ITAPAPTHMA I

MEPIAHYH TON XAPAKTHPIZTIKQN TOY ITPOIONTOX



vTo QOPUOKEVTIKO 0VTO TPOTIOV TEAEL VIO CLUTANPOUOTIKY TaPaKoAoLON oM. AvTtd Ba emTpéyel TO
YPTYOPO TPOGSIOPIGHO VEOV TANPOPOPLOV AGPAAELNS. ZNTEITOL 0O TOVG EMAYYEALOTIEG VYELOG VAL
aVaPEPOVY OTTOLECONTOTE TDOVOALOYOVEVEG avemBOUNTEG eVEPYELEG. BA. mapdypapo 4.8 yio tov
TPOTO AVOPOPAS AVETIHOLUNTMOV EVEPYELDV.

1. ONOMAZXIA TOY PAPMAKEYTIKOY ITPOIONTOX

COVID-19 Vaccine Moderna evéoiun diacmopd

Eppoiio mRNA COVID-19 (tpomomoimpuévav voukAeooidimy)

2. MOIOTIKH KAI MOXOTIKH XYNGEXH

Av10 givan éva Qrodidio moAlamidv docemv To omoio mepiEyet 10 dooels tov 0,5 mL.

Mia d6on (0,5 mL) mepiéyetl 100 pukpoypoppdapia ayyeioeopov RNA (mRNA) (evoopatopévo og
SM-102 Amidikd vovooopotioln).

Movékhmvo ayyehopdpo RNA (MRNA) pe kaldmtpa 610 5 dxpo, mapayduevo pe yprior eredbdeprg
KUTTapoV in Vitro petoypagng and ta avtiotoyo tpdtume. DNA, Tov Kmdikomotohy Ty uk
npwteivn-axida (S) tov SARS-CoV-2.

Mo tov A p1 Katdrhoyo tov ekd0xwv, PA. Tapdypapo 6.1.

3. O®APMAKOTEXNIKH MOP®H
Evéoun dwacmopd

Agvkn émg vorevkn dwaomopd (pH: 7,0 — 8,0).
4. KAINIKEX TAHPO®OPIEX

41 OgpoamevTikéc EvOEielg

To COVID-19 Vaccine Moderna gvdeikvotat yio Ty vepynTIKy 0voGOToinon yia tnv tpdAnym g
COVID-19 nov mpokaieitar omd tov SARS-CoV-2 6g dropo nAkiog 18 etdv kot dvo.

H ypnon avtov tov gpporiov Bo mpémel va yivetar GOLG®VO LE TIG EMIONEG CVOTAGELS.

4.2  Aocoloyia kKou TPOTOS YOpNYNONS

Aocoloyia

Arouo nhixiog 18 etddpv kot ave
To COVID-19 Vaccine Moderna yopnyeitat og kdkhog 2 d6cewv (0,5 mL ékaotn). Zvvietdtoln
devtepn 66cm va yopnyeiton 28 nuépeg PHETA amd Ty TpmTn 6601 (PA. Topaypdpovg 4.4 ko 5.1).

Agv vrapyovv droBéoua dedopéva oxetikd pe v evairaypotnta tov COVID-19 Vaccine Moderna
pe o epforta katd tng COVID-19 yuo tnv ohokAnpmon tov kokAov gpfoitacpov. Ta dropo Tov
&yovv Aafer v Tpdrn d6on tov COVID-19 Vaccine Moderna 8a mpémnet va Aafovv ) dgdtepn doon
tov COVID-19 Vaccine Moderna yio. vo. oAokANp®G0ovY Tov KOKAO gUOA0GHOD.

Toudrazpirog ninBoouog
H aopdieia kon n oarotelecpatikotro tov COVID-19 Vaccine Moderna og mondid, ko epniffoug
nAkiag Kato Tov 18 etdv dev £xouv akdpo tekunpimbel. Aev vapyovv dabéotua dedopéva.
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Himawuévos tinboouoc
Agv amouteitol Tpocoappoyn g 60c0Aoyiog oe NAKIOUEVE dTopa NAKiag >65 eTdv.

Tpomog yopnynong

To gpPfoiio Oa mpémet va yopnyeitan evdopvikd. To mpotipdpevo onpeio givatl o SEATOEWNG LG TOV
avo Bpayiova.

Mnv yopryeite avtd 0 EUPOALIO EVIOOYYELOKEL, VTOSOPL 1] EVOOIEPLIKA.

To gpufoiio dev Ba mpémet va. avaperyvheTol otny 1010 cVpLyya pe omotodfmote GALO eUPOALO 1)
(QOPUOKEVTIKE TPOTOVTAL.

Mo 1 TpoPLAGEEIG TOL TPETEL VoL ANPBODY TPty amd TN yopNyNnom tov epPoiriov, PA. mapdypapo 4.4.

Mo 0dnyieg oxetikd pe v andyuvén, Tov YEPIGUO Kot TNV ardppiyn Tov gpporiov, PA.
napdypapo 6.6.

4.3 Avrtevosieg

Ynepevoioncio 6t dpaoTikn ovsio 1§ 6€ KATO0 amd T0 EKO0YN TOV OVOPEPOVTAL GTNV
napdypapo 6.1.

4.4 E0kég TPOELOOTOU|GELS KO TPOPVAAEELS KATA T1) (p1)oN)

Iyvniacipuétnta

[poxepévov va Pertiobdel  iyvnAlacitdtnta TV POAOYIKOV QOPUOKEVTIKOV TPOIOVIMV, TO GVOLLO
Kot 0 aplOpog TOPTIONG TOL YOPTYOVLEVOD PUPUAKOV TPETEL VO KOTAYPAPETUL LUE CAPTVELD.

Yrepevarobnoio kot avagouraio,

‘Exet avopepBel avapuratio. [Ipénet mavrote va vmapyet dpeca StofEciun KaTaAAN AN WTPIKT
Bepamneio Ko emifAeyn o€ TEPITTOGOT AVOPVAOKTIKNG OVTIOPAOTG LETA OO TN XOPTYNOT] TOV
euporiov.

Yuviotdrtol 6TV TOPaKoAoVONoN Yo TovAdyIeTOV 15 Aemtd petd tov epPortacud. Aegv Bo mpénel va
yopnyeitar 1 devTeEPT dOGM TOV EUPOAIOL GE OGO ATOUA £XOVV TOPOVOIAGEL OvaPLAEIo OTNV TPDTN
d6om tov COVID-19 Vaccine Moderna.

Avtidpdoeic oyetilOUEVEC UE AyYOC

AvTidpaoelg oyeTilOUEVES e AYYXOC, CUUTEPIAAUPAVOUEVAOV TOV AYYELOTVEDLOVOYACTPIKMV
avTIdPAcE®V (GVYKOTN), TOL VAEPAEPIGUOD 1) TOV OVTIOPAGEMV TOL GYETICOVTOL LE GTPEG, UTOPEL VoL
TAPOVCLOGTOVV G€ GYEON LE TOV EUPOMOCLO, MG YLYOYEVIS 0vTidpacTn oty éveon pe Peddva. Eivar
GTUOVTIKO VO VIAPYOLV TPOPVAGEELS YL TIV OTOPVYT] TOV OPEILOUEVOL Gg AuoBupic TPOVUATIGHOD.

Tavtdypovn acbivein,

O gpPoracpog Ba Tpénet va avaPindei oe dropa wov Tdcsyovv amd ofeia coPapn eumvpetn vocso M
o&eio Aoipmén. H mapovsio nocovog Aoipméng n/kot xapniob mopetov dev Ba mpénet va
kafvotepnoel Tov EUPOMAGUO.



®poupomevia kot daTapoy£c TS TNKTIKOTNTOC

Onwg Ko pe GAAEG EVOOUVIKES EVETELS, TO EUPOAI0 Ba TpEmer va yopnyeiTal Le TPOGOYT| GE GTOLO TOV
Aappdvovv avtutnktikn Oeponeio 1 oe dtopo pe Opopfonevia 1 oroldnmToTE dratapayf TG
TNKTIKOTNTOG (OTT®G OLOPPOPIAiR) S1OTL UTOPEL VO ELPOVIGTEL Opoppayic. | LOAOTICUOS HETE OTO
EVOOLVTKT YOP1YNOT GE AVTA TO. ATOLLA.

AvV0G0oKATESTAAUEVO ATOU,

H amotedeopotikdmmra, N asOAAELN KOt 1] 0VOGOYOVIKOTNTO TOV EUPoAioL dev £xovv a&loroynbel e
OVOGOKOTEGTOAUEVO ATOO, CUUTEPIAAUPAVOUEVOV EKEIVOV TOV AAUPAVOVY 0VOCOKATOGTOATIKY
Oepancio. H amoteleopatikdtnta tov COVID-19 Vaccine Moderna propet va givat yapnAdtepn og
OVOGOKOTEGTAALEVO, GTOLLO.

AW0PKELN TNE TPOGTAGIOG

H d16preia e mpootaciog mov mapéyetar amd o ROrlo eival dyvootn, Kabng eEakolovbdel va
npoodtopiletar amod TIc KAVIKES SOKIHESG TTOV Ppiokovton o€ eEEMEN.

IIepropiopol TS OmOTEAEGUATIKOTNTOS TOV EUBOAIOV

Ta dropa pmopei va unv etvor TANpmg Tpootatevpuéva £mg kot 14 nuépeg Letd and tn dgvtepn doon
tovg. Onwg cvpPaiver pe dho ta pforta, o epPforacudc pe to COVID-19 Vaccine Moderna
EVOEYETOL VO, UMV TIPOGTATEVEL OAOVG TOVG ANTTEG TOV EUPOAIOL.

"Exdoya pe yvootn dpdon

Nazpio
To eappaxo awtd mepiéyel Ayotepo and 1 mmol vatpiov (23 mg) avdé 66om 0,5 mL, ivar owtd oV
ovopdlovpe «eAevBepo vaTpiovy.

45  AlAiemodpacsig pe Ao QUPROKEVTIKA TPOTOVTE Kol GALES HOPQOEG aAANAETIOpOOG

Agv €yovv paypatomom el peAETeG AAANAETOPACEWY.
Aev éyet peketnbei n cuyyopnynon tov COVID-19 Vaccine Moderna pe dAla epforia.

46 Tovipétnra, KOnon Kot yorovyia

Kvunon

Yrdpyet mepropiopévn eumelpio oyetika pe t ypron tov COVID-19 Vaccine Moderna og éykveg
yovaikeg. Melétec o (Mo dev katédel&ov Gueon N EUUEST] TOEIKOTNTA GTIV EYKVLOCUVT, TV
avantuén tov uPfpvov, Tov TOKETO N TV HeTayevwnTIKN avartuén (BA. Tapdypapo 5.3). H yopriynon
tov COVID-19 Vaccine Moderna otnv gykvpocvvn Ba npénet vo, €gtdleton udévo dtav to dSuvnTikd
OQEAN VTEPTEPOVYV OTOIWVINTOTE SVVNTIKAOV KIVOOVAOV Y10, T UNTEPA Kot TO EUPPVoO.

Oniacudg

Eivat dyvwoto gdv to COVID-19 Vaccine Moderna anekkpivetol 6to avOpdmivo yaia.

Tovwoma

Meléteg og (Do dev KatédelEay QUeEST 1] EUUEST] TOEIKOTNTO GTNV OVATOPOY@YIKT tKovoTnTa (BA.
Tapdypoeo 5.3).



4.7 EmOpacelg 6Ty IKAvVOTITO 001]Y161)G KOl (EIPIGHOV P OVI|HETOV

To COVID-19 Vaccine Moderna dev &yt kapia 1) £xel 0o HOVTY ETIBPACT OTNV IKAVOTNTO 0O YNONG
Kot YEPoHoD pnyavnpdtov. QoT060, OPIGUEVES amo TG EMOPACELS TOV AVAPEPOVTOL GTNV
nopaypaeo 4.8 umopei vo. eNPEAGOVY TPOSMPIVA TNV IKAVOTNTO, 03T YNOTG 1} XEPICLOD

LU OVNUATOV.

4.8 AvemOounteg evépyeleg

IIepiAnwn Tov TPOYIA AcQAAELOC

H aopdieia tov COVID-19 Vaccine Moderna a&oloynonke og pia ev eEghiéet, daong 3,
TUYOLOTOINUEVT], EAEYYOUEVT] LLE ELKOVIKO PAPUAKO, TUQAOTOWUEVT Y10 TOV TOPATNPNTH KAVIKY
dokiun, n omoia ekmoviOnke otic Hvopéveg [Tolrteies ko ) omoia cvpmepiédofe 30.351
ouppetéyovres nkiog 18 eTdv Kot avw, ot omoiot ELafav TovAdyiotov pia d6orm Tov COVID-19
Vaccine Moderna (n=15.185) 1} tov eikovikob gappdkov (N=15.166) (NCT04470427). Katd tov
POV ToL gufolacov, 1 péon nikio Tov TAnBvouod frav 52 étn (evpog 18-95). 22.831 (75,2%)
ovppetéyovres elyov nhio 18 £wc 64 etmv ko 7.520 (24,8%) cvppetéyovreg elyav niia 65 etmv
KOl Gvo.

O1 GVYVOTEPA OVOPEPOLEVEG OVETIOVUNTEG EVEPYELEG TV TO GAYOG 6N BEom €veong (92%), N kOmwon
(70%), n kepararyio (64,7%), n pookyia (61,5%), n apBpadryio (46,4%), To piyn (45,4%), n vovtio/o
éuetog (23%), n doykwon/evaicOncia g pacyotaios ydpas (19,8%), o mupetdg (15,5%), n
doykwon otn Béom éveong (14,7%) kau n epuBpotmra (10%). Ot avemBounteg evépyeteg Nav
ocuvnBmg Nmag 1 LETPLOG EVTAONG Kol ATESPAUOY HECH OE LEPIKEG MUEPES PETA ald TOV EUPOALAGHO.
EXéiota pikpdtepo 1060610 GUUPAVIOV OVTIOPUCTIKOTNTOG GYETIGTNKE e TN HEYOAVTEPT NAIKia.

YUVOAIKA, VITNPEE VYNADTEPT] EMUTTMON OPICUEVOV OVETIBVUNTOV EVEPYEIDV GE VEOTEPEG NALKIOKES
OMABES: M EMMTO®ON TG S10YKOONG/EVOIGONGIOC TNG HACYOAALOG YDPOG, TNG KOTWOONG, TNG
KeQPOAOAYiaG, TG pookylag, Tng apBpadyiag, TV pry®v, Tng VOUTIOG/ELETOL KOt TOV TUPETOV NTAV
vyNnAOTEPN G€ gviAIkeg NAkiog 18 émg < 65 etV amd ot 6TOVG EVIAIKES NALKiaG 65 €TV

Kot Gve. Ot TOTIKEG Kol GUGTNUIKEG avemBouNTeg EVEPYELEC avapépOnkay cuyvotepa LeTd T Adom 2
ar’ 6,1t petd ™ Adon 1.

Kotdhoyoc avemOountmy EVEPYELDYV GE LOPPY] TLVOKO.

To wpoeik acpdrelng Tov Tapovoldletol mapokdto Paciletar og dedopéva mov dnuovpyndnkay ond
po EAEYXOHEVT LE EIKOVIKO Qappako KAk perétn og 30.351 evijhikeg nhikiog > 18 etdv.

Ot avemBounteg evépyeleg mov avapépOnkay mapatiBeviol cOUPOVAE LE TIC 0KOAOVOES KaTryopieg
cLUYVOTNTOG:

IToAv ouyvég (=1/10)

Zoyvég (21/100 émg <1/10)

Oy ovyvés (>1/1.000 éwg <1/100)

Yravieg (>1/10.000 £wg <1/1.000)

Mo\ ondvieg (<1/10.000)

Mn yvootég (dev umopodv va, ektiunbovv pe Baon to dabéoyo dedopéva)

Y Kabe Katnyopio cuyxvoOTNTOC, O AVETBOUNTES EVEPYELEG TopovaldlovTal KoTd eBivovcsa cepd
cofapdroc.



Katnyopia/opyaviké cootnpa PoyvotnTa IAvemOOuNTES EVEPYELES
copgovo pe Ty MedDRA
Alotapoyés Tov arpomoTikod Ko  [[IoAd cuyveg IAeppodevondOelo™
TOV AEPPIKOD GLOTILATOG
AL0TOPAYES TOV UVOGOTON|TIKOV M yvootég IAvaevia&io
cVGTNATOG Y epevarcincia
AL0TOPaYES TOV VEVPIKOV [ToA0 cuyvég Kepololyio
GVGTINOTOG Prdvieg O&eia meprpeptkn Thpeon TPOcHTOLH*
AL0TaPaYES TOV YOGTPEVTEPIKOD [ToA0 cuyvég INovtio/éperog
ALOTOPOYES TOV OEPPATOC KOL TOV  [PUYVEC EEavOn o
V060 pLov 1670V
AL0TOPaYES TOV PVOGKELETIKOD [ToA0 cuyvég Mvaiyia
GUGTI|LATOG KOl TOV GUVIETIKOD ApOpaiyia
16700
[evikég SraTapayés Ko Kotootdosig[IoAd cuyves ALyoc g Béong Eveong
NS 0600 yopiynong Komwon
Piyn
Mopeia
AL0yKkmon otn Béomn éveong
Buyvég Epubnpa g 0¢omg veong,
Kkvidwom g Béomg éveong
eEavOn o e Béonc éveong
Oy cvyvég Kvnoudg g Béong éveong
Dmévieg A10YK®OGON TPOcHTOV***

*H Leppadevorddero katoypaenke og Aeppadevonddeta g pooyoitaiog xdpag opdmievpa g 0€ong éveong.

**¥Kab' 6An ) didpreto TG meptOS0v mapakorlovdnons g aopdAelas, ofelo mEPLPEPIKN TAPAAVGT TOV TPOGMTLKOD VEVPOL
(1} mpeon) avaeépnke amd tpelg ovppetéyovies otnv opdda COVID-19 Vaccine Moderna kot and évov GOLUETEXOVTO GTHV
opdda ewovikov eopuakov. H évapén otovg coppetéyovieg oty opdda epforiov frav 22 nuépec, 28 nuépes kat 32 nuépeg
petd ™ Adonm 2.

*** AvapépOnkay dvo cofapd avembdunta copPavia S1OYK®ONG TOL TPOCHOTOL 68 ATTEG TOL ELPBOAIOV e 16TOPIKO EVEONG
deppatikav filler. H epgdvion g didykwong avapépbnke 1 ko 2 nuépeg, avtiotorya, HeTd amd tov epforacpo.

H ovtidpaotikdtnto kot to Tpo@id acedieiog otovg 343 aobeveig mov éhafav o COVID-19 Vaccine
Moderna, ot oroiol ftav opobetikoi yio tov SARS-CoV-2 kotd tnv évapén, NTav cLYKPIGILa. e aVTd

TV acdevdv Tov NTav opoopvnTikoi yio tov SARS-CoV-2 katd v évapén.

AvoQopd TOavoAOYOULEV®VY OVETIOVUNTOV EVEPYELDV

H avapopd mhovoroyodpevov avemBOUNT®V EVEPYELDY LETA A0 TN YOPNYNoN GO0 KuKAOPOPiag
TOV POPHOKELTIKOV TPOIOVTOG givar onpavtikn. Emtpémel  ovveyn mapaorovdnomn g oyéong
0PEALOVG-KIVODVOD TOV QUPLOKEVTIKOD TPOTOVTOG. ZNTelTon amd TOVG ETAYYEAUOTIEG LYEING VO
AVOPEPOVY OTTOLEGONTOTE TOOVOAOYOVEVEG AVETIOVUNTEG EVEPYEIEG LEGM TOL EOVIKOD GLGTIATOG
avapopag Tov avaypdeetat oto Hapdpmua V kot va copmrepiddfovv tov aptBpd maptidog, av
dwotiBetan.

49 Ymepoocolroyia

Agv €xer avaeepbel kapio mepintmon vrepdocoroyiog.

Y& mepinton vaeEPd0coA0YinG, CLVIGTATAL ) TAPAKOAOVONOT TV {OTIK®V AEITOVPYIOV Kot 1) Thavn
CLUTTOUOTIKY Oepomeia.

5. D®PAPMAKOAOTI'IKEX IAIOTHTEX

51 ®@appoKodVVOUIKEG 1OOTNTES

dappokobepanevtikn katnyopio: Eufoiio, dAia ukd epforio, kwduog ATC: JO7BX03
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Mnyaviouog dpdong

To COVID-19 Vaccine Moderna mepiéyet MRNA gvoopotopévo og AMmidikd vavocopatidw. To
MRNA k@d1Komolel TNV TAPovG KoL Tp@Teivi-axida tov SARS-CoV-2 tpotomompévn pe 2
VIOKOTUCTAGELG TPOAIVIG 6TO TUALO ETAVIANYNG enTddag 1 (S-2P) yio T otabepomoinom g
TPOTEIVNG-0KIOAG g SIOUOPP®ON TTPO TG GVVINENG. META amd TNV EVOOULIKT £VEST), TO KUTTOPO GTN
Béom €veong Kal Ol TOPOYETEVUEVOL AEUPAIEVEC TPOCAUUPAVOLY TO ATIOIKO VOVOSMUATIONO,
YOPNYDOVTOG OMOTEAEGUATIKA TNV oAAnAovyic mMRNA ota kOTTOp0 TPOKEUEVOL VO, LETOPPACTEL GE
ukn Tpoteivn. To yopnyodpevo mRNA dev €16€pyeTaL 6TOV TUPNVA TOL KVTTAPOV OVTE AAANAETIOPH
e TO YOVIdimpa, OEV avamapayeTon Kot EKQPAleTat Tapodtkd Kupimg amd To devopLTiKd KOHTTAPA Kot
TO, LOKPOPAYD VTOKOWIK®V KOAT®V. H gkmeppacpévn, deopevpévn otn pepppavn mpoteivn-akion
tov SARS-CoV-2 avoyvopiletol Katomy omd To 0vosoKVTTOPO G EEVO ovTIydvo. AVTo eKADEL
amokpioelg 1660 T-KuTTdpwv 060 Kot B-kuttdpwv dote va mapoyBodv e£00deTepmOTIKG OVTIGMOUOTA,
Ta omoio popet va cupaidlovv oty tpoctacio Evavtt g vécov COVID-19.

Khvu amoteheopoticdmra

Ao TNV TUYOOTOMUEVT], EAEYYOLEVT LE EIKOVIKO PAPLOKO, TVPAN ©OG TPOG TOV TAPOTNPYTH KAVIKY|
perétn @aong 3 (NCT04470427) amokAeiotnKov GTOO TTOL NTOV (VOCOKATEGTOAUEVA 1) Elyov AGPet
OVOGOKOTOOGTOATIKA EVTOG 6 UNVAV, KaBMG Kol GUUUETEYOVCEG TTOL NTOV EYKVEG 1) GUUUETEYOVTEG UE
YV®0To 16TopKd Aoipwéng and SARS-CoV-2. Ot cuppetéyovreg pe otabepn HIV voco dev
amoxieiotnrav. Ta eufoia katd TG ypinng propovcay va xopnynbovv 14 nuépeg npwv 1 14 nuépeg
petd omd omotadnmote ddéom Tov COVID-19 Vaccine Moderna. Ot cuppetéyovteg fitav, emiong,
VIOYPEDMUEVOL VO, TNPTICOVV £VOL EAAYIOTO SIACTNUA 3 UNVOV PETA T ANYN TPOIOVI®V
Q{HLOTOG/TAGGATOG 1) VOGOGPALPIVMY TPV OO T PEAETT, Y10, VL AAoVV €iTE EIKOVIKO QAPLLOKO EiTe
10 COVID-19 Vaccine Moderna.

Haparxorovdnnkav cuvolkd 30.351 acBeveic yia didpeon dwbpkeia 92 nuepdv (evpog: 1-122) yu
mv avartvén g vocov COVID-19.

O mnBuopodg g KOpLog avaALoNG AmoTEAESULATIKOTNTOGS (0 OTTOT0G OVAPEPETUL G «CVUVOAO GOUPOVAL
pe 1o TpwtoKoAlo» N «PPS») cvumepilapfave 28.207 cuppetéyovreg nov Eafav gite COVID-19
Vaccine Moderna (n=14.134) gite sikoviko eappoko (n=14.073) ka1 glyov apvnTiK KOTAOTOOT
SARS-CoV-2 katd v évapén. O minbucpog PPS g perétng coumepihapBove 47,4% yovaikeg,
52,6% Gvdpec, 79,5% hevkovg, 9,7% Aepoapepikavoig, 4,6% Acidteg kot 6,2% diiovg. [Tocootd
19,7% tov cvppetexdviov tavtorombnkav og Ioravopmvorl 1 dropa pe Kataywyn omd tn AaTvikng
Apepuar). H dtdpeon nikia tov atopmv ntov 53 £m (svpog 18-94). TN évtaén omv PPS, emitpdnnke
nepmplo docohdynong -7 €mg +14 nuepmv yio. T yopnynon g dgvutepng doong (N onoia giye
npoypoppatiotel oty nuépa 29). To 98% tov epforiacdéviav lafe t dedtepn doon 25 £wg 35
NUépeg Hetd omd v 1M 36om (Tov avtioTtoryel o -3 £wg +7 NUEPES Ao TO SAGTNU TOV 28 NUEPOV).

Ta neprotatikd COVID-19 emPefoiddnkav omd aAvc1dmTn avtidpacTt TOAVUEPACNG UE AVTIGTPOPN
petaypapdor (RT PCR) kot ard emitpony kKAwvikng a&loAdynong. H arotedeopatikdtra tov
euPoriov cvvolkd kot avd Pacikés nAKlokes opddeg mapovotaletol otov [Tivaxa 2.



Mivaxag 2: Avaivon amotelespaTKOTNTAS TOL ERPoriov: emPefarmpévny vooog
COVID-19%avegaptyra and ™ Bapitnra, Eekivdvtag 14 nuépeg petd and m 2" d6o1n — Zovodro
oVUQOVO PE TO TPOTOKOLAO

COVID-19 Vaccine Moderna Ekoviko ¢appoko
Hiucaxn IMococTi0io] MocooTiaio]
Opada |Atopollsprotatikd enintoon Atopolleprotatikd srintmon %
(E™) N | COVID-19 |COVID-19| N | COVID-19 |COVID-19 |amoteheopnoTikOTNTOS
n ava 1.000 n ava 1.000 | Tov gpforiov (95%
aropa-£1n aropa-£n AE)*
>vvolo 11 3,328 185 56,510 94,1 (89,3, 96,8)**
(>18) 14.134 14.073
18 £wg <65 7 2,875 156 64,625 95,6 (90,6, 97,9)
10.551 10.521
>65 3.583 4 4,595 3.552 29 33,728 86,4
(61,4, 95,2)
>65 émg 82,4%
<75 2.953 4 5,586 |2.864 22 31,744 (48.9, 93.9)
>75 630 0 0 688 7 41,968 |100% (M?O%‘;““”‘““O’

#COVID-19: cvuntoportiky vosog COVID-19, n onoio amarntei Oetikd amotédespa RT-PCR xou

TOVAGYIGTOV 2 GUGTNIIKG cvpaTdOpate 1 1 avarveuotikd copuntopa. epiototikd mov Eekvouv 14 nuépeg petd
amd ™ 2" doon.

* Anotedeopaticdmra epPoriov kat 95% didotnua eumictootvng (AE) amd 10 6TpOUaTOTOmILEVO HOVTELD
avaioykod Kwvdvvov Cox

** To AE dev mpocoppootKe yio toMomAdTNTo. Ol TPOGUPUOGUEVES Y10t TOAAUTAOTITO GTATIGTIKEG AVAADGELS
SevepynOnkav o evdidpeon avaivon pe Baon Aydtepeg mepurtmoeig COVID-19, o1 onoieg dgv avapépovtan
£00.

Metaé&d AV TV atopwmy Tov PPS, dev avagpépbnkay tepiotatikd cofapng vocov COVID-19 oty
opnada Tov epforiov cuykprrikd pe to 30 and ta 185 (16%) mepiototikd mov avapépdnkoy otnv
OHLAdA TOV EIKOVIKOVD Qopldikov. ATd Tovg 30 cuppetéyoveg pe coPapn voco, 9 voonievdnkay, 2 ek
TV omoilmv ewonydncav ot povada evratikng epanciog. H migtovonta tev vroromwy copapdv
TEPLOTATIKOV TANPOVOE POVO TO KPLTIPLO Y10 TOV KOPESHO TOL 0&uydvou (SPO2) avapopid 1e T
cofapn voco (< 93% oe aépa dopatiov).

H oroteheopatikomro tov COVID-19 Vaccine Moderna yio thv tpdAnyn tov COVID-19,
ave€aptnTmg tponyovpevng Aoipwéng amd SARS-CoV-2 (mpocdiopictnke e opoAOYIKES EEETAGELS
Kot €€T00M SELYHATOG PIVOPApLYYIKOD emypiopatog katd v évapén) amd 14 nuépeg petd tn Adon 2
nrav 93,6% (95% Suaotnpa epmotoodvig 88,5, 96,4%).

EmutAéov, o1 avaADGEIC G€ DTOOUASES TOV KOHPLOV KATUANKTIKOD GMUEIOL OTOTEAEGUATIKOTITOG
£0e1&av TOPOUOLES EKTIUNGELC GTUEIOV ATOTELEGIATIKOTITOG OVAUESO 0TO OVO PUAL, OTIG EBVOTIKEG
OMAOES, KOl GTOVG GUUUETEXOVTEG LE LUTPIKEG GUVVOCT|POTNTES TTOV GYETIGTNKOV LE VYNAO KivELVO
ocofapng vocov COVID-109.

Hluopévog minbuoudg

To COVID-19 Vaccine Moderna a&ioloynonke og dropo nhikiog 18 etdv kot dvem,
ocvpmephapPovopévev 3.768 atopmv niuiog 65 etav kot dve. H amotedecpatikdémta tov COVID-
19 Vaccine Moderna ftav cuvenig peta&d 1ov nMKIOUEVOY 0TOp®Y (65 £TMV) Kol TOV VEUPOTEPMV
evnAikov atopmv (18-64 etdv).

Hodrorpikdc tAnfuopog

O Evponaikoc Opyaviopog apudkmv Exel dOGEL amaAloyn and TNV VIOYPEMGT VITOBOANG TV
amoteAeoudtov tov peretdv pe to COVID-19 Vaccine Moderna g pio 1) teptocdtepeg
VIOKATNYOPiEG TOV TadloTpicov mAnBucpov oty TpdAnyn g COVID-19 (BAéne mapdypagpo 4.2 yio
TANPOQOPIEC GYETIKA LE TNV TOLOLATPIKY] YPT|ON)-




"Eykpion vmd 6povg

AT TO PUPLOKELTIKO TTPOIOV EXEL £YKPOEl e TN SlodiKooio TOV ATOKAAEITAL «EYKPLOT) VIO OPOVGY.
Av10 onpuaivetl 6Tt avapEVOVToL TEPIOGOTEPES OMOOEIEEIS GYETIKA [LE TO TAPOV POPUOKEVTIKO TPOTOV.
O Evponaikog Opyaviopodc @apudkov Oo a&lodoyel TOLAGYIGTOV ETNGIOG TIG VEES TATPOPOPIEG Y10, TO
TopdV QAPUAKEVTIKO TPoidv kot 1 mapovsa [epiinyn tov Xapaxtmpiotikdv tov [Ipoidvtog Oa
EMKOALPOTOLEITOL AVAAOY®G,.

5.2 @DappoKoOKIVITIKEG LOLOTNTES
Agv gpapuoletar.
5.3 Mpoxivikd dedopéva Yo TNV a6QAALELD

Ta pn KAvicd dedopéva dev amokaAdTTovy Wiaitepo Kivduvo yio tov dvBpwmo pe Paon tig
oLUPATIKEG LEAETEG TOEIKOTNTOG EXAVOAAUPBOVOUEV®Y HOCEMV, Kol TOSIKOTNTOG GTNV OVOTOPAY®YIKY
KavOTNTA Kot OVATTUED.

Cevikn tofwcdtnTo:

Mehétec yevikng to&icotnrog dte&nydncav oe apovpaiovs (evdopikd Aappavovtos £mg 4 36GELg Tov
vrepPaivovy T d6on atov avBpwmo pio eopd kabe 2 ef6ouadeq). [apatnpndnkay Topodikod Kot
AVOoTPEYLLO OidNpa Kot epuOnpa ot B€om éveong, Kot mapodkés Kot ovasTPEYILES HETABOAES OTIC
EPYOOTNPLOKESG EEETACELS (CUUTEPIAAUPAVOUEVOV TOV AVENGEDV GTA NOCIVOPIAL, GTOV XPOVO
gvepyomompévng pepkng Bpopforiactivng kot Tov vwdoydvov). Ta arnoterécpata givol SnAmTikd
TOV YOUNA0D evOEXOUEVOD TOEIKOTNTOG GE OVOPOTOVG.

Tovoto&ikotro/Kapkivoyéveon:

In vitro ko in vivo pelétec yovoto&ikotnrag devepyndnkay pe to véo Mmidikd cvotatikd SM-102 tov
eupolriov. Ta amoteAéopata €ivor SNAOTIKA TOV TOAD YOUNAOD EVOEYOLEVOL YOVOTOEIKOTNTAG GE
avOpdmovg. Aev TpaypatonomOniay LEAETEC KAPKIVOYEVESTC.

Avanopoywykn toéucodtnro:

e pedém avartoélokng to&ucotnrag, 0,2 mL evog okevdopatog eLforiov Tov TEPIEXOLY TV 110
nmocdtto. MRNA (100 mcg) kat dAla cvotatikd mov mepthapfdvovial og gpdmas d6om tov COVID-
19 Vaccine Moderna og avBponovg xopnyndnkav e Oniukodc apovpaiong pEcw Tng EVOOUVIKAG
000V o€ T€00epelg TePMTOGELG: 28 Kot 14 nuépeg Tpv amd To {evydpopa Kat Tig nuépeg komong 1 kot
13. Amoxpioeig tov avticopatog tov SARS-CoV-2 mapatnpndnkov oto {Oa-untépeg Tptv amd o
Cevydpopo Emc 10 TEAOG TNG LEAETNG otV NUEPA Yarovyiag 21 Kabds Kot ota EUPpua Kot ToVG
amoyovovs. Aev avapépnkav oyetilopeveg pe to epuPorto avemBopunteg vEpyeleg yio T YovipdTTa
KoL TNV €YKVUOGUVN 6T0 ONAvKd, TNV avAartuén Tov euPpvov N TV HETAYEVVITIKTY avATTLuEn. Agv
Swatifevtal dedopéva yia ™ petapopd tov gpfoiion MRNA-1273 péowm tov TAakobvta 1§ TNV EKKPIoT|
TOV GTO YOAQ.

6. D®APMAKEYTIKEX TAHPO®OPIEX
6.1 Kotaloyog ekdoymv

Awidro SM-102

XoAnotepon

1,2-distearoyl-sn-glycero-3-phosphocholine (DSPC)
1,2-Dimyristoyl-rac-glycero-3-methoxypolyethylene glycol-2000 (PEG2000 DMG)
Tpopetapdin

Y SpoyAwpikn TPOUETAUOAN

O&wco 0&D

O&1kd vaTplo Tprudpiko

Zakyapoln



Yomp o gvéoipa
6.2 AovpPatétnreg

AVTO TO PUPLOKEVTIKO TPOIOV SEV TPEMEL VAL OVALUELYVOETOL 1] VO OPULOVETOL LE GAAL POPLOKEVTIKG
npoidva.

6.3 Awgpkero {ong

Mn avoryuévo QloAidlo:
7 uiveg otovug -25° émg -15°C.

To un avoryuévo gpPoio pmopel va puidooetal 6to Youyeio oe Beppokpacia 2°C éwg 8°C,
TPOGTATEVIEVO OO TO PMG, Y10, LEYIOTT dtdpkela 30 nuep®V.

Metd amod v amdyousn, to eUPoiio dev Bo TPEMEL VoL KOTOWOYETO EK VEOL.

To gupodio mov dev €xet avoryBel pmopel va puidocetan og Beppoxpacio 8°C éwg 25°C v 12 dpeg
LETE 0md TNV AIOUAKPLVOT| OO TIC GUVONKES WYHENC.

Tpumnuévo QraAidio:

H ympcn xai puoikn otabepotnta katd m xpnon Exet kotadeydel yio 6 dpeg atovg 2°C €wg 25°C
HETd amd TNV TpdTN ddTpnon. Ao LKpOoPLOAOYIKNG OTOYEMG, TO TPOIdV Ba Tpémet va
ypMoponoteital apécms. Edv o epfoio dev ypnoipomon el apésms, ot xpovol Kot ot cuvOTKeg
@OLOENG KOTA TN (PNOT amoTeEAOVV €0BVVN TOoV YpHOTI.

6.4 Idwitepeg mpoPura&ers koTa T OLAEN TOV TPOIGVTOG

duvrdooete oty Katdyvén o€ Oeppokpacio omd -25°C Emg -15°C.

No puAdooeTe GTO APYIKO KOVTI Y10l VO TPOGTOTEVETOL GO TO (PG,

Mn pvAdocete o ENpo ndyo N o€ Beppoxpacio katw tov -40°C.

IMa t1g cvvinkeg dratpNoNG LETA TNV ATTOYLEN KOl TO TPMTO Avorypa, PA. Tapdypapo 6.3.

6.5 ®@von Kol CVETUTIKG TOV TEPLEKT

5 ml dwacmopd o Prokidio (YvaAi tomov 1 1 16080vapo tomov 1) pe mdpa (Ehactopepis
YA®POBOLTLAIOV) KOl ATOCTIMOUEVO TAUCTIKO KATAKL LE GOPAYIoN (GPpAyion oaAovpviov).

Kdafe prokido mepiéyet 10 doceig twv 0,5 mL.
Méyeboc cvokevaoiag: 10 laAidia mToALOTAGY d6GEDY
6.6 Idwitepeg mPoPULAAEELS UTOPPIYNS KOL AALOG YEIPLOGHOG

To eppoio Ba Tpénet va TpoeTodleTOL Kot VoL YOpTYELTOL OO EKTOUOEVUEVO ETOYYELIATIO VYEIOG [IE
TN (PNOT ACNTATOV TEXVIKMV Y10l VO, SI0CPUAIGTEL 1] GTEPOTNTA TNG SLOGTOPAS.

To guPfoiio givar oo yio ypnom aeod aroyuyoei.

Mnv avakiveite 1 aparmdvete. [Iepidiviiote To QLOAISIO e NTIEg KIVIGELS HETE 0o TNV amOyvéN Kot
Tpw amd Kabe andovpon.

Ta eraAide tov COVID-19 Vaccine Moderna givot ToAAamAGY dOGEmV.

Mmopobv va amocvpBotv katd péyioto déka (10) d6oeig (tov 0,5 mL ékaotn) and kabe @loidio.
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Ye kG0e LOAIS10 TEPLEYETAL EMTAEOV OYKOG VIEPTANPOCTC Yl VO StacPoiiotel 6Tt Ba Tpokvyouv 10
d0ce1g towv 0,5 mL.

AmoBnkevon og KAarayoén

duvAaoocre 0TV Katayogn o
©epuokpacia amo -25°C ewg -15°C
Mnv To amoBnkeLETE OE ENPO TIAYO ';] ot
Bepuokpacia xapnAoTepn amo -40°C

DULAGOGCETE TO OTNY ApPXIKN XAPTIVN CLOKELATIA YIa
Va TTPOCTATELETAI ATTO TO PWG.

AtropiETE KABE PIaliSio TpIv amod Th XPRon

EIKOVEG PIANISIV HOVO YIA ETTEENYNUATIKOVG OKOTTOLG

—[ 2 opeg Kail 30 AemTa oTo tpuycﬂ:— —[ 1 ®pa ot BgppoKpacia S@parTiov
) s —

@ DD
15° éwg 25°C

2° £wg 8°C

A@noTe T0o PIaAiSio ot Bgppokpacia seuariov yia 15 Aerrra mpiv
amé 1 xopfiynon

O8nyieg peTa TNV amoyuvén

Mn TpuTiNuévo plalisio

MéyIoTEG XPOVIKES SIGPH

Woysio

To @iaNisio TIpETTel va SIaTNPEIT!

2° £cog 8°€@
Beppokpacia PETaghd 2° £wg 2
@ DOAatn oe Woen teg Karaypayre v nuepounvia kai my
Bcppokpacia swpariov @PAa amopPIYNG OTNV ETIKETA TOL
8° écog 25°C @IaNsio.
ATTOPPIYTE TO TPLTINUEVO PIANISIO HETA
amod 6 OPEG.

AvappoenoTe kaBe 660n epBoAiov 0,5 mL armd 10 PIANSIO, XPNOIUOTIOIGVTAG PIA KAIVOLPIA ATTOCTEIPWUEVN BEAOVa
KQl oVPIYYA YIA KAOE EVEDT), WOTE VA ATTOTPEWETE TN HETAS00N AOILOYOV@Y TTAPAYOVT®Y aTfd éva ATOHO T€ AANO.
H 860n oTn obplyya MPEMEl va XPNOIHOToIEiTal AHEC®G.

Amo n oTiyun mov B8a TpunnBsi To Pialisio yia va avappo®nBzi n apyikn §don, To eufolio mpéma va
XpnoipomoinBsi auéowg Kai va amoppipBei émeira amd é OpEg.

OT1oIadNTTOTE AXENOCIUOTIOINTN TTOCOTNTA EUBONIOL I} LTTOAEINUA TIPETTEl VA ATTOPPIPOEI COPP®VA WE TIG KATA TOTIOLG
I0XOOLOEG OXETIKEG SIATAEEIG.

[ Mnv karayoxere Eava [10TE ra amoyuyuiva sufolia ]
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Xopnynon
MepIoTPEWTE ATTANG TO PICAISIO PETG TNV ATTOWLEN Kal TIPIV attd KABE avappo®naon.
To epPONIO gival ETOILO TIPOG XPNON HOAIG atTowuLxOei. MV TO aVaKIVEITE 1) APAIOVETE.

Mpiv amé v éveon, eAéyEre KAOe
860N woTe va:

EmpBePaiioete OTi TO LYPO Eival AeLKO
£6G LITOAELKO TOCO OTO PIAAiISIO OTO

Kal oTn oLPIyYa

ErmaAnBeboeTte 0TI 0 OYKOG TG COPIYYAG
gival 0,5 mL

To COVID-19 Vaccine Moderna pmopei va
TePIEXE! AELKA 1) NUISIapavr) cwHATIoIa TToL
OXETICOVTAl [E TO TIPOIOV. ;

Edv n 6ocoloyia eival \avBaouévn ny
€AV LTTAPXEI ATTOXPWUATICHOG KAl GAAQ
owWUATIoIQ, PNV XOPNYNOETE TO EURONO.

7. KATOXOX THX AAEIAY KYKAO®OPIAX
MODERNA BIOTECH SPAIN, S.L.

Calle Monte Esquinza 30

28010 Madrid

Iomavia

8. APIOMOZXZ(OI) AAEIAX KYKAO®OPIAX

EU/1/20/1507/001

9. HMEPOMHNIA ITPQTHXE EI'KPIZXHY/ANANEQYXHY THX AAEIAX

Hpepounvia mpdtng £ykpiong: 06 lavovapiov 2021

10. HMEPOMHNIA ANAGEQPHXHX TOY KEIMENOY

AETmTOUEPEIG TANPOPOPIES Y10 TO TUPOV POPLOKEVTIKO TPOTOV Eivorl S100£61EG GTOV SIKTVAKS TOTO
tov BEvponaikod Opyovicpov @appdkev hitp://www.ema.europa.eu.
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IHAPAPTHMA 11

MMAPAXKEYAXTHX THX BIOAOT'IKQX APAXTIKHX
OYZIAX KAI ITAPAXKEYAXTHXE YIIEYOYNOZX I'TA THN
AITIOAEXMEYXH TQN HAPTIAQN

OPOI'H NEPIOPIXMOI XXETIKA ME TH ATAGEXH KAI
TH XPHXH

AAAOI OPOI KAI AITAITHZEIX THX AAEIAX
KYKAO®OPIAX

OPOI'H MTEPIOPIZMOI ZXETIKA ME THN AX®AAH KAI
ATIOTEAEZMATIKH XPHIH TOY ®APMAKEYTIKOY
IMPOIONTOX

EIAIKH YIHOXPEQXH OAOKAHPQXHX

METEI'KPITIKQN METPQN I'TA THN AAEIA
KYKAO®OPIAX ME EI'KPIXH YIIO OPOYX
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A. THAPAXKEYAXTHX THX BIOAOT'IKQX APAXTIKHX OYXIAX KAI
HAPAXKEYAXTHX YIIEYOYNOZX I'TA THN AITIOAEXMEYZXZH TQN ITAPTIAQN

‘Ovouo kot 61£VOVVGT TOL TOPOCKELOGTN TNES BLOAOYIKMOC SPUCTIKNEC OLGIOC

LONZA AG
Lonzastrasse 2
Visp 3930
EXBetia

LONZA AG
Ibex Solutions
Rottenstrasse 6
Visp 3930
EXBetia

‘Ovopa kot d1e06vven Tov TOPUCKELAGTA OV £ival VITEHOHVVOC YOl TNV ATOGEGUELOT TV TOPTIOWY

Rovi Pharma Industrial Services, S.A.
Paseo de Europa, 50

28703. San Sebastian de los Reyes
Madrid

Iomavio

210 mAaicto g knpuybeicag EKTaxktng avaykng dnuoctoag vyeiog dieBvoic avnouvyiog Kot TPOoKEUEVOD
vo S1GPAMGOTEL 1 £yKaipT| TOPOYN, TO EV AOY® POPLOKEVTIKO TPOTIOV LVIOKELTOL OE e€aipeon Le
YPOVIKO TTEPLOPIGLO, M OTTOln EMLTPETEL EAPTNON OO TNV TPy LaTOTOiNoN e€ETaonc ELEYYOL TapTidag
o Katayeypappévo(a) kévipo(a) mov Ppioketal o€ tpiteg xdpes. H e&aipeon avtn mavet va 1oyvet
o115 31 Iavovapiov 2021. H gpappoyn tov Evponaikdv dtadikacidv eEAEyyov Taptidag,
GUUTEPTAAUPOVOLEVOV TOV OTUPUITITOV TPOTOTOGEMV GTOVG OPOVG TNG AOELNG KUKAOPOPIOG,
npémel va £xel 0AoKkANpwOEel To apyoTepo Emg Tic 31 lavovapiov 2021, GOUE®VA UE TO CLUTEPOVILLEVO
oYXES10 YU OUTN TN HETAPOPE TOV EAEYYOVL.

B. OPOI'H IEPIOPIEMOI XXETIKA ME TH AIAGEXH KAI TH XPHXH
DoppokeuTikd TPOIOV Y10l TO OTOI0 UTALTEITAL LOTPIKT] GUVTAYN.

. Enionun amodéopgvon taptio®v

Zopupova pe to apdpo 114 e odnyiag 2001/83/EK, 1 emionun omodéopevon tomv toptidwv
TPOYULATOTOLEITOL OO KPATIKO EPYAGTNPLO 1 OO EPYAGTNPLO TTOL £XEL OPLGHET Y10 TOV GKOTO AVTO.
I AAAOI OPOI KAI ATITAITHXEIX THX AAEIAY KYKAO®OPIAX

. Ex0¢oe1g Teprodikiic wapakorovdnong g acedieiag (PSURs)

Ot amoitnoelg yio Tnv vrofoAr] tov PSURS 1o to ev Ady® @apuokevtikd mpoidv opilovial otov
KOTAAOYO LE TIC Nuepounvieg avapopds s Evmong (katdAioyog EURD) mov mopatibetol otnv
napdypapo 7, tov apbpov 107y, tng odnyiag 2001/83/EK ko kébe emacdrovdng
EMKALPOTOINGNG OTMG OMUOGLEVETAL GTNV EVPMOTAIKT] SIKTVOKT] TUAT| Y10l TO PAPLLOKAL.

O Kdaroyog Aderag Kukhopopiag (KAK) Ba vroBdiret tnv pdtn PSUR yia to Tpoidv péca
og 6 ppveg amo v Eykpion.
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A.  OPOI'H IIEPIOPIXMOI XXETIKA ME THN AX®AAH KAI ATIOTEAEXMATIKH

XPHIH TOY ®APMAKEYTIKOY INPOIONTOX

Yyéo10 owayeipiong kivovvov (XAK)

O Kdaroyog Adelag Kukiopopiag (KAK) Ba die€aydyel Tig amaitodUEVEG OpOaTNPLOTNTES Kol
TAPEUPAGELS POPLOKOETOYPVTVIIONG OGS Tapovotdlovtal 6to cupeovniév XAK mov
napovctdletar otnv evotnto 1.8.2 g ddelag kuklopopiog Kot 0o1ecdNTOTE EMAKOAOVOES

gykekpuéveg avabempnoelg tov TAK.

"Eva emkoporompévo XAK Oa mpénet va katotedel:
. Metd anod aitnpo tov Evponaikod Opyaviopod @appdxov,

. OnoTtedNTOTE TPOTOTOLEITAL TO GVGTNUE SLOYEIPIONG KIVOVBVOUL, E101KA OG ATOTELEGIO AYNG
VE®V TANPOPOPLDYV TOV UITOPOVV VO ETLPEPOVY GNUAVTIKT] OAAAYT OTT GYECT] 0OQPELOVG-KIVOVVOU
N ©¢ AmOTELES LA TNG EMTEVENG EVOC GTUOVTIKOD OPOGTLOL (PAPUAKOETAYpOTVION 1

EAOY1GTOTOINGT KIVOUVOU).

E. EIAIKH YIIOXPEQXH OAOKAHPQXIHX METEI'KPITIKQN METPQN I'TA THN

AAEIA KYKAO®OPIAX ME ET'KPIXH YIIO OPOYX

Aedopévov 6t anTn givar pio doglo KukAopopiog pe Eykpion vd Opovg Kot COUPOVO, LE TO
apBpo 14-a tov kavoviopov (EK) apif. 726/2004, o KAK 0a olokAnpdcel, vTog ToL SNA®UEVOD

YPOVIKOV TAoGiov Ta akdAovBa pHéTpa:

0LGIaG KOt TOL TEAKOV TPOTOVTOG (0PI Ko TeAKN KAlpoaka), o KAK
TPENEL VO, TAPATYEL TPOGHETA HEGOUEVA CLYKPIGIUOTNTOG KOl ETIKVPOOTG.

Heprypoon Avapevopevn
npepopnvie

Mo va 0AoKANpBEl 0 YapaKTNPIGHOS TOV SLUSIKOCIOV TOPACKELNG TNG IovAloc 2021

dPUCTIKNAG 0VGI0G Kot TOL TEAUKOV TPoidvTog, 0 KAK mpémetl va mapdoyet

TPOGHETO dESOUEVAL

Mo va emPePorwbei n cvvéneia g dodikaciog Tapackevns e dpactikng | lovAtog 2021

O evdrdpeoeg
ekBéoeic Oa
TAPEYOVTOL GE
punvieia Baon mpv
oand TV Nuepounvia
OTY.

Mo va dtecparotel 1 cvvenng ToloTTA TOL TPOiovToc, 0 KAK mpénet va
TapAoyEL TPOGHETEG TANPOPOPiEg GYETIKA e TN oTafepdTnTa TNG
SPUCTIKNG OVGIOG KoL TOV TEAIKOD TPOTOVTOG Kol VO, ETOVEEETACEL TIG
TPOSUYPUPEG TNG OPACTIKNG OVGIOG KO TOV TEAMKOV TPOiOVTOG LETE TNV
OTOKTNON TEPUUTEP® EUTELPIOG GYETIKA LE TNV TOPUCKELT).

Tovviog 2021

IMo vo emPefoarmbel n amoterecpatucotnto Kot 1 aocedieie tov COVID-19
Vaccine Moderna, o KAK mpénet va vofdaiet v telikn ékBeon kAviknig
LEAETNG Y10l TNV TUYOLOTTOMUEVT), EAEYYOLEVT LE EIKOVIKO PAPLLOKO, TUGAN
¢ Tpog tov e€etaot uehétn mRNA-1273-P301.

Agxéppprog 2022
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ITAPAPTHMA III

EIIIXHMANXH KAI ®YAAO OAHI'TQN XPHXHX
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A. EINIIXHMANXH
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ENAEIZEIX IIOY IIPEITEI NA ANAT'PA®ONTAI XTHN EEQTEPIKH XYXKEYAXIA

EEQTEPIKO KOYTI

‘ 1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

COVID-19 Vaccine Moderna evéoiun dwaomopd
Epporio mRNA COVID-19 (tpomomoimpuévav voukieooidimy)

‘ 2. YXYNGOEXH XE APAXTIKH(EX) OYZIA(EYX)

KdaBe puokidio molhomdav docewv mepiéyet 10 dooeig (0,5 mL ) kabepia).

3. KATAAOI'OX EKAOXQN

"Exdoya: Aumidikd SM-102, yoAnotepodn, 1,2-dioteapodAo-sn-yivkepo-3-pmcpoyorivny (DSPC), 1,2-
SpvprotodA-paK-yAvkepo-3-pedofumorvatbuievoydlvukoin-2000 (PEG2000 DMG), tpopetopoin,
VIPOYADPIKN TPOUETAUOAN, 0EIKO 0ED, 0&1KO VATPLO TPLSPIKD, SoKyapOln, VOMP Y10 EVESLA.

4. OAPMAKOTEXNIKH MOP®H KAI ITEPIEXOMENO

Evéoun dwwcmopd
10 @uoridio oAAaTAGY dO6CEDV

‘ S. TPOIIOX KAI OAOX(OI) XOPHI'HXHX

Evdopvikn ypnon.
Awpdote T0 GUALO 0INYIDOV ¥prioNG TPV Al TN YPNOT.

D20

a

<
2opdOCTE E0M Y10, TO PLAAO 0ONYIOV YpNoNg N emickepheite T devBvvon
www.modernacovid19global.com.

6. EIAIKH ITPOEIAOIIOIHEH XYM®QNA ME THN OIIOIA TO ®PAPMAKEYTIKO
IPOION ITPEINEI NA ®YAAXXETAI XE OEXH THN OIIOIA AEN BAEIIOYN KAI
AEN ITPOXEITIZOYN TA ITAIAIA

Na puidcoetar og Béon, v onoia dev PAETOLY Kot dev mpooeyyilovv Ta TodId.

7. AAAH(EY) EIAIKH(EY) ITPOEIAOITIOIHXH(EIY), EAN EINAI AITAPAITHTH(EX)
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8. HMEPOMHNIA AHEHX

AHEH

‘ 9. EIAIKEX YYNOHKEX ®YAAZHX

duvrdooete oty Katdyvén otovg -25°C émg -15°C.

Awpdote To pUALO 0dNYIOV ¥priong Yo T dtdpkela {oNG HETE OO TO TPMTO GAVOLYLLOL KO Y10l
TpOcheTEG TANPOPOpPiEg PUANENC.

dvrdooete T0 PLOAISI0 6T0 £EOTEPIKO KOVTI Y10, VO TPOCTUTEVETAL OO TO PAC.

10. IAIAITEPEX IPO®YAAZEIX I'IA THN AITOPPIYH TQN MH
XPHEZIMOIIOITHOENTOQN ®APMAKEYTIKQN ITPOIONTQN 'H TQN
YIHOAEIMMATQON ITOY MIPOEPXONTAI AIIO AYTA, E@OXON AITAITEITAI

Amoppilyte COUPOVA LE TIG KATE TOTOVS 10X VOVGEG GYETIKES SIUTAEELG.

11. ONOMA KAI AIEYOYNXH KATOXOY THX AAEIAX KYKAO®OPIAX

MODERNA BIOTECH SPAIN, S.L.
Calle Monte Esquinza, 30

28010 Madrid

Ioravia

12.  APIOMOZX(OI) AAEIAX KYKAO®OPIAZ

EU/1/20/1507/001

13. APIOMOX HAPTIAAX

Lot

‘ 14. TENIKH KATATAZEH I'lTA TH AITAGEXH

‘ 15. OAHTIEX XPHXHX

| 16. TMAHPO®OPIEX XE BRAILLE

H attioddynon yio va pnv meptAneei ) ypoen Braille givar amodektr).

17.  MONAAIKOX ANATNQPIETIKOX KQAIKOX — AIZAIAZTATOX TPAMMQTOX
KQAIKAX (2D)

A6d140TaTOC YPOUU®TOS KOdKAS (2D) Tov @épet Tov meptinefévta povadikd avoyveopioTikd KodKo.
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18.

MONAAIKOX ANAI'NQPIXTIKOX KQAIKOX — AEAOMENA ANAI'NQXIMA AIIO
TON ANOPQIIO

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

EINIXHMANXH O®IAAIAIOY

‘ 1. ONOMAZXIA TOY ®PAPMAKEYTIKOY ITPOIONTOX KAI OAOX(OI) XOPHTHZHX

COVID-19 Vaccine Moderna evéoiun diacmopd.
Eppoiio mRNA COVID-19 (tpomomoimpuévov voukAeooidimy)
IM

‘ 2. TPOIIOX XOPHI'HXHX

Evdopvikn yprion

3. HMEPOMHNIA AHEHX

AHEH

4. APIOMOZX ITAPTIAAX

Lot

‘ 5. HNEPIEXOMENO KATA BAPOX, KAT' OI'KO'H KATA MONAAA

D10Aid10 TOALUTADV dOCEMV
(10 d6ce1g v 0,5 mL)

| 6. AAAA LTOIXEIA

2apdoTe €00 Yo TO PUALO 0INYIOV ¥pNoTg 1| emokepOeite TN digvBvvon
www.modernacovid19global.com.

Huepounvia/dpa andpprymg:
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ITAPAPTHMA II1

OYAAO OAHI'TON XPHXHX
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DvAro 0dnYI@V prions: IIAnpogopics Yo Tov ypion

COVID-19 Vaccine Moderna gvéoiun dwasmopd
Euporio mRNA COVID-19 (tpomonopévov VOUKAE0G13imV)
v To @appaKo avtd TEAEL VIO CLUTANPOUATIKT TOPAKOAOVONGT. AVTd Ba emTpEYEL TO Yp1YOPO
TPOGOOPIoUO VEMV TANPOPOPLOV acpdAelag. Mmopeite va fondnocete péow g avapopds mbavav
OVETIBOUNTOV EVEPYELDV TTOV EVOEXOUEVMG Tapovatdlete. BA. 1éhog g mapaypdeov 4 yio tov Tpomo
avaPOpPaG avemBOUNTOV EVEPYELDV.

A doTe TPOGEKTIKA 0AOKANPO TO PVALO 0ONYLAOV Yp1joNg TPV AAPeTe aVTO TO gpfoiro, H10TL

nspmauﬂav&n ONLAVTIKEG TANPOPOPIES Y10 GOC.
DdvrdEre avTd TO EUALO 0dNYIDV Yprone. Towg ypelaotel va to dwfdcete Eavd.

- Edv éyete mepautépm amopies, poThoTe TOV Y1oTpd, TOV QUPUAKOTOL 1) TOV VOGOKOUO GOG.

- Ed&v mapatmproete kamota avemBOpnTn EVEPYELD, EVILLEPDOTE TOV YIATPO, TOV POPLOKOTOLO 1
TOV VOGOKOO 606, AVTd 1oY0EL Kot Yo KAOe Thovi| avemBiountn evEpyeilo Tov OeV aVOPEPETOL
GTO TTOPOV PUALO 0dNYIDV Xpong. BAére mapdypago 4.

T epréyer To Tapoév pviro 0dNyLOV:

T givar o COVID-19 Vaccine Moderna kot mota givor 1 xpion tov

T npénel va yvopilete Tpv cag xopnyndei to COVID-19 Vaccine Moderna
Iog yopnyeiton to COVID-19 Vaccine Moderna

[MBavég avemBounteg evépyeteg

o va puidooete to COVID-19 Vaccine Moderna

[Mepieydueva g cLoKEVAGIONG Kol AOITES TANPOPOPIES

ocukrwnE

1. T eivan To COVID-19 Vaccine Moderna kot wowa givar 1 (p1io1| Tov

To COVID-19 Vaccine Moderna givar éva ufoiio, o omoio yproiponoteitol yio Ty TpoAnyn g
véoov COVID-19 mov npoxaieitor amd Tov SARS-CoV-2. Xopnyeiton og evijiikeg nhkiog 18 etcdv
kot dvo. H dpactikn ovoia tov COVID-19 Vaccine Moderna sivat mRNA mov kmdikonolel v
TpwTEIV-axida Tov 100 SARS-CoV-2. To mRNA givar evoopatopévo ce SM-102 Mmidikd
VOVOG®UOTIOW.

Agdopévov 6t o COVID-19 Vaccine Moderna dsv mepiéyet Tov 10, dev UTOPEL VoL 60G TPOKAAECEL T
véoo COVID-19.

g dpa T0 epporro

To COVID-19 Vaccine Moderna evepyomotel Tn @uoikn Guova tov opyavicprol (avosomoTikd
ovotnua). To eufoiio dpa TPOKAADVTOG TOV OPYOVIGHO VO TPOGTOTELTEL (LEG® TNG TOPUYDYNG
avTIoOUdT®V) Katd Tov 100 mov mpokodei tnv COVID-19. To COVID-19 Vaccine Moderna
¥PNOoLoTolEl Lo ovaio mov ovopdletat ayyelagdpo piovovkieikd o&d (mRNA) Tpokeévon va
LETAQEPEL 001 YiEG TOV UTOPOHV VAL XPTGYLOTOGOVV TO, KUTTAPO TOV OPYOVIGLOV Y10 VO TopEyovv
™V TpOTEIVN axidag mov Ppicketor kot 6Tov 10. Ta KOTTOPO TAPAYOVV GTI GUVEXELL OVTICMLLOTO KOTA
™G TPOTEIVIG 0Kidag Tov PonBovv otV KaTamoAEUN G TOV 100. Avtd Bo fondncel oty Tpoctacia
oag katd e COVID-19.

2. T péner va yvopilete apv cag yopnynOsi to COVID-19 Vaccine Moderna

To guforro dev mpémer va yopnyN0ei o mepintwon ariepyiog otn SpACTIKY 0LGIN 1] GE OTOLOONTOTE
GAXo amd o cVOTOTIKA AVTOD TOV gufoAiov (avapépovtatl 6TV Tapdypao 6).

IIpocidomomoeic ko TpoPvAGEELS
AmevBuvleite 6ToV Y10TPO, TOV PUPIOKOTOLO 1] TOV VOGOKOWO 6ag TPty cag yopnyndei to COVID-19
Vaccine Moderna gav:
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- Eiyate oto maperbov coPfapr], ameidntikn yio T {on aAlepytkn oviidpoor HETA amd
éveonomnolovdnmote GAlov gufolriov 1| apdTov cog xopnyndnke to COVID-19 Vaccine Moderna
610 TTOPeEABOV.

- ‘Exete moAl advvapo M €£acbevnpévo avocomomTikd cOoTH

- "Exete MmoBuunoet oto maperbov petd and veon pe Perova.

- "Exete apoppaykn datapoyn

- "Exete vynid mopetd 1 coPfapn Aoipwén . Qotdoo, uropeite va euPoliocteite edv Exete Lo
TopeTd 1N AolmEN TOV OVATEPOV AVATVEVGTIKOD, OTMG EIVOL TO KPLOAOYNLLOL.

- "Exete omowadnmote coPfapn acdévela

- "Exete oyenildpevo pe T1g eVESELS Gyy0g

Edv kdmoto omd to mopandve 1oyvel 6Ny Tepintoon cag (1] €4v dgv giote oiyovpot), anevbuvieite
OTOV Y10TPO, TOV PAPLOKOTTOL0 1 TOV VOGOKOHO 6ag TTptv cog xopnyndei to COVID-19 Vaccine
Moderna.

Onwg cvuppaivel pe OAa ta gpPora, o kbkAog epfoitacpon 2 décemv oo COVID-19 Vaccine
Moderna pmropei vo unv mopéyet TAfpn Tpoctacio o 6Aovg 060t T0 AapPdvovy Kot dev gival yvootd
v TOc0 Sdotnua Ba gioTte TpocsTATELUEVOL.

MMoword kon £pnfor
To COVID-19 Vaccine Moderna dev cuviotdrat yio. moidid niikiog ko tov 18 etdv.

Al gappaka kot COVID-19 Vaccine Moderna

Evnuepaote tov y101pd 1 TOV QApLOKOTO0 GOG AV TOIPVETE, EYETE TPOGPATO TAPEL 1 LITOPEL VoL
napete G o eappaxa. To COVID-19 Vaccine Moderna pmopei vo. ennpedogt tov tpomo dpdong
GAA@V QopUdKk@V Kot GAA @apLaka PTopel va etnpedoovy Tov Tpdmo dpdong tov COVID-19
Vaccine Moderna.

Kinon ko Oniaocpog
Edv elote éykvog 1 Onhalete, vopilete 6Tt pmopel va giote £ykvog 1 oyedidlete va omokToeTe Toudt,
{ntote 1 GLUPBOVAN TOL YTPOV, TOL PUPLOKOTOLOD 1| TOV VOGOKOUOV GOC TPV EUPOAACTEITE.

Odnynon ko YEPIGROS PUNYAVILATOV
Mnv odnyeite N xewpileote unyovnpota v acbiaveote adiobeoia petd tov epforacuo. Iepuévere
HEYPL VO EXOVV TTEPAGEL OL EMOPAGELS TOV EUPOAIOV TPV OONYNGETE 1] XEIPIOTEITE UIYAVILOTOL.

To COVID-19 Vaccine Moderna wepiéyer vatpo
To COVID-19 Vaccine Moderna mepiéyet Aryotepo amd 1 mmol (23 mg) vatpiov avé do6omn, sivar avtd
mov ovopdlovpe «ehevbepo vatpiovy.

3. Mo 0a oag yopnyndei To COVID-19 Vaccine Moderna

To COVID-19 Vaccine Moderna 8a cag yopnynbei wg 600 gvéoeig tmv 0,5 mL. Tvviotdtor 1 debtepn
d6om Tov 1610V gpPoliov va yopnyeitor 28 NUEPES LETA TNV TPDTN SOCGT TPOKEUEVOL VO, OAOKANpwOE]
0 KUKAOG TOV eUPoAlacuoD.

O y10tpog, 0 POPLOKOTOLOG 1] 0 VOGOKOWOG 60 Ba evéael To eUPOAO og Evav P (EVOOUVTKT EVeECT))
670 UMPATGO GO,

Metd and kabe Eveon tov gpfoiiov, 0 YTpAC, 0 POPLAKOTOLOS 1) O VOGOKOLOG GoG o cag
emuINpNoel Yo wepimov 15 Aemta yia va mapakoiovdnoet yio onueio oAAepyIKng avtidpacng.

Eav nopadeiyere To pavrefod yio ™ 2" 661 Tov COVID-19 Vaccine Moderna

- Ed&v mopareiyete to pavieBol, mpoypappatiote po GAAN EXICKEYT TO GUVTOUOTEPO SVVOTO LE
oV ylTpd, TOV QAPUAKOTOLO 1] TOV VOGOKOUO GOGC.
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- Edv mopoldeiyete pio TpoypoplaTiopéVn £VEGT, LITOPEL VO UNV €10TE TANPOC TPOGTUTELUEVOL
ano v COVID-19.

Edv €xete meprocoTEPEG EPOTNGELG GYETIKA LLE TN (PNOT VTV TOV EUPfoAion, pOTNGTE TOV Y1UTPO, TOV
POPUOKOTOL 1) TOV VOGOKOLO GOG.

4., MBavég avemBOuNTEG EVEPYELES

Onwg 6A0 T0 ApLOKa, ETGL KL 0VTO TO EUPOAIO UTOPEL VAL TPOKAAEGEL AVETIOOUNTES EVEPYELES, OV KO
dev mopovctalovial 6e OAOVS TOVG AvOPMTOVC.

AdPete greiyovoa wtpikn fondela edv eppavicete 0mo10dNToTE Ao To akdAovba onueio Kot
CUUTTOLOTO CALEPYIKNG OVTIOPAONG:

- aicOnpa Aobupiog 1 {éAng,

- oAlay€G oTov Kopdlokd Gog TOAUO,

- dvuokorio oTNV avomvon,

- cuptyud,

- TPNEWO TOV XEMDY, TOL TPOGHOTOL 1) TOV AULLOV GOC,

- kvidwon 1 eEavonpua,

- vavtio 1 £HEToC,

- TOVOG GTO GTOUAYL.

Edv mopatnpnoete Kamowo GAAN avemBOUNTN eVEPYELD, EVILEPDOTE TOV YATPO 1) TOV VOGOKOLO GOG.
Avtéc pmopei va meptropufavouv:

oAb ovyvég (umopei va enmpedoovy teprocdtepa and 1 ota 10 dropa):
S1OYK®OON OT1 HOGYOAN

TOVOKEPAAO

voutio

£lETO

HUiKOG TOVOC, TOVOG OTIG apHpDOGELS, Kot SuoKaLyia

OVoG 1 O10YKmon o1t Béom €veong

aicOnpo vepPorkng KOT®ONG

piyn

TLPETOG

Toyvég (Lmopel va emnpedoovy mg kot 1 ota 10 dropa):
. eEavonpua
. eEavOnua, epuBpotnta 1 kvidwon ot Bon éveong

Mn cvyvég (umopet va ennpedoovy £mog kot 1 ota 100 dtopa):
. KvNnopog ot Béon éveong

Xrdvieg (umopel va enmnpedocovy £mg kat 1 ota 1.000 dropa):

. TOPOSIKY LOVOTAELPN TTDOOT YoViog otopoTog (tapdivon tov Bell)

. SOYK®OGN TOV TPOGAOTOV (SIOYKWOGT TOV TPOCMTOV UTOPEL VoL ELPOVIGTEL 08 060gveig Tov
&xovv AdPet evéotpeg aebntikéc Bepomeieg Tpoc®dmoL.)

AyvooT cvyvoTnTO

. ocoPapég oAEPYIKEG AVTIOPAGELS Le SUOKOAIEG GtV avamvor| (avopuAiagio)
. avtidpacn avénuévng evactnciag 1 Svcave&iog TOL AVOGOTOUTIKOD GUGTHIATOG
(vmepevaricnoia)
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Avo@opa avemBopunTov evepyELOV

Edv mopatnproete kKamota avemBOUnTr EVEPYEL, EVILEPMGTE TOV YATPO, TOV POPHAKOTOLO 1| TOV
VOoOoKOLO 060G AVTO 1oYVEL Kat Yo KAOe mhov avemBounTn EVEPYELR TTOV OEV AVOPEPETAL GTO TAPOV
@OALO 0OMYIDV Yprione. Mmopeite eniong va avapépete avemBounteg evépyeleg anevbeiag, HECH TOV
€0viKoD GLGTIHHATOG OVAPOPAS TTOV avaypdpetal 6to [apdptmua V. Mécm g avapopdig
avemBounToVv gvepyeidv pnopeite va fondnoete ot GLALOYN TEPLGGOTEPWOY TANPOPOPLDV CYETIKA LLE
TNV 0CQAAELD TOV TOPOVTOG EUPOAIOV.

5. Tlég va guracoere To COVID-19 Vaccine Moderna
To gpufoiio avtd mpémet va pUAGGGETOL GE PEPT OV deV TO PAETOLY Kot deV TO POAVOLV Ta TOLd1E.

No pn xpnoyomoteite owtd 0 EUPOAO HETE TNV MUEPOUN VIR ANENG TOL AVAPEPETAL GTNV ETICTUAVOT
petd v AHEH. H nuepopnvia Aqéng eivor ) televtoio UéEPC TOV PNV TOL AVOPEPETOL EKEL.

[TIAnpogopiec oxetikd pe T OAAEN, T ANEN KoL T PNOT| KOl TOV YEPIGHO TEPLYPAPOVTAL GTNV
evotnTa mov mpoopileTal Yo Tovg enayyelpaties vyeiog 6To T€A0G TOL PUALOL 0N YDV YPNONE.

Mnyv metdite ApROKA GTO VEPO TNG AMOYETELONG 1 OTa OKLOKA amoppipata. Potiote tov
(QOPLOKOTOLO GOG Y0 TO TAOG VO TETAEETE TA. PAPLLOKO. TTOV OEV XPNOYLOTOLEiTE TLol. AvTd To pétpa O
Bonbnoovv otV mpoctacio Tov mepPdAlovoc.

6. Mepreyépeva TG GVOKEVAGING KO AOWTEG TANPOPOPLEg
T epréyer to COVID-19 Vaccine Moderna

- [pokertal yio Eva eroAidio ToALoTA®VY d0GE®VY, To onoio tepiEyel 10 docelg Tmwv 0,5 mL.

- Mia 8601 (0,5 mL) wepiéyer 100 pukpoypappdpra ayyelioeopov RNA (MRNA)
(evoopoatopévoy 6e SM-102 Mmidikd vovos®paTiow).

- Movorkkmvo ayyelagdopo RNA (MRNA) pe kaAdmtpo. 6To 5° GKpo, TopayoUeEvo Ue xpnon
elebbepn g KLTTAPWV IN Vitro petaypaeng and ta avtictoya npdtuma DNA, Tov kowdikonotovv
v ukn tpwteivn-okida (S) tov SARS-CoV-2.

- Ta dAla cvototikd gival Amidio SM-102, yoAnotepon,
1,2-distearoyl-sn-glycero-3-phosphocholine
(DSPC), 1,2-Dimyristoyl-rac-glycero-3-methoxypolyethylene glycol-2000 (PEG2000 DMG),
TPOUETOUOAN, VIPOYAMPIKT TPOUETOUOAN, 0E1KO 0&D, 0EIKO VATPLO TPOPIKO, Gakyapdln, Vowp
Y10 EVEGLLAL.

Epgavien tov COVID-19 Vaccine Moderna kot agpie0ueva TG 6V6KEL0.6i0g
To COVID-19 Vaccine Moderna givat pio Agukn ém¢ vTOAEVKN dlacTopd TOL TAPEXETOL GE VOl
YOAAVO PLOAISLO [E ELACTIKO TAOU KOl GOPAYIOT) GAOLULVIOV.

Méyebog cvuokevaciog: 10 eraAidia ToAaTAdY 0cE®V

Karoyog Adcrag Kvkhogpopiac:
MODERNA BIOTECH SPAIN, S.L.
Calle Monte Esquinza 30

28010 Madrid

Iomovia
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Hapaockevaotig:

Rovi Pharma Industrial Services, S.A.
Paseo de Europa, 50

28703. San Sebastian de los Reyes
Madrid

Tomovia

IMa omoladnwote TANPOPOPio GYETIKA LUE TO TOPOV QOPLOKEVTIKO TPOIOV, TAPOKAAEISTE VO,
amevBuvbeite otov Tomikd avtimpdownmo tov Katdyov g Adetag Kvkhopopiog.

Belgié/Belgique/Belgien Lietuva
Tél/Tel: 3280038405 Tel: (8 5) 214 1995

Buarapus Luxembourg/Luxemburg
Texn: 008002100471 Tél/Tel: 35280026532

Ceska republika
Tel: 800050719

Danmark
TIf: 80830153

Deutschland
Tel: 08001009632

Eesti
Tel: 8000032166

EAhGoo
TnA: 2111993571

Espafia
Tel: 900031015

France
Tél: 0805543016

Hrvatska
Tel: 08009614

Ireland
Tel: 3531800851200

island
Simi: 8004382

Italia
Tel: 39800141758

Kvnpog
TnA: 35780077065

Latvija
Tel: 37180005882
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Magyarorszag
Tel: 3680088442

Malta
Tel: 80062397

Nederland
Tel: 08004090001

Norge
TIf: 4780031401

Osterreich
Tel: 43800232927

Polska
Tel: 008003211487

Portugal
Tel: 800210256

Romania
Tel: 40800630047

Slovenija
Tel: 080488802

Slovenska republika
Tel: 421800105207

Suomi/Finland

Puh/Tel: 358800413854

Sverige
Tel: 020127022

United Kingdom (Northern Ireland)

Tel: 08000857562



To mwapév ¢vALo 0dNTLOV YpiioNS avadepONKE Y0 TEAEVTALO QOopd oTig 03/2021.

Avt6 10 UPOMO Exel eykpiBel pe TV dadikacio ToV omoKOAEITAL «EYKPLOT VIO OPOVE». AVTO
OMNUOLVEL OTL AVOUEVOVTOL TEPIGGOTEPES AMOJEIEEIS GYETIKA [LE aVTO TO EUPOALO.

O Evponaikog Opyaviopdc @apudkov Oo a&lodoyel TOLAGYIGTOV ETNGIWG TIG VEES TATPOPOPIEG Y10, TO
euporo avtd ko Ba emkapomotel o Tapdv VAo Odnyudv Xpnong avaidyws.

2apOOTE TOV KOOIKO LLE KIVI T GUGKELT] Y10 VOL AAPETE TO PUALO 0ONYIDV XPNONG GE SLUPOPETIKES
YADGGES.

'H emokepbeite ) 61e66vvon URL https://mwww.ModernaCovid19Global.com

Agmtopepeic TAnpoopies yio To epPorto avtd givar drabéoieg 61o dikTvakd TOTo TV Evponaikon
Opyavicpov @apudxev: hitp://www.ema.europa.eu.

To mapov eOALO oMYV Yp1oNG gival Stabécipo o OAeg Tig emioneg YAwooeg g EE/EOX otov
dktvako tomo tov Evpomaicod Opyaviopod @apudkov.

O Tinpo@opisg mov akorovBovv amrevdivovtan pévo o€ emayyelpatieg vysiog:

Iyvniacétta
[poxepévov vo BeAtiwbel 1 yvnAlaoidtnTo TV POAOYIKOV GOPUAKEVTIKGV TPOTOVI®MV, TO OVOLO
Kot 0 appOg TOPTISAG TOV YOPTYOOUEVOL PAPUAKOL TPETEL VAL KOTOYPAPETOL LUE GOUPTVELXL.

To COVID-19 Vaccine Moderna 8o mpémet vo yopnyeitol and eKmoidevpévo emayyeApotioo vysiog.
To eupoio givar Eroyo yia xpnon PO omoyvydet.
MnVv avakiveite 1| apoLdVETE.

Ta @roAidue tov COVID-19 Vaccine Moderna givon noAlanhdv d0cemv. Amd kdbe @raridio
TOAMATADY 3O6GEMV PTopovV va. avoppoenBovv déka (10) docelc.

Y kabe PLolidro mepiEyeTan EMMALOV GYKOG VIIEPTANPOOTG Y10, VO, S106(QoAoTEl 0TL B Tpokhyovv 10
doceic Twv 0,5 mL.

To COVID-19 Vaccine Moderna 8o, mpémet vo yopnyeitot og 600 dooeig tov 0,5 mL. Zvvictdrorn
yopnynon g 6evtepng doong 28 NUEPEG UETA 0o TNV TPAOTN dOGN.

Onwg pe 6Aa T evéoipa epforta, 1 KatdAAnAn otpikn Oepaneio kot enipreyn mpénel mévta va ivor
Gpeoa dStbéoeg o€ mEPITTOON OAVOPLAOKTIKNG avTidpaons HeTd omod T yoprynon tov COVID-19
Vaccine Moderna. Ta dtoua Bo. mpémnet vo mapakoiovfovvtor amd enoyysluatio vysiog yo
TovAdyiotov 15 Aentd petd tov eufoilaco.

Agv vrapyovv dedopéva yio Thv aEoAoyNoT TS TonTdypovng xoprynong tov COVID-19 Vaccine

Moderna pe dAla eppoiia. To COVID-19 Vaccine Moderna dev mpémet va avopetyvostat pe GAho
eUPOLIO 1 POPUAKEVTIKE TPOTOVTA GV 110 cVPLYYQ.
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To guPfoiio mpémnet va, yopnyeital evdopvikd. To mpotiudpevo onpeio eivat o SEATOEIING HVG TOV AVED
Bpoayiova. Mnv yopnyeite avtd to oAl vooayyelakd, VITOSOPLO. 1 EVOOIEPLATIKA.

Minpogopisg oyeTikd pe ™) QOAAEN KOL TOV (EIPLONO

AmoBnRkevon og KAtayouén

®uvAaooere 0TV Katayogn o
©egpuokpacia amo -25°C ewg -15°C
Mnv To aTTOBNKELETE TE ENEO TIAYO ) OF
Bepuokpacia xapnAoTepn amod -40°C

DULAGOCETE TO OTNY APXIKN XAPTIVN CLOKELATIA YIa
Va TTPOCTATELETAI ATTO TO PWG.

AtropiETE KABE PIaliSio TpIv amod Th XPRon

EIKOVEG PIANISIV HOVO YIA ETTEENYNUATIKOLG CKOTTOLG

—[ 2 opeg kai 30 Mm@ oTO Yuysio J:— —[ 1 dpa ot Beppokpacia Smpariov Jﬁ
J ) S
s @ -

15° g 25°C

2° £wg 8°C

A@noTe T QIaAiSio ot BgppoKpaocia seuariov yia 15 Aerrra mpiv
amé 1 xopfiynon

O8nyieg peTa TNV amoyuvén

Mn TpoTinuévo plalisio

—{ MeTa TNV avappoé@non Tng mpetg §6ong }—~

MéyioTn xpoviki Siapkeia -

@cppokpacia yoyeiov f; [ g~
Swpariov

To @iaAisio TipéTTel va SiaTnpETal &

©eppokpacia PeTagsd 2° éwg 25°C.

Karaypayre TNV nuepopnvia kai TRV

@OPAa amoppPIYNG TNV ETIKETA TOL
@IaNisiov.

dOAagn ot Yo&n g
Bcppokpacia swpariov

8° écog 25°C

ATTOPPIYTE TO TPLTINUEVO PIANISIO HETA
anod 6 OPEG.

Avappo@noTe kaBe 660n epBoAiov 0,5 mL armd 10 PIANSIO, XPNOIUOTIOIGMVTAG PIA KAIVOLPIA ATTOCTEIPGMUEVN BEAOVa
KQl GVUPIYYA YIA KAOE EVETT, WOTE VA ATTOTPEWETE T HETAS00N AOILOYOV@Y TIAPAYOVT®Y aTtd £éva ATOHO T€ AANO.
H 860n oTn obpIyya MPEMEl va XPNOIPOTIOIEITal AHECKG.

Amé n oTiyun mov B8a TpunnBsi To @ialisio yia va avappo®nBzi n apyikn §don, To ufolio mpéma va
Xpnoipomoin®si auéowg Kai va amoppipOei émara amd é opEg.

OT1oIadNTTOTE AXENCIUOTIOINTN TTOCOTNTA EUBOANIOL I} LTTOAEINUA TIPETTEl VA ATTOPPIPOEI COPP®VA WE TIG KATA TOTIOLG
I0XDOVLOEG OXETIKEG SIATAEEIG.

[ Mnv karaywoxere Eava [10TE ra amoyuyuiva sufolia ]
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Xopnynon
MeploTPEWTE QTTAAG TO PICAISIO PHETG TNV ATTOWLEN Kal TIPIV aTtd KABE avappo®non.
To epBOAIO gival ETOINO TTPOG XPNOT HOAIG atTrowuxOei. MNV TO AVaKIVEITE 1) apaIdVETE.

Mpiv amé v éveon, eAéyEre KAOe
860N woTe va:

EmpeBaicdoere 011 To LYPO eival Aebkd
£@G LITOAELKO TOCO OTO PIANIGIO OTO

Kal oTn oLpPIyYa

EmmainBeboete 6T © OYKOG TG OLPIYYAG
gival 0,5 mL

To COVID-19 Vaccine Moderna pmopei va
TIEPIEXEI AELKA I NUISIAQAVT COUATIOIA TTOL.
OXETICOVTAl [E TO TIPOIOV.

Eav n 6oco)oyia gival \avBaopévn )
€AV LITAPXEI ATTOXPWHATIOHOG KAl GANG
owpaTiola, pnv XopnynoeTe To euBONIo. -
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Hapéptnpe IV

Mopiopoto oyeTikd pe T 1oPRYNSN AOELOS KVKAOPOPINS VIO 6POVS TOV TAPOVCLAGTNKAY 0.TTh
Tov Evponaiké Opyoviepné @oappdxov
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Hopioparoe mov mapovoidotnkay and Tov Evponaiké Opyaviepnd @appdkov yio:
o Xopnynon ads0g KuKAOQOpiag VO OPOVG
H CHMP, Aappdvovtag vroyn v aitnon, Oempei 6t1 1 ox€on 0@ELovg Kvduvov guvoel )

GVGTAGCT) YOPIYNONG TNG ASEL0G KUKAOPOPING VIO OPOVS, OGS emeényeitan TEPUITEPW GTNV
Evpomaixn Anuodoia Exbeon A&loldynong.
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