IMAPAPTHMA 1

HEPIAHYH TON XAPAKTHPIZTIKOQN TOY IPOIONTOX



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. ONOMAZXIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

BIMERVAX gvéoipo yoldxTopa

Eupoiio COVID-19 (ovacuvovacuévo, avoGoEVIGYLUEVO)

2. IMOIOTIKH KAI ITOXOTIKH XYNOEXH

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
Aocoloyia

Arowa nAdrwxiacl6erwv nat dvw

®a mpémel va, yopnyeitot pia epdmas evoopvikn 66om (0,5 mL) tov BIMERVAX tovAdyiotov 6 piveg
UETA amd To Tporyovuevo uforo mRNA COVID-19 (BA. mapdypagpo 5.1).

To BIMERVAX pmopet va yopryeitol eniong ToLAGYIGTOV 6 UVES LETA OO TNV TPOTYOULEVT|
avapvnotikn 66on BIMERVAX.



Avoooxateotaluéva drouo.
[Ip6cbeteg 600e1g pmopovv va yopnynbovv oe coPapd avOCOKATEGTAAUEVO (TOUO GOUPOVE, LE TIG
enionueg ovotdoels, PA. evotnta 4.4 ko 5.1.

Hliouévos ninbooudg
Agv amaiteitol Tpocappoyn g 60omg oe NAKlopéva dtopa nAkiog >65 eTmv.

Houdrorpixoc ninQvouog
H acopddea kon 1 amoterecpaticotnta tov BIMERVAX ce maidid kot eprfoug niikiog kdtm tmv

16 etddv dev €yovv axopo tekpunplodel. Agv vrdpyovv dabéciua dedopéva.

Tpomog yopnynong

To BIMERVAX npoopiletat Loévo yio evOOHVTKT YopNynon, Kotd TpoTipnor 6Tov OEATOEN LV TOV
avo Bpayiova.

To gpPorto dev mpémel va gvieTon evdoayyelokd, vToddpia 1 EVO0SEPLUKAL.

To euPforio dev TPEMEL VoL AVOUELYVOETOL GTNV 10100 GUPLYYD LE OTTOLAONTOTE AAAL EUPOALA 1)
POPULOKEVTIKA TTPOTOVTOL.

INoa t1g TpopuLAG&eLg Tov TTpémel va AnpBovv Tpv amd T xop1ynomn tov epfoiriov, PA. mapdypapo 4.4.
IMa 0dnyieg oyeTikd pe Tov ¥eplopd Kot TV amoppiyn Tov ufoliov, A. mapdypago 6.6.
4.3 Avrevosigag

YrepevaioOnoio 61N dpacTikn ovcia 1§ 6 KAmo1o amd T £KO0YA TOV AVOPEPOVTOL GTNV
Topaypoeo 6.1.

4.4 E10kég TPOELOOTOUGELS KUL TPOPVAGEELS KATE TN (p1ioT

IyynAaciuotnta

ITpoxeyévou va PBektimbel n yyvnAacipudtnta TV BLOAOYIKOV QOPUAKEVTIKOV TPOTOVI®V, TO OVOLLN
Kol 0 aplOpOg TOPTIOOG TOL YOPTYOVLEVOD POPLAKOL TPETEL VO KATAYPAPETOL LUE CAPTVELD.

YrepevoucOnoio kot avopuialio

"Exovv avaeepbet coppdvta avaevrotiog pe eppoiia COVID-19. Oa mpénet va eivar Tavia duecso
BN KATAAANAN WOTPIKY aymYT| Kol EMIPAEYT OE TEPIMTMOOT AVOPLVAAKTIKNG AVTIOPOONC LETA TN
Yop1ynon tov gppoiiov.

ZUVIGTATOL GTEVT] TOPOKOAOVONGN Y10 TOVAGIoTOV 15 AemTd PETA TOV EUPOMAGLO.

Agv Ba mpémnet va yopnynOel mepaitépm 5001 Tov UPOAIOL GE ATOUA TTOV EUPAVIGAY OVAPVAAEID LETA
amd mponyovuevn d6on tov BIMERVAX.

Avtdpaoeic oystilduevec pe ayyoc

Mmopei va, eLeavioTovy avtidpdoelg mov oyetilovial e To dyyog, CUUTEPIAAUPOVOLEVOY TV
OYYELOTVELLOVOYOOTPIKMV AVTIOPAGE®V (GUYKOTY]), TOV VAEPAEPIGUOD T} TOV OVTIOPAGEDV TOV
oyetilovial Le TO OTPEG € GLVIVAGHO LE TOV EUPOAMACUO, MG YOYXOYEVIS AVTIOPOOT) OTNV £VEON UE
Berdva. Etvar onpovtikd vo Aappdvovior Tpo@uAdEELS Yo TNV ATOPLYN TPOVLATICUOD Ao
AMmoBopia.



2Vv0da VOO LOLTOL

O guporiacpoc Bo mpémet vo avaPdireTor og dTopa Tov Thoyovy omd ofela coPapr| eumupeTn VOG0 N
o&eio Aoipmén. H mapovsio riag Aoipméng 1/xat younAion mopetod dev Oa mpénel va kabvotepnost
ToV gpPoAtacuo.

Opoupoxvrtraponevia Kot dotapayEc THENG

Onoc kat pe aAAeg eVOOULIKES eVETELS, TO EUPOAMO Ba TPETEL VO YOpMYEITUL LIE TPOGOYN OE GTOLLO TTOV
Aappavouy avtutnktikn Oeponeio 1 o€ dtopo pe OpopuPokvTTapoTEVID 1) OTOLNONTOTE SLOTOPUYN
TENG (OO QOPPOPIAILL), ETELDN UTOPEL VO, TOPOVGIUCTEL ALOPPAYID 1) LOADTIGUOG ETEITO OO
€VOOUVIKY YOopNyNo™ GE OLTA TO ATOLL.

AvocokoteoTtoluévo GTouo.

Ymhpyovv Teploptoptéva, SO0UEVO GYETIKE LLE TV 0VOCOYOVIKOTITO KOl TV AGPAAELD TOL EUPOATOD
OTOV YOPNYEITOL GE AVOCOKATEGTOAUEVA ATOLM, COUTEPIAAUPBAVOUEV®Y EKEIVOV TTOL AapPdvouy
ovoookotaotoltikn Oepaneio (BA. evotnta 5.1). H amotelespotikotnta tov BIMERVAX gvoéyeton
va gtvat YaUnAOTEPT| GE AVOGOKATEGTOALEVO ATOLLA.

ALQpKELD TPOGTOGIOG

H dudpxeia g mpootaciog mov mapéyetot omd To UPOALo gival AyvaoTtr, Kabmg PpiokeTal axopa vro
TPOGIOPIoUO PEGH GVVENILOUEVOV KAIVIK®DY SOKIUMV.

IIeplopiopol e aroTeEAECUOTIKOTNTOS TOV EUPOAIOD

Onwg kot pe kabe epuPforio, o eufortacudc pe to BIMERVAX pmopel va unv mpoctatedel GAOVG TOVG
AMTTEG TOL gUPoAriov.

"Exdoyo pe yvootn dpbon

Kaiio

To epPforio avtd mepiéyel Aryotepo omd 1 mmol kadiov (39 mg) avd d6om, dnAadT ival oOVGLUCTIKA
«eAehBepo KOAiOLY.

Nazpio

To euforio avtod mepiéyel Ayotepo omd 1 mmol vatpiov (23 mg) avd d6om, dSNAadn gival OLGLOGTIKG
«eAevBepo vatpiovy.

IToAvcopPikov 80

Av10 10 eUPorto mepiéyet 1,18 mg moAvcsopPikod 80 oe kabe doom. Ta molvcopPikd pmopei vo
TPOKUAEGOVV ALEPYIKES AVTIOPACELS.

4.5 Almiemopdocseig pe GAlo QUPUIKEVTIKE TPOTOVTO Kol GAAES popPES arlinlemiopaong
Agv €xovv mpaypatonombel pedéTeg aAANAEMOPACE®Y.

H ovyyopnynon tov BIMERVAX pe dilo eppoiia dev €xet peletOei.

4.6 Tovipétra, kONon ko yorovyio

Kbnon

Agv vrdpyet epmeipio pe  xpnon tov BIMERVAX o1 £ykveg yovaikeg. Melétec og (Do dev

Kat€deEay dpeon 1 EUUEST TOEIKOTNTA GTIV EYKVLOCUVT], TNV AVATTLEN TOL EUPPVOV, TOV TOKETO 1)
T petoyevvntiky avantoén (BA. mapdypago 5.3).



H yoprynon tov BIMERVAX «atd ) didpkela TG eykvupoovvng Ba tpénet va e€etdletat povo otav
T Thva 0pEAN VITEPTEPOHV TV TOUVAOV KIVOOVEOV 0T UNTéPa Kol To EUPPLo.

ONnAacpog
Agv givon yvoot6 edv to BIMERVAX anekkpivetol oto avOpodmivo yaia.

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

Tovipémo

Meléteg oe (Do dev KaTESEIEAY AUEDT] 1] EUUECT] TOEIKOTNTO GTIV OVATOPOY®YIKT] tKovotnTo (BAETE
5.3).

4.7 Emodpaceig 6TV IKEVOTNTA 001]Y1|61G KOl YEIPICHOD U OVILATOV

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

TIepiinwn Tov TPOEIA aGQAAELOG

O1 o vy vEG avemBOUNTEG EVEPYEIEG TTOL OVAPEPONKOY LETA OO TNV OVAUVNOTIKY 600G UE TO
BIMERVAX ceg dropa mov éhafav kopia oepd pe epfoito mRNA COVID-19, ftav dhyog g 0éong
éveong (82,8%), xeparodlyia (30,8%), kommon (31,1%) kot poaryia (20,6%). H didpeon didpkela tov
TOTIK®V KOl GUCTNUATIKOV ovemBOunTov evepyeimv ntov 1 g 3 nuépeg. Ot mepiocdTepeg
avemBuuNTeg EVEPYELES EUOOVIOTNKOY EVTOG 3 NUEPDOV LETA TOV EUPOMACHO KL HTOV NTLOG EWOC
pétpiag cofapdtnroc.

O1 o ovyvEG avemBOUNTEG EVEPYELEG TTOL OVAPEPONKAV PETA amd pioL TPOGOETT AVALVIOTIKY] SO0
BIMERVAX g tétaptn d6om Ntav Tdvog 6to onpeio g £veong (79,9%), keporadyia (25,0%) kot
Kkoémwon (25,0%). H didpeon d1dpKelo TV TOTIKOV KOl GUGTIUUTIKOV OVETIODUNTOV EVEPYEIDV NTOV
1 ¢wg 3 nuépec. Ot meprocdTEPEG AVEMBOUNTES EVEPYELEG ELPAVIOTNKAY EVTOG 3 MUEPDV LETA TOV
guforacud Ko nTov Hmeg Emg LETPLOG coPapOTNTIC.

Kotdroyoc avemBountmy evepysldv 6€ LOPON TIVOKO

To wpo@il ac@dielag mov mapovsidleTon Tapakdto Paciletal 6e GVYKEVTPMTIKG OEOUEVO OCPAAELOG
OV TPOEKLYAV OO dVO KMVIKEG OOKLUEG @dong 2P kot pdaong 3 pe cuvoiikd 3.192 dtopa niwciog 16
ETOV Kol Av®, To. ontoio 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 pnives ywo to 99,4% tov atdpmv kot 6 pniveg yia to 0,6% tov atopmy.

H acopddeia g emmiéov avoapvnotikng 66ong tov BIMERVAX g tétaptng 06ong a&lohoyndnke oe
288 aropo, nAwciog 18 etdv kot dvm, ta omoia glyav oAokAnpaocet gite 3 d60¢elg euPfoito mRNA
COVID-19 (tolwvapepavn) eite 2 do6oetg epufoiio mRNA COVID-19 (tolivapepdvn) kot 1 66on
BIMERVAX, kot éhapav emmiéov avapvnotikny 66on BIMERVAX ¢ pecodidotnua 6 £mg 12
UIVOV LETA OO TV TPiTN TPONYyoLUEVT] dOOT).



Ot avemBOUNTEG EVEPYELEG TTOL TTAPATNPNONKAY KATE TN JAPKELD KMVIK®OV SOKIU®MY Tapatifevton
TOPUKATO COUP®VA UE TIG AKOAOVOES Kot yopieg cuyvoTnTag: TOAD cuyvég (>1/10), cuyvéc
(>1/100 émg <1/10), &y cvyvég (=1/1.000 €wg <1/100), ordvieg (=>1/10.000 £mg <1/1.000), ol
onavieg (<1/10.000) kon pn yvootig ocvuyvotnTog (dev pmopovv va extiundodv pe Bdon ta dtobéoipa
dedopévar).

Y& k@0e opadomoinoT GLYVOTHTMV, Ol AVETBVUNTEG EVEPYELEG TAPOLGLALOVTUL KUTA GEPH PBivovsag
cofopoTnTOC.

Mivakag 1: AvemBounteg evépyereg amd Tig kKhvikég dokipés oo BIMERVAX o¢ dropa 16 etov
KOl v

Kotyopia/ IMoA0 cvyvég | Xoyvég Oy ovyvég Yravieg Mn yvootig
0PYOVIKO oLYVOTNTOG
ocvoTNNO.
Awrtopoyés TOL Agpeadevordde
GLLOTOL TIKOD o
KOl TOV Agp@1Kov
GULOTNNOTOS
Awrapayés Tov | Kepolaiyio Z6én MoporcOncio
VEVPIKOD Yrvniia YrnosOnoia
GULOTIHNOTOS
Kapowokég [epcapditioa?
owtapoyés
Taotpevrepkéc Awgppoio Odvvopayia
owTapoyEg "Eperog Kotakd
Nowtio éAyoc?
Awrtopoyés TOL Kvnopog Kvidmwon
0£PNOTOS KO TOV Yrepdpwoio
V0d6pLOV 16TOV E&avOnpua
Ep0Onua
Awtopayég Tov Muodyio ApBparyio
HVOGKELETIKOD
GUGTILOTOS KOl
TOV GUVOETIKOV
16700
Cevikég Akyog mg | Oidnpa g | E&acBévion Molomiopog
owrapoyés ko | Béong éveong | Béomg €veong Piyn mg 0éomg
Kataotaoels o1 | Konwon Eponpo g | Kakovyio éveong
0o yopfynong 0éomg éveong Kvnopog mge YnepevaioOnoi
Yidpovorn g | Béomg éveong a g 0Oéomng
0éomg €veong éveong
MMupegia
Mooyaloiog
TOVOg

* AvTog 0 0pog TEpIAGpPave emiong cuUPavTa Tov avaPEPONKAY ¢ AEUEAdEVITION
P Avtoc o dpog mepilduPoave emiong copfava mov avaeépOnkoy mg GAyoc dvo Kat kaTm Kothiag
Y Mg Bdion éva povo cupfav katd T S1dpKeELn TOV KAWVIKOV SOKIUOY

Avopopd ThavorloyodueveV aveTOOUNTOV EVEPYELDY

H avagopd mhavoroyoduevoy avemBOUNT®V EVEPYELDY LETA OO TN YOPTYNoN GO0 KLKAOPOPToG
TOV PAPUAKELTIKOD TPOIOVTOG elvar onuavtikn. Emtpénet tn cuveyn mapakoiovdnon g oyéong
0PEAOVG-KIVOUVOL TOVL QOPUAKEVTIKOD TPOTOVTOG. Znteitat amd Toug enayyelaticg vyeiog vo
avaQEPOLY OTOIEGONTOTE TOUVOALOYOVUEVES aVETIOOUNTEG EVEPYEIEG LEGH TOV £BVIKOD GLOTNUATOG
ava@opdg Tov avaypdeetor ato [opaptnua V kot va cvureptaAdfovy tov aplfud maptidog, av
VILAPYEL.

4.9 Ynepooosolroyia


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

e mepinton vreEPOO0GOLOYING, CLVIGTATOL TAPUKOAOVONGON TV (MTIKMOV AEITOVPYIOV Kot TV
oLUTTOUATIKY Oepameio.

5. DOAPMAKOAOTI'IKEZ IAIOTHTEX

51 ®@oppoxodvvopikEs 1O10TNTES

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

Mnyoviopndg dpaong

To BIMERVAX egivat éva gpupoA1o avacuvovacspuévng TpmTeivng Tov omoiov 1 SpacTIK ovsio
(avtry6vo) givar to dipuepég ovVINENG TEPLOoYNG dEGUEVONG OVACLVIVAGUEVNG akidag (S) vTodoyéa
mpwteivng Tov 100 SARS-CoV-2 (RBD). Metd ) xopfynon, dnuovpyeitol o ovoGoAoYIKY
omdKp1on, 1060 G€ YLVUIKO OGO Kol € KLTTOPIKO eminedo, Evavtt tov avtrydovov SARS-CoV-2 RBD.
Ta e&ovdetepmtikd avticopato kot e neptoyns RBD tov SARS-CoV-2 anotpénovv T décpevon
¢ RBD otov xuttapiko otdyo g ACE2, epumnodilovrag étot tn peuPpaviky cdvinén kot tnv 10yevn
roipwén. Emimiéov, 1o BIMERVAX endyet avtiyovogidikn avocoamokpion tov T kuttdpwv, 1 omoia
umopei va coppddel oty tpootacia katd tng COVID-19.

AmnoteleopatikotnTa

H amotereopatikomra too BIMERVAX wpokidntel and Tnv dvoGogVicLOT TOV 0VOGOATOKPIGEMV
oe gykekpuévo guporto COVID-19, tov omoiov 1 amotelecuatikOTNTO £)XEL OAMIGTWOEL.

Avocoyovikdtnta,

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

HIPRA-HH-2

H Meiétn HIPRA-HH-2 givon g ©aong 23, S1mhd TogA1], TUYOLOTONUEVT), EAEYXOUEVT] e SPUoTIKO
QAPUOKO, TOAVKEVTPIKT KAIVIKT SOKIUN U1 KOTOTEPOTNTOC Y10, TV a&LOAOYNOT TG 0VOGOYOVIKOTITOG
KOl TNG 0oQAAELOG EVOC ovapvnotikod epportacuod pe BIMERVAX cg cbykpion pe 1o epupoio
mRNA COVID-19 (tolvapepdvn), og eviihikeg TANpwg epPortacuévoug katd tg COVID-19 pe
euPforito mRNA tovhdyiotov 6 pnveg mpv omd v €viaén. Avti 1 KAk doxyn @aong 2
ATEKAELGE YOVOIKEG TTOL NTOV EYKVEC, ATOLO TOV NTAV AVOGOKOTECTOAUEVA 1] €LV AGPEL
VOGOKOTAGTOATIKA €vTOG 12 gfdopddmv, Kabmg kot dropa pe mpornyodpevn Aoipwén COVID-19. Ta
dropa ypeldoTnKaY EMioNG Vo EAGYLOTO SACTNUA 3 UMVOV HETA T AYT| OTO0GONTTOTE
avocobepameing (LOVOKA®VIKE OVTICOUATO, TAGGHA) TPV od TN UEAETT.

Yvvolkd 765 dropa gpPordotnrav, 513 dropa élapfav BIMERVAX kot 252 dropa élafov to
guPfoito mRNA COVID-19 (tolvouepdvn). Avardnkav cuvorikd 751 dropo (504 dropa
BIMERVAX ot 247 droua pe eppdéiio mRNA COVID-19), eEoupovpévav exeivav tov Bpédnkov
Oetikol oty COVID 19 evtdg 14 npepdv amd v avapvnotikn 06cm. H tuyaoroinon
dwotpopatddnke ava nhkiokr opada (18-64 vavtt >65 etwv). H ddpeon nhkia ftav 42 €
(evpoc: 19 émg 76 £1n), e TUPOUOLO EVPOG NAIKIDV Kol 6T V0 GKEAN TOL EUPforiov,
ovpmepthapfavouévev tov 7,4% kar 7,1% tov atopmv niikiog 65 £1dv Kot dve oTic Opadeg
euporiov BIMERVAX ka1t COVID 19 mRNA, avtictouyo.

H avocoyovikotnta piag avapvnotikng 66ong tov BIMERVAX Baciotnke og o a&loAdynon tov
YeEOUETPIK®V pEcV TITA®V (GMT) ££003eTEPOTIKMV OVTIGOUATOV, TOV PETPONKE pe pia dokipacio
eEovdetépwong pe Pdon yevdoid (PBNA) évavtt tov maparriaydv tov otedéyovg SARS-CoV-2
(D614G), Bjta, Aékta ka1 Oukpov BA.1. H avaroyio GMT givotl 10 anotéAespo TV TILOV
GMT(IDso) tov gpforiov COVID-19 mRNA (tolwvapepdavn)/BIMERVAX. H un kototepdtnta T00



BIMERVAX évavtt tov gpporiov COVID-19 mRNA (tolwvopepdvn) cuvdyetot €6v T0 avadTEPO OPLO
oV apeimigvpov 95% daoctnpatog epmiatocvvng (CI) tov Adyov GMT eivan < 1,4. H avatepdtta
tov BIMERVAX évavti tov gpforiov COVID-19 mRNA (tolwvapepdvn) cuvayetot €6V T0 avdTEPO
op1o Tov apeimievpov 95% daotiuatog eumiotocvvng Tov Adyov GMT etvon < 1,0 (BA. TTivaka 2,
otAn Aoyov GMT).

Mivaxkag 2: Aéyog GMT petd v avapvnoetiki 6661 Yo to epporio BIMERVAX évavtt tov
gpuporiov COVID-19 mRNA (tolwvapepdvn) pe Tithovg eEovdetépmong (PBNA) évavti Tov 100
SARS-CoV-2 (otéheyog D614G), Bijta, Aéhta ko Opikpov BA.1 Tic nuépeg 14, 28, 98 ko 182
RETA TNV AvOUVNOTIKY] 0661 (ava TANOVORO TPOTOKOAAOV)

Eppéio COVID-19

BIMERVAX ) Eppério COVID-19 mRNA

N=504 ‘“RNA(;I":CZ‘X‘;”EP“V“) (tolwapepdvr) / BIMERVAX
GMT 95% CI GMT 95% CI Abyog GMT; (95% CI)

Hpépa 14 petd mv avapvnotikn 66om

é’;fféog 194944 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)

Aéhtal 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 avapynortikn d6om

g?ffé"g 224124 1949,80; 2576,24 2947,35 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 avapvnorticy d6on (N: BIMERVAX: 78; N: tolwvapepdvn:

42 oOpeOV [LE TO VTOGHVOLO TOV TPOTOKOAALOV)

g?ﬁéog 1193,17 931,14; 1528,94; 1054,61 761,88; 1459,83 0,88 (0,60; 1,30)
Biita 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 66om

g%éfféog 1213 ,44 1055,38; 1395,17 752,09 636,46; 888,74 0,62 (0,53; 0,73)
Bijta 2554,58 2214,40; 2947,01 1774,54 1489,68; 2113,88 0,69 (0,58; 0,83)
A 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: ap1Buog ovppetexdviov otov TAnbvcud ava TpOTOKOALO.
Xovrunoelc: GMT = yeopetpikdg pésog tithog); Cl: Ataotiuota epmotoovvng; PBNA = dokipacio
g€ovdetépwong pe Pdon yevdoid

H avocoyovikdtta tng emmAéov avapvnotikig doong tov BIMERVAX a&iohoynfnke g ochvoro 288
aTOp®V NAKiag 18 etdv kot dve. Ta dtopa elyov 0OAOKANPOGCEL TpONYOLLEV®MG gite pia oelpd 2
docemv gufoiio mRNA COVID-19 (tolwvapepdvn) ko pio 6o BIMERVAX (Kooptn 1) i1 3 d6c¢1g
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gupéio mRNA COVID-19 (tolwvapepdvn) (Kodptn 2), ko ELafav emmAéov avauvnoTtikn 60om
BIMERVAX oc¢ pecodidotnua 6 éo¢ 12 pnvov petd arnd tnv tponyovuevn do6or. Ao avtd, 190
dropa ovorlvnioav otov TAnBucpd amotedespoticotntog (80 dtopa oty Kodptn 1 ko 110 dropa
otmv Koodptn 2). H didpeon niwcio fjrav ta 49 €t (ebpog: 20 €wg 82 £tn), pe mapopote nAKIoKE e0pn
oe apedtepes t1g Kooptelg, cvpneptrapfavopévon tov 11,5% tov atdpmv niikiog 65 e1dv kot GAvo.

H avocoyovikétta tov BIMERVAX o¢ emmAéov avapvnotikng 06ong Paciotnke otnv a&loAdynon
TOV YEOUETPIKDOV HEcwV TITA®V (GMT) ££003eTEPOTIKMY OVTICOUATOVY, TOV HUETPHONKE e pia
doxpacio Eovdetépmong pe Paorn yevdoid (PBNA) évavtt tev maporiaydv Brita, Aédta, Opkpov
BA.1 ko1 Opukpov BA.4/5. O Loyog GMT eivan to amotédeopa tov Tiud@v GMT (IDsy) tov 3 d6cewmv
euPforiov mRNA COVID-19 (tolwvapepdvn)/pog emmAiéov avapuvnotikng doorng tov BIMERVAX
omoia yopnyeiton petd amod 3 d6celg Tov gppforiov mRNA COVID-19 (tolvapepdvn) 1 yopnysiton
petd and 2 d6celg mRNA COVID-19 ko piot 06onn BIMERVAX. H avetepotnta g emmAéov
avapvnotikng doong pe BIMERVAX kavomomOnke av 1o avdtepo 6pio Tov aupirievpov 95%
dwotpartog epmotoovvig (CI) tov Adyov GMT frav < 1 (BA. ITivaxa 3, otiAn Adyov GMT).

Mivaxag 3: Enineda eEovdetepoTik@v avricopatov (PBNA) kol Adyog GMT petd and emumriiov
avapvinotikn 06on pe BIMERVAX, yopnyovpevn €ite petd omoé kopra ceipd pe gpnforo mRNA
COVID-19 kot avapviyetikn 66ory BIMERVAX (ko06ptn 1) €ite petd amwd kopro oepd pe
gupoiro mRNA COVID-19 km avapvinotiki] 66on gpforiov mRNA COVID-19 (ko6p1n 2),
évavtL TV Tapariaydv Bita, Aékta, Opmkpov BA.1 ka1 Opikpov BA.4/5 i nuépeg 14, 98 ko
182 060m petd amd TV avopvnoTiky 6661 (GOPE®VE pE ToV TANOVGHO TOV TPMOTOKOLAOV)

Koéptn 1 Koéptn 2
2 d6ceic mRNA COVID-19 + 2 ddosig | 3 66osic mRNA COVID-19 + 1 d60m
BIMERVAX BIMERVAX
Metd T 0601 3 | Metd ™ 66on 4 | Adyog Meta ™ 06om | Metd T 660 4 Adbyog
GMT GMT GMT 3 GMT GMT
(95% CI) (95% CI) (95%CI) GMT (95% CI) (95%CI)
N=38 N=80 (95% CI) N=110
N=38
Hpépa 14 petd mv avapvnotikn 66om
. 254734 2783,85
Brra ’ 5790,20 0,44 ’ 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
Aéhta (1041.33: 5199,90 0,30 1637,19 4085,85 0,40
N (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 0.43
(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
Opukpov 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)
Huépa 98 petd mv avapvnortikn d6om
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 (1516092’1695_ 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)
Opuxpov 1886,95 1574,26
BA4S ND (1418,08; 2510,85) ND ND (1156,85; 2142,28) ND

Hpépa 182 petd mv avopvnotiki 60om

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)

Bnta




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) 111371 (999,37; 1789,72) | (0,40; 0,83)

Outkpov 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;032)

Opkpov 1836,26 1604,42

BA4/S ND (1373,92; 2454,19) | NP ND 1179,06:218322) | NP

N: Ap1Ouodg cvppetexovimv pe S100éao dES0UEVA Y10, TO GYETIKO TEAMKO ompeio
Yvvtopoypagieg: GMT = I'ewpetpucog pésog tithog, Cl: dtuotuarta epmictocvvng; ND: dev
wpoodopiotnke (not determined)

HIPRA-HH-5

Avt 1 perén elvat po suveylOUeEVT|, OVOIKTIG ETIGTLOVONG, LOVOD OKEAOVC, TOAVKEVTPIKY,

Ddong 3 Khvikn doxun yuo TNV a&loAdynon g acPAAELNG KOL TG AVOCOYOVIKOTNTOG EVOG
avapvnotkol eppoitacuod pe BIMERVAX yia v tpoéAinym g COVID-19 c¢ dtopo mov
gufoldotnKay e S1apopa KOpLa ypovodiaypaupato epforiny, pe i yopic tponyodueves un coPapég
ropméelg COVID-19. To BIMERVAX yopnynOnke tovddyiotov 91 nuépeg petd v tekevtaio d6om
N TovAdyiotov 30 nuépeg petd t Aoipwén COVID-19. Avt n khvikn dokyun @dong 3 anékieioe Tig
YOVOIKEG TTOL NTOV EYKVEC, KOOMG KOl TO GTOLLO TTOL TV 0VOCOKATEGTOAUEVA | elyov AdPet
OVOGOKUTAGTUATIKA £vTOg 12 gfdopadmv. Ta dtoua ypeldomKay eniong Eva eEANIOTO S1AGTNLO

3 unvav petd tn Ayn omolncdNToTe avocobepaneiog (LOVOKA®VIKE OVTIGOUOTO, TAGGHLO) TPV 0T
TN HEAET.

H evoidpeon ékBeon mepilapfaver dedopéva amd cuvorlikd 2.646 dtoua Tov EUPOAMACTNKAY [E
BIMERVAX g avapvnotikn d6on o€ vyt dropa (tovddyiotov 16 g1dv) mov glyav gppforloctel 6o
mape0ov pe dtapopetikd eufoito COVID-19. (Eupoiio mRNA COVID-19: tozinameran Kot
elasomeran, kot epPorta pe popéa 0.0evoid (epuporio COVID-19 (ChAdOx1-S [avacuvovacuévo]) kot
euporo COVID-19 (Ad26.COV2-S [avacuvovacévo]). . Amd avtodc, 230 (8%) cuppetéyovTeg
oopmeptNenKay otov TANBLGUO AVOCOYOVIKOTNTOC. XTIV OVIAVGT 0VOGOYOVIKOTNTOS, 0 TANBUoUOG
g opddag epporiov eupoiio mRNA COVID-19 (tolivauepavn)/ eufpoito mRNA COVID-19
(tolvapepdvn) Nrav 6Aot cvppetéyovieg nikiog 16-17 etdv.

Yuvolikd, 1 didpeon nikia nTav 34,4 £t (ebpoc: 16 £mc 85 £tn). Ot acbeveic NTav 16oppomnpévol
peta&d 1ov eOAov, 52,49% avopeg kot 47,47% yovaikeg.

H avocoyovikdtra petphinke pe dokipacio e&ovdetépwong pe Paon v yevdo-ukn (PBNA) katd
Tov oteréyovg SARS CoV-2 (D614G) ko kotd Tov moporiaymv Brta, Aédta kot Ouikpov BA.1. Ta
dedopéva yia 10 GMT (yewpetrpikog pésog tithog: IDso) katd v Evapén (Tpv amd T yopnynon g
avapvnotikng 0oong) kot v Huépa 14 (2 efdopddeg Hetd t yopnynon e ovapvnoTikng d06Ng)
nmapovctdloviol 6Tov akOAoVO0 Tivaka.

Mivaxkag 4: FeopeTpikoi pécor Tithol ££0V0eTEPOTIKAOV avTiIcOpatOv (GMT) 14 nuépeg peta
Tov gpporracpd pe BIMERVAX oz aropa nikiog 16 eT®dv ka1 avm - avaiven avd tpotoxorrio

Apyucn) 6661 mRNA Apyukn) 0661 popia adevoioH Apyucn) 6o mRNA
(tozinameran) (ChAdOx11-S avacvvovocpévo) (elasomeran)
16-17 etodv > 18 etV > 18 etV
N=11 N=40 N=171
Ipw om6 TNV avapvotiki d6on

GMT 95% CI GMT 95% CI GMT 95% CI
Zréheyog

720,10 356,96; 1452,64 288,58 194,56, 428,02 657,49 499,52; 865,43
D614G
Bita 471,68 208,39; 1067,60 539,49 345,97; 841,26 497,77 376,98; 657,26
Aérta 803,84 376,27, 1717,26 283,75 182,43; 441,35 914,68 657,97; 1271,55
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Opucpov
BAL 257,99 99,98; 665,71 159,34 94,02; 270,05 221,62 155,51; 315,84
Hpépa 14 petd v avapvnetiki d6on

Zréheyog

4753,65 2356,45; 9589,48 2298,81 1549,89; 3409,63 443727 3371,158; 5840,55
D614G
Bita 8820,74 3897,14; 19964,72 5009,47 3212,53; 7811,54 6857,95 5193,76; 9055,38
Aérta 756479 3541,05; 16160,76 2600,31 1671,78; 4044,56 5811,47 4180,44; 8078,87
Opwkpov
BAL 575743 2231,25; 14856,19 1847,41 1090,05; 3131,00 4379,81 3073,24; 6241,85

N: Ap1Ouo6g copeTEXOVTOV LE O100E01LA OEOOUEVA Y10, TO GYETIKO TEMKO orueio
Yvvtunoeig: GMT = l'eopetpikog pécog tithog; CL: Alaotipato EUmIGTOouVNG

Hlkuouévoc mAnbvopude

H avocoyovikdétrta tov BIMERVAX koatadeiydnke otov nhikiopévo mAnbucsuod (>65 etav)
ocvumeprrapPavouévev 38 (7,4%) atopwv mov Aapfdvovv BIMERVAX.

Avocokoteotoluévoc tAnfuouoc

H avocoyovikotnta Kot 1 ao@dieta pog avapvnotikng 66ong BIMERVAX aétoloynOnkav oe o
@aong 2p/3, avoyytng ETCNUOVONG, LOVOD GkEAOVS, ToAvKeVTpikn KAviky ook (HIPRA-HH-4) oe
EVNAIKEG e TPOVTAPYOVOEG OVOCOKATUCTOATIKEG TAONGEL, CUUTEPIAAUPAVOLEVOV TV OTOUMY TOV
Covv pe Aotlpwén amod tov 16 avBpomiving avocoavendprelag (HIV) pe enipovoug apiBuodg CD4 T-
KuTTtdpov < 400/mm? evidg Twv televTainy 6 pnvov, HETAPOGYELGT VEPPOD VIO (VOGOKATUCTAUATIKY
Oepaneia cuvtipnong, apokdBapon/aepitovaikn kdbapon, TpmTomadelg AVETAPKEIEG AVTICOUATOV
ue Oepameio vokataotToong IgG kot avtodvoon voco ue Bepameia pe prrovéudumn/okpeMlovudum.
H avapvnortikn 66om tov BIMERVAX yopnyndnke tovidyiotov 91 nuépeg petd and 3 mpornyovpeveg
d0oelg tov gpforiov COVID-19 1 petd and 2 d6oe1g ouv tekpunpiopévo wotopikd COVID-19. Ot
GUUUETEYOVTEG L 16TOPIKO TG vOsov COVID-19 emrpdnnke va evtayBovv, edv eiyav dayvooTtel
TovAdytotov 91 nuépeg Tpv amd Ty Eviasn.

Yvvolkd 238 dropa gpPordotnray pe avapvnotikn 66on BIMERVAX kot avoldvOnkov cuvorkd
228 ovupetéyoveg, eEatpovuévav ekeivav mov Ppédnkav Oetuicol yio COVID-19 evtog 14 nuepov
amo Vv avapvnotikn 8oor. H didueon nhio fray ta 56 £t (ebpoc: 21 €mc 90 £tm).

H avocoyovikdtnta petprinke pe dokipacio eEovdetépmong pe Baon yevdoio (PBNA) katd tov
oteléyovg SARS-CoV-2 (D614G) kai katd ¢ Prita kot Omicron BA.1 kot BA.4/5 éwg ot 12 pnveg
LETE TNV aVOLUVTOTIKT] dO0T O€ OAEG TIC 0VOGOKATAOTOATIKEG GUVONKEC TOV HEAETHONKV, EKTOC OO
ta dropa mwov Louv pe emPePfarmpévn Aolpwén and HIV, otovg omoiovg n avocoyovikdtnta
uetpnnke pe dokipacio e&ovdetépmong v (VNA) katd tov ateréyovg SARS-CoV-2 (D614G) kot
katd tng Omicron BA.2. Mia avapvnotiky 66om tov BIMERVAX evioyvoe tn yuukn avocoroytkn
avTOTOKPIOT 68 OAEG TIG AVOCOKUTOGTOATIKES KATAGTACELS, EKTOG OO TO ATOUA LE LTOAVOCT VOGO
7ov AauPavovy Oepoameia pe prrov&puaumn/okpertlovpdunn. Qot6c60, dev TPOyUATOTOMONKE
GUYKPION UE OVOGOAOYIKE, IKAVE GTOUA TPOKEWEVOD VO, DITAPYEL EVIEPMOT] Y10, TO HEYEDOC TG
mOOvVNG S1aPoPAG OGOV APOPE TIG AVOCOAOYIKES AVTIOPACELS. LVVETMG, 1 KALVIKY ONHocio TV
OVAPEPOLUEVOV OVOGOLOYIKMV OVTOTOKPICEMY GE AVOCOKATEGTOAUEVA ATOLM EIVAL AYVOGTN.

Hodrworpikodc tinbvoudc

O Evponaikég Opyoviopoc Ooapudkmy Exel dmoel ovooAn amd TNV LTOYPEWGCT VIOBOANG TV
omotelecudtov tov peretdv pe 1o BIMERVAX cg pia 1 meptocotepeg bokoTyopieg Tov
Tod1aTpLkon TAnBvopov yuo Ty tpdinym g COVID-19 (BAéne mapdypoo 4.2 yio TANPOQopies
GYETIKA LLE TNV TOOLOTPIKY XP1ioN).
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5.2 @appokoKivnTIKEG 1010TNTEG
Agv epapuodletat.
5.3 TIIpoxlvikd dogdopéva Yo TNV a6@Irela

Ta pn KhMvikd dedopéva dev amokaADTTOVV 1010iTEPO Kivouvo Yo Tov avOpmmo pe fdomn Tig
SVUPUTIKEG LEAETEC TOEIKOTNTOG ETAVOAAUPBOVOUEV®Y SOCEMV.

T'ovoto&ikotnTo Kot KapKvoyEVEST

To BIMERVAX 6gv éxet a&loloyn0ei yia to yovoto&id 1 KapKivoyovo dvvapkd tov. To cuototikd
oL gUPOAIOV OeV OVOUEVETAL VA, EYOVV YOVOTOELKO 1) KOPKIVOYOVO SUVOULKO.

Avoamopoywyikn toéikotnTa,

AeENyON peAétn avorTuEloKNG Kot ovOTapay®ykng ToEIKOTNTOS 6€ OMNAVKOVG Kol 0pCEVIKODG
apovpaiovg Tpv and 1o Levydpmpa Kot Katd tn didpkela ¢ komong. To BIMERVAX yopnynonke
€vOOULIKA (16000VOUO Le o TANPN avOpdTvy d00T) o€ BNAVKOVE apovpaiovs 6e TEGGEPLS
TEPUTAOOELG, 21 Ko 14 nuépeg mpiv amod to {evuydpwpa Kot katd Tig npépes 9 kot 19 g xomong. Ot
apoevikol Eafav Tpelc yopnynoets, 35, 28 kot 6 nuépeg mptv amd 1o Levydpopa. Agv mapatnpndnkoy
oyeti{Ouevec Le To eUPOALO ovemBOUNTEG EVEPYELEG GTN YOVIUOTNTA, TNV KOO/ YOAovyio 1) TV
avAamTLEN TOV EUPPVOL KOl TOV ATOYOV®V.

6. OAPMAKEYTIKEX TAHPO®OPIEX
6.1 Kotahloyog ekddymv

A®dekaidopiKod pooEopikd dvATPLo
AHOpOoYOVIKO pOGPOPIKO KAALO

Nétpio yAwplovyo

KdaAo yAwplovyo

"Yowp yio evéoipa

I"oa 1o avocogvioyvtiko, BA. mopdypapo 2

6.2 Aocvpparéotreg

AVTO TO QUPUOKEVTIKO TPOIOV EV TPEMEL VO, AVOUELYVVETOL UE AAAL QUPUAKEVTIKG TPOTOVTH 1 VOl
OPOLADOVETAL.

6.3 Awpkera Long

Mn oavoryuévo oloridto ToAaTA®V d0GE®MV

21 pnvec og Beppokpacio 2°C — 8°C.

D1oAid10 ToAMaTA®Y dOcEmV TTov £yl droTpnOel

H ymukn ko puoikn otabepdtnta Katd tn yprion Exet kataderydel yia 6 dpeg o Beppokpacio 2°C —
8°C amo TN oTIyPN TNG TPMTNG TOPAKEVTNONG TNG PELOVAS.

Amo pukpofloroyikn dmoyn, LETA TO TPMOTO AVOLyLd (TPAOTN TapakEvInon e BeAovag), To epuPforto

TPENEL VA, Ypnolponoteital opécms. Edv dev ypnoytorondel apécmg, ot xpovot Kot ot cuvonKeg
amofnKevoNg KAt T XPHON AToTELODY EVBVVT TOL YPNOTN.
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DroAiowo piog ddong

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

dvidcoete og yoyeio (2°C — 8°C).
Mnv kaToyOyETE.

Dvrdocete Ta PLOAISI0 6TO EEMTEPIKO KOVTL YO VO TPOGTOTEVOVTOL TG TO PG,

IMa 116 cvvinKeg draTPNONG TOL PLEADIOV TOALATADY dOCEMV LETA TO TPMTO AVOLY[LO. TOV
(QOPUAKEVTIKOD TPOIOVTOG, PA. Tapdypapo 6.3.

6.5 ®@Von Kol GVGTUTIKA TOVL TEPLEKTI

D1oAid10 TOAMATADY 0OGEWV

5 mL yohoktodpoatog og @lorioto morlomimv 06cemv (Yool Tomov 1) KAE1oTO [le ELOGTOUEPES TN,
Tomov [ Ko oepdylon aAoVIVIOL [E TAOGTIKO OTOCTMUEVO KATOKL.

Ka0e praridio modoamimv ddcewv mepiéyet: 10 d6ce1g towv 0,5 mL
MéyeBoc cuokevaciog: 10 @oAidia TOALUTAGY dOGE®V.

DroAido pioc d6ong

0,5 mL yoAoKTOMHOTOG G€ QLOAISIO Luag 0601G (Yvori tomov I) KAelotd pe ehactopepés oo TuTov I
KOl SQPAYIOT) QAOVUIVIOV LIE TAACTIKO OTOGTIMIEVO KOTAKL.

Ka0e praridio piog d6ong mepiéyetl 1 d6om twv 0,5 mL.

MéyeBoc cuokevaoiag: 5, 10 17 20 prodidwa piog 66omC.

Mmropei va, unv KoKAOPOPOLY OAEG Ol GLOKEVAGIES.

6.6 Iowitepeg mpo@uLAAEelS amdppLryNS Ko GAAOG YELPIONOG

Odnyiec yepioob Kot Yoprynon

O yepiopds tov gpPoiriov Bo mpémet va yiveTon amd emayyeAIOTIO VYEING LLE XPTOT] ACTTTNG TEXVIKNG
Y10 Vo Sl QaAGTEL 1) oTElpdTTA KAOE ddONC.

Tpoeroiuaaio yio. ypnon

e To guporio ivar £Topo yua ypfon.

e To un avoryuévo gufoito Ba npémel va puidooetal o€ Beppokpacio 2 °C éng 8 °C kat vo
dlatnpeitar viog Tov eEMTEPTKOV KOVTIOV Y10 TPOCTOCIH Od TO PMG,.

o Apécmg mpv amd T ¥PNom, AEUPESTE TO PLoAidlo Tov gpPoriov omd T0 £®TEPIKO KOVTL.

o Metd TV TPMTN TEPUAKEVTNON TOV LOALSI0V TOAAATADY dOGEWMY, KUTOYPAWYTE TNV NLLEPOUN VI Kot
™V ®pa. ardppync (6 dPeg LETA TNV TPAOTN TAPAKEVTNOT]) TNV KOOOPIGUEVT] TEPLOYN TNG
EMONUAVONG TOV PLOALSIOV.

EmBswprore 1o prolidio

o [lepdwvnote amald 0 PLOALS10 TPV amd TNV OO LPOT TNG 000N G Ko eiong petald Kabe
amoOcLPCNG 0O6NC Y10 TO PLUAISI0 TOAAUTAGY dOGE®Y. MMV OVOKIVEITE.
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o KdOe @loAido mepiéyetl Evo AEVKO KOl OLLOI0YEVES YOAAKTMLO.
e Embesmpnote ontikd 10 eUPOALI0 Yo TUYOV COUOTIOWNKT VAT /KL OTOYPOUATIGUO TPV amd TN
yopriynon. Mnv yopnyeite to euPfoALo dv vTAPYEL 0TOL0MTOTE AT TOL HVO.

Xopnynore 10 gufiolio

o [lepthappdveton vaepmAnpmwon oe kaOe PLaridlo yia vo S1acPaitotel 6Tl pmopovv va e&aybobv 10
oAb 10 d6c¢e1c (Proridio moAlamAdv d6cewv) 1 1 66om (eroridio piag 66ong) tov 0,5 mL ékaotn.
Amoppiyte ToYOV evamopeivay euPoiio 6to @Loridlo piag 666M¢ N 6To ELUAISI0 TOAAATADY dOCEDV
uetd v e€aymyn 10 do6cewv.

o KdOe 66on 0,5 mL avtieiton o€ po amootelpouévn BeAdvo, Kol amoeTEPOUEVT] GOPLYYO TOV
yopmyeitan pe evOOUVIKT £VEGT, KOTA TPOTIUNOT GTOV OEATOELON LV TOL v Ppayiova.

e  MOoAig To gpPoiio eoayBel otn cvpryya, elvar 6tabepd Yo ToLVAd)IGTOV 6 MPES €iTE VTO GLVONKES
yoéng eite oe Oegppokpacio dopatiov (<25°C).

e  Mnv avopyvoete to euPoito otny 1010 cOpryya pe GAAa eRPBOAA 1} QAPULOKEVTIKA TPOTOVTAL.

o  MnV GUYKEVIPAOVETE TNV TEPIGTELD TOV EUPOAIOV 0d TOAAATAG PLOALISLOL.

Doraln uetd v mpawTy mopakévinon ue felova tov pralidiov morlorAwy docewv
e  Metd v TpOTN TAPUKEVINGT), PLAAGGETE TO OVOLYHEVO PLOAIO0 TOAAATADY dOGEMV GE
Oeppokpaocia 2°C g 8°C yia £mg kal 6 MpEC.

Amoppiyte 10 guPoiio edv dev ypnoiponomBel evidg 6 pdV LETE TV TPMTN TAPUKEVINGT) TOV
OLOALS10V TOALOTTAGDY dOGE®V, PA. Tapdypapo 6.3.

Aroppryn
Kd&Be aypnoiponointo poappokeutikd Tpoidv 1 VTOAEUA TPETEL VO OTOPPINTETAL GOUPOVO, [LE TIG
KOTO TOTOVG IGYVOVGEC GYETIKES OLUTAEELC.

7. KATOXOX THXZ AAEIAY KYKAO®OPIAX
Hipra Human Health, S.L.U.

Avda. la Selva, 135

17170 Amer (Girona)

IZITANIA

8. APIOMOZ(OI) AAEIAX KYKAO®OPIAX
EU/1/22/1709/001

EU/1/22/1709/002

EU/1/22/1709/003

EU/1/22/1709/004

9. HMEPOMHNIA ITPQTHXE EF'KPIZHX/ANANEQXHY. THX AAEIAX

Huepounvia tpomg £ykprong: 30 Maprtiov 2023

10. HMEPOMHNIA ANAGEQPHXHX TOY KEIMENOY

AemTopEPEIC TANPOPOPIES YO TO TOPOV PUPLOKEVTIKO TPOIOV givar d1a0éciueg oTov SIKTLOKO TOTTO
tov Evpomnaikov Opyoviopod Gapudkov https://www.ema.europa.eu.
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vTo @AapuraKo ovTd TEAEL LTO CLUTAN PO UATIKT TOPaKOAOVONGT. AVt Ba emTPEYEL TO YP1YOPO
TPOGIOPIoUO VEDV TANPOPOPLOV OGPAAELNS. ZNTEITAL OO TOVG ENXAYYEAUATIEG VYELNG VO AVAPEPOVY
omoleconmote mBavoroyoOueVEG avemBOuNTeg evépyeteg. BA. mapdypapo 4.8 yio Tov TpOTO avapopis
OVETLOOUNTWV EVEPYELDV.

1. ONOMAZIA TOY PAPMAKEYTIKOY IPOIONTOX

BIMERVAX XBB.1.16 evéoylo YOAGKTOLO

Eupoiio COVID-19 (ovacuvovacuévo, avoGoEVIGYLUEVO)

2. IMOIOTIKH KAI IIOXOTIKH XYNOGEXH

[Ipdxertar yuo pradidio povig 66ong mov mepi€yet 1 d6om tov 0,5 mL.

Mia 06om (0,5 mL) mepiéyet 40 pikpoypappdpio viapiekopateivn avocoevioyvuévo e SQBA.

To vrapiexoPateivn ivat éva opodipepong chHvInEng Teployng SECLEVONG AVOGLVOVAGIEVIG OKIdOG
(S) vrodoyéa mpwteivng Tov 100 SARS-CoV-2 (RBD) (otedéym Oukpov XBB.1.16 — XBB.1.16)
TapdyeTal 1e TeXVoLoYia avacuvdvacpuEvov DNA ypnoomoidviag popia, EKPPacng TAAGHLII0V G
ruttapikn ospd CHO.

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

Yo EVEGLLO.

I"a tov TAnpn katdroyo TV ekddywv, PA. Tapdypoeo 6.1.

3. DPAPMAKOTEXNIKH MOP®H
Evéowo yoldktopa (éveon)

A€guKb OlO0YEVEG YOAGKTMLLO.

4. KAINIKEX IIAHPO®OPIEXZ
4.1 OgpamevTikég gvoeitelg

To BIMERVAX XBB.1.16 gvdgikvutat Y10, TNV EVEPYNTIKT BVOGOTOINGN UE GKOTO TNV TPOANYN TNG
voésov COVID-19 mov npokaieitor omd tov SARS-CoV-2 o¢ dropa nAkiag 16 etdv kat dvo.

H ypnion avtod Tov uforiov mpémet va yiveTal COUPOVA LE TIC EMICTUEG CVOTACELS.

4.2  Aocoloyio Kol TpémTOC yopynong

Aocoloyia

Arowa nAdiwiaclbecrwv nav advw

®a pémet va yopnynOel pia povi evoopwikn 66on (0,5 mL) too BIMERVAX XBB.1.16 aveédptnta
omd TV mTponyovuevn Katdotaon epufoiacuov yio v COVID-19 (BA. mapdypago 5.1).

Avoooxarteotaluéva drouo.

[Ipbdcbeteg 600e1g pmopovv va yopnyndovv oe coPapd avOCOKATESTAAUEVO (TOUN GOUPOVE, LE TIG
enionueg ovotdoelsg, PA. evotnta 4.4 ko 5.1.
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T dropa wov €xovv epfolactel oto mapelbov pe epuforo katd e COVID-19, to BIMERVASX
XBB.1.16 0a mpénet va yopnyeital ToLAG IGTOV 6 UVEG LETE TV 7O TPOSPATH 060N EVOC EUPforion
katd g COVID-19

Hlriouévos ninbooudg
Agv amaiteitol Tpocappoyn g 60omg oe NAKlopéva dropa nAkiog >65 eTmv.

Houdrorpinoc minQvouog
H acopddea kon 1 amoterecpatucotnta tov BIMERVAX XBB.1.16 og moudid ko eprfouvg nikiog

Kéto TV 16 €TV dev Exovv axopa tekunpiwbei. Agv vadpyovv drabécipa dedopéva.

Tpomog yopnynong

To BIMERVAX XBB.1.16 mpoopiletot pLOVO Yoo EVOOUVIKT YOPNYN O, KATH TPOTIUNGT OTOV
OeATOELON LV TOL AV Ppayiova.

To guPorto dev mpémel va gvieTon evooayyelokd, vToddpila 1 EVO0SEPLUKAL.

To euPforio dev TPEMEL VoL AVOUELYVOETOL GTNV 10100 GUPLYYQ LE OTTOLAONTOTE AAAL ELPOALA 1)
POPULOKEVTIKA TTPOTOVTOL.

INoa t1g TpopuLAG&ELg Tov TTpémel va AnpBHovv Tpwv amd T xopNynomn tov epfoiriov, PA. mapdypapo 4.4.
IMa 0dnyiec oyeTIkd pe Tov ¥EPIopd Kot TNV amoppiyn Tov eufolriov, A. mapdypago 6.6.
4.3 Avrevosigag

YrepevoioOnoio 61N dpacTikn ovcia 1} 6 KAmolo amd T £KO0YA TOV AVUPEPOVTL GTNV
Topaypao 6.1.

4.4 E10kég TPOEIOOTOUGELS KUL TPOPVAGEELS KATE TN (p1ioT

IyynAaciuotnta

IIpoxeyévov va Bektimbel n yyvnAacipdtnta TV BloAoYIKOV QOpUAKEVTIKOV TPOTOVTI®V, TO OVOLN
Kol 0 aplOpOg TOPTIOOG TOL YOPTYOVLEVOD POPLAKOL TPETEL VO KATAYPAPETOL LUE CAPTVELD.

YrepevoucOnoio kot avopuialio

"Exovv avaeepbet coppdvta avaevrotiog pe eppoiia COVID-19. Oa mpénet va gival Tavia dueso
SloBécIun KATAAANAN W0TPIKT aymYT| Kol EMIPAEYT OE TEPIMTMOOT AVOPLVAAKTIKNG aVTIOPOONC LETA TN
¥op1ynon tov gppoiiov.

ZUVIGTATOL GTEVT] TOPAKOAOVONON Y10 TOVAGIOTOV 15 AemTd PETA TOV EUPOMAGLLO.

Agv Ba mpémet va yopnynOel mepaitépm 5001 Tov UPOAIOL GE ATOUA TOV EUPAVIGAY OVAPVAAEID LETA
amo mponyovuevn d6on tov BIMERVAX.

Avtidpaoeic oystilduevec pe ayyoc

Mmopei va, eLeavioTovy avtidpdoelg Tov oyetilovtat e T0 dyyog, CUUTEPIAAUPOVOLEVOY TV
OYYELOTVELLOVOYOOTPIKMV AVTIOPAGE®V (GUYKOTT]), TOV VIEPAEPIGHOD T} TOV OVTIOPAGEDV TOV
oyetilovTal Le TO OTPEG € GLVIVAGHO LE TOV EUPOAMACUO, O YOYXOYEVIS OVTIOPOOT) OTNV £vEON UE
Berdva. Etvar onpovtikd vo Aappdvovior Tpo@uAdEELS Yo TNV ATOPLYN TPOVLATICUOD Ao
AMmoBopia.
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2Vv0da VOO LOLTOL

O guporiacuoc Bo mpémet vo avaPdireTor og dTopa Tov Toyovy omd ofela coPapr| eumupeTn VOG0 N
oeio Aoipmén. H mapovsio riag Aoipméng 1/xat younAion mopetod dev Oa mpénel va kabvotepnost
ToV gpPoAtacuo.

Opoupoxvrtraponevia Kol dotopoyEc TRENGS

Onoc kat pe aAAeg eVOOULIKES eVETELS, TO EUPOAMO Ba TPETEL VO YOpMYEITUL LIE TPOGOYN OE GTOLLO TTOV
Aappavouy avtutnktikn Oeponeio 1 o€ dtopo pe OpopuPokvTTapoTEVID 1) OTOLNONTOTE SLOTOPUYN
TENG (OO AUOPPOPIAILL), ETELDN UTOPEL VO, TOPOVGIUCTEL ALOPPAYID ) LOADTIGUOG ETEITO OO
€VOOUVIKN YopNyNo™ GE OLTA TOL ATOLL.

AvocokoteoTtoluévo Touo.

Ymhpyovv Teploptoptéva, SO0UEVO GYETIKE LLE TV 0VOCOYOVIKOTITO KOl TV AGPAAELD TOL EUPOATOD
OTOV YOPNYEITOL GE AVOCOKATEGTOAUEVA ATOLM, COUTEPIAAUPBAVOUEV®Y EKEIVOV TTOL AapPdvouy
ovoookotaotoltikn Oepaneio (BA. evotnta 5.1). H amotelespoticotnta tov BIMERVAX XBB.1.16
eVOEYETOL VO eIVl YOUNADTEPT) GE OIVOCOKOTEGTAAUEVE, ATOLLOL.

ALQpKELD TPOGTOGIOG

H dudpxeia g mpootaciog mov mapéyetot omd To UPOALo gival AyvaoTtr, Kabmg PpiokeTal axopa vro
TPOGIOPIoUO PEGH GVVENILOUEVOV KAIVIK®DY SOKIUMV.

IIeplopiopol e aroTeEAECUOTIKOTNTOS TOV EUPOAIOD

Onwg kot pe kabe epPorto, o epfortacuoc pe to BIMERVAX XBB.1.16 umopel va pnv mpoctatevet
OLoVG TOVG ANTITEC TOV gpPoriov.

"Exdoyo pe yvootn épbon

Kalio

To epPforio avtd mepiéyel Aryotepo omd 1 mmol kaiiov (39 mg) avd d6om, dNAadT| ival OVGLUCTIKA
«eAehBepo KoAiovY.

Nazpio

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

Tlolvoopfixov 80

Av10 10 eUPorto mepiéyet 1,18 mg moAvcsopPikod 80 oe kabe doom. Ta molvcopPikd pmnopei vo
TPOKOAEGOVY ALEPYIKES OVTIOPACELS.

4.5 Aliemopdocseig pe GAlo QUPUIKEVTIKE TPOTOVTO Kol GAAES popPES arliniemiopaong
Agev €xovv mpaypatonombel pekéteg aAANAemOpacE®Y.

H ovyyopnynon tov BIMERVAX XBB.1.16 pe dAlo epforia dev €xet peketndei.

4.6 Tovipétra, kKONon kKo yorovyio

Kvnon

Agv vrapyet epmeipio pe  xpnon tov BIMERVAX XBB.1.16 otig éyxveg yuvaikec. MeAéteg og {ma

dev katéder&ay dueon N EUeSN TOEIKOTNTO OTNV EYKVUOGHVY, TNV ovATTTLEN TOV EUPpHOV, TOV TOKETO
N ™ petayevvnTiky avamtuén (BA. mapdypapo 5.3).
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H yopriynon tov BIMERVAX XBB.1.16 xatd 1 61dpketa tng eykvpoovvig Ba mpénet va eEetdletan
puévo 4tav To TOAVA 0PEAT VTEPTEPOVY TOV THAVAOV KIVOUV®OV GTI UNTEPQ Kot TO EUPPUO.

ONnAacpog
Agv givonl yvoot6 v to BIMERVAX XBB.1.16 anexkpiveral 6to avOpdmivo yaAa.

Agv avopévetar enidpacn oto ONAalovta veoyévvnta/Ppéen, ETE0n 1 CLGTNUOTIKY £kOeon o
Onralovoa pntépa oto BIMERVAX XBB.1.16 givon apeintéa.

Tovipémro

Meléteg oe (Do dev KaTESEIEAY AUEST] 1] EUUECT] TOEIKOTNTO GTNV OVATOPOY®YIKY] tKovotnTo (PAETE
5.3).

4.7 Emodpaceig 6TV IKavVOTNTA 001]Y1|61G KL (EIPICHOD PN OVI|LATOV
To BIMERVAX XBB.1.16 dev £yet kapia 1| €€l 00NUAVTY EXIOPOCT] GTIV IKAVOTNTO 001YNONG KOt
YEPLOHOD Unyovnudtov. QoT060, OPIGUEVES OO TIG EMOPACELS TOV OVOPEPOVTOL GTIV

TapAypoeo 4.8 Uwopel va, ETNPEAGOLY TPOSMPIVH TNV IKAVOTITA 0d1YNoNG 1] XEPIGLOD
UnyovnuaToy.

4.8 AvemOOunreg evépyereg

IIepiinyn Tov TPOEIA aGQAAELOG

BIMERVAX (rpwtotvrmo, etepodiuepés B.1.351 kou oreldéyn B.1.1.7 )

O1 o vy vEG avemBOUNTEG EVEPYEIEG TOL OVAPEPONKOY LETA OO TNV OVAUVNOTIKY 600G UE TO
BIMERVAX oc¢ dtopa mov élapav kopia oepd pe epffoito mRNA COVID-19, ftav dhyog g 8éong
éveonc (82,8%), keparadyia (30,8%), kommon (31,1%) kot poaryia (20,6%). H didpeon didpkela tov
TOTIKMV KOl GUCTNUATIKOV ovemBOunTov evepyetmv ntov 1 g 3 nuépeg. Ot mepiocdtepeg
avemBOUNTEG EVEPYELES ELPAVIOTNKAY EVTOG 3 NUEPDY LETE TOV EUPOAACUO KOl HTAY HTLOG EMG
pétpiag cofapdtnroc.

Ot o oLy vEG avemBOUNTEG EVEPYELEG TTOL OVAPEPONKOV LETA amd pioL TPOGOETT AVAVIOTIKT SO0
BIMERVAX g tétapt d6om Ntav mdvog 6to onueio g Eveong (79,9%), keporadyia (25,0%) kot
Kkoémwon (25,0%). H didpeon S14pKelo, TV TOTIKOV KOl GUGTIUOTIKOV OVETIODUNTOV EVEPYEIDV NTOV
1 ¢wg 3 nuépec. Ot meprocdTEPEG AVEMBOUNTES EVEPYELEG ELPAVIOTNKAY EVTOG 3 MUEPDV LETA TOV
guPfortacud Ko nTov AIRG EmG LETPLOG cOPapOTNTOC.

BIMERVAX XBB.1.16 (Omicron XBB.1.16-wpocopuoyn BIMERVAX)

H acpddreia tov BIMERVAX XBB.1.16 cuvayetot amd ta dedopéva ac@dieiog tov poiiov
BIMERVAX (apyuco, etepodtpuepés B.1.351 kar B.1.1.7) kot to dedopéva 0oQAILEWNG amd TV KAVIKT
doxun Tov Tpocoppocuévov eppforion BIMERVAX XBB.1.16.

To cuvolikd TpoPik acedrelag yia v avapvnotikn 66on BIMERVAX XBB.1.16 ftav mapdpoto pe
avtd Tov TapaTnPNOnke petd v avapvnotiky 66on BIMERVAX (Apywkn, etepodipepng B.1.351
kot B.1.1.7 otedéyn). Ot mo ovyvég avemBiounteg evépyeleg Tov avagépOnKay NTav TOVOG 6TO oTUEio
g éveong (68,11%), keparadyio (23,42%), kémwon (19,60%) kot poadyia (13,62%). Ot
TEPLocOTEPEG AVETIOOUNTEC EVEPYELEG NTOV TTLOG EMG UETPLOG PapdTnTag. Agv eviomioTnKay VEES
avemBounteg evépyeleg yuo v avapvnotikr d6on BIMERVAX XBB.1.16.

Katdloyog ovemBountmv eVEPYEIMV GE LOPON TIVOKO

To mpopik aopdrelng Tov TopovSLAleTal TAPUKATO PacileTol 68 GUYKEVIPMTIKG dEQOUEVE AGPAAELOG
OV TPOEKLYAV OO dVO KMVIKEG SOKIUEG @dong 2P kot pdong 3 pe cuvoiikd 3.192 dtopa niwuciog 16
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ETOV Ko Avo, To omoio EAafav pia ovapvnotiki 6o BIMERVAX tovldyiotov 3 puveg petd amd
éva wpornyovpevo epforto katd tng COVID-19. H duqpeon didpreia tng mopakorovinone aocpiieiog
Nrav 12 pnveg yo 1o 99,4% tov atopwny Kot 6 unveg yia to 0,6% tov atdpmy.

H acopddeia g emmiéov avopvnotikng 66ong tov BIMERVAX g tétaptng 06ong a&lohoyndnke oe
288 droua, nAikiog 18 etdv Kot avm, ta omoia elyav ohokAnpdoel ite 3 dooelg epfdoilo mRNA
COVID-19 (tolwvapepavn) eite 2 do6oetg epufoiio mRNA COVID-19 (tolivapepdvn) kot 1 66on
BIMERVAX, ka1 éhafav emmiéov avapvnotiky 06on BIMERVAX cg pecodidotnua 6 émg 12
UIVOV LETA amtd TNV TPiTN TPOoNyovUEVT] dOOT).

H aocopddea pog avapvnotikng 66ong tov BIMERVAX XBB.1.16 a&oloynOnke o pia v e&ghiéet
KAk dokiun @dong 2P/3 og dropa nikiag 18 etdv kot dve mov £yovv gpPforlactel TANP®S KATA
g COVID-19 pe gufoito mRNA toulhaylotov 6 uRveg Tptv omd T AW UG GVOUVIOTIKNAG 00GNC
ue BIMERVAX XBB.1.16. Ao avtiv ) puekém, datibevtor dedopuéva ao@aieiog yia 602 dtopo mov
élaPav avapvnotikn 66on BIMERVAX XBB.1.16 pe d1dpeco gpdvo mapokorovnong 6 unvav.c

Ot avemBduntec evépyeieg Tov mapaTnPNONKAY KATE TN S1APKELD KAMVIKOV SOKIUOY mTopotifevtan
TOPUKATO COUO®VA UE TIG aKkOAOVOEG Kot yopieg ouyvotnTag: TOAD cuyvég (>1/10), cuyvég
(>1/100 émg <1/10), &y ovyvég (=1/1.000 £wg <1/100), ordvieg (>1/10.000 émg <1/1.000), ol
onavieg (<1/10.000) kot un yvootig cvyvotnTog (d€v umopovv vo extiundodv e fdon ta dtbéoipa
dedopéva).

Ye k@0e opadomoinom GLYVOTNTMV, Ol AVETIOVUNTEG EVEPYELEG TOPOVGLALOVTUL KUTA GEPH POivovsag
cofopoTnTaC.

Iivaxkoeg 1: AvemOOunTeg evépyereg amo Tig kKMvikég dokipég Tov BIMERVAX kot BIMERVAX
XBB.1.160¢ dtopo 16 £TOV Ko GVO

Kotyopia/ IMoA0 cvyvég | Xvyvég Oy ovyvég Yravieg Mn yvootig

0pPYOVIKO oVYVOTNTAS

cvoTnuo

Awrapayés TOv Agppadevomdde

0ipoToS Kol TOV w®

Aep@kov

GULOTIHNOTOS

Awrapayés Tov | Kepolaiyio Z6én oporcOncio

VELPLKOD Yrvniio YnoioOncio

GLOTNNOTOS

Koporokég [Tepwcapditido?

owTapoyés

Taotpevrepkég Algppoio Odvvopayio

owTOPOyES "Epetog Kotokd
Nowtio éAyoc?

Awtopoyés TOL Kvnopog Kvidmwon

0£PNOTOS KO TOV Yrepdpwoio

VT036PL0V 16TOV E&avOnpua

Epobnua

Awrapayés Tov Mookyio ApOpodyia

HVOGKELETIKOV

GULOTINOTOS KL

TOV GUVOETIKOV

16700

Cevikég Akyog mg | Oidnpa g | E&acBévion Molomiopog

owrapayés ko | Béong éveong | Béomg €veong Piyn mg Béomg

Kotootdosls 61 | Konwon Eponpa g | Kakovyia éveong

0£om ropnynong Béomg éveong Kvnopog mg YnepevosOnoti
YiMpovorn g | Béonmg éveong a g 0Béong
Béomg éveong éveong
Tvpetia
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Moocyohoiog
OVOg

* Avtdg 0 Opoc mepthdpPave enione cvuPdvto Tov avaEEPONKAY OC AEUPASEVITION

P Avtoc o dpog mepihduPoave emiong copfava mov avapépOnkoy mg GAyoc dve Kat kaTm Kothiag
¥ Mg Bdiorn €va povo cupPay Katd Tn S1dpKELD TOV KAVIKGOV SOKIUMV

Ava@opd ThovoroyoOLUEVAOV QVETIOOUNTOV EVEPYELDV

H avagopd mhavoroyoduevoy avemBOUNT®V EVEPYELDY LETA OO TN YOPTYNoN GO0 KLKAOPOPToG
TOL QPOPUAKEVTIKOD TPoidvTOog elvan onpavtikn. Emtpénet ) cvveyn mapakorlovdnomn e oyéong
0PEAOVG-KIVOUVOL TOVL QOPUAKEVTIKOD TPOTOVTOG. Znteital amd Toug enayyelaticg vyeiog vo
avaPEPOLY OTTOLEGONTOTE TOUVOALOYOVEVEG OVETIOOUNTEG EVEPYEIEG LEG® TOV €BVIKOD GUOTNUATOG
ava@opdg Tov avaypdeetor ato [opaptnua V kot va cvureptdAdfovy tov apfud maptidog, av
VIAPYEL.

4.9 Ynepooosolroyia

e mepinton vrePO0GOLOYING, CLVIGTATOL TAPUKOAOVONGN TV (MTIKMOV AEITOVPYIOV Kot TV
ocuunTopatikn Bepansia.

5. DOAPMAKOAOT'IKEX IATOTHTEX

5.1 @oppokodvvopKES 1O10TNTES

Doppokobepamevtikn katnyopio: Epporto, epfoiia Covid-19, kmdikog ATC: JO7TBNO4

Mnyoviepdc dpdong

To BIMERVAX eivat éva geuffoA1o ovacuvovacIEVNg TpOTEIVIG TOL 0TOioL 1) dPUGTIKY] OLGI
(avTydvo) givat 1o duepovg cHVTINENG TEPLOYNG OEGUEVONC OVOGCLVIVLAGLEVNG aKidog (S) vrodoysa
TpmTEIvNg Tov 100 SARS-CoV-2 (RBD) 6. Metd T yopnynomn, onuovpyeital tio, 6voGoAoYKn
amOKPLoT), TOGO GE YVUIKO 0G0 KOl GE KLTTOPIKO EMIMESO, EvavTl Tov aviryovov SARS-CoV-2 RBD.
Ta e€ovdetepmtikg aviiodpato kotd e neptoyne RBD tov SARS-CoV-2 anotpémovv ) déopevon
g RBD otov xuttapiko otdyo g ACE2, epumodilovrag étot tn peuPpaviky cdvinén kot tnv 10yevn
rotpwén. Emmiéov, 1o BIMERVAXendyet avtiyovoedikn avocoanokpion tov T kuttdpmv, 1 onoia
umopei va copPdiel oty mpooctocia katd tng COVID-19.

ATOTEAECLATIKOTN T,

H anoteleopoticdtnTa TOU VIapAeKoPateiv £xel cuvaydel amd TV avocoouikpuvon Twv
OVOGOAOYIKMV OTOKPicE®V G€ £va eyKekpiuévo Tpocapurocsuévo XBB eufoiio katd tng COVID-19,
Yo T0 0moio €xet TekUNPLwOEl 1 0moTEAEGUATIKOTNTA TOV EUPoAriov.

AvocoyovikdtnTa,

viopdexofazeivy (Omicron XBB.1.16-nwpooopuoyy BIMERVAX)

H avocoyovikdtra tov viapiekoPateivn agloloynnke oty Kivikn doxiun HIPRA-HH-14, pia
Ddong 2B/3, dumhd TVEAT, TUYOLOTONUEVT, EAEYYOUEVT] LE OPUCTIKO PAPUAKO, TOAVKEVTPIKT| KAVIKN
oK PN KATOTEPOHTNTAG Yo TNV AE10AOYNON TN UOPAAELNG, TG OVEKTIKOTNTOG KO TNG
OVOCOYOVIKOTNTOG EVOG OVALVNOTIKOD EUPOMAGLOV Le vTapiekofoteivn og chykpion e TO
pocsapuocuévo epfoiio mRNA COVID-19 (pa&rolvapepdvn), oe eviMkee TANPOS EUPOALOCUEVOVG
katd g COVID-19 pe gpfdio mRNA tovAdyiotov 6 piveg mpv and v évraln.

Avt 1 KAvikn| dokiun edong 2P/3 amékAeloe GTOO TOL NTOV EYKVEG, ATOLO TTOV HTOV
OVOGOKUTEGTOANEVO 1| ElXOV AAPEL 0VOGOKOTAGTAATIKA £vTOG 90 nuepmv, ELafav 0Tol0dnTOTE

TPOTYOVUEVO TPOCUPUOGHEVO EPPOAt0 Omicron XBB, kafa¢ kot dropa pe Aoipmén COVID-19 nov
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http://www.ema.europa.eu/docs/en_GB/document_library/Template_or_form/2013/03/WC500139752.doc

SayvdoTNKaAY TOLG TPoNYoLLEVOLS 6 uives. Ta dtopa ypetdotnkay eniong éva eEldyloto didotnpa 3
UIVOV LETA TN ANYT 0To1aconmoTe avocobepaneiog (LOVOKAMVIKG VTICOUATO, TAACLO) TPV Ao TN
UEAETT.

Kotd v katainktikn nuepounvia e Evdidpeong Avéivong, epforidotnkay cuvoiikd 800 dtopa.
ZoumeptAneonKoy cuvoAlkd 599 coppetéyovieg oty avdivor avocoyovikotntog (406
GLUUETEYOVTEG TTOV gPortdotnray pe viapiekoPateivn kot 193 coppetéyoviec mov pfordotnKoy
pe epPoito mRNA COVID-19 (pa&tolivapepdvn)). Ot GOUUETEYOVTEG GTPMOUATOTOMONKAY TPV ATTd
TNV TUYOLOTTOINGT) OVA NATKIOKT OpLAda Kot avd aplfud d66emv mov glyav Tponyovpuévag Anedel (3 1>
4 d60¢15). H d1dpeon niwia rav 45 £t (evpoc: 18 €wg 88 1), e mapdpoto nAKLaKd eHpn Kol oTo
V0 okéAn epforiov, cvumepthappavopévov tov 13,6% kot tov 11,7% tov acbevav niikiag 60 etodv
Kol Gve TG opdoeg Tov gpPoriov vraprekofateivn kot Tov eppoiiov mRNA g COVID-19
(pa&rolivapepdvn), avtiotorya. Ot mepioodtepol acbeveig giyav Adafer gite 3 (66,9%), site 4 (33,0%)
TponyovueveS 00ael epforion mRNA COVID-19.

H avocoyovikdtra pog avapvnoTtikng 66ong tov viauiekoPateivny Paciotke og o aloldoynon
TOV YEOUETPIKDV pEowV TITA@V (GMT) €£00deTEPOTIKMY AVTICOUATOV, TOV UETPHONKOV UE i
doxpacio eEovdetépmong pe Paomn yevdoid (PBNA), évavtt tov SARS-CoV-2 Opkpov XBB.1.16
(TpmTevoV TEMKO onpeio amotedespatikotnTag) Kot Tov Opikpov XBB.1.5 kot tov deopevtikmv
avtioopdtov katd v Evapén kot v Huépa 14. H avaroyio GMT gival to amotéleoua TV TIUOV
GMT (IDso) Tov epforiov mRNA COVID-19 (pa&rolivapepdvn) / viopiekoPateivn. H un
KateTEPOTNTO TOV VTaphekoPateivn évavtt tov gpPforiov mRNA g COVID-19 (pa&tolvapepdvn)
TEKUALPETOL EAV TO AVAOTEPO OPLO TOV AUPITAELPOV SLAGTNUATOS EUTLGTOGVVNG 95% g avaroyiog
GMT eivar < 1,5. H avotepotnta tov viapiekofoteivny o oyéon e to eppfoito mRNA COVID-19
(po&Tolvapepdvn) OAOKANPOVETAL EGV TO OVATEPO OPLO TOL AUPITAELPOL SLUGTHUATOG EUTIGTOCVVIG
95% tov Adyov GMT eivon < 1,0 (BA. ITivaka 2, otnAn avaroyiog GMT). H avotepdta tov
vioplekoPateivn emttedyOnke yloo OAEC TIG TOPUAAAYEC TOV EEETAGTNKAV.

MMivakag 2: Avaroyio GMT peta v avapviietiky 66on yio to gpnféiro BIMERVAX XBB.1.16
(vrapirexopateivn) évavtt tov mRNA g COVID-19 (pa&rolivapepdvn) pe tithovg
e&ovdetépmong (PBNA) évavtt ng Opkpov XBB.1.16 kaw XBB.1.5 Tov SARS-CoV-2 katd tnv
évapén kol v Hpépa 14 petd v avopvinoetiki 66on

BIMERVAX XBB.1.16 Eppoério COVID-19 mRNA Eppéio COVID-19 mRNA
(vraplexoPateivn) (pa&rolwvapepavn) (pa&rolwvapepavn) / BIMERVAX
N=406 N=193 XBB.1.16
GMT 95% CI GMT 95% CI A6y0v GMT; (95% CI)
Tnv évapén
gg‘;pl"vl p 152,46 134,72 - 172,54 161,57 136,40 - 191,37 1,06 (0,87 - 1,29)
gg‘gf’l"; 151,93 134,89 - 171,13 167,89 142,04 - 198,44 1,11 (0,90 - 1,35)
Hpépa 14 petd mv avopvnotikn 66om
gg‘g?ﬁm 1946,38 | 1708,44-2217,46 | 151221 |1261,72-1812,44 0,78 (0,63 - 0,96)
gg‘;pl"g 1888,89 | 1676,98-2127,57 | 1486,03 |1257,25 - 1756,45 0,79 (0,64 - 0,96)

N: ap1Buodg ovppetexdviov otov TAnBvcoud ava TpOTOKOALO.
Yvvrpnoeig: GMT = yeopetpucog pécog tithoc); Cl: Awotrpata epmotocvvng, PBNA = doxiacia
e€ovdetépwong pe Pdon yevdoid

BIMERVAX (rpwtotvrmo, etepodiuepés B.1.351 kou oredéyn B.1.1.7 )

H avocoyovikdétta tov BIMERVAX a&loloynnke o€ pio TpogyKpiTiky TOAVKEVTPIKY] KAVIKN
doxyn @dong 2P (Mehétn HIPRA-HH-2) kot 6 pia moAvkevipikn kKAvikn dokiun @daong 3 (Meiétn
HIPRA-HH-5).
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HIPRA-HH-2

H Melétn HIPRA-HH-2 givart pia @dong 23, OtmAd TUQAY, TUYOLOTOUNUEVT], EAEYYOLEVT LE OPOACTIKO
QAPUOKO, TOADKEVIPIKT KAIVIKT SOKIUN U] KOTOTEPOTNTOS Y10, TNV a&LOAOYNOT TNG 0VOCGOYOVIKOTNTOG
KoL NG ao@AdAElng vog avouvnotikod eufoitacuov pe BIMERVAX og cuykpion pe to epuporio
mRNA COVID-19 (tolwvapepdvm), oe evilkec mAnpog epportacuévoug katd e COVID-19 pe
euPéito mRNA tovAdyiotov 6 uiveg Tpv amd v Evtaén. Avt 1 Khvikn doxiun Pdaong 2
AmEKAEIGE YOVOIKES TOV NTOV £YKVEG, ATOLO TOV NTAV OVOGOKATEGTAANEVO 1] Y0V AGPeL
OVOGOKUTAGTUATIKA £vTOG 12 gfdopddmv, kabmg kot dropa pe mpornyoduevn Aoiuwén COVID-19. Ta
dToua YPEICTNKAY EMIONC EVa EAUYIOTO OLAGTNIO 3 UNVAOVY HETA TN ANYT OTTOLUGONTOTE
avocoBepameiog (LOVOKA®VIKA OVTICOUATO, TAACLO) TPV amd T PHEAETT).

Yuvolika 765 dtoua eufoidomray, 513 dtoua élapav BIMERVAX ka1 252 dropo éAafov to
euporito mRNA COVID-19 (tolwvapepdvn). Avardbnkov cuvorkd 751 dropa (504 dropa
BIMERVAX «xot 247 dropa pe gppdéiio mRNA COVID-19), eEapovpévav exelvav mov Bpédnkay
Oetucol oty COVID 19 gvtog 14 nuepav amd v avapuvnotikn 66cm. H tuyatomoinon
dwotpopatddnke ava nikiokr opdada (18-64 évavtl >65 etdv). H didpeon nhikia ftav 42 £t
(evpogc: 19 émg 76 £11)), pe mapdoto HPOC NAKIDV Kot 6T VO GKEAN TOV gUforiov,
ocvpmeptiappavopévev tov 7,4% kot 7,1% tov atépmv niikiog 65 €TV Kol Gve oTIC OpAdES
gupforiov BIMERVAX ka1 COVID 19 mRNA, avtictouyo.

H avocoyovikéomta pog avopvnotikng 60ong tov BIMERVAX Baciotnke o pa a&lohdynon tov
YEOUETPIKOV PES®V TITA®V (GMT) ££0V0TEPOTIKMOV OVTIGOUATOV, TOV HETPNONKE He pia doKipacio
eEovdetépmwong pe Pdon yevdoid (PBNA) évavtt tov maparlaydv tov otedéyovg SARS-CoV-2
(D614G), Brta, Aéita ka1 Opikpov BA.1. H avaioyio GMT eivat 10 amotéAespio TV TILOV
GMT(IDs) tov guforiov COVID-19 mRNA (tolwapepavn)/BIMERVAX. H un katwtepdmra Tov
BIMERVAX évavtt tov gppoiiov COVID-19 mRNA (tolwvopepdvn) cvuvdyetat €6v T0 avadTEPO OPLO
oV apeimievpov 95% daotpatog eumieotocvvng (CI) tov Adyov GMT eivan < 1,4. H avotepdtTa
tov BIMERVAX évavti tov gpforiov COVID-19 mRNA (tolwvapepdvn) cuvayetot €6V TO avadTEPO
opro Tov appimievpov 95% daotipatog epmicotocvvig tov Adyov GMT etvon < 1,0 (BA. ITivaka 3,
oTAN Adyov GMT).

Iivaxoeg 3: Adyog GMT petd v avapvietiki] 66on yia 10 epfoio BIMERVAX évavt Tov
gpporiov COVID-19 mRNA (tolivapepdvn) pe tithovg eEovoetépmong (PBNA) évavtt Tov 100
SARS-CoV-2 (otéreyog D614G), Bijta, Aéhta ko Opikpov BA.1 Tig nuépec 14, 28, 98 ko 182
RETE TNV avapvoTiKi) 6601 (ava TAN0VopRd TPOTOKOALOV)

BIMERVAX m%‘;ggx(‘;’og‘?;:;ﬁo Eppério COVID-19 mRNA
N=504 N=247 (tolwvapepavn) / BIMERVAX
GMT 95% CI GMT 95% CI Adyog GMT; (95% CI)

Hpépa 14 petd mv avapvnotikn 66om

é?ﬁéog 1949,44 1696,03; 2240,72 3302,34 2793,60; 3903,73 1,69 (1,44; 2,00)
Bijra 4268,18 3701,04; 4922,21 2608,59 2188,98; 3108,63 0,61 (0,51; 0,73)
Aéhtal 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)
Hpépa 28 petd mv avopvnotikn 66om

é?ﬁéog 224124 1949,80; 2576,24 294735 2494,84; 3481,94 1,32 (1,12; 1,55)
Bijra 3754,90 3255,80; 4330,50 2437,02 2046,38; 2902,22 0,65 (0,54; 0,78)
Aéhtal 1706,85 1498,96; 1943,58 1508,08 1283,26; 1772,30 0,88 (0,74; 1,05)
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Opcpov 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 cOU®VA PE TO VTTOGHVOAO TOV TPMTOKOAAOL)
é?ﬁéog 1193,17 931,14; 1528,94; 1054,61 761,88; 1459,83 0,88 (0,60; 1,30)
Biita 1980,37 1526,63; 2568,98 1150,92 815,99; 1623,32 0,58 (0,39; 0,88)
. 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 66om

g’gfé"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)
Ak 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: ap1Buoég ovppeteyoviov otov TAnbucud ova TpOTOKOALO.
Yvvrpnoeig: GMT = yeopetpucog pécog tithoc); Cl: Awwotrpata gpmotocvvng, PBNA = doxiacio
e€ovdetépwong pe Pdon yevdoid

H avocoyovikdtta tng emmAéov avapvnotikig 6oorg tov BIMERVAX a&ioloynfnke g ochvoro 288
aTOp®V NAKiag 18 etdv kot dve. Ta dtopa elyov 0OAOKANPOGCEL TPONYOLLEVEG elte pia oelpd 2
docemv gufoiio mRNA COVID-19 (tolvapepdvn) kot pio. 6o BIMERVAX (Kodpt 1) i 3 d6c¢e1c
euporito mRNA COVID-19 (tolvapepdvn) (Kooptn 2), kot Erafav emmAéov avapvnoTikn 06om
BIMERVAX cg pecodidotua 6 éog 12 unvav petd and v tponyoduevn door. Ano avtd, 190
dropa avaivdnkay otov TAnBvcud amotedespotikotntog (80 dtopa oty Kodptn 1 ko 110 droua
otmv Koodptn 2). H didpeon niwucio jtav ta 49 £t (ebpog: 20 €wg 82 £tn), e mapopote nAMKIoKE e0pn
o€ apeotepes T1g Kooprteig, cupmeptlapfavopévov tov 11,5% tov atdpmv nhikiog 65 1oV Kot Gvo.

H avocoyovikétmta tov BIMERVAX og emmAéov avapvnotikng 06ong Paciotnke oty aSloAdynon
TOV YEOUETPIKOV LESOV TITA®V (GMT) ££000eTEPOTIKAOV OVTICOUATOV, TOV LETPHONKE LE [iat
doxpacio eEovdetépwong pe Paomn yevdoid (PBNA) évavtt tev mapoiraydv Brita, Aédta, Opkpov
BA.1 ko1 Opkpov BA.4/5. O Aoyog GMT egivai to amotédeoua tov Tiudv GMT (IDsp) tov 3 ddcewmv
eupforiov mRNA COVID-19 (tolwvapepdvn)/pog emumAéov avapuvnotikng doorng tov BIMERVAX
omoia yopnyeitan petd and 3 66ce1g Tov gppforiov mRNA COVID-19 (tolvapepdvn) 1 yopnyeiton
petd amnd 2 66ceic mRNA COVID-19 ko pio d6om BIMERVAX. H avotepotnta g emmAéov
avapvnotikng doong pe BIMERVAX kavomomOnke av 1o avdtepo 6pio Tov aupirievpov 95%
dwwotmparog epmiotoctvig (CI) Tov Adyov GMT ftav < 1 (BA. [Tivaka 4, otAn Adyov GMT).

ivakog 4: Enineda €£0voeTtepdTIKOV avTicopdtov (PBNA) ko Adyoc GMT petd ané emmiéov
avopvnoetikn 06on pe BIMERVAX, yopnyoOuevn gite petd and kopro oeipd pe epfoiio mRNA
COVID-19 kot avapviyetikn 66on) BIMERVAX (ko6ptn 1) €ite petd amwd kopro celpd pe
guporo mRNA COVID-19 ko avopvnotiky} 6661 gpporiov mRNA COVID-19 (ko6pty 2),
évavtL TV Tapariaydv Bita, Aékta, Opkpov BA.1 ko1 Opikpov BA.4/5 i nuépeg 14, 98 ko
182 d660n petad amd TNV AvOpVNOTIKI 6061 (GURPOVA PE TOV TANOVOHO TOV TPOTOKOLAOV)

Koo6pt 1 Koo6ptn 2

2 d6csic mRNA COVID-19 + 2 ddoeig | 3 66oeigc mRNA COVID-19 + 1 d60n
BIMERVAX BIMERVAX

Metd ™ 0601 3 | Metd ™ d6on 4 | Adyog Meté ™) 06om | Metd ™) 6001 4 Abyog
GMT GMT GMT 3 GMT GMT
95% CI) 95% CI) 95%CI) | GMT 95% CI) (95%CI)
N=38 N=80 (95% CI) N=110

23



N=38

Huépa 14 petd mv avapynortikn d6om
254734 2783,85
5790,20 0,44 6383,89 0,44
Bija (1741,36; (1975,09;
(4371,05; 7670,09) | (0,28; 0,68) (5057,19; 8058,64) | (0,31;0,62)
3726,35) 3923,79)
1565,21
) (1041.33; 5199,90 0,30 1637,19 4085,85 0,40
Aéhra N (3752,82; 7204,97) | (0,20;0,46) | (1130,5;2370,9) | (3057,24; 5460,52) | (0,28, 0,57)
2352,66)
1739,02
1528,68 3580,61 0,43 4049,01 0,43
Opucpov BA.1 (1121,56;
(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
Outkpov 1.094,55 (2.216,80; 0,37 (845.10; 2.506,46 0,52
BA4/5 (720,53; 1.662,72) 3.913.50) (0,22; 0,62) 1986.75) (1.849,64; 3.396,52) | (0,34;0,78)
Huépa 98 petd mv avapvnortikn d6om
) 1544,65 4609,95 0,34 (1;;’91 f27_ 3743,39 0,43
Bt (773,99; 3082,64) | (3474,24;6116,91) | (0,16;0,69) 3019, 37’) (2951,87; 4747,14) | (0,23;0,81)
o, 1330,09 1864,55 0,71 (151292’1695_ 1746,82 0,63
Ak (672,40; 2631,08) | (1343,99;2586,73) | (0,36; 1,43) 21360 6’) (1305,89; 2336,63) | (0,33;1,22)
) 461,12 2110,41 0,22 éig’g_ 1980,84 0,26
Opcpov BA.1 (214,68; 990,45) | (1467,27;3035,45) | (0,10;0,48) 1 8’79’) (1371,69; 2860,50) | (0,12;0,56)
Oupov 1886,95 1574,26
ND ; ND ND ; ND
BA 4/5 (1418,08; 2510,85) (1156,85; 2142,28)
Hpépa 182 petd mv avopvnotikn 60om
Br 809,61 2415,77 0,34 890,39 2088,80 0,43
nto (555,69; 1179,56) | (1814,55;3216,20) | (0,22;0,52) | (633,9;1250,6) | (1643,29;2655,08) | (0,30; 0,60)
N 732,92 1309,33 0,56 (gi’gg, 1337,38 0,58
Ak (489,25;1097,95) | (941,50; 1820,86) | (0,37;0,85) h 113’71’) (999,37; 1789,72) | (0,40; 0,83)
) 357,34 1756,94 0,20 404,87 1900,74 0,21
Ouwpov BAT | (227,83;56047) | (1218,19:2533.97) | (0.13;0.33) | (262,13;625,33) | (1315,82;2745,67) | (0.14;0,32)
Oupov 1836,26 1604,42
ND ; ND ND ; ND
BA.4/5 (1373,92; 2454,19) (1179,06; 2183,22)

N: Ap1Ouodg copeTeXOVTOV LE O100E01LA OEOOUEVA Y10, TO GYETIKO TEMKO orueio
Yvvtopoypapieg: GMT = I'ewpetpucog pésog tithog, Cl: dtuotuarta epmictocvvng; ND: dev
nmpocdiopiotnke (not determined)

HIPRA-HH-5

Avtn 1 perén eivar o cuveylOUEVN, OVOIKTHG EMICTLOVOTG, LOVOD OKELOVG, TOAVKEVTPIKN,

Daong 3 KAvikn dokiun yio v alohdynon e acOAAELNG KoL TG 0VOGOYOVIKOTNTOC EVOG
avopvnotikob gppoitacpov pe BIMERVAX yia v tpoAnymn te COVID-19 o¢ dropa mov
gufolotnKay pe S1apopa KOpLa Ypovodiaypapupato eLPoriny, Le 1 yopig Tponyodueves pn coPapég
rowméeic COVID-19. To BIMERVAX yopnynonke tovddyiotov 91 nuépeg puetd v televtaio d0om
N TovAdytotov 30 nuépec petd t Aoipwén COVID-19. Avti n khvikn dokyun ®dong 3 anékieloe Tig
YOVAIKEG TOL TV EYKVES, KOOMG KOl TO ATOLO TTOL NTOV 0VOCOKATESTUAUEVA 1) Elyov AdPet
OVOGOKUTAGTIATIKA £vTOg 12 efdopdadmv. Ta dtopa ypeldotnkay eniong Eva eEAdy1oTo S1GoTN Lo

3 UNV@V UETE T AfyN omolaodNToTE avocobepaneing (LOVOKA®VIKAE OVIICMUOT, TAGGLLO) TPV 0o
TN HEAET.

H evoidpeon ékBeon meplapfaver dedopévo amd cuvorikd 2.646 dTopa Tov EUPOMACTNKAY UE
BIMERVAX ¢ avapvnotikn 666n o€ vy dropa (tovddyiotov 16 etmv) mov iyav epuforiactel 6to
mapeBov pe dtopopetikd eufoiio COVID-19. (Eppoiia mRNA COVID-19: tozinameran Kot
elasomeran, kot epforta pe popéa 0.0evoid (epuporio COVID-19 (ChAdOx1-S [avacuvovacuévo]) kot
guporto COVID-19 (Ad26.COV2-S [avacuvovacuévo]). . Amo avtoig, 230 (8%) cupupeTéyovTteg
oupmeptNenKay otov TANBLGUO AVOCOYOVIKOTNTOC. XTIV OVIAVGT 0VOGOYOVIKOTNTOS, 0 TANBuoUOG
¢ opadag gpporiov epforro mRNA COVID-19 (tolwvapepdvn)/ epfpoiio mRNA COVID-19
(tolvapepdvn) nrav 6Aot copupetéyovieg nikiog 16-17 etdv.
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2uvoMkda, 1 otdpeon nAkio Aoy 34,4 £t (ebpog: 16 mg 85 £1n). Ot acbeveig oV 1ooppomnuévor
peta&d Tov eOAov, 52,49% avopeg kot 47,47% yovaikeg.

H avocoyovikotnta petpndnke pe doxipacio eEovdetépwong pe Bdon v yevdo-uxn (PBNA) katd
tov otehéyovg SARS CoV-2 (D614G) kot xotd twv maporiioaydv Brta, Aéita kot Opukpov BA.1. Ta
dedopéva yio 10 GMT (yewpetpikog pésog tithog: IDso) katd v Evapén (Tpv amd T xopnynon g
ovopUVNoTIKNG 66ong) kat v Huépa 14 (2 efoopnddeg petd t xopnynon e ovoUvnoTIKNG 006NC)
nmapovctdloviol 6Tov akOAoVO0 Tivaka.

Mivaxkag 5: CeopeTpikoi pécor Tithol ££0V0eTEPOTIKAOV avTicopatov (GMT) 14 nuépeg peta
Tov gpporracpd pe BIMERVAX oz aropa nikiog 16 eT®dv ka1 ave - avaiven avd tpotoxorrio

Apyucn) 6661 mRNA Apyukn) 066n popia adevoioH Apyucn) 6o mRNA
(tozinameran) (ChAdOx1-S avacvvovacpévo) (elasomeran)
16-17 etcdv > 18 erdv > 18 erdv
N=11 N=40 N=171
Ipw om6 v avapviotiki 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
Bita 471,68 208,39; 1067,60 539,49 345,97; 841,26 497,77 376,98; 657,26
Aérta 803,84 376,27, 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 2298,81 1549,89; 3409,63 443727 3371,158; 5840,55
D614G
Bita 8820,74 3897,14; 19964,72 5009,47 3212,53; 7811,54 6857,95 5193,76; 9055,38
Aérta 7564,79 3541,05; 16160,76 2600,31 1671,78; 4044,56 5811,47 4180,44; 8078,87
Opucpov
BAL 575743 2231,25; 14856,19 1847,41 1090,05; 3131,00 4379,81 3073,24; 6241,85

N: Ap1Ouo6g copETEXOVTOV LE O100E01LA OEOOUEVA Y10, TO GYETIKO TEMKO oTueio
Yvvtunoeigc: GMT = l'eopetpikog pécog tithog; CI: Alaotipato EUTIGTOoUVNG

Hlkiouévoe mtAnbvoude

H avocoyovikdtrta tov BIMERVAX XBB.1.16 katadeiydnke otov nAikiopévo tAnbucud
(>65 e1v).

Avocokoteotoluévoc tAnfuouoc

H avocoyovikotnta Kot 1 ao@dieta pog avapvnotikng 66ong BIMERVAX aétoloynOnkayv oe o
@aong 2p/3, avorytng ETCNHOVOTG, LOVOD GKkEAOVE, ToAvKeVTpikn KAvikn ook (HIPRA-HH-4) oe
EVNAIKEG E TPOUTAPYOVOEG OVOCOKATUCTOATIKEG TAONGELS, CUUTEPIAAUPAVOLEVOV TV OTOUMY TOV
Covv pe Aotlpmén amod tov 16 avBpwmiving avocoavendpkelag (HIV) pe enipovoue apiBuodg CD4 T-
Kuttapov < 400/mm? evtdg tov teEdevtoinv 6 UNVOVY, HETOPOGYEVGT VEPPOD VIO 0VOGOKATUCTOATIKA
Oepaneia cuvtipnong, apokdBapon/aepitovaikn kdbapon, TpmTomadelg AVETAPKEIEG AVTICOUATOV
ue Oepameio vokataotoong IgG kot avtodvoon voco ue Bepameia pe prrovéudumn/okpeMlovudum.
H avoapvnotikn 66om tov BIMERVAX yopnyndnke tovAdyiotov 91 nuépeg petd and 3 mpornyovpeveg
d0celg tov gpforiov COVID-19 1 petd and 2 d0oe1g ouv tekpunpiopévo wtopikd COVID-19. Ot
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GLUUETEXOVTEG UE 16TOPLKO TNG vOoov COVID-19 gmitpannke vo evtoyBovv, edv iyov dayvmoTel
TovAdytotov 91 nuépeg Tpv amd v Eviaén.

Yuvolika 238 dtopa gpfoildotnkay pe avopuvnotikn 66on BIMERVAX kot avodvdnikov cuvorikd
228 cupUETEXOVTES, EE0POVIEVOVY ekelvav oV PBpédnkav Betikol yioo COVID-19 gvtdg 14 nuepov
omd TV avapvnotikn 66comn. H didpeon nhkio oy ta 56 £t (e0pog: 21 émg 90 €n).

H avocoyovikdmra petpridnke pe dokipacio eEovdetépmong pe Baon yevdoio (PBNA) kotd tov
oteléyouc SARS-CoV-2 (D614G) kot katd ¢ Prita kot Omicron BA.1 kot BA.4/5 éwg ot 12 pnveg
LETE TNV OVOLUVTOTIKT] dO0T] O€ OAEG TIC 0VOGOKATAOTOATIKEG GUVONKEC TOV HEAETHONKAY, EKTOC OO
Ta dtopa wov Covv pe emPeforwpévn Aoipwén and HIV, otoug onoiovg 1 avocoyovikotnta
uetpnnke pe dokipacio eEovdetépmong 1wv (VNA) katd tov oteréyovg SARS-CoV-2 (D614G) kot
Kkatd tng Omicron BA.2. M avapvnotiki 06om tov BIMERVAX evioyvoe T yukn ovosorloyikn
avTOTOKPIOT 68 OAEG TIG AVOCOKUTOGTOATIKEG KOTAGTAGELS, EKTOG OO TO ATOUA LE OLTOAVOGT VOGO
7ov AauPavovv Oepameia pe prrov&paunn/okpertlovpdunn. Qot6c0, dev TPOyUaTOTOMONKE
GUYKPION UE OVOGOAOYIKE, IKAVE ATOUA TPOKEIWEVOD VO, DITAPYEL EVIUEPMOT] Y10, TO HEYEDOC TG
mOavNG S1apopdc OGOV aPOPA TIG AVOGOAOYIKES AVTIOPACELS. ZVUVETMG, 1] KAVIKY onpacio v
UVAPEPOUEVMOV OVOGOAOYIKDV OVIOTOKPICEMY GE VOCOKATEGTOAUEVA ATOUN EIVaL AYVOGT.

Hodworpikodc tinbvoudc

O Evponaikdg Opyoviopoc Ooapudkmy Exel dmoel ovooAn amd TNV LTOYPEWGCT VIOBOANG TV
arotelecpdtov Tov peletov pe to BIMERVAX og pia 1} meplocotepeg vmokatnyopieg Tov
Tod1aTpLkon TAnBvopov yuo tnv tpdinym g COVID-19 (BAéne mapdypoeo 4.2 yio TANPOQopies
GYETIKA LLE TNV TOOLOTPIKY ¥P1ioN).

52 ®@appoxoxivTikEG 1016TNTES

Agv gpapuodletat.

5.3 Ipoxivikd d0€dopéva Y10, TNV 0.6QALELN

Ta pun KAviKd dedopéva OgV amoKAAVTTOVY 1010iTEPO Kivouvo Y10, ToV AvOpwmo e Baon Tig
SVUPUTIKEG LELETEC TOEIKOTNTOC ETAVOAAUPBAVOUEV®DY OOCEMV.

T'ovoto&ikdtnTo Kol KapKIvVoYyEVESN

To BIMERVAX XBB.1.16 dgv &€yet alohoynOei yio To yovotoEikd 1| KapKivoyovo dvvokd tov. Ta
GLOTATIKA TOL EUPOAIOV deV avVOUEVETAL VA £Y0VV YOVOTOEIKO 1) KOPKIVOYOVO SUVOLIKO.

Avamopoyoyikn toéikdtnTa

Ate&nyon peAéTn avorTLELIOKNC KOl VOTOPOYOYIKNG TOEIKOTNTOC € BNAVKOVG Kol 0pCEVIKOVG
apovpaiovg Tpv and 1o Levydpmpa Kot Katd tn didpkela ¢ komong. To BIMERVAX yopnynonke
EVOOLTKA (100dVVOLO LE pa TANPN avBpdmivn 6661) o€ OnAvkovg apovpaiovg o€ TEGGEPLG
TEPMTOGELG, 21 kot 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{Opevec e To EUPOAIO ovemBOUNTEG EVEPYELEG GTN YOVIUOTNTA, TV KOO/ YOAovyio 1) TV
ovamTuEn Tov eUPpvov KoL TV amoyYdvmV.

6. ®APMAKEYTIKEX TIAHPO®OPIEX
6.1 Kaotahloyog ekddymv

Amdekaidopikod pooEopikd dvATPLO
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AWdpoyovIKd POGPOPIKO KAALO

Ndtpio yAwplovyo

Kdaio yAwpiovyo

"Yowp yio evéoipa

I"a 1o avocoevioyvTiKo, PA. mopdypapo 2

6.2 Aocvpparotreg

Av16 T0 POPUAKEVTIKO TPOIOV EV TPEMEL VO, AVOLELYVVETOL LE AAAN QUPOKEVTIKE TPOTOVTO 1| VO
OPOLADOVETAL.

6.3 Awdpkera Lomg
9 unveg og Beppokpacia 2°C — 8°C.
6.4 Iowitepeg TPo@LAGEELS KOTE TN OVAXEN TOV TPOiIdVTOG

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

Ddvidooete To PLOAIDLN 0TO E£MTEPIKO KOVTL Y10, VO TPOGTATELOVTOL OO TO PG,
6.5 @Yon Kol GLOTATIKA TOV TEPLEKTT

0,5 mL yoAoktodpatog o€ graridto pog d6ong (yvail tomov 1) khelotd pe ehactopepéc topa tomov 1
Kol GOPAYIOT] CAOLUIVIOV e TANGTIKO OTOCTIAOUEVO KOTAKL.

KéBe proridro piag d6omg mepiéyet 1 d6om twv 0,5 mL.

Méyeboc cvokevaoiag: 5, 10 1 20 grodidwo piag d6oncC.

Mmnopel vo unv kukAo@opohv OAEC 01 GLCKELAGIEC.

6.6 Iowitepeg TPOPLAGEELS UmOPPLYNGS KOL GALOG YELPIGIOG

Odnyiec yelplopov Kot yopnynon

O yepiopdc tov gpfoiriov Ba mpémel va yivetar amd emayyehpatio vyeiog e xpNon donmTng TEXVIKNG
Yo Vo, S10GQUAIGTEL 1 OTEPOTNTA KABE dOONC.

Lpoctoaoio yio yption

e To euPorio eivar £To1po yia yprion o€ eLoAidio piag 66omngG.

e To un avorypuévo guPoio Ba mpénet va purdocetal oe Beprokpaciao 2 °C éwg 8 °C kot va
dlotnpeitat viog Tov eEMTEPTKOV KOVTIOV Y10 TPOCTOGIH OO TO PG,

o  Apéomg mpv omd T YPNoT, eoPESTE TO PLaAidto Tov gpforiov omd 1o eEwTEPIKO .

EmBswprore 1o prolidio

o [lepdvnote amold 0 PLOALSI0 TPV amd TNV omdoLPoT| TG 066N, M1y avoKiveite.

o KdBe @loAido mepiéyetl évo AeVKO Kol OLLOI0YEVES YOAAKTOLO.

e Embeswpnote ontikd 10 eUPOALIO Yo TUXOV COUOTIOWNKN VAT 1)/K0L OTOYPOUATIGUO TPV amd TN
yopnynomn. Mnv yopnyeite 1o oo edv vadpyeL 0motodNmoTE 0md TO dVO.
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Xopnynote 1o guforio

o Xe kaOe Qroridio mephapPavetot vIEPTANP®ON Yo Vo, S1cPaAoTEL 0Tl pmopel va e&ayBel 1 d6om
tov 0,5 mL ékaotn. Amoppiyte Toydv vToAemdEVO UPOALO GTO PLOAISI0 PETA TNV €YWY TNG
doong tov 0,5 mL.

e M 66on v 0,5 mL avtieital og po amooTep®UEVT PEAGVA KOl L0 OTOGTELPMUEVT] GVUPLYYOL
OV YOPMYEITOL pe EVOOUVIKT £VECT], KATA TPOTIUNOT GTOV SEATOELON UL TOV Ave PBpayiova.

o  Mnv avaptyvoete to euforio otny idto cOptyya pe GAAa euPOAL 1 POPUOKEVTIKE TPOTOVTAL.

o  MnVv GUYKEVIPAOVETE TNV TEPIGTELD TOV EUPOAIOV ad TOAAATAG PLOALISLOL.

Amdppryn

Kdabe aypnoiponointo eopuakevtiKd tpoidv 1 VIOAEUUN TPETEL VO, ATOPPITTETOUL COUPOVA LE TIG
KATA TOTOVE IGYVOVGEC GYETIKEC OLUTAEELG.

7. KATOXOX THX AAEIAY. KYKAO®OPIAX

Hipra Human Health, S.L.U.

Avda. la Selva, 135

17170 Amer (Girona)

IZITANIA

8. APIOMOX(OI) AAEIAY KYKAO®OPIAX

EU/1/22/1709/005

EU/1/22/1709/006

EU/1/22/1709/007

9. HMEPOMHNIA IMPQTHE ETKPIZHY/ANANEQYXHY. THX AAEIAX

Huepounvia mpdng €yxpiong: 30 Maprtiov 2023

10. HMEPOMHNIA ANAGEQPHXHX TOY KEIMENOY

Agntopepeic TAnpoeopies yia t0 Tapdv PaPUAKELTIKO TPOoidV ivar S1aBEcIes 6TO SIKTLOKO TOTO TOV
Evponaikod Opyaviepod @oppdkov 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 otevfuvon Tov mapaockevaoth Th(Tov) BoAoyikdg dpaotikne(dv) ovoiac(mv)

Laboratorios Hipra, S.A.

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

17170 Amer (Girona)

Iomavio

‘Ovouo kot d1evfuven tov(tev) TopockevosTH(@V) oL givor vTevOuvoc(ol) yio TNV aTOdEGUELCT) TOV
TaPTId OV

Laboratorios Hipra, S.A.

Avda La Selva n°135

17170 Amer (Girona)

Ionavia

B. OPOI'H NEPIOPIZMOI ZXETIKA ME TH AIAGEXH KAI TH XPHXH

DopUAKEVTIKO TPOTOV Y10 TO OTOI0 AMOLTEITAL LOTPIKT CLUVTOYT.

o Enionun arodéopcvon naptiowv

Sopeova pe to apbpo 114 g odnyiog 2001/83/EK, n exionun amodécuevon tmv maptidwy

TPOYLOTOTOLEITOL OO KPATIKO EPYAGTIPLO 1 amd PYACTNPLO OV £xel oplobel yio Tov oKomd vTo.

I AAAOI OPOI KAI ATTAITHZEIX THX AAEIAY. KYKAO®OPIAX

o Ex0¢oe1c meprodikic mapakorovdnong tne aocpdireias (PSURS)

Ot amortioelg yio v vroPoin twv PSURS yo 0 ev Adym @apuakevTiko mpoiov opiloviol otov

KatdAoyo pe T nuepounvieg avagopds g Evoong (katdioyog EURD) nov mapatibeton oty

apdypoeo 7, Tov dpBpov 107y, g odnyiag 2001/83/EK kot kdOe erakorovdng emucatponoinong

OTMG OMLOCIEVETAL GTIV EVPAOTATKT OUCTVAKT TOAT Y10l TO POPLLOKCL.,

O Kdroyog Adeiag Kvkhogpopiag (KAK) Oa vropaiier tv mpdtn PSUR yia 10 mpoidv péoa oe

6 uveg amod v Eykpion.

A.  OPOI 'H NEPIOPIEMOI XXETIKA ME THN AX®AAH KAI AITIOTEAEXMATIKH
XPHXIH TOY ®PAPMAKEYTIKOY ITPOIONTOX

. 2yé010 oraygiprong Kivovvov (XAK)

O Karoyog Adelag Kukhopopiag (KAK) Ba die&aydyet Tig amoitodpeveg SpacTnploTnTeS Kot

TOPEUPAGELS POUPUOKOETAYPVOTVIIONG OIS Tapovastdifovtal 6to cupeovniéy XAK mov tapovcidaletan

otV evotnra 1.8.2 g ddetag KukAoQopiag Kot 0TOEGONTOTE ENOKOAOLOES EYKEKPIUEVES

avaBempnoeig tov TAK.

"Eva emkatpomompévo LAK 0a npénet va katatedet:

e Metd and aitnpa tov Evponaikov Opyavicpod 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 0QELOVE-KIVOVVOL
N ®©G ATOTELEG LA TNG EMITEVENG EVOG OGN LOVTIKOV OPOGTLOV ((PUPUOKOETOYPOTVION 1
glayiotomoinon Kvdvvov).
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ITAPAPTHMA III

ENNIXHMANXH KAI ®YAAO OAHI'IQN XPHXHX
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A. ENIIXHMANXH
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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 (avacuvdvacuévo, avoGoEVIGYVLEVO)
selvacovatein

‘ 2. XYNOEXH XE APAXTIKH(EYX) OYXIA(EX)

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

To avocoevicgyvtikd SQBA mepiéyel okovarévio, moAvsopPikd 80, tpiedaikn copPiravn, KITpkd
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. TPOIIOX KAI OAOX(OI) XOPHI'HXHX

Evdopvikn yprion
Awfaote T0 PUALO 0INYIOV XPNOTG TPV OO 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 BAEITOYN KAI
AEN ITPOZETITIZOYN TA ITAIAIA

Na puidooetal o€ Béom, TV onoia dev PAETOLY Kot dev TPpooeyyilovv Ta TALd1d.

7. AAAH(EY) EIAIKH(EX) ITPOEIAOIIOIHXH(EIX), EAN EINAI ATTAPAITHTH(EYX)
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8. HMEPOMHNIA AHEHX

AHEH:

9. EIAIKEY YYNOHKEX OYAAEHX

DvAdocete o€ Youyeio

Mnv KaToyvyeTe.

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 IPO®YAAZEEIX I'TA THN ATTIOPPIYH 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 ywo v unv teptaneBei n ypaen Braille sivon amodektn.

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 (avaouvivacpuévo, 0vOGOEVIGYLLEVO)
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. HNEPIEXOMENO 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.
dvidcoete 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 @ioiidio piog 66omg (1 66om avd groridio)
EU/1/22/1709/003 10 prodidwo piog 66omc (1 8601 av elaAido)
EU/1/22/1709/004 20 prolidwo piog 66omg (1 8601 avd eloAido)

| 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

41



ENAEIZEIX ITOY ITPEIIEI NA ANATPA®ONTAI XTHN EEQTEPIKH XYXKEYAXIA

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

| 1. ONOMAZIA TOY ®PAPMAKEYTIKOY INIPOIONTOX

BIMERVAX XBB.1.16 evéoylo YOLGKTOLO
Eppoio COVID-19 (avacuvivacpuévo, 0VOGOEVIGYVLEVO)
vtoplekofateivn

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

Ka0e 060m (0,5 mL) mepiéyet 40 pikpoypappdplo viapiekofoteivn avocoevioyvpévo pe SQBA.

To avocoevioyvtikd SQBA mepiéyel okovarévio, moAvcopPuco 80, Tpleraixn copPiTavn, 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

Evdopwikn xpnion
AwBdote 10 PUALO 0N YDV YPAONG TPV O TN YPNOT

6. EIAIKH ITPOEIAOIIOIHXEH XYM®QNA ME THN OIIOIA TO ®PAPMAKEYTIKO

AEN ITPOZEITIZOYN TA ITAIAIA

IPOION ITPEIEI NA ®YAAXXETAI XE OEXH THN OITIOIA AEN BAEIIOYN KAI

Na puidcoetal o€ BEom, TNV omoia dev PAETOVY Kot dgv Tpoceyyilovy Ta TAdld.

| 7. AAAH(EY) EIAIKH(EY) IIPOEIAOIIOIHXH(EIX), EAN EINAI AITAPAITHTH(EX)

| 8. HMEPOMHNIA AHEHX
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AHZEH:

| 9.

EIAIKEX XYNOHKEX ®YAAEHX

dvidcoete og yoyeio
Mnv katoyoyeTe.
Ddvidcoete To PLOAISIN 6TO 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.

APIOMOZXZ(0OI) AAEIAY KYKAO®OPIAX

EU/1/22/1709/005 5 @ioiidio piog 66omg (1 66om avd groridio)
EU/1/22/1709/006 10 prolidwo piog 66omc (1 8001 avd elaAido)
EU/1/22/1709/007 20 prolidwo piog 66ong (1 8601 avd elaAido)

[ 13.

APIOMOZX IMMAPTIAAX<, ETOIXEIA AOTH KAI KQAIKOI ITIPOIONTOX>

MMoptida

| 14.

I'ENIKH KATATAZH I'TA TH AIAOEXH

| 15.

OAHI'IEX XPHXHX

16.

INAHPO®OPIEX XE BRAILLE

H artioddynon ya va unv mepiinedei n ypaen Braille givor omodext.

17.

MONAAIKOX ANATNQPIZTIKOX KQAIKOX — AIZAIAZTATOX TPAMMQTOX
KQAIKAX (2D)

A160106TOTOC YPOUUU®TOS KddKAG (2D) mTov pépel Tov TEPIANPOEVTO LOVOITIKO aVOyVOPIOTIKO KOOTKO.

18.

MONAAIKOX ANAI'NQPIZTIKOX KQAIKOX - AEAOMENA ANATNQXIMA AITIO
TON ANOPQIIO
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EAAXIXTEX ENAEIZEIX [TIOY ITPEIIEI NA ANATPA®ONTAI XTIX MIKPEX
XTOIXEIQAEIX XYXKEYAXIEX

EHNIZHMANXH ®IAAIAIOY MIAX AOXHX

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

BIMERVAX XBB.1.16 Evécyo yoAdxtopo

Epporto COVID-19 (avacvuvivacuévo, avoGoEVITVUEVO)
VTopAEKoPaTEVN

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 gvéowo yordktopo
Eppoio COVID-19 (avacvvovacpévo, GvoGOEVIGVUEVO)
selvacovatein

vTo @AapraKo oVTO TEAEL LTO CLUTAN PO UATIKT TOPAKOAOVONGT. AVt Ba eMTPEYEL TO Yp1YOPO
TPOGOIOPIOUO VEDV TANPOPOPLOV acPileloc. Mmopeite va fondnoete LEcm TG avapopdic Thovmy
OVETOOLUNTOV EVEPYELDV TTOV EVOEXOUEVMG TTapovatalete. BA. T€hoc g Tapaypdeov 4 yio Tov TpOTO
avaQOPAG AVETIOOUNTOV EVEPYEIDV.

AP aoTE TPOGEKTIKE OLOKAN PO TO PUAAO 00N YLOV YP1ONG TPV 0PYIGETE VU TAIPVETE AVTO TO
gnpoiro, 010TL TEPLAAPPAVEL CNUAVTIKEG TAPOPOPIES Y10 GUG.

o DdordEte avto To EOALO 0dNyIdV yprone. Towg ypelaotel va to dofdcete Eava.
. Edv éxete mepartépo amopieg, poTNOTE TOV Y1OTPO, TOV PAPLOKOTOLO 1} TOV VOGOKOLO GOLC.
. Edv mapotnpfoete kKamoto avemBOunT evEpYELd, EVILEPDOTE TOV YIOTPO, TOV QAPUAKOTOL0 1)

TOV VOGOKOUO 560G AvTd 1oy0eL Kot yio KaBe mbavn avemBountn evépyelo TOv dEV AVOQEPETL
670 TOPOV PUALO 0dNYIDV XpNong. BAére mopdypago 4.

T wgpréyer To mapov OUALO 00N YAV

T etvan to BIMERVAX kot mota ivon ) xpnon tov

T mpénet va yvopilete mpv mapete to BIMERVAX
[og va mapete to BIMERVAX

[MBavég avemBOunTeg evépyeteg

Iag va puidocoete To BIMERVAX

[epreydpeva g cvokevaciog Kot AOTES TANPOPOpieg

SNk L=

1. T givan o BIMERVAX kat oo givan i xp1jon tov

To BIMERVAX egivat éva gpufoAio mov ypnowonoteitat 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 Tponyovuévas Aapet apyikd
gupoito mRNA kotd g COVID-19.

To epPorio dieyeipel To avosomonTikd choTNU (TN PLGIKNY GELVE TOV OPYOVIGHOV) MGTE VO TaPAyEL
€101KA AVTICOUOTO TTOL SPOVV KATA TOV 10V, Tapéyovtas tpostacia katd tng COVID-19. Kavéva and
TOL GVGTOTIKA 0L TOV TOV gUPoAriov dev umopei va mpokeréoet COVID-19.

2. Tvpéner va yvopilete nprv mapete o BIMERVAX

Mnyv napere o BIMERVAX
- o€ mepintmon oAdepyiog TN dPACTIKN OVGIN 1) GE 0TO0ONTOTE GALO OO TOL GLGTATIKA GVLTOV TOV
QOPUAKOV (CVOPEPOVTOL GTNV TAPAYPOPO 6).

Ipogdomomosic ko TpoPuAGEES

AmevBuveite otov Yiatpd, TOV OpRaKoTOLd 1 TOV VOGoKOpo cag mpty mhpete 0 BIMERVAX edv:

o ciyote moté cofapn N amenTikn Yo T {1 aALEPYIKT OVTIOPOOT LETA TN A YT OTOLUCONTTOTE
dAANG éveong eufoiriov,

o ¢&yete MmoBvpnoet Toté PeTd omd veon e PeAdva,

o ¢&yete LYMAN Beppokpacio (Tive and 38°C) i coPapn Aoipmwén. Qotdco, unopeite va kdvete Tov
eufolacud oag eqv Exete N0 TLPETO 1 AOTUMEN TOL AVATEPOL OEPAYDYOV OTMG KPLOAOYT LD,
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o &yetTe OUOPPAYIKA TPOPANLOTA, KAVETE EDKOAN LOAMTEG 1] YPTCULOTOLEITE PAPLOKO Y10, TNV
TPOANYN BpouPov aipatoc (avTmnKTikd EApOKo),

® TO OVOCOTOMTIKO GOG GUGTNLA OEV AEITOVPYEL COOTA (OVETAPKELD) 1) TAIPVETE PAPUAKO TOV
OTTOSLVOLMYOLY TO OVOGOTONTIKO GUGTNHO (OTTMG KOPTIKOGTEPOELDN VYNANG dOOT|G,
OVOGOKOTOGTUATIKA 1] AVTIKOPKIVIKE QAP LLOKaL).

Edv xdmo1o amod to mopomdve 1oydeL Yia €64G (1] dev €ioTe Giyovpol), WANGTE UE TOV Y1UTPO, TOV
QOPUOKOTTOLO 1 TOV VOGOKOWO oag Ttpty cog yopnyndei to BIMERVAX.

Onwg kot pe omotodnmote guPorio, 1o BIMERVAX evééyetol va puny mpootatenel TANP®S OAOVS
0G60VG T0 AapPavouy Kal Ogv Etval YVOOTO Y100 TOGO Y¥POVIKO dtdoTtnua 0o TpocTaTevTEiTE.

Moword kon £pnpor

To BIMERVAX 6gv cuvietdrar yio todid nAkiog katw tov 16 etdv. Eai tov mopdviog, dev
vrapyovv dabécipec mAnpogopies oyetikd pe T xpron tov BIMERVAX og noudid kdto tov
16 etmv.

Ao @appoxa kot BIMERVAX
Evnpuepmote tov yiatpd, ToV QOpLOKOTOL 1] TOV VOGOKOUO GOG €AV TailpveTe, £xeTe TPOGPATO TAPEL 1|
umopel va mapete aAAa eapuaiko 1 LPorta.

Kinon kot Onhaopog

Edv eiote éyxvog 1 Onhdalete, vopilete 0TL pmopei va giote £ykvog 1) oYedALETE VO ATOKTNOETE T,
{ntote 1 GUUPBOVAN TOL YITPOV, TOL PUPLOKOTOLOD 1) TOV VOGOKOIOV GOC TPV TAPETE QLTO TO
guporo.

Oonynon ko yEPLoPOS PNy avnpdTmv

Optopéveg amd tig avemountes evépyeteg tov BIMERVAX mov avageépovtotl otnv mapdypago 4
(IMBavég avemBOUNTEG EVEPYEIEG) UTOPEL VO, LELDGOLY TPOSMPIVE TNV IKOVOTNTA GOC Vo 0dnyeiTe Kot
va yepileote pnyoavipara. [epévete péxpt va eEacevicouy ot emdpdoels tov gpfoiiov Tpv

00N YNOETE 1| EPICTEITE PUNYOVILLOLTOL

To BIMERVAX nepiéyetl vatplo, Kailo, Kot 1oAvcoppuko
Av10 10 EUPOLIO TEPIEYEL AyOTEPO 0td 1 mmol vatpiov (23 mg) avd d6om, dNAadT| Eival OLGLUCTIKA

«ehevBepo vatpiovy.

Av10 10 EUPOLIO TEPIEYEL AMyOTEPO 0mtd 1 mmol kodiov (39 mg) avd doon 0,5 mL, dniadn eivar
0VGLOTIKA «EAeVBEPO KAAIOVY.

Av10 10 eUPoro mepiéyet 1,18 mg moAvcsopPikod 80 oe kabe doom. Ta molvcopPikd pmopei vo

TPOKUAEGOVV ALEPYIKES avTIOpaoels. Evnuepdote Tov 10Tpd cog GV Exete YVOOTEG oAhepYiec.

3. Hog va wapete o BIMERVAX

Arowa nAdrrxilacl6erwv nat dvw

To BIMERVAX 6a cog yopnynfet og éveon tv 0,5 mL o€ évav P tov dve Bpayiovd cog.
Yvviotdton vo AdPete 1o BIMERVAX w¢ epdnaé d0om TOLAGYIGTOV 6 PUNVEG LETA OO TPOTYOVUEVN
oelpd gpPoracpumv pe to epPforto mRNA COVID-19 1 petd amd mponyovUevn avavNoTIKT 600
tov BIMERVAX.

Metd v éveon, 0 yuTpds, 0 PapLakomolds 1} 0 VOsokoUog cag Ba cag mapakoiovdel yia tepimov
15 Aemtd yio TOV EVIOMIGUO TVUYOV GNUEIDV OALEPYIKNG OVTIOpOOTG.
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Edv éyete mepatépm epothioelg oyeTika pe ) xpnon t1ov BIMERVAX, potiote tov yuatpo, tov
QOPLOKOTOL0 1] TOV VOGOKOO GO,

Avoookoteotaluévo. arouo
Edv 10 avocomomtikd cog cuotno dev Aettovpyel cwotd, pmopel va yopnynovv mpdcbetec d0celg
SOUQ®VA LLE TIG EMICTIEG CVOTAGCELG.

4. IIBavég avemBOUNTES EVEPYELES

Onwg 6ha Ta pappaka, £T61 Kol aVTo TO ERPOAL0 pmopel vo TpokaAécel avemBOUNTES EVEPYELES, AV
ka1 6gv Tapovctdlovtal 6€ OAOLG TOVG AvOPMOTOVC.

O1 teplocotepec avemBounteg evépyeleg peovifoviat evtog 3 nuepm@v amd ™ ANy tov gpPforiov kot
VIOYOPOVV EVTOC MymV NUEPOV atd TV EUEAVICT] TovG. Edv to cuurtdpota expuévouy,
EMKOWVOVNOTE [LE TOV Y1TPO, TOV QOPUAKOTOLO 1) TOV VOGOKOLO GO,

Avalntote enetyovtog wTpikn Pondeta edv eppavicete COUTTOUATE GOPOPNG CAAEPYIKNG
avtidpaong Alyo petd tov epporiacpd. Tétown cupmtdpata propet vo tepthappévouv:
o aicOnua AmoBopiog | Coradog
aAhayéC oToV KOPOLOKO GaG TOAUO
dvomvola
oupLypd
TPNEWO TOV YEMDY, TOV TPOSHTOL 1| TOL A0V GOG
KVNOU®MOEG 0idn o kKAT® omd to dépua (kvidmaon) 1 edvinpa
aiocOnua adinbesiog (vavtio) v Epeto
TOVO GTO GTOMAYL

Ot ax6AovBeg avemBounteg evépyeteg pnopei va gpeoviotovv pe 1o BIMERVAX:

oA ovyvég (umopel va emnpedoovy meptocdtepa and 1 ota 10 dropa)
o kepoiaAyio
e 16VOC 6TO onpeio dmov yopnyeital 1 Eveon
o aicOnpa peyding xovpaong (k6mwon)
o LiKdg TOVOG

Yoyvég (umopel va emmpedoovy ém¢ 1 ota 10 dtopa)
e gpubpomnta, TpH&yto N evaicOnoio 6To onpeio yopNyNoNS TG £veong
aicOnpa adwbeciog (vavtia) 1 adiobecia (Epetog)
Stappora
TupeTOg
Sl0YK®UEVOL AEPQUSEVEG
7TOVOC GTN UAGKAAN

Oy ovyvég (umopel va ennpedoovy émg 1 ota 100 dropor)
piyn N aicOnua Topeton

Gon

KVNGUOG GTO oNEio TG £veong

VoG oT1g apfpmdaoelg

aioOnua advvapiog 1 EMAeym evépyestog

aioOnua vrvnidog

QayoOpa GTO dEPLLAL

yevika aicOnpa adiabeciog
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Yravieg (umopet va emnpedoovy €mg 1 ota 1.000 dropa)

e Kpoa gpidpwon
acvviBiotn aicnon oto dépua, 6mwe popunyKlocua (tapoictnocio)
pelopévn aictnon evarctnociag, 101K oto dépua (voatcOnaior)
KOWALOKO GAYOG
TOVOG KOTA TNV KOTATOOo™
AAAEPYIKEG aVTIOPAGELG OTMOG KVidwo, VO 1 KNGO
LOADTIGHOG GTO GNLELO TTOL YopryeiTal 1) £veon
vepevatcnocio oto onueio g veong

Mn yvootég (6ev umopodv va ektipndovv amod ta drabéoia dedopéva, pe Paon éva LOVo TEPIGTATIKO
KaTd TN SEPKELN TMV KAVIKOV SOKIHDV)
o Dleyuovn oL EMTEPIKOV YLTdVA TNG KOPddg (Tepikapditida), 1 onoio pmopel va odnynoet
o€ dvomvola, aicOnua ToAUdY 1| TOVO 610 6THog

Ava@opd avemOOuNTOV EVEPYELOV

Edv mopatnpnoete kamoto avemBOun evépyelo, EVINUEPDOTE TOV YIOTPO, TOV PAPUAKOTOL 1) TOV
VOGOKOWO G0G. AVTO 1oyYvEL Kot Yio kdOe mhavi avemBountn evépyela Tov OgV AVUPEPETAL GTO TOPOV
@OALO 00Ny Ypronc.Mmopeite eniong va avoaeEpete avemBountec evépyeleg ancvudeiog, LEGH TOV
€0vikov GVGTNUATOG aVaPOPAS TTov avaypaesTor oto [apdpnua Vial va coprneptldpete Tov aptOpo
TapTidag, edv givar dabéoiog. Méow e avapopdg avembBOunTomV evepyeldv puropeite vo fondncete
GT1) GLAAOYT TEPLGGOTEPWOV TANPOPOPLDOV GYETIKA LE TNV AGPIAELD TOL TAPAVTOG ELPOAIOV.

5. IIog va pvridocete To BIMERVAX
To @appoako ovTd TPETEL VO PUAACCETAL GE PEPT] TOV OgV TO PAETOVV Kal OV TO POAVOLV TOl TOdLA.

O y10TpAC, 0 PUPUAKOTOLOG 1] 0 VOGOKOWOC 60¢ Eitval vedBuvog ylo T 6ot amodfikevon avtod Tov
guPoAiov Kot TN GOOTH ATOPPLYT OTOLOVONTOTE OYPTCLUOTOINTOL TTPOidvTOoc. Ot akdAovbeg
TANPOQOPIES GYETIKA UE TN GOAOEN, TN ANEN, TN YP1OM KAl TOV XEPIGUO KaBDG Kol TV amdppiym
wpoopilovTor yio Tovg emayyeluoTiec vyeiag.

Mnv ypnoiponoleite auto o eUPOAI0 PETA TNV NUEPOUNVIN ANENG TTOL AVAYPAPETAL OTNV ETIKETO, LETA
t AHZH. H nuepounvia Aqéng eivor 1 tekevtaio nuépa Tov Pive Tov avapEPETL EKEL.

dvrdooete og yoyeio (2°C — 8°C). Mnv katayvyete. Puddooete o ProAidia oo eEmTepcd Kovtl yia
VO TPOGTATEVOVTAL OO TO PWG,.
Metd TV TpOTN TOPAKEVTIGT TOL PLOALGIOV TOAALUTAGDY dOGE®YV, va. puAdcceTal otovg 2°C — 8°C, va
YPNOLOTOEITOL EVTOG 6 OPDOV.

Ot TANPOPOpPiEg GYETIKG [LE TOV YEPIGUO TEPLYPAPOVTUL GTNV EVOTITO. TTOL TPOOPILETAL Y10 TOVG
EMOYYEAUATIEG VYELOG GTO TELOG TOL EVALOL 0O YLDV YPTONG.

Kdabe aypnoiponointo eopuokevtiKd tpoidv 1 VIOAELUO TPETEL VO, ATOPPITTETOL COUPOVA LE TIG
KOTO TOTOVE 1GYVOVGEC GYETIKEC SLOTAEELG.

6. Iepreyodpeva TS 6VOKELAGIOG KO AOUTTEG TANPOPOPIEg

T nepréyer to BIMERVAX

- Mia 060m (0,5 mL) mepiéyetl 40 pikpoypappdpia selvacovatein avocoegvicyvuévo pe SQBA.
- To selvacovatein givat éva etepodipepég cOVINENG TEPLOYNG OEGUEVLONG AVAGVVIVAGUEVNS

axidag (S) vmodoyéa Tpwteiving tov 100 SARS-CoV-2 (RBD) (otedéym B.1.351 ko B.1.1.7) wov
TopAyeTal pe TeXvoroyia avacvvovacuévov DNA.
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- To SQBA mepthapfavetar o€ avtd 10 EUPOMO MG OVOCOEVIGYVTIKO Y10 TV EMTAYVVCT KOL TN
Bektioon TV TpooTaTELTIKGV eMOpAce®V TovL epforiov. To SQBA mepiéyet avd 66om 0,5 mL:
oKovaAévio (9,75 mg), moAvcopPiko 80 (1,18 mg), tpreraixn copPrravn (1,18 mg), krtpikd
vérpio (0,66 mg), kitpikd o&0 (0,04 mg) kot VOI®P Yo EVEGILAL.

- Ta dAAa cvotatikd (kdoya) etvat: AwdeKabdIPIKd POCPOPIKO dVATPLO, STHOPOYOVIKO
PMOPOPIKO KAALO, VATPIO YAmPLovY0, KAALO YAmplovyokatl Vowp yio evéotua. To BIMERVAX
TEPIEYEL KAMO, VATPLO Kol TOALGopPd (PA. mapdypa@o 2).

Epg@davion tov BIMERVAX kot epiey0peva TG 6VGKELAGIOG

To epPorio givar €va AevKO OLOIOYEVES EVEGILO YOAAKTOLO.

DroAid10 TOAMATADY dOGEDV

5 mL yoAoKTOUOTOG TOPEYETOL GE PLOAIOI0 LE EAUCTIKO TMOUO EIGYDPNOTNG KOl TAASTIKO OTOCTMUEVO
KOkt

Kda0e proridio morlomidv d6cewv mepiéyetl 10 66oeig twv 0,5 mL.
Méyeboc cvokevaciog: 10 @loAidio TOALUTADY dOGEDV.

DroAid1o pioc d6ong

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

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

Mmopei va, unv KokKAo@opoOV OAEC 01 GLCKEVUGIEG.

Karoyog Adsrog Kvkhogopiog

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

17170 Amer (Girona)
[ZTTANIA

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

17170 Amer (Girona)
IZITANIA

To wapdv @UAAO 00N YLOV Yp1oNS avaBe®P1)ONKe Y10 TEAEVTAIN POPE GTIS
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Addeg TNYEG TANPOPOPLOV

Aemtopepeic TAnpoopieg yio To pappoko avtd eivat dtabéoipeg 6to dikTvakd TOTo Tov Evpmmaikon
Opyaviopov @apudxmv: https:// www.ema.europa.eu

ZopMOTE TOV KOOIKO LIE L0, KIVNTH GLOKELT Yo Vo AMAPBETE TO PUAAO 0INYIDV YPNOTG OE OLUPOPETIKES
YADGOEG.

Na copmeptinebei o kwdukdg QR

'H emiokepbeite ) dievbvvon URL: www.hipracovidvaccine.com

To mapov pOALO 0O YLV ¥priong eivar Stabéoipo o OAeG TIg emionueg YAwooeg g EE/EOX otov
dktvokd témo Tov Evpomaikov Opyovicpod Oapudkmy.

O T po@opicc mov akorovBovV amevOivovTal povo o€ erayyslpaties vysiog:
Xopnynote to BIMERVAX gvdopvikd, Kotd TpoTipnon 6Tov 0eATOEN UL ToL dve Ppayiova.

Iyvnloowdtro

[pokeévov va Bertiwbei 1 yvnAocpoTnTe TOV PLOAOYIKGOV QOPUIKEVTIKOV TPOIOVI®V, Bo Tpémel
VoL KOTOYPAPETOL [LE COPNVELD 1] OVOLLOGT0 Kal 0 aptfUdS TopTIONG TOL YOPYOVLEVOL TPOIOVTOC.

Odnyiec yepopon Kot yoprynon

Na pn ypnotpomoteite avtd 10 UPOAI0 LETA TNV NUEPOUNVIC ANENG TTOV OVOPEPETOL OTIV ETIKETO LETA
1 AHZH. H nuepounvia AnéEng avapépetatl 6Ty TeEAguTaio MUEPH TOV GUYKEKPIUEVOL UV

O yepiopdc avtod tov gpforiov Ba mpémel va yivetan amd emayyehpatio vyeiog pe ypnon donmrwv
TEYVIKAOV Y10 VO, OLOGQUALGTEL 1 GTEPOTNTA KADE dOONC.

Ipoetouacia yia ypron

e To guPorio eivar £Totpo yio xpfon.

e To un avorypévo guPoito Ba mpémel va puidcceton og Beppokpacia 2°C g 8°C kot va
dotnpeitar 610 eEMTEPIKO KOLTI Y10 TPOGTAGIO OO TO M.

o Auécmg mpv amd TN ¥pNo, 0QUPESTE TO PLOAISL0 TOV guPoriov omd 10 E®TEPIKO KOVTL.

o  Metd TV TPMTN TUPUKEVTNGN TOL ELOALOI0V TOAAATADY dOGEMY, KUTOYPAWTE TNV NLEPOUNVIO KoL
v dpa andppymng (6 dPEG LLETA TNV TPDTN TAPUKEVTNOT]) TNV KABOPIGLLEVT TEPLOYT| TNG
EMOTLLOVOTG TOL Qroddiov.

EmBewpnore 1o prolidio

o [lepdwvnote amold 0 PLOALSI0 TPV amd TNV 0TdcLPoT TG 006NG Ko etiong petald kade
amocLPoNg 06N Yo TO PLUAIS0 TOAAATADY dOGE®MV. MMV OVOKIVEITE.

o KdBe @roAido mepiéyetl évo AeVKO Kol OLO0YEVES YOAAKTOLO.

o Embeswpnote ontikd 10 gUPOAL0 Y10 TUYXOV COUATIOKT VAT 1)/K0L OTOYPOUATIGUO TPV amd TN
yopnynon. Mnv yopnyeite 1o oo qv VIGPYEL OTOLOOTOTE OO AVTA.

Xopnynore 10 gufiolio

o [lepthappdveron vepmAnpwon oe kKaOBe PELaAId10 Yia va d106PaAIoTEL OTL pmopovv va e&ayBodv To
oAD déka (10) dooelg (proridio moAramAdv docemv) 1 pio (1) d6om (prodridio piog 660mG) TV
0,5 mL éxaotn. Anoppiyte ToYXOV evamopeivay uPorio oto @Loridio piag 666ME 1 6To PLUAISI0
TOALOTTAGDY dOce@V petd v e€aymyn 10 docewv.

o KdOe 660om 0,5 mL avtieiton o€ pio amwootelp@pévn PeAdva Kot [io OTOGTEIPMUEVT] GUPLYYO, TTOV
yopnyeiton pe evOOULIKT £vEST, KOTA TPOTIUNON GTOV OEATOEON LV TOL Gve Ppayiova.
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e  MOoAig To gufoiio eloayBel otn cvpryya, eivar 6tabepd Yo ToLAd)IGTOV 6 MPEG €iTE VTTO GLVONKES
yOénc elte og Beppokpacio dwpatiov (<25°C).

o  Mnv avaptyvoete to euforio otny idto cOptyya pe GAA0 eUPOALL 1 POPUOKEVTIKE TPOTOVTAL.

e  MnVv GUYKEVIPAOVETE TNV TEPIGGELD TOV EUPOAIOD 0Td TOAAATAG PLOAISLOL.

Amdppryn

o  Metd TV TPMTN TUPUKEVTNON TOL ELOALOI0V TOAATA®DY 00GEWY, PLAAGGETE TO OVOLYLEVO
OloAid10 ToAAaTA®Y 60cemV ot Beppokpacio 2°C émg 8°C yia ¢ kot 6 mpeg. Amoppiyte T0
guPoro gdv dev ypnouomombel evrodg 6 @PMOV LETA TNV TPOTN TOUPUKEVTNOT TOV PLUALSIOV
TOAMOTADY 0OGEMV.

o Amoppiyte TVYOV evomopeivay eUPOAI0 6TO PLOAISLO piog 00N 1 6TO PLOAISI0 TOALUTAGDY dOGEDV
petd v e€aymyn 10 docewv.

Aroppryn
o KdBe aypnoyomointo @oprakentikd Tpoidv 1 VTOAEWUN TPETEL VO UTOPPITTETUL GOUPOVE, LUE TIC
KOTO TOTOVG IoYVOVCES GYETIKES OLUTAEELG.
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@vAro ooV piong: IIAnpogopics yra Tov yprjot

BIMERVAX XBB.1.16 gvécipo yorakTONO
Eppoio COVID-19 (avaosuvovacpuévo, avoGoEVIGLIEVO)
vtoplekofateivn

vTo @AapraKo ovTO TEAEL LTO CLUTAN PO UATIKT TOPAKOAOVONGT. AvTd Ba emTPEYEL TO YP1YOPO
TPOGOIOPIOUO VEDV TANPOPOPLOY acPireloc. Mmopeite va fondnoete HEcm TG avapopdic Thovmy
OVETOOLUNTOV EVEPYELDV TTOV EVOEXOUEVMG Tapovatalete. BA. 1€hoc g Tapaypdpov 4 yio Tov TpOTO
avaQOpPAG AVETIOOUNTOV EVEPYEIDV.

AP aoTE TPOGEKTIKE OLOKAN PO TO PUAAO 0ONYLOV YP1ONGS TPLV 0PYIGETE VU TAIPVETE GVTO TO
gnuPoiro, 010TL TEPLAAPPAVEL CNUOAVTIKEG TAPOPOPIES Y10 GUG.

o DdordEte avTo To EOALO 0dNYIBV YpMone. Towg ypelactel va to dofdcete Eava.
. Edv éxete mepartépw amopieg, poTNOTE TOV Y10TPO, TOV PAPLOKOTOLO 1} TOV VOGOKOLO GOLC.
. Edv mapotnpfoete kKamoto avemBOunT evEpyeLa, EVILEPDOTE TOV YIOTPO, TOV PAPUAKOTOL0 1)

TOV VOGOKOUO 560G AvTd 1oy0eL Kot yio KaBe mbavn avemBountn evépyelo TOv OEV AVOQEPETUL
670 TOPOV PUALO 0dNYIDV YpNong. BAére mapdypago 4.

T wgpréyer To mapov OUALO 00N VLAV

Tt etvan to BIMERVAX XBB.1.16 kot mow givoe 1) xp1iom tov
T péner va yvopilete npv mapete to BIMERVAX XBB.1.16
Ilog va ndpete to BIMERVAX XBB.1.16

MBavéc avemBounteg evépyeleg

Iag va puidcoete To BIMERVAX XBB.1.16

[epreydueva g cvokevaciog Kot AOTEG TANPoPopieg

SNk

1. Thv givar o BIMERVAX XBB.1.16 kot wowa givan 1 (p1on tov

To BIMERVAX XBB.1.16 givau éva epfoiio mov ypnoiponoteital yio tnv tpdinym g COVID-19
7oV mpokaAgital omd Tov 10 SARS-CoV-2.

To BIMERVAX XBB.1.16 yopnyeiton og dropa niikiog 16 e1dv kot Gvo.

To euPorio dieyeipel To AVOGOTONTIKO GUGTNUO (TN PLGIKT ALV TOV OPYOVIGHOD) MGTE VO TOPAYEL
€101KA AVTICOUOTO TTOL SPOVV KATA TOV 10V, Tapéyovtas tpoatacia katd tng COVID-19. Kavéva and
T GLOTOTIKE LV TOV TOV gPoAriov dev umopel va tpokarécet COVID-19.

2. Ty npéner va yvopilete apwy napete To BIMERVAX XBB.1.16

Mnyv napetre o BIMERVAX XBB.1.16
- og mepintmon aAlepyiog 6N SpACTIKN oVGia 1} 6 0TO0ONTOTE GALO OO TA GLGTATIKA CLTOV TOV
QOPUAKOD (OVOPEPOVTOL GTNV TAPAYPOPO 6).

Ipogidomomoeis ko TpoPLAGEELS

AmevBuveite otov yiatpd, TOV POpROKOTOLd 1| TOV VOGOKOUO cag mpty mhpete o BIMERVAX

XBB.1.16 gav:

o ciyote Toté cofapn N amenTikn Yo ™ {1 aALEpYIKN OVTIOpOAOT LETA TN A YT OTOLUCONTTOTE
dAANG éveong epfoiiov,

o ¢&yete MmoBupnoet Toté petd omd veon e PeAdva,

o ¢&yete vYMAN Bepuokpacio (Tive and 38°C) i coPapn Aoipwén. Qotdco, unopeite va kdvete Tov
eufolacud oag eqv Exete IO TLPETO 1 AOTUMEN TOL AVATEPOL OEPAYDOYOV OTMG KPLOAOYT LD,
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o &yetTe OUOPPAYIKA TPOPANLOTA, KAVETE EDKOAN LOAMTEG 1] YPTCULOTOLEITE PAPLOKO Y10, TNV
TPOANYN BpouPov aipatoc (avTmnKTikd eApaKo),

® TO OVOCOTOMTIKO GOG GUGTNLA OEV AEITOVPYEL COOTA (OVETAPKELD) 1) TAIPVETE PAPUAKO TOV
OTTOSLVOLMYOLY TO OVOGOTONTIKO GUGTNHO (OTTMG KOPTIKOGTEPOELDN VYNANG dOOT|G,
OVOGOKOTOGTUATIKA 1] AVTIKOPKIVIKE QAP LLOKaL).

Edv xdmo1o amod to mopomdve 1oydeL Yia €64G (1] dev €ioTe Giyovpol), WANGTE UE TOV Y1UTPO, TOV
QOPUOKOTTOLO 1 TOV VOGOKOUO cag TTpty cag yopnyndei to BIMERVAX XBB.1.16.

Onwg kot pe omolodnmote epPorio, 1o BIMERVAX XBB.1.16 evdéyetol va unv TpocTtatedel TANP®S
OAOVC 6G0VG TO AapPdvovy Kot deV Eival YVMGTO Y10, TOGO ¥POVIKO d1AoTn e B0 TPOGTATEVTEITE.

Moword kon £pnpor

To BIMERVAX XBB.1.16 dev cuvictdtot yio moidid nikiog kdto tov 16 etdv. Eni tov mapovtog,
dev vmapyovv dubéoipeg mAnpopopies oxetkd pe ™ xpnon tov BIMERVAX XBB.1.16 o€ moudud
KATO TV 16 gT0V.

Adlha @appoxao kot BIMERVAX XBB.1.16
Evnpuepmote tov yiatpd, ToV QOpLOKOTOL 1] TOV VOGOKOUO GOG €AV TaipveTe, £xeTe TPOGPATO TAPEL 1|
umopel va mapete AAAa @apuake 1 LPorta.

Kinon kot Onhaopog

Edv eiote éyxvog 1 Onhdalete, vopilete 0TL pmopei va giote £ykvog 1) oxedALETE VO ATOKTNOETE T,
{ntote 1 GUUPBOVAN TOL YITPOV, TOL PUPLOKOTOLOD 1) TOV VOGOKOIOV GOC TPV TAPETE QLTO TO
guporo.

Oonynon ko yEPLoPOS PNy avnpdTmv

Opiopéveg amod tig avembountes evépyeteg tov BIMERVAX XBB.1.16 mov avagépovtol otnv
apdypoeo 4 (IMBavég avemBouUNTEG EVEPYELEC) UTTOPEL VA, LELDGOVY TPOCOPVE TNV IKAVOTNTAE GG VA
oomyeite ko va yepileote unyovnuarto. Ieppévete péypt va eEacBeviicovv ot emdpEceLg Tov
guPoriov Tpv 0dNYNGCETE 1 YEPLOTEITE POV LOTO.

To BIMERVAX XBB.1.16 nepiéyel vatpro, kGiro, kot toivcoppiko
Av10 10 EUPOLIO TEPIEYEL AyOTEPO 0td 1 mmol vatpiov (23 mg) avd d66m, dNAadT| Eival OLGLUCTIKA

«ehevBepo vatpiovy.

Av10 10 EUPOLIO TEPIEYEL AMyOTEPO 0mtd 1 mmol kodiov (39 mg) avd doon 0,5 mL, dniadn eivar
0VGLOOTIKG «EAeVBEPO KAAIOVY.

Av10 10 eUPoro mepiéyet 1,18 mg moAvcsopPikod 80 oe kabe doom. Ta molvcopPikd pmopei va

TPOKUAEGOVV OALEPYIKES avTIOpaoels. Evnuepdote Tov 10Tpd cog GV Exete YVOOTEC OAAepYieC.

3. Hog va mapere o BIMERVAX XBB.1.16

Arowa nAdrrxilacl6erwv nat dvw
To BIMERVAX XBB.1.16 6a cag yopnyn0el o¢ £veon twv 0,5 mL og évav po tov ave Bpayiovd cog.

Yvvietdtor vo AdPete to BIMERVAX XBB.1.16 wg povr 8661 tovddyiotov 6 uiveg Petd amnd
mpornyovpevn d6om gpporiov katd tng COVID-19.

Metd v éveon, 0 yuTpds, 0 PapLakoTolds 1} 0 vosokoUog cag Ba cag mapakoiovdel yia tepimov
15 Aentd yio TOV EVIOMIGUO TVUYOV GNUEIDV OALEPYIKNG OvVTIOpOOTG.

Edwv éxete mepartépo epotmoeig oyetcd pe ) ypnon oo BIMERVAX XBB.1.16, potote tov
YWTPO, TOV PAPLOKOTOLO 1| TOV VOGOKOUO GOG.
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Avoookoateotaluévo. arouo
Edv to avocomomntikd cag chotno dev Asitovpyel cmotd, umopel va yopnynovv npocheteg 006GEIC
GOUQ®VA LLE TIG EMICTUEG CVOTACELC.

4. IIBavég avemBOUNTES EvEPYELES

Onwg dha ta eappoka, £T61 Kot avTod T0 EUPOAI0 pUmopel va TPoKaAEGEL aveTIOOUNTES EVEPYELEC, OV
Kot OgV TOPOLGLALOVTaL GE OAOVG TOVG AvOPMTOVC.

O1 teplocotepeg avemBounteg evépyeleg peavifoviat evtog 3 nuepdv amd ™ ANy tov gpPfoiiov Kot
VITOYWPOVV EVTOG AMly®mVv NUEPAOV ad TNV ELPAVICT TOVG. EAv Ta cupmtdpato empuévouy,
EMKOWVOVNOTE [LE TOV Y1TPO, TOV QOPUAKOTOLO 1) TOV VOGOKOLO GO,

Avalntorte enetyovtog wTpikn fondeta edv epaviceTe COUTTOUATA GOPOPNG OAAEPYIKNG
avtidpaong Alyo petd tov epporiacpd. Tétown cuumtdpata propet vo tepthappdvoouv:
aioOnua AmoBupiog 1 odddag

OAAOYEG OTOV KapOLOKO GOG TOALO

dvonvola

oupLypd

TPNEWO TOV YEMDV, TOV TPOCSHTOL 1| TOL A0V GOG

KVNOU®MOEG 0idnuo kKAT® omd to dépua (kvidmon) 1 e&dvinua

aioOnua adiobeciog (vavtio) 1 EpeTo

TOVO GTO GTOMAYL

Ot akdrovBec avemBounteg evépyeleg umopet va epgoviotovy pe to BIMERVAX XBB.1.16:

oAb ovyvég (umopel va emnpedoovy meptocdtepa and 1 ota 10 dropa)
o KeEQUAUAYi

e 7OVOG 670 onpeio Omov yopnyeitan n veon

o qioOnua peyding kobpaong (KOTmon)

®  LViKOG TOVOG

Yoyvéc (umopel va emmpedoovy ém¢ 1 ota 10 droua)

gpvBpdTMTa, TPHEUO 1 vacONGia 6TO oNpEio YOPTYNONG TG EVEOTG
aicOnpa adbeciog (vavtia) 1 adiabeoia (uetoc)

duappoia

TpeTdHS

SLOYKMUEVOL AEUQUOEVEG

7TOVOC GTN UACKAAN

‘O svyvég (umopet va ennpedoovy €émg 1 ota 100 dtopa)
piyn i aicOnua Topeton

GaAn

KVNGUOG 6TO ornueio TG £veong

TOVOG 6TIG apBpdoELg

aiocOnuo advvapiog 1 EAAetym evépyeslog

aicOnuo vrvniiog

payovpa 6To déppa

YeviKa aicOnpa adabeciog

Yravieg (umopel va ennpedoovv £o¢ 1 ota 1.000 dropa)
o Kpbo gpidopmon

56



aocvvnOotn aicBnon oto dépua, OT®G pupunyKlacua (Tapaicincio)
LElpEVT aicBnon evaistnciag, 101Kd oTo dépua (vToatcOnaio)
KOWALOKO GAYOG

TOVOG KT TNV KATATOoN

OAAEPYIKEG AVTIOPACELS OIS KVIdwOT, eavOnua 1 kvnoudg
LOA®TIGHOG GTO GMUELD TTOV YopTyEiTaL 1) £vEon

vrepevatcncio oto onueio g veong

Mn yvoo1ég (0ev umopoby vo ekTiun0otv amod ta dadéoiua dedopéva, pe Paon évo udvo meEPIoTUTIKO

KATA TN S1GPKELD TOV KAWVIK®V SOKIUMV)

o  dAeyuovn Tov EEOTEPLKOD YITMOVO TNE KaPIAG (Teptkapditida), 1 omoia umopei va 0dnNyNHoel e
dvomvoua, alcOnua TaApmv 1 Tovo 6to oThog

Avo@opd avemBopnTov evepyaElOv

Edv mapotnpioete Kamota ovemBounTn evEPYELN, EVILEPDGTE TOV YLOTPO, TOV PUPLOKOTOLO 1 TOV
VOGOKOWO GaG. AVTO 1oYvEL Kot Yio kdOe mhav avemBountn evépyela Tov OgV aVaPEPETAL GTO TOPOY
@OALO 0OMy1DV yprionc.Mmopeite emiong va avagépete avemBOUNTEG evépyeleg amevbeiog, LEGH TOV
€0VIKoO GLGTAUATOG OVAPOPAS TTOV ovaypapeTol 6to Mapdptnua V kot vo cvurepiddfete tov aplOpd
TapTidag, edv givan dabéoiog. Méow e avapopdg avembOunToV evepyeldv puropeite vo fondncete
OTN GLAAOYN TTEPIGGOTEP®V TAT|POPOPLDY GYETIKA LLE TNV AGPAAELD TOV TOPOVTOC EUPOALiov.

5. Hog va gvraccete 1o BIMERVAX XBB.1.16

To @appako ovtd TPETEL VoL PUAACCETAL GE PEPT] TOV OEV TO PAETOVV Kail OV TO POAVOLV T, TOSLA.
O y10TpdC, 0 PUPLAKOTOLOG 1] 0 VOGOKOWOG GG Elval vrrevBuvog Yo T 6ot amobikevon avtod Tov
guPfoAiov Kot TN GOOTN ATOPPLYN OTOLOVONTOTE YPNOLUOTOINTOL TTPOidvToC. Ot akdAovdeg
TANPOQOPIES GYETIKA UE TN GOAOEN, TN ANEN, TN YP1OM KOl TOV XEPIGUO KaBDG Kl TV amdppiym

npoopilovTal yio Tovg emayyelpatieg vyeiag.

Mnv xpnoiponoleite avtod o EUPOAI0 HETA TNV NUEPOUNVIN ANENG TTOL AVAYPAPETAL OTNV ETIKETO, LETA
t AHZH. H nuepounvia Aqéng etvor 1 tekevtaio nuépa Tov Pive Tov ovapEPETOL EKEL.

dvidcoete og yoyeio (2°C — 8°C). Mnv katayvyete. PuAdocete To ProAidio 6To EMTEPIKO KOVTL Yid,
VO TPOGTATEVOVTAL OO TO PWG,.

Ot TANPOPOpPIEg GYETIKG [LE TOV YEPIGUO TEPLYPAPOVTUL GTNV EVOTITO. TTOL TPOOPILETOL Y10 TOVG
EMOYYEAUATIEG VYELOG GTO TELOG TOL EVALOL 00N YLDV YPTONG.

Ka0g aypnoiponointo eopuokevtiKd Tpoidy 1 VIOAEUUO TPETEL VA, ATOPPITTETUL COUPOVO UE TIG

KOTO TOTOVE 1GYVOVGEC GYETIKES SLOTAEELG.

6. Iepreydpeva TS 6VOKELAGIOG KU AOUTTEG TANPOPOPiEg

T wepréyer to BIMERVAX XBB.1.16

- Mia 060m (0,5 mL) mepiéyet 40 pikpoypappdpio viapiekopateivn avocsoevioyvuévo e SQBA.

- To vrapiexofoteivn ival €vo opodipepovg cOVINENG TEPLOYNG OEGLEVONG OVOCLVIVAGHUEVNG
axidag (S) vmodoyéa Tpwteivig Tov 100 SARS-CoV-2 (RBD) (oteléyn Oukpov XBB.1.16 —
XBB.1.16) mov mapdyeton pe teyvoroyia avacvvovacuévovr DNA.

- To SQBA mepthopfaverol o avtd 10 EUPOMO (OC AVOGOEVIGYLTIKO Y10 TNV EMITAYLVON KoL TN
Bektiowon tov TpoctatevTiK®V emdpdoemv Tov pforiov. To SQBA mepiéyet avd 66on 0,5 mL:
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okovorévio (9,75 mg), molvcopPikd 80 (1,18 mg), Tpieraikn copPirdvn (1,18 mg), kitpikd
vérpio (0,66 mg), kitptkd 0&0 (0,04 mg) kot VI®P Y10, EVEGILAL.

- Ta dAAa cvotatikd (kdoya) etvat: AwdeKabOIPIKO POCPOPIKO dVATPLO, STHOPOYOVIKO
POGPOPIKO KAAL0, VATPLO YA®PLovY0, KOAO YAmprovyokatl Démp Yo evésipua. To BIMERVAX
XBB.1.16 mepiéyet kdAo, vatplo Kot moAvcopPikod (PA. Tapdypapo 2).

Epoeavien tov BIMERVAX XBB.1.16 kot weple0peve. TG 6VOKELUGIOG

To epPorio givar €va AeVKO OLOIOYEVEC EVEGILO YOAAKTOLO.

0,5 mL yoAoKkT®UOTOG TOPEXETOL GE PLUAISIO LE EAACTOUEPEG TTMUN EIGYMDPNOTG KOl TAAGTIKO
OTTOGTIMOUEVO KOTTAKL.

Ka0e gproridio piog 66omg mepiéyet 1 66on twv 0,5 mL.

MéyeBoc cuokevaoiag: 5, 10 1 20 prodidia piog 66onG.

Kéroyog Aderag Kvkhogopiog

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

17170 Amer (Girona)
IZITANIA

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

17170 Amer (Girona)
IZITANIA

To wapov @UAAO 00N YLOV Yp1ioNS avaBe®p1)ONKe Y10 TEAEVTAIO POPE GTIS

AlLrec TN YEG TANPOPOPLAV

Aemtopepeic TANpoopieg Yo T0 pAaproKo avTtd givar dtabéoiueg 6To diktvakd ToTo Tov Evpmmaikod
Opyaviopo0 @oppdrmv: https://www.ema.europa.eu

ZopMOTE TOV KOOIKO LIE U0, KIVNTH GLOKELT Yo Vo AMAPBETE TO PUAAO 0INYIDV YPNOTG OE OLUPOPETIKES
YADGOEG.

Na cvopmeptinebei o kwdudg QR

'H emokepbeite tn dievBvvon URL: www.hipracovidvaccine.com

To mapdv eOALO 001y Ypriong eivar dabéotuo og OAeg TIg emionueg YAwooeg g EE/EOX otov
dktvakd tomo Tov Evponaikod Opyavicpod Oopudakov.
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O T po@opicc mov akorovBovV amevOvivovTal povo o€ erayyelpatieg vysiog:

Xopnynote to BIMERVAX XBB.1.16 evopvikd, Katd TpoTiunon 6Tov SEATOELDN L TOV Avm
Bpayiova.

Iyvnloowdtro

IIpoxeyévou va BeAtimbel 1 yyvnAacidtTnTo TV BOAOYIKOV QOPUUKEVLTIKOV TPOIdvTmV, Bao mpénet
VoL KOTOYPAPETOL [LE COPNVELD 1] OVOLLOGT0 Kal 0 aptfUdS TopTIONG TOL YOPYOVLEVOL TPOIOVTOC.

Oodnyiec yepopon Kot yoprynon

Na un ypnoiponoteite avtod 1o eUPOAL0 PETA TNV NUEPOUN VI ANENG TOV AVOPEPETAL GTIV ETIKETA HETA
t AHZH. H nuepounvia AéEng avapépetatl oty TeEAguTaio MUEPH TOV GUYKEKPIUEVOL UV

O yepopdc avtod tov gpforiov Ba mpémel va yiveton amd emayyehpatio vyeiog pe ypnion donmrwv
TEYVIKADV Y10 VO, OIOGPUAIGTEL 1 OTEPOTNTA KABE dOONC.

Ipoetouacia yia ypron

o To euPorto givar £Totuo yio yprom.

e To un avotypévo gufoito Ba mpémel va puidccetol og Beppokpacio 2°C g 8°C kot va,
dlatnpeitar 610 eEMTEPIKO KOLTI Y10 TPOGTAGIN GO TO MG,

o Auécmg mpv amd TN ¥PNoT, 0QUPESTE TO PLOAISL0 Tov guPoriov omd 10 E®TEPIKO KOVTL.

EmBswprnore 1o prolidio

o [lepdvnote amold 10 PLOALSI0 TPV Ao TNV amdoVPoT) TG 006N, My avaKiveite.

o KdOe @laAido mepiéyetl évo AeVKO Kol OLLOIOYEVES YOAAKTMLO.

o Embempnote ontikd 10 UPOALIO Yo TVYXOV COUATIOOKT VAT 1)/KOL UTOYP®UATIGIO TPV otd TN
yopnynon. Mnv yopnyeite 1o euPfoAiio dv vapyEL OTOL0OMTOTE ANd AVTA.

Xopnynore 10 eufiolio

o Xg KOs proridio mephapPdvetor vIepTANp®ON Yo vo. StcParioTel 0Tl pmopet va e&ayBel 1 d6om
tov 0,5 mL ékaotrn. AToppiyte TVYOV VTOAEOUEVO EUPOAL0 GTO PLOAISIO.

e Mia 660m tv 0,5 mL avtAieitol 6€ (o amooTelp®UEVT BEAOVA KOl UI0 OTOGTEIPOUEVT] CHPTYYQ
OV YOPNYELTOL e EVOOUVIKT £VECT|, KATA TPOTIUNOT GTOV SEATOELN| L TOV Gve PBparyiova.
Mnyv avoptyvioete to euforio otny idia cOptyya pe Ao epPoOiia | GOPUAKEVTIKE TPOTOVTAL.

o  Mnv GuYKEVIPAOVETE TNV TEPIGTELD TOV EUPOAIOV 0d TOAAATAL PLOALISLOL.

Amoppryn

o KdBe aypnoyomointo eoprakenTikd Tpoidy 1 VTOAEWLLN TPETEL VO OTOPPITTETAL GOUPOVE, LE TIG
KaTé TOMOVG 15YVOVGEG GYETIKEG OLOTAEELS.
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