ITAPAPTHMA 1

HEPIAHYH TON XAPAKTHPIZTIKQN TOY IIPOIONTOX



vTo @ApUOKO 0VTO TEAEL LTO CLUTAN PO UATIKT TOPaKOAOVONGT. AVt Ba emTPEYEL TO YP1YOPO
TPOGIOPIoUO VEDV TANPOPOPLOV OGPAAELNS. ZNTEITAL OO TOVG EMOYYEAUATIEG VYELNG VO AVAPEPOVY
omoleconmote mBavoroyoOueVEG avemBOuNTeg evépyeteg. BA. mapdypapo 4.8 yio Tov TpOTO avapopis
OVETLOOUNTWV EVEPYELDV.

1. ONOMAZIA TOY PAPMAKEYTIKOY IPOIONTOX
BIMERVAX gvéoipo yoldxTopa
Eupoiio COVID-19 (ovacuvovacuévo, avoGoEVIGYLUEVO)

2. IHOIOTIKH KAI IOXOTIKH XYNO®EXH

Av10 givor évo ProAidto moAlomAdv d6cewv mov meptéyel 10 d6celg twv 0,5 mL 1 éva glarido piog
d6ongc mov mepiéyet 1 86on tov 0,5 mL.

Mia 66on (0,5 mL) mepiéyer 40 pikpoypoppdpia selvacovatein avocogvioyvpévo pue SQBA.

To selvacovatein givorl éva eTepodIUEPEG GVVINENG TTEPLOYNG OEGUEVGNC UVAGLVIVAGUEVTS aKidag (S)
vrodoyéa TpwTEivig Tov 100 SARS-CoV-2 (RBD) (oteréyn B.1.351 ko B.1.1.7) mapdyeton pe
teyvoloyia avacvvdvacspévov DNA ypnoipomoimvtog eopéa EKPPacns TAAGLOI0L GE KUTTAPIK
oepd CHO.

Avoocogvioyutikd SQBA mov mepiéyet avd 66om 0,5 mL: okovarévio (9,75 mg), molvcopPucod 80
(1,18 mg), Tpreraixn copPrravn (1,18 mg), kitpkd vérpio (0,66 mg), krtpkd o0& (0,04 mg) kot Héwp

Y10 EVEGTLAL.

I"a tov TAnpn KaTdroyo TV ekddywv, PA. mapdypoeo 6.1.

3. DOAPMAKOTEXNIKH MOP®H

Evéowo yoldktopa (éveon)

Agvkd opo0YEVEG YOAAKTOUA.

4. KAINIKEX IIAHPO®OPIEXZ

4.1 OgpamevTiKEg EVOEiLEIg

To BIMERVAX gvdeikvutal o¢ ovoUvnoTIKN dO0T Y1 TIV EVEPYNTIKI] 0lVOCOTOINGT| Yl TV TPOANYN
¢ COVID-19 o¢ dropa niikiog 16 etdv kat dvm mov £xovv AdPet mponyovpévmg éva COVID-19
euporio mRNA (BA. mapaypdeovg 4.2 ko 5.1).

H ypriion avtov tov epfoiiov mpémel va yiveTor GOUQ®VA, LE TIG EMIONIES CVOTAGELC.

4.2 Aocoloyia Kol TPOTOG JOPNYNONG

Aocoroyia

Arouo nixiag 16 ety kou ave

®a mpémet va, yopnyeitot pia epamas evoopvikn 66om (0,5 mL) tov BIMERVAX tovAdyiotov 6 piveg
HETA amd To mpornyovuevo uforo mRNA COVID-19 (BA. mapdypapo 5.1).

To BIMERVAX pnopet va yopryeitol eniong ToLAGYIGTOV 6 UVES HETA OO TIV TPOTYOVLEVT|
avapvnotiki 66on BIMERVAX.



Hlkiouévog wAnBoouos
Agv amaiteitol Tpocapoyn e 60ong o NAKIoUEVA dTopa NAKiag >65 eTmv.

Taidrazpiros minBoouog
H acedieia kor n amotereopoticotnta tov BIMERVAX ce maidid kot eprifouvg nAkiog kdtm tov

16 etdVv dev Exovv akopa Tekunplodel. Aev vdpyovv dtubécipa dedopéva.

Tpomog yopnynong

To BIMERVAX wpoopiletat Lovo yio evOOoUDIKn YOp1ynoT, Katd TpoTinor 6Tov SEATOEN L TO
ave Ppayiova.

To epPforio dev TPEMEL VaL EVIETOL EVOOAYYELNKA, VTOSOPLA 1] EVOOIEPUIKA.

To euPforio dev TPEMEL VoL AVALELYVIETOL GTNV 1010 GUPLYYQ LLE OTTOLONTOTE AAA EUPOALO 1)
QOPUOKEVTIKA TPOIOVTOL.

IMa t1g TpoLAGEELS TTOL TTPEmel va ANeOovV TPy amd T xop1ynom tov gufolriov, PA. mapdypago 4.4.
IMa 0dnyieg oyeTikd pe Tov ¥epiopd Kot Ty amdppiyn Tov epfolriov, PA. mapdypapo 6.6.
4.3 Avtevosigelg

Yrepevouohnoia ot Spactiky| ovoia 1 6€ KAmolo amd Ta £KS0Y0 TOL AVUPEPOVTOL GTIV
Topaypopo 6.1.

4.4 E10kég TPOEIOOTOMGELS KO TPOPVAAEES KATE TN Y(p1jo

Iyvnioowdtro

ITpokeévov va Bertiwbel 1 yvnAacuodTnTo TV PLOAOYIKGV QOPUOKEVTIKOY TPOIOVI®V, TO OVOUQ
Kol 0 aplOpOg TOPTIONG TOL YOPYOVLEVOL PAPLLAKOV TPETEL VO, KATAYPAPETAL LLE COPVELOL.

YnepevarcOnoio kot ova@uAo&io

"Exovv avaeepBei coppavia avaeuraéiog pe eufoia COVID-19. Oa npénet va gival Tavta Queco
Stabéotun KaTdAANAN WTPIKY ay®yn Kot EMiPAeyn o€ TEPITTOOT OVOPVAOKTIKNG OVTIOPAOTG LETA TN
yopnynon tov eufoiiov.

ZUVIGTATOL GTEVT TOPAKOAOVONGN Y10 TOVANY IGTOV 15 AemTd petd Tov UPOAACHO.

Agv Oa, mpémet va, yopnyn el mepattépm 6001 ToL EUPOAIOL GE ATOUE TTOV EUPAVIGOY avaPVLANEID LETA
amo ponyovuevn d6on tov BIMERVAX.

Avtdpaoceic oyetildueveg pue Gryyog

Mmropel va, eLeavicTodV ovTIOPAGELS TOV GYETILOVTAL [LE TO AYX0G, CUUTEPIAAUPBAVOUEV®VY TOV
OYYELOMVEVLLOVOYOAGTPIKAOV OVTIOPACENDY (CLYKOTN), TOV VIEPUEPICLOD 1) TV OVTIOPAGEDY TOL
oyetilovtan e TO 6TPEG 6€ GLVOLAGHO LLE TOV EUPOAOGLO, MC WYVYOYEVIC OVTIOPOAGT OTIV £VECT] LE
Beiova. Eival onuovtikd va Aappdvoviotl Tpo@uAGEELS Yo TV OTOQVYT| TPOVHOTIGHOD Ao
AmoBvopia.

2uv0o06 VOSTILLOTO,

O euPomacpdc Ba mpémet va avaParietal o ATopa TOV TAGYOLY 0td o&eia GoPapn eUmPETN VOGO N
o&eio Aoipmén. H mapovsio riag Aoipméng 1/xat youniov mopetod dev Oa mpénel va kabvotepnost
Tov guforacud.



®Opoufokvtropomevia Kot dtatapayEc TnéENC

Onwg kot pe GAAeS EVOOUVTKEG EVEGELS, TO EUPOLIO Do TPETEL VoL yOpNYELTAL [LE TPOCOYN GE ATOUN TOV
AapBavouy avtimnktikn Bepaneio ) o€ dtopa pe OpopfokvtTaponevio 1] 0OTOLONTOTE dATAPAYY
TENG (6T®G aploppoPIAia), ETELON LITOPEL VO, TOPOVCIACTEL atoppayic | HOAOTICUOG EMELTA 0T
EVOOLDTKN YOPNYNOT OE AVTA TO. ATOLA.

Avocokoteotaiuéva dTouo

H amoteleopatikdmta Kot 1 acpaieio Tov epporiov dev Exovv a&lohoynBel o€ avocoKaTESTOAUEVA
dTopo, cCVUTEPAUUPaVOUEVOV EKEVOV TOL AaUBAvoLY avocokaTasTaATiKn Bepaneio. H
amoteleopatikotnta 1o BIMERVAX evdéyetal va etval xapumAiotepn 6€ 0VOGOKATEGSTAAUEVD GTOUA.

Aldpkelo TpooTaciog

H dudpxeta g mpootaciog mov mapéyetot omd To UPOALo gival AyvaoTtr, Kabmg PpiokeTol axopa vro
TPOGOLOPIoUO HEGH GUVEYILOUEVOV KAIVIKDV SOKIUDV.

IIepropiopol TN amoTEAEGULOTIKOTN TS TOV EpBoAion

Onoc kot pe kéBe gppforo, o epPforacpdc pe 1o BIMERVAX pmopel va uny mpootatedel OA0VE TOLG
AmTEC TOL EUPoriov.

"Exdoya

Kdiio

To epPorio avtod mepiéyel Ayotepo omd 1 mmol kadiov (39 mg) avd d6om, dnNAadT ival oLGLOCTIKA
«eAebBepo KOAiOLY.

Nazpio

To guPforto avtd mepiéyel Arydtepo omd 1 mmol vatpiov (23 mg) avd d6om, dSNAad gival OLGLOGTIKG.
«eAevBepo vatpiovy.

4.5 Aliemopdocseig pe GAlo QUPUUIKEVTIKE TPOTOVTO Kol GAAES pOPPES aAAnAemiopaong
Agv &govv mpaypotonomOel HeAETeC OAANAETIOPAGEWDY.

H ovyyopnynon tov BIMERVAX pe dAlo epforia dev éxet pehetnOet.

4.6 TovipétnTo, KONON KO YoLovyia

Kvnon

Agv vrapyet eumepio pe ) ypnon tov BIMERVAX otig éykveg yovaikes. Mehéteg o (da dgv
Katé€delEay dpeon 1 EUUecn TOEIKOTNTA GTIV EYKVLOCUVT], TNV AVATTLEN TOL EUPPVOV, TOV TOKETO 1)

T petoyevvntiky avantoén (BA. mapdypago 5.3).

H yopriynon tov BIMERVAX «atd ) didpkela TG eykvupoouvng Ba tpénet va e€etdleton povo dtav
ta Thavd 0pEAN VITEPTEPOHV TV TOUVAOV KIVOOVEOV 0T UNTépa Kol To EUPpLo.

ONnAacpOS
Agv givonl yvooto edv to BIMERVAX anekkpivetol oto avOpodmivo yaia.

Agv avopévetar enidpacn oto ONAalovta veoyévvnta/Ppéen, EmE0n 1 CLGTNUOTIKY £kOeon 6N
Onratovoa pntépa oto BIMERVAX eivan apeintéa.



Tovipémro

Meléteg oe (Do dev KaTESEIEAY AUEST] 1] EUUEST] TOEIKOTNTO GTIV OVATOPOY®YIKT] tKovotnTo (PAETE
5.3).

4.7 Emodpacsig 6Ty IKEVOTNTA 0011161 KOl YEIPICHOD U OvVILdTOV

To BIMERVAX dgv &yt kopio 1 £xel acovin exidpacn oty KovOTnTo 061 yNong Kot YEPLGHoD
pnyovnudtov. Qotd60, OPIGUEVEG A0 TIG EMOPACELS TOL OVOPEPOVTOL GTNV TAPAYpapo 4.8 pmopet
VoL ETNPEACOVY TPOCOPLVE TNV IKAVOTNTO 0OYNONG 1 YEPLGLOD UNYovHAT®V.

4.8 AvemOOunreg evépyereg

TIepiAnyn tov TPOoPik 0COAAELOC

O1 o oLy vEG avemBOUNTEG EVEPYEIEG TTOL OVAPEPONKOY PETA OO TNV OVAUVNOTIKN 600G UE TO
BIMERVAX oc¢ dtopa mov élapav kopia oepd pe epffoito mRNA COVID-19, ftav dhyog g 6éong
éveong (82,8%), xeparodyia (30,8%), kommon (31,1%) kot poaryia (20,6%). H didpeon didpkela tov
TOTIK®V KOl GUCTNUATIKOV oveETBOUNTov evepyetmv ntov 1 g 3 nuépeg. Ot mepiocdTepeg
avemBouuNTeg EVEPYELES EPPOVIOTNKOY EVTOG 3 NUEPDOV LETA TOV EUPOMACHO KOl HTOV NTLOG EWOC
pétplag cofopdtnroc.

H acpddeia g emmiéov avopvnotikng 66ong tov BIMERVAX g tétaptng 06ong a&lohoyndnke oe
288 datoua, niikiag 18 €TV Kat Avm, To omoia eiyav oAoKANpmaGel ite 3 60celg epPporion mRNA
tolvapepavn/COVID-19 gite 2 66ce1g epPporiov mRNA tolvouepdvng/COVID-19 kau 1 66om
BIMERVAX, ka1 éAapav emmiéov avapvnotiky 06on BIMERVAX ceg pecodidotnua 6 £mog 12
UNVGOV LETA ot TNV Tpitn mponyovpevn d6om).

O1 o ovyvég avemBOuNTEG EVEPYELEG TOL OvaPEPBNKavV NTav dAYog TG Béomg veong (79,9%),
rkeparadlyia (25,0%) kot kdnwon (25,0%). H didpeon dtdpkela TV TOTKOV KOl GUGTNUATIKOV
avemBountov evepysimv nrav 1 éog 3 nuépeg. O TePIoGOTEPES OVETIBOUNTEG EVEPYELEG EPOAVICTNKOAY
€VT0G 3 NUEPAOV UETE TOV EUPOAAGHO KO HTAV NG £MG LETPLOG COPAPOTNTOC.

Kotdroyoc avemBountmyv evepysldv 6€ LOPON TIVOK

To wpo@il ac@dielag mov mapovcidleton Tapakdto Paciletal 6e GVYKEVTPMTIKG OEO0UEVO OCPAAELOG
OV TPOEKLYAV OO dVO KMVIKEG OOKIUEG @dong 2P kot pdong 3 pe cuvoiikd 3.192 dtopa niwciog 16
ETMV Kol Av®, To. onoio EAafav pio avapvnotikn 66on BIMERVAX tovddyiotov 3 uiveg pHetd amod
éva pornyovpevo epforto katd tng COVID-19. H dudpeon didpieia tng mopakorovdnone aocpileiog
nrav 12 pnves ywa to 99,4% tov atdpmv kot 6 pnveg yia to 0,6% tov atopmy.

Ot avemBOunTeC EvEPYELEC TOL TOpATNPNONKAY KATA TN S1APKELD KAVIKOV SOKIUOV Topotifevton
TOPUKATO COUP®VA UE TIG aKOAOVOEG Kot yopieg cuyvoTnTaG: TOAD Ly Ve (>1/10), cuyvég
(>21/100 émg <1/10), o1 ovyvég (>1/1.000 émg <1/100), ondvieg (>1/10.000 £wc <1/1.000), ol
onavieg (<1/10.000) kot un yvwotig cvyvotntog (dev pmopovv vo ektiundodv pe Bdon ta dtbéoipa
dedopéva).

e KB opadomoinom GuyvoTHTOY, Ol avemBOUNTEG eVEPYELEC TapovatdlovTal Katd oelpd Bivovcog
coPapotntag.



ivakog 1: AvemBopnteg evépyereg amd Tis kKvikég dokipnés Tov BIMERVAX o¢ dtopa 16 etV
Ko Gve

Koatyopia IMoA0 cvyvég | Xvyvég Oy ovyvég Yravieg Mn yvootig
0PYOVIKOD oLYVOTNTOS
GULOTIHNOTOS
Awrapayés Tov Agppadevomdde
OLPLOTOU TIKOV w®
KOl TOV AEPPLKOD
GULOTIHNOTOS
Awrapayés Tov | Kepalaiyio Z6én oporcOncio
VEVPIKOD Yrvniia YrnosOnoia
GLOTNNOTOS
Koporokég [Tepwcapditido?
owTapoyés
Awrtopoyés TOL Algppoio Odvvopayio
YOGTPEVTEPIKOD "Epetog Kot\okd
Nowtio éAyoc?
Awrtopoyés TOL Kvnopog Kvidmwon
0£PNOTOS KO TOV Yrepdpwoio
V0d6pLOV 16TOV E&avOnpua
Epobnua
Awrapayég Tov Moodyio ApOpodyio
HVOGKELETIKOV
GULOTI MO TOS KOL
TOV GUVOETIKOV
16700
Cevikég Akyog mg | Oidnpa g | E&acBévion Molomiopog
owrapayés ko | Béong éveong | Béomg €veong Piyn mg 0éomg
Kotootaosls TG | Konmon Eponpa g | Kakovyia éveong
0000 yopRyNoNg 0éomg éveong Kvnopog mg YnepevosOnot
YiMpovorn g | Béomg éveong a g 0Béong
Béomg éveong éveong
MMupegia
Moocyohoiog
mOVOg

“ Avtdg 0 6pog mephapfave emiong copfdvo mov avapEpinkay og Aeppadevitido
P Avtdg 0 pog mepihapBave emiong cupPévia mov avopépBnikoy og Glyog Gve kot KETm Kot iag
" Me Baomn éva povo cupBav katd T S18pKELD TOV KAVIKGOV SOKIUMV

Avoopd mBavoLoyOLUEVOV AVETBOUNTOV EVEPYELDV

H avoapopd mBavoroyoduevemy avemiBountmy evepyeumdv HeTd amd T xop1yNnom Adeluc KuKAOPopiag
TOV PAPUAKELTIKOD TPOIOVTOG elvar onuavtikn. Emtpénet tn cuveyn mapakoiovdnon g oyéong
0PEALOVC-KIVODVOL TOV QOPHOKEVTIKOD TPOTOVTOG. ZnTeital and Tovg enayyellaTieg vyeiag va
OVOQEPOVY OTOLEGONTOTE TLOUVOAOYOVUEVES AVETIBOUNTEC EVEPYEIEC LECH TOV €BVIKOV GUGTILLOTOG
avagopdg Tov avaypaeetol oto [opdptnua V kot va cvureptaAdfovy tov apfud maptidag, 6v
VILAPYEL.

4.9 Ynepdocoroyia

Y& mePInTOOT VIEPSOGOAOYING, GLVIGTATAL TAPUKOAOVONGN TV {OTIKOV AgtTovpyldV Kot Thavn
SLUTTOUATIKY Oepameia.

5. DAPMAKOAOI'IKEX IAIOTHTEX

51 ®@oppoxodvvopikEs 1010TNTES

Ddoppokobepamevtikn katnyopio: Euporio, euforia Covid-19, kmokog ATC: JO7TBNO4


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

Mnyoviopdc 6pdonc

To BIMERVAX egivat éva gpupoA1o avacuvouacsuévng TpmTeivng Tov omoiov 1 SpacTIK ovsio
(avtry6vo) givar To eTepOdIPEPEG GOVINENG TTEPLOYNG OEGLEVCTIC AVAGLVOVAGUEVTS 0Kidag (S)
vrodoyéa Tpwteivng Tov 100 SARS-CoV-2 (RBD)- otedéyn B.1.351-B.1.1.7. Metd ) yopnynon,
OMovpyeiTaL o AVOGOAOYIKY] AOKPLoT), TOGO GE YLUIKO 000 KOl G KUTTAPIKS EMIMEDO, EVOVTL TOV
avtryovov SARS-CoV-2 RBD. Ta e&ovdetepmtikd avtiohpota Kot g neptoyng RBD tov SARS-
CoV-2 amotpénovv ) 6écuevomn g RBD otov kuttapkd otdyo g ACE2, gpnodilovrtag étot
ueuppavikn covenén kot v oyeviy Aoipwén. Emimiéov, to BIMERVAX endyetl avityovogtdikn
avocoamokpion Tov T kuttdpwv, 1 omoia propei va cupfdiel otny mpoctacio katd g COVID-19.

AmoteleopaTIKOTNTO,

H amotereopatikomra too BIMERVAX mpokintel and TNV avoGoevicyLon TV 0VOGOATOKPIGEMV
oe gykekpuévo guporto COVID-19, tov omoiov 1 amotelecuatikOTNTO £)XEL OAMIGTWOEL.

Avocoyovikdtnta,

H avocoyovikotnta tov BIMERVAX a&toloynOnke e pio TpogyKprtikn TOAVKEVIPIKY] KAVIKY
doxn @éong 2P (Merétn HIPRA-HH-2) kot 6 pia modvkevipikn kKAvikn dokiun @dong 3 (Merétn
HIPRA-HH-5).

HIPRA-HH-2

H Meiétn HIPRA-HH-2 givon pio ©aong 23, Sumhd ToeA1], TUYOLOTONLEVT), EAEYXOUEVT] LE SPUOTIKO
QAPUOKO, TOAVKEVTPIKT KAIVIKT SOKIUN U1 KOTOTEPOTNTOC Y10, TV a&LOAOYNOT TG 0VOGOYOVIKOTITOG
KOl TNG 0oQAAELOG EVOC ovapvnotikod epportacuod pe BIMERVAX og cbykpion pe 1o epupoio
mRNA tolvapepdvng/COVID-19, oe evijlikeg mAnpwg gpporacpévoug katd g COVID-19 pe
euPforito mRNA tovrdyiotov 6 piveg mpv omd v €viaén. Avti 1 kKAwvikn doxyn @daong 23
ATMEKAELGE YOVOIKEG TTOV NTOV EYKVEC, ATOLN TOV NTAV AVOGOKOTECTOAUEVA 1] €LV AGPEL
0VOGOKOTAGTOATIKA €vTOG 12 gfdopddwv, Kabmg kot dropa pe mporyodpevn Aoipwén COVID-19. Ta
dropa ypeldoTnKay EMioNg Eva EAGYLOTO SACTNUA 3 UMVOV HETA T AYT| OTO0GONTTOTE
avocobepameing (LOVOKA®VIKE OVTICOUATO, TAGGHA) TPV od TN UEAETT.

Yvvolkd 765 dropa gpfordotnrav, 513 dropa élapfov BIMERVAX kot 252 dropa élafov to
guPfoito mRNA COVID-19 (tolvauepdvn). Avardnkav cuvorikd 751 dropo (504 dropo
BIMERVAX ot 247 droua pe eppdéiio mRNA COVID-19), eEupovpévav exeivav mov Bpédnkov
Betikol oty COVID 19 evtdg 14 npepdv amd v avapvnotikn 66om. H tuyaoroinon
dwotpopatddnke ava nhkiokr opada (18-64 évavtt >65 etwv). H ddpeon nhkia ftav 42 €
(evpoc: 19 émg 76 £€1n), e TUPOUOLO EVPOG NAIKIDY Kol 6T V0 GKEAN TOL EUPforiov,
ovpmeptiapfavopévev tov 7,4% kot 7,1% tov atopmv niikiog 65 £1dv Kot dve oTiC Opadeg
eupforiov BIMERVAX ka1t COVID 19 mRNA, avtictouya.

H avocoyovikotnta piag avapvnotikng 66ong oo BIMERVAX Baciotnke og pia a&toAdynon tov
YEOUETPIKOV PESOV TITA®V (GMT) €£0V0eTEPOTIKMOV OVTIGOUATOV, TOV PETPNONKE pe pia dokipacio
g€ovdetépwong pe Pdon yevdoid (PBNA) évavtt tov maparlaydv tov otedéyovg SARS-CoV-2
(D614G), Bfjta, Aékta ka1 Opikpov BA.1. H avaroyio GMT givotl 10 anotéAespo TOV TILOV
GMT(IDso) tov gpforiov COVID-19 mRNA (tolwvapepdavn)/BIMERVAX. H un kototepdtnta T00
BIMERVAX évavtt tov gufoiiov COVID-19 mRNA (tolwvapepdvn) covayetol €6v T0 avmdTEPO OPLO
oV apeimigvpov 95% daoctnpatog epmiatocvvng (CI) tov Adyov GMT eivan < 1,4. H avotepdta
tov BIMERVAX évavti tov gpforiov COVID-19 mRNA (tolwvapepdvn) cuvayetot €6v 10 avdTEPO
op1o Tov appimievpov 95% daotiuatog eumiotoovvng Tov Adyov GMT etvon < 1,0 (BA. ITivaka 2,
ot\An Aoyov GMT).

Mivaxkag 2: Aéyog GMT petd v avapvnoetikn 6661 Yo 1o epporio BIMERVAX évavtt tov
gnporiov COVID-19 mRNA (tolvapepdvn) pe Tithovg eEovdetépmong (PBNA) évavtt Tov 100
SARS-CoV-2 (otéreyog D614G), Bijta, Aéhta kon Opikpov BA.1 Tig nuépec 14, 28, 98 ko 182
RETA TNV AVOUVNOTIKY] 0661 (ava TANOVOUO TPOTOKOAAOV)

7



BIMERVAX

Eppéio COVID-19

Eppoérro COVID-19 mRNA

N=504 mRNA%(;Czt\;(;pzpdvn) (tolwapepavn) / BIMERVAX
GMT 95% CI GMT 95% CI Abyog GMT; (95% CI)

Huépa 14 petd mv avapynortikn d6om

g?ffé"g 1949,44 1696,03; 2240,72 3302,34 2793,60; 3903,73 1,69 (1,44; 2,00)
Bt 4268,18 3701,04; 492221 2608,59 2188,98; 3108.63 0,61 (0,51; 0,73)
Aéha 1459,98 1282,22; 1662,37 1473,73 1253,18; 1733,10 1,01 (0,85; 1,20)
Opkpov BA.1 2032,63 1773,66; 2329,40 1209,23 1019,34; 1434,50 0,59 (0,50; 0,71)
Huépa 28 petd mv avapynotikn d6om

é?ffé"g 224124 1949,80; 2576,24 294735 2494 84; 3481,94 1,32 (1,12; 1,55)
Bt 3754,90 3255,80; 4330,50 2437,02 2046,38; 2902,22 0,65 (0,54; 0,78)
Aéhta 1706,85 1498,96; 1943,58 1508,08 1283,26; 1772,30 0,88 (0,74; 1,05)
Opkpov BA.1 1516,12 1322,89; 173758 987,53 833,05; 1170,66 0,65 (0,54; 0,78)

Hpépa 98 petd mv avapvnotikn 66on (N: BIMERVAX: 78; N: tolvapepdvn:

42 cVUPOVA IE TO VTOGHVOAO TOV TPMTOKOAAOL)

Ytédexog

DeLG 1193,17 931,14; 1528,94; 1054,61 761,88; 1459,83 0,88 (0,60; 1,30)
Bita 1980,37 1526,63; 2568,98 1150,92 815,99; 1623,32 0,58 (0,39; 0,88)
A 1981,10 1547,00; 2537,02 1014,07 730,25; 1408,20 0,51 (0,35; 0,76)
Opkpov BA.1 668,25 514,73; 867,56 400,71 283,27; 566,83 0,60 (0,40; 0,91)
Huépa 182 petd myv avapvnotikn 66on

é?ffé"g 1213 ,44 1055,38; 1395,17 752,09 636,46; 888,74 0,62 (0,53; 0,73)
Bt 2554,58 2214,40; 2947,01 1774,54 1489,68; 2113,88 0,69 (0,58; 0,83)
. 2306,86 2025,18; 2627,72 1256,46 1068,85; 1477,02 0,54 (0,46; 0,65)
Opkpov BA.1 882,67 769,93; 1011,91 667,30 562,74; 791,28 0,76 (0,63; 0,91)

N: apBuog coppeteydviov otov TAnbuoud ave TpOTOKOALO.

Yvvrpnoelg: GMT = yeopetpkdg pécog tithog); CI: Atootipata eumiotocivng; PBNA = Soxipacio eovdetépmong pe Baomn yevdoio
H pn xatotepdtnta tovo BIMERVAX évavtt tov gpfforiov COVID-19 mRNA (tolwvapepdvn) cuvayetat v T0 avdTEPO OPLO TOV

apeimkevpov 95% dootnpatog gumiotocvvig (CI) Tov Adyov GMT eivor < 1,4.

H avetepdémrta tov BIMERVAX évavtt tov epforiov COVID-19 mRNA (tolwvapepdvn) cuvayetot 6v TO avdTEPO OPLO TOV UUPITAELPOV

95% drootpartog gumiotoovvig Tov Adyov GMT eivon < 1,0

H avocoyovikotnta g emmAéov avapvnotikng 06ong tov BIMERVAX afloloynbnke e cuvoro 288
atopwv nAkiog 18 etdv kot dve. To dropa giyov oAoKANp®OGEL TpONYOLUEVEMG gite pin GEPA 2
docemv gpforiov mRNA tolvapepdvng/COVID-19 ko pia 66on BIMERVAX (Kodptn 1) 7 3
docelg euPoriov mRNA tolvauepdvng/COVID-19 (Kodpt 2), kot Ehapov eTImAL0V OvVOUVIOTIKN
d0om BIMERVAX cg pecodidotnua 6 €mg 12 pnvav petd and v mponyovuevn 66on. Amo avtd,
190 dropo avorivdnkov otov mAnbuoud arotelecpatikotnrog (80 dtopa otnv Kodptn 1 ko 110
dropa otv Kodptn 2). H didpeon niikio iray ta 49 £t (ebpog: 20 mc 82 £tn), pe mapduota
NAklakd e0pn o€ apeotepes 115 Kodprels, cvpmeprapfavopévov tov 11,5% tov atdpov nikiog 65

ETOV KO OV®.



H avocoyovikotnta tov BIMERVAX ¢ emmAéov avapvnotiknig 06omg Baciotnike otnv 0&loAoynon
TOV YEOUETPIKOV PEowV TiTAwV (GMT) e£00deTEPOTIKDY AVTICOUATOV, TOV LETPNONKE LE 1
doxpacio Eovdetépmong pe Paor yevdoid (PBNA) évavtt tov maporiaydv Brita, Aédta, Opkpov
BA.1 xon Opukpov BA.4/5. O Loyog GMT eivan to amotédeopa tov Tywdv GMT (IDsy) tov 3 d6cewmv
guPforiov mRNA COVID-19 (tolvauepdvn)/pog emmAéov avauvnotikng 6oong tov BIMERVAX
omoia yopnyeitor petd amod 3 d6ceig Tov gppforiov mRNA COVID-19 (tolvapepdvn) 1 yopnysiton
petd and 2 d6celg mRNA COVID-19 ko piot 06onn BIMERVAX. H avetepotnta g emmAéov
avapvnotikig 6oong pe BIMERVAX wkavoromfnke av 1o avadtepo dpio tov appinievpov 95%
dwomuatog epmiotoctvig (CI) Tov Adyov GMT fray < 1 (PA. ITivaka 3, othAn Adyov GMT).

Mivaxkag 3: Enineda eEovdetepoTik@v avricopatov (PBNA) kol Adyog GMT petd and emumriiov
avapvinoetikn 66on pe BIMERVAX, yopnyovpevn €ite petd omod kopra ceipd pe gpnfoiio mRNA
COVID-19 k avapvnotiki] 66on BIMERVAX (ko6ptn 1) €ite petad amd Kopra c1pd pe
gupéiro mRNA COVID-19 ko avapvnotiki] 66o1n gpforiov mRNA COVID-19 (ko6ptn 2),
évavtt Tov Topoirlaydv Bita, Aédta, Omkpov BA.1 kol Opikpov BA.4/5 Tig nuépeg 14, 98 ko
182 060m petd amd TV avopvnotiky] 6661 (GOPE®VE pE TOV TANOVGNO TOV TPMOTOKOLAOV)

Koéptn 1 Koéptn 2
2 d6celc mRNA COVID-19 + 2 ddosig | 3 d6osic mRNA COVID-19 + 1 d60m
BIMERVAX BIMERVAX
Metd T 0601 3 | Metd ™ 66on 4 | Adyog Merta ™ 06om | Metd ™ 660 4 Abyog
GMT GMT GMT 3 GMT GMT
(95% CI) (95% CI) 95%CI) | GMT (95% CI) (95%CTI)
N=38 N=80 (95% CI) N=110
N=38
Hpépa 14 petd mv avapvnotikn 66om
Brra 254734 5790,20 0,44 2783,85 6383,89 0,44
(1741,36; ’ ’ (1975,09; ’ ’
(4371,05; 7670,09) | (0,28; 0,68) (5057,19; 8058,64) | (0,31;0,62)
3726,35) 3923,79)
. 156521
Adhza (1041.33: 5199,90 0,30 1637,19 4085,85 0,40
T (3752,82; 7204,97) | (0,20;0,46) | (1130,5;2370,9) | (3057,24; 5460,52) | (0,28, 0,57)
2352,66)
] 1739,02
Opucpov BA.1 1528,68 3580,61 0,43 (121,56 4049,01 043
(970,94; 2406,80) | (2492,90;5142,92) | (0,27;0,69) 2696 ’41)’ (2795,38; 5864,84) | (0,28;0,65)
] 2.945,40 1.295,76
Opixpov 1.094,55 0,37 2.506,46 0,52
BA4/S (2.216,80; (845,10;
. (720,53; 1.662,72) (0,22; 0,62) (1.849,64; 3.396,52) | (0,34;0,78)
3.913,50) 1.986,75)
Huépo 98 petd mv avapynotikn d6on
Brta 1544,65 4609,95 0,34 (1391 f27_ 3743,39 0,43
(773,99; 3082,64) | (3474,24;6116,91) | (0,16; 0,69) 301937) (2951,87; 4747,14) | (0,23;0,81)
Aéha 1330,09 1864,55 0,71 (151292’1695_ 1746,82 0,63
(672,40;2631,08) | (1343,99;2586,73) | (0,36; 1,43) 2136.06) (1305,89; 2336,63) | (0,33;1,22)
Opcpov BA.1 461,12 2110,41 0,22 éig’g, 1980,84 0,26
(214,68; 990,45) | (1467,27;3035,45) | (0,10;0,48) 1118.79) (1371,69; 2860,50) | (0,12;0,56)
Opkpov 1886,95 1574,26
BA4S ND (1418,08; 2510,85) ND ND (1156,85; 2142,28) ND
Huépo 182 petd v avapvnotikn 66on
Bijta 809,61 2415,77 0,34 890,39 2088,80 0,43
(555,69; 1179,56) | (1814,55;3216,20) | (0.22;0,52) | (633,9;1250,6) | (1643,29;2655,08) | (0,30;0,60)
Aéhta 732,92 1309,33 0,56 (z;}"gg_ 1337,38 0,58
(489,25;1097,95) | (941,50; 1820,86) | (0,37;0,85) 11371 (999,37; 1789,72) | (0,40; 0,83)
Opixpov BA.1 357,34 1756,94 0,20 404,87 1900,74 0,21
(227,83; 560,47) | (1218,19;2533,97) | (0,13;0,33) | (262,13;625,33) | (1315,82;2745,67) | (0,14;0,32)
Oukpov 1836,26 1604,42
BA 4/5 ND (1373,92; 2454,19) ND ND (1179,06; 2183,22) ND

N: Ap1Bpdg ovppetexdviov pe dtobéota dedopéva Yo To oXETKO TeAucd onpeio

Yvvropoypaeies: GMT = I'eopetpkos pécog tithog, CI: draotipata epmictosvvng; ND: dev mpocdiopictnke (not determined)




HIPRA-HH-5

Avtn 1 perén eivar o cuveyLOUEVN, OVOIKTHG EMICTLOVOTG, LOVOD OKELOVG, TOAVKEVTPIKT,

Dhong 3 KAvikn dokiun yio v alohdynon e acOAAELNG KOl TG 0VOGOYOVIKOTNTOG EVOG
avopvnotkob gppoitacpov pe BIMERVAX yia v tpoAnymn te COVID-19 o¢ dropa mov
gufoldotnKay pe S1apopa KOpLa ¥povodiaypapupato eLPoriny, Le 1 yopig Tponyodueves pn coPapég
royméeig COVID-19. To BIMERVAX yopnynonike tovddyiotov 91 nuépeg petd v televtaio d0o
N tovAdytotov 30 nuépec petd t Aoipwén COVID-19. Avti n khvikn dokyun ®dong 3 anékieloe Tig
YOVOIKEG TOL TV EYKVEC, KOOMG KOl TO ATOLLO TTOL NTOV 0VOCOKATEGTUAUEVA 1 elyov Adfet
OVOGOKUTAGTIATIKA £vTOg 12 efdopdadmv. Ta dtopa ypeldotnkay eniong Eva eEAdy1oTo S1doTno

3 uNV@V petd T Afyn omolncdNTote avocobepaneiag (LOVOKA®VIKAE OVIIGMUOTA, TAGAGLLO) TPV 0o
TN HeEAE.

H evoidpeon ékBeon mepilapfaver dedopéva amd cuvorikd 2.646 dtoua Tov eUPOAMACTNKAY [E
BIMERVAX ¢ avapvnotikn 666n o€ vy dropo (tovddyiotov 16 etmv) mov giyav epuforiactel 6to
apeBov pe dtopopetikd eufoiio COVID-19. (Eppoiia mRNA COVID-19: tozinameran Kot
elasomeran, ka1 gpforta pe popéa adevoio (epupoito COVID-19 (ChAdOx1-S [avacuvdvacpévo]) Kot
guporto COVID-19 (Ad26.COV2-S [avacuvovacpévo]). . ATd avtode, 230 (8%) cuoppetéyovteg
cuumeptANneOnKay otov TANBLGUO VOGO YOVIKOTNTOG. TNV OVAALGT (VOGOYOVIKOTNTAS, 0 TANBVGUOC
g opadag epporiov Comirnaty/Comirnaty fitav 6Aot cuppetéyovreg nikiog 16-17 etdv.

Yuvolikd, 1 didpeon nikia nTav 34,4 £t (ebpoc: 16 £mc 85 £tn). Ot acbeveic Ntav 16oppomnuévol
HETAEL TV eUAWV, 52,49% dvdpeg kar 47,47% yovaikes.

H avocoyovikdtra petprinke pe dokipacio eEovdetépwong pe Paon v yevdo-ukn (PBNA) kotd
tov oteréyovg SARS CoV-2 (D614G) kot Katd tov maporiaymv Brta, Aéita kot Opikpov BA.1. Ta
dedopéva yia 10 GMT (yewpetpikog pésog tithog: IDs) katd v Evapén (Tpv amd T yopnynon g
ovopvNoTIKNnG 66ong) kat v Huépa 14 (2 efoopnddeg petd t xopnynon e ovoUvnoTIKNG 000NC)
mapovstdlovtal otov akodiovbo Tivaka.

Mivakog 4: 'eopeTpikoi péoot Tithol €£000eTEPOTIKOV avTicONATOV (GMT) 14 nuépeg petd
Tov gpporracpd pe BIMERVAX og aropa nikiog 16 eT®dv ka1 avm - avaiven avd tpotokorrio

Apyucn) 06cn mRNA Apyukn 06on popia adevoiov Apyukn 66on mRNA
(tozinameran) (ChAd=x1-S avacvvdvacpivo) (elasomeran)
16-17 excdv > 18 etV > 18 etV
N=40 N=171
N=11
Ipw om6 TNV avapvotiki d6om
GMT 95% CI GMT 95% CI GMT 95% CI

Xtédleyog

720,10 356,96; 1452,64 288,58 194,56; 428,02 657,49 499,52; 865,43
D614G
Bijta 471,68 208,39; 1067,60 539,49 345,97, 841,26 497,77 376,98; 657,26
Aéhta 803,34 376,27; 1717,26 283,75 182,43; 441,35 914,68 657,97; 1271,55
Omkpov
BAL 257,99 99,98; 665,71 159,34 94,02; 270,05 221,62 155,51; 315,84

Hpépa 14 peta v avopvnoetiki 66on

Zréheyog

4753,65 2356,45; 9589,48 229881 1549,89; 3409,63 443727 3371,158; 5840,55
D614G
Bijta 8820,74 3897,14; 19964,72 5009,47 3212,53; 7811,54 6857,95 5193,76; 9055,38
Aéhto 7564,79 3541,05; 16160,76 2600,31 1671,78; 4044,56 5811,47 4180,44; 8078,87
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Opucpov

BAL 5757,43 2231,25; 14856,19 184741 1090,05; 3131,00 4379,81 3073,24; 6241,85

N: Ap1Bpdg ovppetexdviov pe dtobéotia dedopéva yio To oXETIKO TeAd onpeio
Yvvrunoetg: GMT = T'eopetpicog pécog tithog; Cl: Aloomparta eumiotochvig

Hlkiouévoc mtAnbvopude

H avocoyovikdémra tov BIMERVAX koatadeiydnke otov nhikiouévo mAnbucud (>65 etdv)
cvpmeprrapPavouévev 38 (7,4%) atopwv mov Aapfdvovv BIMERVAX.

Toudrorpikdc TANOvoudS

O Evponaikoc Opyaviopog Papudkmv £xel dOGEL avofoAn amd TNV VTOYPEMGT) VITOPBOANG TV
arotelecpdtov Tov peletov pe to BIMERVAX og pia 1) meplocdtepeg vmokatnyopieg Tov
modtoTpkoh TANBvo o Yo v TpoAnyn e COVID-19 (BAéne mapdypago 4.2 yio mAnpogopieg
GYETIKA LLE TNV TOOLOTPIKY XP1ioN).

5.2 ®@appoxoxivnTikES 1016TNTEG

Agv gpapudletat.

5.3 IIpoxivikd d€dopéva Y10, TNV 0.6QALELN

Ta pn KAvikd dedopéva dev amokaAVTTOLY 1010iTEPO Kivouvo Yo Tov dvBpwmo pe Baon Tig
SVUPUTIKEG LEAETEC TOEIKOTNTOC ETAVOAAUPBAVOUEV®DY SOCEMV.

T'ovoto&ikdtnTo Kol KapKIvoyEveon

To BIMERVAX dev £yet a&toloyn0el yia to yovoto&ikod 1 kapkivoyovo duvaptkéd tov. To custotikd
ToV gUPOAioV eV OVOUEVETOL VO EYOVV YOVOTOEKO 1| KOPKIVOYOVO SUVOAIKO.

Avamopoyoyikn toéikdtnTa,

AteEnyOn peAéTn avorTLELIOKNC KOl VOTOPOYOYIKNG TOEIKOTNTOC € BNAVKOVG Kol 0pCEVIKOVG
apovpaiovg Tpv amd 1o Levydpmpa ko Katd ) didpkela e kimone. To BIMERVAX yopnynonke
€VOOUVIKA (16000VOUO Le o TANPN avOpdTvy d00T) o€ BNAVKOVE apovpaiovg 6e TEGGEPLS
TEPMTOGELG, 21 ko 14 nuépeg mpv amd To (evydpmpa Kot Kotd Tig nuépes 9 xar 19 g xdnong. Ot
apoevikoi Ehapav Tpelg yopnynoels, 35, 28 kot 6 nuépeg mpiv and 1o Levydpmua. Aev mapotnpnOnkay
oyeTi{OpeEVEG e TO EUPOAIO OVETIBOUNTEG EVEPYELEG GTI YOVIUOTNTA, TNV KOTOT)/YOAOLYiO 1] TNV
avAamTLEnN Tov EUPPVOL KaL TOV ATOYOV®V.

6. DOAPMAKEYTIKEX ITAHPO®OPIEXZ
6.1 Katdroyog ekdoymv

Amdekaidopikod pooEopIKd dSvATPLO
AHOpoYyoVIKO pmOGEOPIKO KAALO

Natpro yroprodyo

Kdio yAwpiovyo

Yémp yio evéoipa

[ To avocsogvioyvTiko, PA. Tapdypago 2
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6.2 AocvupatétnTeg

AVTO TO POPUAKEVTIKO TPOIOV EV TPEMEL VO, AVOUELYVVETAL PE AAAN PUPUAKEVTIKA TPOTOVTO 1 VOl
OPOLAOVETAL.

6.3 Awdpkera Long

Mn avoryuévo @laAidlo ToAAATADV dOGE®V

21 piveg ot Beppoxpacio 2°C — 8°C.

DLoAid10 TOALOTAMY d0cEMV TTOL £YEl dtortpnOel

H ynpua kot puoikn otabepotnta katd T xpnon £xel katadewydel yio 6 mpeg oe Oeppokpacio 2°C —
8°C amd N oTIyUn TG TPAOTNG TOPAKEVTNONG TS PEAOVAC.

A6 pikpofroroyikn Gmoy, LETA TO TPMTO AVOLYHO. (TPMTN TOPAKEVTNON TNG PEAdVAC), TO EUPOALO
TPENEL VO, ypnoiponoteital opécms. Eav dev ypnoyomondel apuéoms, ot xpovot Kot ot cuvOnKeg

omofnKevoNG KaTd TN ¥PNON ATOTEAOVY VBVVI TOL YPNOTN.

DroAido pioc 66ong

1 ypévo oe Beppoxpacia 2°C — 8°C.
6.4 Iowitepeg TPo@LAGEELS KOTE TN PVAXEN TOV TPOiIdVTOG

dvAdocete o yoyeio (2°C — 8°C).
Mnv katoyoyete.

dvidooete To ELOAISIN 6TO0 EEMTEPIKO KOVTL Y10, VO TPOGTATEDOVTUL OITO TO PG,

I"oa 116 cvvBnKeg dratPNONG TOL PLEADTIOV TOALATADY SOCEMV LETA TO TPMTO AVOLY[LO. TOV
QUPUOUKEVTIKOD TPOiOVTOG, PA. TOpdypapo 6.3.

6.5 Dvon kol CVETATIKG TOV TEPLEKTY

DLoAid10 TOALOTADY 0OCEMYV

5 mL yolokTdpHoTog 08 PLoAid10 TOAAATA®Y 600wV (Yoail TOTOV ) KAEIOTO e EAACTOUEPEC TAOUA
TOmovL I Kot cEPAYIoN CAOLUIVIO [LE TAUCTIKO OTTOCTMIUEVO KATOKL.

Kabe proridio morlomidv do6cewv epigyet: 10 66ceig twv 0,5 mL
Méyeboc cvokevaoiog: 10 @loAidio TOALUTADY dOGEDV.

DroAido pioc d6ong

0,5 mL yoAoKTOMHOTOG 6€ QLOAISI0 Luag 06o1G (Yool tomov I) KAelotd pe ehactopepés oo TuTov |
Kol GOPAYIOT] CAOLUIVIOV e TANGTIKO OTOCTMUEVO KOTAKL.

Ka0e praridio piog d6ong mepiéyetl 1 d6om twv 0,5 mL.
MéyeBoc cuokevaoiag: 5, 10 1§ 20 prodidwa piog 66omC.

Mmopei va, unv KokAo@opoOV OAEC 01 GLCKEVUGIEG.
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6.6 Iowitepeg TPOPLAGEELS UmOPPLYNGS KL GALOG YELPIGIOS

Odnyiec yepopob Kot Yoprynon

O yepiopdc tov gpfoiriov Ba mpémel va yivetar amd emayyehpatio vyeiog e xpNon donmTng TEXVIKNIG
Yo Vo Sl QaAGTEL 1) oTElpdTTA KAOE ddONC.

Lpoctoaaio. yio yprion

e To guPorio eivar £Totpo yio xpfon.

e To un avorypévo gufoito Ba mpémel va puidccetal og Beppoxpacio 2 °C éwg 8 °C kot va
dlotnpeitat viog Tov eEMTEPIKOV KOVTLOV Y10, TPOCTAGIN aTd TO MG,

o Apéowg mpw and Tn xpHom, aearpécte 10 PLoAidio tov gpfoliov omd to eEMTEPIKO KOVTL.

o Metd TV TPMTN TUPUKEVTNON TOV PLOALOI0V TOAAATADY dOGEWMY, KUTOYPAWTE TNV TLEPOUN VIO KoL
™V Opa amdppYNG (6 MPEG LETA TNV TPAOTN TAPUKEVTIOT) GTNY KABOPIoUEVT) TEPLOYN TNG
EMONLOVOTG TOL PLOALSI0V.

EmBswprore 1o pralidio

o [lepdwvnote amold 0 PLOALS10 TPV amd TNV omdcLPoT TG 000N G Ko emiong petadd kabe
AmOGLPOTG 0OGNC Y10, TO PLOAIOI0 TOAAATA®Y 6OCEMY. MMV aVOKIVEITE.

o KdOe @laAido mepiéyetl évo AeVKO Kol OLLOIOYEVES YOAAKTMLO.

e Embewpnote ontikd 10 UPOAL0 Yo TUYOV COUOTIOKN VAT 1/K0L OTOYPMUATIGUO TPV od T
yopnynon. Mnv yopnyeite 1o euPpoio edv vdpyel omotodNmoTE 0md TOL dVO.

Xopnynote 1o guforio

o [lepthappdaveton vepmAnpwon oe kaOe PLaAidI0 Yia vo S1sParoTEL OTL pmopovv va e&aybodv 1o
oAV 10 d6ce1g (Ploridio moAlamAdv 66cewv) i 1 d6om (plaridio piag d6ong) Twv 0,5 mL ékaotn.
Amoppiyte Tox6V evamopeivay euPoAlo 6To PLaridlo piag 66omE 1 6T0 PLOAIdI0 TOAAATA®Y OGEMY
petd v e€aymyn 10 do6cewv.

e Kd0Be 600on 0,5 mL avtieiton og po amootelp@pévn BeAdva Kol 0ToGTEPOUEVT] COPLYYO TOV
yopMyeitor pe evOOUVIKT £VEGT, KOTA TPOTIUNGT GTOV OEATOELON UL TOVL Gve Ppayiova.

o  MOAIG T0 guPoiio sloaybel otn ovpryya, ivarl 6tabepd Yo TovAdyloTOV 6 MPEC €iTE VIO GLVONKEC
yoéng eite og Beppokpacio dopatiov (<25°C).

o  Mnv avautyviete to eUforto oty idto cOptyyo pe GAAo euPOALL 1 QOPUAKEVTIKA TPOTOVTAL.

o  Mnv GUYKEVIPAOVETE TNV TTEPIGTELD TOV EUPOAIOD 0td TOAAATAG QLOALISLAL.

Doraln uetd v mpaTy moparsvinon ue feAove. tov praiidiov rollariav dooewv

e  Metd v TpOTN TAPUKEVINGT), PLAAGGETE TO OVOLYHEVO PLOAIO0 TOAAATADY dOGEMV GE
Oepuokpaocia 2°C g 8°C yia €mg kal 6 dpec. AToppiyte To EUPOAIO 0V dev ypnoiuomomdei
EVTOG 6 OPAOV UETE TNV TPOTY TAPAKEVINGT) TOV PLOASI0L TOAAATA®Y d0cE®V, PA. mapdypapo 6.3.

Aroppryn

Kd&Be aypnoyomointo goappokentikd Tpoidv 1 VTOAEUN TPETEL VO OTOPPINTETAL GOUPOVE, [LE TIG
KOTO TOTOLG IGYVOVGES GYETIKEG OLUTAEELG.

7. KATOXOZX THX AAEIAX KYKAO®OPIAX

Hipra Human Health, S.L.U.

Avda. la Selva, 135

17170 Amer (Girona)

IZITANIA

8. APIOMOZX(OI) AAEIAX KYKAO®OPIAX

EU/1/22/1709/001
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EU/1/22/1709/002
EU/1/22/1709/003
EU/1/22/1709/004

9. HMEPOMHNIA ITPQTHX E'KPIXHX/ANANEQXHY THX AAEIAX

Huepopnvia mpdng €ykpiong: 30 Maprtiov 2023

10. HMEPOMHNIA ANAOGEQPHXHX TOY KEIMENOY

Aentopepeic TANPoQOpieg GYETIKA e TO €V AOY® PAPUOKELTIKO TPOioV dlatifevtal 6TOV 1GTOTOTO TOV
Evponaikod Opyavicuod @appdkov https:/ www.ema.europa.eu.
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ITAPAPTHMA 11

MMAPAXKEYAXTHE THE (TQN) BIOAOTIKQX
APAZTIKHE(QN) OYEIAZ(QN) KAI
MMAPAXKEYAXTHX(EZ) YIIEYOYNOX(OI) T'TA THN
AMMOAEZMEYZH TON [APTIAQN

OPOI'H IIEPIOPIXMOI XXETIKA ME TH AIAOEXH KAI
TH XPHXH

AAAOI OPOI KAI AITAITHXEIX THX AAETAX
KYKAO®OPIAX

OPOI'H IIEPIOPIXMOI XXETIKA ME THN AX®AAH KAI

ATIOTEAEXMATIKH XPHXH TOY ®PAPMAKEYTIKOY
MPOIONTOX
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A. HAPAXKEYAXTHX THX (TQN) BIOAOI'IKQXE APAXTIKHX(QN) OYZIAX(QN) KAI
IHAPAXKEYAXTHX(EY) YIIEYOYNOX(OI) I'TA THN AIIOAEXMEYXH TQN
IMAPTIAQN

‘Ovopa kot dtevfuvon Tov mapackevaoth Th(Tov) BoAoyikdg dpaotikne(dv) ovoiac(mv)

Laboratorios Hipra, S.A.

Ctra. C-63, Km 48,300. Poligono
Industrial El Rieral,

17170 Amer (Girona)

[omavia

‘Ovouo kot d1ev6vven tov(twv) TopaoKeLaoTN(MV) oL ivor VTeLOVVOC(01) Y10 TNV GTOOEGUEVLCT) TV
TaPTId OV

Laboratorios Hipra, S.A.

Avda La Selva n°135

17170 Amer (Girona)

Iomavia

B. OPOI'H ITEPIOPIEMOI ZXETIKA ME TH ATAGEXH KAI TH XPHXH

DopproKeLTIKO TPOTOV Y10 TO OTOL0 ATOLTEITOL LOTPIKT] GLVTOYT.

o Enionun arodéopcvon naptiowv

2opepwva pe to dphpo 114 e odnyiag 2001/83/EK, 1 enionun anodécpevon tov naptidwv

TPOYUATOTOLEITAL OTTO KPATIKO EPYASTNPLO 1| GO EPYOOTNPLO TOL £XEL 0plobel Yo Tov okomd avTo.

I AAAOI OPOI KAI ATTAITHZEIX THX AAEIAX KYKAO®OPIAX

o Ex0¢og1g meprodikiig mapakorovdnong g ac@dieiag (PSURs)

Ot anoutioetg yuo tnv vroPoin twv PSURS yo to ev A0ym gappokevtikd tpoiov opilovror oTov

KaTOAOYO UE TIg Nuepounvieg avapopds e Evoong (katdloyoc EURD) mov topatifeton oty

Tapdypoo 7, Tov dpbpov 107y, tng odnyiag 2001/83/EK kot kaOe emakdlovdng emkaiporoinong

OTMG OMUOGIEVETAL GTIV EVPAOTOIKT SUKTLAKT] TOAT Y10l TO PAPLLOKCL.

O Karoyog Adeiag Kvkhogopiag (KAK) Oa vropaiier v mpdtn PSUR yia 10 mpoidv péoa oe

6 unveg amod v £yKpion.

A.  OPOI 'H HEPIOPIZMOI XXETIKA ME THN AX®AAH KAI AIOTEAEEMATIKH
XPHXH TOY ®PAPMAKEYTIKOY ITPOIONTOX

o Xyéo10 owayeipiong kivovvou (XAK)

O Kdroyog Adetag Kvkhogpopiag (KAK) Ba dieEaydyet Tig amottodpeveg SpactnplotnTes Kot

TOPEUPAGELS POUPUOKOETAYPVOTVIIONG OGS Tapovatdfovtal 6to cupeovniéy XAK mov tapovcidletat

otV evotnra 1.8.2 g dde1ag KukAOQOPIog Kol OTOEGONTOTE EXOKOAOLOES EYKEKPIUEVES

avaBempnoelg tov TAK.

‘Eva emucaporomnpévo XAK Oa npémel va katotedei:

e Metd and aitnpa tov Evponaikod Opyoavicpod Goapudkmy,
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e OnoTedNMOTE TPOTOMOLEITAL TO COGTNHO JLAXEIPLONG KIVOVUVOL, EOIKA (O ATOTELEC O AMYNG
VE®V TANPOQOPLOV TTOV LITOPOVV VO ETLPEPOVY CTLLOVTIKT] GAAYT OTN 0XE0T 0QPELOVE-KIVOVVOL
N ®©G ATOTELEG LA TNG EMITEVENG EVOG OMLOVTIKOD OPOGTLOV ((PUPUOKOETOYPOTVION 1)
glayiotomoinon Kvdvvov).
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ITAPAPTHMA 111

ENNIXHMANXH KAI ®YAAO OAHI'TQN XPHXHX
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A. EINIIXHMANXH
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ENAEIZEIX TIOY IIPEIIEI NA ANATPA®ONTAI XTHN EZQTEPIKH XYXKEYAXIA

EZQTEPIKO KOYTI (PIAATAIO ITIOAAATIAQN AOXEQN)

‘ 1. ONOMAZXIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

BIMERVAX &véciuo yoAdKT®O
Epporto COVID-19 (avacvuvivacuévo, avoGoEVIGLLEVO)
selvacovatein

‘ 2. YXYNOEXH XE APAXTIKH(EX) OYXIA(EX)

Kdabe d60m (0,5 mL) mepiéyet 40 pkpoypappdpla selvacovatein avocogvioyvpévo pe SQBA.

To avocoevicgyvtikd SQBA mepiéyel okovarévio, moAvsopPikd 80, tpiedaikn copPiTdvn, KiTpikd
VATPLo, KITPIKO 051 Kot DOWP Y10, EVESTUAL.

3. KATAAOTI'OX EKAOXQN

"Exdoya: 00deKadopikd @mcoptkod StvATplo, S1Hdpoyovikd PooPoptkd KAA0, VATPLO yAmplovyo,
KAAL0 YAPLODYO0 Kl VOWP Yol EVECIUAL.
BA. @0AL0 001 Y10V XPNONG Y10 TEPOUTEP® TANPOPOPIES.

4. DOAPMAKOTEXNIKH MOP®H KAI ITEPIEXOMENO

Evéopo yoAdxtopa
10 @loAidio oA aTA®Y 06GE®V
Kabe proridwo mepiéyet 10 d6oe1c tov 0,5 mL

‘ 5. TPOITIOX KAI OAOX(OI) XOPHT'HXHX

Evdopvikn yprion
Awfaote T0 PUALO 0INYIOV XPNOTG TPV 0T TN XPNoM

Na copmeptinebei o kwduoég QR

INoa neprocdtepeg mAnpo@opisc, capmote N eniokedeite T devbvvon www.hipracovidvaccine.com

6. EIAIKH ITPOEIAOIIOIHEH XYM®QNA ME THN OIIOIA TO ®PAPMAKEYTIKO
ITPOION ITPEITEI NA ®YAAXXETAI XE OEXH THN OITIOIA AEN BAEIMTOYN KAI
AEN ITPOZETITIZOYN TA ITAIAIA

Na pvidcoetal o€ BEom, TNV onoia dev PAETOLV Kot dev Tpooeyyilovv Ta TAldd.

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

AHEH:

9. EIAIKEYX YYNOHKEX OYAAEHX

DvAdocete o€ Youyeio

Mnv KaToyOyeTe.

Ddvrdcoete To PLOAISIN 0TO EEMTEPIKO KOVTL Y10, VO TPOSTATEDOVTUL OO TO PG,

Metd v Tpadn Topakévinor, puidooete o€ Oepuokpacio 2°C — 8°C Kot ypnoOTOoTE EVTOS
6 OpoV.

10. TAIAITEPEX TIPO®YAAZEEIX I'TA THN ATIOPPIYH TQN MH
XPHEIIMOIIOTHOENTOQN ®APMAKEYTIKQN ITPOIONTOQN 'H
TOQNYIHHOAEIMMATON ITIOY IPOEPXONTAI AIIO AYTA, E©OOXON AITAITEITAI

11. ONOMA KAI AIEYOYNXH KATOXOY THX AAETAY KYKAO®OPIAX

Hipra Human Health, S.L.U.
Avda. la Selva, 135

17170 Amer (Girona)
IZITANIA

12. APIOMOX(OI) AAEIAY KYKAO®OPIAX

EU/1/22/1709/001

13. APIOMOX ITAPTIAAX

TToaptida

‘ 14. TENIKH KATATAEH I'TA TH ATAGEXH

‘ 15. OAHI'IEX XPHXHX

‘ 16. ITAHPO®OPIEX XE BRAILLE

H oitoddynon yo va umv teptaneBei n ypaen Braille sivon amodextn.

17.  MONAAIKOX ANATNOPIETIKOX KQAIKOX — AIZAIAXTATOX TPAMMQTOX
KQAIKAY (2D)

A163146TaTOG YPAPU®TOS KDoA (2D) mov pépel Tov TEPIANEHEVTO LoVadIKO avoyVOPIGTIKO KOSIKO.
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18. MONAAIKOX ANAT'NQPIXTIKOX KQAIKOX — AEAOMENA ANAI'NQXIMA AIIO
TON ANOPQIIO

PC
SN
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EAAXIXTEX ENAEIZEIX TIOY IIPEITEI NA ANAI'PA®ONTAI XTIX MIKPEX
XTOIXEIQAEIX XYXKEYAXIEX

ENNIXHMANXH ®IAAIAIOY HOAAAITAQN AOXEQN

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

BIMERVAX Evéoiuo yolakTopo
Eppoio COVID-19 (avaouvivacpévo, 0vOGOEVIGYVLEVO)

selvacovatein
M

2. TPOIIOX XOPHI'HXHX

Evdopvikn xpfion

Na copmepiinedel kwdikog QR
IMoa neprocdtepeg mAnpoopisc, capmote N emickebeite o www.hipracovidvaccine.com

3. HMEPOMHNIA AHEHX

AHZEH

‘ 4. APIOMOZX ITAPTIAAX

TToptida

5. HEPIEXOMENO KATA BAPOX, KAT’ OI'KO 'H KATA MONAAA

10 d6c¢e1c tov 0,5 mL

6. AAAA ETOIXEIA

Huepounvia/Qpa. andppryng:
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ENAEIZEIX ITOY ITPEIIEI NA ANATPA®ONTAI XTHN EEQTEPIKH XYXKEYAXIA

EZQTEPIKO KOYTI (5, 10 or 20 ®IAAIATA MIAX AOXHY)

| 1. ONOMAZIA TOY ®PAPMAKEYTIKOY INIPOIONTOX

BIMERVAX gvéoipo yoAdxToua
Eppoio COVID-19 (avaouvivacpévo, 0voGOEVIGYVUEVO)
selvacovatein

[2.  TYNOEZIH IE APAXTIKH(EZ) OYZIA(EX)

Kdabe 060m (0,5 mL) mepiéyet 40 pukpoypappdpla selvacovatein avocoevioyvpévo pe SQBA.

To avocoevioyvtikd SQBA mepiéyel okovaAévio, moAvcopPuco 80, Tpledaixn copPrTavn, KITptko
VATPLo, KITPIKO 051 Kot DOWP Y10, EVESTUAL.

| 3. KATAAOT'OX EKAOXQN

"Exdoya: 00deKadopikd @mcPopikod StvATpLo, S1HdpoyovikKd POoPoptkd KAA0, VATPLO yAmplovyo,
KOO YA®PLOVYO Kot VOMP Y10, EVEGLAL.
BA. @0AL0 001 Y10V XPNONG Y10 TEPOUTEP® TANPOPOPIES.

| 4. OPAPMAKOTEXNIKH MOP®H KAI NTEPIEXOMENO

Evéopo yoAdxtopa

5 raAidwa piog 66ong
10 proAidio picg d66MG
20 @roAidio piog 066mMg

Ka0e praridio mepiéyet 1 66on tov 0,5 mL

[5.  TPOHNOX KAI OAOX(OI) XOPHTHZHZ

Miag ypriong
Evdopwikn xpnion
AwBdote T0 EUALO 0N YLDV YPIONG TPV O TN YPNOT

Na copmeptinebei o kwdukog QR
INoao neprocdtepeg mANPOQOpies, capmdaoTte 1 emickePbeite T dievBuven www.hipracovidvaccine.com

6. EIAIKH ITPOEIAOIIOIHXEH XYM®QNA ME THN OIIOIA TO ®PAPMAKEYTIKO
MPOION MPEIEI NA ®YAAXXETAI E OEXH THN OIIOIA AEN BAEIOYN KAI
AEN ITPOXEITIZOYN TA ITAIAIA

Na puAdooetol o 0éom, TV omoia dev PAETOLY KoL dev Tpoceyyilovv Ta TadId.
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[7. AAAH(EZ) EIAIKH(EX) TPOEIAOTIOIHEH(EIX), EAN EINAI ATIAPAITHTH(EY)

| 8. HMEPOMHNIA AHEHX

AHZEH:

| 9. EIAIKEX XYNOHKEX ®YAAEHX

dvidocoete og yoyeio
Mnv katoyoyeTe.
Ddvidcoete To PLOAISIN 0TO E£MTEPIKO KOVTL Y10, VO TPOSTATEDOVTUL OO TO PG,

10. TAIAITEPEX TPO®YAAZEEIX I'TA THN AIIOPPIYH TQN MH
XPHEZIMOITIOIHOENTOQN ®APMAKEYTIKOQN NPOIONTQN ‘H TOQN
YIHOAEIMMATOQN ITIOY HPOEPXONTAI ATIO AYTA, EOOXON AITAITEITAI

| 11. ONOMA KAT AIEYOYNXH KATOXOY THX AAEIAY. KYKAO®OPIAX

Hipra Human Health, S.L.U.
Avda. la Selva, 135

17170 Amer (Girona)
IZITANIA

| 12.  APIOMOZX(OI) AAEIAY KYKAO®OPIAX

EU/1/22/1709/002 5 @aAidw piog 66ong (1 0601 avd groriolo)
EU/1/22/1709/003 10 puokidwo piog 66ong (1 d6om avd @loAido)
EU/1/22/1709/004 20 prokido piog 66ong (1 d6om avd ¢loAido)

| 13. APIOMOZX IMAPTIAAZX<, ETOIXEIA AOTH KAI KQAIKOI ITIPOIONTOX>

MMoptida

| 14. TENIKH KATATAEH I'TA TH AIAOGEXH

| 15. OAHI'IEX XPHXHX

‘ 16. IAHPO®OPIEX XE BRAILLE

H artiohdynon ya va unv mepiinedei n ypaen Braille givan omodext.
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17. MONAAIKOX ANATNQPIZTIKOX KQAIKOX — AIZAIAXTATOZ TPAMMQTOX
KQAIKAX (2D)

A160106T0TOC YPOUUU®TOS KddKAG (2D) mTov pépel Tov TEPIANPOEVTO LOVOITKO aVOyVOPIOTIKO KOOTKO.

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

PC
SN
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EAAXIXTEX ENAEIZEIX [TIOY ITPEIIEI NA ANAT'PA®ONTAI XTIX MIKPEX
XTOIXEIQAEIX XYXKEYAXIEX

EHNIZHMANXH ®IAAIAIOY MIAX AOXHX

| 1. ONOMAZXIA TOY ®PAPMAKEYTIKOY MPOIONTOZX KAI OAOX(OI) XOPHIHXHE |

BIMERVAX Evéoiuo yohdxtopo

Epporto COVID-19 (avacvuvivacuévo, avoGoEVITVUEVO)
selvacovatein

M

| 2. TPOIIOX XOPHI'HXHX

Evdopvikn yprion

| 3. HMEPOMHNIA AHEHX

AHEH

| 4. APIOMOX ITAPTIAAX

Moptida

| 5. IHEPIEXOMENO KATA BAPOZX, KAT' O'KO'H KATA MONAAA

1 660m twv 0,5 mL

6. AAAA XTOIXEIA
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B. PYAAO OAHI'TQN XPHXHX
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@vAro ooV piong: IIAnpogopics yra Tov yprjot

BIMERVAX
Eppéiro COVID-19 (avaovvovacpévo, avoGoEVIGHUUEVO)
selvacovatein

vTo QAPLOKO 0VTO TEAEL LTTO GLUTANPOUATIKY TOPAKOAOVONOT. AVTO Ba emtTPEWYEL TO YPTIYOPO
TPOGIOPIoUO VEDV TANPOPOPLOV acPaAEloc. Mmopeite va fondnoete péow g avapopdg mboavov
AVETIBOUNTOV EVEPYEIDV TOL EVOEXOUEVMG TTapovatalete. BA. T€Aog Tng mapaypdpov 4 yio Tov TpOTo
OvVOQOPEG AvETBOUNTOV EVEPYELDV.

AwPacTe TPOGEKTIKA 0AOKANPO TO GVAAO 03N YIAV YPT|ONG TPV UPYICETE VU TAIPVETE AVTO TO

guporo, 010TL TEPLAAPPAVEL CNUAVTIKEG TANPOPOPIES Y10, GG,

- ®vAdaEte antd 10 OAAO 00T YLDV YpNoNG. Tomg ypeaotel va to dapdoete Eavd.

- Edv éyete mepotépm amopieg, poTtNoTe TOV Y10TPO, TOV PAPUOKOTOLO 1] TOV VOGOKOUO GOLG.

- Edv mopatnpnioete kdmola avemiBountn evEpPYELD, EVIUEPDGTE TOV YLOTPO, TOV PAPUOKOTOL0 1)
TOV VOGOKOUO G0C.AvTd 1oy 0eL Kot yio Kabe mbavn avemiBountn evépyelo mov devV avoQEPETUL
670 TaPOV PUALO 0dNYIDV Ypriong. BAEre mapdypago 4.

T epréyerl 1o mapoév UAA0 00N YLOV

T etvan to BIMERVAX «ou mowa givon ) xpnon tov

T mpénet va yvopilete mpv mapete to BIMERVAX
[Mog va tapete to BIMERVAX

[MBavéc avemBounteg evépyeleg

[og va purdccete to BIMERVAX

[epreydueva g cvokevaciog Kot AOmEG TANPoPopieg

AR e

1. T givan o BIMERVAX kat oo givan i p1jon tov

To BIMERVAX egivat éva gpufoAio mov ypnoyonoteitat yio tnv tpdinym g COVID-19 mov
npokaieitar omd Tov 10 SARS-CoV-2.

To BIMERVAX yopnyeitat og dropa niikiog 16 etdv Kot Gve Tov £Xouv TponyovpHévas Aapet apytkd
euPfoio mRNA katd g COVID-19.

To euPorio dieyeipel To AVOGOTONTIKO GOGTNUA (TN PLGIKT ALV TOV OPYOVIGHOD) MGTE VO TOPAYEL
€101KA AVTICOUOTO TTOL SPOVV KATA TOV 10V, Tapéyovtas tpoatacia katd tng COVID-19. Kavéva amnd
T GVGTOTIKA L TOV TOL gUPoAriov dev umopei va npokeréoet COVID-19.

2. T péner va yvopilete mpwy napete To BIMERVAX

Mnyv napete o BIMERVAX

e og MePIMTOON aAAEPYIOG 0T OPUCTIKY OVGIN 1] GE OTOLOONTOTE AAAO OO TO GLGTOTIKG AVTOD TOL
QOPUAKOV (OVOPEPOVTOL TNV TTAPAYPAPO 6).

I pocdomou|osig Kot TPOPVAGEELS

Amevbuvbeite ooV YiaTpd, TOV QUPUAKOTOLO 1] TOV VOGOKOUO0 Gag mtpty tdpete 10 BIMERVAX edv:

o ciyote moté cofapn N amenTikn Yo ™ {1 aALEPYIKT OVTIOPOGT LETA TN A YN OTOLUCONTTOTE
dAANg éveong eufoiriov,

o ¢&yete MmoBvpnoet Toté petd omd veon pe PeAdva,

o ¢yete vymAn Beppoxpacio (mdve amo 38°C) 1 coPfapn Aoipumén. Qotdc0, utopsite va KAveTE TOV
eufolacud oag edv Exete N0 TLPETO 1 AOTUMEN TOL AVATEPOL OEPAYDYOV OTMG KPLOAOYT LA,

o &yeTe OUOPPAYIKA TPOPANTA, KAVETE EDKOAN LOAMTEG 1] YPTCULOTOLEITE PAPLOKO Y10, TNV
TPOANYM OpouPov aipatog (AVTIINKTIKO PAPUOKO),
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® TO OVOCOTOMTIKO GOG GUGTNLA OEV AEITOVPYEL COOTH (OVETAPKELD) 1) TAIPVETE PAPUAKO TOV
OTTOSLVOLMYOLY TO OLVOGOTONTIKO GUGTNHA (OTTMG KOPTIKOGTEPOELDN LYNANG dOOT|G,
OVOCOKOTOGTOATIKA 1] AVTIKOPKIVIKA QOPLLOKOL).

Edv xdmolo omd to mopamdve 1oyvet yio o (1] dev iote olyovpot), JMANGTE LLE TOV YA TPO, TOV
QOPUOKOTOL0 1] TOV VOGOKOO cag Tptv 6ag yopnyndei to BIMERVAX.

Onwg kot pe omolodnmote epPorio, 1o BIMERVAX evdéyetorl va pnv Ipoctatenel TANP®G OAOVG
0G60VG T0 AapPdvouy Kal dgv Eival YVOOTO Y10 TOGO ¥POVIKO dtdotnua 0o TpocTaTevTEiTE.

Moword kon £pnpor

To BIMERVAX 6gv cuviotdrton yio modid nAkiog Katw tov 16 etdv. Eai tov mopdvtog, dev
VIapyovv d100écIUEG TANPOPOpPies oyeTikd pe T ypnon Tov BIMERVAX cg maudid kdtm tov
16 eTmv.

Ao @appoxa kot BIMERVAX
Evnuepmote tov yiatpd, ToV QopUOKOTOLd 1) TOV VOGOKOUO Gag AV TailpveTe, £xeTe TPOGPATO TAPEL |
umopel va mapete aAAa papuaika 1 epforia.

Kinon kot Onioopdg

Edv eiote éyxvog 1 Onhdalete, vopilete 0TL pmopel va giote £ykvog 1 oxed1dLETE VO ATOKTOETE TOd,
{ntote TN GLUPOLAN TOL YTPOV, TOL PAPLOKOTOLOD 1) TOV VOGOKOWUOV GOG TPV TAPETE AVTO TO
guporto.

001yNoN Ko YEPLOROS PNV LATOV

Opiopéveg amd Tig avemfounteg evépyeieg tov BIMERVAX mov avapépovtatl otny moapdypago 4
(IMBavég avemBOUNTEG EVEPYEIEG) UTOPEL VO, LELDGOLYV TPOSMPIVE TNV IKOVOTNTA GOC Vo 0dnyeiTe Kot
va yepileote pnyoavipara. [epévete péxpt va eEacevicovy ot emdpdoels tov gpfoiiov Tpv

001 YNGETE 1| YEPIOTEITE UNYOVILOLTOL

To BIMERVAX nepiéyel varpro, ko, kol mrorvcoppiké
Av10 10 eUPOro mepéEyel Ayotepo amd 1 mmol vatpiov (23 mg) avd d6om, dNAaodn| ivatl oVGLOCTIKA

«ehevBepo vatpiovy.

Av10 10 ePPoro mepiéyel Ayotepo amd 1 mmol kokiov (39 yimootoypappa) avd d6on 0,5 mL,
dNAadN etvar oVolUGTIKA «EAELOEPO KaAIOVY.

Av10 1o epforo mepiéyet 1,18 mg moivcsopPikod 80 og kdBe doom. Ta molvcopPikd pmopet va
TPOKAAEGOLV aALEPYIKES avTIOpaceLls. Evnuepdote tov wotpd cog edv €xete YvooTéC adhepyiec.

3. IMog va wapete To BIMERVAX

To BIMERVAX 6a cog yopnynfei wg éveon tov 0,5 mL og évav po tov ave Bpoyiovd cag.
Yuviotdton vo AdPete 1o BIMERVAX w¢ epdnaé d0om TOvAGYIoTOV 6 PUNVEG LETA OO TPOTYOVUEVN
oelpd gpportacpmv pe to euPforto mRNA COVID-19 1 petd amd mponyodUevn avavnoTIKT 600
tov BIMERVAX.

Metd v éveon, 0 yloTpds, 0 PapUAKOTOLOS 1) 0 VOGOKOUOG 6ag B cag mapakoiovdel yio tepimov
15 Aentd o TOV EVIOTIGUO TLUYOV GNUEIDV QALEPYIKNG OVTIOPOOTC.

Edv éxete mepartépm epothocig oyetikd pe ) xpron t1ov BIMERVAX, potote tov yuatpo, tov
QOPULOKOTOL 1] TOV VOGOKOUO GG,
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4. IMBavéc avemBounTeg evépyereg

Onwg 6ha Ta eappaka, £T61 Kol aVTO TO EUPOAL0 pmopel vo TpokaAEcel avemBOUNTES EVEPYELES, AV

Kot 6gv Topovctdalovtal 6€ OAOLG TOVG AvOPMOTOLG.

O teprocotepeg avemBountec evépyeleg epeavifovrol evtog 3 nuepdv amd T Ayn Tov gpforiov Ko

VIOYOPOVY EVIOC MymV NUEPOV Ao TNV EUEAVIOT TOVG. Edv T cupmtdpata expévouy,
EMKOWVOVNOTE [LE TOV Y1TPO, TOV QOPUAKOTOLO 1) TOV VOGOKOLO GO,

Avalntorte eneryovtog wTpikn Pondeta edv epavicete COUTTOUATA GOPOPNG OAAEPYIKNG
avtidpaong Alyo petd tov epporiacpd. Tétown cuumtdpata propet vo tepthappdvouv:
e aicOnpa AwoBupiog 1 {odddag
oAhayég oToV KOPOOKO oG TOAUO
dvomvola
oupLypd
TPNELLO TOV YEMDY, TOV TPOGOTOL 1) TOV AULOV GOG
KVNOUMOES oidnpa KaTm amd To déppa (kvidwon) 1 e&avinpa
aicOnpa adwbeciog (vavtia) 1 Epeto
TOVO GTO GTOUAYL

O axoAovBeg avemBounteg evépyeteg pumopet va eppaviotovy pe to BIMERVAX:

oAb ovyvéc (umopel va emmpedoovy mepiocdtepa omd 1 ota 10 dropa)
®  Ke@ohoAyin
e 16vog oto onpeio dmov yopnyeitor n Eveon
o qaicOnpa peyding kovpaong (k6Tmon)
o ikdg mOVOG

Yuyvég (umopetl va emmpedsovy émg 1 ota 10 dtopa)
o gpubpomnta, TpH&o N evaicHnoio 6To onueio yopNyNoNS TG £veong
aioOnpo adwbeciog (vavtia) 1 adwbecia (épetog)
dtppota
TVPETOG
OLOYKOUEVOL AEUQOOEVES
VOGS GTN LAGYAAN

‘O ovyvég (umopet va ennpedcovy €og 1 ota 100 dtoua)
piyn N aicOnuo Topeton

Can

KVIOUOG 6T0 onpeio g éveong

oVoG oTIG apfpmdaoelg

aioOnua advvapiog 1 EAAeyN evépyELog

aioOnua vrvnidog

QoyoOpo GTO dEPLUA

yevika aicOnpa adrobeciog

Yrdwvieg (umopel va enmnpedoovy €wg 1 ata 1.000 droua)

e Kpoa g@idpwon
acvvnOet aicbnomn 610 dépua, OTMG pupUnYKIacuo, (Tapaicincio)
uelmpévn aicnon evaisneciog, 101kd oto dépua (vrootcOnoio)
KOIALOKO GAYOG
TOVOG KOTA TNV KOTATOo
AAAEPYIKES QVTIOPAGELS OTTMC KVidwoT, eEAvONLO 1) KNGO
MEAOTIGUOG GTO GNUELD TOVL YopMyEiTOL 1) £vEST
vrepevatcncio oto onueio g éveong

31



Mn yvooetéc (dev pmopovv va ektiunfovv and ta dtubéoipa dedopéva, e Bdon Eva pdvo mTepIoTUTIKO
KT T S1APKELD TV KAWVIKOV SOKIUMV)

DLeypovn Tov eEMTEPIKOD YITOVE TNG KOPOLAG (TeEPKapdiTidn), n omoio UTopEl va 00Ny oEL G
dvomnvola, aicOnuo TaAUGV 1 TOVO 6T0 6THOOC

Ava@opd avemOOuNTOV EVEPYELOV

Edv mapotnpioete Kamota ovemBounTn evEPYELN, EVILEPDGTE TOV YLUTPO, TOV PUPLOKOTOLO 1 TOV
VOGOKOLO 6aG. AvTtod 1oyDeL Kot Yio KAOe Thovi avemBountn evEPYELN TOL dEV OVAPEPETAL GTO TOPOHV
@OALO 0OMy1DV Yprionc.Mmopeite emiong va avagépete avemBOuNTeG evépyeleg amevbeiog, LEGH TOV
€0viKoL GLGTNUATOG aVaPOPAS TToL avaypaesTor oto [apdptnua Vial va coprneptldpete Tov apOpo
moptidag, edv etvar dabéoipoc. Méowm TG avapopds avemBounT®my evepyelmvy pumopeite va fondncete
OTN GLAAOYN TTEPLGGOTEPMY TAT|POPOPLDY GYETIKA LLE TNV AGPAAELD TOV TOPOVTOC EUPOALiov.

5. IIog va pvridocete To BIMERVAX
To @dppako avtd TPETEL VO, PUAACGETOL GE PLEPT TTOL OeV TO PAETOVLY Kot dev TO POEvVOLY Ta TaLd1dL.

O y10TpdC, 0 PUPLAKOTOLOG 1] 0 VOGOKOWOG GG Elval vrevBuvog ylo T 6ot amobikevon avtod Tov
guPoAiov Kol TN GOOTN ATOPPLYT OTOLOVONTOTE YPTCLUOTOINTOL TTPOidvToc. Ot akdAovdeg
TANPOPOPIEC OYETIKA Ue TN EOAOEN, TN ANEN, TN YPNHOM Kot TOV XEPIGUO KaBDS Kl TV amdppiym
wpoopilovTal yio Tovg emayyelpaties vyeiag.

Mnv ypnoiponoleite avtod o EUPOAI0 HETA TNV NUEPOUNVIN ANENG TTOL AVAYPAPETAL OTNV ETIKETO, LETA
™ AHZEH. H nuepounvio Anéng eivon n tedevtaio nUéEPA TOL UNVO TOL AVOPEPETOL EKEL.

dvrdocete o yoyeio (2°C — 8°C). Mnv kataydyete. Duidooete To Qloridta 6To e£mTEPIKO KOLTI Y
VO TPOGTATEVOVTAL OO TO PWG,.

Metd TV TpOTN TOPAKEVTIOT TOL PLOALSIOV TOALATAGDY dOGEWV, v puAdcceTal otovg 2°C — 8°C, va
YPNOUOTOEITOL EVTOS 6 MPDOV.

Ot TANPpoPopieg GYETIKA [LE TOV YEPIGUO TEPLYPAPOVTUL GTNV EVOTITO TOL TPOOPILETAL Y10 TOVG
EMOYYEAUATIEG VYELOG GTO TELOG TOL PVALOL OO YLDV YPNONG.

Kda0e aypnoiponointo eopuokevtiKd tpoidv 1 VIOAEUO TPETEL VO, ATOPPINTTETOUL COUPOVO LE TIG
KOTA TOTOVG IoYVOVCESC GYETIKEG SLOTAEELG.

6. Iepreydpeva TS GLOKEVAGIOG KO AOTTES TANPOPOPIEg

Tvegpréyer to BIMERVAX

- Mia 60om (0,5 mL) mepiéyer 40 pikpoypappdpia selvacovatein avocogvicyvpévo pe SQBA.

- To selvacovatein givat éva eTepodipepés cOVINENG TEPLOYNG OEGUEVCTC AVAGVVIVOGUEVNS
axidag (S) vrodoyéa mpwteivng tov 100 SARS-CoV-2 (RBD) (otehéyn B.1.351 ko B.1.1.7) mov
TopayeTal pe TeXvoAoyia avacvvivacuévovr DNA.

- To SQBA meptloufaverol o owtd T0 EUPOMO (OC VOGOEVIGYVTIKO Y10 TNV EMLTAYLVON KoL TN
Bektiowon twv TpoctatevTiKdV eMdpdoemv Tov epforiov. To SQBA mepiéyet ava 66om 0,5 mL:
oKovaAévio (9,75 mg), moAvcopPiko 80 (1,18 mg), Tperaixn copPrravn (1,18 mg), krtpikd
vatpro (0,66 mg), kitpikd o0& (0,04 mg) kot VWP Yo EVECTUAL.

- Ta GAha cvuotatikd (kdoya) etvat: Awdekabdpikd POoPopPKd dtvaTplo, S1HOPOYOVIKO

POOPOPIKO KAALO, VATPIO YAMPLovY0, KAAO YAmplovyokat Vdwp yio evéotpa. To BIMERVAX
TEPIEYEL KAMO, VATPLO Kol TOALGopPuco (PA. mapdypapo 2).
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http://www.ema.europa.eu/docs/en_GB/document_library/Template_or_form/2013/03/WC500139752.doc

Epg@avion tov BIMERVAX kot TepleyOpeve. TG GVGKEVOGIOG
To epPorio givar Eva AeVKO OUOLOYEVEC EVEGILO YOAAKTOLO.

DLoAId10 TOALOTADY 0OCEMYV

5 mL yoAoKTOUOTOG TOPEYETOL GE PLOAIOI0 LE EAUCTIKO TMUO EIGYDPNOTNG KOl TAACTIKO OTOCTOUEVO
KOOkt

Kabe proidio morlomidv d6cewv mepigyetl 10 66ceig twv 0,5 mL.
Méyeboc cvokevaoiog: 10 @loAidio TOALUTADY dOGEDV.

DroAido pioc 66ong

0,5 mL yoAOKTOUOTOC TOPEYETOL GE PLOAOL0 [LE EAUCTOUEPEC TMOLA EICYDPNONG KOl TAACTIKO
OTTOGTIMUEVO KOTTAKL.

Ka0e prarido piog d6ong mepiéyetl 1 d6om twv 0,5 mL.
MéyeBoc cuokevaoiag: 5, 10 17 20 prodidwa piog d6omC.

Mmopei va, unv KokKAo@opoOV OAEC 01 GLCKEVUGIEG.

Karoyog Adsrog Kvkhogopiog

Hipra Human Health, S.L.U.
Avda. la Selva, 135

17170 Amer (Girona)
[ZITANIA

IMopaockevaotic
Laboratorios Hipra, S.A.
Avda. la Selva, 135

17170 Amer (Girona)
IZITANIA

To mapév @vrro 00N YLOV YpfioNS avade®pOnKe Yo TELEVTAIO POPA OTIS

Addeg TN YEG TANPOPOPLOV

Aemtouepeic TANPoopieg Yo T0 pAPHOKO avTd givar dtabéoipec 6To dikTvakd ToTo Tov Evpmmaikod
Opyaviopuov @apudxmv: https://www.ema.europa.eu

Zap®OTE TOV KOOKO LE M0 KIVNTI GUGKELT Y10l Vo, AGPBETE TO PVAAO 0OMNYIDV YPNONG OE SLOPOPETIKEG
YADGGEC,

Na copmeptinebdei o kwdudég QR

'H emokepbeite tn dievBvvon URL: www.hipracovidvaccine.com
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To mapdv eOALO 0d1yLdV Ypriong eivar dabéotpo og OAeG TIg emionueg YAwooeg ¢ EE/EOX otov
dktvokd témo Tov Evpomaikov Opyoviopod Oapudkmy.

O A poopics TOV KOAOVOOVY aTEVOVVOVTUL HOVO GE erayyeApaTIES VYEiNG:
Xopnynote to BIMERVAX gvdopvikd, kotd npotipnon otov deAtogldn po tov ave Bpayiova.

IyynAacipuotnta

IIpoxeyévou va BedtimBel 1 yyvnAasidtTto TV BloAOYIKOV QOPUUKEVLTIKOV TPOIoVT®V, B Tpénet
VO KOTOYPAPETOL LE CAPTVELD 1] OVOUACia Kot 0 aplfudg maptidag Tov Yop1nyoOUEVOD TPOTOVTOG,.

Odnylec ye1plopob Kot yopnynon

Na un ypnoiponoteite avtod 1o eUPOAL0 PETA TNV NUEPOUNVIE ANENG TOV AVOPEPETAL GTIV ETIKETA HETA
™ AHEH. H nuepopnvia AMEng avagépetot 6Ty TEAELTAIN NUEPE TOV GLYKEKPIUEVOL UV,

O yepiopds avtov Tov gpPoiiov Ba mpémet va yiveton and enayyeipatio vysiog pe ypnon donrnimv
TEYVIKAOV Y10 VO, OLOGQUALGTEL 1] GTEPOTNTA KADE dOONMC.

Ipogrowaaio. yra ypnon

o To guPorto givar £Totuo yio ypnom.

e To un avotypévo guPoito Ba wpémel va puidccetol og Beppokpacio 2°C g 8°C kot va,
dlatnpeitar 610 e£MTEPIKO KOLTI Y10 TPOGTAGIN GO TO MG,

o Apécmg mpv amd T ¥pNom, AEUPESTE TO PLoAidlo Tov gpPoriov omd 10 E®TEPIKO KOVTL.

o Metd TV TPMTN TOPUKEVTNOT TOV LOAOI0V TOAAATADY dOGEWMY, KOTOYPAWYTE TNV NLEPOUN VI Kot
™V ®pa ardppync (6 dPeg LETA TNV TPAOTN TAPAKEVTNOT]) TNV KOOOPIGUEVT] TEPLOYN TNG
EMOTLLOVOTG TOL Qroddiov.

EmBswprnore 1o prolidio

o [lepdwvnote amald 0 PLOALS10 TPV amd TNV oTdGLPOT TNG 000N G Ko emiong petald Kabe
amoOGLPCNG O0O6NC Y10 TO PLUAIS10 TOALUTAGY dOGE®V. M1V OVOKIVEITE.
KdaBe praridto mepiéyel éva Aeukd Kot OPOI0YEVES YOAGKTMA.

e Embempnote ontikd 10 UPOAIO Y100 TVYXOV COUATIOIOKT VAT T/KOL UTOYPMUATICHO TPV otd TN
yopnynon. Mnv yopnyeite 1o euPfoAo eqv LIGPYEL OTOLOOTOTE OO AVTA.

Xopnynote 1o guforio

o [lepthappdaveton vepmAnpwon oe kaOe PLaAidI0 Yia Vo S1cPAaAoTEL OTL pmopovv va e&aybodv 1o
oAV 0éka (10) 66ce1 (PLaAidto TolAamAdy d6cewv) 1 pia (1) doomn (praridio piag d6ong) TV
0,5 mL éxaotn. Anoppiyte ToYOV evamopeivay eUPorio oto eloridlo piag 666G 1 6TO ELOAISI0
TOAMUTAGDV 00ce@V petd v e€aymyn 10 do6cewv.

o KdBe 660om 0,5 mL avtieiton o€ pio amwootelp@pévn BeAdval Kot [ OTOGTELPOUEVT) GUPLYYO, TTOV
YopMyeitaL e eVOOUVIKT £VEGT, KOTA TPOTIUNGT GTOV OEATOELON UL TOL Gve Ppayiova.

o  MOAIG T0 guPoiio slooybel otn ovpLyya, ivarl 6tabepd Yo TovAdyIoTOV 6 MPEC €iTE VIO GLVONKEC
yoéng eite og Beppokpaocio dopatiov (<25°C).

o  Mnv avautyviete to eUforto oty idto cOptyyo pe GAAo eUPOALL 1 QOPUAKEVTIKE TPOTOVTAL.

o  Mnv GUYKEVIPAOVETE TNV TEPIGGELD TOV EUPOAIOV 0Td TOAAATAG QLOAISLAL.

Armoppryn

o  Metd TV TPMTN TUPUKEVTNON TOL ELOALOI0V TOAAATAGDY dOGEMY, PLAAGGETE TO OVOLYLEVO
QLorido moAhamAdv d6cemv og Beppokpacio 2°C £wg 8°C yia émg kot 6 dpec. Amoppiyte TO
euPoro gdv dev ypnoomombet evtog 6 @POV HETA TNV TPATN TOPAKEVTNOT TOV PLAALSIOV
TOALOTADV SOCEWV.

o Amoppiyte TUYXOV gvamopeivay ePPOAI0 6TO PLOAISI0 piag dOoMG 1] 6TO PLOAISI0 TOALATAGY dOGE®V
uetd v e€ayoyn 10 docewmv.
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Aroppryn
o KdaBe aypnoipomointo QoprakeLTiKd TPoidV 1| VITOAELLO TPETEL VO, ATOPPITTETOL COUPDVA LE TIG
KOTO TOTOVG 10YVOVGEC GYETIKES SLOTAEELG.
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