong 1, 1 piva petd t Adon 2 (edv
dwatiBetar), Adong 3 (eav dwtiBetar), yopig aviyvevon SARS-CoV-2 péow NAAT [pviko eniypiopa] katd
TG emokEWels peAétng Adong 1, Adong 2 kot Adong 3, kot apvntikd amotéhecpo NAAT [pviko eniypiopal]
G€ OMOLONTOTE U1 TPOYPOLUOTICUEVT ETIGKEYT TTPLY 0O 7 NUépeg Letd T Aym g Adong 3) Kot dev glyav
tpkd wotopkd COVID-19.

a. N = AptOpdg cuppETEXOVTOV TNV KOBOPIGUEVT OUADAL.

nl = Ap1Oudg GLUPETEXOVTMV TTOV TATPOVY TOV OPIGUO TOV KATAANKTIKOD GTUEiov.

v.  ZuvoAikdg ypovog emttpnong oe 1.000 avOpwmoét yio 10 S€50UEVO KATAANKTIKO GNKEI0 68 OAOVE TOVG
GUUUETEYOVTEG EVTOG KAOE 0padaG Gg KiVOUVO Y10 T0 KaTaANKTKO onpeio. H ypovikh mepiodog yio eyypaen
nepitdcewv COVID-19 givatl tovAdyiotov 7 nuépeg petd t Adon 3 £m0g 10 TEA0G TG TEPLOdOoV
TapakoAovONoS.

. n2 = ApBudc coppeteydvtmv og Kivouvo yio To KoToAnKTiKd onpeio.

e.  To appinievpo 95% dbotua epmiotocvvrg (CI) y v VE cuvayetat pe Béon m puébodo Clopper kon

Pearson Tpocaprocpévn Yo Tov ¥pOvo EMLTHPNONG.

=

H anoteleopatikdtnTa ToU EUPOAIOL GE CUUUETEXOVTEC LLE 1 XWOPIG TPOTYOUEVT AOTH®EN e
SARS-CoV-2 ftav mapdpota [ie eKEiVI TMV GUUUETEYOVI®V YWOPIG TPOT YOV eV AOTH®EN Le
SARS-CoV-2.

Ta kprmpra Bapidg COVID-19 (6w meptypdpovior 6To TpmTOKOALO, LE faon Tov optopd Tov FDA
K0l TPOTOTONPEVE. Yo Todd) TAnpovvtay yuo 12 mepumtoocels (8 eppforiio mRNA COVID-19 kot 4
EIKOVIKO QAPUOKO) HETOED TMV GUUUETEYOVT®V NAKING 6 unvev €0c 4 eTdv. Meta&d Tov
GUUUETEYXOVTOV NALKIOC 6 unvav g 23 unvav, ta kprmpia Bapidg COVID-19 minpodvay yio

3 nepumtdoelg (2 epPpoiio mRNA COVID-19 kot 1 ewcovikd ¢appoio).

AVOADGELS OVOGOYOVIKOTNTOG TTPAYLLATOTONONKOY GTO DVTOGUVOAO GVOGOYEPVPMGCTC
82 ocvppeteyoviov ot MeArétn 3 nAkiog 6 £oc 23 unvov kot 143 copueteydviov ot Merét 3
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niikiog 2 ¢ 4 etdv yopig evoeifelc Aoipméng émc kai 1 uqva petd ™ Aodon 3 pe Bdon v
nuepounvio amrokomng TV dedouévav otig 29 Arpiiiov 2022.

O tithot e€ovdetepwtikmv aviioopdtov oto 50% (NT50) évavtt tov SARS-CoV-2 cuykpifnkay
ueta&l evog LTOGVVOAOD OVOGOYOVIKOTNTOG TV GUUUETEXOVTOV TNC Ddong 2/3 nAkiog

6 ém¢ 23 unvav kot 2 éog 4 etov and ) Merét 3 otov 1 pnva petd tov tpmtoyevn KOkAo 3 d6cewv
KoL €VOG TuY a0 ETAEYLEVOD DTTOGUVOAOL OTO TOVG GUUUETEYOVTEG TG Pdong 2/3 tng Meléng 2
nAkiog 16 émg 25 etV 6tov 1 piva LETA TOV TPMTOYEVH KUKAO 2 dOGEMV, UE T YPNOT SOKIUAGTIOG
UIKPOoeEOVIETEPOONC EvavTL TOV oTeElEovg avapopac (USA WA1/2020).

O TPpOTEVOVGES OVOAVGELS AVOGOYEPDPMCTG CLVEKPIVAY TOLG YEDMUETPUKOVS HEGOVG TITAOVG (Le TN
¥pHoM VO Adyov yempetpikdv pécmv [GMR]) kai ta 1060016 0poomdkpiong (wov opiletor g
enitevén tovAdylotov 4-mAdotag avénong tov NT50 évavtt tov SARS-CoV-2 and nptv ) Adon 1)
61OV TANBLGUO 0EIOAOYNCIUNG BVOGOYOVIKOTNTOG TMV GUUUETEYOVTIMV X0 Pig eVOEIEELS TPOTYOUUEVIC
rotpwéne pe SARS-CoV-2 émc kot 1 pnqva petd ™ Adon 3 6Toug GUUUETEXOVTEC NAIKIOG

6 £w¢ 23 unvav kot 2 £o¢ 4 eTdv kot £0¢ Kot 1 unve petd ™ Adon 2 6ToVG GUUUETEXOVTEG NATKING
16 éwg 25 etav. Ta mpokabopiopéva kprnpLa avosoyepvpwong tAnpovvtay toco yio tov GMR 6co
KoL Y10l T Sepopd. 0poaTOKPIoTG KOt Yia Tig 000 nAkiakég opddeg (ITivaxag 9).

ivexoeg 9: GMTs (NT50) évavtt tov SARS-CoV-2 kot 610.90pa 610 TOGOGTH TOV
CUUPETEYOVTOV g 0poamoKpLon 6Tov 1 pijva petd Tov Kvkho gppfoiracpod —
VTOGVVOLO VOGOYEPVPMONGS — GOUUETELOVTES NMKINS 6 UNVOV £0¢ 4 ETOV
(Merétn 3) 1 pipva petd ™ Adon 3 kon coppetéyovteg nhkiag 16 £0g 25 eTtav
(Merétn 2) 1 pipva petd ™ Adon 2 — yopic evosierg hoipméng pe SARS-CoV-2 —
mAn0vopdég aElohoyoIUNG GVOGOYOVIKOTNTUS

GMTs (NT50) évavtt Tov SARS-CoV-2 otov 1 pfjva. petd Tov KOkAo gpfoitacpov

Aoxooio Eovdetépmonc SARS-CoV-2 - NT50 (tithog)®

GMT? GMT?
(95% CIP) (95% CIP)
(1 wva petd ™ (1 pvo petd GMR"?
Hlxkia N* Aéon 3) Humkio | N* | T ooon2) | Hhkia (95% CI)
1.535,2 1.180,0 2 €m¢
2 €émg (1.388,2, 16 émg (1.066,6, |4 etdv/16 ¢ 1,30
4 etV 143 1.697.8) 25 gtov | 170 1.305,4) |og25 etddv (1,13, 1,50)
6 £mg
1.406,5 1.180,0 |23 pnvav/1
6 €m¢ (1.211,3, 16 émg (1.066,6, 6 émg 1,19
23 unvav 82 1.633,1) 25 gtov | 170 1.305,4) 25 gtV (1,00, 1,42)

Al0.Qopa 6TO. TOGOGTH TMOV CUUUETELOVTOV HUE 0POUTOKPLSY oTOV 1 pijve PETE TOV KOKLO
gupoacpov

Aokpacio e&ovdetépwong SARS-CoV-2 - NT50 (tithog)®

n°" (%) n°" (%) Aw@Qopa ota
(95% CI°) (95% CI°) T0GOGTA
(1 mva petd ™ (1 pijva peta opoamoKprong Yo"
HAkia N Adon 3) Hukio | N© ™M 060on 2) | Hhkia (95% CI°"
2 ém¢
2 ¢wg 141 (100,0) 16 émg 168 (98,8) |4 etov/16 € 1,2
4 etV 141 | (97,4,100,0) |25¢etpv | 170 | (95,8,99,9) |wc25 etmv (1,5,4,2)
6 £mg
23 umvav/1
6 £€m¢ 80 (100,0) 16 émg 168 (98,8) 6 ¢mg 1,2
23 umvav | 80 (95,5,100,0) [25¢etpv | 170 | (95,8,99,9) | 25 etoov (34,42

Yvvropoypoaeies: CI = duromnpa gpmiotocivig, GMR = Adyog yeopetpikdv pécwv, GMT = yeopuetpikodg pécog
tithog, LLOQ = katdtepo 6pto mocotikomoinong, NAAT = doxipacio evicyuong VOUKAETK®V 0EEwV,
N-deopevtikd = deopevtikd oe vovkreonpwteiveg SARS-CoV-2, NT50 = gEovdetepmtikds tithog 50%,
SARS-CoV-2 = kopwvoidc mov tpokarel o ofapd 0EH avamveLSTIKO GHVIPOUO TOTTOV 2.
Inueioon: Xy avdAvon copmepIMEONKOY GUUUETEXOVTEC Ol OTTO101 OEV ElYaV OPOAOYIKEG N 1OAOYIKEG eVOEi&elg
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[€og 1 pva petd ™ ocvAhoyn delypatog aipatog e Adong 2 (Mekét 2) 1 1 piva petd  cvAroyn delypotog
aipatog e Adong 3 (Melét 3)] mponyodpevng Aoipméng pe SARS-CoV-2 [dnA. apvnrucol yio N-deGpHeEVTIKO
avticopa [opov] kKot T Adom 1, ™ Adon 3 (Merétn 3) kot 1 priva petd m Adon 2 (Merém 2) 1 1 pva petd
™ Adon 3 (Merét 3)], yopig aviyvevon SARS-CoV-2 péow NAAT [pwvikd emiypioplo] KoTd TIG EMOKEVELS
peréng Adong 1, Adong 2 kot Adong 3 (Merét 3), kot apvntikd NAAT [pwvikod eniypiopa] oe omotadnmote

U1 TPOYPOUUATIONEVT eTioKeyn €m¢ 1 puiva HeTd T GLAAOYN aipatog Thg Adomng 2 (MeAétn 2) ) 1 puniqva petd

ovAloyn aipatog g Adomg 3 (Merétn 3) kot dev elyav atpkd otopicd COVID-19.

Inpeioon: H opoamodxpion opiletatl mg 1 emitevén avénong katd > 4 eopéc amd v Evapén (mpwv amod

Abon 1). Eév n pétpnon xatd v évapén eivar kdto ond to LLOQ, éva amotéheopa dokiaciog Letd Tov

gupoitacd > 4 x LLOQ Bempeitoanr wg opoandkpior).

a. N = ApBudc coppeteyoviov pe £ykupa Kot KoBopiopéve amoTeAEGHATA SOKILAGIOS Y10 T CUYKEKPLLEV
doxpacio otn dedopévn d6om/ypovikd onueio derypatoinyiog yio GMTs kot apBpodg COUUETEXOVI®V e
£yKupa Kot KaBoplopévo amoTeAEcUATA SOKILAGTIOG Y10, T GLYKEKPIUEVT doKipacio TOG0 Katd TV Evapén
0G0 Kot ot dedopévn dOOM/YpoviKd onpeio SEIYLOTOANWING Y10, T0 TOGOGTA 0OPOUTOKPIONG.

B. O1GMTs kot To appimievpa 95% Cls vroloyiotnkav pe ekbeTikomoinom T0V AoYoapBIKoy HEGOL TV
titAwv kot Tev avtictoyymv Cls (pe Baon v kotavoun t Student). Ta amoteAéopata dokipociog KAT® amd
to LLOQ opiomkav o€ 0,5 x LLOQ.

v. OtGMRs kat ta apgitievpa 95% Cls vroroyiotnkay pe gkbetikonoinom g péong dapopdg Tav
AoyapiBuev Tov TitAov (veapdtepn nAtklokn opdda peiov 16 £og 25 etdv) kat Tov avtictoryov CI (pe Baon
v kaTovoun t Student).

0. T xéBe veapdtepn niuciaxn opdda (2 €0¢ 4 etdv, 6 €mg 23 uvov), avocoyepipwon Paoet tov GMR
didveral edv To KoTdTEPO OP1o TOL appinmigvpov 95% CI yuo tov Adyo GMR eivan peyorvtepo and 0,67
Kot M onpeokn ektipnon tov GMR eivai > 0,8.

€. Ta SARS-CoV-2 NT50 npocdiopiotnkoay pe ) xpnon g dokipaciog HikpoeEovdetépmang 1o
mNeonGreen yio Tov SARS-CoV-2. H dokipacio ypnoonotel Evav eBopilovia 16 avagopds mov
npoépyetol and 10 otéheyog USA WA1/2020 kot 1 e&ovdetépmaon tov 100 dtafaleTol 6 LOVOGTPOHOTO
kuttdpov Vero. H Ty NT50 tov delypatog opiletar og 1 avtictpoen apai®cn opod otnv onoia
e&ovdetepdvetat to 50% Tov 100.

0T. N = AplOIOG CUUUETEYOVTAOV LLE OPOATOKPLOT Y10, T dedopévn doKipocio TN dedopévn dOoMN/¥povikd
onueio detypotonyiog.

. Axpifég apoimievpo CI pe Baon m pébodo Clopper kot Pearson.

Alpopd 6TIG avaroyies, EKPPUCLEVT ®G TOGO0TO (VEupOTEPT NAKLOKT opdda Lelov 16 émg 25 eTdv).

Apoeinievpo CI, pe Baon ) pébodo Miettinen kot Nurminen yia tn d1apopd 6115 ovaroyies, EKPPACLLEVO MG

T0G0GTO.

t. T kdBe veapodtepn nAkiok opdda (2 €mg 4 eTdv, 6 £0g 23 unvov), avocoyepbpmon Bacet Tov pvhov
0pOOTTOKPIONG ONADVETOL EAV TO KATAOTEPO OP1o TOL apPimievpov 95% CI yio ) d0popd oTig avaAoyieg
glvan peyodotepo amd -10,0 vd v npoimdbeon Ot TANpovVTOL TA KpLTpLo avocoandkpiong PAcet Tov
GMR.

o3

Toudrorpikde TAnOvoude

O Evponaikdg Opyoviopoc Oapudkmy Exel dmoel ovooAn amd TNV LTOYPEWGCT VIOBOANG TV
amoTeEAec ATV TV peELeT®V e To Comirnaty 6Tov modaTpikod mANBvoud otny TpOAYN TNG
COVID-19 (PAéme mapdypapo 4.2 yio TANPOPOPIES GYETIKA LIE TNV TOLSIATPIKY XPNON).

52 ®@appoxoxivTikEG 1016TNTEG

Agv epapuodletat.

5.3 IIpoxivikd d€dopéva Y10, TNV 0.6QALELN

Ta pn KAvikd dedopéva dgv amokaAVTTOLY 110iTEPO Kivouvo yio Tov dvBpwmo e Baon Tig
SVUPUTIKEG LEAETEC TOEIKOTNTOG ETAVOAAUPBOVOUEV®Y OCEMY KOl TOEIKOTNTOG OTNV OVOTUPOY YK

KOVOTNTO Kot ovamToén.

T'evikn toéikd o,

Ot apovpaiotl 6Tovg omoiovg yopnyndnke evdopvikd Comirnaty (o1 omoiot Ehafav 3 mAnpelg
avOpamveg d0GELS io popd TNV ERSOUASA, TOPAYOVTAG GYETIKA VYNAOTEPO ETITEDN GTOVG
0poVPaiovg AOYM TOV SLUPOPAOY GTO COUTIKO BAP0og) epedvicay Kdmolov Pabpod oidnuo Kot

20



epOONUO 0T BEoM €veomg Kot 0VENGELS TV AEVKADV ALLOGPALPIOY (GUUTEPILALPOVOLEVOV TOV
Baceopidwv Kol NOCIVOPIA®V) TOL GUVASOVY LE PAEYLOVAOT avTiopaoT, KaODS Kol oYNUATICLO
KEVOTOTI®MV 6T TLAOLO NTOTOKVTTAPO YOPic EVOei&elg nrotikng PAGPNC. Oleg ot emdpdoeic nTav
OVOGTPEYILEG.

Tovoto&wkotnta/Kapkivoyéveon

Agv paypotomomnkay peAéteg yovotoEikdtnrag ovte kapkivoyéveons. To cvatatikd Tov gupoiiov
(Mmidio kot mRNA) dev avouévetatl vo EXouV YovoToEIKO dUVALLKO.

Toéwdtnto oTNV avaTapay®mYIKn tkovoTnTo,

H to&ikétnta 0TV avomapay@yikn tkavoTnTo Kot TV avantuén diepeuvninke oe apovpaiovg e pia
GUVOLOCUEVT UEAETT] TOEIKOTNTOG OTT YOVILOTNTO Kol TNV ovATTLén, 0Tov o Bnivkovg apovpaiong
yopnynonke evoopvikd Comirnaty wpv and to {evydpopa Kot Katd T S1ApKELD TG KUTONG
(Aoppavovrog 4 TAnpelc avBpmdTIveS 0OGELC 01 0moieg TOPAYOLY GYETIKE DYNAOTEPN EMUTESN GTOVG
apOLPAIOVG AOY® TOV JUPOPOV GTO CMOUATIKO PApog, g drdoTnpa HeETaEL ™S nuépag 21 mpv and 1o
Cevyapopo kot Tg nuépag 20 g kumong). Amavinocelg £ovdeTep®TIKMY avTicopdtoyv SARS-CoV-2
Nrav tapovoeg ot (o uNTéPEg amod mpv 10 Levydpopa £mg To TEA0G TNG LEAETNG KaTd TV nuépa 21
HETE TN Yévynon, Kobmg Kot ato EPPPuo Kot 6TOLG amoyovoug. Agv vanpéav oyt OUEVESG e TO
euPoro emdpdloelg ot yovipotnto Tov InAvkdv (dov, oty Konon 1 otnv avantuén tov eufpomv-
Kunuatev | Tov amoydvev. Aev vrapyovv dabéotua dedopévo yio 1o Comirnaty oyeTikd pe )
peTapopd Tov gPPoiiov SOUEGOL TOV TAAKOVVTE 1] TNV ATEKKPLIOT] GTO YA,

6. @®APMAKEYTIKEX IAHPO®OPIEX
6.1 Karahoyog gkdoymv

((4-vdpo&upovtvro)alavedwro)dig(e&dvio-6,1-6wAo)dig(2-e&viodekavoikd) (ALC-0315)
2-[ (moAvatBvrevoyivkoin)-2000]-N,N-dttetpadexvioaketapidlo (ALC-0159)
1,2-Atcteapoil-sn-yAvkepo-3-pmceoyorivn (DSPC)

XoAnotepoin

Tpouetapdin

Y 5poyAmpikn TPOUETAUOAN

Zaxyopoln

Yomp o evéoipa

6.2 AovppatétnTeg

AVTO TO PUPUOKEVTIKO TPOIOV dEV MPEMEL VAL AVOLELYVOETAL LE GAAL QP LUKEVTUKA TPOTOVTO EKTOG
QUTAV TTOL AVAPEPOVTAL GTNV TTaPaypapo 6.6.

6.3 Awgpkero {ong

Mn avoryuévo elaiidlo

Kotsyoyuévo gialidio

12 piveg 6tav eurdoacetal otoug -90°C €wg -60°C.

To euPorio Ba mapainebei kateyvypévo otovg -90°C wg -60°C. To kateyvyuévo puPfoio umopel va
@vAayBel eite otoug -90°C wg -60°C gite otovg 2°C €wg 8°C katd v mapolafi.
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Otav puAdooetatl Kateyvyuévo otoug -90°C éwg -60°C, ot suokevacieg 10 praiidiov tov gpforiov
uropovv vo, aroyvyBovv atovg 2°C £mg 8°C yia 2 ®PEG 1 TOL LELOVOUEVE, PLOAISIN LTOPOVY VO
aroyvyBovv ce Bepuokpacio dopatiov (€wg 30°C) yua 30 Aemtd.

Amrowoyuévo prolioio

10 eBdopddeg puraén kot petapopd otovg 2°C £mg 8°C evtog g ddpketag Long 12 unvav.

. Koatd ™ petapopd tov gpforiov oe poAaén otovg 2°C €wg 8°C, 1 evnuepmuévn nuepounvio
MENG Tpémel va ypapel 610 e£mTEPIKO KOLTL Kal To EUPOAI0 TPETEL vaL Yp1oyLotoindei | va
amopplpOei péypt v evnuepopévn nuepopunvia AMéne. H apyu nuepounvia Anéng tpénet va
Sy papet.

o Edv to epuforo mapornebei otovg 2°C wg 8°C, mpémel va euloyBei otoug 2°C émg 8°C. H
nuepopnvio ANéEng oto e€mtepicd KouTi TPEMEL VoL £xEl evnuepwbel dote va avtkatontpilel v
nuepopnvia ANéEng oe WH&n kot 1 apyikn nuepopnvio ANENG TpEmeL vo EYEL d10ypaPEL.

Ipwv amd ™ ypnon, Ta 1N avorypéve eroridto pmopodv va euiaydodv yia £og 12 dpeg ot
Oeppokpaocieg peta&d 8°C ko 30°C.

O yepiopdc Tov PraAdiov Tov £xovy amoyvydel uropei va, yivel o€ cuVONKeS POTIGHOD TOL
dopatiov.

A@oY amoyvy0ei, To epPorio dev mpémer va kaTayvyel gk véov.

Aroyeipion Twv amokAioewy e Ospuokpaoioc Kot th OI0pKEIQ THS QUAOCTC & Wil

o Ta dedopéva oTadepOTNTOG VTOJEIKVVOLY OTL TO U AvOryUEVO eralidto ival otabepod yio mg
10 eBdopdoeg 6tav puidoocetal o Beppokpacies amd -2°C €wg 2°C, Kot evioc TG TEPLOd0V
@OAaéENG 10 efdopadmv peta&d 2°C ko 8°C.

o Ta 6edopéva oTafePOTNTOG VTOJEIKVVOLV OTL TO PLOAIII0 HITOPEL VO PLAAGGETAL Y10 £C KoL
24 ®peg o€ Oepuoxpacieg 8°C émg 30°C, cvpmeprrappavouévov £og kal 12 opov petd v
TPMOTN OldTpnon.

AvTtég o1 mAnpoeopieg Tpoopilovtar yio TV kaBodyNon TV ETAYYEALATIOV VYELNS LOVO O
TEPIMTOOT TPOSM®PIVIG AmOKAMONG TG Bepokpaciog.

Apoiouévo QopUOKEVTIKO TPOIOV

H ymukn ko puoikn otabepdtnta Katd ) xpnon £xet kataderydei yio 12 dpeg otovg 2°C €wg 30°C,
LETA TNV apainoT pe evéoipo didavpa 9 mg/ml (0,9%) yhopiovyov vatpiov, 1o onoio mepropfdvet
£€0¢ Kot 6 MPEG YPOVO LETAPOPAG. ATO LKPOPLoroyikn Aoy, EKTOG eV 1 LEB0SOG apaimang
amoKAEiEl TOV Kivouvo pikpoPilokng LoAvveng, To Tpoidv Tpémel va ypnotponombel apéows. Edv dev
ypnopomomOel apésme, ol YpdVoL Kot GLVONKES SLOTHPNONS KATA TN PN oY armotelohv vOHVN TOov
xpnom.

6.4 Iowitepeg TPo@LAGEELS KOTE TN PVAXEN TOV TPOiIdVTOG
DvAdocete otV KaTAYLEN 6ToVG -90°C £mg -60°C.
Duidooete 6NV APYIKN] GLOKEVAGIO Y10, VO TPOGTATEVETAL OO TO PG,

Koatd ™ didpreta g ¢OAaENG, Ehaylotonomote Ty £kBeon 6ToV POTIGHO TOV douatiov Kot
amoeVYeTe TNV £kBeoT 08 APECO NAOKO QMG KOl VTEPLOIT AKTIVOBOAId.

IMa t1g cvvBNKeg SlaTPNONG LETA TNV ATOWYLEN KoL TV 0pOimGT] TOL POPUOKEVTIKOD TPOIOVTOG, PA.
Tapaypapo 6.3.
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6.5 @von Kal GLETATIKA TOV TEPLEKTT

0,4 ml Tokvd okedOoUA Y0 TOPAGKELT] SLUCTOPAS GE SLOVYES PLOALOI0 TOALATADY dOGE®V TV 2 ml
(yvoi Tomov 1) pe mopa eloyd@pnong (cuvhetcd BpmpoouTuAlKd EAAGTIKO) Kol UTOPVTO
OUTOCTIMUEVO TAUGTIKO TAOU LE GPPAyIon ahovpviov. Kabe elaiidio mepiéyel 10 dooeig, PA.

Tapaypapo 6.6.

Yvokevaociec: 10 proridia

6.6 Iowitepec mpo@uvAdEers amdppryns Ko GAAOG YELPLONOS

Odnyiec yepouon

To Comirnaty 3 LiKpoypOUUAPLo/d060T TPEMEL VO TPOETOLUALETAL OO eMayyeALATIO VYEIOG LLE XPTION
AOMTTTNG TEXVIKNG Y1 TN OLGPAAON TNG OTEPITNTOC TNG TPOETOUAGHEVNG UCTOPAGC.

EITAAHOEYXH ®IAAIAIOY TOY COMIRNATY 3 MIKPOI'PAMMAPIA/AOXH ITYKNO
YXKEYAXMA I'TA ITIAPAXKEYH ENEZIMHZX ATAXIIOPAX (BPE®H KAI ITAIAIA 6 MHNQN

EQY 4 ETQN)

<+«—— | Mmnopvté
TON,

Meta v apaioon

3ng

Enainbevote 611 10 QLokidto et
UTOPVTO TAAGTIKO TMLLAL.

Edv to @ioAido €xet pof mhaotikd
mopa, avatpééte oy [epiAnyn tov
Xapaxtnpiotikav tov [Ipoidvroc yo
to Comirnaty

30 pikpoypoappaplo/66om Tokvo
OKEVOGLLO Y10 TTOPOAGKELT] EVEGLUNG
Sl0oTOPAC.

Edv to @laiiolo €xel yrpt mhooTikd
Topa, avoarpééte oty [epiinyn tov
Xapaxktnpiotikdv tov [Ipoidvrog yio
to Comirnaty

30 pikpoypappdpla/docm evéoiun
dloomopd.

Edv to ¢loAidio éxetl moptokai
TAOOTIKO TOUA, ovaTpeETe TNV
[epiinyn Tov XapakTnpioTikdv Tov
[Ipoidvtog yio to Comirnaty

10 pikpoypappdapla/d66m mokvo
OKEVOGLO Y10 TOPOACKELT] EVEGIUNG
Ol0OTOPAC.
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XEIPIEMOZX ITPIN AIIO TH XPHXH TOY COMIRNATY 3 MIKPOI'PAMMAPIA/AOXH
IHYKNO XKEYAXMA I'TA IAPAXKEYH ENEXIMHX AIAXIIOPAX (BPE®H KAI ITAIAIA

6 MHNQN EQY 4 ETQN)

®vrdocete Y0 £mg
10 epdopaoeg
otovg 2°C émg 8°C.

Edv 10 @1oAid10 moAAamAdY d0cEWDY
(QPLAACGCETOL KUTEYVYUEVO, TTPETEL VO,
oamoyvyBei Tpv omd 1N ypnon. Ta
KOTEYLYUEVO PLOAISIO TTPETEL VUL
petapépovtal o€ TePPAALoV pe
Beppokpaocia 2°C €wg 8°C yio va
amoyuyHovv, pio GuoKeLOGI

10 proAdiov pmopet va ypelaotel

2 dpeg Yo va amoyvydel. Atacpariote
OTL T0. QLOAIdIOL ETvol TAAP®C
OTOYVYUEVA TPLY A0 T XPNON.

Koatd ™ petapopd tov eloadiov oe
@OA0EN otovg 2°C €mg 8°C,
EVNUEPMOOTE TNV Nuepounvio ARENG oto
KOVTL.

Ta un avoryuéva erolidio pmwopodv va,
oVAayBoV Yo £c 10 efdoudadeg
otoug 2°C émg 8°C, Oy méEpav TG
Tonouévng nuepounviog Méng (EXP).
Evalloktikd, To pepovouéva
KATEYLYUEV QLOALOLO UTTOPOVV VO
amoyvyBovv yia 30 Aemtd og
Oepuokpaocieg €wg 30°C.

IIpwv 1t gpnom, to Un avorypévo
@loAid1o0 pmopet vo puioydet yio Emg
12 dpeg o€ Beppoxpacieg Emg 30°C. O
YEPLOUOG TOV PLOMSIV OV £XOVV
omoyvyBei pmopel va yivel og cuvOnKeg
OOTIGUOV TOL dWUOTIOV.
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ANAMEIZH ITPIN AITIO THN APAIQXH TOY COMIRNATY 3 MIKPOI'PAMMAPIA/AOXH
IHYKNO XKEYAXMA I'TA IAPAXKEYH ENEXIMHX AIAXIIOPAY (BPE®H KAI ITAIAIA

6 MHNQN EQY 4 ETQN)

y,

"Hmao x 10

A@N0OTE TO ATOWYLYLEVO QLOALOL0 VO
épbetl og Beppokpacio dmpoTiov Kot
avaotpéyte 1o N 10 eopég mpv amd
mv apaioor. Mnv avatopdooete.
[Ipwv amd v apaimomn, N amoyvuyuévn
dloomopd Umopel va TEPIEYEL AeVKA £
VTOAELKO OdLOPOAVT] GLLOPPOL
copotio.

APAIQXH TOY COMIRNATY 3 MIKPOTI'PAMMAPIA/AOXH ITYKNO XKEYAXMA I'TA
IHAPAYXKEYH ENEXIMHX ATAXIIOPAYX (BPE®H KAI ITAIATIA 6 MHNQN EQY 4 ETQN)

-

2,2 ml evéopov drerdparos 9 mg/ml (0,9%) yroprovyov

vaTpiov.

To amoyvyuévo epPorio Tpémetl va
opatwbel 6To aPYIKO TOL PELOAISLO pE
2,2 ml evécuov dtaAdpotog 9 mg/ml
(0,9%) yAmprovyov vatpiov,
ypnopomolwvtag PeAdva 21 gauge 1)
AETTOTEPN KOl ACNTTTEG TEXVIKEC.
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4 Jw
Z -
Y1
. | 7
(
1 i

Tpapnére mpog Ta icw to EpPoro ota 2,2 ml Yo vo.
0QUIPECETE TOV 0EPQ 0Té TO PLOAiION0.

E&lsoppomote v mieon Tov
OLAMSTI0V TPV OPAPECETE T PEAOVA
omd TO0 TOUO ELGYDPNONG TOL
ololdiov, avappoeavtog 2,2 ml aépa
HEGH GTNV KEVT] GVPTYYO OPOLOTIKOV.

"Hma x 10

AvooTpéyTe NIIoL TV apotmpLEVN
dtaomopa 10 popés. Mnv
OVOTOPACOETE.

To apaiwpévo epporto Ba mpémetl va
TOPOVGIALETAL WG AEVKT MG VITOAELK
Sl0oTOPA YWPIG OPOTH COUOTIONKN
VAN. MV ¥pNGLLOTOMGETE TO
apUOUEVO EUPOLIO OE TEpinT®ON
TOPOVGIOG COUATIOWKNG VANG 7
OTOYPOLATICUOV.
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O 4

Xpovog
amoppryng

\-/

Kotaypayte Tv KOTdAINAN uepounvia Kot @pa.
Xpnowpomouote €vtog 12 op®dv petd Ty apaimon).

({

Ta aporopéva eloAidio Boa Tpénet va
emonuavioy pe TNV KOTAAANAN
NUepounvio Kot mpa.

Metd v apaioon, PUAACGETE GTOVG
2°C ém¢ 30°C kot ypnOLOTOMOTE
ev1og 12 opov.

Mnv katoyvyete | ovoTOPEoCETE TNV
apotopévn dacmopd. Edv €xet yoybet,
AENOTE TNV APALOUEVT] SLOGTOPA VO
€M0e1 og Beppokpacio dopotiov Tpv
™ xpnon.

MNPOETOIMAXIA MEMONQMENQN AOXEQN 0,2 ml TOY COMIRNATY
3 MIKPOI'PAMMAPIA/AOXH ITYKNO XKEYAXMA I'TA TAPAXKEYH ENEXIMHX
ATAXTIOPAX (BPE®H KAI ITAIATA 6 MHNQN EQY 4 ETQN)

0,2 ml aparopévov gpporiov

Metd v apainon, To eroridio
nepiéyet 2,6 ml amod ta omoio pTopovv
va g€ayBovv 10 doceig tov 0,2 ml.
XpNOOTOIDVTOG (UOTTTTY TEXVIKY,
KkaBapicTe TO TOUO EIGYDOPNONG TOV
@LOA310V e AVTIONTTIKO HAKTPO piog
XPNONG.

Avoppoonote 0,2 ml Comirnaty yio
Bpéon Kot mwondd nhikiag 6 unvov
£€wg 4 eTOV.

IIpénet va ypnoipomolovvtol cOPYYES
N/xon PeAdveS yapunAov vekpov GyYKov
v v eoyoyn 10 docemv omd éva
UEHOVOUEVO PLOAido. O cUVOVAGLOC
oVPLYYaS Kot BEAOVAG YU VEKPOL
OYKOVL dev TPETEL VoL £(EL VEKPO OYKO
UEYOADTEPO amd 35 UiKpOALTPQL.

Edv ypnowomombovv tomikéc
oVPLYYES Kol BEAOVES, EVOEYETAUL VA, UMV
VIAPYEL ETAPKNG GYKOG Yia TNV
eEaymyn déxka d6GE®V amd £val
UELOVOUEVO QLOAISL0.

Kdabe d60on mpémet va mepréyet 0,2 ml
guPoiiov.

Edv n mocot T epPfoiriov mov
OTTOULEVEL GTO PLOAIS10 deV Umopel va
mapéxet Lo mAnpr do6om 0,2 ml,
amoppiyTe TO ELOALS10 Kot
omolovonmote tepicoto GyKo.
Amoppiyte kabe TocOTNTO
aypnotponointov epforiov evtdg

12 wpov petd v apaimon.
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Andppuym

Kda0e aypnoiponointo eopuokevticd Tpoioy 1 VIOAEWUO TPETEL VO, ATOPPITTETOUL COUPOVO LE TIG
KOTA TOTOVC 1GYVOVCEG OYETIKEG OLuTAEELS.

7. KATOXOX THX AAEIAYX KYKAO®OPIAX
BioNTech Manufacturing GmbH

An der Goldgrube 12

55131 Mainz

I'epuavia

Tniépwvo: +49 6131 9084-0

Dag: +49 6131 9084-2121

service@biontech.de

8. APIOMOZX(OI) AAEIAY KYKAO®OPIAX

EU/1/20/1528/010

9. HMEPOMHNIA ITPQTHX E'KPIXHY/ANANEQYHY THX AAEIAX

Hpepounvia mpdtng £ykpiong: 21 Askepppiov 2020
Hpepopnvia terevtaiog avavéwong: 10 Oxtoppiov 2022

10. HMEPOMHNIA ANAOGEQPHXHX TOY KEIMENOY

10/2022

Agntopepeic TANPoQopieg Yio TO TOPOY QOPUOKEVTIKO TPOioV gival S100EGIIEG GTOV SIKTVAKO TOTO
tov Evponaikod Opyoviopov Gapudkwv http://www.ema.europa.eu.
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