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HNEPIAHYH TQN XAPAKTHPIZTIKQN TOY ITIPOIONTOX



vTo QAPLOKO QVTO TELEL LTTO CLUTANPOUOTIKY TOPaKoAoOVONGN. AVTO B emMITPEWYEL TO YP1IYOPO
TPOGIOPIoUO VEDV TANPOPOPLOV OGPAAELNS. ZNTEITAL OO TOVG ENXAYYEAUATIEG VYELNG VO AVAPEPOVY
omoleconmote mBavoroyodueveG avemBOunTeg evépyetec. BA. mapdypapo 4.8 yio Tov TpOTO avapopis
OVETLOOUNTWV EVEPYELDV.

1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Comirnaty mokvd okeDaGHO Y10, TOPUCKEVT EVESIUNG SLOGTIOPAS

Eupoiio mRNA COVID-19 (tpomomomuévav voukAeooidimy)

2. MOIOTIKH KAI ITOXOTIKH XYNOGEXH

AvT10 givor QoAidto ToALATADY 00GE®Y Kot TPEMEL VoL apatwbel tpiv Tn ypnon.

"Eva @uokidio (0,45 ml) mepiéyet 6 ddoeig tov 0,3 ml petd tv apainon, PA. Tapaypdeovg 4.2 kot 6.6.

1 860n (0,3 ml) nepiéyer 30 kpoypoppdpio epporiov mRNA COVID-19 (evoopotmpévo og Mmdkd
VOVOCSOUATIOW).

Movoximvo ayyeho@dpo RNA (mRNA) pe kaddmtpa 6to 5° dkpo, Topayopevo e xpriomn erevbepng
KLTTAp®V in Vitro petaypaeng omd ta avtiotoryo tpdtoma DNA, Tov KOSIKOTOWOHV TV 1K)

apoteivn-oxida (S) tov SARS-CoV-2.

[ Tov TAnpn Katdhoyo tov ekdoywv, PA. mapdypapo 6.1.

3. OAPMAKOTEXNIKH MOP®H

[Tukvo ckedacua Y10 TAPACKELT EVEGIUNG dLOOTOPAS (OTEIPO TLKVO SLdAv ).
To guPoiio givar Aevkn éwg vdAELKT Kateyvyuévn dooropd (pH: 6,9-7,9).
4. KAINIKEX IAHPO®OPIEX

41 OgpamevTikég gvoeicelg

To Comirnaty evogikvuTal Y10, TNV EVEPYNTIKT 0voGomoinen yia tnv tpoinymn tg COVID-19 mov
nwpokoieitar oo tov 10 SARS-CoV-2, og dtoua nhikiag 16 etcdv Kot Gvom.

H ypnion avtod Tov euforiov mpénet va yiveTtar COUPOVA LE TIC EMICTUEG CVOTACELS.

4.2 Aocoloyio kor TpOTOG YOPNYNONS

Aocoloyia

Arouo. nixiag 16 ety ko ave

To Comirnaty yopnyeitor evéopviKd petd and apoinorn og koklog 2 d6cemv (0,3 ml 1 kabepior).
Yuviotdton vo yopnyeitol 1 dgvtepn 660 3 gfdonddeg petd v tpdn d60om (PA. Tapaypdpovg 4.4
Kot 5.1).

Agv vrapyovv dtabéoipo dedopéva oYeTIKA pe TNV evarla&ipotnta tov Comirnaty pe Al epufoiia
COVID-19 yio. v olokApwom tov kKukAov epfortacuov. Ta dtoua wov Exovv Adfet 1 doom
Comirnaty tpénet va Adpouv o devtepn d6omn Comirnaty yio vol OAOKANPDOGOVY TOV KOKAO
guporacuov.



THoudrotpios mAinBoouog
H acopddeia kot n arotelecpaticotnto Tov Comirnaty g moudid Kot pnBouvg nAkiog KAt Twv
16 etmv dev Exovv akoua tekunpiwbel. Yadpyovv meplopiopéva dabécipua dedopéva.

Hliouévos ninbooudg
Agv amaiteiton Tpocappoyn e S0coA0yiag o NAKiopéva dtopa nAkiog > 65 etdv.

Tpdroc yopnynong

To Comirnaty mpénet va xopnyeiton evéopvikd petd and apaimon (PA. mapdypapo 6.6).

Metd v apaionon, Ta erodidia Tov Comirnaty mepiéyovv €51 dooelg Tov 0,3 ml gufoiriov. o v
eEaymyn €&1 60cemV amd Eva PLELOVAOUEVO QLOAIDL0, TPETEL VO, XPTCLULOTOLOVVTOL CUPLYYES 1)/Kat
BeAdveg youmAov vekpov dykov. O cuvOLACUOG CVPLYYOS Kol BEAGVOC YOUNAOD VEKPOD OYKOV dEV
TPEMEL vaL £yl vekpd 0YKO PeyardTepo amod 35 pukportpa. Eav ypnoipomomboiy tuomikéc ciptyyeg Kot
Pehoveg, evdéyetar vo unv VIAPYEL ETAPKNG OYKOG Yio TV eEaymyn EkTng 600MG amd £Va, LEPOVMUEVO
@LoAid10. AveEdptnto, amd Tov TOTO GVPLYYaG Kot BELOVAC:

o Ka6e d60on mpéner va mepiéyet 0,3 ml epfoiiov.

o Edv n mocotta gpfoliiov mov anopével 0To PaAidto dev Umopel va TapEyeL Lo TANPN 060M
0,3 ml, amoppiyte TO PLOAIGIO KOl OTOLOVONTOTE TEPICTLO OYKO.

o Mn cvykevipmvete mepiocto UPOilo and TOAAATAL QLoAidia.

H mpotiudpevn 0o givar o 0eAT0e10Mg oG TOL Gve Bpayiova.
To euPfoiio dev TpEmel va evieTon EVOOAYYELNKA, VTOSOPLA 1] EVOOIEPUIKA.

To euPfoiio dev TPEMEL VoL AVOUELYVOETOL GTNV 10100 GOPLYYO LE OTTOLONTOTE QAL EUPOALD T
POPULOKEVTIKA TPOIOVTO.

Mo t1g TPoEVAGEELS OV TTPETEL Vo AauPavovTal Tpwy Tn yopnynon ov euporiov, PA. mapdypapo 4.4.

I"a 0dnyieg oyetikd pe v amdyvén, Tov ¥ePIopd Kot TNV amoppiyt Tov epfoiriov, PA.
Tapdypo@o 6.6.

4.3 Avrevosieg

YrepevoioOnoio 61N dpacTikn ovcia 1} 6 KAmo1o amd T £KO0YA TOV AVUPEPOVTOL GTNV
mapdypoeo 6.1.

4.4  E10KéC TPOELOOTOMN|GELS KOl TPOPVAAEELS KATA T1| Y p1jon)

IyynAociuotnTa

ITpoxeyévou va Bektimbel n yyvnAasipdtnta TV BLOAOYIKOV QOPUAKEVTIKOV TPOTOVTI®V, TO OVOLN
KoL 0 0plOUOC TAPTIOOS TOV YOPTYOVLEVOL POPUAKOVL TPETEL VO KATOYPAPETOL LE GUPTVELQL.

T'evikéc ovoTdoslc

YrepevoraOnoiao kou ovapvialio

"Exovv avaeepbei coppdvta avaevurotiog. [Ipénel mbvtote va vdpyel aueca Stob€otpn KatdAAnAn
LOTPIKT] OVTILETMTION KoL TOPOKOA0VON G GTNY TEPIMTOON OVAPVAAKTIKIG OVTIOpaoN G LETE T
yxop1ynon tov gppoiiov.



ZUVIGTATOL GTEVT] TOPOKOAOVONON Y10 TOVAG IoTOV 15 Aemtd peTd Tov epPfolacd. Ae Ba mpémetl va
yopryeitar devtepn 601 Tov gUPoriov o€ eKEIVOVE TOL £YOVV TAPOVGLAGEL AVAPLAAEIN GTNV TPDOTN
d6on tov Comirnaty.

Avtidpaoeic oxeti{Oueves ue Gyxog

Avtidpdoelg oxetilOueveS e dyyog, GUUTEPIAAUPOAVOLEV®OV AYYELOTVEDLOVOYOGTPIKMV OVTIOPAGEMY
(ovykonn)), VITEPAEPIGLOD 1] AVTIOPACEMY OV GYETILOVTAL LUE GTPES, UTOPEL VUL TAPOVGLAGTOVV GE
oyéon Ue Tov EUPOAAGHO G YuyoYeVNC avTidpacn otny éveon ue Belova. Eivar onuavtiko va
VIAPYOVY TPOPVAAEELS Y10 TNV GTOPLYT] TOV TPUVUATICUOD AOY® AMmobupiog.

20v0da voonuozo

O guporiacuog o mpémet vo avafdiretor oe dtoua pe oeia cofapn eumbpetn voco 1 o&eio Aoipumén.
H mapovoio glagpiég Aoipméng 1/kat yapnAov mopetov dev Ba tpénel va kabvoteprioet Tov
euforacud.

Opouflorevio kar O10TOPOYES THS TNKTIKOTHTOS

Onwc ko pe dAleg evOOpVIKES EVESELS, TO EUOA0 Bo TPETEL VoL YopnyeiTal Pe TPOGOYT GE ATOLO TTOV
Aappdavovy avtumnkrikn Oepomeio 1 exeiva pe Opoufomevio 1 omoladNmoTe dLoTaPoyn TNG
TNKTIKOTNTOG (OTTWC OUOPPOPIALR) O10TL UTOPEL VO EPPAVIGTEL aLpLopparyio | LOA®TICUOS LETH aTd
€VOOLDTKN YOPNYNOT GE AVTA TO. ATOA.

Avoookoreotaluéva drouo.

H amoteieopatikdmra, 1 ao@AAELD KOL 1] 0VOGOYOVIKOTNTA TOV gRPoAiov dev €yovv alloloynbei o
OVOGOKUTEGTOAUEVO ATOLO, CUUTEPIAAUPAVOUEVOV EKEIVOV TOV ACUPAVOVY 0VOGOKOTAGTOUATIKY
Oepaneia. H anotedespotikdtra tov Comirnaty pmopei vo givat YounAoTtePT G AVOGOKOTEGTAAUEVD,
dropa.

Aidpxero. TS TpooTaciog

H didpketa g mpoctaciog mov mapéyetol amd o eUPOALo eivar dyvootn, kabdg Bpicketol akdpuo vd
TPOGIOPITUO PEGH GUVENLLOUEVAOV KAVIKMY SOKIMV.

Tepropiopoi s aroteleouanicotyrog tov gufoliov

Onwg kot pe kabe epuPforio, o epfortacudc pe Comirnaty pmopet vo, unv Tpoctatedel OAOVE TOVG

Amtec tov gpPoiiov. Ta dropa evogyeTar va PNV TPOCGTATEVOVTOL TANP®S UEXPL 7 NUEPEG LETE TN
devtepn 8661 Tov gUPoriov Tovg.

"Exdoya

To euPorio avtod mepiéyel Ayotepo omd 1 mmol kaAiov (39 mg) avd do6on, eival avtd Tov ovoudlovE
«elevbepo kadiovy.

To gpPorto avtd mepiéyel Aydtepo and 1 mmol vatpiov (23 mg) avd do6om, ivor avtd mov
ovoualovpe «elevBepo vatpiovy.

45  Alliemopaocsig pe A0 QUPUOKEVTIKA TPOIOVTA KoL GAAEG POPPES aAIAeTiOpaCG
Agv éyovv mpaypotonomBel peAétec oAANAETIOPAGEWDY.

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

4.6 TovipdtnTa, KOO KoL yolovyia

Kimon

Yrapyet mepropiopévn epmerpio pe tn ypnon tov Comirnaty oe &yxveg yovaikec. Meléteg o€ (da dgv

Katédel&ay apeon 1 EUpPect To&KOTNTO GTV EYKVUOGUVT], TNV avATTLEN TOV EUPPHOV/KLTUATOG, TOV
ToKeTO 1| TNV avartuén petd t yévvnon (BA. mapdypagpo 5.3). H yopriynon tov Comirnaty otnv
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gykvpoovvn Ba mpénet va e€etdletar povo dtav ta Thavd oQEAT VITEPTEPOVY OTOLOVINTOTE TOAVEOV
KIvoUvVoV Yo T Untépa. ko to EUPpuo.

OnAaopog
Agv glval yvootd edv to Comirnaty omekkpivetal 6To avOpmmTivo yala.

Tovipémo

Meléteg oe {ma dev katédel&av apeon 1 EUpec ToEIKOTNTO GTIV OVATOPOY®YIKN tKovotnTo (PAETE
napbypapo 5.3).

4.7 Emopacseig 6Ty IKOVOTNTE 001]1Y161)G KO YELPIGHOV P UVIILATOV

To Comirnaty dev €€l Kapio 1 £(€L AGNOVTT EXLOPOOT] GTIV IKAVOTNTO 001 YNONG KOl XEPICUOV
pnyovnudtov. Qot060, OPIGUEVEG OO TIG EMOPACELS TOL OVAPEPOVTAL TNV Tapdypapo 4.8 uropsei
VoL ETNPEACOVY TPOCOPLVE TNV IKAVOTNTA 0OTYNGNG 1 YEPLGLOD Uy ovnLAT@V.

4.8 AvemOounteg evépyeleg

IIepiinyn TOL TPOEIA AGQAAELOGS

H acpdieia tov Comirnaty aglodoynonke o copuetéyoviec nitkiog 16 £tdv kot avom o€ 2 KAMVIKEG
peAéteg mov cvumeptédafay 21.744 coppetéyovieg ol omoiot £xovv AdPetl ToLAGYIGTOV pict 6OCT TOV
Comirnaty.

X Melét 2, ouvolkd 21.720 coppetéyovreg nikiog 16 etmv kot dve Edapay tovAdyistov 1 d6om
tov Comirnaty kot cuvolika 21.728 coppetéyovieg nhikiog 16 etdv ko dve Eafav eikovikd
oapupaxo (cvopmepriopPoavouévav 138 ko 145 eprfav niikiog 16 kot 17 etdv otig opddes Tov
gUPoAriov Kol TOL EIKOVIKOD PAPUAKOL, avTioTotya). Zuvoikd 20.519 cuppetéyovteg nikiog 16 etdv
Kot dve EhaPav 2 docelg Tov Comirnaty.

Koatd tov ypdvo g avdrlvong g Merétng 2, cuvorikd 19.067 (9.531 oto Comirnaty kot 9.536 cto
EIKOVIKO QAPLLOKO) CUIPETEXOVTEG NAKIAG 16 etV Kot dvo elyav a&loloynOel yia ac@dieio yio
TovAGyIoTOV 2 Uveg LeTd TN dgvTePN 6601 Tov Comirnaty. Avtd cvunepérofe cuvortkd 10.727
(5.350 oto Comirnaty kot 5.377 6T0 €lKOVIKO PAPLOKO) CUUUETEXOVTEG NAKiaG 16 £mg 55 eTmV Kot
ovvoAlkd 8.340 (4.181 oto Comirnaty Kot 4.159 610 €1KOVIKO QAPLLOKO) GUUUETEXOVTEG NAIKING

56 etV Kot Gvo.

O1 10 GVYVEG avemBOUNTEG EVEPYELEC GE GUUUETEXOVTEG NALKING 16 TV KoL Avmd TV GAyog TG
0¢ong éveong (>80%), kdmwon (>60%), kepororyio (>50%), pookyia kot piyn (>30%), apBparyia
(>20%), mope&io ko oidnua otn BEon Eveong (>10%) kot Ty cuvNBLG NG 1 HETPLOG EVTOCTC Kot
VIOYDOPNCAV TANPOG EVIOC LEPTKDV NUEPDV UETA TOV euPoitacud. EAappdg yaunidtepn cuyxvotnta
SLUPAVTOV aVTIOPAGTIKOTNTOC GUCYETIOTNKE LUE PLEYOADTEPT NAIKIAL.

KotdAloyog og poporn mTivako TV ovemfuuntmy EVEPYELMV OTtO TIC KAMVIKEC LEAETEC

Ot avemBOunTec evépyeleg TOL TapaTNPNONKAY KATA T S1APKELD TOV KAWVIKGOV HEAETOV TopatievTon
TOPOUKATO COUP®VO UE TIG AKOAOVOEG KATNYOPIEG GLUYVOTNTOC:

[ToAb cvyvéc (>1/10),

Yoyvég (>1/100 émg <1/10),

Oyt ovyvég (>1/1.000 éwg <1/100),

Xravieg (=1/10.000 éwg <1/1.000),

IToAv omdvieg (<1/10.000),

Mn yvootég (dev pmopotv va ektiunBolv pe Baon to dabéoia dedopéva).



Mivakog 1: AvemOounteg evépyereg amd Tig KMvikég dokiuég Tov Comirnaty

Katnyopia/o
PYUVIKO
oot

IToAd ovyvég
(=1/10)

Yoyvég
(>1/100 ¢mg
<1/10)

Oy ovyvég
(=1/1.000 £¢emg
<1/100)

Xravieg
(=1/10.000
£m¢ <1/1.000)

Mn yvooTéG
(0ev pmopovv
va ekt 0ovy
pe paon ta
owuféopa
ocoopéva)

Awotapoyéc
OV
OLLOTTOUTIKOV
Kol TOL
AEUPLKOD
GUOTNLOTOC

Agppadevondfeio

Awotapoyéc
0L
OVOGOTOU|TIK
)
GUOTALOTOC

Avaguratia,
vrepevarcncia

Yoylorpikég
dloTopayEs

Avmvia

Awotapoyéc
TOV VELPLKOV
GUOTNLOTOG

Kepoiariyia

Oéela
TEPLUPEPIKT
TaPAALGT| TOV
TPOCMOTLKOV
vevpov'

Awotapoyéc
OV
YOOTPEVIEPIKO
0

Noavtia

Awotapoyéc
OV
LVDOGKEAETIKO
1V GLOTNNOTOG
K0l TOL
GUVOETIKOD
1GTOV

ApBpadyia,
pooiyio

I1I6vog ota dxpa

Tevikég
SloTapayE
Ko
KOTOOTACELG
™G 0000

Xopfiynong

Alyog g Béong
éveong, KOTwon,
piyn, mope&ia’,
oldnua ot Béon
€veong

EpvBpoétnra
ot 0éom
€veong

Koaxovyia,
KvNnopog ot Béon
€veong

* YymAotepn cvyvotnto mope&iog mapatnpnonke petd tn 2" doon.

T Kaf' 6An 11 S1épketo T meplodov mapakoloddnong e aoiietag péypt ouepa, ofeia mePLpePIKN
TAPAAVGT TOV TPOCHOTIKOV VELPOL (1] TAPEST) OvaPEPONKE 0md TEGGEPLS GUUUETEXOVIEG OTNV OULASO TOV
guforion mRNA COVID-19. H évapén tng mapdivong Tov tpoconikol vevpov ftav tv Huépa 37 petd
Aobon 1 (o ovppetéywv dev €hafe tn Adon 2) ko tig Huépeg 3, 9 xon 48 petd ™ Adon 2. Aev avagépOnikay
TEPMTOCELS 0EELNG TEPLUPEPIKNG TAPAAVGNS TOV TPOSOTIKOV VEVPOL (1] TAPESNS) OTNV OUASO ELKOVIKOV

PUPLAKOV.




To mpoik ac@dielag oe 545 cuppetéyovteg mov Edapav to Comirnaty, ot omoiot Tav opobetikol yio
SARS-CoV-2 katd v évapén, NTov TopoUolo UE EKEIVO TOV TAPAUTNPEITAL GTOV YEVIKO TANOLGUO.

Avopopd THavorloyoOueEVOV aveETOOUNTOV EVEPYELDY

H avoapopd mBavoroyoduevmy avemiBountmy evepyeumv HeTd amd T YopyNno” AdElc KUKAOPOpiag
TOV PAPUAKELTIKOD TPOIOVTOG elvar onuavtikn. Emtpénet tn cuveyn mapakodiovdnon g oyéong
0PEAOVG-KIVOHVOL TOL QOPUAKEVTIKOD TPOTOVTOG. Znteitat amd Toug enayyeAlaticg vyeiog vo
AVOPEPOVV OTTOEGONTOTE THAVOLOYOVUEVEG OVETIBVUNTEG EVEPYELEG LECH TOV EBVIKOD GLGTNLLATOG
ava@opdg Tov avaypdeetorl oto Hopdaptnua V kot va eptiapfdvouv tov aptduod maptidag/Lot eqv
glvan drobéopog.

49 Ymnepodocolroyia

Agdopéva vtepdocoroyiag eivar d1aBéatpa amd 52 GUUUETEXOVTEG TNG LEAETIG TTOV CLLITEPIAN PO KOV
otV KAMVIKN S0k ot omoiot, AOy® c@dAnatoc oty apainon, Elafav 58 pukpoypappdpio
Comirnaty. Ot Afrteg Tov gpfoiiov dev avépepav avénon g avTidpacTikOTNTAG 1 TOV
avemBoUNTOV EVEPYEIDV.

Xe mepinToT VTEPSOGOAOYING, GLVIGTATAL TAPUKOAOVONGN TV {OTIKOV AgtTovpyldV Kot Tihavn
ocuunTopatikn Bepaneio.

5. DOAPMAKOAOT'TKEX IAIOTHTEX

51 ®@oppokodvvoptkés 1010TNTEG

Doppokobepamentikn katnyopio: eufoiia, aAia ukd gufoiio, kwduog ATC: JO7TBX03

Mnyoviopdc dpdonc

To ayyehoedopo RNA tpomonompévev voukieoos1diov 6to Comirnaty pHop@omoleitol o MmTidKa
VavosmuUaTioa, To omoio enttpEmovy TV €i00d00 Tov U moAhamiacialopevov RNA ota kbttapa-
EevioTég KaD0dINYDVTOC TNV TaPodIKN EKPpact Tov avitydvov S tov SARS-CoV-2. To mRNA
KOOKOTOLEL Y10 TNV TANPOLS PWAKOLG HeUPpavikn TpTeivn S te 000 onuelokég LETAAAAEELS EVTOC TNG
Kevpkng Atkoc. H petdAiaén outdv tov 800 apuvobEmv g TPoAivr KAEWDDVEL TNV S 6N
Sopudpemon TPOocHVINENG, N 0mola Elval Lo, aVTLYOVIKG TpoTUd eV dtopdpemaon. To eupoiio
TPOKOUAEL OTOVINGELG EE0VOETEPMOTIKADV AVTICOUATOV KOl KUTTAPIKNG 0VOGIOG GTO avTlyOvVo aKidog
(S), o1 omoieg pumopel va cuvelcPépovy otny mpootacio Evavtt tng COVID-19.

AmoteleopoTIKOTNTO,

H Mehétn 2 givor pa moAvkevipikn, moivebvikn, Ddong 1/2/3 toyoromompévn, eAeyyOUevn Le
EIKOVIKO QAPLLOKO LEAETT EVPECTC OO TVPAN WG TPOG TOV €EETAGTI, EMAOYNG LITOYNPiov pPoiiov
KOl OTOTEAECHOTIKOTITAG G GUUUETEYOVTEG NAKiag 12 eTddv ko Gve. Katd v tuyatomoinon éywve
dwoTpopdToon Katd niwio: 12 éog 15 etdv, 16 £mg 55 etd@v, 1 56 eTdv Kot Gvo, [LE TOVAAYIGTOV
40% TV cvppeTeXOVI®V 0TO GTPOUA > 56 etddv. H pedétn anékieloe GUUUETEXOVTES O1 00101 NTOV
OVOGOKUTEGTAAUEVOL KOl OGOVG ELY 0V TTPOT YOO UEV KALVIKY 1 HiKpoPtodoyikn didyvaon COVID-19.
SOUUETEXOVTEG e TPOLTapYoLTa aTtafept) vOco, OplLoleEV WG VOGOG TOV OEV OTOLTOVGE CTLLOVTIKY
aAhayn otn Oepoameio 1 voonieia yio emdevovpevn voco katd, T d1dpKeLD, TV 6 EfSoUddmY TPV TV
£vtoén, copmepNEoNKay, OTIMG ETIONG KOl CUUUETEYOVTEG UE YVOOT oTadepn AolUwEn pe ToV 10 TG
avBpamivng avocoavendpkelog (HIV), tov 10 g nratitidag C (HCV) 1 tov 10 g nratitidog B
(HBV). Katd tov ypévo g avaivong g Merétng 2, ol mAnpogopieg mov mapovcidlovton
Bacilovtal oe cuupeTéyovteg NAKiog 16 eTdV Ko Gvo.


http://www.ema.europa.eu/docs/en_GB/document_library/Template_or_form/2013/03/WC500139752.doc

ATOTEAECUOTIKOTNTO OE CLUUETEYOVTEC NAKIaC 16 TMV Kol Ave

210 tunpa ®dong 2/3, nepinrov 44.000 coppetéyovteg Tuyotomombnkay e€icov yo va Adfovv

2 doo¢eig Tov gpPforiov mRNA COVID-19 1 eikovikod eapudkov pe pecodidotnua 21 nuepav. Ot
OVOADGELS OTOTEAECUATIKOTNTOG GLUTEPLELAP AV GUUUETEYOVTEC Ol omoiot EAaPay Tov dehTepo
epuPoracud Tovg evidc 19 émg 42 nuepwv petd tov tpdto epforiacud tovg. H mhetovdtra (93,1%)
TOV ANTTOV ToV eUPoriov Erafav tn devtepn d6on 19 nuépec g 23 nuépeg petd t Adon 1. Ot
oLUUETEYOVTEG TPOoPAETETON VO TapakolovOobvVTaL Yo EmG Kot 24 pnveg petd t Adon 2, yio. tnv
0EOAOYNOT TG AoPAAELNG KOl TNG amoTeAespoTikoTnTag Evavtt g COVID-19. Ztny kvikn perén,
0l GUUUETEYOVTEG OPEILAY VO TNPTOOVV €va, EAAYIGTO dtdatnua 14 nUepdV TPy KoL LETA TN XOPTYNon
evog epPolriov ypinng mpokeipévou va AaPouv gite eikovikd eapuoko gite To euPoito mRNA
COVID-19. Ztnv KAvikn HEAETT), 01 GUUUETEYOVTEG OPEIAY VO, TNPTCOVV VO, EAAYIGTO OLAGTHILA

60 nuepmV TPV 1 HETA TN ANYT TPOTOVTOV CLLOTOC/TAAGUATOG 1] 0VOGOCOAIPIVOV HEXPL TNV eEaymyn
GUUTEPUCUATOV TNG LEAETNG TPOKEIUEVOD va AaPovV gite eucovikd pdpuako gite To epfoito mRNA

COVID-109.

O mAnBLGHOG Yo TNV AVAALOT TOV TPMTEVOVTOG KOTOANKTIKOD GIUEIOV OMOTEAEGLATIKOTTOAG
nepthapPave 36.621 coppetéyoviec niikiag 12 etodv kot dve (18.242 otnv oudoda tov guforiov
MRNA COVID-19 ka1 18.379 otnv oudda Tov €IKOVIKOD papudikov) ot omoiot dgv eiyav evoei&elg
wponyovpevng Aoipwéng pe SARS-CoV-2, tovidyiotov 7 nuépeg petd tn devtepn 60om. Emmiéov,
134 coppetéyovteg nTav nAkiog peta&d 16 kot 17 etdv (66 otnv opdda tov gppforiov mRNA
COVID-19 kot 68 otnv opdda. eIkovikov eapudkov) kot 1.616 coppetéyovteg ntav 75 eTdv Kot Gvo
(804 otnv opdda tov epporiov mRNA COVID-19 kot 812 otnv opdda £1KOVIKOD GOPUAKOD).

Amnoteleopatikotnra évovt tne COVID-19

Koatd tov ypovo g Kiplog ovaAvuong amoTeEAEGHOTIKOTNTOS, Ol GUUUETEXOVTEG ELYOV TapakoAovOnOel
v cvpntopatiki) COVID-19 yio cuvoiikd 2.214 avBpmmoétn yio v opddo epfoiiov mRNA
COVID-19 kot cuvolikd 2.222 avOpmmoétn yio, TNy opuddo EIKOVIKOD @opUAKov.

Agv vmipEav oNUOVTIKEG KMVIKEG O10POPEC BT GUVOALKT] OTTOTEAEGLOTIKOTNTA TOV ELPOAioL G
GLUUETEYOVTEG IOV JETpe)aV Kivduvo coPapng COVID-19 cuprnepirapfavouévav exeivav pe 1 1
TEPIOCOTEPEG GLVVOCSNPOTNTEG OV awEGVOLY Tov Kivovvo cofapriig COVID-19 (m.y. doBua, deiktng
uélog smpotog (AMX) > 30 kg/m?, ypdvia mvevpovomddeia, corxyapmdng Stafrtme, véptacn).

Ot TAnpoopieg amoteAespaTikOTNTAG TOL ERPforiov mapovsialovion otov [livaka 2.

Mivakag 2: AroteleopatikéTnTa ToU guporiov — Ipaty gpeavien COVID-19 tovrayotov
7 nuépeg petd ™ Adon 2, Kotd NAMKLOKN VTOORAd0 — COUUETEYOVTES Y MPIG eVOEielg
Moipméng Tovdaetov 7 nuépeg petd ™ Adon 2 — aAnBvopnig aroloyneiung
UTOTEAEGNOTIKOTNTOS (7 NUEPECS)

poOt epeavien COVID-19 tovidyiotov 7 quépeg PETA T A0GT 2 68 GOUPETELOVTES JOPIS

gvoeigelg mponyoopevng Aoipméng pe SARS-CoV-2*

Eppoiio mRNA
COVID-19 Ewcoviké @appoxo
N“=18.198 N =18.325
Ieprrtooseig Ieprrtooerg
n1f n1f AMOTELEGRATIKOTTA
Xpovog gmtnpnong’ Xpovog emrpnonc’ 70V guporiov
Ynoopdda (n2%) (n2%) % (95% CI)°*
‘O)ot o1 GVPpETEYOVTECE 8 162 95,0 (90,0, 97,9)
2,214 (17.411) 2,222 (17.511)
16 émg 64 etddv 7 143 95,1 (89,6, 98,1)
1,706 (13.549) 1,710 (13.618)
65 etV ka1 Gvew 1 19 94,7 (66,7, 99,9)
0,508 (3.848) 0,511 (3.880)




65 éwg 74 eTddV 1 14 92,9 (53,1,
0,406 (3.074) 0,406 (3.095) 99,8)

75 €1tV Kot Gve 0 5 100,0 (-13,1,
0,102 (774) 0,106 (785) 100,0)

Inueioon: Ot emPePatopéveg TEPIMTMOCELG TPOGIOPIOTIKAY PHECH OAVGIOOTNG OVTIOPACTG
moAvpepdong pe avtiotpoon petaypapdcn (RT-PCR) kot tovddyictov 1 coumtopo copfotod pe
COVID-19 [*Opioudc mepintwong: (tovidyiotov 1 amd) mopetdc, véog 1 emtdevolpevog Pryoc, véo 1
gmOEVOLUEVT) dOGTTVOLW, PlyT, VEOS 1 EMOEVOVEVOG LVTKOG TOVOC, VEN amMAELN TG YEOONG N TNG
OC(QPNONG, TOVOALULLOG, d1appota 1 EUETOC. |

* Xy avdluon copmepinednkay GUULETEXOVTES 01 0oiot eV ely0v 0pOAOYIKEG 1| 1OAOYIKES evOEiEels (Tpv

amd 7 nuépeg petd ™ Aym g tehevtaiag 06omg) mponyovpevns Aoipméng pe SARS-CoV-2 (dnA., apynruol

v N-deopevtikd avticopa [opov] katd v Enickeyn 1 kot yopic aviyvevon SARS-CoV-2 péowm

doxacidv evioyvong vovkieikav oEémv (NAAT) [pvikd eniypiopa] katd tic Emoréyeig 1 ko 2) kou iyov

apvntikd NAAT (pvikd eniypiopo) 6€ OTOLONTOTE U TPOYPUULATICUEVT) ETICKEYT TPV OO 7 NMUEPES PETA

™ Adon 2.

a. N = ApBpdg GUUUETEXOVTOV OTNV KOOOPIGUEVT] OLLADAL.

nl = Ap1Oudg GUUETEXOVT®V TTOV TATPOVY TOV OPIGUO TOV KATUANKTIKOD GTUELOV.

Y.  Zvvolkdg xpovog emttipnong oe 1.000 avOpomoé yio 10 SeS0UEVO KATAANKTIKO GNEEI0 68 OAOVE TOVG
GUUUETEYOVTEG EVTOC KADE Opadag o€ Kivauvo Y10 T0 KataAnKTiko onpeio. H ypovikn mepiodog yio eyypoen
neputdcev COVID-19 givar tovddyiotov 7 nuépeg petd ™ Adomn 2 £0¢ 10 TEAOG TG TEPLOdOV
TapaKoAovLONoS.
n2 = Ap1Budg cuppeTEXOVI®V GE KIVOLVO Y10l TO KATUANKTIKO onpeio.

€. Agv avayvopiomkav emiBefoimpéves TepT@OcELS 6€ GUpETEYOVTEG NAKiog 12 émg 15 etdv.

o1. To dudonpa epmiotocvvng (CI) yuo v arotelecpotikdtnTa Tov RPfoiiov cvvayetor pe Baon t pébodo
Clopper-Pearson tpocappocpévn otov ypovo emmpnong. To CI dgv mpocappudootnke yio toAlamdora.

=

21 0e0TEPN KOPLo AvVAALGT), 1 ATOTELEGHATIKOTNTA TOV EUPforiov mRNA COVID-19 oty npoinyn
g TpOTNG epeaviong COVID-19 tovddyiotov 7 nuépeg Letd T Adon 2 6€ GUYKPLION UE EIKOVIKO
eappaxo NtV 94,6% (95% Sdotnpa aSlomaortiog 89,9% £mg 97,3%) oe cuppeTéyovteg niwkiog

16 etdv xon Gvo pe 1 xopig evoei&elg mponyovpevng Aoipwéng pe SARS-CoV-2.

EmumAéov, o1 avadldcels vToopdd®mV TOL TPMOTEVOVTOS KATAANKTIKOD GNLUEIOL OTOTEAEGUATIKOTITOG
£0e1&av ToPOUOLES EKTIUNOELC GMUEIOL OTOTELEGUATIKOTNTOG Y10 OAQ TO PUAL, TIG EOVOTIKEG OUAOEG
KOl TOVG CUUUETEXOVTEG LE LOTPIKEG GUVVOGTPOTNTEC GLGYETILOUEVEG e LYNAO Kivduvo cofapng
COVID-19.

Toudrorpikdc TAnOvoudg

O Evponaikoc Opyaviopog Capudkmv £xel dOGEL avofodn amd TNV DTOYPEMGT) VITOPOANG TV
omoTeEAECUATOV TV peEAeTdV pe To Comirnaty 6Tov TaldtoTpikd TANBLGHO oTNY TPOANYN TNG
COVID-19 (BAéme mapdypopo 4.2 Y10 TANPOPOPIEC GYETIKA UE TNV TOLIIUTPIKT YPNON).

Av16 T0 EOPUAKEVTIKO TPOTOV EXEL EYKPIOEL LE TN O1AOIKAGTIO TOV AMOKAAEITOL «EYKPLOT] VIO OPOVEY.
AvT6 onuaivel OTL AVopIEVOVTOL TEPIGGOTEPES OMOJEIEELS OYETIKA [LE TO PAPUAKEVTIKO TPOTOV. O
Evpondaikog Opyoavicudc Gopudakov Ba a&lodoyel Tovddyliotov Tncing Tic VEES TANPOQOPIES Y1 TO
POV PUPUAKEVTIKO TPOTOV Kot 1 Ttopovca [epiinyn tov Xapaxtnpiotikav tov [poidvtog Oa
EMUKOLPOTOLEITOL AVAAOYMC.

52  ®appoxoxivTikéG 1016TNTEG

Agv epapuodletat.



5.3 IIpoxkiviké dedopéva yio TNV ac@drsia
Ta pun KAvid dedopéva dev amokaAVTTOVY 1010iTEPO Kivouvo yio Tov dvBpwmo e Baon Tig
SVUPUTIKEG LEAETEC TOEIKOTNTOG ETAVOAAUPBOVOUEV®Y 0OCEMY KOl TOSIKOTNTAG OTNV OVOTAPOYOYIKN

KAvOTNTO Kot ovamTuEn.

T'evikn toéwdtnTo,

Ot apovpaiot oTovg omoiovg yopnynOnke evdopvikd Comirnaty (ot oroiot Erafov 3 TANpeLg
avOpamiveg d0GELS tio popd TNV EBSOUASA, TOPAYOVTAG GYETIKA VYNAOTEPO ETITEDD, GTOVG
apOLPAIOVG AOY® TOV JLAPOPHV GTO GOUATIKO BAPOC) EUPAVIGOY KATOI0V Babiod oidnua Kot
epOONUO 011 BEoM €veomg Kot OVENGELS TOV AEVKAOV ALOGOPALPInY (GUUTEPIAALPOVOLEVOVY TOV
Baceopilmv Kot NOGVOPIA®V) TOL CLVASOLY LE PAEYHOVAOIN avTidpacT), KaBdg Kot oynUATIoUO
KEVOTOTI®MV 6T TLAOLO NTOTOKVTTAPO YOPIic EvOei&elg nrotikng PAGPNc. Oleg ot emdpdoeig nTav
OVOGTPEYEG.

Tovoto&ikotnta/Kapkivoyéveon

Agv paypotomomnkay peAéteg yovotoEikdtnrag ovte kapkivoyéveons. To cvotatikd Tov gupoiiov
(Mmioe ko mRNA) dev avapéveral va £xovv YovoToEiKd SuVaKo.

To&koOTNTo OTNV AVOTOPAYMYIKY IKOVOTN T

H to&ikétnta oV avomapay@yikn tkavoTnTo Kot Ty avantuén diepeuvninke oe apovpaiovg e pia
GLVOLAGIEVN HEAETT TOEIKOTNTOG GTN YOVILOTNTO KO TV avATTLED, 0Tov og BnAvkohg apovpaiong
yopnynonke evoopvikd Comirnaty wpv and to {evydpopa Kot Katd T S1apKEL TG KUNOTG
(AapPavovrag 4 TANpelg avBpdOTIVEG dOGELS 01 OTTOIEG TUPAYOLY GYETIKA VYNAOTEPA EMITEDD GTOVG
apOLPAIOVG AOY® TOV JUPOPOV GTO COUATIKO PApog, e drdoTna HETaEL TS Nuépag 21 mpv and 1o
Cevyapopo kot T nuépag 20 g kumong). Amavinocelg £ovdeTep®TIKMY avTicopdtoyv SARS-CoV-2
NTav Tapovoeg ot (dho uNTéPEG amd TPV T0 (EVLYAP®UO £MG TO TEAOG TNG UEAETNG KATA TNV Muépa 21
HETE TN Yévvnon, Kobmg Kot ata EPPPua Kot 6TOVG amoyovoug. Agv vanpéav oyt OUEVESG e TO
gUPoOro emdpaoelg ot yovipuomta TV OnAvkdv (dov, oty Kinon 1 oty avarntuén tov sufpdmv-
KunuaTev | TV amoydvev. Aev vrapyovv dtabéotua dedopévo yio 1o Comirnaty oyeTikd e
peTapopd Tov gPPoiiov SIOUEGOL TOV TAAKOVVTE 1] TNV ATEKKPLIOT] GTO YOAQ.

6. OAPMAKEYTIKEXZ TAHPO®OPIEX
6.1 Kotaloyog ekdoywv

((4-vdpo&vpovtvro)alavedivro)dig(e&hvio-6,1-61w1o0)dig(2-e&Eviodekavoikd) (ALC-0315)
2-[(moivarbvievoylvkoin)-2000]-N,N-ditetpadekvioaketapidto (ALC-0159)
1,2-Aweteapodr-sn-yAvkepo-3-pwceoyorivn (DSPC)

XoAnotepoin

KdaMo yAwprovyo

A160EIVO POGPOPIKO KAALO

Natpro yhoprodyo

Dwceopikod dvatplo Swdpiko

Zaxyopoln

"Yomp yia evéoipa

6.2 AcvupototnTeg

AVTO TO PUPUOKEVTIKO TPOIOV JEV TPEMEL VAL AVOUELYVOETAL LUE GAAL PP LUUKEVTIKA TPOTOVTO, EKTOG
QVTAOV TOL AVAPEPOVTAL GTNV TAPAYpoo 6.6.
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6.3 Awdpkera Long

Mn avoryuévo @laAidto

6 unveg otovg -90°C émc -60°C.

AoV apapebei amd Ty katdyovén, To pn avotypévo euPoito pumopel va puiaydet Yo €wg 5 nuépec
otoug 2°C émg 8°C. Evtdg g duapketag (ong S nuepov atovg 2°C éwg 8°C, pmopovv va
ypnopomomBodv £wg 12 dpeg yia petapopd. Ilpv amd 1 ypnon, To un avorypévo epPorto pmopet vo
ovAayOel yio émg 2 dpeg o Beppoxpacies £wg 30°C.

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

Aroyeipion v omokAicewv s OEpUoKPOTIOS LETC THY OPOIPETH OO THY KATAWOEN

Ta dedopéva oTadePITNTIC VTTOSEIKVVOLY OTL TO U1 OVOLYUEVO QLodidio givorl otabepo yio Emc:

o 24 dpec 6tav uAdooeTol og Ogppokpacisg amd -3°C £wg 2°C

o oLVOMKG 4 dpec OTav PuAGcceTal g Oeppokpaciec omd 8°C émg 30°C: awtd mEPLauPavel Tig
2 mpeg ot Beppokpaciec £0g 30°C mov avaPEPOVTL TAPATAVED

Avtég ot MAnpogopieg Tpoopilovtar yio TNV kaBodYNoTN TOV ETOYYEALATIOV VYELOC LOVO O
TEPIMTOOT TPOCO®PVIG amdKAeNC TNG Oepuokpaciog.

Merapopa aviueoo. oe wepifailovia ue eCaipenira youniy Gepuokpooio

O1 diokotl QroMdimv pe KAEIOTO KamaKL Tov TepEyovy 195 @roAidia o1 omoiot apalpovvToL amd T
@OAagn o Katayvén (< -60°C) unopodv va napapetvovy o Beprokpacio dmpatiov (< 25°C) yo émg
5 Aemtd yio petopopd avapeca o mepiPdilovia eopetikd youning Oeppoxpacioc. Apod ot dickot
QLMOIV ETOTPAPOVY 6T EUANEN o8 Kotdyuén petd v €ékbeon oe Oeppokpacio dopatiov, Tpémnet
va Tapapeivouy otn OAAEN o€ KATAYLEN TOVAAYIOTOV Y10, 2 DPEG TPV VO, LITOPOVV VoL apotpefodv
EavaL.

Apoiouévo QopUOKEVTIKO TPOIOV

H ynpua) ko puoikn otabepdtnta KaTd T XP1oT|, COUTEPILOUPAVOUEVIC TNG OLAPKELNG TNG
petoeopds, &xet kataderyBel yia 6 dpeg otovg 2°C €wg 30°C petd Vv apaimor 6€ eVEGLIO SOV

9 mg/ml (0,9%) yAmprovyov vatpiov. ATo pKpoPloroyikn| Gmoyn, To TPoidV TPETEL VAL
ypnooromndel apécmg. Edv dev ypnoyorondel apéoms, ot xpovol Kot cuvONKeg dlotpnong KaTd )
YPNOTN ATOTEAOVY €VOVVT TOL ¥PN|OTH.

6.4 Idwitepeg TpoPuAAEELS KOTA T PVLAEN TOV TPOIOVTOG

dvidcoete oy Kotayvén otovg -90°C wg -60°C.

DVAGGGETE GTNV OPYIKT] GUCKEVAGIA Y10 VO TPOGTUTEVETOL AT TO (PG,

Kotd ™ dudpreta me ¢OA0ENG, EAaYIGTOTTOOTE TNV £KDEGN GTOV POTIGHO TOV dOUATIOV Kol
amo@vyete TV £kbeom o€ GPEcO NAOKO QMG KAl VITEPLOIT AKTIVOBOAia.

O yepiopdc Tov PraAdiov Tov £xovy anoyvydel umopei va, yivel 6 cuVONKeS POTIGHOD TOL
dmpartiov.

Orav giote £éTo1p01 va 0mOYHEETE 1 VOL XPTGLOTOIGETE TO EUPOALO

. O1 diokotl roAdiwv e avolkTo KamdKt 1} 01 0ioKol PLOALSI®mVY oL TEPIEXOVY ALYOTEPA OO
195 @uodidia ot omoiol agalpodvion amd T OAAEN og Katdyvén (< -60°C) pumopolv va,
mapapeivouv og Bepuokpacio dopatiov (< 25°C) yuo émg 3 Aemtd yio TNV apaipeon eloidiov 1
Yo LETAPOPE avAUESa o€ TEPIPAAAOVTA EEAPETIKA YapumANg Oepokpaciog.

. A@o? éva proridlo apoapebel amd Tov dioko eraiidinv, Ba mpémel va amoyvyBel yia ypion.

. AoV o1 dicK0l PLEALSIOV ETGTPAPOVY oTN GOAAEN o8 KaTaywvén petd v ékbeon oe
Oeppoxpacia dwpotiov, TpEmel va mapapteivovy ot OAAEN o€ Katdyvén TovAdyleToV Yo
2 ®PEG TPV VoL UTopovV va, apatpefovy Eavd.
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T T1g oVVONKEG dLaTPNONG LETA TV ATOYLEN KoL TV OPAiGT) TOL PUPLOKEVTIKOD TPOIOVTOC, PA.
Tapdypoeo 6.3.

6.5 ®Von Kol GLOTUTIKA TOV TEPLEKTN

Atoyéc eloridio toAhamidv docemv tv 2 ml (Yvoki tomov 1) pe nodpa sloydpnong (cuvhetikd
BpopofovtuAikd ELNCTIKO) KOl OTOCTOUEVO TAAGTIKO OO Le o@pdyion aiovpiviov. Kdbe @iarido
meplEYeL 6 dooeLs, PA. mopdypapo 6.6.

Yvokevacia: 195 glalidw

6.6 Idwitepec mpo@uLAGEEIS amOppPLYNG KO GAAOG YELPLONOS

Odnyiec yepouon

To Comirnaty mpénel va TpoeToldletal amd enayyeApatio vyeiog e ypon AonTTNG TEXVIKNS Yol TN
e PGAoN TG OTEPHTNTOG TNG TPOETOLLAGLEVNG OLUGTIOPAG,.

AIIOYYZEH IIPIN AIIO THN APAIQYXH

e To @uoAidlo TOALATADY dOGEMV
N (PLAGCCETOL KATEYVYUEVO KOl TTPETEL VO,
’()Xl nove oo zz:;mx@si' WV a;% mv a!)aimcn. Ta
YUYLEVO PLOAMOLO TTPETEL VL
2 o')pec; (013 petagpépovrar o€ mepPaAlov pe

GSPHOKPGGiG esppOKp(xqu 2°C ém¢ 8°C Y’l(l vo,

, amoyvyBolv, Lo cuckevacio
oopatiov 195 grahdiov propet va ypelootel

(é(!)C_; 300C) 3 mpeg Y vog omowuxresi. EvaM(lxKan,

TO KOUTEYLYUEVE PLOALSLO PITOPOVV

J emiong va anoyvyBovv yio 30 Aentd og
Beppokpaociec Emg 30°C yo dpeon
xpnon.

e To un avorypévo gufoito pumopei va
ovAoyBei yio éog S5 nuépeg atoug 2°C
éwg 8°C. Evtog g ddpketog Long
5 nuepav otovg 2°C €wg 8°C, umopovv
va yproipononfovy £ng 12 mpeg yia
LETOPOPEL.

e AQNOTE TO ATOYVYHEVO QLOAIOL0 VO
épBet o Beppokpacio dopatiov kot
avaotpéyte 1o N 10 eopég mpv amd
mv apaimor. Mnv avatopdooete.

o IIpw amd v apaiwomn, n amoyvuyuévn
dlomopd Umopel va mePExeL AevKd £mg
VIOAEVKA OO10PAVT GLOPPO COLATION.
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APAIQXH

e To amoyvyuévo gpPoio mpémet va
apoiwdel 6T apyIKO TOV PLOAISIO [E
1,8 ml evéotpov dradduatog 9 mg/mi
(0,9%) yAoprovyov vatpiov,
xpnoonoidvtog ferdva 21 gauge 1
AETTOTEPN KO ACTITEC TEYVIKEC.

1,8 ml evéorpov daAdpaTog YAmPLovyov
vatpiov 0,9%

o E&wsoppomnote v migon Tov PloAdiov
TPV APUIPESETE TN PEAOVA QIO TO TMLLOL
€10 MPNOMNG TOL PLoAdiov,
avappoomvtag 1,8 ml aépa péca oty
KEVI GUPLYYO OPULOTIKOV.

Tpapnére mpog Ta micw to EpPoro cta
1,8 ml yvo va. agorpécete Tov agpa amod
T0 QLOAIO0
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"Hmwao x 10

Avactpéyte o TNV 0potmpévn
dtaomopd 10 popég. Mnv avatapdooere.
To aporwpévo epporto Ba mpénet va
TaPoLGLALETOL MG VTOAELKT) OLACTOPE.
YOPIG 0paT COUATIOIOKT VAN.
Amoppiyte 10 apoiwpévo pPporio oe
TEPIMTOOT TOPOVGIOC CMUATIOIKNG
VANG 1 amoYPOUATICUOV.

Koataypayte v katdAinin nuepopunvia Kot opa.
Xpnopomwomote evrog 6 wp®OV petd v apoicnon

Ta aparopéve eroridw o Tpénet va
EMONUAVOOVOV LE TNV KOTAAANAN
nuepounvio Kot mpa.

Metd v apaiwon, PUAACGETE GTOVG
2°C ém¢ 30°C Kot Yp1nOLOTOOTE EVTOG
6 opdv, copmeprrapfoavopuévon
OTOLOVONTOTE YPOVIKOV OLAGTNLOTOG
HETAPOPAC.

Mnv katoyvyete 1| avaToploceTe TNV
apot@pévn daomopd. Edv Exet woybei,
OQPNOTE TNV OPULOUEVT] OLUGTOPE VOl
éMBe1 o€ Beppokpacio dmpatiov TP ™
xphon.
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MHNPOETOIMAXIA MEMONQMENQN AOXEQN 0,3 ml TOY COMIRNATY

0,3 ml aparwpévov
gupoiriov

Metd v apaiwon, To PLoAidlo meptEyel
2,25 ml ond To omoia umopovv va
e€ayBovv 6 6ooeic Tmwv 0,3 ml.
XpNoYOTOUDVTOS AGNTTN TEYVIKY,
k0a0apioTe TO IO ELGYDPNONG TOV
QLOAS10V [LE AVTIONTTIKO LAKTPO piog
xpPHong.

Avappoenote 0,3 ml Comirnaty.
[Ipéner va ypnoyonorobvtal cOPLYyeg
N/xon BeAdVEG Yo pmAod VEKPOD YKoV
yio v e€aywyn 6 06cewv and Eval
pepovouévo eroiidto. O cuvovacuog
ovPLYYaS Kol BEAOVAS YOUNAOD VEKPOD
OYKOoV dev TPETEL vaL £)EL VEKPO GYKO
HEYOADTEPO amd 35 HiKpoOALTpa.

Edv ypnopomomBovv tumikéc cupryyeg
Kot BEAOVEC, EVOEYETOL VO UV VITAPYEL
EMOPKNG OYKOG Yo TNV eEay®YN £KTNG
d00Mg and £va HELOVOUEVO PLAAID1O.
Kd&Be d0om mpénel va mepiéyet 0,3 ml
euporiov.

Edv n mocottar gpPoriov mov amopével
0T0 PLOAidL0 dev umopei va Tapéyel pia
mAnpn 60on 0,3 ml, amoppiyte 0
QLOALS10 KOl OTTOLOVONTTOTE TEPIGG1O
oyKo.

Amoppiyte Ka0e TocOTNTO
aypnotponointov gpforiov eviog

6 wpoVv petd TV apaimaon.

Amdppryn

Kabe aypnoiponointo eopuokevtiKd Tpoioy 1 VIOAEUO TPETEL VO, ATOPPITTETOUL COUPOVO LE TIG

KOTA TOTOLS 1GYVOVGEC GYETIKES SLOTAEELG.

7. KATOXOX THX AAEIAY KYKAO®OPIAX

BioNTech Manufacturing GmbH
An der Goldgrube 12

55131 Mainz

T'eppovia

Tniépwvo: +49 6131 9084-0
Dog: +49 6131 9084-2121
service@biontech.de

8. APIOMOZ(OI) AAEIAY KYKAO®OPIAX

EU/1/20/1528/001
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9. HMEPOMHNIA IIPQTHX EI'KPIXHY/ANANEQYHYX THX AAEIAX

Hpepounvia mpatng £ykpiong: 21 Askepppiov 2020
10. HMEPOMHNIA ANAGEQPHXHYX TOY KEIMENOY

Aentopepeic mAnpo@opiec Yo T0 TAPOV POPLOKELTIKO TPOIOV givor SLOBEGIIES 6TOV dKTLOKS TOTO
tov Evpomaikod Opyovicpod @apudkov http://www.ema.europa.eu.
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ITAPAPTHMA I

MHAPAXKEYAXTEX TQN BIOAOTI'IKQX APAXTIKQN
OYXIQN KAI ITAPAXKEYAXTEX YIIEYOYNOI I'TA THN
AIIOAEEMEYZXH TQN ITAPTIAQN

OPOI'H IIEPIOPIXMOI XXETIKA ME TH AIAOGEXH KAI
TH XPHXH

AAAQOI OPOI KAI ATAITHXZEIX THX AAEIAX
KYKAO®OPIAX

OPOI'H IMTEPIOPIEMOI *XETIKA ME THN AX®AAH KAI
AITIOTEAEXMATIKH XPHZH TOY ®PAPMAKEYTIKOY
MPOIONTOX

EIAIKH YIIOXPEQXH OAOKAHPQXHX

METEI'KPITIKQN METPQN I'TA THN AAEIA
KYKAO®OPIAX ME EI'KPIXH YIIO OPOYX
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A. HAPAXKEYAXTEX TQN BIOAOTI'IKQX APAXTIKQN OYXIQN KAI
IHAPAXKEYAXTEX YIIEYOYNOI I'TA THN AIIOAEEMEYXH TQN ITAPTIAQN

Ovouo kot d1e06vvon TV ToPAcKELOSTOV TNS(T®V) BLodoyiKdC dpacTikN(®V) ovoioc(dv)

BioNTech Manufacturing GmbH
An der Goldgrube 12

55131 Mainz

T'eppoavia

Rentschler Biopharma SE
Erwin-Rentschler-Strasse 21
88471 Laupheim

T'eppovia

Wyeth BioPharma Division of Wyeth Pharmaceuticals LLC
1 Burtt Road

Andover, MA 01810

HITA

‘Ovopa kot 61evfuvon TV TOPOoKELOOTOV TOL £lval LTTELOVVOL Yo TNV 0TT0OECUEVOT] TV TAPTIOWV

BioNTech Manufacturing GmbH
Kupferbergterrasse 17 - 19
55116 Mainz

T'eppovia

Pfizer Manufacturing Belgium NV
Rijksweg 12

2870 Puurs

Béhyo

270 £VTUTTO PUALO 0ONYIDV XPOTG TOV POPLAKEVTIKOD TPOTOVTOG TPEMEL VAL OVALYPUPETOL TO OVOLLAL
Kot 1 d1ev6vvoT ToL TAPUCKELOGTH TTOV Eival VTELOLVOG Y10 TNV ATOSEGUEVGT TNG GYETIKNG TAPTIONS.

Aoppavovtoc voyn v knpovydeioa Extaxtn Koatdotoon Anuociag Yyeiog AteBvoig Mépiuvag kot
TPOKEWEVOD VO, SIUGPAAGTEL 1| TPDLUN TPOUN 0L, OVTO TO PUPUOKEVTIKO TPOIOV VITOKELTOL GE
YPOVIKG TEPLOPIoUEVT eENiPECT) EMTPETOVTAC VAL SIOETOL EUTIOTOGVVI GTIG SOKIUEG EAEYYOV TOV
TapTidv oL dteEdyovtol oTo Kataywplopévo(a) epyoatdoio(a) Tov Ppicketal(oviot) G Tpitn ympa.
Avtn 1 e€aipeon mavet va 1oyvetl 6tig 31 Avyovatov 2021. H vionoinon tov puBuicemv £ykpiong tov
naptidwv og eninedo EE, cupnepilopfovouévov Tmv onapaitnT®v TPOTOToGE®MY GTOVS OPOLG
adeiag kukhogopiog, Tpémel vo ohokAnpmOei péxpt tic 31 Avyodvotov 2021 0 apydtepo, pe Baon 1o
SLUPOVNOEY GY£S10 Y10 TNV €V AOY® petofifocn Tav SokudV. Avapopég Tpoddov TPETEL Va,
voPAnBovv otic 31 Maptiov 2021 Kot va copmeptinedody Gty €TMG10 ALTNON AVOVEDGTC.

B. OPOI'H ITEPIOPIXMOI EXETIKA ME TH ATAGEXH KAI TH XPHXH
DopUAKEVTIKO TPOTOV Y10 TO OTOI0 AMOLTEITAL LOTPIKT CLUVTOYT.
o Enionun arodéopsvon naptiowv

Soppova pe to apbpo 114 g odnyiog 2001/83/EK, n exionun amodécuevon tmv maptidwy
TPOYUATOTOLEITAL OTTO KPATIKO EPYASTNPIO 1} ATd EPYOOTNPLO TOL £XEL 0plobel Yo Tov okomd avTo.

18



I AAAOI OPOI KAI AITAITHZEIX THX AAEIAY KYKAO®OPIAX
o Ex0éoe1g meprodikig mapakorovdnong g acpdaieiag (PSURs)

Ot amortioelg yio v vrofoin tov PSURS yo to ev Adym @apuakevticd mpoiov opiloviot
GTOV KATAAOYO LE TIG NUepouNVies avapopdg ¢ Evaong (katdhoyog EURD) mov mapatiBetal
oV mapdypago 7, tov apbpov 107y, g odnyiag 2001/83/EK kot kdbe emakdlovdng
EMKALPOTOINGONG OTMG OMLLOGIEVETAL GTIV EVPMOTAIKT] SIKTVOKT] TUAT| Y10 TO PAPHOKOL.

O Kdaroyoc Adeiag Kukhogopiag (KAK) Oa vrofaiier v mpdtn PSUR yia 10 mpoidv péoa oe
6 pnveg amod v £ykpion.

A.  OPOI'H IEPIOPIXMOI XXETIKA ME THN AX®AAH KAI ATIOTEAEXMATIKH
XPHIH TOY ®PAPMAKEYTIKOY ITIPOIONTOX

. Yyé010 oraygiprong Kivovvovu (XAK)

O Kdroyog Adelag Kvkiopopiag (KAK) Ba die&aydyet Tig amottodpeveg SpactnploTnTes Kot
TOPEUPAGELS PUPILOKOETOYPVTVIIONG OT¢ Tapovotdlovtal 6Tto cupuenvniéy XAK wov
napovctdletar otnv evotnto 1.8.2 g doelag KukAoopiag Kot 0molecdNTOTE EMAKOAOVOES
gykekpéves avabempnoels tov TAK.

‘Eva. emcatporompévo LAK Oa mpénet va, kototedei:

. Metd and aitnpoe tov Evponaikod Opyavicpod Gapudkav,

o Omnotednmote TpomomoLEiTOL TO CVOTNLA dtaxelptong Kvohvov, E101KE MG ATOTELEG LA AYNG
VE®V TANPOPOPIDV TOV UTOPOVV VO ETUPEPOVLY CTUAVTIKT GAAXYT) GTI GYECT) 0QELOVG-KIVOHVOL
N ©G omOTELES A TG EMTEVLENG EVOG GNUAVTIKOD OPOCTLOV (PUPHOKOETOYPpOTVIION 1
glayiotomoinon Kvévvov).

E. EIAIKH YIIOXPEQXH OAOKAHPQXHE METEI'KPITIKQN METPQN I'TA THN
AAEIA KYKAO®OPIAX ME ET'KPIXH YIIO OPOYX

Agdopévov 6tL vt givor pa dogta KukAopopiag pe £ykpion vTd OPOVS Kot GOUPMOVA LLE TO
apBpo 14-a tov kovoviopov (EK) apif. 726/2004, o KAK 0a oAokAnpdoetl, viOg Tov SNA®UEVOD
YPOVIKOV TAisiov Ta akdAovBa péTpa:

Heprypaen Avapevopevn
npepopnvia
T va oAokANPBEL 0 YopaKTNPIGUAOC TG OPACTIKNAG OVGIOG KAl TOL TEALKOV IovAog 2021.
npoidvtoc, 0 KAK mpémel va mapéyet mpdcbeta dedopéval. Evdidpeoeg
oVOQOPEG:
31 Mopriov 2021
IMoa vo dteceaiiotel 1 cuvenng moldtnTa ToL TPoidvtoc, 0 KAK mpémel va IovAog 2021.
mopEYEL TPOSHETEC TANPOPOPIEC Y100 TN PEATIMON TG GTPOUTIYIKNG EAEYYOV, Evdidpeoeg
GUUTEPTAAUPOVOUEV®VY TOV TPOSLOYPOPOV TNG OPUCTIKNAG OVGING KOl TOV TEAIKOV | avapOopES:
TPOIOVTOC,. Madpriog 2021
INoa vo emPePformbel n cvvéneia Tng S10OIKOGING TOPUCKEVTG TOV TEAKOV Madptiog 2021
npoiovtog, 0 KAK mpémetl va mapéyel mpdcoheta dedopéva ETUOP®OTC.
T va emPefoiwbet to TPOoEIA KabBapodTNTAG Kot VoL SlGPAAGTEL O IovAog 2021.
0AOKANPOUEVOC EAEYYOG TTOLOTNTAG KOl 1] GVVETELN LETOED TV TaPTIdwY Kob' Evduipeoec
OAn 1 d1dpkela Tov KukAoL (NG ToL TEAMKOV Tpoidvtog, 0 KAK mpémel va avaQOPEG:
TopEYEL TPOCHETEC TANPOPOPIEC GYETIKA LE TN GLVOETIKY dlepyacia Kol TN Iavovapiog 2021,
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Heprypaon Avapevopevn
npepopnyvia
oTPOTNYIKN EAEYYOVL Yia TO ékdoyo ALC-0315. Ampiiiog 2021
INa vo emPePformbel to Tpoeil kabapodtnTag Kot va S10cpaAcTel 0 IovAog 2021.
OLOKANPOUEVOG EAEYYOC TOLOTNTOC KAl 1] GUVETELN LETOED TOV TapTidwV Kad' Evdidpeoeg
oA 1N d1dpkeln Tov KukAoL (NG ToL TEAMKOV Tpoidvtog, 0 KAK mpémel va avaQOPEG:
TapExel TPOGHETEG TANPOPOPIES GYETIKA LE TN GLVVOETIKN diepyacia Kol T Iavovapiog 2021,
oTPOTNYIKN EAEYYOVL Yia To ékdoyo ALC-0159. Ampiiiog 2021
IMoao vo emPePformbel n amoterecpatucotnta Kot 1 oo@dreo, tov Comirnaty, o Aexéppprog 2023

KAK zpémet va vmofdlel Ty TEAIKN avapopd KAVIKNG LEAETNG Vi TNV
TUYOLOTIOUNUEVT], EAEYYOUEVT] LLE EIKOVIKO PAPLOKO, TVQAT OC TPOG TOV EEETUCTY
peiétn C4591001.
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ITAPAPTHMA 111

ENNIXHMANXH KAI ®YAAO OAHI'TQN XPHXHX
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A. EINIIXHMANXH
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ENAEIZEIX ITIOY IIPEIIEI NA ANAI'PA®ONTAI XTHN EZQTEPIKH XYXKEYAXIA

EIIIXHMANXH KOYTIOY

‘ 1. ONOMAZXIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

COMIRNATY mukvo okebOGLO Y10 TOPACKELT] EVECIUNG SLOGTOPAC
Eppoito mRNA COVID-19 (tporonompévev vOukAE0o1dimV)

| 2. LYNOEXIH IE APAXTIKH(EX) OYZIA(EL)

Metd v apaimon, kabe eraAidio nepiéyetl 6 6ceig twv 0,3 ml.

3. KATAAOTI'OX EKAOXQN

"‘Exdoya: ALC-0315, ALC-0159, DSPC, yoAnotepoAn, KAAo YAwplovyo, d16OEVO POGPOPIKO KAALO,
VATPLO YAWDPLOVYO, POCPOPIKO SVATPLO d1dPIKd, Gakyapoln, DOIWP Yo EVESUA

4. DOAPMAKOTEXNIKH MOP®H KAI ITEPIEXOMENO

[Moukvo ckedacua Y10 TOPACKELT EVEGIUNG SLOICTOPAC
195 proAidio toAlamhdv d0GEWV

‘ 5. TPOITIOX KAI OAOX(OI) XOPHI'HXHX

Evdopvikn yprion petd omd apaiwon.
AwBdote 10 POALO 0NV YPAONG TPV OO TN YPNON).

Yapmote Tov Kodko QR yio tepiocdTepec TANpOPOpPiES.

Apodote mpv amd ™ xpnon: Apaidote kKabe @laridio pe 1,8 ml evéoipov draidparog 9 mg/ml
(0,9%) yAoprovyov vatpiov.

6. EIAIKH ITPOEIAOIIOIHEH XYM®QNA ME THN OIIOIA TO ®PAPMAKEYTIKO
IPOION HPEIEI NA ®YAAXXETAI XE OEXZH THN OITIOIA AEN BAEIIOYN KAI
AEN ITPOZETITIZOYN TA ITAIAIA

Noa puAdcoetar og BEon, Tnv omoio dev BAETOVY KoL dgv Tpooeyyilovy Ta ToudId.

‘ 7. AAAH(EY) EIAIKH(EYX) ITIPOEIAOIIOIHXH(EIX), EAN EINAI AITAPAITHTH(EYX)

‘ 8. HMEPOMHNIA AHEHX

AH

[1]

H
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‘ 9. EIAIKEX XYNOHKEX OYAAZHX

OOAAEN:

IIpwv and v apaiocn, puridccete atovg -90°C £wc -60°C oty apyikn cucKevOGia Yo Vo,
TPOGTATEVETAL OO TO PG,

Metd v apainor, puidccete o uPorio otovg 2°C £wg 30°C Kot ¥pnoIpomomote evidg 6 wpmv.
Amoppiyte kéBe mocoOHTNTA OrYpNGIoToinTOL EUoriov.

10. IATIAITEPEX TIPO®YAAEEIX I'TA THN AITIOPPIYH TQN MH
XPHEIIMOIIOTHOENTOQN ®APMAKEYTIKOQN ITPOIONTQN 'H TQN
YIHOAEIMMATON ITIOY IPOEPXONTAI AIIO AYTA, EOOXON AITAITEITAI

11. ONOMA KAI AIEYOYNXH KATOXOY THX AAEIAYX KYKAO®OPIAX

BioNTech Manufacturing GmbH
An der Goldgrube 12
55131 Mainz, T'epuavio

12.  APIGMOZX(OI) AAEIAYX KYKAO®OPIAX

EU/1/20/1528/001

13.  APIOMOX ITAPTIAAX

Moptida

‘ 14. TENIKH KATATAZH I'TA TH AIAOEXH

‘ 15. OAHTI'IEX XPHXHX

‘ 16. TAHPO®OPIEX XE BRAILLE

H artiohdynon ya va unv mepiinedei n ypaen Braille givar omodext.

17.  MONAAIKOX ANATNQPIZTIKOX KQAIKOX - AIZAIAXTATOZ TPAMMQTOX
KQAIKAX (2D)

A163146T0TOG YPAPU®TOS KDoKaAS (2D) mov pépel Tov TEPIANEHEVTO LoVadIKO avoyVOPIGTIKO KOSIKO.
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18. MONAAIKOX ANAI'NQPIXTIKOXZ KQAIKOX - AEAOMENA ANAI'NQXIMA AITIO
TON ANOPQIIO

PC
SN
NN
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EAAXIXETEX ENAEIZEIX IIOY IIPEIIEI NA ANAT'PA®ONTAI XTIX MIKPEX
XTOIXEIQAEIX XYXKEYAXIEX

EINIXHMANXH ®IAAIAIOY

‘ 1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX KAI OAOX(OI) XOPHITHIHE

COMIRNATY o1eipo mokvo dtdAvpo
Eppoiio mRNA COVID-19
IM

‘ 2. TPOIIOX XOPHI'HXHX

‘ 3. HMEPOMHNIA AHEHX

EXP

4, APIOMOZX ITAPTIAAX

LOT

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

6 d0o&lg LETA TNV apaimon

6. AAAA ETOIXEIA

Huepounvia/opa. andppryng:
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B. ®’YAAO OAHI'TQN XPHXHX
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@vAro ooV (piong: IIAnpogopics yra Tov yxprjot

Comirnaty 7vkv0 GKEVUGNO Y10 TAPAGKELY] EVEGIUNG OLUOCTOPAS
Eppoiio mRNA COVID-19 (tpomomompéveov voukieoodimy)

vTo QaPUOKO aVTO TEAEL LTTO GUUTANPOUATIKT TOPAKOAOVONOT. AVTO Ba EMLTPEWEL TO YP1YOPO
TPOGOOPIoUO VEDV TANPOPOPLOV acPiieloc. Mmopeite va fondnoete pEcm g avapopdic Thovmy
AvemBOUNTOV EVEPYEIDV TOL EVIEXOUEVMG TTapovatalete. BA. Téhog g mapaypdeov 4 yio Tov TpOTo
OVOQOPEG AVETIBOUNTOV EVEPYELDV.

AWPacTe TPOGEKTIKA 0AOKAN PO TO PVALO 03N VIOV YP1IoNG TPV LAPETE AVTO TO EPPOLLO, S1OTL
TEPLAUPPAVEL GNUAVTIKES TANPOPOPIES V1A GUG.

. DuAGETe VTO TO PUALO 00N YDV ¥p1ioNS. Towg ypetaotel va To drofdoete Eavd.
. Edv éxete mepartépm amopieg, pmTNOTE TOV Y10TPO, TOV PAPLOKOTOLO 1| TOV VOGOKOLO GOLC.
. Edv mapatnpnoete kamota avemBOuntrn evépyeta, EVILEPDGTE TOV YLOTPO, TOV QUPLOKOTOLO 1)

TOV VOGOKOUO0 60¢. AvTd 1oy0eL Kat yio KaOe mbavi avemBOunT evépyela mov 0V avapEPETOL
670 TaPOV PUALO 0dNYIDV Ypiong. BAEre Tapdypago 4.

T wepLéyeL 1o Tapov GUALO 00N YLOV

Tt etvo To Comirnaty kot ot givot 1 yp1ion Tov

T pénet va yvopilete mpv AaPete To Comirnaty

Iwg yopryeiton To Comirnaty

[MBovég avemBOuntec evépyeieg

Ilog va puAdcocete to Comirnaty

[epieyopeva g GLGKELOGTOG Kol AOTEG TANPOPOPIES

Sk wnE

1. T givan To Comirnaty kou wove. givan | yprjon Tov

To Comirnaty givou éva epuforto mov ypnoiponoteital yio tnv tpdinyn e COVID-19 nov
wpokaAeitar amd tov 10 SARS-CoV-2.

To Comirnaty yopnysitor og evAAIKeS Kot gprifovg nAkiog amd 16 eTdv Kot Gvom.

To epPforio kdvel TO 0VOCOTOMTIKO GUGTNLO (TN PUGIKH GAULVA TOL OPYOVIGLOV) VO, TOPAYEL
OVTICMUOTO KOl KOTTAPO, TOV OULLOITOC TTOV AELTOVPYOVV EVAVTLO GTOV 10, TOPEXOVTAS £TCL TPOGTUCIOL
évavtt g COVID-19.

Koabmg to Comirnaty dev mepi€yel Tov 10 Y1 TV TOPAYOYT| 0VOGIOG, OEV UTOPEL VO, GOG LETOOMOEL
COVID-109.

2. Tvpéner va yvopilete mpv Adfete To Comirnaty

To Comirnaty ogv wpémel va yopnyn0si

o o€ MEPIMTOON dALEPYiOG OTN SPUCTIKY OVGIN ) GE OTOLOONTTOTE AALO OTO TO GLGTOTIKG AVTOD

TOV POPUAKOL (OVAPEPOVTOL GTIV TOPAYPOPO 6)

IIposgidomou|oelg kKo TPOPLAGEELG
AmevBuvieite oTov Y10Tpd, TOV PUPLAKOTOL) 1] TOV VOGOKOWO GaG TTPLY GOG yopnynoet to euPforio edav:

o €xeTe MOTE TOPOVCLAGEL GOPapT AAAEPYIKT AVTIOPOGT) 1] OVATTVELGTIKA TPOPATLaTOL LETA OO
omoladnmote GAAT £veon gpfoiiov 1 apov cag yopnyndnke to Comirnaty 6to mapehdov.

o €xete moté Mmobvuncel uetd omd omoladnmote Eveon pe PeAdva.

. €xete coPopn acBévela 1 AoiuwEn pe VYNAO TLPeTd. L0TOCO, UTOPEITE VO KAVETE TOV
guPfolacud oag eav Exete N0 TLPETO N AOTUMEN TOL AVATEPOL OEPUYDYOD OTMOG KPLOAGYT|LLO.

. €xeTe KAmO10 arpoppaykd TPOPANU, epeavilete €0KOAOLG LOAMTES 1| YPNCLOTOLEITE EVa
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QapLOKO YLoL TNV TPOANYM BpOUPoV aipatog

. €xete e£aoBevnEVO avosOTOMTIKO GUGTNLO, AOY® €VOG VOOTLATOG OTI™S Aoiuwén amd Tov
10 HIV 1} evOg @opudiov 0Tme KOPTIKOGTEPOEIOES TOL EMNPEGLEL TO OVOGOTOINTIKO GO
G0oTN O

Onoc kot pe kéBe gpPforo, o KokAog epforacpov 2 docewv Tov Comirnaty pmopel va, unv
TPOGTOTEVEL TANPOG OAOVE EKEIVOVE TTOV TO AoUPAVOLY Kat deV ival YVmGTO Y10 TOGO YPOVIKO
didotnua Ba glote TPOGTATEVEVOL.

oo kon £enpor
To Comirnaty dev cuvicTdTol yio mToudid nikiog k4To Tov 16 eTov.

Adlha @éppoxa kot Comirnaty
Evnpuepmote tov yiatpd 1 T0V GOPULOKOTOL0 GOG EAV YPTOLOTOEITE, £YETE TPOCPATA YPTCLLOTOUCEL
N UTOPEL VO YPNOUYLOTOINGETE GALY PAPLOKA ) £YETE TPOCSPOTU AAPEL 0T0100NTOTE GALO EUPOALO.

Kinon kot Onhaopog
Edv giote éykvog 1 Onhalete, vopilete 0tL umopei va €iote £ykvog 1 oxe01ALETE VAL ATOKTHOETE T,
{ntote 1 GLUPBOVLAN TOL YTPOD T} TOV PUPLOKOTOLOV GaG TPV AGPBETE AVTO TO EUPOALO.

Oonynon ko EPLoROS PNy avnpdTov

Opiopéveg amd TIG EMOPACELS TOVL EUPOAIAGHOD TOV avapEpovTol otny mopaypapo 4 (ITibavég
avemBounTeg eVEPYELES) UTTOPEL VAL EXTNPEAGOVY TPOCMPLVE TNV IKAVOTNTAE GOG Y10 001 YN oM 1 YEPICUO
punyovnudtov. Hepiuévete péypt vo voympnoovy avTég ot EMOPAGEIC TPV 00NYNOETE 1| XEIPIOTEITE
OV LLOTOL.

To Comirnaty wepiéyel KGA10 KoL vaTpro

To epPorio avtod mepiéyel Ayotepo omd 1 mmol kaAdiov (39 mg) avd do6on, eival avtd Tov ovoudLovpe
«eAebBepo Kodiovy.

To gpPorto avtd mepiéyel Aydtepo and 1 mmol vatpiov (23 mg) avd do6omn, ivor avtd mov
ovopdlovpe «eredBepo vatpiovy.

3. IMag yopnyeitar To Comirnaty

To Comirnaty yopnysiton petd and apoaioon og éveon 0,3 ml péoa og évav po Tov dve Ppayiovd cog.

®a AdPete 2 evéoelg.

Yuviotdtal vo Adfete T devTePN dOG™ TOL 110V eUPoriov 3 gfdopddec LETA TNV TPMOTN dOGN Yid Vol
0AOKANPAOGCETE TOV KOKAO EUPOALOGHOV.

Edv &yete meprocdtepeg epoTNOELG OYETIKA pe TN ¥pnior Tov Comirnaty, poTHGTE TOV Y10TPO, TOV
QOPLOKOTOLO 1] TOV VOGOKOLO GO,
4, IIBavég avemBOUNTES EVEPYELES

Onwg 6ha ta euPforia, £tot ko To Comirnaty pmopel vo TpokaAEcel avemBOUNTES EVEPYELES, AV KoL
dev Topovctalovtal e OAOVE TOVG avOpdTOVC.

IToAd ovyvig avemOOUNTES EVEPYELES: UTOPEL VO, EXNPEAGOLVY TTEPIGGOTEPQ 0t 1 ota 10 droua
o 0¢om éveong: movog, oidnua

. KOTMOT)

o TOVOKEPUAOG
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. HiKog Tévog
. TOVOG OTIG apBpOGELg
*  piyn, mopetdg

Yoyvég avemBounTeg evépyeres: umopei va emnpedoovy émg 1 ota 10 dtopa
. epLOpOTNTO 5T BT Eveong
. vauTtio

Oy ovyvég avemOounTeg evépyeleg: punopet va ennpedcovy éo¢ 1 ota 100 droua
o SLOYK®UEVOL AEPPOOEVEG

aicOnpo adrobeciog

TOVOG GE OKPO

admvia

Kvnoudg ot Béom éveong

Yravieg avemOounTeg evépyereg: pumopel va ennpedoovv £oc 1 otovg 1.000 avBpdmovg
. TPOGMPIVY] LOVOTAEV PT| TAPAAVGT] TOV TPOGAOTOV

Mn yvootés (dev umopovv va ektiunBovv pe Pdomn ta dtabécia dedopéva)
. cofapn alhepytkn avtidpaon

Ava@opd avemOvunTov EvEpyELOV

Edv mopatnpnoete kamoto avemfOunt evEpyeLo, EVINUEPDOTE TOV Y1OTPO, TOV PAPUAKOTOLO 1) TOV/TNV
VOGOKOHO oaG. AvTtod 1oyDeL Kot Yio KAOe Thovi avemBounn evEPyELd TOL dEV OVAPEPETAL GTO TOPOV
@OALO 00Ny Ypronc. Mropeite emiong va avagépete avembounteg evépyeleg anevbeiag, LEGm TOL
€0viKoL GVGTNIATOG aVaPOPAS ToL ovaypdpeTol oto Hopdptnua V kot copreptlapete Tov apOpo
maptidag/Lot edv eivar dtobéoipog. MEom TG avapopas ovemBouNT@V EVEPYEIDV UTOPEITE VA
PBonbnoete 6T GLALOYY TEPIGGOTEPWOV TANPOPOPLDV GYETIKA LE TV AGPAAELD TOL TAPOVTOG
POPUAKOL.

5. Iog va puraccete To Comirnaty

To pdppako avtd TPETEL VO, PUAACGETOL GE PEPT TTOL OeV TO PAETOVLY Kot dev TO POEVOLY T TALOLdL.

Ot TAnpoopieg mov akorovBohv oyetikd pe T eOAAEN, TN ANEN KoL TN PO Kol TOV XEPIGUO
omevBivovtal o€ emayyeApaTiec vyeiag.

Noa pn ¥pMOLUOTOLEITE AVTO TO PAPOKO LETE TNV NHEPOLMVIa AENG TTOL AVOPEPETOL GTO KOVTL Kol
otV emonpavon petd v AHEH/EXP. H nuepounvia Anéng sivai n teElevtaio nuépa Tov punvo mov
ovVOQEPETOL EKEL.

dvidcoete oy Kotayvén otovg -90°C wg -60°C.
Duldooete 6NV APYIKT] GLOKEVAGIO Y10, VO TPOGTATEVETAL OO TO PG,

Metd v amoyuvén, 1o epuforio tpémel va, apoiwBel kot va ypnopomromdel duesa. Qotdco, To
dedopéva otabepdTNTOG KATA TN YoM EXOVV KaTadeiEel OTL, apov apalpedel and v Katdyvén, 10
U apotdpévo eufoito pmopet va puiayfel yio €mg 5 nuépeg otovg 2°C émg 8°C. Evtoc g didpkelag
Cong S nuepav otovug 2°C €mg 8°C, umopobv va ypnoiporonbovv émng 12 mpeg yio petagopd. [pv
omd TN 1PNom, TO 1N avorypévo euPforto umopet vo puiaydet yio €oc 2 dpeg e Beprokpacieg Emg
30°C.

Metd v apainor, puidccete Kot HETAPEPETE TO UPOAL0 aTovg 2°C £mg 30°C kol YPpMOILOTOINGTE
€VT0G 6 ®paV. Amoppiyte KGOe TOGOTNTO aYpMGILOTOiNTOoL EUPoriov.
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http://www.ema.europa.eu/docs/en_GB/document_library/Template_or_form/2013/03/WC500139752.doc

Metd v agaipeon amd v Katdyvén Kot v apoimon, ta eroiidia 0o Tpénetl va emionuaviody pe
TN véa nuepounvia Kot dpa amoppyng. Apov amoyvydet, To eufoiio dev pmopei va katoyvydel ek
VEOV.

Na un ypnoiponoteite avtod o eUPOAL0 €AV TAPATNPNCETE COUATIOWKT VAN TNV apaimon 1
OTOYPOUATICUO.

Mnv metdite @APUAKA GTO VEPD TNG AMOYETELONG 1| OTA OKLOK(A amoppippata. Potiote tov
(OPUOKOTOLO GOG YOl TO MG VO TETAEETE TO, PAPUAKO TTOV OEV XPNOILOTOLEITE Tl AvTd T péTpa Oa
BonBnoovv oty Tpoctacia tov mepPdAiiovtog.

6. Mepreybpeva TG GVEKEVOCING KOl AOWTEG TANPOPOPIES

T epréyel o Comirnaty
o H dpaotikn ovoia givar to epupfoiio mRNA COVID-19. Metd v apaimon, To ¢roiidio tepiéyet
6 dooeig tv 0,3 ml pe 30 pucpoypappdpio mRNA 1 kabepia.
o Ta dAlo cvotatucd givar:
- ((4-vépo&vpovtvro)alavedivro)dig(eEavio-6,1-51vho)d1g(2-eEviodekavoikd) (ALC-0315)
- 2-[(molvaBvAievoyAvkoin)-2000]-N,N-ditetpadekvroaketapidoto (ALC-0159)
- 1,2-d1ote0podA-Sn-yAvkepo-3-pwopoyorivny (DSPC)
- YOANGTEPOAN
- KéAo YAmprovyo
- S160EIVO POGPOPIKO KAALO
- VATPLO YAWDPLOVYO
- QPMCPOPIKO SVATPLO SOPIKO
- caKyapoln
- VO®P Y10 EVESLLOL

Epg@avion tov Comirnaty kot TepleyOUeEve TG GVOKEVUGIOG

To epforio givar Aevkn émg vdodevkn dacmopd (PH: 6,9-7,9) mov mapéyetar o€ PLOAISI0 TOAAATADY
d00E®V TV 6 dOGE®V € O10VYES PLoALdIo TV 2 ml (YvaAi ToTov I) pe ElaoTikd TOUO EIGYOPNONG
KOl OTOGTOUEVO TAAGTIKO TAOUO, LLE COPAYIGT) GAOVULVIOV.

Yvokevaocia: 195 gloAidw

Kéroyog Adsrog Kukiogopiag
BioNTech Manufacturing GmbH
An der Goldgrube 12

55131 Mainz

Ieppovia

Tnlépwvo: +49 6131 9084-0
®o&: +49 6131 9084-2121
service@biontech.de

Hopookevaoctég

BioNTech Manufacturing GmbH
Kupferbergterrasse 17 - 19
55116 Mainz

I'epuavia

Pfizer Manufacturing Belgium NV
Rijksweg 12

2870 Puurs

Bélyo
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I"o omoladnmote TANPOPOPIL GYETIKA LLE TO TOPOV PAPUOKEVTIKO TPOIOV, TOPAKAAEIGTE VO
amevBuvleite otov Tomikd aviumpodsmmo Tov Katdyov g Adstoc Kukiogopiag:

Belgié/Belgique/Belgien
Luxembourg/Luxemburg
Pfizer S.A./N.V.

Tél/Tel: +32 (0)2 554 62 11

Bbbarapus

[aiizep JlrokcemOypr CAPJI, Kion
boarapus

Ten: +359 2 970 4333

Ceska republika
Pfizer, spol. s r.0.
Tel: +420 283 004 111

Danmark
Pfizer ApS
TIf: +45 44 201 100

Deutschland
BioNTech Manufacturing GmbH
Tel: +49 6131 90840

Eesti
Pfizer Luxembourg SARL Eesti filiaal
Tel: +372 666 7500

EArada
Pfizer EAMGG ALE.
TnA.: +30 210 6785 800

Espafia
Pfizer, S.L.
Télf:+34914909900

France
Pfizer
Tél +33 158 07 34 40

Hrvatska
Pfizer Croatia d.o.0.
Tel: +385 1 3908 777

Ireland

Pfizer Healthcare Ireland
Tel: 1800 633 363 (toll free)
+44 (0)1304 616161
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Lietuva
Pfizer Luxembourg SARL filialas Lietuvoje
Tel. +370 52 51 4000

Magyarorszag
Pfizer Kft
Tel: +36 1 488 3700

Malta
Vivian Corporation Ltd.
Tel: +35621 344610

Norge
Pfizer AS
TIf: +47 67 526 100

Nederland
Pfizer BV
Tel: +31 (0)10 406 43 01

Osterreich
Pfizer Corporation Austria Ges.m.b.H
Tel: +43 (0)1 521 15-0

Polska
Pfizer Polska Sp. z o.0.
Tel.: +48 22 33561 00

Portugal

Pfizer Biofarmacéutica, Sociedade Unipessoal
Lda

Tel: +351 21 423 5500

Romania
Pfizer Romania S.R.L
Tel: +40 (0) 21 207 28 00

Slovenija

Pfizer Luxembourg SARL

Pfizer, podruznica za svetovanje s podrocja
farmacevtske dejavnosti, Ljubljana

Tel.: +386 (0) 1 52 11 400

Slovenska republika
Pfizer Luxembourg SARL,
organiza¢na zlozka

Tel: +421 2 3355 5500



island Suomi/Finland

Icepharma hf Pfizer Oy

Simi: +354 540 8000 Puh/Tel: +358 (0)9 430 040

Italia Sverige

Pfizer S.r.l. Pfizer AB

Tel: +39 06 33 18 21 Tel: +46 (0)8 550 520 00

Kvnpog United Kingdom (Northern Ireland)
Pfizer EALGg A.E. (Cyprus Branch) Pfizer Limited

TnA: +357 22 817690 Tel: +44 (0) 1304 616161

Latvija

Pfizer Luxembourg SARL filiale Latvija
Tel.: +371 670 35 775

To wapdv @OAAO 00N YOV Yp1ioNS avaOePONKE Y10 TEAEVTAIO POPE GTIS

AvTd T0 POPUAKEVTIKO TPOIOV EXEL EYKPIOEL e TNV S1001KAGTH TOV OOKAAEITOL «EYKPIOT VIO OPOVSY.
AvTo onuaivel OTL avopIEVOVTOL TEPIGGOTEPES OMOJEIEELS OYETIKA [LE TO PAPUAKEVTIKO TPOTOV. O
Evponrdaikog Opyavicudc Goapudakov Ba a&roloyel TovAdy1oTov £TnGimg TIC VEES TANPOPOPIES Y1 TO
@apupaxo ovtd kot Bo emtkarpomnotel To mwapov GvAko Odnyiov Xpnong avoroymg.

ZapdOTE TOV KOOIKO LLE KIVITI] GUGKELT] Y10, VO AAPETE TO PUALO 0JNYIDV XPNONG OE SIUPOPETIKES
YADGGEC,

URL: www.comirnatyglobal.com

Aemtopepeic TANpopopies yia 1o GapuaKo avtod gival d100E61EC 6TO dIKTLOKO TOTO TOV Evpomaikoh
Opyaviopov Gopudkmv: http://www.ema.europa.eu.

To mapdv eOALO 00N yLdV Ypriong eivar dtabéotpuo o OAeG TIg emionueg YAdwooeg ¢ EE/EOX otov
dktvakd tomo Tov Evponaikod Opyavicuod doapudakov.

O Tinpogopics Tov axkorovBovv anevBivovrar povo o emayyelpories vyeiog:

Xopnynote to Comirnaty evOouviKd LT amd apainon g kukio 2 docewv (0,3 ml n kabepio) pe
uecodidotnua 3 fdopadmv.

Iyvynloowdtro

Ipokeévou va Bertiwbel 1 yvnAacsuodTTe TV PLOAOYIKGV QOPUIKEVTIKOV TPOIOVI®V, TO GVOUQ
Kol 0 aplOpOg TOPTIOOG TOL YOPTYOVLEVOD POPLAKOL TPETEL VO KATAYPAPETOL LE CAPTVELD.

Oonyieg yerpropov
To Comirnaty Tpénetl va TpoToUALETOL O ETQyYEAUATIO VYELOG [IE XPTOT AOTTTNG TEXVIKNG Y10 TN

SlOoQAMON TNG GTEPOTNTOS TG TPOETOLLUAGUEVNG OLAGTOPUG.
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AIIOYYZH IIPIN AIIO THN APAIQYXH

-
O névo amo
2 MpPES o€
Ocppoxkpacia
oopatiov
(¢0¢ 30°C)

/

To proAidio moALATADY dOGEMY
(PLAGCCETOL KATEYVYUEVO KOl TTPETEL VO,
amoyvydei Tpv and v apainon. Ta
KATEYLYIEVO PLOAISIO TPETEL VOL
petapépovtal o mEPPUALOV LLE
Bepuokpacia 2°C éwc 8°C yia va
amoyvyBobv, Lo cueKELAGTN

195 proddiov pmopel va ypelaotel

3 dpeg Yo va omoyvydei. Evodloktucd,
T KATEYVYUEVA QLOAISIO PTOpOHV
emiong va anoyvyBovv yio 30 Aentd og
Beppokpaociec Eémg 30°C yo dpeon
xpnon.

To pn avoryuévo gpfoio pumopel va
ovAoyBei yio émog S5 nuépeg atoug 2°C
¢wc 8°C. Evtog tng idpkelog Lwng

5 nuepwv otoug 2°C €wg 8°C, pumopovv
va, xpnopomomBovv £wg 12 dpeg yia
HETAPOPEL.

Aopnote o amoyuyuévo erolidio va
épbetl og Beppokpacio dopoTiov Kot
avaotpéyte 1o N 10 popég mpv amd
mv apaioor. Mnv avatopdooete.
[Ipwv amd v apainomn, n amoyuyuévn
dloomopd Umopel va TePEYEL AeVKA £
VTOAELKO, OOLOPOVT] ALOPPO COUOTIONN.

APAIQXH

1,8 ml evéorpov daAdpaTog YAMPLovyov
vatpiov 0,9%

To amoyvyuévo epporio mpémel va
apotmBel 610 apyKd TOV PELOAIOLO e
1,8 ml evéotpov dradduatog 9 mg/mi
(0,9%) yAoprovyov vatpiov,
ypnopomoldvrag ferdva 21 gauge 1
AemTOTEPN KO AONTTEG TEYVIKES.
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Tpapniére mpog 1o Ticw to épPoro ota
1,8 ml yvo va. agorpécste Tov aépa amod
T0 QLOAiOL0

E&iooppomnote v mtigom tov @loAidion
TPV OQUPECETE TN fELOVA OO TO TAOUL
ELoYDPMNONG TOL PLOALdioL,
avappoomvtag 1,8 ml aépa péca oty
KEVT GUPLYYO OPULOTIKOD.

"Hmwo x 10

=

Avactpéyte o TNV opotmpévn
Swomopd 10 popéc. Mnv avatapdcoeTe.
To aporwpévo epporto Ba mpénet va
TOPOVCIALETAL O VTTOAEVKT dLOGTOPAL
YOPIG 0paT COUATIOIOKT VAN.
Amoppiyte 10 apoiwpévo euPporio oe
MEPIMTOOT TOPOVGIOC CMOUATIOIKNG
VANG 1 amOYPOUATICUOV.
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Kataypayte TV Katahinin nuepounvie ko dpo.
Xpnopomwomote evrog 6 wp®OV petd TV apoicnon

Ta aparopéve erodidwo o Tpénet va
EMONUAVOOVV LE TNV KOTAAANAN
nuepounvio Kot mpa.

Metd Vv apainoT], PUAICCETE GTOVG
2°C ém¢ 30°C Kot YpNOLOTOOTE EVTOG
6 opdv, copmeprrapfoavopuévon
OTOLOVONTOTE YPOVIKOV OLUGTNLOTOG
HETAPOPAG.

Mnv katoyvyete 1| avoToplooeTe TNV
apot@pévn daomopd. Edv Exet woybei,
OPNOTE TNV APOULOUEVT SLOCTOPE VL
éMBet o€ Beppokpacio dopatiov TP
xpron.

MNPOETOIMAXIA MEMONQMENQN AOXEQN 0,

3 ml TOY COMIRNATY

0,3 ml aparwpévov
gupoiriov

Metd v apaiwon, To PLoAidlo meptEyet
2,25 ml omd To omoia umopovv va
e€ayBovv 6 6ooeic Tmwv 0,3 ml.
XpNOYOTOUDVTOS AGNTTN TEYVIKY,
k0a0apicTe TO IO ELGYDPNONG TOV
PLOASI0V [E OVTIOTTIKO POKTPO HHOG
xPHoNG.

Avappoenote 0,3 ml Comirnaty.
[Ipéner va ypnoyonotobvtal cOPLYyeg
N/xon BeAdVEG YapmAod VEKPOD YKoV
yio v e€aywyn 6 06cewv amd Eval
HELOVOEEVO PLoAId10. O cuvdvacdg
ovpLYYag Kol BEAOVAS YOUNAOD VEKPOD
OYKOV OeV TPEMEL va. £)EL VEKPO GYKO
HeYaADTEPO amd 35 HiKpoOALTpa.

Edv ypnopomomBovv tumikéc cupryyeg
Kot BeEAOVEC, EVOEYETOL VO UV VITAPYEL
EMOPKNG OYKOG Y10 TNV e€ayyn £KTNG
d00Mg and £va HELOVOUEVO PLAAID10.
KdBe d0om mpénel va mepiéyet 0,3 ml
euporiov.

Edv n mocottar epPoriov mov amopével
0T0 PLOAidL0 dev umopei va TapEyel pia,
mAnpn 60on 0,3 ml, amoppiyte 0
QLoAido Kot omolovonTote nepicolo
oyKo.

Amoppiyte Ka0e TocOTNTO
aypnotponointov gpforiov eviog

6 wpoVv petd v apaimaon.

Amopprym

Ké0e aypnoipomointo QoprakevTikd Tpoidv 1| VITOAELLA TPETEL VO, ATOPPITTETAL COUPDVA LE TIG

KOTA TOTOVG 16YVO0VGEC GYETIKEG SLaTAEELS.
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