ITAPAPTHMA 1

MEPIAHYH TOQN XAPAKTHPIZTIKQN TOY ITPOIONTOX



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

1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX
BIMERVAX &vécijlo YOAGAKT® O
Eppoiio COVID-19 (avaouvovacuévo, 0voGOEVIGYLUEVO)

2. HOIOTIKH KAI IOXOTIKH XYNOEXH

Av10 givor éva ProAidto moAlamAdv d6cewv Tov meptéyel 10 d6ceilg twv 0,5 mL 1 éva glarido piog
d0oomg mov meptEyel 1 66on twv 0,5 mL.

Mia 060m (0,5 mL) mepiéyet 40 pikpoypappdpia selvacovatein avocogvicyvpévo pe SQBA.

To selvacovatein givor éva eTepodipepég GVVINENG TEPLOYNG OEGUEVGONC UVAGSVVIVAGUEVTS aKidag (S)
vrodoyéa TpmTeivng Tov 100 SARS-CoV-2 (RBD) (o1edéyn B.1.351 xon B.1.1.7) mopdyeton pe
teyvoroyia avacvvdvacpuévov DNA ypnoipomomvtog popéa EKPPacns TAAGLOI0L GE KUTTAPIKY
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), krtpkd vatpio (0,66 mg), krtpikd o0& (0,04 mg) kot Véwp

Y10 EVEGTLAL.

I"a tov TAnpn kaTdroyo TV ekddywV, PA. mapdypoeo 6.1.

3. DOAPMAKOTEXNIKH MOP®H

Evéowo yoldktopa (éveon)

A€guK0 OUO0YEVEG YOAGKTMLLO.

4. KAINIKEYX IAHPO®OPIEX

4.1 OgpamevTiKég gvoeilerg

To BIMERVAX gvdeikvutol ¢ avapvnotiki 6061 Yo TNV EVEPYNTIKY 0LVOCOTOINGT] Y10 TNV TPOATIYN
g COVID-19 ¢ dropa nhkiog 12 etdv kot dve mov £xovv AdPel mponyovpuévag éva COVID-19
euporio mRNA (BA. mtapaypdoovg 4.2 ko 5.1).

H ypnion avtod tov epforiov mpémet va yivetar cOUPOVA LE TIC EMIGNES GVOTACELS.

4.2  Aocoloyio Kol TPOTOS Yopynone

Aocoloyia

Arouo nhxiog 12 etddv ko ave

®a pémet va yopnyeiton pia epdmas evdoupvikn 6o (0,5 mL) tov BIMERVAX tovAdyiotov 6 puiveg
HETA amd To mpornyovuevo euforo mRNA COVID-19 (BA. mapdypapo 5.1).

To BIMERVAX pmopet va yopryeitol emiong TovAGyIGTOV 6 UVES LETA OO TNV TPOTYOULEVT|
avopvnotikny 66on BIMERVAX.



Avoooxareotaluéva drouo,
IIpooBeteg d6oEIC Lmopohv va yopnynBovv 6e coPapd 0vOGOKATEGTOALEVO ATOUN COLPOVO UE TIC
enionueg ovotdoels, PA. evotnta 4.4 ko 5.1.

Hlkiouévos ninbooudg
Agv amaiteitol Tpocapoyn e 60omg o NAKIoUEVL dTopa NAKiag >65 eTmv.

Houdrorpixoc ninQvouog
H aopddeia kar n amoterecpatikotnto tov BIMERVAX cg moidid nAikiog kéto tov 12 etdv dgv

&yovv tekunpwbei axopa. Aev vdpyovv drobécipa dedopéva.

Tpomog yopnynong

To BIMERVAX mpoopiletat Lovo yio evOopviKn xOp1ynor, Katd TpoTinor 6Tov SEATOEN L TOV
avo Bpayiova.

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

To euPfoiio dev TPEMEL VoL AVALELYVIETOL GTNV 10100 GUPLYYQ LLE OTTOLONTOTE AAA EUPOALD 1)
POPULOKEVTIKA TPOTOVTOL.

IMoa t1g TpoLAGEELS ToL TTPémtel va ANeOovV TPy amd T xop1ynom tov gufolriov, PA. mapdypago 4.4.
IMa 0dnyieg oyeTikd pe Tov ¥epiopd Kot v amdppiyn Tov epfolriov, PA. Tapdypapo 6.6.
4.3 Avtevosielg

YrepevoioOnoia 61 dpactikn ovcia 1| 6 KAmolo amd To £KO0Y0 TOV AVOPEPOVTOL GTNV
Tapdypoo 6.1.

4.4 E101kég TPoEdOTOUGELS KUL TPOPVAIEELS KATE TN (p1ioT

IyynAacuotnta

IIpoxeyévou va Bektimbel n yyvnAacipudtnta Tov BloAoYIKOV QopUAKEVTIKOV TPOTOVI®V, TO OVOLLX
Kol 0 aplOpOg TOPTIONG TOL YOPYOVLEVOL PAPLLAKOV TPETEL VO, KATAYPAPETAL LLE COPVELQL.

Yrepsvoucnoio kot avopuialio

"Exovv avaeepbet coppdvta avaevrotiog pe epporia COVID-19. O mpénet va gival TavTa dueso
Stabéotun KaTdAANAN WTPIKY aymyn Kot ENiPAeyn o€ TEPITTOOT OVOQVAOKTIKNG OVTIOPACT|G LETA TN
Y¥op1ynon tov gppoiiov.

2UVIGTATOL GTEVT TOPAKOAOVONGN Y10 TOVAMYIGTOV 15 AemTd petd Tov UPOMACHO.

Agv Oa, mpémel va, yopnynel mepattépm 6001 ToL EUPOAIOL GE ATOUN TTOV EULPAVIGOY aVaPVLANEID LETA
amd mponyovuevn d6on tov BIMERVAX.

Avtidpaosic oystilduevec pe ayyoc

Mmopei va, eLeavioTovy avtidpdoelg mov oyetilovtat e T0 dyyog, CUUTEPIAAUPOVOLEVOY TV
OYYELOMVELLLOVOYOAGTPIKAOV OVTIOPACENDY (CLYKOTN), TOV VIEPUEPICLOD 1) TV OVTIOPAGEDY TOL
oyetilovial e TO OTPEG G€ GLVIVAGHO LE TOV EUPOAMACUO, O YOYXOYEVIS AVTIOPOOT) OTNV £vEON UE
Berdva. Etvar onpoavtikd vo Aappdvovior Tpo@uAdEELS Yo TNV ATOPLYN TPOVLATICUOD Ao
AmoBopia.



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 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 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 adAAnlemidopaong
Agv &xovv TpaypotonomOel pelétec aAANAETIOPAGEWDY.

H ovyyopnynon tov BIMERVAX pe dAla epporia dev éxet peketnet.

4.6 T'ovipétnTo, KONON KOl Yorovyia

Kbnon

Agv vrapyet epmepio pe ) ypnon tov BIMERVAX otig éykveg yovaikes. Mehéteg o (da dgv
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 Emodpacsig 6TV IKEVOTNTA 001]Y1|61G KOl YEIPIGHOD U OVILATOV

To BIMERVAX 6ev &xet kapio 1 £xel aoovIn EXIOPOOT GTNV IKOVOTNTO 001 YNONG Ko YEPLGHOD
unyovnudtov. Qot060, OPIGUEVES A TIG EMOPAGELS TTOL OVAPEPOVTOL OTNV TaPaypapo 4.8 uropsei
VoL ETNPEACOVY TPOCOPLVE TNV IKAVOTNTA 00T YNONG N YEPLGLOD UNyovnUdTov.

4.8 AvemOOuNTEG EVEPYELES

TIepiinwn Tov TPOEIA acQAAELOG

Arouo nixiag 18 etddv ko ave

O 10 oVYvEG avapepdUEVES avemBOUNTEG eVEPYELEC LETE amd Lo avopuvnoTikni door pe BIMERVAX
o€ eviiAika dtopa wov EAafay o apyikn oelpd pe eppoiio mRNA COVID-19 ftav ndévog oto onueio
g éveong (82,9%), kepararyia (30,9%), kémwon (31,1%) kor poadyia (20,7%). H didpeon didpkeia
TOV TOTIKAOV KO CUGTNHOTIKOV aveTBOuNToVv evepyelov ftay 1 €mg 3 nuépec. O meplocoTepeg
avemBOUNTEG EVEPYELEG ELLPAVIOTNKAY EVTOG 3 NUEPDVY LETE TOV EUPOAACUO KOL TAV NTLOG EMG
pétpilag cofopdtnroc.

O 10 oVYVEG avemBOUNTEG EVEPYELEC TOV AVOPEPON KAV LETE 0Td Lol TPOCHETN AVAUVIOTIKT SO0
BIMERVAX ¢ tétaptn d6om oy movog 610 orueio g éveong (79,9%), keporadryia (25,0%) kot
Komwon (25,0%). H didpeon S1dpKeto TV TOTIKOV KOl GUGTILOTIKOV OVETIOOUNTOV EVEPYEIDY NTAV
1 ém¢ 3 nuépeg. O1 meprocdTepeg avemBOUNTES EVEPYELEC ELQAVIOTNKAY EVTOG 3 NUEPDV LETE TOV
gufolacud Ko nTov Ameg EmG LETPLOG coPapOTNTOC.

Eopnpor nhixiog 12 éw¢ 17 etwv

O1 o GLYVEG avVOPEPOUEVES OVETIBOUNTEG EVEPYELEG LETA OO Lo avapvnoTikn 60on BIMERVAX oe
gpnpovug Nrav movog oto onpeio g éveonc (77,5%), kepoararyia (28,3%), komwon (29,3%) kot
Kaovyia (22,5%). H d1dueon d14pKeld TOV TOTIKAOV KOl GUGTNHOTIKOV aVeETIHOUNTOV EVEPYELOY NTAV
1 ¢wg 3 nuépec. Ot meprocdTEPEG AVEMBOUNTEG EVEPYELEG ELPAVIOTNKAY EVTOG 2 MUEPDV LETA TOV
guPforacud Ko nTov AmLag Emg uétprag Papdnrag.

Koatdloyoc ovemQountmv EVEPYELDY GE LOPOT TIVOKO

To wpoik ac@dielag mov mapovsidleton Tapakdto Paciletal 6e GVYKEVTPMTIKG OEO0OUEVO OCPAAELOG
OV TTPOEKLY AV A0 dVO KAWVIKEG SOKIUES pdiong 2 Kot edong 3 e cuvorika 3.156 dropa nikiog 18
ETOV Kot Avo, To omoio EAafav pia ovapvnotiki 6o BIMERVAX tovAdyiotov 3 puiveg petd and
éva wpornyovpevo epforto katd tng COVID-19. H dudpeon didpieia tng mopakorovdnone aocpileiog
Nrav 12 pniveg yo 1o 99,4% tov atopwny kot 6 unveg yia to 0,6% tov atdpmy.

H acopddeia g emmhéov avoapvnotikng 66ong tov BIMERVAX g tétaptng 06ong a&lohoyndnke oe
288 droua, nAikiog 18 etdv Kot avm, ta omoia eiyav ohokAnpdoel ite 3 do6oelg epffoilo mRNA
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COVID-19 (tolwvapepavn) eite 2 dooetg epufoiio mRNA COVID-19 (tolivapepdvn) kot 1 66on
BIMERVAX, kot éhapav emmiéov avapvnotikny 66on BIMERVAX ¢ pecodidotnua 6 £wg 12
UIVOV LETA OO TNV TPITN TPONYyoLUEVT] OOOT).

H acedreia pwog avapvnotikng 66ong BIMERVAX ce epnifouvc nhkiog 12 éwg 17 etwv Baciletal o
dedopéva acsParelG omd TV KAMVIKN SoKIN @dong 3 kal TNV KAWVIKY dokiun edaong 2 mov gival og
eEEMEN. Zuvolkd 276 GUUUETEXOVTEG, e KOl X®PIG 10TPIKO 10TOPIKO TPOTYOUUEVNS AOTH®ENG 0o
tov 10 SARS-CoV-2, éAafav avauvnotikn 60orm tov BIMERVAX tovAdyiotov 3 uivec uetd tv
teAeVTOio 00GT TNG APYIKNG GEPAC.

O avemBountec evépyeteg Tov mapaTnpNONKay Katd Tn S1dpKeLD KAMVIKOV SOKIUOV Topatifevton
TOPUKATO COUQOVA UE TIG aKOAOVOES Kot yopieg cuyvoTnTag: TOAD cuyvég (>1/10), cuyvéc
(>1/100 émg <1/10), &y ovyvég (=1/1.000 €wg <1/100), ordvieg (=1/10.000 émg <1/1.000), ol
ondvieg (<1/10.000) kon pn yvootig ocvuyvotnTog (dev pmopovv va extiunfodv pe Bdon ta dtobéoipa
dedopéva).

Xe kd0e opadomoinom GLYVOTHTMV, 01 AVETBVUNTEG EVEPYELEG TAPOVGLALOVTUL KATA GEPH PBivovsag
cofopoTnTaC.

Mivekog 1: AvemBopnteg evépyereg amod Tig kKhvikég dokipuég 1ov BIMERVAX o¢ aropa 12 gtav
KOl Gve

Kotyopia/ MoA0 cvyvég | Xvyvég Oy ovyvég Yravieg Mn yvootig
0PYOVIKO oLYVOTNTOG
ocvoTNNO.
Awrtopoyés TOL Agpeadevorade
GLLOTOLTIKOD o
KOl TOV Agp@1Kov
GULOTNNOTOS
Awrapayés Tov | Kepoalaiyio Z6én MoporcOncio
VEVPIKOD Yrvniia YrnosOnoia
GULOTIHNOTOS
Kapowokég [epcopditida?
owtapoyés
Taotpevrepkéc Awgppoio Odvvopayia
o TapoyEs "Eperog Kotakd
Nowrtio dAyoc?
Awtopoyés TOL Kvnopog Kvidwon
0£PNOTOS KO TOV Yrepdpwoio
V0d6pLOV 16TOV E&avOnpua
Ep0Onua
Awtopayég Tov Muodyio ApBparyio
HVOGKELETIKOV
GUGTILOTOS KOl
TOV GUVOETIKOV
16700
Tevikég Akyog mg | Oidnpa g | E&acBévion Molomiopog
owrapayés ko | Béong éveong | Béomg éveong Piyn mg 0éomg
Kataotacels o1 | Konwon Eponpuo g | Kakovyio éveorg
0o yopfynong 0éomg éveong Kvnopog mge YnepevaioOnoi
Yidpovorn g | Béomg éveong a g Béomng
0éomg éveong éveong
TMvpegia
Mooyaloiog
TOVOg

* AvTog 0 0pog TEpIAGpPave emiong cupPdvta Tov avapEPONKLY ¢ AeUPAdEVITION
P Avtoc o dpog mepilduPoave emiong copfava mov avaeépOnkoy mg GAyoc dvo Kat kaTm Kothiag
Y Mg Bdion éva povo cupfav katd T S1dpKeELd TOV KAVIKOV SOKIIUOY



TMoudwarpikdc TANOvoudC

SkMpuvorn g Béong éveong, M KOKOVYI, O TOVOG OTN HOOYXAAN Kot 1 apBpaiyio epgaviotnkay og
VYNAOTEPEG GLYVOTNTEG GTOVG EPNPOVG GE GUYKPLOT HE TOVG EVIAIKEG, LLE TN GLYVOTNTO VO EIvaL TOAD
GLYVI GTOLG £PTIBOVG.

Avopopd ThavorloyoOueveV aveTOOUNTOV EVEPYELDY

H avoapopd mBavoroyoduevmy avemiBountmy evepyeumy HeTd amd T YopyNnom Adelug KukAoPopiog
TOV PAPUAKELTIKOD TPOIOVTOG elvar onuavtikn. Emtpénet tn cuveyn mapakoiovdnon g oyéong
0PEALOVC-KIVOHVOL TOV QOPHOKEVTIKOD TPOTOVTOG. ZnTeital amd Tovg enayyeAIaTieg vyeing va
avaQEPOLY 0TOIEGONTOTE TOUVOALOYOVUEVES aVETIOOUNTEG EVEPYEIEG LEGH TOV £0VIKOD GLOTNUATOG
ava@opdg Tov avaypdeetor ato [opaptnua V kot va cvurepiAdfovy tov aplfud taptidog, av
VIAPYEL.

4.9 Ynepdocoroyia

Y& mePInTOOT VTEPSOGOAOYING, GLVIGTATAL TAPUKOAOVONGN TV {OTIKOV AglTovpyldV Kot Thavn
ocupnTopatikn Bepansia.

5. OAPMAKOAOTI'IKEX IAIOTHTEX

51 ®@oppoxodvvopikEs 1O10TNTES

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

Mnyoviopoc dpaong

To BIMERVAX eivat éva guBoA10 ovacuvOLacIEVNC TPMOTEIVIG TOL 0TOI0L 1) OPUGTIKY] OLGIN
(avTydvo) givar 1o duepEc cOVINENG mEPLoYNS OEGEVLGNG avacLVIVOCUEVG aKidag (S) vtodoyéa
TpmTeivNg Tov 100 SARS-CoV-2 (RBD). Metd ) yop1iynomn, Snuovpyeitol pio 0voGoAoyIKn
ondKp1oT, TOG0 G€ YLVUIKO OGO Kol € KLTTOPIKO eminedo, Evavtt tov avtrydovov SARS-CoV-2 RBD.
Ta e€ovdetepmtikg aviiodpato kKot e neptoyne RBD tov SARS-CoV-2 anotpémouvv ) déouevon
g RBD otov xuttapid otdyo g ACE2, epumodilovtag £tot tn pepPpaviky cOvInén kot tnv 10yevn
rotpwén. EmmAiéov, 1o BIMERVAX endyetl avtiyovogidikn avosoamokpion tov T kuttdpwv, 1 omoin
umopei va cupuPdel oty mpoctocia katd tng COVID-19.

ATOTEAEOLATIKOTNTO,

H anoteleopaticotnta tovo BIMERVAX npokdntetl omd TV 0vocoEVIGKVOT TV 0VOGOATOKPIGEDV
o€ gykekpyévo guporio COVID-19, Tov omoiov 1 amotelecpaTIKOTNTO EYEL SOMIOTMOEL.

AvocoyovikdtnTa,

Arouo. nixiag 16 etddv kot ave

H avocoyovikotnta tov BIMERVAX a&toloynOnke g pio TpogyKprtikn TOAVKEVIPIKY] KAVIKY
doxyn @dong 2P (Merétn HIPRA-HH-2) kot o€ pia moAvkevipikn kKAvikn dokiun @daong 3 (Meiétn
HIPRA-HH-5).

HIPRA-HH-2

H Meiétn HIPRA-HH-2 givon pia ©aong 23, Sumhd TogA1], TOYOLOTONUEVT], EAEYXOUEVT] LE SPUOTIKO
QAPUOKO, TOAVKEVTPIKT KAIVIKT SOKIUN U1 KOTOTEPOTNTOC Y10, TV a&LOAOYNOT TG 0VOGOYOVIKOTNTOG
Kot TG ac@dAelag evog avouvnotiko ufoitacuov pe BIMERVAX og cuykpion pe to eupforio
mRNA COVID-19 (tolvapepdvn), oe eviihceg TANpwg epPortacuévoug katd tg COVID-19 pe
euPforito mRNA tovddyiotov 6 piveg mpv omd v Eviaén. Avti 1 kKAwvikn doxyn @aong 23
ATEKAELGE YOVOIKEC TOV TV £YKVEC, ATOUO TOV NTAV OVOGOKATEGTAAUEVE 1) YoV AGPel


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

OVOCOKOTAOTOATIKA £vTOC 12 gfdouddwv, kKabdg kot droua pe Tponyovuevn Aoipwén COVID-19. Ta
ATOLOL YPELACTIKAY ETIONG £VA EAAYIGTO SLAGTNIA 3 UNVAV LETA TN A YN OTOLUCONTTOTE
avocobepameiog (LOVOKA®VIKY OVTICOUATO, TAACLO) TPV amd T HEAETT).

Xuvolka 765 dropa gpportdotnkay, 513 dropa EAafav BIMERVAX kot 252 dropa éhafav to
eupéio mRNA COVID-19 (tolwvopepdvn). Avaiudnkav cuvolikd 751 dtopa (504 dtopa
BIMERVAX ot 247 dropa pe eppoéiio mRNA COVID-19), eEapovpévav exeivav tov Bpédnikoy
Oeticol oty COVID 19 gvtog 14 nuepav amnd v avapuvnotikn 66cm. H toyatomoinon
dwotpopaTddnke ava nikiokr opdda (18-64 évavil >65 etdv). H didpeon nhkia ftav 42 £
(evpog: 19 émg 76 £€1n), Le TOPOUOLO EVPOG NAIKIMV Kot 6T SV0 GKEAN TOL EUforiov,
ocvpmeptrappavopévev tov 7,4% xat 7,1% tov atdpmv niikiog 65 1oV Kot Ave oTig opuddeg
gupforiov BIMERVAX ka1 COVID 19 mRNA, avtictouyo.

H avocoyovikdtnta pog avapvnotikng 06ong tov BIMERVAX Baciotnke o€ (o agloldynon tov
YeEOUETPIK®V PESV TITAWV (GMT) ££003ETEPOTIKMV OVTICOUATOV, TOV PETPNONKE pe pia SoKipacio
g€ovoetépwong pe Pdon yevdoid (PBNA) évavtt tov maparlaydv tov otedéyovg SARS-CoV-2
(D614G), Brjta, Aéhta kot Opkpov BA.1. H avaroyia GMT givan 10 anotélecpa TV TGOV
GMT(IDs) tov guforiov COVID-19 mRNA (tolwvauepavn)/BIMERVAX. H un kotowtepdtnta 100
BIMERVAX évavtt tov gpporiov COVID-19 mRNA (tolwvopepdvn) cuvdyetot €6v T0 avadTEPO OPLO
oV apeimievpov 95% daoctuatog eumiotocvvng (CI) tov Adyov GMT eivan < 1,4. H avotepdtTa
tov BIMERVAX évavti tov guforiov COVID-19 mRNA (tolwvapepdvn) cuvayetot €6v 10 avdTEPO

opro Tov appimievpov 95% daotipatog epmietocvvng Tov Adyov GMT etvon < 1,0 (BA. ITivaka 2,
oTAN Adyov GMT).

Mivakag 2: Adyog GMT peta tnv avapvnoetiki] 666 Yo 1o epfoio BIMERVAX évavt Tov

gnuporiov COVID-19 mRNA (tolwvapepdvn) pe Tithovg eEovdetépmong (PBNA) évavti Tov 100
SARS-CoV-2 (otéreyog D614G), Bijta, Aéhta ko Opikpov BA.1 Tig npépec 14, 28, 98 ko 182
RETA TNV avapvoTiKi) 6601 (ava TAN0vopd TpToKOALOV)

EpBéiio COVID-19

BIMERVAX mRNA(towvoepdva) Eppéiio COVID-19 mRNA

N=504 N=247 (rolwapepdvn) / BIMERVAX
GMT 95% CI GMT 95% CI Abyog GMT; (95% CI)

Hpépa 14 petd mv avapvnotikn 66om

é?ﬁéog 1.949,44 1.696,03; 2.240,72 3.302,34 2.793,60; 3.903,73 1,69 (1,44; 2,00)

Bita 4.268,18 3.701,04; 4.922,21 2.608,59 2.188,98; 3.108,63 0,61 (0,51; 0,73)

Aéhta 1.459,98 1.282,22; 1.662,37 1473,73 1.253,18; 1.733,10 1,01 (0,85; 1,20)

Opkpov BA.1 2.032,63 1.773.66; 2.329,40 1.209,23 1.019,34; 1.434,50 0,59 (0,50; 0,71)

Hpépa 28 petd mv avopvnotikn 66om

é%éfféog 224124 1.949,80; 2.576,24 2.947,35 2.494,84; 3.481,94 1,32 (1,12; 1,55)

Bt 3.754,90 3.255,80; 4.330,50 2.437,02 2.046,38; 2.902,22 0,65 (0,54; 0,78)

Aéhta 1.706,85 1.498,96; 1.943,58 1.508,08 1.283,26; 1.772,30 0,88 (0,74; 1,05)

Opkpov BA.1 1.516,12 1.322,89; 1.73758 987,53 833,05; 1.170,66 0,65 (0,54; 0,78)

Huépa 98 petd mv avapvnortikcy d6on (N: BIMERVAX: 78; N: tolvapepdvn: 42 cORO®VA LLE TO VTOGHVOAO TOL TPMTOKOAAOV)

g%éfféog 1.193,17 931,14; 1.528,94; 1.054,61 761,88; 1.459,83 0,88 (0,60; 1,30)

Bt 1.980,37 1.526,63; 2.568,98 1.150,92 815,99; 1.623,32 0,58 (0,39; 0,88)




. 1.981,10 1.547,00; 2.537,02 1.014,07 730,25; 1.408,20 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?ffé"g 1.213,44 1.055,38; 1.395,17 752,09 636,46; 888,74 0,62 (0,53; 0,73)
Bijta 2.554,58 2.214,40; 2.947,01 1.774,54 1.489,68; 2.113,88 0,69 (0,58; 0,83)
A 2.306,86 2.025,18;2.627,72 1.256,46 1.068,85; 1.477,02 0,54 (0,46; 0,65)
Opkpov BA.1 8.82,67 769,93; 1.011,91 667,30 562,74; 791,28 0,76 (0,63; 0,91)

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

H avocoyovikdtta tng emmAéov avapvnotikng 6oorg tov BIMERVAX a&ioloynfnke g ochvoro 288
aTop®V NAKioag 18 etdv kot dve. Ta dtopa elyov 0AOKANPOGCEL TpONYOLLEV®MG glte pia oelpd 2
docemv gufoiio mRNA COVID-19 (tolvapepdvn) ko pio, 6o BIMERVAX (Koopt 1) i 3 d6ce1c
euporito mRNA COVID-19 (tolvapepdvn) (Kooptn 2), kot Erafav emmAéov avapvnoTikn 06om
BIMERVAX cg pecodidomua 6 éog 12 unvav petd amd v tponyoduevn door. Aro avtd, 190
dropa avarvdnkay otov TAnBvucud amoterespotikotntog (80 dtopa oty Kodptn 1 ko 110 droua
otmv Kooptn 2). H didpeon niwcio jtav ta 49 £t (ebpog: 20 €wg 82 £t), pe mapopote nAKIoKE e0pn
o€ apeotepes T1g Kooprteig, cupneptlapfavopévov tov 11,5% tov atdpmv niikiog 65 1oV Kot Gvo.

H avocoyovikotta tov BIMERVAX og emmAéov avapvnotikng 06ong Paciotnke oty a&loAdynon
TOV YEOUETPIKDOV pEcV TITA®V (GMT) ££000eTEPOTIKMV OVTICOUATOV, TOV HETPHONKE pE pi
doxpacio eEovdetépmwong pe Paomn yevdoid (PBNA) évavtt tov mapoiiaydv Brita, Aédta, Opkpov
BA.1 ko1 Opkpov BA.4/5. O Aoyog GMT egivai to amotéreoua tov Tiudv GMT (IDsp) tov 3 ddcewmv
eupforiov mRNA COVID-19 (tolwvapepdvn)/pog emmAiéov avapvnotikng doorng tov BIMERVAX n
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 8oong pe BIMERVAX kavomomOnke av 1o avadtepo 6pio Tov aupimievpov 95%
dwotuarog epmiotoctvig (CI) Tov Adyov GMT ftav < 1 (BA. [Tivaka 3, otAn Adyov GMT).



Mivakog 3: Enineda e£ovoetepmTiK@V avricopdtov (PBNA) ko Adyoc GMT petd ané emmiéov
avapvinoetikn 606on pe BIMERVAX, yopnyovpevn €ite petd omod kopra ceipd pe gpnfoiio mRNA
COVID-19 ka avapviotiki] 66on BIMERVAX (k06ptn 1) €ite petd amd Kopra c1pd pe
gnpoiro mRNA COVID-19 ko avapvinotiki] 66on gpfoiiov mRNA COVID-19 (ko6ptn 2),
EvavtL TV Topoirlaydv Bita, Aédta, Opmkpov BA.1 kot Opikpov BA.4/5 Tig nuépeg 14, 98 kan
182 060m petd amd TNV avopvnoTiky 6661 (GOVPE®VE pE ToV TANOVGHO TOV TPMOTOKOLAOV)

Koéptn 1 Koéptn 2
2 d6ceic mRNA COVID-19 + 2 dd0osig | 3 66osic mRNA COVID-19 + 1 d60m
BIMERVAX BIMERVAX
Meta ) 66on 3 | Meta ™ 0o 4 | Adyo Meta T 600 Meta ™ 66on 4 Adyo
M ooan) n n Y0S n n ™m n Y0S
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
; 2.547,34 5.790,20 2.783,85
Bijto. ’ ’ 0,44 ’ 6.383,89 0,44
(1.741,36; (4.371,05; ’ (1.975,09; T ’
(0,28; 0,68) (5.057,19; 8.058,64) | (0,31;0,62)
3.726,35) 7.670,09) 3.923,79)
; 1.565,21 5.199,90 1.637,19
Aélta » > 4
0,30 4.085,85 0,40
(1.041,33; (3.752,82; ’ (1.130,5; ’ ’
(0,20; 0,46) (3.057,24; 5.460,52) | (0,28,0,57)
2.352,66) 7.204,97) 2.370,9)
p 3.580,61 1.739,02
Opukpov BA.1 1.528,68 ’ 0,43 ’ 4.049,01 043
e (2.492,90; ’ (1.121,56; o ’
(970,94; 2.406,80) (0,27; 0,69) (2.795,38; 5.864,84) | (0,28;0,65)
5.142,92) 2.696,41)
} 2.945,40 1.295,76
Opipov 1.094,55 0,37 2.506,46 0,52
BAA/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)
Hpépa 98 petd mv avapvnotikn 66om
Bija 1.544,65 (‘3"223’33_ 0,34 }éfgl;g_ 3.743,39 0,43
(773,99; 3.082,64) 6.11691) (0,165 0,69) 301937) (2.951,87; 4.747,14) | (0,23;0,81)
Aé\ta 1.330,09 (i'gf‘g’g;_ 0,71 }516%21695_ 1.746,82 0,63
(672,40; 2.631,08) 2586.73) (0,36; 1,43) 2136.06) (1.305,89; 2.336,63) | (0,33;1,22)
Opcpov BA.1 461,12 (f'}‘é(;"z‘;_ 0,22 éig’g";_ 1.980,84 0,26
(214,68; 990,45) 3.035.45) (0,10; 0,48) 1118.79) (1.371,69; 2.860,50) | (0,12;0,56)
} 1.886,95
Opkpov > 1.574,26
ND (1.418,08; ND ND P ND
BA.4/5 2510.85) (1.156,85; 2.142,28)
Hpépa 182 petd mv avopvnotikn 60om
Bijta 809,61 5‘;12;; 0,34 890,39 2.088,80 0,43
(555,69; 1.179,56) 5916 ’20)’ (0,22;0,52) | (633,9;1.250,6) | (1.643,29;2.655,08) | (0,30;0,60)
Aéhta 732,92 1.309,33 0,56 (gi’gg, 1.337,38 0,58
(489,25; 1.097,95) | (941,50; 1.820,86) | (0,37;0,85) | 113’71’) (999,37; 1.789,72) | (0,40; 0,83)
Opucpov BA.1 357,34 (} 'Zg’?g, 0,20 404,87 1.900,74 021
(227,83; 560,47) 5 533 ’97)’ (0,13;0,33) | (262,13;625,33) | (1.315,82;2.745,67) | (0,14;0,32)
p 1.836,26
Opukpov »
HIEP ND (1.373,92; ND ND a 1791666()-4541283 2) ND

N: Ap1Ouodg copETEXOVTOV LE O100E01LLA OEOOUEVA Y10, TO GYETIKO TEMKO oTuEeio
Yvvtopoypapieg: GMT = I'ewpetpucog pésog tithog, Cl: dtuotmuarte epmictocvvng; ND: dev
nmpocdiopiotnke (not determined)

HIPRA-HH-5

Avtn 1 perén eivar o cuveyllOUEVN, OVOIKTHG EMICTLOVOTG, LOVOD GKELOVG, TOAVKEVTPIKT,

Daong 3 KAvikn dokiun yio v alohdynon e acOAAELNG KOl TG 0VOGOYOVIKOTNTOS EVOG
avopvnotikob gppoitacpov pe BIMERVAX yia v tpoAnymn te COVID-19 o¢ dropa mov
gufoldotnKay pe S1apopa KOpla Ypovodiaypapupato eLPoriny, Le 1 yopig Tponyodueves pn coPapég
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rouméelg COVID-19. To BIMERVAX yopnynOnke tovddyiotov 91 nuépeg petd tnv tehevtaio d6om
N TovAdytotov 30 nuépeg petd ) Aoipwén COVID-19. Avti 1 khuvikn doki] @aong 3 anékieloe Tig
YOVOAIKEG TOL TV EYKVEC, KOOMG KOl TO ATOLLO TTOL NTOV 0VOCOKATEGTUAUEVA 1] Elyov AdPet
OVOGOKUTAGTIATIKA £vTOg 12 efdopdadmv. Ta dtopa ypeldotnkay eniong Eva eEAdy1oTo d1doTN o

3 unvav petd ™ AMym orolcdnTote avocobepameiog (LOVOKAWVIKG OVTICMUATO, TAGGLO) TPV 0d
TN HeAET.

H evoidpeon ékBeon mepilapfaver dedopéva amd cuvorikd 2.646 dtoua wov eUPOMACTNKAY [E
BIMERVAX ¢ avapvnotikni 666n o€ vy dropo (tovddyiotov 16 etmv) mov giyav epuforiactel 6to
apeBov pe drtopopetikd eufoiio COVID-19. (Eppoiia mRNA COVID-19: tozinameran Kot
elasomeran, kot epuforta pe popéa adevoio (epuporio COVID-19 (ChAdOx1-S [avacuvdvacuévo]) kot
guporto COVID-19 (Ad26.COV2-S [avacuvovacuévo]). . Amo avtoig, 230 (8%) cupupeTéxovTteg
cuumepANEnKay otov TANBLGLO VOCOYOVIKOTNTOC. LTIV OVOAVGT 0VOGOYOVIKOTNTOS, 0 TANBuoUOG
g opddag epporiov eppoiio mRNA COVID-19 (tolwvapepavn)/ epffoiio mRNA COVID-19
(tolvapepdvn) nrav 6Aot coppetéyoviec nAkiag 16-17 etdv.

Yvvolkd, n drapeon niwia jtav 34,4 £t (ebpoc: 16 £wc 85 €1n). Ot acBeveic tav 1woppomnuévol
uetaéd tov eV v, 52,49% avopeg kot 47,47% yovaikeg.

H avocoyovikdtnra petprnke pe dokipacio eEovdetépwong pe Bdon v yevdo-ukn (PBNA) katd
tov oteréyovg SARS CoV-2 (D614G) xar katd Tov mopordaydv Brta, Aékta kot Opkpov BA.1. Ta
dedopéva yio 10 GMT (yewpetpikog uésog tithog: IDso) kot v Evapén (mpv amd ™ Yopnynon e
avapvnoTtikng 0oong) kot v Huépa 14 (2 efdopddeg pLetd t yopnynon Tne ovapvnoTikng d06NG)
mapovstdlovial oTov akodiovbo Tivaka.

Mivakog 4: 'eopeTpikoi péoot Tithor €£000eTEPOTIKOV avTicONATOV (GMT) 14 nuépeg petd
Tov guforacpdé pe BIMERVAX og dtopo nikiog 16 etV Kol Gve - avaiver) ova 1poTéKkoiro

Apyukn} 06cn mRNA Apyukn 06on popia adevoioH Apyukn 6on mRNA
(tozinameran) (ChAdOx11-S avacvvovocpéve) (elasomeran)
16-17 excdv > 18 etV > 18 etV
N=11 N=40 N=171

GMT 95% CI GMT 95% CI GMT 95% CI
Ipw o6 Tnv avepviotiky d6on
Xtédleyog

720,10 356,96; 1.452,64 288,58 194,56, 428,02 657,49 499,52; 865,43
D614G
Bijta 471,68 208,39; 1.067,60 539,49 345,97, 841,26 497,77 376,98; 657,26
Aéhto 803,84 376,27;1.717,26 283,75 182,43; 441,35 914,68 657,97; 1.271,55
Omkpov
BAL 257,99 99,98; 665,71 159,34 94,02; 270,05 221,62 155,51; 315,84

Hpépo 14 peta v ovopvnoetiki d6on

Xtédleyog

4.753,65 2356,45; 9.589,48 2.298,81 1.549,89; 3.409,63 4.437,27 3.371,158; 5.840,55
D614G
Biita 8.820,74 3897,14; 19.964,72 5.009,47 3.212,53;7.811,54 6.857,95 5.193,76; 9.055,38
Aéhta 7.564,79 3541,05; 16.160,76 2.600,31 1.671,78; 4.044,56 5.811,47 4.180,44; 8.078,87
Omkpov
BAL 5.757,43 2231,25; 14.856,19 1.847,41 1.090,05; 3.131,00 4.379,81 3.073,24; 6.241,85

N: Ap1Ouodg coppetexovimv e d1a0éaio deS0UEVA Y10, TO GYETIKO TEAMKO ompeio
Yvvrunoelg: GMT = IN'eopetpikog péoog tithog; Cl: Alaotipato UmIeTocHVIG
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Eopnpor nhixiog 12 éwg 17 ety
H avocoyovikdétra tov BIMERVAX ce dropa nlikiog 12 éwg 17 etdv a&loloynonie oty gv
eEeli&el molvkevtpikn KAVIKY dokiun edong 2B (Melétn HIPRA-HH-3).

HIPRA-HH-3

H napovca perétn sivar pior cuveyt{OUEVN OVOIKTIG EMGTIULOVONG, U1 EAEYYXOUEVT], LOVOD GKEAOLC,
TOAVKEVTPIKY], U1 KATOTEPOTNTOG, PAoNG 2P KAviK doKiun Yio TV a&loAdynon e 0oQAAELNG Kot
NG 0VOCOYOVIKOTNTOG EVOG ovapvnotikob epfortacpod pe BIMERVAX og gpnfoug nitkiog 12 émg
17 et@yv. To BIMERVAX yopnynfnke tovAdyiotov 6 unveg Letd tnv tehevtaio 6001 g KOPLoG
oelpdc. H pedétn HIPRA-HH-3 anéxkdeioe £pnPec mov rav ykveg kabdg kot pnPovg mov Moy
OVOGOKUTEGTAAWEVOL 1] TTOL £X0VV AGPEL avOGOKATASTAATIKG gVTOC 90 Nuepdv. Ot GLUUETEXOVTES LUE
YV®GTO 16T0p1Kd Aoipwéng amod tov 10 SARS-CoV-2 anokieiotnkoy amd v aviivon
0VOCOYOVIKOTNTOG,

Koatd Tov ypovo g evotdpeong avdivonc, cuvoitkd 240 £pnfot cuppetéyovies epfoitdoTnKay pe
avapvnotiky 66omn BIMERVAX. Ao avtovg, 88 dtopa tav emhésipna yio tnv avaivon
avocsoyovikdtrag. H kdplo avdAiven avocoyovikotntog, Tov Letprinke e tn dokipacio
eEovdetépwong pe Paon v yevdo-ukn ovsio (PBNA), cuvékpive Tovg YE@UETPIKOVG HEGOVG TITAOVG
(GMT) 10V e€ovdetepoTikdVv aviicopdtov katd s Opkpov BA.1 pe exelvoug mov mapatnprifnkov
o€ veapog EVAAIKES cuppetéyovteg (MAikiag 18 €mg 25 €T®V) amd TNV TPOEYKPLTIKN UEAETN pdong 23
o€ evijlikeg (HIPRA-HH-2) katd v Evapén kot v Huépa 14 (2 efdopndadeg petd tn yopnynon mge
avapvnotikig 60omg). Kat o1 600 opddeg cuppeteydviov mov copumeptAnednkay otnv aviivon dev
glyav TPONYOOHUEVO TEKUMPLOUEVO 10TPIKO 16TOPIKO Aoiuwéng amd tov 10 SARS-CoV-2.

Ta dedopéva yio Tov TiTAoL E£0VIETEPOTIKMV OVTICOUATOV KaTd TG Opikpov BA.1 katd v ‘Evopén
(mpv amd ™ YopNyNom TG AvapvnoTikng d6ong) Kot v Huépa 14 petd tov epfoiiacud mapéyovron
GTOV TOPAKAT® TIVOKO.

IMivakag S: Tithot e£000eTEPpOTIKAOV avTIcORATOV KaTd TS Opkpov BA.1 otic 14 nuépeg peta
v avapvnetiki 6661 pe BIMERVAX og epfifoug nhkiog 12 £wg 17 et@dv (mAn0vopdc
UVOGOYOVIKOTNTOG)

. "‘Eonfor ‘Eonfor Xvvoro
Z‘.‘ra‘rw‘r'u(a (12-15 hv) (16-17 £1dV) (12-17 eTdv)
Geggak! (N =61) (N=27) (N= 88)
I'sopetpkédg
i N i 1.240,77 1.457,30 1.303,54
Evapén nécog 0pog
95 % CI 894,78; 1.720,55 984.9; 2.156,3 10.16,05; 16.72,39
I'sopetpkédg
i i 22.970,81 26.792,00 24.081,34
pécog 6pog
95 % CI 18.033,27;29.260,25 20.150,31; 35.622,86 19.741,36;29.375,43
GMFR 18,51 18,38 18,47
Hpépa 14 95 % CI 13,28; 25,81 13,15; 25,71 14,41; 23,69
> TETPUTAAOLL
petaforn) amé Tnv 54 (88,5) 27 (100) 81(92)
évapén, n (%)
95 % CI 77,8; 95,3 87,2; 100 84,3 ;96,7

N: Ap1Ouo6g copETEXOVTOV LE O100E01LA OEOOUEVA Y10, TO GYETIKO TEMKO orueio

Yvvtunoeig: GMFR = leopetpucog pécog kivouvog avénong; Cl: Alaotipote EUmetosuvng

Hlkiouévoe mAnbvopude

H avocoyovikdétrta tov BIMERVAX koatadeiydnke otov nhikiopévo mAnbucspod (>65 etav)
cvumeprrappavouévev 38 (7,4%) atopwv mov Aapfdvovv BIMERVAX.
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Avocokoteotaiuévoc TtAnfuopdc

H avocoyovikdtnta kon 1 acpdieio piag avouvnotiknig 60ong BIMERVAX a&loloynOnkav oe o
@aong 2p/3, avoytng ETCNHOVOTG, LOVOD GKkEAOVE, ToAvKeVTpiKn KAvikn ook (HIPRA-HH-4) oe
EVIIMKEG e TPOVTAPYOVGEC OIVOCOKUTAGTUATIKES TOONGELS, CUUTEPILOUPAVOLEVOV TOV OTOU®Y TOV
Covv pe Aotlpwén amd tov 16 avBpwmiving avocoavendpkelag (HIV) pe enipovoug apiBuodg CD4 T-
Kuttapov < 400/mm? evtdg tov teElevtoinv 6 UNVOVY, HETOPOGYEVGT VEPPOD VIO 0VOGOKATUCTOATIKA
Oepaneia cuvtnpnong, apokdbapon/aepitovaikn kdbapon, TpmTomadelc AVETAPKEIES AVTICOUATMV
ue Oepameio vokataotoong IgG kot avtodvoon voco ue Bepameia pe prrovéuaumn/okpeMlovpudum.
H avapvnotikn 66on tov BIMERVAX yopnynonie tovidyiotov 91 nuépeg petd amd 3 mponyodueveg
d0ocelg tov gpforiov COVID-19 1 petd and 2 d0oeig ouv tekpunpiopévo wotopikd COVID-19. Ot
GUUUETEYOVTEG UE 16TOPIKO TN vOsov COVID-19 gmtpannke va eviayBolv, gdv giyav dayvootel
TovAdyiotov 91 nuépeg mpv amd v Evtaln.

Yuvolika 238 drtoua sufoitdomray pe avouvnotikny d6on BIMERVAX kat avolvOnkov cuvoAtkd
228 ovupetéyovreg, eEatpovuévav ekeivav mov Ppébnkav Oetuicol yio COVID-19 evtog 14 nuepov
amo v avapvnotikn door. H didpeon niucio ftav ta 56 £t (ebpog: 21 €wg 90 ).

H avocoyovikdtra petphidnke pe dsoxpacio e€ovdetépwong pe Pdon yevdoio (PBNA) katd tov
oteléyovg SARS-CoV-2 (D614G) kot katd g Prita kar Omicron BA.1 kot BA.4/5 éwg ot 12 pveg
LETE TNV aVOUVNOTIKT 300N € OAEG TIC 0VOGOKATAOTOATIKEG GUVONKEC TOL HEAETHONKOV, EKTOC OO
Ta dtopa wov Covv pe emPefoatwpévn Aoiuwén and HIV, otoug omoiovg 1 avocoyovikotnTa
petpnonke pe dokipacia Eovdetépmaong v (VNA) xatd tov oteléyovc SARS-CoV-2 (D614G) kon
katd ¢ Omicron BA.2. M avapvnotikn d6omn tov BIMERVAX evioyvoe ) yupkn avocoroyik|
avTOTOKPIOT G€ OAEG TIC AVOCOKUTOGTUATIKEC KATAGTAGELS, EKTOC 0T TOL ATOUN UE OLTOAVOGT VOGO
7ov Aapfavovv Oepameia pe prrov&puaunn/okpertlovpdunn. Qot660, dev TPOyUATOTOMONKE
GUYKPLON UE OVOGOAOYLKE 1KAVE ATOLO TPOKEUEVOL VO, DITAPYEL EVIUEPMOT] Y10 TO PEYEBOC TG
mOovNG S1aPOPAG OGOV APOPE TIG AVOCOAOYIKES AVTIOPACELS. LVVETMG, 1 KALVIKY ONHocio TV
UVAPEPOUEVOV OVOGOAOYIKDV OVTOTOKPICEMY GE VOCOKATEGTOAUEVA ATOUN EIVAL AYVOGT.

Hodrworpikodc tinbvoudc

O Evponaikodg Opyoviopoc Oapudkmy Exel dmoel ovooAn amd TNV LTOYPEWGCT VIOBOANG TV
arotelecpdtov Tov peletov pe to BIMERVAX cg pia 1} meplocotepeg vmokatnyopieg Tov
modtoTpkoh TANBvo o Yo v TpoAnyn e COVID-19 (BAéne moapdypago 4.2 yio mAnpogopieg
GYETIKA LLE TNV TOOLOTPIKY XP1ioN).

5.2 ®@appoxoxivTikEG 1016TNTES

Agv gpapudletat.

5.3 IIpoxivikd d0€dopéva Y10, TNV 0.6QALELN

Ta pun KAviKd dedopéva OgV amoKaAVTTOVY 1010iTEPO Kivouvo Y10, Tov AvBpwmo pe Baon Tig
SVUPUTIKEG LEAETEC TOEIKOTNTOG ETAVOAAUPBOVOUEV®DY SOCEMV.

T'ovoto&ikotnTo Kot KapKvoyEVEST

To BIMERVAX 6ev éxet a&loroynOet yia to yovoto&id 1 Kapkivoyovo dvvapkd tov. To cuototikd
oV gUPOAIOL OeV aVOUEVETAL VA, EYOVV YOVOTOEIKO 1) KOPKIVOYOVO SUVOULKO.

Avamopoywyikn toikotnTa,

A€o perétn avortuEloKng Kot ovOmapay®ylkng 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 {evydpwpa Kot katd Tig npépes 9 kot 19 g xomong. Ot
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apoevikoi Ehapav Tpelg yopnynoels, 35, 28 kot 6 nuépeg mpiv and 1o Levydpmua. Aev mapotnpnOnkay
oyeTi{OpeEVEG e TO EUPOAIO OVETIBOUNTEG EVEPYELEG GTI YOVIUOTNTA, TNV KOTOT)/YOAOLYiO 1 TNV
avAmTLEN TOV EUPPVOL KaL TOV ATOYOV®V.

6. DOAPMAKEYTIKEX TAHPO®OPIEXZ
6.1 Kaotahloyog ekddymv

A®dekaidopiKod POoEopIKd dVATPLO
AWdpoyoviKd POGPOPIKO KAALO

Nétpio yAwplovyo

Kdéio yAwpiovyo

Yéwp yio evéoipa

I"a 1o avocoevioyvTiKo, PA. mopdypapo 2

6.2 Aocvpparotreg

AVTO TO POPUOKEVTIKO TPOIOV EV TPEMEL VO, AVOUELYVOETOL PE AAAL QUPUAKEVTIKA TPOTOVTO 1 VOl
OPOLADOVETL.

6.3 Awapkera Lo

Mn ovoryuévo @laAidto ToOAOTAGV dOGE®MV

21 pnveg ot Beppoxpacio 2°C — 8°C.

DLoAid0 ToALOTA®Y 00cEMV TOL £YEl dtortpnOel

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

Ao pikpofroroyikn Gmoyr, LETA TO TPMTO AVOLYHO. (TPMTN TOpaKEVTNON TNG PEAdVAC), TO EUPOAL0
TPENEL VA, Ypnolponoteital opécmg. Edv dev ypnoytorondel apécmg, ot xpovot Kot ot cuvOnKeg

amofnKevoNg KATA TN XPHON OTOTELODY EVOVVT TOL YPNOTY.

DroAido pioc d6ong

1 xpovo oe Beppokpacia 2°C — 8°C.
6.4 Iowitepeg TPo@LAGEELS KOTE TN OVANEN TOV TPOidVTOG

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

DvAdocete Ta PLOAIOI0 6TO EEMTEPIKO KOVTL Y10 VO TPOGTOTEVOVTOL AT TO PG,

INoa 116 cvvinKeg SratPNONG TOL PLEADIOV TOALATADY SOCEMV LETA TO TPMTO GVOLYLLO. TOV
(QOPUAKEVTIKOD TPOIOVTOG, PA. Tapdypapo 6.3.
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6.5 @von Kol GLETATIKA TOV TEPLEKTT

D1oAid10 TOAMATADY 0OGEWV

5 mL yohoktdpoatog og elorioo morlomAmv 06cemv (Yool TOmov 1) KAE1GTO [le ELOGTOUEPES T
Tomov [ Ko oepdylon aAovIVIoL e TAOGTIKO OTOCTMUEVO KATOKL.

Ka0e praridio modoamiwv ddcewv mepiéyet: 10 d6oe1g towv 0,5 mL
MéyeBog cuokevaoiog: 10 @oAidia TOALATAGY dOGEWV.

DroAido pioc d6ong

0,5 mL yoAaktodpoatog o€ eradidto pog d6ong (yvail tomov 1) kheloto pe ehactopepéc mopa tomov 1
KOl CQPAYIOT) QAOVUIVIOV LE TAACTIKO OTOGTIMIEVO KOTAKL.

Kda0e prokido piog 60omg mepiéyet 1 66om twv 0,5 mL.

Méyeboc cvokevaoiag: 5, 10 1 20 grodidio piag 06onC.

Mmropei va, unv KoKAOPOPOLV OAEG Ol GLOKEVAGIES.

6.6 Iowitepeg TPOPLAGEELS UTOPPLYNGS KAl GALOG YELPIGIOG

Odnyiec yepoob Kot Yoprynon

O yepiopdc tov gpfoiriov Ba mpémel va yivetar amd emayyehpatio vyeiog e ¥pNon GonmTng TEXVIKNIG
Yo Vo Sl QaAGTEL 1) oteElpdTTA KAOE ddOoNC.

Tpoeroiuaaio yio. ypron

e To guforio eivar £Toto yia xpfon.

e To un avorypévo gufoito Ba mpémel va puAdccetal og Beppoxpacio 2 °C éng 8 °C kot va
dlonpeitat viog Tov eEMTEPIKOV KOVTIOV Y10 TPOCTOGIN 0d TO PMC.

o Auécmg mpv amd TN ¥PNoT, 0QAPESTE TO PLOAISL0 TOV gUPoriov omd 10 E®TEPIKO KOVTL.

o  Metd TV TPMTN TUPUKEVTNON TOL ELOALOI0V TOAAATAGDY dOGEWMY, KUTOYPAWTE TNV NLEPOUNVI KoL
NV ®pa ardppyns (6 dPEg HETA TNV TPATN TOPAKEVTNOT]) OTNV KAOOPIGUEVT] TEPLOYN TNG
EMONLLOVOTG TOL Proddiov.

EmBswprnore 1o prolidio

o [lepdwvnote amoid 0 PLOALS10 TPV amd TNV odcLPoT TG 006N G Ko etiong peta&d kabe
amocLpoNg 606N Yo TO PLUAIS0 TOAAATAGY dOGE®V. MMV OVOKIVEITE.

o KdBe @roAido mepiéyetl évo AeVKO Kot OLO0YEVES YOAAKTOLO.

o EmbBeswpnote ontikd 10 UPOALO Yo TUXOV COUOTIOWKT VAT 1/KoL OTOYPOUATIGUO TPV amd TN
yopnynon. Mnv yopnyeite 1o oo av vdpyEL 0To10dMTOTE 0ITd TO FVO.

Xopnynore 10 gufiolio

o [lepthappdaveton vaepmAnpmon oe kKabe ELOAIS10 Y1 Vo, S10GPAAIGTEL OTL pmopovy va e&oybodv To
oAD 10 d6c¢e1c (proridio moAlamAdy d6cewv) 1 1 66om (eroridio piag 66ong) Towv 0,5 mL ékaotn.
Amoppiyte ToxOV evamopeivay euPorlo oto QLaridlo piag 666m¢ N 6To ELOAISI0 TOAAATADY dOCEDV
petd v e€aymyn 10 d6cewv.

o KdBe 660n 0,5 mL avtieiton o€ pio amootelp@uévn PeAdvo Kot 0moeTEPOUEVT] GOPLYYO TOV
yopnyeiton pe evOOUVIKT £vEST, KOTA TPOTIUNOTN GTOV OEATOEON LV TOL dve Ppayiova.

o  MOAIG To gpPoio eoayBel otn cvpryya, elvar 6tabepd Yo TovAdyioTtov 6 dpeS eite VIO GLVONKES
yoéng eite og Beppokpacia dopotiov (<25°C).

o  Mnv avoptyviete to euforio otny it cOptyya pe Ao epuPoOra | GOPUAKEVTIKE TPOTOVTAL.
Mnyv cuykevipavete v nepicoeila Tov epforiov amd ToAAATAL ELOAISLO.
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Dolocén uetd Ty mpwTy TOPOKEVTNGH UE PEAOVO. TOV PLAALOIOD TOAAATADY dOTEWV
o Metd TV TPAOTN TOUPAKEVTINGT, PUAACGETE TO AVOLYLEVO PLOAOI0 TOALATADY 0OGEMVY GE
Oeppokpaocia 2°C éwmg 8°C yia £mg kat 6 MpeC.

Amoppiyte 0 eUPOMo €dv dev ypnoomonBel evtodg 6 ®P®V HETE TNV TPOTY TOPAKEVINGT TOV
QLOAOT0V TOALOTTAGDY dOGEWV, PA. Tapdypapo 6.3.

Aroppryn
Ka0e aypnoiponointo eopuokevtikod tpoidy 1| VIOAEIUUN TPETEL VO, ATOPPITTETUL COUPDVOL UE TIG
KOTA TOTOVG I0YVOVCESC GYETIKEG SLOTAEELG.

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/1/22/1709/001

EU/1/22/1709/002

EU/1/22/1709/003

EU/1/22/1709/004

9. HMEPOMHNIA IMNPQTHE ETKPIZHY/ANANEQYXHY. THX AAEIAX

Hpepounvia mpdtng £ykprong: 30 Maptiov 2023

10. HMEPOMHNIA ANAGEQPHXHX TOY KEIMENOY

Agntopepeic TAnpoeopieg yio 10 Tapdv pOPUAKEVTIKO TPoidV givar d1abécies oTov SKTLAKO TOTO
tov Evponaikod Opyoviopuov Gapudkmv 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 ITPOIONTOX

BIMERVAX XBB.1.16 evécio yoAGKTOLO

Eppoiio COVID-19 (avaouvovacuévo, 0vOGOEVIGYLUEVO)

2.  TIOIOTIKH KAI MIOXOTIKH XYNOGEXH

[Ipodxkertan yro prodidio povig 66ong mov mepi€yet 1 d6om tov 0,5 mL.

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

To vtapiexoPateivn eivar Eva opodipepos cHVINENG TePLOYNS OEGIEVGTG AVOCLVIVACLLEVIG OKIOOG
(S) vrodoyéa mpwteivng Tov 100 SARS-CoV-2 (RBD) (oteréym Oukpov XBB.1.16 — XBB.1.16)
TapAyeTal Le TeXVoAoYia avacuvdvacpévou DNA ypnoomoidvtag popéa EKPpacng TAAGHSI0V 6
rkuttopkn cepd CHO.

Avoocogvioyutikd 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), krrpkd o0& (0,04 mg) kot Héwp

Y10 EVECLLOL.

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

3.  ®APMAKOTEXNIKH MOP®H
Evéowo yoldktopa (éveon)

Agvko opo10YEVEG YOAAKTMLLA.

4. KAINIKEX ITIAHPO®OPIEX
4.1 OgpamevTikég gvoeitelg

To BIMERVAX XBB.1.16 gvdgikvutatl yio. TNV EVEPYNTIKN BVOGOTOINGN UE GKOTO TNV TPOANYN TNG
vocov COVID-19 mov npokoieiton amd tov SARS-CoV-2 og dtopa nhikiog 12 etodv kot Gvem.

H ypnion avtod Tov epforiov mpémet va yivetar cOUPOVA LE TIC EMIGNESG GVOTACELS.
4.2  Aocoioyia Kol TPOTOG YOPNYNONS

Aocoloyia

Aroua niixiog 12 etwv kot dvw
®a mpémet va yopnynOel pio povn evéopvikn 66om (0,5 mL) tov BIMERVAX XBB.1.16 aveEaptnta
omd TV mTponyovuevn Katdotaon epufoitacpov yio v COVID-19 (BA. mapdypago 5.1).

Avoookozeotaluévo. aropo

[Ipb6cbeteg 600e1g pmopovv va yopnyndovv oe coPapd avOCOKATEGTAAUEVO GTOUN GOUPOVE, LE TIG
emionueg ovotdoelg, PA. evotnta 4.4 ko 5.1.
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T dropa wov €xovv epforactel oto mapehBov pe epuforo katd e COVID-19, to BIMERVAX
XBB.1.16 8o mpémet va yopnyeital TOLAGYIGTOV 6 PNVEG LETA TNV 7O TPOSPATH dO0T eVOC EUPoAion
katd g COVID-19

Hliouévos ninbooudg
Agv amaiteitol Tpocapoyn e 60omg oe NAKIoUEVH dTopa NAKiag >65 eTmv.

Houdrorpixoc ninQvouog
H acpddeia kot n amoterecpaticotnto tov BIMERVAX XBB.1.16 og moudid nAikiog kéto tov 12

€T®V dgv EYouv TeKUNPLBEel akdpa. Agv vdpyovv dbéciio dedopéva.

Tpomog yopnynong

To BIMERVAX XBB.1.16 mtpoopiletal povo yio evOOUDTKN Yopiynot, KATd TpoTiuncn 6Tov
OeATOELON LV TOL AV Ppayiova.

To euPforio dev TPEMEL VaL EVIETOL EVOOAYYELOKA, VTOSOPLN 1] EVOOIEPUIKA.

To euPfoiio dev TPEMEL VoL AVAUELYVIETOL GTNV 1010 GUPLYYQ LE OTTOLONTOTE QAL EUPOALO 1)
POPULOKEVTIKA TPOTOVTOL.

IMa t1g TpoLAGEELS TTOL TTPémel va AneOovV TPy amd T xopNynom tov eufolriov, PA. mapdypapo 4.4.
IMa 0dnyieg oyeTikd pe Tov ¥ePIopd Kot T amdppiyn Tov epforiov, PA. Tapdypapo 6.6.
4.3 Avtevosigelg

YrepevoioOnoia 61 dpactikn ovsia 1| 6 KAmolo amd To £KO0Y TOV AVUPEPOVTOL GTNV
Tapdypoo 6.1.

4.4 E101kég TPoEdOTOUNGELS KUl TPOPVAGEELS KATE TN (piom

IyynAaciuotnta

IIpoxeyévou va Bektimbel n yyvnAacipudtnta Tov BloAoYIKOV QopUAKEVTIKOV TPOTOVI®V, TO OVOLLX
Kol 0 aplOpOg TOPTIONG TOL YOPYOVLEVOL PAPLLAKOV TPETEL VO, KATAYPAPETAL LLE COPVELQL.

Yrepsvoucnoio kot avopuialio

"Exovv avaeepbet coppdvta avaevrotiog pe epporia COVID-19. O mpénet va eival Tavia dueso
Stabéotun KaTdAANAN WTPIKY ay®yn Kot ENiPAeyn o€ TEPITTOOT OVOPVAOKTIKNG OVTIOPAOTG LETA TN
¥op1ynon tov gppoiiov.

2UVIGTATOL GTEVT] TOPAKOAOVONGN Y10 TOVAMYIGTOV 15 AemTd petd Tov eUPoMacHO.

Agv Oa mpémel va. yopnyn el mepattépm 6001 TV EUPOAIOL GE ATOUE TTOV EUPAVIGOY avaPVLANEIN LETA
amd mponyovuevn d6on tov BIMERVAX.

Avtidpaosic oystilduevec pe Gyyoc

Mmopei va, eLeavioTovV avtidpdoelg Tov oyetilovtat e TO dyyog, CUUTEPIAAUPOVOLEVOY TV
OYYELOMVEVLLOVOYOAGTPIKAOV OVTIOPACENDY (CLYKOTT), TOV VIEPUEPICLOD 1) TWV OVTIOPAGEDY TOL
oyetilovTatl Le TO OTPEG G€ GLVIVAGHO LE TOV EUPOAACUO, MG YOYXOYEVIS OVTIOPOOT) OTNV £VEON UE
Berdva. Etvar onpovtikd vo Aappdvovior Tpo@uAdEELS Yo TV ATOPLYN TPOVLATICUOD Ao
AmoBvopia.
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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

Kaiio
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 alinAemiopaong

Agv &govv Tpaypotonombel pelétec aAANAETIOPAGEWDY.

H ovyyopnynon tov BIMERVAX XBB.1.16 pe dAla epforia dev €xet peretnfet.

4.6 T'ovipétnTo, KONON KAl Yorovyia

Kvnon

Agv vrapyet epmepio pe ) ypnon tov BIMERVAX XBB.1.16 otig éykveg yovaikeg. Meiétec oe (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 Emodpacsig 6TV IKavVOTNTA 001]Y1|61G KL (EIPICHOD PN OVI|LATOV
To BIMERVAX XBB.1.16 dev £yet kapia 1 (€1 AGNUOVTH EXIOPOCT] TNV KAVOTNTO 001YNONG KOt
YEPLOUOD UNYovnUAT®V. 6TOG0, OPICUEVES OO TIG EMOPACELS TOV AVAPEPOVTUL CTNV

TaPAypoeo 4.8 UTopel v, EANPEAGOVY TPOSMPIVY TNV IKAVOTITA 0d1YNONE N XEPIGHOD
unyovnuéToy.

4.8 AvemOOuNTESG EVEPYELES

IIepiinyn tov TPOEIA acQAAELOG

BIMERVAX (mpwtotvmo, stepodiuspéc B.1.351 xou oreAéyn B.1.1.7)

Arouo nhxiag 18 etddv ko ave

O 10 oVYvEG avapepdUEVES avemBOUNTEG eVEPYELEC LETE amd Lo avopuvnoTikn d6or pe BIMERVAX
o€ eviiAika dTopa wov Ehafay o apyikn oelpd pe eppoio mRNA COVID-19 ftav ndévog oto onueio
g éveong (82,9%), kepararyia (30,9%), kémwon (31,1%) kot poadyia (20,7%). H didpeon didpkela
TOV TOTIKAOV KOl CUGTNUOTIKOV aveTlBOUNToV evepyelnv ftay 1 €mg 3 nuépec. Ol meplocoTepeg
avemBOUNTEG EVEPYELEG ELLPAVIOTNKAY EVTOG 3 NUEPDVY LETE TOV EUPOAUCUO KOL TAV NTLOG EMG
pétplag cofapdtnroc.

O1 10 GVYVEG avemBOUNTEG EVEPYELEC TOV AVOPEPON KAV LETE 0Td Lol TPOGHETN AVAUVIOTIKT SO0
BIMERVAX ¢ tétaptn d6om ftav movog 610 orueio g éveong (79,9%), keporadryia (25,0%) kot
Komwon (25,0%). H didpeon S14pKelo TV TOTIKOV KOl GUGTILUOTIKOV OVETIOVUNTOV EVEPYEIDY NTAV
1 ém¢ 3 nuépeg. O meprocdtepeg avemBOUNTES EVEPYELEC EPQAVIOTNKAY EVTOG 3 NUEPDV LETE TOV
gufolacud Ko nTov Ameg E0G LETPLOG coPapOTNTIC.

Eopnpor nhixiog 12 éw¢ 17 stwv

O1 o LY VEG avOPEPOUEVES OVETIBOUNTEG EVEPYELEG LETA OO Lo avapvnoTikn 60on BIMERVAX oe
gpnpovug Nrav movog oto onpeio g éveonc (77,5%), kepoararyia (28,3%), komwon (29,3%) kot
Kaovyia (22,5%). H d1dueon d14pKeLd TOV TOTIKAOV KOl GUGTNHOTIKOV aveETIHOUNTOV EVEPYELDOY NTAV
1 ¢wg 3 nuépec. Ot meprocoTEPEG AVeEMBOUNTES EVEPYELEG ELPAVIOTNKAY EVTOG 2 MUEPDV LETA TOV
guPforacud Ko nTov AILag Emg nétplag Papdnrag.

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

H aocedieia too BIMERVAX XBB.1.16 cuvéystat amd to dedopéva ac@dieiag Tov ppoiion
BIMERVAX (apyko, etepodipepéc B.1.351 ot B.1.1.7) ko ta dedopéva ao@IAeLng amd TV KAVIKN
dokiun tov Tpocappocuévov gpforiov BIMERVAX XBB.1.16.
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To cuvolikd mpoPiA acearetlag yia Vv avapvnotiky 66on BIMERVAX XBB.1.16 tav mapdpolo pe
oVTO oL TTapaTPNONKE petd v avapvnotikn 66on BIMERVAX (Apyikn, etepodipuepnc B.1.351
kot B.1.1.7 otedkéyn). Ot mo ouyvég avemBOunTeg evEPYELEG TTOL AVAPEPON KAV NTOV TTOVOG GTO OTUEiD
g éveong (68,11%), keparodyio (23,42%), kémwon (19,60%) kot poaiyia (13,62%). Ot
TEPLGGOTEPEG AVETIOOUNTEG EVEPYELEC NTAY NMTTLOG £ LETPLAG PapdTnTag. Agv eviomicTnKay VEEG
ovemBOunTeg evépyeleg yia v avapvnotikn 66on BIMERVAX XBB.1.16.

Koatdloyoc ovemQountov EVEPYEI®V GE LOPOT TIVOKQ

To mpopik aopdrelng mov TopovcLaleTal TAPUKATO PacileTol 68 GUYKEVIPMTIKG dEOOUEVE AGPAAELOGC
OV TTPOEKLY AV A0 dVO KAWVIKEG SOKIUES pdiong 2B Kot edong 3 e cuvorika 3.156 dropa nikiog 18
ETOV Kot Avo, To omoio EAafav pia avapvnotiki 6o BIMERVAX tovAdyiotov 3 puiveg petd amd
éva tpornyovpevo gpforto katd g COVID-19. H dudpeon didpkelo T mapakoAovnong ac@areog
Nrav 12 pnveg yo 1o 99,4% tov atopwny kot 6 unveg yia to 0,6% tov atdpmy.

H aocedieia ¢ emmiéov avapvnotikng 66ong tov BIMERVAX w¢ tétaptng d6ong a&loloynonke oe
288 droua, nAikiog 18 etdv Kot avm, ta omoia elyav ohokAnpdoel ite 3 do6oelg epffoilo mRNA
COVID-19 (tolwvapepdvn) gite 2 d6ce1c euforro mRNA COVID-19 (tolvapepdvn) kot 1 d6om
BIMERVAX, kot éhapav emmiéov avapvnotikny 66on BIMERVAX ¢ pecodidotnua 6 £mg 12
UNVGOV LETA otd TNV Tpitn mponyovpevn do6om).

H acopddrea pog avapvnotikng 66ong BIMERVAX cg epnfouvg nikiag 12 éwg 17 etov Paciletol ot
dedoUEVH AGPAAELNG 0TTO TNV KAMVIKT OOKLUT @AcNG 3 Kot TV KAWIKN dokiun edong 2P mov gival og
€EEMEN. ZuVOAIKA 276 CULETEXOVTEG, LLE KO YMPIG 10TPIKO 1GTOPIKO TPONYOLLEVIC AOTHMENG aTtd
tov 10 SARS-CoV-2, éhafav avapvnotikr d6orm tov BIMERVAX tovAdyiotov 3 ufiveg petd tnv
teAevTOin 006N TNG APYIKNG GEPAC.

H acpdien piag avapvnotikng d6ong tov BIMERVAX XBB.1.16 a&ioloynOnke og pia gv eEghilet
KAk dokiun @dong 2B/3 og dropa nikiag 18 etdv kot dve mov £yovv gpPfoilactel TANP®S KATA
g COVID-19 pe gufoito mRNA Toulhayiotov 6 URveg Tptv omd T Ay UG GVOUVIOTIKNAG 00GNC
pe BIMERVAX XBB.1.16. Ano avtrv t peAétn, dwotibevron dedopéva acpdaretag yio 602 dropa mov
éhapav avapvnotikn 66on BIMERVAX XBB.1.16 pe d1dpeco ypdvo mapakorotbnong 6 unvov.¢

Ot avemBduntec evépyeleg Tov mapaTnPNONKAY KATh TN S1ApKELD KAMVIKOV SOKIUOY Topotifevtan
TOPOUKATO COUP®VO UE TIG akOAOVOEG Katnyopieg cuyvoTnNTog: TOAD cuyvég (>1/10), cuyvéc
(>1/100 émg <1/10), &y cuyvég (=1/1.000 éwg <1/100), omavieg (>1/10.000 £mg <1/1.000), oA
onavieg (<1/10.000) kot un yvootig cvyvotnTog (dev pmopovv va extiundodv e fdon ta dtobéoipa
dedopéva).

Y& k@0e opadomoino”m GLYVOTNTMV, 01 AVETIOVUNTEG EVEPYELEG TOPOVGLALOVTOL KOTA GEPH POivovsag
cofopoTNTOC.
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Mivakog 1: AvemBopnteg evépyereg amd Tis kKMvikég dokipnés Tov BIMERVAX o¢ dtopa 12 etov
Ko Gve

Kotyopia/ IMoA0 cvyvég | Xvyvég Oy ovyvég Yravieg Mn yvootig
0PYOVIKO oLYVOTNTOS
cvoTnuo
Awrapayés Tov Agppadevomdde
0ipoToS Kol TOV w®
Aep@kov
GULOTIHNOTOS
Awrapayés Tov | Kepalaiyio Z6én oporcOncio
VEVPIKOD Yrvniia YrnosOnoia
GLOTNNOTOS
Koporokég [Tepwcapditido?
owTapoyés
Taotpevrepkég Algppoio Odvvopayio
oLTOPOYES "Epetog Kot\okd
Nowtio éAyoc?
Awrtopoyés TOL Kvnopog Kvidmwon
0£PNOTOS KO TOV Yrepdpwoio
V0d6pLOV 16TOV E&avOnpua
Epobnua
Awrapayég Tov Moodyio ApOpodyio
HVOGKELETIKOV
GULOTI MO TOS KOL
TOV GUVOETIKOV
16700
Cevikég Akyog mg | Oidnpa g | E&acBévion Molomiopog
owrapayés ko | Béong éveong | Béomg éveong Piyn mg 0éomg
Kotootdosls o1 | Konmon Eponpa g | Kakovyia éveong
0om yopfynong 0éomg éveong Kvnopog mg YnepevosOnot
Yidpovorn g | Béomg éveong a g 0Béong
0éomg éveong éveong
MMupegia
Moocyohoiog
mOVOg

* Avtdg 0 Opoc mepthdpPave enione cvuPdvto Tov avaEEPONKAY OC AELPASEVITION
P Avtdc o dpog mepihduPoave emiong copfava mov avapépOnkoy wg GAyoc dve Kat KaTm Kothiog
¥ Mg Bdiorn €va povo cupPdy kKatd Tn S1dpKELD TOV KAVIKGOV SOKIUMV

TMoudwarpikdc TANOveUOC

SkMpuvorn g Béong éveong, M KOKOVYI, O TOVOG OTN HOOYAAN Kot 1 apBpaiyio epgaviotnkay og
VYNASTEPEG GLYVOTNTES GTOVG EPNPOVE GE GVYKPION LLE TOVG EVAAKEG, LLE TN GLUYVOTNTA VO Eivat TOAD
GLYVI GTOLG £PTIBOVG.

Avopopd Thavorloyoduevev aveT@OUNTOV EVEPYELDV

H avagopd mhavoroyodueveoy avemBOUNT®V EVEPYELDY LETA OO TN YOPTYNoN GOE0g 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 £0VIKOD GLOTNUATOG
ava@opdg Tov avaypdeetor ato [opdaptnua V kot va cvurepidAdfovy tov aplfud maptidog, 6v
VILAPYEL.

4.9 Ynepooocolroyia

Xe TePInTOOT VIEPSOGOAOYING, GLVIGTATAL TAPUKOAOVONGN TV {OTIKOV AElTovpyldV Kot Tihavn
oLUTTOUATIKY Oepameio.
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5. DOAPMAKOAOTIIKEZ IAIOTHTEX
5.1 @oppokodvvopKES 1O10TNTES
Doppokobepamevtikn katnyopio: Epporto, epforia Covid-19, kmdokog ATC: JO7TBNO4

Mnyoviopdg 6pdonc

To BIMERVAX egivai éva gpupOA10 avacuvoLasuévng TpmTeivng Tov 0moiov 1) SpacTIKY ovsio
(avTydvo) givat 1o duepovg cHVTNENG TEPLOYNG OEGUEVONC OVOGLVVILAGLEVNS aKidog (S) vodoysa
mpwteivng Tov 100 SARS-CoV-2 (RBD) 6. Metd ) yopiynon, OnLovpyeiton pio avoGoAOYIKN)
AmOKPLoT), TOGO GE YVUIKO 0G0 Kol GE KLTTOPIKO EMIMESO, EvavTt Tov aviryovov SARS-CoV-2 RBD.
Ta e&ovdetepmtig avticopato kot e neptoyns RBD tov SARS-CoV-2 anotpénovv T décpevon
¢ RBD otov xuttapiko otdyo g ACE2, epumodilovtag étot tn peuPpaviky cdvinén kot tnv 10yevn
rotpwén. Emmiéov, 1o BIMERVAXendyet avtiyovoeidikn avocoanokpion tov T kuttdpmv, 1 onoia
umopei va coppddel oty tpootacia katd tng COVID-19.

AmnoteleopatikotnTa

H amoteleopatikdmra tov vrapiekofoteivn £xel cuvaybel amd v avococikpuven Tov
OVOCOAOYIK®MV OmOKPice®V o€ £va eYKEKPIUEVO Tposapuocuévo XBB gpupoito koatd tg COVID-19,
Yl T0 0omoio €yel TekUNPLwOEl 1 amoTEAEGUATIKOTNTA TOV EUPoAriov.

AvocoyovikdtTa,

viaudexofazeivy (Omicron XBB.1.16-wpocoppoyn BIMERVAX)

H avocoyovikdétra tov viapiekoPateivn agloloyndnke oty Kivikn doxiun HIPRA-HH-14, pia
Daong 2B/3, dSuthd TVEAT, TUYALOTOINLEVT], EAEYYOLEVT LE OPOUCTIKO QAPLOKO, TOAVKEVTPIKT KAVIKY
SOKIUN 1N KATOTEPOTNTOGS Y10 TNV AEI0AOYNON TG ACPAAELOG, TNG AVEKTIKOTNTAG KOL TNG
OVOCOYOVIKOTNTOG EVOG OVALVNOTIKOD UPoMacLoV pe viapiekoPoteivn og chykpion e TO
wpocaplocpévo eufoito mRNA COVID-19 (pa&tolivapepdvn), oe eVAAIKES TANP®G EUPOAOGUEVOVG
katd g COVID-19 pe gufoiio mRNA tovAdyiotov 6 pveg tpv omd v Evralén.

Avt 1 KAvikr| dokn ediong 2B/3 amékAeloe dropa Tov NToV YKLEG, ATOLLO TOL NTOV
OVOGOKOTEGTOANEVA 1| ElY0V AAPEL 0VOGOKATAGTAATIKA £vTOG 90 nuepmdv, EAafav omolodnToTe
TPOTYOVUEVO TPOCUPUOGHEVO EPPOAt0 Omicron XBB, kafa¢ kot dropa pe Aoipmén COVID-19 nov
SyvOGTNKAY TOVG Tponyovpevovg 6 uvec. Ta dropa yperdotnkay eniong Eva eAdyioto dtdotnuo. 3
UIVOV LETA TN ANYT 0To1aconmoTe avocobepaneiog (LOVOKAMVIKG VTICOUATO, TAACLUO) TPV Ao TN
UEAETT.

Kotd v katainitikn nuepounvia e Evdidpeong Avéivong, epforidotnkay cuvoikd 800 dtopa.
YounepteOnkav cuvoiikd 599 cuvppetéyovieg onv avaivon avocoyovikottag (406
GLUUETEYOVTEG OV gPfoMdoTtnkay pe viapAekofateivn kot 193 cuppetéyovteg mov epfortbdotnKoy
pe euPfoito mRNA COVID-19 (pa&tolvapepdvn)). Ot GOUUETEYOVTEG GTPMUATOTOMONKAY TPV ATTd
TNV TUYOLOTTOINGT) OVA NATKIOKT OpLAda Kot avd aplfud d66emv Tov glyav Tponyovpuévag Anedel (3 1>
4 d60¢15). H d1dpeon nikia rav 45 £t (evpoc: 18 €wg 88 1), e mapdpoto nAKLoKA 0P KoL oTo
dvo oKkéAn epPoriov, cuumepthappavopévoo tov 13,6% kot tov 11,7% tov acbevav niikiog 60 etdv
Kol Gve o6Tig opdoeg Tov gpPoiiov viaprekoPateivny kot Tov eppfoiiov mRNA g COVID-19
(pa&tolvapepdvn), avtictoya. Ot meprocdTepoL aobeveig eiyav AdPet gite 3 (66,9%), eite 4 (33,0%)
mponyovueveg dooelg epforiov mRNA COVID-19.

H avocoyovikdtnta pog avopvnotikng 66ong tov viapiekoPateivn Paciotke og po aloldoynon
TOV YEOUETPIKDOV pEcwV TITA@V (GMT) ££00deTEpOTIKMY OVIICMUATOV, TOV UETPHONKOV LE i
doxpacio Eovdetépmong pe Paorn yevdoid (PBNA), évavtt tov SARS-CoV-2 Opkpov XBB.1.16
(mpatevov 1eEMkd onpeio anotedespotTikotnTag) Kot Tov Opkpov XBB.1.5 kot tov decUELTIKGOY
avTioopatov katd v Evapén kot v Huépa 14. H avaroyic GMT givai to amotélecua TV TIUOV
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GMT (IDso) Tov guforiov mRNA COVID-19 (pa&rolivauepdavn) / viapurekoPoteivn. H un
KaT®TEPATNTO TOL VTaphekoPfateivn Evavtt tov gpforiov mRNA g COVID-19 (pa&rolvapepdvn)
TEKUAIPETOL EAV TO AVAOTEPO OPLO TOV OUPITAELPOV SLOGTHIATOG EUTLETOGVVNG 95% g avaroyiog
GMT egivar < 1,5. H avotepdtnta Tov viapiekoPateivny oe oyéon pe to euporio mRNA COVID-19
(pa&roltvapepdvn) OAOKANPOVETAL EAV TO AVATEPO OPLO TOV AUPITAELPOV SLUGTHILATOG EUTIGTOGHVNG
95% tov Adyov GMT eivon < 1,0 (BA. ITivaka 2, ctnAn avaroyiog GMT). H avotepdta tov
vioplekofateivn emtedyOnke yioo OAEC TIG TOPUAAAYEC TOV EEETACTNKAV.

Iivaxoeg 2: Avaioyio GMT peta v avapvnetiki] 66on yia 1o eppoio BIMERVAX XBB.1.16
(vtapiekopateivny) évavrt Tov mRNA g COVID-19 (pagtolivapepavn) pe tithovg
egovoetépmwonc (PBNA) évavtt g Opkpov XBB.1.16 ka1 XBB.1.5 tov SARS-CoV-2 katd Tqv
évapén ko v Hpépa 14 peta v avapviotiki 66on

BIMERVAX XBB.1.16 Eppoio COVID-19 mRNA Eppoio COVID-19 mRNA
(vtaplrekofareivn) (pa&rolivapepavn) (pa&rolwvapepavn) / BIMERVAX
N=406 N=193 XBB.1.16
GMT 95% CI GMT 95% CI Aoyov GMT; (95% CI)

Tnv évapén

Oppov

XBB.1.16 152,46 134,72 - 172,54 161,57 136,40 - 191,37 1,06 (0,87 - 1,29)
gg‘gpfg 151,93 | 134,89-171,13 | 167,89 | 142,04-198,44 1,11 (0,90 - 1,35)

Hpépa 14 petd mv avapvnotikn 66om

Opukpov 1.708,44 — 1.261,72 - .
XBB.1.16 1.946,38 2217.46 1.512,21 {81244 0,78 (0,63 - 0,96)
Opukpov 1.676,98 — 1.257,25 -

XBB.1.5 1.888,89 2.127,57 1.486,03 1.756,45 0,79 (0,64 - 0,96)

N: apBpdg GLUUETEYOVI®V GTOV TANOLGUS OV TPOTOKOALO.
Xovrunoelc: GMT = yeopetpikdg pésog tithog); Cl: Ataotiuota epmotooivng; PBNA = dokipacio
eEovdetépmwong pe Pdon yevdoid

BIMERVAX (rpwtotvrmo, etspodiucpés B.1.351 kou oreléyn B.1.1.7 )

Arouo. nixiag 16 ety ko ave

H avocoyovikotnta tov BIMERVAX a&toloynOnke e pio TpogyKprtikn TOAVKEVTIPIKY] KAVIKY
dokn @aong 2P (Meiétn HIPRA-HH-2) kon o€ pio moAvkevipikn kKAwvikn dokiun @daong 3 (Mehétn
HIPRA-HH-5).

HIPRA-HH-2

H Meiétn HIPRA-HH-2 givon pio ©daong 23, Sumhd TogA1], TOYOLOTONUEVT), EAEYXOUEVT] e OPOOTIKO
QAPLOKO, TOAVKEVTPIKT KAIVIKT SOKIUN U1 KOTOTEPOTNTOC Y10, TV AELOAOYNOT TG 0VOGOYOVIKOTNTOG
Kot TG ac@dAelag evog avouvnotiko gpufoitacuov pe BIMERVAX og cuykpion pe to eupforio
mRNA COVID-19 (tolwvopepdvn), oe eviilkeg TANpag epfortocuévoug katd tng COVID-19 pe
euPforito mRNA tovddyiotov 6 piveg mpwv omd v €viasn. Avti 1 kKAvikn doxyn @daong 23
UTEKAELTE YOVOIKEC TOV TV £YKVEC, ATOUO TOV NTAV OVOGOKATEGTAAUEVE 1] €YV AAPeL
VOCOKATAGTOATIKG £vTOG 12 gfdopdadwv, kabmg kat dtopa pe tponyodpevn Aoipwén COVID-19. Ta
GTOLO XPEACTNKAY EMIONG £Va EAAYLOTO SAoTNU 3 HNVAOV PETE TN ANYN OTOLGONTTOTE
avocobepomeiog (LOVOKAMVIKG OVTICOUATO, TAACUO) TPV ad T HEAETT.

Yvvolkd 765 dropa gpPordotnrav, 513 dropa éhapfav BIMERVAX kot 252 dropa élafov to
gupforito mRNA COVID-19 (tolvauepdvn). Avardnkav cuvorikd 751 dropo (504 dropa
BIMERVAX ot 247 droua pe eppdiio mRNA COVID-19), eEaupovpévav exeivav mov Bpédnkov
Oetikol oty COVID 19 evtdg 14 npepdv amd v avapvnotikn 06cmn. H tuyaomoinon
dwotpopotddnke ava nhklokr opada (18-64 vavtt >65 etwv). H ddpeon nhkia ftav 42 €
(evpoc: 19 émg 76 £€1n), e TOPOUOLO EVPOG NAIKIDV Kol 6T V0 GKEAN TOL EUforiov,
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cvpmeptrappavouévev tov 7,4% xai 7,1% tov atdpov nhikiog 65 e1dv Kot dvo oTig opddeg
epPoriiov BIMERVAX kot COVID 19 mRNA, avtictouyo.

H avocoyovikdtra pog avapvnotikng 06ong tov BIMERVAX Baciotnke o€ o agloldynon tov
YEOUETPIKDV PES®V TiTA®V (GMT) ££000eTEPMTIKMOV OVTICOUATOV, TOL LETPHONKE LE Lo SOKILaGTo
g€ovdetépwong pe Pdon yevooid (PBNA) évavtt tov maporiiaydv tov oteléyovg SARS-CoV-2
(D614G), Bfta, Aékta ka1 Opikpov BA.1. H avarioyio GMT givotl 10 anotéAespo TV TILMV
GMT(IDs) tov guforiov COVID-19 mRNA (tolwapepavn)/BIMERVAX. H un katwtepdmra Tov
BIMERVAX évavtt tov gpporiov COVID-19 mRNA (tolwvopepdvn) cuvdyetat €6v T0 avadTEPO OPLO
oV apeimievpov 95% daotpatog eumiotocvvng (CI) tov Adyov GMT eivan < 1,4. H avatepdtTa
tov BIMERVAX évavti tov gpforiov COVID-19 mRNA (tolwvapepdvn) cuvayetot €6v TO0 avadTEPO
opro Tov appimievpov 95% daotipatog epmiotocvvng Tov Adyov GMT etvon < 1,0 (BA. ITivaka 3,
oTAN Adyov GMT).

Iivaxog 3: Adyog GMT petd v avapvietiki] 66on Yo 10 gpfoio BIMERVAX évavt Tov
guporiov COVID-19 mRNA (tolivapepavn) 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
RETA TNV avapvoTiKi] 6601 (ava TAN0Vopd TPOTOKOALOV)

BIMERVAX m‘?&g’*{:ﬂgﬁﬁ;&% Eppéro COVID-19 mRNA
N=504 N=247 (tolwvapepavn) / BIMERVAX
GMT 95% CI GMT 95% CI Abyog GMT; (95% CI)

Hpépa 14 petd mv avapvnotikn 66om

é?ﬁéog 1.949,44 1696,03; 2240,72 3302,34 2793,60; 3903,73 1,69 (1,44; 2,00)
Bita 4.268,18 3701,04; 4922,21 2608,59 2188,98; 3108.63 0,61(0,51; 0,73)
Aéhta 1.459,98 1282,22; 1662,37 1473,73 1253,18; 1733,10 1,01 (0,85; 1,20)
Opkpov BA.1 2.032,63 1773,66; 2329,40 1209,23 1019,34; 1434,50 0,59 (0,50; 0,71)
Hpépa 28 petd mv avopvnotikn 66om

é?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 1.706,85 1498,96; 1943,58 1508,08 1283,26; 1772,30 0,88 (0,74; 1,05)
Opkpov BA.1 1.516,12 1322,89; 173758 987,53 833,05; 1170,66 0,65 (0,54; 0,78)

Hpépa 98 petd mv avapvnortikn 66on (N: BIMERVAX:

78; N: tolwvapepavn:

42 cVUPOVA IE TO VTOGHVOAO TOV TPMTOKOAAOL)

é?ﬁéog 1.193,17 931,14; 1.528,94; 1.054,61 761,88; 1.459,83 0,88 (0,60; 1,30)
Biita 1.980,37 1.526,63; 2.568,98 1.150,92 815,99; 1.623,32 0,58 (0,39; 0,88)
. 1.981,10 1.547,00; 2.537,02 1.014,07 730,25; 1.408,20 0,51 (0,35; 0,76)
Opkpov BA.1 668,25 514,73; 867,56 4.00,71 283,27; 566,83 0,60 (0,40; 0,91)
Huépa 182 petd myv avapvnotikn 66om

g?ﬁéog 1.213,44 1.055,38; 1.395,17 752,09 636,46; 888,74 0,62 (0,53; 0,73)
Biita 2.554,58 2.214,40; 2.947,01 1.774,54 1.489,68; 2.113,88 0,69 (0,58; 0,83)
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Aé 2.306,86 2.025,18;2.627,72 1.256,46 1.068,85; 1.477,02 0,54 (0,46; 0,65)
Ehta

Opucpov BA.1 882,67 769,93;1.011,91 667,30 562,74; 791,28 0,76 (0,63; 0,91)

N: apBpdg GLUUETEYOVI®V GTOV TANBLGUS OV TPOTOKOALO.
Yvvrpnoeig: GMT = yeopetpucog pécog tithoc); Cl: Awwotrpata gpmotocvvng, PBNA = doxipacio
eEovdetépmwong pe Pdon yevdoid

H avocoyovikdtta tng emmAéov avapvnotikig doong tov BIMERVAX a&iohoynfnke g ochvoro 288
atopwv nAkiog 18 etdv kot dve. To dtopa giyov ohokANp®OGEL TpOoTYOLUEVDG gite pin GEPA 2
docemv gufoiio mRNA COVID-19 (tolvapepdvn) ko pio, 6o BIMERVAX (Koopt 1) i 3 d6c¢e1c
guporto mRNA COVID-19 (tolvauepdvn) (Kodpt 2), kot Erafay eTmAL0V ovopvnoTiKh 66om
BIMERVAX cg pecodidotnpa 6 £éog 12 unvav petd arnd v tponyoduevn door. Ano avtd, 190
dropa avarvniay otov TAnBucud amoterespotikotntag (80 dtopa oty Kodptn 1 ko 110 dropa
omv Kooptn 2). H didpeon nhio fjrav ta 49 £t (ebpoc: 20 £mc 82 £tn), e mapopota nAKIoKe evpn
o€ apeotepes T1g Kooprteig, cvpneptlapfavopévov tov 11,5% tov atdpmv nhikiog 65 1oV Kot Gvo.

H avocoyovikdémta tov BIMERVAX ¢ emmAéov avapvnotikng 06ong Paciotnke oty a&lordynon
TOV YEOUETPIKDV pEcwV TITAOV (GMT) ££000ETEPOTIKMV OVTICOUATOV, TOV UETPHONKE e pia
doxipacio Eovdetépmong pe Paom yevdoid (PBNA) évavtt tov maparlaydv Bita, Aékta, Opikpov
BA.1 ko1 Opkpov BA.4/5. O Aoyog GMT egivai to amotédeoua tov Tiudv GMT (IDsp) towv 3 ddcewmv
guPforiov mRNA COVID-19 (tolvapuepdvn)/pog emmAéov avauvnotikng 6oomng tov BIMERVAX
omoia yopnyeiton petd amd 3 66ce1g Tov gppforiov mRNA COVID-19 (tolvapepdvn) 1 yopnyeitan
petd and 2 d6ceig mRNA COVID-19 ko piot 06on BIMERVAX. H avetepotnta g emmAéov
avapvnotikig doong pe BIMERVAX wkavoromOnke av 1o avadtepo dpio tov appinievpov 95%
dwwotmparog epmiotoctvig (CI) Tov Adyov GMT ftav < 1 (BA. [Tivaka 4, otAn Adyov GMT).

ivakog 4: Enineda €£0v0eTepOTIKOV avTicopdtov (PBNA) ko A0yoc GMT petd andé emumiéov
avapvinoetikn 66on pe BIMERVAX, yopnyovpevn gite petd omod kopra ceipd pe gpnfoiio mRNA
COVID-19 ko avapvnotiki] 66on) BIMERVAX (ko6ptn 1) €ite petd amd Kopra ce1pd pe
guporo mRNA COVID-19 ko avopvnotiky} 6661 gpporiov mRNA COVID-19 (ko6pty 2),
Evavtt TV Topoirlaydv Bita, Aéhta, Opkpov BA.1 kot Opikpov BA.4/5 Tig nuépeg 14, 98 ko
182 d660n petad amd TNV AVOPVNOTIKI 6061 (GURPOVA PE TOV TANOVONHO TOV TPOTOKOLAOV)

Koo6pt 1 Koo6ptn 2
2 d86ceic mRNA COVID-19 + 2 ddosig | 3 66osic mRNA COVID-19 + 1 d60m
BIMERVAX BIMERVAX
Metd ™ 0601 3 | Metd ™ d06on 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
N=38
Huépa 14 petd mv avapynotikn d6om
2.547,34 5.790,20 2.783,85
044 6.383,89 0,44
Bita (1.741,36; (4.371,05; (1.975,09;
(0,28; 0,68) (5.057,19; 8.058,64) | (0,31;0,62)
3.726,35) 7.670,09) 3.923,79)
1.565,21 5.199,90 030 1.637,19 408585 0.40
Aéhta (1.041,33; (3.752,82; ’ (1.130,5; N ’
(0,20; 0,46) (3.057,24; 5.460,52) | (0,28,0,57)
2.352,66) 7.204,97) 2.370,9)
1.528,68 380,61 0,43 1.739.02 4.049,01 0,43
Oukpov BA.1 T (2.492,90; ’ (1.121,56; o ’
(970,94; 2.406,80) (0,27; 0,69) (2.795,38; 5.864,84) | (0,28; 0,65)
5.142,92) 2.696,41)
( 1.094,55 294540 0,37 125,76 2.506,46 0,52
e (720 5.3 1 ’662 72) (2.216,80; © 22’ 0,62) (845,10; (1849 64 3:396 52) | (0 34’ 0,78)
BA4/S T 3.913,50) T 1.986,75) T ’ T
Huépa 98 petd mv avapynortikn d6om
. 1.544,65 0,34 3.743,39 0,43
Bijra (773,99; 3.082,64) 4.609.95 (0,16; 0,69) 1.601.47 (2.951,87;4.747,14) | (0,23;0,81)
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(3.474,24; (849,42;
6.116,91) 3.019,37)
Ao 1.330,09 (igg‘;gg 0,71 }516%21695, 1.746,82 0,63
EATO . . s k) . k) k) . .
(672,40; 2.631,08) 2586.73) (0,36; 1,43) 2.136,06) (1.305,89; 2.336,63) | (0,33;1,22)
) . 461,12 2.110,41 0,22 éig’g';’_ 1.980,84 0,26
Opuxpov BA. (214,68; 990,45) | (1467,27;3035,45) | (0,10;0,48) 1118 79’) (1.371,69; 2.860,50) | (0,12; 0,56)
Opukpov 1.886,95 1.574,26
ND ; ND ND ; ND
BA.4/5 (1.418,08; 2.510,85 (1.156,85; 2.142,28)
Huépa 182 petd myv avapvnotikn 66om
, 809,61 égiiz; 034 890,39 2.088,80 043
Biira (555,69; 1.179,56) 3216.20) (0,22;0,52) | (633,9;1.250,6) | (1.643,29;2.655,08) | (0,30;0,60)
N 732,92 130933 0,56 (gi’gg, 1337,38 0,58
Ak (489,25;1.097,95) | (9.41,50; 1.820,86) | (0,37;0,85) 1113.70) (999,37; 1.789,72) | (0,40; 0,83)
) 357,34 1.756,94 0,20 404,87 1.900,74 0,21
Opcpov BA.1 (227,83; 560,47) | (1218,19;2533,97) | (0,13;033) | (262.13;625.33) | (1.315,82;2.745.67) | (0,14;0,32)
) 1.836,26
Opuipov ND (1.373,92; ND ND a 1791 666942’41283 2) ND
BA.4/5 2.454,19) TR S0

N: Ap1Buodg coppetexovimv pe d1a0éao dS0UEVA Y10, TO GYETIKO TEAMKO ompueio
Xvvropoypapiec: GMT = I'eopetpikdc pécog tithog, Cl: dtaotiuata epmotociving, ND: dev
npocdopiotnke (not determined)

HIPRA-HH-5

Avt 1 perén elvar po suveylOUeEVT|, OVOIKTIG ETIGTLOVONG, LOVOD OKEAOVC, TOAVKEVTIPIKY,

ddong 3 Khvikn dokun yuo TNV a&loAdynon g acPAAELNG KOL TG AVOGOYOVIKOTNTOG EVOG
avapvnotukol eupoitacuod pe BIMERVAX yia v tpoéAinym g COVID-19 cg dtopo mov
gufoldotnkay e S1apopa KOpla ypovodiaypaupoto epuforiny, pe 1 yopic tponyodueveg un coPapég
rowméeic COVID-19. To BIMERVAX yopnyhonke tovidyiotov 91 nuépeg puetd v televtaio d0om
N TovAdyiotov 30 nuépeg petd ) Aoipwén COVID-19. Avt n khvikn dokyun @dong 3 anékieioe Tig
YOVAIKEG TTOL TV EYKLEC, KOOMG KOl TO GTOLLO TTOL TV 0VOCOKATEGTUAUEVA | elyov AdPet
OVOGOKUTAGTUATIKA £vTOg 12 gfdopadmv. Ta dtoua ypeldomKay eniong Eva AN IGTO S1AGTN L

3 uNv@ev petd tn Ayn omolncdNToTe avocobepamneiog (LOVOKA®VIKE OVTIGMOUOTO, TAGGHLO) TPV 0T
TN HEAET.

H evoibpeon ékBeon mepiiapfaver dedopéva amd cuvorikd 2.646 dtopa Tov eUPoAMAGTNKAY LUE
BIMERVAX ¢ avapvnotikn 66on o€ vym dropa (tovAdyiotov 16 etmv) mov giyav epuforioctel oto
mwape0ov pe dtopopetikd 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 [avacuvivacpévo]). . Amd avtodc, 230 (8%) cuppetéyovTeg
coumepANENKaY oTov TANOVGUO CVOGOYOVIKOTNTOC. XTIV OVOAVLGT 0VOGOYOVIKOTNTOS, 0 TANBVoUOC
g opddag epporiov eupoiio mRNA COVID-19 (tolivauepavn)/ euffoito mRNA COVID-19
(tolwvapepdvn) Nrav 6Aot cvppetéyovieg nikiog 16-17 etdv.

Yuvolikd, 1 didpeon nhkia nTav 34,4 £t (ebpoc: 16 £mc 85 £tn). Ot acbeveic NTav 16oppomrnpévol
HEeTaEL TV VAWV, 52,49% dvdpeg kar 47,47% yuvaikes.

H avocoyovikdtra petphinke pe dokipacio eovdetépwong pe Paon v yevdo-ukn (PBNA) katd
Tov oteréyovg SARS CoV-2 (D614G) kot Kotd Tov moaporiaymy Bhta, Aédta kot Ouikpov BA.1. Ta
dedopéva yia 10 GMT (yewpetpikog pésog tithog: IDs) katd v Evapén (Tpv amnd T yopnynon g
avapvnotikng 0oong) kot v Huépa 14 (2 efdopddeg pHetd t yopnynon Tne ovapvnoTikng d06NGg)
nmapovctdloviol 6Tov akOAoVO0 Tivaka.
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Mivakog 5: 'eoperpikoi péoot Tithol €£000eTEPOTIKOV avTicONATOV (GMT) 14 nuépeg petd
Tov gpporacpd pe BIMERVAX oz aropa nikiog 16 eTdv kol avm - avaiven avd tpotoxorrio

Apyucn) 6661 mRNA Apyukn) 0661 popia adevoioH Apyucn) 6o mRNA
(tozinameran) (ChAdOx1-S avacvvovacpévo) (elasomeran)
16-17 excdv > 18 etV > 18 etV
N=11 N=40 N=171

GMT 95% CI GMT 95% CI GMT 95% CI
Ipw a6 TV avepvnetiky 6661
Xtédleyog

720,10 356,96; 1.452,64 288,58 194,56; 428,02 657,49 499,52; 865,43
D614G
Bijta 471,68 208,39; 1.067,60 539,49 345,97, 841,26 497,77 376,98; 657,26
Aéhta 803,34 376,27;1.717,26 283,75 182,43; 441,35 914,68 657,97;1.271,55
Omkpov
BAL 257,99 99,98; 665,71 159,34 94,02; 270,05 221,62 155,51; 315,84

Hpépa 14 petd v avopvnoetiky d6om

Zréheyog

4.753,65 2.356,45;9.589,48 2.298,81 1.549,89; 3.409,63 443727 3.371,158; 5.840,55
D614G
Bita 8.820,74 3.897,14; 19.964,72 5.009,47 3.212,53;7.811,54 6.857,95 5.193,76; 9.055,38
Aérta 7.564,79 3.541,05; 16.160,76 2.600,31 1.671,78; 4.044,56 5.811,47 4.180,44; 8.078,87
Opucpov
BAL 5.757,43 2.231,25; 14.856,19 1.847,41 1.090,05; 3.131,00 4.379,81 3.073,24; 6.241,85

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

Epnpor nhixiog 12 éwg 17 ety
H avocoyovikotnta tov BIMERVAX o¢ dropa nAkiog 12 éoc 17 etdv alohoynbnke otnyv ev
eEeli&el molvkevTpikn KAIKY dokiun edong 2B (Meilétn HIPRA-HH-3).

HIPRA-HH-3

H napovca pehétn sivar pio cuveyt{OLEVN OVOIKTIG EMGTUOVONC, U1 EAEYYXOUEVT), LOVOD GKEAOLG,
TOAVKEVTPIKY], U1 KATOTEPOTNTAG, PAOTG 2P KAWVIKY SoKIUn Yo TNV a&loAdynoN TG 0oPAAELNG KOt
NG VOGO YOVIKOTNTOG EVOG ovapvnotikob epfoitacpovd pe BIMERVAX og gpnfoug niikiog 12 émg
17 etcdv. To BIMERVAX yopnyndnke tovAdyiotov 6 unveg Hetd v televtaio 661 TG KOPLog
oepdc. H pedétn HIPRA-HH-3 anékheioe £pnPec mov Ntav &ykveg kabdg Kot pnBoug mov ftav
OVOGOKUTEGTOANEVOL 1] TOL £XOLV AGPEL 0vOGOKATAGTAATIKG £vTOC 90 Nuepdv. Ot GUUUETEXOVTES [IE
YVOOTo 16T0p1kd Aoiumwéng amod tov 10 SARS-CoV-2 anokAeiotnkov amd Ty aviiven
0VOCOYOVIKOTNTOG,

Kotd tov ypovo ¢ evotdueong avdivonc, cuvoAtka 240 £pnpot cuUUETEXOVTEC EUPOAACTNKAV UE
avapvnotiky 66cn BIMERVAX. Ao avtotg, 88 dropa nrav emAéSipa yio tnv aviloon
avocsoyovikotntag. H khpla avdivon avocoyovikotntog, Tov petprinke pe tn dokipacio
eEovdetépwong pe Bdon v yevdo-ukn ovsio (PBNA), cuvékpive Toug Ye®@UETPIKODS HEGOVG TITAOVG
(GMT) 1oV e€ovdetep@Tik®V ovTicOUATOV katd te Oukpov BA.1 pe ekeivoug mov mopatnpnonkoy
o€ veapolg eVAKeg ouppetéyovteg (MAkiag 18 €mg 25 eT®V) amd TV TPoEYKPLTIKN LEAETN pdong 2
oe evijlikeg (HIPRA-HH-2) katd v Evapén kot v Huépa 14 (2 efdopdadeg petd tn yoprynon mg
avapvnoTikng 60omg). Kat o1 600 opddeg GUUUETEYOVTOV TOL GLUTEPIANEONKAY TNV aviAvon dev
glyav TPOMNYOHUEVO TEKUNPLOUEVO 10TPIKO 16TOPIKO Aoiuwéng amd tov 10 SARS-CoV-2.

Ta dedopéva yio Tov TiTAol E£0VIETEPOTIKMV OVTICOUATOV KaTd TG Opikpov BA.1 katd v ‘Evopén

(mpv amd ™ YopNYNoN TS AVAUVNOTIKNAG d6omMg) Kot Tnv Huépa 14 petd tov eufoitacud mapéyoviol
GTOV TOPUKAT® TIVOKOL.
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ivakag 6: TitAol e£0VOETEPOTIKOV AVTICONATOV KoTA TS Opikpov BA.1 o115 14 nuépeg peta

™V avopvnotiky] 0661 pe BIMERVAX o€ gp1ifovg nukiog 12 g 17 etov (AAn0vopdg

UVOGOYOVIKOTITOG)
E 7
ZTOTIOTIKG (12-;p5'I .f:(}w) (12::?7“ E:(;)v) (12)?;);?%\-)
oroyia (N =61) (N=27) (N=88)
T'eopeTpukog
i i 1.240,77 1.457,30 1.303,54
"Evapén pnécog 6pog
95 % CI 894,78; 1.720,55 984,9; 2.156,3 1.016,05; 1.672,39
T'eopeTpukog
) ; 22.970,81 26.792,00 24.081,34
péoog 6pog
95 % CI 18.033,27; 29.260,25 20.150,31; 35.622,86 19.741,36;29.375,43
GMFR 18,51 18,38 18,47
Hpépa 14 | 95 % CI 13,28; 25,81 13,15; 25,71 14,41; 23,69
> teTpomhaola
petaforn amé v 54 (88,5) 27 (100) 81(92)
gvapdn, n (%)
95 % CI 77,8; 95,3 87,2; 100 84,3 ;96,7

N: Ap1Buodg coppetexoviov pe d1a0éaio deS0UEVA Y10, TO GYETIKO TEAMKO ompueio
Yvvrunoelc: GMFR = TI'eopetpikog péoog kivovvog anénong; CI: Alaotipote eUmeTosOvIG

Hlxouévoc mAnfuoudc

H avocoyovikotnta tov BIMERVAX XBB.1.16 katadsiydnke otov nAkiopévo tainducspd
(=65 etdv).

Avocokoteotaiuévoc TAnfuopdc

H avocoyovikdtnta kot 1 ac@dieio piog avopuvnotiknig 66ong BIMERVAX a&loloynOnkav og o
@aong 2p/3, avorytng eTIcTLOVoNG, LovoD okéAoVE, TolvkevTpikn KAvikn ookur (HIPRA-HH-4) ce
EVIIMKEG e TPOVTAPYOVGEC OIVOCOKUTAGTUATIKESG TOONGELS, GUUTEPILOUPAVOLEVOV TV OTOU®Y TOVL
Covuv pe Aolpmén amod tov 10 avpamivng avocoovendpkelag (HIV) pe emipovoug apBpodg CD4 T-
Kuttapov < 400/mm? evtdg tmv teEdevtoinv 6 UNVOVY, HETOPOGYEVGT VEPPOD VIO 0VOGOKATUCTOATIKA
Oepaneia cuvtnpnong, apokdbapon/aepitovaikn kdbapon, TpmTomadelc AVETAPKEIES AVTICOUATMV
pe Bepamneia vroxatdotoong IgG kot avtodvoon voco pe Bepamneio pe prrovsydpnn/okpeM{ov .
H avapvnotikn 66on tov BIMERVAX yopnynonie tovidyiotov 91 nuépeg petd amd 3 mponyodueveg
d6ceic tov gpporiov COVID-19 1 petd amd 2 666€1c ouv TekunpLopévo .otopikdé COVID-19. Ot
GUUUETEYOVTEG LE 16TOPIKO TN vOsov COVID-19 gmtpdnnke va eviayBolv, edv giyav dayvootel
TovAdyiotov 91 nuépeg mpv amd v Evtaln.

Yuvolika 238 dtoua sufoidomray pe avouvnotikny 66on BIMERVAX kat avolvOnkov cuvoAtka
228 ovupetéyoves, eEopovpévav ekeivev mov Ppébnkav Betucol yioo COVID-19 evtog 14 nuepov
amo Vv avapvnotikn door. H didpeon niucio ftav ta 56 £t (ebpog: 21 €wc 90 ).

H avocoyovikdtnta petprinke pe dokipacio eEovdetépwong pe Baon yevdoio (PBNA) katd tov
oteléyovg SARS-CoV-2 (D614G) kot katd g Prita koar Omicron BA.1 ko BA.4/5 éwg ot 12 pveg
UETE TV OVOLUVTOTIKT] 8OGT € OAEG TIC OVOGOKAUTAGTAATIKEG GUVONKEC TOV HEAETHONKAY, EKTOC OO
Ta dtopa wov Covv pe emPeforwpévn Aoiuwén arnd HIV, otoug omoiovg 1 avocoyovikotnta
petpnonke pe dokipacia Eovdetépmaong v (VNA) xatd tov oteléyovs SARS-CoV-2 (D614G) xon
katd tng Omicron BA.2. Mia avapvnotiky 66comn tov BIMERVAX gvioyvoe T yuukn avocoroytkn
avTOTOKPIoT G€ OAEG TIC AVOCOKUTOGTOATIKEC KATAGTAGELS, EKTOC 0T TOL ATOUN UE OLTOAVOGT VOGO
mov Aapfavovv Bepameia pe prrov&ipuaunn/okperlovpdunn. Qot660, dev TPOyUATOTOMONKE
GUYKPLON UE OVOGOAOYIKE 1KAVE ATOLO TTPOKEUEVOL VO, DITAPYEL EVIUEPMOT] Y10 TO PEYEBOC TG
OOV S1aPOPAc OGOV APOPE TIG AVOCOAOYIKES OVTIOPACELS. LVVETMG, 1 KAVIKY GNHocio TV
OVAPEPOLUEVOV OVOGOLOYIKMV OVTOTOKPICEMY GE AVOCOKATEGTOAUEVA ATOLM VAL AYVOGTN.
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TMouwdwarpikdc TANOveuUOC

O Evponaikoc Opyaviopog Papudkmv xel SOGEL avofodn amd TNV VTOYPEMGCT) VITOPBOANG TV
omotelecudtov tov peretdv pe 1o BIMERVAX cg pia 1 meptocotepeg bmokoTyopieg Tov
modtoTpko TANBvo o Yo v TpoAnyn e COVID-19 (BAéne mapdypago 4.2 yio mAnpogopieg
GYETIKA UE TNV ToUd10TPIKT| ¥p1on).

5.2 @appokoKivnTIKES 1O10TNTEG

Agv epapuodletat.

5.3 TIIpoxlvikd dedopéva Yo TNV a6@drela

Ta pn KAvikd dedopéva dev amokaAVTTOLY 1010iTEPO Kivovvo yio Tov dvBpwmo e Baon Tig
SVUPOTIKEG LEAETEC TOEIKOTNTOC ETAVOAAUPBAVOUEV®DY OOCEMV.

T'ovoto&ikdtnTo Kol KapKIvoyEVESN

To BIMERVAX XBB.1.16 dgv £€xet alohoynOei yio To yovotoEikd 1| KapKivoyovo duvopko tov. Ta
GLGTATIKA TOL EUPOAIOV deV aVOUEVETAL VA £Y0VV YOVOTOEIKO 1) KOPKIVOYOVO SUVOIKO.

Avamopoyoyikn toéikdtnTa

AteEnyOn peAétn avorTLELIOKNC KOl VOTTOPaYOYIKNG TOEIKOTNTOC € BNAVKOVG Kol 0pCEVIKOVG
apovpaiovg Tpv amd 1o Levydpmpa ko Katd ) didpkela e kimone. To BIMERVAX yopnynonke
€vOOULIKA (16000VOUO Le o TANPN avOpdTvy d00T) o€ BNAVKOVE apovpaiovs 6e TEGGEPLS
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 mptv and 1o Levydpmua. Aev mapotnpnOnkay
oyeTi{OpeEVEG e TO EUPOAIO OVETIBOUNTEG EVEPYELEG GTI YOVIUOTNTA, TNV KOToT)/YOAOLYiO 1 TNV
avAmTLEN TOV EUPPVOL KaL TOV ATOYOV®V.

6. DOAPMAKEYTIKEX TAHPO®OPIEXZ
6.1 Kotahloyog ekddymv

A®SEKADOIPIKO POCPOPKO IVATPLO
AdpoyoviKd POGPOPIKO KAALO

Natpro yroprodyo

Kdio yAwpiovyo

"Yowp yia evéoiuo

I"a 1o avocoevioyvTtiKo, BA. mopdypapo 2

6.2 AocvupatéTnTeg

AVT0 TO QUPUOKEVTIKO TPOIOV EV TPETEL VO, AVOUELYVVETOL UE AAAL. QUPUAKEVTIKG TPOTOVTO 1 VOl
OPOLOVETAL.

6.3 Awdpkera Long
1 xpdévo ce Bepuokpacio 2°C — 8°C.

6.4 Iowitepeg mpourdéers katd T POLAEN TOV TPOIOVTOG
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DdvAdocete o€ yoyeio (2°C — 8°C).
Mnv katoyoyeTe.

Ddvidcoete To PLOAISIN 0TO E£MTEPIKO KOVTL Y10, VO TPOGTATEDOVTUL OO TO PG,
5 D01 KL GLOTUTIKA TOV TEPLEKTN

0,5 mL yoAoktdpatog o€ eradidto pog d6ong (yvail tomov 1) khelotd pe ehactopepéc topa tomov 1
KOl oQPAYIOT) QAOVUIVIOV LLE TACTIKO OTOGTIMIEVO KOTAKL.

Kda0e prokidio piog d0omg mepiéyet 1 66om twv 0,5 mL.

Méyeboc cvokevaoiag: 5, 10 1 20 grodidwo piag 06onC.

Mmropei va, unv KuKAOPOPOLV OAEG Ol GLOKEVAGIES.

6.6 Iowitepeg TPOPLAGEELS UOPPLYNGS KAl GALOG YELPIGIOG

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.

Tpoerouaaio yio. ypyon

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

e To un avorypévo gufoito Ba mpémel va puidocetal og Beppoxpacio 2 °C éwg 8 °C kot va
dlotnpeitat viog Tov eEMTEPIKOV KOVTIOV Y10 TPOCTOUGIN 0d TO PMC.

o Auécmg mpv amd T ¥PNom, AEUPESTE TO PLoAidto Tov gpPoriov omd 10 EMTEPIKO .

EmBewprore 1o prolidio

o [lepdwvnote amold 10 PLOAIdI0 TPV Amd TNV amdGVPOT) TG 06oNG. M1V avaKiveite.

o Kd0Oe @laAioto mepiéyetl évo AeVKO Kol OLLOIOYEVES YOAAKTMLO.

o Embeswpnote ontikd 10 UPOAL0 Yo TUYOV COUOTIOKN VAT /KOl OTOYP®UATIGUO TPV o TN
yopnynon. Mnv yopnyeite to epufoio bv vdpyel omorodmote and To dvo.

Xopnynore 1o eufiolio

o Y& kabe Qroidio mephapPavetor vepTANP®ON Yo Vo SlcParoTel 0Tl pmopel va e&ayel 1 d6om
v 0,5 mL ékaotn. Amoppiyte TuyOV VTOAEOUEVO EUPOALO OTO PLOAISIO PETA TNV eENy®YT TNG
doong tov 0,5 mL.

e Mia 660m twv 0,5 mL avtAieiton 6€ po amooTEP®UEVT PEAOVA KOl L0 OTOGTEPMUEVT] cUPLYYQ
IOV YOPMYEITUL Pe EVOOUVIKT EVECT|, KATA TPOTIUNGT GTOV SEATOELDN UL TOV Ave PBpayiova.

o  Mnv avautyvoete to eUforo oty idto cOptyya pe GAAo eUPOALL 1 QOPUAKEVTIKE TPOTOVTAL.

o  MnVv GUYKEVIPAOVETE TNV TEPIOGELD TOV EUPOAIOD 0Td TOAAATAG QLOAISLAL.

Amdppryn
KdaBe aypnoyomointo @oaprakentikd Tpoidv 1 DTOAEUN TPETEL VO UTOPPITTETAL GOUPOVE, LUE TIG
KOTO TOTOLG IGYVOVGES GYETIKES OLUTAEELG.

7. KATOXOX THX AAEIAX KYKAO®OPIAX
Hipra Human Health, S.L.U.
Avda. la Selva, 135

17170 Amer (Girona)
IZITANIA
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8. APIOMOZ(0OI) AAEIAX KYKAO®OPIAX

EU/1/22/1709/005

EU/1/22/1709/006

EU/1/22/1709/007

9. HMEPOMHNIA ITPQTHX EI'KPIXHY/ANANEQYHY THX AAEIAX

Huepopnvia mpdng €ykpiong: 30 Maprtiov 2023

10. HMEPOMHNIA ANAGEQPHXHX TOY KEIMENOY

Aemtopepeic TANPOQOPIES Y10 TO TOPOV QOPUUKEVTIKO TPOioV gival S10EGIIES GTO SIKTLAKO TOTO TOV
Evpordaikod Opyavicpov Goppdkwv 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 ITPOIONTOX

BIMERVAX LP.8.1 evéoipo yoraktmpo

Eppoiio COVID-19 (avaouvovacpévo, 0vOGOEVIGYLUEVO)

2. MOIOTIKH KAI ITIOXOTIKH XYNGEXH

[Ipodxkertan yuo prodidio povig 66ong mov mepi€yet 1 do6om tov 0,5 mL.

Mia 06om (0,5 mL) mepiéyet 40 piKpoypoppdpio. OpLodepovg cHVINENC TG AVOCLVOVAGIEVNC
neployng deopevons vrodoyéa (RBD)* g mpmtetvng axidag tov 100 SARS-CoV-2 (otéheyog
Opucpov LP.8.1 — LP.8.1) avocoevioyvpévou ue SQBA.

*apdayeton pe texvoroyia avacvvovacuévov DNA e ) ypnon eopéa EKppacng TAAGHSI0L 6€
Kkuttopkn oepd CHO.

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

Y10 EVECLOL.

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

3.  ®APMAKOTEXNIKH MOP®H
Evéowo yordxtopa (éveon)

Agvkb opo10YEVEG YOAAKTMLUA.

4. KAINIKEX ITIAHPO®OPIEX
4.1 OgpamevTikég gvoeitelg

To BIMERVAX LP.8.1 gvdgikvoton yio TV EVEPYNTIKN 0VOGOTOINGT HE OKOTO TNV TPOANYT TNG
vocov COVID-19 mov npoxoieiton amd tov SARS-CoV-2 oe dropa nhikiog 12 etodv kot Gvem.

H yprion avtod Tov epforiov mpémet va yivetar cOUPOVA LE TIC EMIGNES GVOCTACELS.
4.2 Aocoloyio kor TpOTOG YOPNYNONS

Aocoloyia

Aroua niixiog 12 etwv kot dvw
®a mpémet va, xopnynOel pio povny evéopvikn 66om (0,5 mL) tov BIMERVAX LP.8.1 aveéaptnrta and
TNV TPONYOVLEV KaTdoTaoN ERPoiiaciov yia v COVID-19 (BA. mapdypapo 5.1).

Avoookozeotaluévo, aropo

[Ipdcbeteg 600e1g pmopovv va yopnynbovv 6e coPapd avOCOKATESTAAUEVO (TOUO GOLPOVE, LE TIG
emionueg ovotdoelg, PA. evotnta 4.4 ko 5.1.
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T dropa wov €xovv epforactel oto mapehBov pe epuforo katd e COVID-19, to BIMERVAX
LP.8.1 Ba wpémet va yopnyeiton TovAdytotov 6 uiveg LeTd TNV To TPOSATH 006N €vOG eRforiov kaTd
g COVID-19

Hliouévos ninbooudg
Agv amaiteitol Tpocapoyn e 60omg oe NAKIoUEVH dTopa NAKiag >65 eTmv.

Houdrorpixoc ninQvouog
H aocpddeia kot n amoterecpatikotnto tov BIMERVAX LP.8.1 6g moudud nAikiog kdtow tov 12 etdv

dev &yovv Tekunplobel akdpa. Agv vrdpyovv dabéoiua dedopéva.

Tpomog yopnynong

To BIMERVAX LP.8.1 mpoopiletar povo yio evOopviKn xopynor|, Kotd TpoTipnor 6Tov dEATOEON
Ho tov dve Bpayiova.

To euPforio dev TPEMEL VaL EVIETOL EVOOAYYELOKA, VTOSOPLN 1] EVOOIEPUIKA.

To euPfoiio dev TPEMEL VoL AVAUELYVIETOL GTNV 1010 GUPLYYQ LE OTTOLONTOTE QAL EUPOALO 1)
POPULOKEVTIKA TPOTOVTOL.

IMa t1g TpoLAGEELS TTOL TTPémel va AneOovV TPy amd T xopNynom tov eufolriov, PA. mapdypapo 4.4.
IMa 0dnyieg oyeTikd pe Tov ¥ePIopd Kot T amdppiyn Tov epforiov, PA. Tapdypapo 6.6.
4.3 Avtevosigelg

YrepevoioOnoia 61 dpactikn ovsia 1| 6 KAmolo amd To £KO0Y TOV AVUPEPOVTOL GTNV
Tapdypoo 6.1.

4.4 E101kég TPoEdOTOUNGELS KUl TPOPVAGEELS KATE TN (piom

IyynAaciuotnta

IIpoxeyévou va Bektimbel n yyvnAacipudtnta Tov BloAoYIKOV QopUAKEVTIKOV TPOTOVI®V, TO OVOLLX
Kol 0 aplOpOg TOPTIONG TOL YOPYOVLEVOL PAPLLAKOV TPETEL VO, KATAYPAPETAL LLE COPVELQL.

Yrepsvoucnoio kot avopuialio

"Exovv avaeepbet coppdvta avaevrotiog pe epporia COVID-19. O mpénet va eival Tavia dueso
Stabéotun KaTdAANAN WTPIKY ay®yn Kot ENiPAeyn o€ TEPITTOOT OVOPVAOKTIKNG OVTIOPAOTG LETA TN
¥op1ynon tov gppoiiov.

2UVIGTATOL GTEVT] TOPAKOAOVONGN Y10 TOVAMYIGTOV 15 AemTd petd Tov eUPoMacHO.

Agv Oa mpémel va, yopnynel mepattépm 6061 TV EUPOAIOL GE ATOUE TTOV EUPAVIGOY aVaPVANEIN LETA
amd mponyovuevn d6on tov BIMERVAX.

Avtidpaosic oystilduevec pe Gyyoc

Mmopei va, eLeavioTovV avtidpdoelg Tov oyetilovtat e TO dyyog, CUUTEPIAAUPOVOLEVOY TV
OYYELOMVEVLLOVOYOAGTPIKAOV OVTIOPACENDY (CLYKOTT), TOV VIEPUEPICLOD 1) TWV OVTIOPAGEDY TOL
oyetilovTatl Le TO OTPEG G€ GLVIVAGHO LE TOV EUPOAACUO, MG YOYXOYEVIS OVTIOPOOT) OTNV £VEON UE
Berdva. Etvar onpovtikd vo Aappdvovior Tpo@uAdEELS Yo TV ATOPLYN TPOVLATICUOD Ao
AmoBvopia.
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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 LP.8.1
eVOEYETOL VO gVl 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 epuPforio, o eufortacudc pe to BIMERVAX LP.8.1 pumopel va unv mpoctotevet
OLoVG TOVG ANTITEC TOV gpPoriov.

"Exdoyo pe yvootn dpbon

Kaiio

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 alinAemiopaong
Agv &govv Tpaypotonombel pelétec aAANAETIOPAGEWDY.

H ovyyopniynon oo BIMERVAX LP.8.1 pe dAla epuforia oev Exel pedetnet.

4.6 T'ovipétnTo, KONON KAl Yorovyia

Kinon
Agv vrapyet epmepio pe ) gpnon tov BIMERVAX LP.8.1 otic £ykveg yuvaikec. Melétec og {da dev
Kat€delEay dpeon 1 EUUESN TOEIKOTNTA GTIV EYKVLOCUVT], TNV AVATTLEN TOL EUPPVOV, TOV TOKETO 1)

T petoyevvntiky avantoén (BA. Tapdypago 5.3).
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H yopriynon tov BIMERVAX LP.8.1 katd t didpkela ¢ eykvpoovvng Ba tpénel va eetdleton
puévo 4tav To TOAVA 0PEAT VTEPTEPOVY TOV THAVAOV KIVOUV®OV GTI UNTEPQ Kot TO EUPPUO.

ONnAacpog
Agv givon yvoot6 v to BIMERVAX LP.8.1 anekkpivetol 6to avOpodmvo yaia.

Agv avopévetar enidpacn oto ONAalovta veoyévvnta/Ppéen, ETE0n 1 CLGTNUOTIKY £kOeon o
Onralovoa pntépa oto BIMERVAX LP.8.1 givon apeAntéa.

Tovipémro

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

4.7 Emodpaceig 6TV IKEVOTNTA 001]Y1|61G KOl YEIPIGHOD U OvLdTOV
To BIMERVAX LP.8.1 dev €xet kapio 1 £l aoLOVIN EMIOPACT GTNV IKAVOTITO 00N YN0 KOl
YEPLOUOD UNYovnUATOV. 26TOGO, OPIGUEVES OO TIG EMOPACELS TOV OVOPEPOVTIUL TNV

TaPAypoeo 4.8 UTopel v, EANPEAGOVY TPOSMPIVY TNV IKAVOTITA 0d1YNONE N XEPIGHOD
unyovnuéToy.

4.8 AvemOOuNTESG EVEPYELES

IIepiinyn tov TPOEIA acQAAELOG

BIMERVAX (mpwtotvrmo, stepodiuspéc B.1.351 kou oredéyn B.1.1.7)

Aroua niixiog 18 etwv kot dvw

O 10 oVyvEG avapepdUEVES avemBOUNTEG evEPYELeg LETE amd o avouvnotikn 6oor e BIMERVAX
o€ eVAAIKA dtopa Tov EAaPav o apykn oelpd pe epfoito mRNA COVID-19 fjrav ndvoc 6to onueio
g éveong (82,9%), kepararyia (30,9%), kémwon (31,1%) kor poadryia (20,7%). H didpeon dbpketa
TOV TOTIKAOV KOl CUGTNHOTIKOV aveTlBOunTov evepyelov ftay 1 €mg 3 nuépec. Ol meplocoTepeg
avemBouunTeg eVEPYELES EPOOVIOTNKOY EVTOG 3 NUEPAOV UETA TOV EUPOMACHO KOl HTOV NTLOG EWOC
HETPLOG GoPapOTNTOC.

O1 o oLy VEG aVETIBOUNTEG EVEPYEIEG TTOL OVAPEPONKOV PETA OO L10L TPOGOETT AVALVIOTIKT 600
BIMERVAX ¢ tétaptn d6on Nrav movog 610 onueio g éveong (79,9%), kepororyia (25,0%) kot
koémwon (25,0%). H dibipeon d1dpKeto T@V TOTKOV KOl GUGTIUATIKOV OVETBOUNTOV EVEPYEIDV NTOV
1 ¢wg 3 nuépec. Ot meprocdTEPEG AVEMBOUNTES EVEPYELEG ELPAVIOTNKAY EVTOG 3 MUEPDV LETA TOV
gufolacud Ko nTov Amag E0G LETPLOG coPapOTNTIC.

Eopnpor nhixiog 12 éwg 17 erwv

O 10 oVyvég avapepdueveg avemBOunTeg evépyeteg Hetd and o avopuvnotikn 66on BIMERVAX ceg
epnPovg Ntav Toévog oto onueio g éveong (77,5%), kepaiadyia (28,3%), kommon (29,3%) kot
Kaovyia (22,5%). H d1dueon d14pKeLd TOV TOTIKAOV KOl GUGTNHOTIKOV aveETIHOUNTOV EVEPYELOY NTAV
1 £w¢ 3 nuépec. Ot meplocdTEPEG AVETIOOUNTEC EVEPYELEC ELPAVIGTNKOY EVTOC 2 NUEPDV LETA TOV
gufolacud Ko nTav Amag Emg PETpag Papdtnrag.

BIMERVAX XBB.1.16 (BIMERVAX mpocoopuoouévo yia tny Omicron XBB.1.16)

H acpddreia tov BIMERVAX XBB.1.16 cuvayetot amd to dedopéva acpdieiog tov pforiov
BIMERVAX (apyuco, etepodipepés B.1.351 kan B.1.1.7) kot to. dedopéva ao@AAELNG amd TNV KAVIKY|
doxyun Tov Tpocsappocuévou epforion BIMERVAX XBB.1.16.
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To cuvolikd mpoPiA acearetlag yia Vv avapvnotiky 66on BIMERVAX XBB.1.16 tav mapdpolo pe
oVTO oL TTapaTPNONKE petd v avapvnotikn 66on BIMERVAX (Apyikn, etepodipuepnc B.1.351
kot B.1.1.7 otedkéyn). Ot mo ouyvég avemBOunTeg evEPYELEG TTOL AVAPEPON KAV NTOV TTOVOG GTO OTUEiD
g éveong (68,11%), keparodyio (23,42%), kémwon (19,60%) kot poaiyia (13,62%). Ot
TEPLGGOTEPEG AVETIOOUNTEG EVEPYELEC NTAY NMTTLOG £ LETPLAG PapdTnTag. Agv eviomicTnKay VEEG
ovemBOunTeg evépyeleg yia v avapvnotikn 66on BIMERVAX XBB.1.16.

BIMERVAX LP.8.1 (BIMERVAX npocopuocuévo yia tny Omicron LP.8. 1)

H acpddreia tov BIMERVAX LP.8.1 cuvayetatl and o de00UEVE AGPAAELNG TOL EUPoLion
BIMERVAX (mpmtotumo, etepodipepés B.1.351 kot B.1.1.7) kot amd T0 TpOGapUOGUEVO YidL TV
Omicron gufoiio BIMERVAX XBB.1.16.

Koatdloyoc ovemfountmv VEPYELDY GE LOPOT TIVOKO

To mpoik ac@dielag mov mapovsidleton Tapakdto Paciletal 6e GVYKEVTPMTIKG OEOOUEVO OCPAAELOG
OV TTPOEKLYAV A0 dVO KAWVIKEG SOKIUES pdiong 2 Kot edong 3 e cuvorika 3.156 dropa nAkiog 18
ETOV Kot Avo, To omoio EAafav pia avapvnotiki 6o BIMERVAX tovAdyiotov 3 puveg petd amd
éva wpornyovpevo epforto katd tng COVID-19. H dudpeon didpieia tng mopakorovdnone aocpileiog
Nrav 12 pnveg yo 1o 99,4% tov atopwnv Kot 6 unveg yia to 0,6% tov atdpmv.

H acopddeia g emmiéov avopvnotiknig 60ong 1o BIMERVAX wg tétaptng 06ong a&lohoyndnke oe
288 droua, nAikiog 18 etdv Kot avm, ta omoia eiyav ohokAnpdoel ite 3 do6oelg epfdoilo mRNA
COVID-19 (tolwvapepavn) eite 2 do6oetg epufoiio mRNA COVID-19 (tolivapepdvn) kot 1 66on
BIMERVAX, ka1 éhafav emmiéov avapvnotiki 06on BIMERVAX cg pecodidotnua 6 £og 12
UNVGOV PETA otd TNV Tpitn mponyovpevn d6om.

H acopddea pog avapvnotikng 66ong BIMERVAX ce epnfouvg nikiag 12 éwg 17 etov Paciletol ot
dedopEVa AoPAAELNG 0O TNV KAVIKT SOKIU 0Aong 3 Kot TV KAk dokiun edong 2P mov givol og
€EEMEN. ZuVOAIKA 276 CULETEXOVTES, LLE KoL YMPIG 10TPIKO 1GTOPIKO TPONYOLLEVIC AOTHMENG aTtd
tov 10 SARS-CoV-2, éhafov avapvnotikr d6orm tov BIMERVAX tovAdyiotov 3 ufiveg petd tnv
teAevTaio 000 TNG APYIKNG CEPAGC.

H acpddeia pog avapvnotikng 66ong tov BIMERVAX XBB.1.16 a&lohoynOnke oe pia v e&gliéet
KAk dokiun @dong 2p/3 og dropa nikiag 18 etdv kot dve mov £yovv gpforlactel TANP®S KATA
g COVID-19 pe gufoito mRNA touAhaylotov 6 WRveg Tptv omd T AW UG GVOUVIOTIKNAG 006G
ue BIMERVAX XBB.1.16. An6 avtiv ) pneAém, olatifevrot dedouéva acpiretag yio 602 dtoua wov
éhapav avapvnotikn 66on BIMERVAX XBB.1.16 pe d1dpeco ypdvo mapaxkorobnong 6 unvov.¢

Ot avemBduntec evépyeieg Tov mapaTnPNONKAY KAt T S1ApKELD. KAMVIKOV SOKIUOV mTopotifevton
TOPOUKATO COUP®VA UE TIG akOA0VOEG Kot yopieg ovyvotnTog: ToAD cuyvég (>1/10), cuyvég
(=1/100 gmg <1/10), Oy ovyves (=1/1.000 £mg <1/100), oravieg (=1/10.000 £wg <1/1.000), Tord
onavieg (<1/10.000) kot un yvootig cvyvotnTog (dev pmopovv va extiundodv pe Bdon ta dtobéoipa
dedopéva).

Y& k@0e opadomoino” GLYVOTHTMV, Ol AVETIOVUNTEG EVEPYELEG TOPOVGLALOVTUL KUTA GEPH POivovsag
coPopdtnTaC.
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Mivakag 1: AvemBopnteg evépyereg omo Tig KMvikég dokipués Tov BIMERVAXoee dtopa 12 etdv

Ko Gve
Kotyopia/ IMoA0 cvyvég | Xvyvég Oy ovyvég Yravieg Mn yvootig
0PYOVIKO oLYVOTNTOS
cvoTnuo
Awrapayés Tov Agppadevomdde
0ipoToS Kol TOV w®
Aep@kov
GULOTIHNOTOS
Awrapayés Tov | Kepalaiyio Z6én oporcOncio
VEVPIKOD Yrvniia YrnosOnoia
GLOTNNOTOS
Koporokég [Tepwcapditido?
owTapoyés
Taotpevrepkég Algppoio Odvvopayio
oLTOPOYES "Epetog Kot\okd
Nowtio éAyoc?
Awrtopoyés TOL Kvnopog Kvidmwon
0£PNOTOS KO TOV Yrepdpwoio
V0d6pLOV 16TOV E&avOnpua
Epobnua
Awrapayég Tov Moodyio ApOpodyio
HVOGKELETIKOV
GULOTI MO TOS KOL
TOV GUVOETIKOV
16700
Cevikég Akyog mg | Oidnpa g | E&acBévion Molomiopog
owrapayés ko | Béong éveong | Béomg éveong Piyn mg 0éomg
Kotootdosls 61 | Konwon Eponpa g | Kakovyia éveong
0om ropnynong 0éomg éveong Kvnopog mg YnepevosOnot
Yidpovorn g | Béomg éveong a g 0Béong
0éomg éveong éveong
MMupegia
Moocyohoiog
mOVOg

* Avtdg 0 Opoc mepthdpPave enione cvuPdvto Tov avaEEPONKAY OC AELPASEVITION
P Avtdc o dpog mepihduPoave emiong copfava mov avapépOnkoy wg GAyoc dve Kat KaTm Kothiog

¥ Mg Bdiorn €va povo cupPdy kKatd Tn S1dpKELD TOV KAVIKGOV SOKIUMV

TMoudwarpikdc TANOveUOC

SkMpuvon g Béong éveong, M KOKOVYI, O TOVOG OTN HOOYXGAN Kot 1 apBpaiyio epgaviotnkay og
VYMASTEPEG GLYVOTNTEG GTOVG EPNIPOVE GE GVYKPION LLE TOVG EVAAKEG, LLE TN GLUYVOTNTA VO Eivat TOAD
GLYVI GTOLG £PTIBOVG.

Avopopd Thavorloyoduevev avert@OuUnNTOV EVEPYELHDV

N avapopd TOUVOAOYOOUEVOV aVETIHOUNT®V EVEPYEIOV PETA OO TN XOPNYNON GOEC KUKAOPOPIaG
TOV QOPUOKEVTIKOV TPoidvTog eivar onuavtikr. Emitpénel tn ovveyn mapoakolobnon g oyéong
0QEAOVG-KIVOUVOL TOV (QOPUOKEVTIKOD TPoidvtog. Znteitor amd Tovg emoyyeApotieg vysiag vo
avaQEPOLY 0TOEGONTOTE TOAVOLOYOVUEVES OVETIOVUNTEG EVEPYELEC UEG® TOV €0VIKOD GLGTAWOTOG
ava@opdg mov avaypagpetor oto [lopdaptnua V kot vo coumepiddfovv tov oplBud maptidng, €hv

VIAPYEL.

4.9 Ynepooocolroyia

Y& mePInTOOoT VIEPSOGOAOYING, CLVIGTATAL TAPUKOAOVONGN TV {OTIKOV AglTovpyldV Kot Tihavn
ouumTOUATIKY Oepameio.
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http://www.ema.europa.eu/docs/en_GB/document_library/Template_or_form/2013/03/WC500139752.doc

5. DOAPMAKOAOTIIKEZ IAIOTHTEX
5.1 @oppokodvvopKES 1O10TNTES
Doppokobepamevtikn katnyopio: Epporto, epforia Covid-19, kmdokog ATC: JO7TBNO4

Mnyoviopdg 6pdonc

To BIMERVAX egivai éva gpupOA10 avacuvoLasuévng TpmTeivng Tov 0moiov 1) SpacTIKY ovsio
(avTydvo) givar 1o dpuepéc GVVINENG TG AVOCLVOLAGUEVIC TEPLOYNG déopevong vrodoyéa (RBD) g
mpwteivng axidag tov 100 SARS-CoV-2 6. Metd ™ yoprynom, ONIIOvPYEiTaL Lo VOGOAOYIKT
amOKPIoT), TOGO GE YVUIKO 0G0 Kol GE KLTTOPIKO EMMESO, EvavTl Tov aviryovov SARS-CoV-2 RBD.
Ta e&ovdetepmtig avtiodpato Kot e neptoyns RBD tov SARS-CoV-2 anotpénovv T décpevon
¢ RBD otov xuttapiko otdyo g ACE2, epumodilovtag étot tn pepPpaviky cdvinén kot tny 10yevn
Aotpwén. Emmiéov, 1o BIMERVAXendyet avtiyovoedikn avocoandkpion tov T kuttdpmv, 1 onoia
umopei va coppddel oty tpootocia katd tng COVID-19.

AmnoteleopatikoTnTa

H anoteleopaticomra tov BIMERVAX kot BIMERVAX XBB.1.16 £xet cuvayBei and tnv
0vVOCOoYEQPUPMOOT TNG OVOGOAOYIKNG OTOKPLONG G Eva €YKEKPLUEVO gPOrto yia v COVID-19, yia to
omoio £xel tekunplmbel n amoterecpatikotnta. H anotelecpatikdétnta too BIMERVAX LP.8.1
GUVAYETOL OO TO SEGOUEVO AVOGOYOVIKOTNTOG TTpoNyovuevey epfoliov BIMERVAX.

AvocoyovikdtTa,

BIMERVAX XBB.1.16 (BIMERVAX mpocapuocuévo yio. tny Omicron XBB. 1.16-wpocopuoyn)

H avocoyovikdétta tov viapiekoPateivn agloloyndnke oty Kivikn doxiun HIPRA-HH-14, pia
Ddong 2p/3, dmhd TVEAT, TUYALOTOINUEVT, EAEYYOUEVT] LLE OPUCTIKO PAPUAKO, TOAVKEVTPIKT KAVIKN
SOKIUN 1N KATOTEPOTNTOGS Y10 TNV AEL0AOYNON TG ACPAAELNG, TNG AVEKTIKOTNTAG KOL TNG
OVOCOYOVIKOTNTOG EVOG OVALVNOTIKOD EUPoMAGLOV Le vTapiekooteivn og chykpion e TO
TPocsapuocuéEVo epfoito mRNA COVID-19 (pa&rolvapepdvn), oe eviMkee TANPOS EUPOALOCUEVOVG
katd tng COVID-19 pe gufoiio mRNA tovAdyiotov 6 ppveg mpv omd v Evraln.

Avt 1 KAvikn| dokiun edong 2B/3 amékAeloe GTOO TTOL NTOV EYKVEG, ATOLO TTOV TV
OVOGOKOTEGTOANEVA 1| ElY0V AAPEL 0VOGOKATAGTAATIKA £vTOG 90 nuepmdv, EAafav omolodnToTe
TPOTYOVUEVO TPOCUPUOGHEVO EPPOAt0 Omicron XBB, kafd¢ kot dropa pe Aoipmén COVID-19 nov
Slryvdokay tovg Tponyovuevovg 6 unvec. Ta dropa yperdotnkav eniong éva eAdyioto dtdotnpa 3
UINVOV LETA TN ANYT 0ToaconmoTe avocobepaneiog (LOVOKAMVIKG aVTICOUATO, TAACUO) TPV oo TN
UEAETT.

Kotd v katainiktikn nuepounvioa e Evddpeong Avéivong, epfortdotnkay cuvoiikd 800 dtoua.
XouneptneOnkav cuvoiikd 599 cvppetéyovieg otnv avaivon avocoyovikottag (406
GLUUETEYOVTEG OV gPoMdotnkay pe viapAekoPateivn kot 193 cuppetéyovteg mov epfortbdotnKoy
pe euPfoito mRNA COVID-19 (pa&tolvapepdvn)). Ot GOUUETEYOVTEG GTPMOUATOTOMONKOY TPV ATTd
TIV TUYOLOTTOINGT aVA NATKLOKT Opado Kot avd oplfud d6cewv mov glyav mponyovpuévac Anedel (3 1>
4 d60¢15). H d1dpeon nhkia rav 45 £t (evpoc: 18 €wg 88 1), e mapdLoto nAKLaKd €0pn Kol 0T
Vo okéAn epPoriov, cvumepthappavouévoo tov 13,6% wot tov 11,7% tev acbevav niikiog 60 etdv
Kol Gvo oTig opudoeg Tov gpPoiiov vraprekoPfateivn kot Tov epporiov mRNA g COVID-19
(pa&tolvapepdvn), avtictoya. Ot meprocdTepoL acbeveig eiyav AdPet gite 3 (66,9%), eite 4 (33,0%)
mponyovpeveg 06oel; epuforion mRNA COVID-19.

H avocoyovikdtra pog avapvnoTtikng 66ong tov viauiekoPateivny Paciotke og o aloldoynon
TOV YEOUETPIKDOV pEcwV TITA@V (GMT) ££00deTEpOTIKMY OVIICMUATOVY, TOV UETPHONKOV UE i
doxpacio Eovdetépmong pe Paomn yevdoid (PBNA), évavtt tov SARS-CoV-2 Oukpov XBB.1.16
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(mpwtedov TeEMKO onpeio amotehespatikdtnrog) Kot tov Ouikpov XBB.1.5 kot T@v decUEVTIK®Y
ovticopdtov Katd v 'Evapén ko tv Huépa 14. H avaroyia GMT eivar to amotéleopo TV TGV
GMT (IDso) Tov epforiov mRNA COVID-19 (pa&rolivapepdvn) / viopiekoPateivn. H un
KatoTEPOTNTO TOV VTaphekoPateivn Evavtt tov gpPforiov mRNA g COVID-19 (pa&tolivapepdvn)
TEKUAPETOL EAV TO AVAOTEPO OPLO TOV AUPITAELPOV SLOGTNUATOS EUTLGTOGVVNG 95% g avaroyiog
GMT eivar < 1,5. H avotepotnta tov viapiekofoteivny o oyxéon e to epfoito mRNA COVID-19
(po&tolvapepdvn) oAOKANPOVETAL EGV TO OVATEPO OPLO TOL AUPITAELPOL SLUGTHUATOG EUTIGTOCVVIG
95% tov Adyov GMT eivon < 1,0 (BA. ITivaka 2, octiAn avaroyiog GMT). H avetepdta tov
vioplekoPateivn emttedyOnke yloo OAEC TIG TOPUAAAYEC TOV EEETAGTNKAV.

MMivakag 2: Avaroyio GMT peta v avapviietiky 66on yio to gpnfoéiro BIMERVAX XBB.1.16
(vrtapirexopateivy) évavtt tov mRNA g COVID-19 (pa&rolivapepdvn) pe tithovg
egovdetépmong (PBNA) évavtt ng Opkpov XBB.1.16 kow XBB.1.5 Tov SARS-CoV-2 katda tnv
évapén kol v Hpépa 14 peta v avopvinoetiki 66on

BIMERVAX XBB.1.16 Eppéiro COVID-19 mRNA Eppéiro COVID-19 mRNA
(vraplexoPateivn) (pa&rolwvapepavn) (po&rolivapepavn) / BIMERVAX
N=406 N=193 XBB.1.16
GMT 95% CI GMT 95% CI Adyov GMT; (95% CI)

Tnv évapén

Oukpov

XBB.1.16 152,46 134,72 - 172,54 161,57 136,40 - 191,37 1,06 (0,87 - 1,29)
Oukpov

XBB.1.5 151,93 134,89 - 171,13 167,89 142,04 - 198,44 1,11 (0,90 - 1,35)

Hpépa 14 petd mv avapvnotikn 66om

Oukpov

BB 116 194638 | 1.70844-221746 | 151221 | 1.261,72—1.812,44 0,78 (0,63 - 0,96)
%‘E"l"g 1.888,89 | 1.676.98-2.127,57 | 1.486,03 | 1.257,25-1.756.45 0,79 (0,64 - 0,96)

N: ap1Buodg ovppetexdviov otov TAnBvcud ava TpOTOKOALO.
Xovrunoelc: GMT = yeopetpikdg pésog tithog); Cl: Ataotipota eumotooivng; PBNA = dokipacio
e€ovdetépwong pe Pdon yevdoid

BIMERVAX (rmpwtotvrmo, etepodiucpéc B.1.351 xou oredéyn B.1.1.7)

Aroua niixiog 16 etwv kot dvw

H avocoyovikotnta tov BIMERVAX a&toloynOnke e pio TpogyKprtikn TOAVKEVTIPIKY] KAVIKY
doxyn ®dong 2P (Merétn HIPRA-HH-2) kot 6 pia moAvkevipikn kKAwvikn dokiun @daong 3 (Meiétn
HIPRA-HH-5).

HIPRA-HH-2

H Meiétn HIPRA-HH-2 givon pia ©aong 23, Sumhd TogA1], TOYOLOTONUEVT), EAEYXOUEVT] LE OPUOTIKO
QAPUOKO, TOADKEVTPIKT KAIVIKT SOKIUN U1 KOTOTEPOTNTOC Y10, TV aELOAOYNOT TG 0VOGOYOVIKOTITOC
Kot TG ac@dAglag evog avouvnotiko ufoitacuov pe BIMERVAX og cuykpion pe to eupforio
mRNA COVID-19 (tolwvapepdvn), og eviihkeg TANpwg epPortacuévoug katd tg COVID-19 pe
euPforito mRNA tovddyiotov 6 pnveg mpv omd v €viaén. Avti 1 kKAwvikn doxyn @aong 23
UTEKAELGE YOVOIKEC TOV TV £YKVEC, ATOUO TTOV NTAV OVOGOKATEGTAAUEVE 1 Y0V AGPel
OVOGOKUTOGTIATIKA £vTOG 12 efdopddmv, kabmg kat dropa pe mponyoduevn Aoipwén COVID-19. Ta
dTopO YPEWICTNKAY ENIONG VO EAUYIOTO OLAGTNHO 3 UNVAOV LETA TN ANYT OTOLGONTOTE
avocobepomeiog (LOVOKAMVIKG OVTICOUATO, TAACUO) TPV ad T HEAETT).

Yvvolkd 765 dropa gpPordotnrav, 513 dropa éhapfov BIMERVAX ko 252 dropa élafov to
guPforito mRNA COVID-19 (tolvauepdvn). Avardbnkav cuvorikd 751 dropo (504 dropo
BIMERVAX ot 247 dropa pe eppdéiio mRNA COVID-19), eEupovpévav exeivav mov Bpédnkov
Betikol oty COVID 19 evtdg 14 npepdv amd v avapvnotikn 66om. H tuyaoroinon
dwotpopotddnke ava nhkiokr opada (18-64 évavtt >65 etwv). H ddpeon nhkia ftav 42 €
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(ebpog: 19 ém¢ 76 £1n), pe TapOLOL0 EHPOS NAIKIOV Kol 6T, V0 OKEAT TOL gfolriov,
cvumeptrappavouévev tov 7,4% xat 7,1% tov atdpov nhikiog 65 e1dv Kot dve oTig opddeg
eupforiov BIMERVAX ka1 COVID 19 mRNA, avtictouyo.

H avocoyovikotnta pog avapvnotikng 66ong tov BIMERVAX Baciotnke o€ o a&loldynon tov
YEOUETPIKOV HEc®V TITAWV (GMT) ££000eTEPOTIKAOV AVTICOUAT®V, TOL LETPNONKE LE Hia doKacio
eEovdetépwong pe Pdon yevdoid (PBNA) évavtt tov maparlaydv tov otedéyovg SARS-CoV-2
(D614G), Bnta, Aéhta kot Opukpov BA.1. H avoroyioo GMT eivot 1o amotéhespa TV TGV
GMT(IDs) tov guforiov COVID-19 mRNA (tolwapepavn)/BIMERVAX. H un katwtepdmra To0
BIMERVAX évavtt tov gufoiiov COVID-19 mRNA (tolwvapepdvn) covayetol €6v T0 avdTEPO OPLO
oV apeimievpov 95% daoctpatog eumiotocvvng (CI) tov Adyov GMT eivan < 1,4. H avotepdtTa
tov BIMERVAX évavtt tov gpfoiiov COVID-19 mRNA (tolivapepdvn) cuvayetol €6v To avmdTEPO
op1o Tov appimievpov 95% daotinatog epmiotocvvng Tov Adyov GMT etvon < 1,0 (BA. ITivaka 3,
oTAN Adyov GMT).

Iivaxoeg 3: Adyog GMT petd v avapvietiki 66on yia 1o gpfoio BIMERVAX évavti Tov
gpporiov COVID-19 mRNA (toltvapepdvn) pe tithovg eovoetépmong (PBNA) évavtt Tov 100
SARS-CoV-2 (otéheyog D614G), Brita, Aéhta ko Opikpov BA.1 tic nuépeg 14, 28, 98 ko 182
RETA TNV avapvoTiKi] 6601 (ava TAN0Vopd TPOTOKOALOV)

EpBéiio COVID-19

BIMERVAX mRNA (roCavapepdvi) Eppéiio COVID-19 mRNA
N=504 N=247 (tolwvapepavn) / BIMERVAX
GMT 95% CI GMT 95% CI Aéyog GMT; (95% CI)

Huépa 14 petd mv avapynortikn d6om

g%éffé"g 1.949,44 1.696,03; 2.240,72 3.302,34 2.793,60; 3.903,73 1,69 (1,44; 2,00)
Bijta 4.268,18 3.701,04; 4.922,21 2.608,59 2.188,98; 3.108,63 0,61 (0,51; 0,73)
Aé\tal 1.459,98 1.282,22; 1.662,37 1.473,73 1.253,18; 1.733,10 1,01 (0,85; 1,20)
Opkpov BA.1 2.032,63 1.773,66; 2.329,40 1.209,23 1.019,34; 1.434,50 0,59 (0,50; 0,71)
Hpépa 28 petd mv avopvnotikn 66om

é?ﬁéog 224124 1.949,80; 2.576,24 2.94735 2.494,84; 3.481,94 1,32 (1,12; 1,55)
Bijra 3.754,90 3.255,80; 4.330,50 2.437,02 2.046,38; 2.902,22 0,65 (0,54; 0,78)
Aéhtal 1.706,85 1.498,96; 1.943,58 1.508,08 1.283,26; 1.772,30 0,88 (0,74; 1,05)
Opkpov BA.1 1.516,12 1.322,89; 1.737,58 987,53 833,05; 1.170,66 0,65 (0,54; 0,78)

Hpépa 98 petd mv avapvnortikn 66on (N: BIMERVAX:

78; N: tolvapepdvn: 42 cOLO®OVA LLE TO VTOGVUVOLO TOV TPOTOKOALOV)

g?ﬁéog 1.193,17 931,14; 1.528,94; 1.054,61 761,88; 1.459,83 0,88 (0,60; 1,30)
Biita 1.980,37 1.526,63; 2.568,98 1.150,92 815,99; 1.623,32 0,58 (0,39; 0,88)
A 1.981,10 1.547,00; 2.537,02 1.014,07 730,25; 1.408,20 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 121344 1.055,38; 1.395,17 752,09 636,46; 888,74 0,62 (0,53; 0,73)
Bijta 2.554,58 2.214,40; 2.947,01 1.774,54 1.489,68; 2.113,88 0,69 (0,58; 0,83)
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Aé 2.306,86 2.025,18;2.627,72 1.256,46 1.068,85; 1.477,02 0,54 (0,46; 0,65)
Ehta

Opucpov BA.1 882,67 769,93;1.011,91 667,30 562,74; 791,28 0,76 (0,63; 0,91)

N: apBpdg GLUUETEYOVI®V GTOV TANBLGUS OV TPOTOKOALO.
Yvvrpnoeig: GMT = yeopetpucog pécog tithoc); Cl: Awwotrpata gpmotocvvng, PBNA = doxipacio
eEovdetépmwong pe Pdon yevdoid

H avocoyovikdtnta tng emmAéov avapvnotikig 6oong tov BIMERVAX a&iohoynfnke g ochvoro 288
atopwv nAkiog 18 etdv kot dve. To dtopa giyov ohokANp®OGEL TpoNYOLUEVEMG gite pin oEPA 2
docemv gufoiio mRNA COVID-19 (tolvapepdvn) ko pio, 6o BIMERVAX (Koopt 1) i 3 d6c¢e1c
guPforito mRNA COVID-19 (tolvauepdvn) (Kodpt 2), kot Erafav emmAéov avauvnotikn o6om
BIMERVAX cg pecodidotna 6 £éog 12 unvav petd arnd v tponyoduevn door. Ano avtd, 190
dropa ovalvnioav otov TAnBucpd amoterespaticotntog (80 dtopa oty Kodptn 1 ko 110 dropa
omv Koodptn 2). H didpeon niio fitav ta 49 £ (ebpoc: 20 £mc 82 £t1), e mapouota nAKIeKa e0pn
o€ apeotepes T1g Kooprteig, cupneptrapfavopévon tov 11,5% tov atdpmv niikiog 65 €TV Kot Gvo.

H avocoyovikdémra tov BIMERVAX w¢ emtmAéov avapuvnotikng 06ong Paciotnke oty a&loAdynon
TOV YEOUETPIKDV pEcwV TITA®V (GMT) ££00deTEPOTIKMY OVTICOUATOVY, TOV HETPHONKE UE pia,
dokipacio eEovdetépmang pe Paom yevdoid (PBNA) évavtt tov maporlaydv Brita, Aéita, Opkpov
BA.1 kot Opkpov BA.4/5. O Aoyog GMT eivar to amotédeoua tov Tiwd@v GMT (IDsp) towv 3 ddcewmv
guPforiov mRNA COVID-19 (tolvauepavn)/pog emmiéov avauvnotikng 6oomng tov BIMERVAX
omoia yopnyeitar petd and 3 66ce1g Tov gppforiov mRNA COVID-19 (tolvapepdvn) 1 yopnyeiton
petd and 2 d6celg mRNA COVID-19 ko piot 66onn BIMERVAX. H avetepotnta g emmAéov
avapvnotikig 6o6ong pe BIMERVAX wkavoromfnke av 1o avadtepo dpio tov appinievpov 95%
dwwotmpatog epmiotoctvig (CI) Tov Adyov GMT ftav < 1 (BA. [Tivaka 4, othin Adyov GMT).

Iivaxog 4: Entinedo ££000eTep@TIKOV avTicopdtov (PBNA) kol Aoyog GMT peta and emmiiov
avopvnotikn 60on pe BIMERVAX, yopnyodpevn gite petd amwd kopra oerpd pe epfoiro mRNA
COVID-19 ko avapviotiki] 66on) BIMERVAX (k06ptn 1) gite petd amd kopra ceipd pe
gupormo mRNA COVID-19 ko avapvnotiky 6661 gpforiov mRNA COVID-19 (ko6ptn 2),
EvavtL Tov Tepoiray@dv Bita, Aédta, Opkpov BA.1 kol Opikpov BA.4/5 Tig nuépeg 14, 98 kan
182 660n petad amd TNV avapvnoTiKi] 6001 (GOPEOVA pE TOV TANOVOHO TOV TPOTOKOLAOV)

Koo6pt 1 Koo6ptn 2
2 d86ceic mRNA COVID-19 + 2 dd0osic | 3 66osic mRNA COVID-19 + 1 d60m
BIMERVAX BIMERVAX
Metd ™ 0601 3 | Metd ™ d06on 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
N=38
Huépa 14 petd mv avapynotikn d6om
2.547,34 5.790,20 2.783,85
044 6.383,89 0,44
Bita (1.741,36; (4.371,05; (1.975,09;
(0,28; 0,68) (5.057,19; 8.058,64) | (0,31;0,62)
3.726,35) 7.670,09) 3.923,79)
1.565,21 5.199,90 030 1.637,19 408585 0.40
Aéhta (1.041,33; (3.752,82; ’ (1.130,5; N ’
(0,20; 0,46) (3.057,24; 5.460,52) | (0,28,0,57)
2.352,66) 7.204,97) 2.370,9)
1.528,68 380,61 0,43 1.739.02 4.049,01 0,43
Oukpov BA.1 T (2.492,90; ’ (1.121,56; o ’
(970,94; 2.406,80) (0,27; 0,69) (2.795,38; 5.864,84) | (0,28; 0,65)
5.142,92) 2.696,41)
( 1.094,55 294540 0,37 125,76 2.506,46 0,52
e (720 5.3 1 ’662 72) (2.216,80; © 22’ 0,62) (845,10; (1849 64 3:396 52) | (0 34’ 0,78)
BA4/S T 3.913,50) T 1.986,75) T ’ T
Huépa 98 petd mv avapynortikn d6om
. 1.544,65 0,34 3.743,39 0,43
Bijra (773,99; 3.082,64) 4.609.95 (0,16; 0,69) 1.601.47 (2.951,87;4.747,14) | (0,23;0,81)
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(3.474,24; (849,42;
6.116,91) 3.019,37)

0. 1.330,09 (igfg;g 0,71 1516%21695, 1.746,82 0,63
Aghro (672,40; 2.631,08) 9 eee ’73)’ (0,36; 1,43) 9136 oé) (1.305,89; 2.336,63) | (0,33;1,22)
) . 461,12 2110,41 0,22 éig’g';’_ 1.980,84 0,26
Opuxpov BA. (214,68; 990,45) | (1467,27;3035,45) | (0,10;0,48) 1118 79’) (1.371,69; 2.860,50) | (0,12; 0,56)
] 1.886,95
Opcpov ND (1.418,08; ND ND . 61 5557_42’21642 - ND
BA.4/5 2.510,85) IR ST
Huépa 182 petd myv avapvnotikn 66om

. 809,61 (f‘;iig 0,34 890,39 2.088,80 0,43
Brjra (555,69; 1.179,56) P ’20)’ (0,22;0,52) | (633,9;1.250,6) | (1.643,29;2.655,08) | (0,30;0,60)

0. 732,92 1.309,33 0,56 (Z;}‘gg 1.337,38 0,58
Aghro (489,25; 1.097,95) | (9.41,50; 1.820,86) | (0,37;0,85) 1.113’71’) (999,37; 1.789,72) | (0,40; 0,83)
] : 357,34 1.756,94 0,20 404,87 1.900,74 0,21
Opuxpov BA. (227,83; 560,47) | (1218,19;2533,97) | (0,13;0,33) | (262,13;625,33) | (1.315,82;2.745,67) | (0,14;0,32)
] 1.836,26
Opcpov ND (1.373,92; ND ND a 1791 666()-4541283 ) ND
BA.4/5 2.454,19) SIS0

N: Ap1Ouo6g copETEXOVTOV LE O100E01LLA OEOOLEVA Y10, TO GYETIKO TEMKO orueio
Xvvropoypapiec: GMT = I'eopetpikdc pécog tithog, Cl: dtaotiuata epmotociving ND: dev
nmpocdiopiotnke (not determined)

HIPRA-HH-5

Avtn 1 perén eivar o cuveyllOUEVN, OVOIKTHG EMICTLOVOTG, LOVOD GKELOVG, TOAVKEVTPIKT,

Ddong 3 Khvikn doxun yuo TNV a&loAdynon g acPAAELNG KOL TG AVOGOYOVIKOTNTOG EVOG
avopvnotikob gppoitacuov pe BIMERVAX yia v tpoAnymn te COVID-19 o¢ dropa mov
gufoldotnKay pe S1apopa KOpLa ¥povodiaypapupato eLPoAiny, Le 1 yopig Tponyodueves pn coPapég
royméeig COVID-19. To BIMERVAX yopnynfnike tovddyiotov 91 nuépeg petd v televtaio d0o
N TovAdytotov 30 nuépec petd t Aoipwén COVID-19. Avt n kKhvikn dokyun ®dong 3 anékieloe Tig
YOVOIKEG TTOL NTOV EYKVEC, KOOMG KOl TO GTOLLO TTOL TV 0VOCOKATEGTUAUEVA | elyov Adfet
OVOGOKUTAOGTIATIKA £vTOg 12 efdopdadmv. Ta dtopa ypeldotnkay eniong Eva eEAdy1oTo d1GoTN Lo

3 unvaev petd tn Ayn omolcdNToTe avocobepaneiog (LOVOKA®VIKE OVTIGMUOTO, TAGGHLO) TPV 0T
TN HeEAE.

H evoibpeon ékBeon mepriiapfaver dedopéva amd cuvorikd 2.646 dtopa Tov eUPoAMAGTNKAY LUE
BIMERVAX ¢ avapvnotikn 666n o€ vy dropo (tovddyiotov 16 etmv) mov iyav epuforiactel 6to
mwape0ov pe dtopopetikd eufoito COVID-19. (Eupoiio mRNA COVID-19: tozinameran Kot
elasomeran, ka1 gpforta pe popéa adevoio (epupoito COVID-19 (ChAdOx1-S [avacuvdvacpévo]) Kot
gupoito COVID-19 (Ad26.COV2-S [avacuvovacuévo]). . Ato avtoig, 230 (8%) cupupeTéxovTeg
cuumeptNENKay otov TANOVGUO CVOGOYOVIKOTNTOC. XTIV 0VOADGT 0VOGOYOVIKOTNTOS, 0 TANBVoUOC
g opadag epporiov epforiro mRNA COVID-19 (tolwvapepdvn)/ epfpoiio mRNA COVID-19
(tolvapepdvn) Nrav 6Aot cvppetéyovies nikiog 16-17 etdv.

Yuvolikd, 1 didpeon niwia nTav 34,4 £ (ebpog: 16 €wc 85 étn). Ot acbeveig Ntav 1w6oppomnpévor
HEeTaEL TV VAWV, 52,49% avdpeg kar 47,47% yuvaikes.

H avocoyovikdtra petphinke pe dokpacio eovdetépwong pe Paon v yevdo-ukn (PBNA) katd
tov oteréyovg SARS CoV-2 (D614G) kot Katd tov maporiaymv Brta, Aéita kot Opikpov BA.1. Ta
dedopéva yio 10 GMT (yempetpikog nésog tithog: IDs) kot v Evapén (mpv amd ™ Yopnynon e
ovopvNoTIKng 66ong) kat v Huépa 14 (2 efoopnddeg petd t xopnynon e ovoUvNoTIKNG 000NC)
mapovctdlovial otov akodiovbo Tivaka.

43



Mivakog 5: 'eopeTpikoi péoot Tithol €£000eTEPOTIKOV avTicONATOV (GMT) 14 nuépeg petd
Tov gpporacpd pe BIMERVAX oz aropa nikiog 16 eT®dv ka1 avm - avaiven avd tpotoxorrio

Apyucn) 6661 mRNA Apyukn) 0661 popia adevoioH Apyucn) 6o mRNA
(tozinameran) (ChAdOx1-S avacvvovacpévo) (elasomeran)
16-17 excdv > 18 etV > 18 etV
N=11 N=40 N=171

GMT 95% CI GMT 95% CI GMT 95% CI
Ipw a6 TV avepvnetiky 6661
Xtédleyog

720,10 356,96; 1.452,64 288,58 194,56; 428,02 657,49 499,52; 865,43
D614G
Bijta 471,68 208,39; 1.067,60 539,49 345,97, 841,26 497,77 376,98; 657,26
Aéhta 803,34 376,27;1.717,26 283,75 182,43; 441,35 914,68 657,97;1.271,55
Omkpov
BAL 257,99 99,98; 665,71 159,34 94,02; 270,05 221,62 155,51; 315,84

Hpépa 14 petd v avopvnoetiky d6om

Zréheyog

4.753,65 2.356,45;9.589,48 2.298,81 1.549,89; 3.409,63 443727 3.371,158; 5.840,55
D614G
Bita 8.820,74 3.897,14; 19.964,72 5.009,47 3.212,53;7.811,54 6.857,95 5.193,76; 9.055,38
Aérta 7.564,79 3.541,05; 16.160,76 2.600,31 1.671,78; 4.044,56 5.811,47 4.180,44; 8.078,87
Opucpov
BAL 5.757,43 2.231,25; 14.856,19 1.847,41 1.090,05; 3.131,00 4.379,81 3.073,24; 6.241,85

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

Epnpor nhixiog 12 éwg 17 ety
H avocoyovikotnta tov BIMERVAX o¢ dropa nAkiog 12 éoc 17 etdv alohoynbnke otnyv ev
eEeli&el molvkevTpikn KAIKY dokiun edong 2B (Meilétn HIPRA-HH-3).

HIPRA-HH-3

H napovca pehétn sivar pio cuveyt{OLEVN OVOIKTIG EMGTUOVONC, U1 EAEYYXOUEVT), LOVOD GKEAOLG,
TOAVKEVTPIKY], U1 KATOTEPOTNTAG, PAOTG 2P KAWVIKY SoKIUn Yo TNV a&loAdynoN TG 0oPAAELNG KOt
NG VOGO YOVIKOTNTOG EVOG ovapvnotikob epfoitacpovd pe BIMERVAX og gpnfoug niikiog 12 émg
17 etcdv. To BIMERVAX yopnyndnke tovAdyiotov 6 unveg Hetd v televtaio 661 TG KOPLog
oepdc. H pedétn HIPRA-HH-3 anékheioe £pnPec mov Ntav &ykveg kabdg Kot pnBoug mov ftav
OVOGOKUTEGTOANEVOL 1] TOL £XOLV AGPEL 0vOGOKATAGTAATIKG £vTOC 90 Nuepdv. Ot GUUUETEXOVTES [IE
YVOOTo 16T0p1kd Aoiumwéng amod tov 10 SARS-CoV-2 anokAeiotnkov amd Ty aviiven
0VOCOYOVIKOTNTOG,

Kotd tov ypovo ¢ evotdueong avdivonc, cuvoAtka 240 £pnpot cuUUETEXOVTEC EUPOAACTNKAV UE
avapvnotiky 66cn BIMERVAX. Ao avtotg, 88 dropa nrav emAéSipa yio tnv aviloon
avocsoyovikotntag. H khpla avdivon avocoyovikotntog, Tov petprinke pe tn dokipacio
eEovdetépwong pe Bdon v yevdo-ukn ovsio (PBNA), cuvékpive Toug Ye®@UETPIKODS HEGOVG TITAOVG
(GMT) 1oV e€ovdetep@Tik®V ovTicOUATOV katd te Oukpov BA.1 pe ekeivoug mov mopatnpnonkoy
o€ veapolg eVAKeg ouppetéyovteg (MAkiag 18 €mg 25 eT®V) amd TV TPoEYKPLTIKN LEAETN pdong 2
oe evijlikeg (HIPRA-HH-2) katd v Evapén kot v Huépa 14 (2 efdopdadeg petd tn yoprynon mg
avapvnoTikng 60omg). Kat o1 600 opddeg GUUUETEYOVTOV TOL GLUTEPIANEONKAY TNV aviAvon dev
glyav TPOMNYOHUEVO TEKUNPLOUEVO 10TPIKO 16TOPIKO Aoiuwéng amd tov 10 SARS-CoV-2.

Ta dedopéva yio Tov TiTAol E£0VIETEPOTIKMV OVTICOUATOV KaTd TG Opikpov BA.1 katd v ‘Evopén

(mpv amd ™ YopNYNoN TS AVAUVNOTIKNAG d6omMg) Kot Tnv Huépa 14 petd tov eufoitacud mapéyoviol
GTOV TOPUKAT® TIVOKOL.
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ivakag 6: TitAol e£0VOETEPOTIKOV AVTICONATOV KoTA TS Opikpov BA.1 o115 14 nuépeg peta

™V avopvnotiky] 0661 pe BIMERVAX o€ gp1ifovg nukiog 12 g 17 etov (AAn0vopdg

UVOGOYOVIKOTITOG)
E 7
ZTOTIOTIKG (12-;05'I g:(}w) (121:?7“ S:(;)v) (12)?;);?%\-)
oToyia (N =61) (N=27) (N=88)
T'eopeTpukog
i i 1.240,77 1.457,30 1.303,54
"Evapén pnécog 6pog
95 % CI 894,78; 1.720,55 984,9;2.156,3 1.016,05; 1.672,39
T'eopeTpukog
) ; 22.970,81 26.792,00 24.081,34
péoog 6pog
95 % CI 18.033,27; 29.260,25 20.150,31; 35.622,86 19.741,36;29.375,43
GMFR 18,51 18,38 18,47
Hpépa 14 | 95 % CI 13,28; 25,81 13,15; 25,71 14,41; 23,69
> teTpomhaola
petaforn amé v 54 (88,5) 27 (100) 81(92)
gvapdn, n (%)
95 % CI 77,8;95,3 87,2; 100 84,3 ;96,7

N: Ap1Buodg coppetexoviov pe d1a0éaio deS0UEVA Y10, TO GYETIKO TEAMKO ompueio
Yvvrunoelc: GMFR = TI'eopetpikog péoog kivovvog anénong; CI: Alaotipote eUmeTosOvIG

Hlxouévoc mAnfuoudc

H avocoyovikdémra tov BIMERVAX katadeiydnke otov nhikiopuévo mAnbuoud (>65 etdv).

Avocokoteotoluévoc tAnfuouoc

H avocoyovikdtnta kot 1 ac@dieio piog avouvnotiknig 60ong BIMERVAX a&lodoynOnkav og o
@aong 2p/3, avoyytng ETCNUOVOTG, LOVOD GKkEAOVE, ToAvKeVTpikn KAvikn ook (HIPRA-HH-4) oe
EVIIMKEG e TPOVTAPYOVGEC OVOCOKUTAGTOUATIKES TOONGELS, CUUTEPILOUPAVOLEVOV TOV OTOU®Y TOV
Covv pe Aotlpwén amod tov 16 avBpwmiving avocoavendprelag (HIV) pe enipovoug apiBuodg CD4 T-
Kuttapov < 400/mm? evtdg tmv teElevtoinv 6 UNVOVY, HETOPOGYEVGT VEPPOD VIO 0VOGOKATUCTOATIKA
Oepaneia cuvtpnong, apokddapon/aepitovaikn kdbapon, TpmToTadElG AVETAPKEIEG AVTICOUATMV
ue Oepameio vokataotoong IgG kot avtodvoon voco ue Bepameia pe prrovéudumn/oxpeMlovpudum.
H avapvnotikn 66on tov BIMERVAX yopnynonie tovidyiotov 91 nuépeg petd amd 3 mponyodueveg
d0coelg tov gpforiov COVID-19 1 petd and 2 d0oe1g ouv tekpunpiopévo wotopikd COVID-19. Ot
GUUUETEYOVTEG LE 10TOPIKO TN vOsov COVID-19 gmtpdnnke va eviayBolv, edv giyav dayvmotel
TovAdytotov 91 nuépeg Tpv amd v Eviaén.

Yuvolika 238 dtoua sufoidomray pe avouvnotikny 66on BIMERVAX kat avolvOnkov cuvoAtka
228 ovupetéyovreg, eEatpovuévav ekeivav mov Ppédnkav Oetucol yio COVID-19 evtog 14 nuepov
amo Vv avapvnotikn door. H didpeon niucio ftav ta 56 £t (ebpog: 21 €wc 90 ).

H avocoyovikdmra petpridnke pe dokipacio eEovdetépmong pe Baon yevooio (PBNA) kotd tov
oteléyoug SARS-CoV-2 (D614G) kot katd g Prita koar Omicron BA.1 ko BA.4/5 éwg ot 12 pveg
LETE TNV aVOLUVNOTIKT dO0T G€ OAEG TIC 0VOGOKATAOTOATIKEG GUVONKEC TOL HEAETHONKAY, EKTOC OO
Ta dtopa wov Covv pe emPeforwpévn Aoiuwén arnd HIV, otoug omoiovg 1 avocoyovikotnta
uetpnonke pe dokipacio e&ovdetépmong 1dv (VNA) katd tov oteréyovg SARS-CoV-2 (D614G) kot
katd ¢ Omicron BA.2. M avapvnotikn d6omn tov BIMERVAX gvioyvoe ) yuptkn avocoAoyik|
avTOTOKPIoT G€ OAEG TIC AVOCOKUTOGTOATIKEC KATAGTAGELS, EKTOC 0T TOL ATOUN UE OLTOAVOGT VOGO
7ov AauPavovy Oepameia pe prrov&paumn/okpertlovpdunn. Qot6c60, dev TPOyUATOTOMONKE
GUYKPLON UE OVOGOAOYIKE 1KAVE ATOLO TTPOKEUEVOL VO, DITAPYEL EVIUEPMOT] Y10 TO PEYEBOC TG
mOovNG S1aPopPAG OGOV APOPE TIG AVOCOAOYIKESG AVTIOPACELS. LVVETMG, 1 KALVIKY ONHocio TV
UVAPEPOUEVOV OVOGOAOYIKDV OVTOTOKPICEMY GE OVOCOKATEGTOAUEVA ATOUN EIVaL AYVOGT.
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TMoudwarpikdc TANOveuUdC

O Evponaikoc Opyaviopog Papudkmv £xel dOGEL avofodn amd TNV VTOYPEMGT) VITOPBOANG TV
arotelecpdtov Tov peletov pe to BIMERVAX og pia 1) meplocotepeg vmokatnyopieg Tov
modtoTpko TANBvo o Yo v TpoAnyn e COVID-19 (BAéne mapdypapo 4.2 yio mAnpogopieg
GYETIKA LLE TNV TOOLOTPIKY ¥P1IoN).

5.2 @oppokoKivnTIKES 1O10TTEG

Agv gpapudletat.

5.3 IIpoxivikd d€dopéva Y10, TNV 0.6QALELN

Ta pun KAvikd dedopéva OgV amoKaAVTTOVY 1010iTEPO Kivouvo Y10, Tov dvBpwmo e Baon Tig
SLUPUTIKEG LEAETEC TOEIKOTNTOG ETAVOAAUPBOVOUEV®Y SOCEMV.

T'ovoto&ikotnTo Kot KapKvoyEVEST)

To BIMERVAX LP.8.1 dgv éxet a&loloynfei yia to yovoto&iko 1 Kapkivoyovo duvapikod tov. Ta
GLOTATIKA TOV gpPoriov dev avapéveral va €xovv YovoTo&iko 1 KapKvoyovo SUVOLLKO.

Avamopoymyikn toikotnta,

AeENyON perétn avorTuEloKNg Kot ovOTapay®ykng ToEIKOTNTOS 6€ OMNAVKOVG Kol 0pGEVIKODG
apovpaiovg Tpv amd 1o Levydpmpa ko Katd ) didpkela e kimone. To BIMERVAX yopnynonke
€vOOULIKA (16000VOUO Le o TANPN avOpdTvy d00T) o€ BNAVKOVE apovpaiovs 6e TEGGEPLS
TEPUTAOOELG, 21 Ko 14 nuépeg mpiv amod to {evydpwpa Kot katd Tig nuépes 9 kot 19 g xumong. Ot
apoevikol Eafav Tpelc yopnynoets, 35, 28 kot 6 nuépeg tptv and 1o Levydpopa. Agv mapatnpndnkay
oyeti{OpeEVEG e TO EUPOAIO OVETIBOUNTEG EVEPYELEG GTI YOVIUOTNTA, TNV KOTOT)/YOAOLYiO 1 TNV
avAamTLEN TOV EUPPVOL KOl TOV ATOYOV®V.

6. DOAPMAKEYTIKEX TAHPO®OPIEXZ
6.1 Kotahloyog ekddymv

A®dekaidopiKod pooEopikd dvATPLo
AWdpoyoviKd POGPOPIKO KAALO

Ndtpio yrwplovyo

Kdio yAwpiovyo

"Yoop yio evéoipa

I"a 1o avocogvioyvTiKo, BA. mopdypapo 2.

6.2 Aocvpparotreg

AVTO TO POPUOKEVTIKO TPOIOV EV TPEMEL VO, AVOUELYVOETOL PE AAAL QUPUAKEVTIKA TPOTOVTO 1 VOl
OPOLAOVETOL.

6.3 Awgpkero {ong

1 ypévo og Beppoxpacia 2°C — 8°C.

6.4 Iowitepeg mpourdéers katd T @OLAEN TOV TPOIOVTOG
DdvAdocete o yoyeio (2°C — 8°C).
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Mnv KaToyOyeTe.
dvidcoete To PLOAISI0 0TO E£MTEPIKO KOVTL Y10, VO TPOSTATEDOVTUL OO TO PG,
6.5 ®@Von Kol GVGTUTIKA TOV TEPLEKTI

0,5 mL yoAoktdpatog o€ eraridto pog doong (yvail tomov 1) khelotd pe ehactopepéc topa tomov 1
Kol Ppaylon ahovUviov He TAOGTIKO OTOGTMUEVO KOTAKL.

Ka0e prokidio piog 60omg mepiéyet 1 66om twv 0,5 mL.

MéyeBog cvokevaociag: 1, 10 1} 20 prarido piog d6omg.

Mmnopei va, unv KoKAOPOpPOUV OLEG 0L GLOKEVAGIES.

6.6 Iowitepeg TPOPLAGEELS UOPPLYNGS KAl GALOG YELPIGIOS

Odnyiec yepouob Kot Yyoprynon

O yepiopdc tov gpfoiriov Ba mpémel va yivetar amd emayyehpatio vyeiog e ¥pNon GonmTng TELVIKNIG
Y10 Vo Sl PaAGTEL 1) oTElpdTTA KAOE ddONC.

Tpoerouaaio yio. ypyon

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

e To un avorypévo gufoito Ba mpémel va puidccetal og Beppoxpacio 2 °C éwg 8 °C kot va
dlotnpeitat viog Tov eEMTEPIKOD KOVTIOD Y10 TPOOTOGI 0d TO PMC.

o Auécmg mpv amd TN ¥PNoT, 0QUPESTE TO PLOAIdL0 Tov gUPoriov omd 10 EEWTEPIKO .

EmBewprore 1o prolidio

o [lepdvnote amold 10 PLOAISI0 TPV Ao TNV amdoVPoT TG 066N, My avakiveite.

o KdOe @laAido mepiéyetl évo AeVKO KOl OLLOIOYEVES YOAAKTMLO.

o Embeswpnote ontikd 10 eUPOALIO Yo TUYOV COUOTIOWNKN VAT 1)/K0L OTOYP®UATIGUO TPV amd TN
yopnynon. Mnv yopnyeite 1o oo dv vdpyeL 0To10dNTOTE 0Td TO FVO.

Xopnynare 10 eufiolio

o g kabe Qroridio mephapPdvetor vIEPTANP®ON Yo Vo S1cPaAoTEL 0Tl pumopel va, e&ayfel 1 d6om
tov 0,5 mL ékootn. AToppiyte TUYOV VIOAEOLEVO EUPOMO GTO PLOAIOIO LETA TNV EEQy™YN TG
doomng tov 0,5 mL.

e Mia 660m twv 0,5 mL avtieiton o€ po amooTeElp®UEVT PEAOVA KOl LK OTOGTEPOUEVT] CUPLYYQ
IOV YOPMYEITUL PE EVOOUVIKT EVECT|, KATA TPOTIUNGT GTOV SEATOELDN UL TOV Ave PBpayiova.
Mnv avoutyvoete to euPorto oty idto cOptyya pe Ao eUPOALL 1 POPUAKEVTIKE TPOTOVTAL.

o  Mnv GUYKEVIPAOVETE TNV TEPIGTELD TOV EUPOAIOD 0Td TOAAATAG QLOAISIAL.

Armoppryn
Kd&be aypnoyomrointo eoaprakentikd Tpoidy 1 DTOAEWUN TPETEL VO OTOPPITTETAL GOUPOVE, LUE TIG
KOTO TOTOLG IGYVOVGES GYETIKES OLUTAEELG.

7. KATOXOZX THX AAEIAX KYKAO®OPIAX
Hipra Human Health, S.L.U.
Avda. la Selva, 135

17170 Amer (Girona)
IZITANIA
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8. APIOMOZ(0OI) AAEIAX KYKAO®OPIAX
EU/1/22/1709/008

EU/1/22/1709/009
EU/1/22/1709/010

9. HMEPOMHNIA ITPQTHXY EI'KPIXHY/ANANEQYHY THX AAEIAX

Huepounvia mpdng €yxpiong: 30 Maprtiov 2023

10. HMEPOMHNIA ANAOGEQPHXHX TOY KEIMENOY

Agntopepeic TANPoeopieg Yo 10 TapdV POPUAKEVTIKO TPOoidV givol d1BEGIES GTO SIKTLOKO TOTO TOV
Evpordaikod Opyavicuov Goppdkwv 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 AIAOGEXH 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 NEPIOPIEMOI 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 AITAITHZEIX THX AAEIAX 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.,

A.  OPOI'H HEPIOPIZMOI XXETIKA ME THN AX®AAH KAI AIHOTEAEXMATIKH
XPHZIH TOY ®APMAKEYTIKOY ITIPOIONTOX

o Xyéo10 owayeipiong kivovvou (XAK)

O Karoyog Adelag Kukhogpopiag (KAK) Ba die&aydyet Tig amoitodpeveg SpactnploTnTeS Kot
TOPEUPAGELS PUPUOKOETAYPVTVIIONG OGS Tapovastdlovtal 6to cupeovniéy XAK mov tapovcidletan
otV evotnta 1.8.2 g ddelag KukAoQopiog Kol 0TOlEGONTOTE ETOKOAOLOES EYKEKPIUEVES
avafempnoelg Tov ZAK.

‘Eva emkatporompévo LAK 0a mpénet va katatedet:

e Metd and aitnpa tov Evponaikov Opyavicpod Gapudkmy,

e Omotednmote TPOMOTOLEITOL TO CVUGTN LA JLAYEIPIONC KIVOVVOV, EIOTKA MG ATOTEAEGLOL
AYMG VEDV TANPOPOPIDV TTOL UTOPOVV VO, ETIPEPOVY CTLLOVTIKT 0AAAYT] TN OYEOM
0PEALOVC-KIVODVOD 1] MG OMOTEAEGLOL TG EMITEVENG EVOG GMNUOVTIKOD OPOGT OV
(poapuaKoemaypOITVNON 1 EAOYLIGTOTOINOT KIVOHVOU).
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ITAPAPTHMA 111

EINIZXHMANXH KAI ®YAAO OAHI'TQN 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 (avacvuvivacuévo, avoGoEVIGLLEVO)
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 copPiTdvn, KiTpikd
VATPLo, KITPIKO 051 Kot DOWP Y10, EVESTUAL.

3. KATAAOTI'OX EKAOXQN

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

4. DOAPMAKOTEXNIKH MOP®H KAI ITEPIEXOMENO

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

‘ 5. TPOIIOX KAI OAOX(OI) XOPHI'HXHX

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

Na copmeptinebei o kwduoég QR

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

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

Na 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 ATIOPPIYH TQN MH
XPHEIIMOIIOTHOENTOQN ®APMAKEYTIKQN ITPOIONTOQN 'H
TOQNYIHHOAEIMMATON ITIOY IPOEPXONTAI AIIO AYTA, E©OOXON AITAITEITAI

11. ONOMA KAI AIEYOYNXH KATOXOY THX AAETAY. KYKAO®OPIAX

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

17170 Amer (Girona)
IZITANIA

12. APIOMOX(OI) AAEIAYX KYKAO®OPIAX

EU/1/22/1709/001

13. APIOMOZX ITAPTIAAX

Moptida

‘ 14. TENIKH KATATAZH I'TA TH AIAOEXH

‘ 15. OAHI'IEX XPHXHX

‘ 16. IAHPO®OPIEX XE BRAILLE

H otttoAdynon yio vo, unv mtepianeBei n ypoagpn Braille sivon amodektn.

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

A16100T0TOC YPOUU®TOS KddKAG (2D) mTov pépel Tov TEPIANPOEVTO LOVOITKO aVOyVOPIOTIKO KOOTKO.
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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 (avacuvivacpévo, 0VOGOEVIGYVUEVO)
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

TToaptida

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

10 d6c¢e1c towv 0,5 mL

6. AAAA XTOIXEIA

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, EVEGTUAL.

| 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 PUALO 0dNYIDV YPAONG TPV 0T 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 ANATPA®ONTAI XTIX MIKPEX
XTOIXEIQAEIX XYXKEYAXIEX

EHNIZHMANXH ®IAAIAIOY MIAX AOXHX

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

BIMERVAX Evéoiuo yohdxtopo

Epporto COVID-19 (avacvuvivacuévo, avoGoEVITVUEVO)
selvacovatein

M

| 2. TPOIIOX XOPHI'HXHX

Evdopvikn yprion

| 3. HMEPOMHNIA AHEHX

AHEH

| 4. APIOMOX ITAPTIAAX

Moptida

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

1 660m twv 0,5 mL

6. AAAA XTOIXEIA
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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 evéoyo YOLGKTOLO
Eppoito COVID-19 (avacuvdvacuévo, avoGoEVITVLEVO)
VTOopAEKOPaTEIVN

[2.  TYNOEZIH ZE APAXTIKH(EZ) OYZIA(EY)

Ka0e 660m (0,5 mL) mepiéyet 40 pikpoypappdpta viapiekoBateivn avocoevioyvévo pe SQBA.

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

| 3. KATAAOI'OX EKAOXQN

"Exdoya: 00deKadopikd @mcPoptko SvATpLo, S1HdpoyovikKd POoPoptkd KAAO, VATPLO yAmplovyo,
KAAL0 YAPLODYO0 KL VOWP YOl EVEGIUAL.
BA. @0ALO 00NY10V ¥PNOTG Y10 TEPOLTEP® TANPOPOPIES.

| 4. PAPMAKOTEXNIKH MOP®H KAI ITEPIEXOMENO

Evéopo yoAdxtopa

5 raAidwo piog 66ong
10 graAidoia piog 660mg
20 groAidla piog 66omg

Kabe proridwo mepiéyet 1 66om tv 0,5 mL

| 5. TPOIIOX KAI OAOX(OI) XOPHI'HXHX

Evdopvikn yprion
Awfaote T0 QUALO 0ONYIOV XPNOTG TPV OO TN XPNoT

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

Noa puAdcoetar og BEom, TV omoio dev BAETOVY Kol dgv Tpoceyyilovy Ta ToudId.

[7.  AAAH(EZ) EIAIKH(EZ) IPOEIAONIOTHZH(EIZ), EAN EINAI ATIAPAITHTH(EY) |
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| 8. HMEPOMHNIA AHEHX
AHEH:
| 9. EIAIKEYX YYNOHKEYX OPYAAEHX

dvidocoete og yoyeio
Mnv kaToyvyeTe.
DvAdocete Ta PLOAIOL0 6TO EEMTEPIKO KOVTL Y10 VO TPOGTOTEVOVTOL OO TO PG,

10. TAIAITEPEX TPO®YAAEEIX I'TA THN AIIOPPIYH TQN MH
XPHEIIMOIIOTHOENTOQN ®APMAKEYTIKQN ITPOIONTON ‘H TON
YIHOAEIMMATON I1IOY ITPOEPXONTAI AIIO AYTA, E@OXON AIAITEITAI

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

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

17170 Amer (Girona)
IZITANIA

[ 12.

APIOMOZ(OI) AAEIAY KYKAO®OPIAX

EU/1/22/1709/005 5 @iaAidwa piag d6ong (1 66on ava grarido)
EU/1/22/1709/006 10 prolidwo piog 66omc (1 8601 avd elaAido)
EU/1/22/1709/007 20 groAiow picg 66omg (1 d6om avd ¢laAiono)

| 13.

APIOMOZX MAPTIAAX<, XTOIXEIA AOTH KAI KQAIKOI TIPOIONTOX>

TToaptida

| 14.

I'ENIKH KATATAZEH I'TA TH ATAGEXH

| 15.

OAHI'IEX XPHXHX

16.

INAHPO®OPIEX XE BRAILLE

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

17.

MONAAIKOX ANAI'NQPIXTIKOX KQAIKOX — AIZAIAXTATOX TPAMMQTOX
KQAIKAX (2D)

A163146T0TOG YPAPL®TOS KDdKaAS (2D) mov pépel Tov TEPIANEHEVTO LoVadSIKO avoyVOPIGTIKO KOSIKO.
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18. MONAAIKOX ANAI'NQPIXETIKOX KQAIKOX — AEAOMENA ANAI'NQXIMA AIIO
TON ANOPQIIO

PC
SN
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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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ENAEIZEIX ITOY ITPEIIEI NA ANATPA®ONTAI XTHN EEQTEPIKH XYXKEYAXIA

EZQTEPIKO KOYTI (1, 10 or 20 ®IAAIATA MIAX AOXHY)

| 1. ONOMAZIA TOY ®PAPMAKEYTIKOY INIPOIONTOX

BIMERVAX LP.8.1 evéouo yoAdktopo
Eppoio COVID-19 (avacvuvivacuévo, avoGoEVITVLEVO)

[2.  TYNGOEZIH XE APAXTIKH(EZ) OYZIA(EY)

Ka0e 66om (0,5 mL) mepiéyet 40 pkpoypopLdplo. OLOSIUEPOVS CUVTNENG OVOGVUVOLAGIEVIG
mpwteivng RBD tov 100 SARS-CoV-2, (otéheyog LP.8.1 — LP.8.1) avocoevioyvpévou pe SQBA.

To avocoevioyvtikd SQBA mepiéyel okovarévio, moAvcopPucod 80, Tpieraixn 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

1 proAidio piag d6omMg
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 T0 GUALO 0NV YPAONG TPV O TN YPNOM

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 pvidcoetal o€ BEom, TNV omoia dev PAETOVY Kot dgv TPpoceyyilovy Ta TaLdld.

| 7. AAAH(EY) EIAIKH(EY) IIPOEIAOIIOIHXH(EIX), EAN EINAI AITAPAITHTH(EX)
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| 8. HMEPOMHNIA AHEHX
AHEH:
| 9. EIAIKEYX YYNOHKEYX OPYAAEHX

dvidocoete og yoyeio
Mnv kaToyvyeTe.
DvAdocete Ta PLOAIOL0 6TO EEMTEPIKO KOVTL Y10 VO TPOGTOTEVOVTOL OO TO PG,

10. TAIAITEPEX TPO®YAAEEIX I'TA THN AIIOPPIYH TQN MH
XPHEIIMOIIOTHOENTOQN ®APMAKEYTIKQN ITPOIONTON ‘H TON
YIHOAEIMMATON I1IOY ITPOEPXONTAI AIIO AYTA, E@OXON AIAITEITAI

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

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

17170 Amer (Girona)
IZITANIA

[ 12.

APIOMOZ(OI) AAEIAY KYKAO®OPIAX

EU/1/22/1709/008 10 prodidwo picg 66omc (1 8001 ava elaAido)
EU/1/22/1709/009 20 prolidwo piog 66omc (1 8601 ava elaAido)
EU/1/22/1709/010 1 @ioAidio piag 66ong (1 6601 ava eraAioo)

| 13.

APIOMOZX MAPTIAAX<, XTOIXEIA AOTH KAI KQAIKOI TIPOIONTOX>

TToaptida

| 14.

I'ENIKH KATATAZEH I'TA TH ATAGEXH

| 15.

OAHI'IEX XPHXHX

16.

INAHPO®OPIEX XE BRAILLE

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

17.

MONAAIKOX ANAI'NQPIXTIKOX KQAIKOX — AIZAIAXTATOX TPAMMQTOX
KQAIKAX (2D)

A163146T0TOG YPAPL®TOS KDdKaAS (2D) mov pépel Tov TEPIANEHEVTO LoVadSIKO avoyVOPIGTIKO KOSIKO.
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18. MONAAIKOX ANAI'NQPIXETIKOX KQAIKOX — AEAOMENA ANAI'NQXIMA AIIO
TON ANOPQIIO

PC
SN
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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 LP.8.1 Evéoio yoldkTmpo
Epporo COVID-19 (avacvuvdvacuévo, avoGoEVITVUEVO)
M

| 2. TPOIIOX XOPHI'HXHX

Evdopwixn ypron

| 3. HMEPOMHNIA AHEHX

AHZEH

| 4. APIOMOX ITAPTIAAX

TToaptida

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

1 06om twv 0,5 mL

6. AAAA ETOIXEIA

68



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 yp1jon 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 12 etdv Kot Gve Tov £XouV TponyovHEvas 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 MmoBupnoet 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.

Houowa

To BIMERVAX 6gv cuvietdrar yio todid nAkiog katw tov 12 etdv. Eai tov mopdviog, dev
vrapyovv dabécipec TAnpogopies oyetikd pe T xpron tov BIMERVAX og noudid kdto tov
12 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 eLPoria.

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 gUPoro mepiéyet 1,18 mg moAvcsopPikod 80 oe kabe doom. Ta molvcopPikd pmopei va
TPOKUAEGOVV ALEPYIKES avTIOpaoels. Evnuepdote Tov 10Tpd cog GV Exete YVOOTEG oAhepYiec.

3. Hog va wapete o BIMERVAX

Aroua niixiog 12 etwv kot dvw
To BIMERVAX 6a cog yopnynfei wg éveon tov 0,5 mL og évav po tov ave Bpoyiovd cag.

Yuviotdtan va Adfete 1o BIMERVAX w¢ epdnaé d6om TovAdylotov 6 piveg Hetd amd mponyovuevn
oelpad gpPorlacudv pe to euPforto mRNA COVID-19 1 petd amd mponyodUevn avapvioTiky 600
tov BIMERVAX.

Metd v éveon, 0 yloTpdg, 0 PapUAKOTOLOC 1) 0 VOGOKOUOG 60¢ B cag Tapakoiovdel yio tepimov
15 Aemtd Y10 TOV EVIOTIGLO TLUYOV GNUEIDV QALEPYIKNG OVTIOPOOTG.

Edv éyete meportépm epmtioelg oyetikd pe ) xpnomn tov BIMERVAX, potfote Tov yiotpo, tov
(OPLOKOTOL) 1] TOV VOGOKOLO GOG.
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Avoooxateotaluéva drouo.
Edv to avocomomntikd cag chotno dev Asitovpyel cmotd, Umopel va yopnynbovyv npocheteg 006GEIC
GOUO®VA LE TIG EMIGNUEG GCLOTAGELG.

4. MBavéig avemOOpNTES EVEPYELEG

Onwg dha Ta eappaka, £T61 Kot aVTo T0 EUPOAL0 pmopel vo Tpokarécel avemiBOuNTec EVEPYELES, AV
Kot 6gv Tapovctdlovtal 6€ OAOLG TOVG AVOPMOTOLG.

O1 teplocotepeg avemBounteg evépyeleg epeavifoviat evtog 3 nuepodv amd ™ ANy tov gpPfoiiov Kot
VIOYOPOVV EVIOC My®mV NUEPOV ATtO TNV EUEAVIOT TOvG. Edv To cupntdpata empévouy,
EMKOWVOVNOTE [LE TOV Y1TPO, TOV QOPUAKOTOLO 1) TOV VOGOKOLO GO,

Avoalntote enelydvtog wTpikn Pondela edv eupavicete CLUTTOUATE GOPOPNC OAAEPYIKNG
avtidpaong Alyo petd tov eppforiacpd. Tétown cuumtdpata propet vo tepthappdvouv:
o gicOnua AmoBopiog 1| Coradog
oAhayég oTOV KOPOOKO OaG TOAUO
dvonvola
oLpLyHd
TPNELLO TOV YEIMDV, TOV TPOGAOTOV 1] TOV AULOD GOG
KVNOU®MOEG 0idn o, KAT® omd to déppa (Kvidmon) 1 e&dvinua
aiocOnua adwobeciag (vovtio) 1 EpeETO
OVO GTO GTOMAYL

O akdrovBec avemBounteg evépyetleg umopet va epepaviotovv e to BIMERVAX:

oAb ovyvég (umopel va emnpedoovy meptocdtepa and 1 ota 10 dropa)
®  KeQUAOAYin
e 16Vog 6To onueio 6mov yopnyeitor 1 Eveon
e qaicOnpa peyding xovpaong (k6Twon)
e Likdg mOVOG

Yoyvég (umopel va emmpedoovy €émg 1 ota 10 dtopa)
o gpubpomra, TpH&o N evaicOncio 6to onueio yopRyNoNS ™G £veong
aicOnpa adebeciog (vavtia) 1 adwbecia (€uetoc)
duappoia
TpeTdHG
SLOYK®UEVOL AEUQUOEVEG
7TOVOC GTN UAGKAAN

‘O svyvég (umopet va emnpedoovy émg 1 ota 100 dropa)
piyn N aicOnuo Topeton

CoAn

KVIOUOG 6T0 onpeio g éveong

TOVOC 6TIG apBpmdcElg

aicOnua advvapiog q EMAElYM eVEPYELOG

aicOnua vrvniiog

QoyoOpa 6TO dEPUAL

yevika aicOnpa adwabdeciog

YXrdvieg (umopel va enmnpedoovy €ng 1 ota 1.000 dropa)
o  Kpva gpidpmon
e aovviBiom aicOnon oto dépua, dmwg pupunyKlocua (tapoucincio)
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HElpEVT aictnon evaistnciag, £101Kd oTo dépua (vToatcOnaio)
KOIALOKO GAYOG

TOVOG KOTA TNV KATATOoN

AAAEPYIKEG aVTIOPAGELG OTTMG KVidwoT, eEAVOMULA 1] KVNGLOG
LOA®TIGHOG GTO GNUELO TTOV YopTyEiTaL 1) £veon
vrepevatcncio oto onueio g veong

Mn yvooTég (0ev umopovy vo ekTiun0otv amod ta b dedopéva, pe Pdon éva udvo mePIoTATIKO
KATA TN S1GPKELD TOV KAWVIK®V OOKIUMDV)
o  ®dleyuovn oV EMTEPIKOD YLTOVA TNG KOPOLAS (Teptkapditidn), 1) omoio umwopel va 0dnynoet
o€ dvomvola, aicOnua TaAudv 1 T6vo 6to 6T og

Avo@opd avemBopnTov evepyEtOV

Edv mapotnpioete Kamota ovemBounTn evEPYELN, EVILEPDGTE TOV YLUTPO, TOV PUPLOKOTOLO 1 TOV
VOGOKOWO GaG. AVTO 1oYvEL Kot Yio kdOe mhav avemBountn evépyela Tov OgV AVUPEPETAL GTO TOPOY
@OALO 0OMY1DV yprionc.Mmopeite emiong va avagépete avemBOunTeG evépyeleg anevbeiog, LEGH TOV
€0viIKoO GLGTNUATOG AVaPOPAS TTOV avaypaeTon oto [opdptnue Vial va copreptlapete tov aptOuod
TapTidag, edv givar 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
To @appako ovtd TPETEL VoL PUAACCETAL GE PEPT] TOV OEV TO PAETOVV Kail OV TO POAVOLV T, TOdLA.

O y10TpdC, 0 PUPLAKOTOLOG 1] 0 VOGOKOWOG GG vl vrrevBuvog Yo T 6ot amobikevon avtod Tov
guPfoiiov Kot TN GOOTN ATOPPLYT OTOLOVONTOTE YPNCLUOTOINTOL TTPOidvTOC. Ot akdAovleg
TANPOQOPIEC GYETIKA UE TN GOAOEN, TN ANEN, TN YP1OMN KAl 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 eivor 1 tekevtaio nuépa Tov Pive Tov avapEPETOL EKEL.

dvidcoete og yoyeio (2°C — 8°C). Mnv katayvyete. PuAdocete To ProAidio 6To EMTEPIKO KOVTL Yia.
VO TPOGTATEVOVTAL OO TO PWG,.
Metd v TpdTN TOPAKEVINGT TOL PLOASIoV TOAAATAGY 30GEMV, v puAdcceTal oTovg 2°C — 8°C, va
YPNOLOTOEITOL EVTOG 6 OPDOV.

Ot TANpoopieg GYETIKA [LE TOV YEPICUO TEPYPAPOVTUL GTV EVOTITO TOL TPOOPILETAL Y10l TOVG
EMOYYEAUATIEG VYELOG GTO TELOG TOL EVALOL 0O YLDV YPTONG.

Kdabe aypnoiponointo eopuokevtiKd tpoidv 1 VIOAELUO TPETEL VO, ATOPPITTETOL COUPOVA LE TIG

KOTO TOTOVG IGYVOVGES GYETIKESG SLUTAEELS.

6. Iepreydpeva TG 6VoKEVAGIAG KOL AOUTEG TANPOPOPies

Tvgpréyer to BIMERVAX

- Mia 060m (0,5 mL) mepiéyet 40 pikpoypappdpia selvacovatein avocoegvicyvuévo pe SQBA.

- To selvacovatein givat éva etepodipepég cOVINENG TEPLOYNG OEGUEVGNG AVAGVVIVAGUEVNS
axidag (S) vrodoyéa mpwteivng Tov 100 SARS-CoV-2 (RBD) (otedéym B.1.351 ko B.1.1.7) mov

TopdyeTal pe Texvoroyia avacvvovacuévovr DNA.

- To SQBA mepthapfaveror o avtd 10 ePPOAO OC OVOGOEVIGYLTIKO Y10 TNV EMTAYVLVGT KOt TN
Bektioon TV TpooTaTELTIKGV EMOPAce®V TovL pforiov. To SQBA mepiéyet avd 66om 0,5 mL:
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okovorévio (9,75 mg), molvcopPikd 80 (1,18 mg), Tpieraikn copPirdvn (1,18 mg), kitpkd
vérpio (0,66 mg), Kitptkd o&0 (0,04 mg) Kot VI®P Yo EVEGILAL.

- Ta GAAa cvotatikd (kdoya) etvat: AwdeKabIPIKO POCPOPIKO dVATPLO, STHOPOYOVIKO
POGPOPIKO KAAL0, VATPLO YA®PLovY0, KOAO YAmprovyokatl Démp Yo evésipua. To BIMERVAX
TEPLEYEL KAALO, VATPLO KOl TOALGOPPKo (BA. Tapdypago 2).

Epedavien tov BIMERVAX kot epieydpeva. TG 606KeLUGiog

To epPorio givar €va AeVKO OLOIOYEVEC EVEGULO YOAAKTOLO.

DroAid10 TOAMATADY dOGEDV

5 mL yoAoKTOUOTOG TOPEYETOL GE PLOAIOI0 LE EAUCTIKO TMUO EIGYDPNOTG KOl TAACTIKO OTOCTOUEVO
KOkt

Kabe proridio morlomidv d6cewv mepigyetl 10 66ceig twv 0,5 mL.
Méyeboc cvokevaciog: 10 @loAidie TOALUTADY dOGEDV.

DroAido pioc d6ong

0,5 mL yoAoKkT®ROTOG TAPEXETAL GE PLUAIDI0 LLE EAUCTOUEPEG TN EIGYMDPTOTG KOl TAAGTIKO
OTTOGTIMUEVO KOTTAKL.

Ka0e prarido piog d6ong mepiéyet 1 d6om twv 0,5 mL.
MéyeBoc cuokevaoiag: 5, 10 1§ 20 prodidwa piog 66oMC.

Mmopei va, unv KokAo@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 YOV Yp1oNS avaOe®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 emokepbeite tn dievBvvon URL: www.hipracovidvaccine.com

O TAinpoopisg mov axorovdovv arsvdivovtan pévo o€ emayyslpatisg vysiog:
Xopnynote o BIMERVAX evdopvikd, Kot TpoTipnor 6tov 0eATOEdN L TOL Ave Ppayiova.

Iyvnloowdtro

[Ipokeévov va Bertiwbei 1 yvnAocspodTnTe TV PLOAOYIKGOV QOPUIKEVTIKOV TPOIOVI®V, B0 Tpémel
VO KOTOYPAPETOL LE CAPTVELD 1] OVOUACia Kot 0 aplfudg mapTidag Tov Yop1nyoOUEVOD TPOTOVTOG,.

Odnyiec yeptopob Kot yoprynon

Na pn ypnotpomoteite avtd 10 UPOAI0 LeTA TNV NUEPOUNVIC ANENG TOV OVOPEPETOL OTIV ETIKETO LETA
™ AHEH. H nuepopnvia AMEng avagépetot 6Ty TEAELTAlN NUEPE TOV GLYKEKPIUEVOL UV,

O yepiopds avtov Tov gpPoiriov Ba mpémet va yiveton and emayyeipatio vysiog pe ypnon donrnimv
TEYVIKAOV Y10 VO, OLOGQUALGTEL 1] GTEPOTNTA KADE dOGNC.

Ipogrooaaio. yra ypnon

e To guPorio givar £Totpo yia xpfon.

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

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

o  Metd TV TPMTN TUPUKEVTNON TOL ELOALOI0V TOAAATAGDY dOGEWMY, KUTOYPAWTE TNV NLEPOUN VIO KoL
™V dpa ardppyns (6 MPEG LLETA TNV TPDTY TAPUKEVTNOT]) TNV KABOPIGLEVT TEPLOYT| TNG
EMONLLOVOTS TOL Qroddiov.

EmBswprnore 1o prolidio

o [lepdwvnote amoAd 0 PLOALSI0 TPV amd TNV odcLPoT TG 006N G Kot emiong peta&d kabe
amocLpoNg 606N Yo TO PLUAIS0 TOAAUTAGY dOGE®V. MMV OVOKIVEITE.

o KdOe @laAido mepiéyetl évo AeVKO Kol OLLOIOYEVES YOAAKTMLO.

e Embfempnote ontikd to eUPOAL0 Yo TUXOV COUOTIOWKT VAN /KOt AITOYPOUATIGUO TPV OO TN
yopnynon. Mnv yopnyeite 1o oo dv VIGPYEL OTOL0ONTOTE OO AVTA.

Xopnynore 10 eufiolio

o [lepthappdaveton vaepmAnpmon oe Kabe ELOAIS10 Y1 Vo, S10GPAAGTEL OTL pmopovy va e&oybodv To
oAb déka (10) dooels (proridio moAramAdv docemv) 1 pia (1) d6om (proridio piag 660mg) Twv
0,5 mL éxaotn. Amoppiyte TUYXOV evamopeivay UPOAo 6To ELOAiISI0 piag 006N 1 6TO PLOAIS10
TOAMOTAGDV 000e@V et v e€aymyn 10 docewv.

o KdOe 66on 0,5 mL avtieiton o€ pio amwootelp@uévn PeAdvo Kol [ OTOGTEIPMUEVT] GUPLYYO, TTOV
yopnyeiton pe evOOUVIKT £VEOT, KOTA TPOTIUNOTN GTOV OEATOEON LV TOL Gve Ppayiova.

o  MOAIG To gpPoio eoayBel otn cvpryya, elvar 6tabepd Yo TovAdyioTtov 6 MPEG eite VIO GLVONKES
yoéng eite og Beppokpacia dopotiov (<25°C).

o  Mnv avopryviete to euforio otny it cOptyya pe A epuPOra | GOPUAKEVTIKE TPOTOVTAL.
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e MV GUYKEVIPAOVETE TNV TEPIGGELD TOV EUPOAIOV 0O TOAAATAG PLOAISLOL.

Aroppryn

o Metd Vv TpdTN TOPAKEVINGT TOV PLOALOIOV TOAAATADY OOGEWV, PVAAGGETE TO OVOLYLLEVO
OLoAid10 ToAAaTA®Y d0cemVv ot Beppokpacio 2°C Emg 8°C yia ¢ kot 6 mpeg. Amoppiyte 10
euPoro gdv dev ypnopomombel evtog 6 POV LETA TNV TPATN TOPAKEVTOT TOV PLUALSIOV
TOAMOATADY 0OGEMV.

o Amoppiyte TOYXOV evamopeivay ePPOAo 6To PLoAidlo piog 0omg 1 6To PLOAISI0 TOALATAGY dOGE®V
uetd v e€aymyn 10 d6cewv.

Aroppryn
o KdBe aypnoyomointo eoprakenTikd Tpoidv 1 VTOAEWLLN TPETEL VO OTOPPINTETAL GOUPOVE, [LE TIG
KOTA TOTOVG 10 DOVGEG OYETIKEG SLUTAEELS.
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@vAro ooV piong: IIAnpogopics yra Tov yprjot

BIMERVAX XBB.1.16 gvécipo yorakTONO
Eppoio COVID-19 (avacuvovacpuévo, avocoevicyLIEVO)
vroplekofateivn

vTo @AapraKo ovTd TEAEL LTO CLUTAN PO UATIKT TOPAKOAOVONGT. AVt Ba emTPEYEL TO YP1YOPO
TPOGOIOPIOUO VEDV TANPOPOPLOY acPiieloc. Mmopeite va, fondnoete LEGm TG avapopdic Thovmv
OVEMBOLUNTOV EVEPYELDV TTOV EVOEYOUEVMG TTapovatalete. BA. T€Aoc g mapaypdpov 4 yio Tov TpOTO
avaQOpAG AVETIOOUNTOV EVEPYELDV.

AP aoTE TPOGEKTIKG OLOKAN PO TO PUAAO 0ONYLOV YP1ONGS TPLV UPYIGETE VU TAIPVETE GVTO TO
gupoiro, 010TL TEPLAAPPAVEL CNUOAVTIKEG TAPOPOPIES Y10 GUG.

o DdvrdEte avTo To EOALO 0dNYIBV ¥prone. Towg ypelaotel va to dofdcete Eavda.
. Edv éxete mepartépw amopieg, p@TNOTE TOV Y10TPO, TOV PAPUOKOTOLO 1} TOV VOGOKOLO GOLC.
. Edv mapotnphoete KOmoto avemBOunTn evépyela, EVIUEPOGTE TOV YIOTPO, TOV PAPUOKOTOLO 1)

TOV VOGOKOUO 560G AuTd 1oyel Kot yio KaOe mbavn avemBountn evépyeio Tov deV aVOQEPETUL
670 TOPOV PUALO 0dNYIDV ¥pNong. BAEre mapdypago 4.

T wgpréyer To mapov UALO 00N YAV

T etvan to BIMERVAX XBB.1.16 kot mow givoe 1) ¢p1iomn tov
T pénet va yvopilete npv mapete to BIMERVAX XBB.1.16
Ilog va ndpete to BIMERVAX XBB.1.16

[TBavéc avemBounteg evépyeleg

Iag va puidcocete To BIMERVAX XBB.1.16

[epreydueva g cvokevaciog Kot AOEG TANPoPopieg

SNk WD

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

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

To BIMERVAX XBB.1.16 yopnyeiton og dropa nikiog 12 e1odv kot Gvo.

To euPorio dieyeipel To AVOGOTONTIKO GUGTNUO (TN PLGIKT ALV TOV OPYOVIGHOD) MGTE VO TOPAYEL
€101KA AVTICOUOTO TTOL dPOVV KATA TOV 10V, Tapéyovtas npoatacia katd tng COVID-19. Kavéva and
T GLOTOTIKA W TOV ToV gPoAiov dev umopel va npokarécet COVID-19.

2. T npéner va yvopilete mpwy napete To BIMERVAX XBB.1.16

Mnyv napetre o BIMERVAX XBB.1.16
- og mepintoon aAlepyiog 6N SpAcTIKN oVGia 1} 6 0TO0INTOTE AALO Ad TO GLGTATIKA CLTOV TOV
QOPUAKOD (CVOPEPOVTOL GTNV TAPAYPOPO 6).

IIpogidomomoeis ko TPoPLAGEELS

AmevBuvbeite otov yiatpd, TOV POpRaKOTOLd 1| TOV VOGOKOUO cag mptv mhpete o BIMERVAX

XBB.1.16 gav:

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

o ¢&yete MmoBupnoel Toté peTd omd veon e Peadva,

o ¢&yete vYMAN Bepuokpacio (Thve ond 38°C) i coPapn Aoipwén. Qotdco, unopeite va Kdvete Tov
euPfolacud oag edv 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 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.

Houowa

To BIMERVAX XBB.1.16 dev cuvictdtot yio moidid nikiog kdto tov 12 etd@v. Eni tov mapovtog,
dev vmapyovv dubéoipeg mAnpopopies oxetkd pe ™ xpnon tov BIMERVAX XBB.1.16 o€ moudud
KaTo TV 12 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) 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

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 EUPOLI0 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

Aroua nixiog 12 etwv kot dvw
To BIMERVAX XBB.1.16 0a cag yopnynfel mg éveon tv 0,5 mL o€ évav po tov dvo Bpayiovd cog.

Yvviotdtar vo AdPete 1o BIMERVAX XBB.1.16 og povr 666m tovddyiotov 6 pfives petd amd
mponyovpevn 06on guporiov katd g COVID-19.

Metd v éveon, 0 yloTpog, 0 PapUAKOTOLOC 1) 0 VOGOKOUOG Gug B oag Tapakoiovdel yio tepimov
15 Aemtd Y10 TOV EVIOTIGUO TLUYOV GNUEIDV QALEPYIKNG OVTIOPOOTG.

Edv éyete mepountépm epotnoelg oxetikd pe ) xpnon tov BIMERVAX XBB.1.16, potiiote tov
Y1aTpd, TOV GOPLAKOTOL0 1) TOV VOGOKOLO GOG.
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Avoooxateotaluéva drouo.
Edv to avocomomntikd cag chotno dev Asitovpyel cmwotd, Umopel va yopnynovv npocheteg 006GEIC
GOUO®VA LE TIG EMIGTUEG GCLOTAGELG.

4. MBavéig avemOOpNTES EVEPYELEG

Onwg 6ha Ta pappaka, £T61 Kol aVTO TO EUPOAL0 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
VITOYWPOVV EVTOG Aly®mV NUEPAOV AT TNV ELPAVICT TOVG. EAv Ta cupmtdpate empuévouy,
EMKOVOVNOTE LLE TOV Y10TPO, TOV POPUOKOTOLO 1) TOV VOGOKOLO GOG.

Avalntiote enetyovtog wTpikn Pondeta edv UPaVIcETE CLUTTOUATA GOPOPNG CAAEPYIKNG
ovtiopaong Atyo petd tov epfortacud. TErowo cupmTdpaTo UTopel va TepLaavouv:
aioOnuoa MmoBvuiag 1 Corddag

OAAOYEG OTOV KapOLOKO GOG TOALO

dvomvola

GupLyHd

TPNEWO TOV YEMDVY, TOV TPOCSHTOL 1| TOL AULOV GOG

KVNOUMOES oidnpa kdtm and to dépua (kvidmon) 1| eEavonua

aiocOnua adiabesiog (vavtio) 1 EpeTo

TOVO GTO GTOMAYL

Ot axo6AovBeg avemBounteg evépyeteg pmopet va gpeaviotovy pe to BIMERVAX XBB.1.16:

ITolb ovyvég (Lmopel va emmpedoovy mepiocdtepa omd 1 ota 10 dropa)
o KepaAolyio

e  TOVOG 6TO onueio OToL yopnyeitar n veon

e  aiocOnua peyding kovpaong (kémwon)

®  LViKOG TOVOG

Yoyvég (umopel va emmpedoovy ém¢ 1 ota 10 dtoua)
e gpuBpdra, TpNEIo 1 evactncia oto onpeio yopNynong g Eveong
e qiocOnua adwbeciag (vavtio) 1| adiabecio (Epetog)

e Jdudppola

e TVPeTOg

o  Jl0YK®UEVOL AEPQOSEVESG

e TOVOG OTN HOCYIAN

Oy ovyvég (umopel va enmpedcovy €mg 1 ota 100 dropar)

piyn N aicOnua Topeton

CaAn

KVNGUOG 6TO omnueio g £veong

OVOG 6TIG apBpdoELg

aiocOnuo advvapiog 1 EAAeym evépyeslog

aicOnpo vrvniiog

payobpa 6To dépa

YeviKa aicOnpa adabeciog

Yravieg (umopel va emnpedoovy £og 1 ota 1.000 dropa)
o  Kpbo epidpmon
e  oovvnbiot aicOnom oto dépua, OTMG pVpUNYKIOGH (Tapaicdnaia)
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LElpEVT aioBnon evaistnociag, £101Ka 6To dépua (vToatcOnaio)
KOWALOKO GAYOG

TOVOG KOTA TNV KATATOoN

OAAEPYIKEG AVTIOPACELS OIS KVIdwET, eavOnua 1 kvnoudg
LOA®TIGHOG GTO GMLELD TTOV YopTYEiTaL 1) £vEoN
vrepevatcncio oto onueio g éveong

Mn yvoo1ég (0ev umopody vo ekTiun0otv amod ta dadéoiuo dedopéva, pe Paon évo udvo mePIoTUTIKO

KATA TN O1GPKELD TOV KAWVIK®OV SOKIUMDV)

o  dlAeyuovn] Tov EEOTEPLKOD YITMOVO TNE KaPIAG (Teptkapditida), 1 omoia umopei va 0dnNyNHoeL e
dvonvola, aicOnuo TaApudv 1 Tévo oto oTnhog

Ava@opd avemOOuNTOV EVEPYELOV

Edv mapotnpioete Kamota ovemBounTn evEPYELN, EVILEPDGTE TOV YLUTPO, TOV PUPLOKOTOLO 1 TOV
VOGOKOWO GaG. AVTO 1oYvEL Kot Yio kdOe mhav avemBountn evépyela Tov OgV AVUPEPETAL GTO TOPOY
@OALO 0OMy1DV yprionc.Mmopeite emiong va avagépete avemBOuNTEG evépyeleg amevbeiog, LEGH TOV
€0VIKoO GLGTAUATOG OVAPOPAS TTOL ovaypapeTol 6to [apdptnua V kot vo cvurepiddfete tov aplOud
TapTidag, edv givar 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 vl vrrevBuvog Yo T 6ot amobikevon avtod Tov
guPfoiiov Kot TN GOOTN ATOPPLYT OTOLOVONTOTE YPNCLUOTOINTOL TTPOidvTOC. Ot akdAovleg
TANPOPOPIEC GYETIKA UE TN GOAOEN, TN ANEN, TN YP1OMN KAl 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 eivor 1 tekevtaio nuépa Tov Pive Tov avapEPETOL EKEL.

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

O1 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 6LVOKEVAGIOG KU AOUTTEG TANPOPOPieg
T wepréyxer to BIMERVAX XBB.1.16
- Mia 060m (0,5 mL) mepiéyet 40 pikpoypappdpio viapiekopateivn avocoevioyvuévo e SQBA.

- To vrapiexofoteivn ival €va opodiepovg cOVINENG TEPLOYNG OEGLEVONG OVOCLVIVAGUEVNG
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 meptlopfaverol o avtd 10 EUPOMO (OC AVOGOEVIGYLTIKO Y10 TNV EMLTAYLVON KoL TN
Bektiowon tov TpoctatevTiK®V emdpdoemv Tov pforiov. To SQBA mepiéyet avd 66om 0,5 mL:
oKkovaAévio (9,75 mg), moivcopPiko 80 (1,18 mg), Tperaixn copPrrdvn (1,18 mg), kirpkd
vatpro (0,66 mg), kitpikd o&H (0,04 mg) kot VOWP Yo EVECTUAL.
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- Ta dALa cvotatika (§kdoya) sivat: AmdEKaDIPIKO POCEOPIKO dtvATPlo, S1HOPOYOVIKO
POOPOPIKO KAALO, VATPLO YA®PLovY0, KAALO YAmplovyokat Vdwp yio evéctipo. To BIMERVAX
XBB.1.16 mepiéyet kdA10, vatpio Kot toAvcopPikd (BA. Tapdypago 2).

Epg@avion tov BIMERVAX XBB.1.16 kot wepiey0peva TG 606Kevaoiog

To euPorio givar £va AeVKO OUOLOYEVEC EVEGILLO YOAAKTOLO.

0,5 mL yoAoKT®UOTOG TOPEXETAL GE PLUAIDI0 LLE EAUGTOUEPEG TN EIGYMPTOTG KOl TAAGTIKO
OTTOGTIMUEVO KOTTAKL.

Kda0e prokidio piog 60omng mepiéyet 1 66on twv 0,5 mL.

Méyeboc cvokevaoiag: 5, 10 1 20 grodidio piag 06omC.

Karoyog Adsrog Kvkiogopiog

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

17170 Amer (Girona)
IZTTANTA

MopookevacTi|g
Laboratorios Hipra, S.A.
Avda. la Selva, 135

17170 Amer (Girona)
IZITANIA

To mapév @vrro 0dN LAV YpiioNS avabe®pOnke Yo TELEVTAIN POPA OTIS

Addeg TN YEG TANPOPOPLOV

Agntopepeic TAnpoeopieg yio to pappako avtd givar dtabéoipec 610 diktvakd T1omo Tov Evpmmaikod
Opyaviopov @apudiov: https://www.ema.europa.eu

Zap®OTE TOV KOOKO LE PO KIVNTH GUGKELT Y10l Vo, AGPBETE TO PVAAO 0OMNYIDV YPNIONG OE SLOPOPETIKEG
YADGGEC,

Na copmeptinebdei o kwdukdg QR

'H emokepbeite m drevbvvon URL: www.hipracovidvaccine.com

O T po@opicc mov akorovBovV amevOivovTal povo o€ erayyelpaties vysiog:

Xopnynote to BIMERVAX XBB.1.16 gvdopvikd, Katd TpoTiunoT 6Tov SEATOEN L TOV Avm
Bpoyiova.
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Iyvnioowdtro

[Ipokeévou va Bertiwbei 1 yvnAospodTnTo TV PLOAOYIKGOV QOPUIKEVTIKOV TPOIOVI®V, B0 Tpémel
VO KOTOYPAPETOL LE CAPTVELD 1] OVOUACia Kot 0 aplfudg mapTidag Tov Yop1nyoOUEVOD TPOTOVTOG,.

Odnylec ye1plopov Kot yopnynon

Na pn ypnotpomoteite avtd 10 UPOAI0 LeTA TNV NUEPOUNVIC ANENG TOV OVOPEPETOL OTIV ETIKETO LETA
™ AHEH. H nuepopnvia AMEng avagépetot 6Ty TEAELTAIN NUEPE TOV GLYKEKPIUEVOL UV,

O yepiopds avtov Tov gpPoiiov Ba mpémet va yiveton and enayyeipatio vysiog pe ypnon donmnimv
TEYVIKAOV Y10 VO, OLOGPUALGTEL 1] GTEPOTNTA KADE dOONC.

Ipogroaaio. yra ypnon

e To euforio eivar £Totpo yia xpfon.

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

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

EmBewpnore 1o prolidio

e Jlepdvnote amord T0 LOAISI0 TPV OO TIV ATOGVPOT] TNG dOOMC. MNV avaKIveite.

o KdBe @roAido mepiéyetl évo AeVKO Kot OLO0YEVES YOAAKTOLO.

o EmbBeswpnote ontikd 10 gUPOAL0 Y10 TUYXOV COUATIONKT VAT 1)/K0L OTOYPOUATIGUO TPV ard TN
yopnynon. Mnv yopnyeite 1o oo dv VIGPYEL OTOLOONTOTE OO AVTA.

Xopnynore 10 eufiolio

o Y& kabe Qroridio mephappavetor vIepTANP®ON Yo Vo S1cPaAoTeL 0Tl pmopel va, e&ayel 1 d6om
tov 0,5 mL ékaotr. Amoppiyte ToyOV VIOAEMAOLEVO EUPOALO GTO PLOAISLO.

e Mia 660m twv 0,5 mL avtAigiton 6€ po amooTEp®UEVT PEAOVA KOl L0 OTOGTEPOLEVT] CUPLYYQ
IOV YOPMYEITUL PE EVOOUVIKT EVECT|, KATA TPOTIUNGT GTOV SEATOELDN UL TOV Ave PBpayiova.

o  Mnv avautyvoete to eUforto oty idto cOptyya pe GAAo euBOALL 1 POPUOKEVTIKE TPOTOVTAL.

o  MnVv GUYKEVIPAOVETE TNV TEPIGTELD TOV EUPOAIOD 0Td TOAAATAG QLOAISIAL.

Amdppryn

o KdéBe aypnoyromointo @oprakenTikd Tpoidv 1 VTOAEWUA TPETEL VO OTOPPINTETAL GOUPOVO, [LE TIG
KOTA TOTOLG IoYVOVGEC GYETIKES OLUTAEELG.
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@vAro ooV piong: IIAnpogopics yra Tov yprjot

BIMERVAX LP.8.1 evéoyo yordxtopo
Epporto COVID-19 (avacuvdvacpévo, avosoeVIGYLUUEVO)

vTo @AapUaKOo 0VTO TEAEL LTO CLUTAN PO UATIKT TOPAKOAOVONGT. AVt Ba eMTPEYEL TO YP1YOPO
TPOGIOPIoUO VEOV TANPOPOPLOV acPaAeloc. Mmopeite va fondnoete péow g avapopdg mbavov
OVETOOLUNTOV EVEPYELDV TTOV EVOEYOUEVMG TTapovatalete. BA. T€hoc ¢ Tapaypdeov 4 yio Tov TpOTO
OvVOQOPEG AvETBOUNTOV EVEPYELDV.

AP aOTE TPOGEKTIKE OLOKAN PO TO PUAAO 00N YLOV YP1ONGS TPLV 0PYIGETE VU TAIPVETE GVTO TO
guporo, 010TL TEPLAAPPAVEL CNUAVTIKES TANPOPOPIES Y10, GG,

o DdvrdEte avTo To EOALO 0dNyIdV ¥prone. Towg ypelactel va to dofdcete Eava.
. Edv éxete mepartépo amopieg, poTNOTE TOV Y10TPO, TOV PAPLOKOTOLO 1} TOV VOGOKOLO GOLC.
. Edv mapotmpfoete kKamoto avemBOunT evEpYELd, EVILEPDOTE TOV YIOTPO, TOV PAPUAKOTOL0 1)

TOV VOGOKOUO 560G AvTd 1oy0eL Kot yio KaOe mbavn avemBountn evépyelo oL dEV AVOQEPETUL
670 TapPOV GUALO 0dNYIDY Ypriong. BAEre mapdypago 4.

T wgpréyer To mapov UALO 00N YAV

Tu etvon to BIMERVAX LP.8.1 kou mowa givor 1 yprion tov
T mpéner va yvopilete npwv napete 1o BIMERVAX LP.8.1
[Mog va tapete to BIMERVAX LP.8.1

[MBavég avemBOunTeg evépyeteg

Iog va puidooete to BIMERVAX LP.8.1

[epreydueva g cvokevaciog Kot AOTES TANPOPOpieg

A

1. T givar o BIMERVAX LP.8.1 kot o givor 1 yp1jon Tov

To BIMERVAX LP.8.1 givon éva gepufoiio mov ypnoomoteitan yia tnv tpoinym g COVID-19 mov
npokaieitar omd Tov 10 SARS-CoV-2.

To BIMERVAX LP.8.1 yopnyeitot og dropa nikiog 12 etdv kot Gvo.

To euPorio dieyeipel TO AVOGOTOINTIKO GOGTNUE, (TN PVOIKT (VYO TOV OPYAVIGUOD) MGTE VO TOPAYEL
€101KA AVTICOOTO TOL dPOVV KATA TOV 100, Tapéyovtag npoctacia katd tng COVID-19. Kavéva amd
T GLOTOTIKE LV TOV TOL gUPoAriov dev umopel va mpokarécet COVID-19.

2. Ty npéner va yvopilete npwy napere To BIMERVAX LP.8.1

Mnyv napete o BIMERVAX LP.8.1
- o€ mepinTmon aAAePYiOG 6TN SPACTIKN OVGia 1| 6 0TO0ONTOTE GALO OO TO GLGTATIKA CLTOV TOV
QoapudKov (avaeipPovTal oTny mapdypapo 6).

Ipogdomomosig ko TPpoPLAGEES

AmevBuvieite oTov Y10Tpd, TOV PUPUAKOTOLO 1] TOV VOGOKOWO oag tpty mipete To BIMERVAX LP.8.1

eav:

o ¢giyate moté cofapn 1 ametkntiky Yo T {1 GAAEPYIKT QVTIOPAGT UETE TN ANYT OTOLIGONTOTE
GAANG éveong spporiov,

o ¢&yete MmoBupnoet Toté petd omd veon pe Peadva,

o ¢&yete LYNAN Beppokpacio (Tive arnd 38°C) 1 coPapn Aoipmwén. Qotdco, unopeite va kavete Tov
eufolacud oag eqv Exete N0 TLPETO 1 AOTUMEN TOL AVATEPOL OEPAUYDYOV OTMG KPLOAOYT LA,

o £YETE ALUOPPAYIKA TPOPANLLOTA, KAVETE EDKOAN LOAMTES N YPTCLLOTOLEITE PAPLLOKO Y10 TNV
TPOANYM OpouPov aipatog (AVTITNKTIKO PAPUAKO),

83



® TO OVOCOTOMTIKO GOG GUGTNLA OEV AEITOVPYEL COOTH (OVETAPKELD) 1) TAIPVETE PAPUAKO TOV
OTTOSLVOLMYOLY TO OLVOGOTONTIKO GUGTNHA (OTTMG KOPTIKOGTEPOELDN LYNANG dOOT|G,
OVOCOKOTOGTOATIKA 1] AVTIKOPKIVIKA QOPLLOKOL).

Edv xdmolo omd to mopamdve 1oyvet yio o (1] dev iote olyovpot), JMANGTE LLE TOV YA TPO, TOV
QOPLOKOTOL0 1] TOV VOGOKOUO oag Tptv 6og yopnyndei to BIMERVAX LP.8.1.

Onwg kot pe omolodnmote pPorio, to BIMERVAX LP.8.1 evdéyetotl va punv mpooTtaTenEl TANP®G
OAOVE 6G0VG TO AapPdvovy Kot deV Eival YVMGTO Y10, TOGO ¥PoViKO d1dotnua B0 TPOGTATEVTEITE.

Hawdra

To BIMERVAX LP.8.1 dev cuvictdrol yio moudid nikiog kdtw tov 12 etov. Eni tov Ttapdvtog, dev
VIapyovv d100écIEG TANPOPOpPieg oyeTiKd pe T xpnon Tov BIMERVAX LP.8.1 cg maudid kdtw tov
12 eTmv.

Alha @appoxe kor BIMERVAX LP.8.1
Evnuepmote tov yiatpd, ToV @opUOKOTOLd 1) TOV VOGOKOUO Gag GV TailpveTe, £xeTe TPOGPATO TAPEL |
umopel va mapete aAha eapuaika 1 epforia.

Kinon kot Onioopdg

Edv eiote éyxvog 1 Onhdalete, vopilete 0TL pmopel va giote £ykvog 1) oxedALETE VO ATOKTOETE T,
{ntote TN GVUPOLAN TOL YTPOV, TOL PAPLOKOTOLOV 1) TOV VOGOKOUOV GOG TPV TAPETE QLTO TO
guporto.

001yNoN Ko YEPLOROS PNV LATOV

Optopéveg amd tig avemBounteg evépyeteg tov BIMERVAX LP.8.1 mov avagépovtotl otnv
apdypoeo 4 (IMBavég avemBounteg evépyeleg) LTopel va. LELOGOVY TPOCOPIVE TNV IKAVOTNTE GOG VO
oomnyeite ko va yepileote unyoviuarto. [epiuévete péypt vo e£acBeviioouvy ot ETOPAGELS TOV
guPoriov Tpv 0dNYNGETE N YEPLOTEITE POV LOTO.

To BIMERVAX LP.8.1 wepiéyer vatpro, KGA0, Kol To0A0GopPLko
Av10 10 eUPoOro mepiéEyel Ayotepo amd 1 mmol vatpiov (23 mg) avd d6on, dnAadr| ivatl ovGLOCTIKA

«ehevBepo vatpiovy.

Av10 10 ePPoOro mepéEyel Ayotepo amd 1 mmol kokiov (39 mg) ava d6on 0,5 mL, dniadn eivar
0VGLOOTIKA «EAEVBEPO KAAIOVY.

Av10 10 epPoro mepiéyet 1,18 mg moAvcsopPikod 80 og kdbe doom. Ta molvcopPikd pmopet va
TPOKUAEGOVV OALEPYIKES avTIOpaoels. Evnuepdote Tov 10tpd cog G Exete YvOOTEC oAhepyiec.
3. Hog va wapere o BIMERVAX LP.8.1

Aropo nhixiag 12 etov koi dvo
To BIMERVAX LP.8.1 8a cog yopnynfet wg éveon tov 0,5 mL og évav po tov dve Bpayiovd cag.

Yvviotdtar vo AdPete to BIMERVAX LP.8.1 ¢ povr| d6om tovAdyiotov 6 piveg Hetd and
mponyovpevn d6on gpporiov katd tng COVID-19.

Metd v éveon, 0 YTpdg, 0 PAPUAKOTOLOC 1| 0 VOGOKOUOG 60¢ O oag Topakoiovdel yio mepimov
15 Aemtd yio TOV EVIOTIGUO TVUYOV ONUEIDV OALEPYIKNG OVTIOpOOTG.

Edv éyete mepotépm epmtioelg oyetikd pe ) xpnor tov BIMERVAX LP.8.1, potote tov yiatpo,
TOV (OPLOKOTOL) 1| TOV VOGOKOUO GOG.
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Avoooxareotaluéva drouo,
Edv 10 avocomomtikd cog cuotno dev Aeitovpyel cwotd, pmopel va yopnyndovv mpdcbetec d0ceLg
GOUO®VA LE TIG EMICNUEG GCLOTAGELG.

4. IIBavéic avemBopnTeg evépyereg

Onwg 6ha Ta eappaka, £TGL Kol aVTO TO EUPOAL0 pmopel vo TpokaAécel avemBOUNTES EVEPYELES, AV
Kot 6gv Tapovcldlovtal 6€ OAOLG TOVG AvOPMOTOLG.

O1 teplocotepec avemBounteg evépyeleg peoviCoviat evtog 3 nuepm@v amd ™ ANy tov gpPoriov kot
VIOYOPOVY EVIOC MymV NUEPOV ATO TNV EUEAVIOT TOVG. Edv T cupmtdpata expévouy,
EMKOVOVNOTE LLE TOV Y10TPO, TOV POPUAKOTOLO 1) TOV VOGOKOLO GOG.

Avalntote emetydvtog otpikn Pondeta edv epeavicete cuuntdpote cofoapng aAAEPYIKNG
ovtidopaong Atyo petd tov epfoitacud. TEtowo cupmTdpaTo UTopel va TeEPLAUBAVOUV:
aioOnuo MmoBvuiag 1 Calddag

oAhayéG oTOV KOPOOKO GG TOAUO

dvomvola

oupLypd

TPNELLO TOV YEIMDV, TOV TPOGHOTOV 1] TOV AULOD GOG

KVNOU®OES 0idnpa kdtm and to dépua (kvidmon) 1| eEavonua

aiocOnua adiabesiog (vavtio) v EpeTo

TOVO GTO GTOMAYL

Ot ax6AovBeg avemBounteg evépyeteg pmopet va gpeaviotovy pe to BIMERVAX LP.8.1:

IMold ovyvég (Lumopel va emmpedoovy mepiocotepa omd 1 ota 10 dropa)
o KeQaAolyio

e  TOVOG 0TO onueio OToL yopnyeitar n éveon

e aiocOnua peyding kovpaong (kdémwon)

®  LViKOG TOVOG

Yoyvég (umopel va emmpedoovy Emg 1 ota 10 dtopo)

gpvBpoTTa, TPHEINO 1 EvacONGia 6To onpeio yopNyNoNG TG EVEOTG
aioOnua adrobeoiag (vavtia) 1 adabecio (Epetog)

dugppoia

TUPETOg

SLOYK®UEVOL AEPQUSEVEG

VoG OTN LaGYGAN

Oy svyvég (umopet va emnpedoovy €mg 1 ota 100 dtopa)
piyn N aicOnua TopeTon

Ckn

KVNOUOG 6T0 onpeio g éveong

TOVOC 6TIG apBpioelg

aicOnpa advvapiog 1 EAAENYT EVEPYELNG

aicOnua vrvniiog

Qayobpa 6TO dEPUAL

yevika aicOnpo adtedeciog

Yravieg (umopel va emnpedoovy £o¢ 1 ota 1.000 dropa)

o Kpbo epidopmon

e aovvnBiot aicOnon oto déppa, OTMG pVpunyKlacu (Tapaicinocio)
o pewwpévn aicBnon evacOnoiog, eWdwd oto déppa (vroacOncia)
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KOWALOKO GAYOG

TOVOG KOTA TNV KATATOoN

oAAEPYIKEG AVTIOPACELS OIS KVIdWET, e&avOnpa 1 kKvnoudg
LOA®TIGHOG GTO GMUELD TTOV YopTYEiTaL 1) £vEoN
vregpevarcincio oto onpeio g £veong

Mn yvooTiic ovyvotnTog (0eV mopovv va ektiun 0oy amo to, dabéciua dedouéva, ue Pdon éva

HUOVO TEPIOTATIKO KATA TN SIEPKELD TOV KAVIK®Y SOKIUMV)

o  dlieyuovn Tov eEMTEPLKOD YITMOVO TNG KOPIAG (Teptkapditida), 1 omoia umopei va 0dnNyNHoeL e
dvonvola, aicOnpo TaApudy 1 Tévo oto 6Tnhog

Ava@opd avemOOuNTOV EVEPYELOV

Edv mapotnpioete Kamota ovemBounTn evEPYELN, EVILEPDGTE TOV YLUTPO, TOV PUPLOKOTOLO 1 TOV
VOGOKOWO GaG. AVTO 1oYvEL Kot Yio kdOe mhav avemBountn evépyela Tov dgV aVaPEPETAL GTO TOPOY
@OALO 0OMY1DV yprionc.Mmopeite emiong va avagépete avemBOuNTEG evépyeleg amevbeiog, LEGH TOV
€0VIKoO GLGTAUATOG OVAPOPAS TTOL ovaypapeTol oto [apdptnua V kot vo cvurepiddfete tov apldud
TapTidag, edv givar dabéoiog. Méow g avagopdg avembOunToV evepyeldv puropeite vo fondncete
OTN GLAAOYN TTEPLGGOTEP®V TAT|POPOPLDY GYETIKA LLE TNV AGPAAELD TOV TOPOVTOC EUPOALiov.

5. Hog va gvraccete 1o BIMERVAX LP.8.1
To @appako ovtd TPETEL VoL PUAACCETAL GE PEPT] TOV OgV TO PAETOVV Kail OV TO POAVOLV T, TOSLA.

O y10TpdC, 0 PUPLAKOTOLOG 1] 0 VOGOKOWOG GG Elvar vrrevBuvog Yo T 6ot amobikevon avtod Tov
guPfoiiov Kot TN GOOTN ATOPPLYN OTOLOVONTOTE YPNCLUOTOINTOL TTPOidvToC. Ot akdAovleg
TANPOQOPIEC OYETIKA UE TN EOAOEN, TN ANEN, TN YPNHOM Kol TOV XEPIGUO KaBMS Kol TV amdppiym
npoopilovTal yio Tovg emayyelpatieg vyeiag.

Mnv ypnoiponoleite avtod o EUPOAI0 HETA TNV NUEPOUNVIN ANENG TTOL AVAYPAPETAL OTNV ETIKETO, LETA
t AHZH. H nuepounvia Aqéng eivor 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 0O YLDV YPTONG.

Ka0e aypnoiponointo eopuokevtiKd Tpoidy 1 VIOAEUUO TPETEL VA, ATOPPITTETUL COUPOVO UE TIG
KOTO TOTOVE 1GYVOVGEC GYETIKEC SLUTAEELG.

6. Iepreydpeva TS 6LOKEVAGIOG KO AOUTTEG TANPOPOPiEg
T epréyer to BIMERVAX LP.8.1

- Mia 060m (0,5 mL) mepiéyet 40 piKpoypoppdpio. OpLodepovg cHVTINENG TEPLOYNS dECUEVOTG
avaoLvOLaGHEVNS akidag (S) vtodoyéa mpmteivng tov 1V SARS-CoV-2 (RBD)* (otéleyog
Opucpov LP.8.1 — LP.8.1) avocoevioyvpuévou pe SQBA.

*apdayeton pe texvoroyia avacvvovacuévov DNA pe tn ypnon eopéa EKppacns TAaGHdiov 6
Kuttopikn oepd CHO.

- To SQBA mepthopfaverol o avtd 10 EUPOAO (OC BVOGOEVIGYLTIKO Y10 TNV EMITAYLVON KoL T
Bektiowon tov TpoctatevTiK®V eMdpdoemv Tov gpforiov. To SQBA mepiéyet ava 66on 0,5 mL:
oKoVaAEVIo (9,75 mg), moAvcopPuko 80 (1,18 mg), Tpieraixn copPrravn (1,18 mg), krtpikd
vatpro (0,66 mg), kitpikd o&H (0,04 mg) kot VOWP Yo EVECTUAL.
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http://www.ema.europa.eu/docs/en_GB/document_library/Template_or_form/2013/03/WC500139752.doc

- Ta dALa cvotatika (§kdoya) sivat: AmdEKaDIPIKO POCEOPIKO dtvATPlo, S1HOPOYOVIKO
POOPOPIKO KAALO, VATPLO YA®PLovY0, KAALO YAmplovyokat Vdwp yio evéctipo. To BIMERVAX
LP.8.1 mepi€yet kG0, vatpro kot moAvcopPiko (BA. mapdypagpo 2).

Epg@avion tov BIMERVAX LP.8.1 kot Tepiey6peva TG GVGKEVUGING

To euPorio givar £va AeVKO OUOLOYEVEC EVEGILLO YOAAKTOLO.

0,5 mL yoAoKT®UOTOG TOPEXETAL GE PLUAIDI0 LLE EAUGTOUEPEG TN EIGYMPTOTG KOl TAAGTIKO
OTTOGTIMUEVO KOTTAKL.

Kda0e prokidio piog 60omng mepiéyet 1 66on twv 0,5 mL.

Méyeboc cvokevaoiag: 1, 10 1 20 grodidio piag 66onC.

Karoyog Adsrog Kvkiogopiog

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

17170 Amer (Girona)
IZTTANTA

MopookevacTi|g
Laboratorios Hipra, S.A.
Avda. la Selva, 135

17170 Amer (Girona)
IZITANIA

To mapév @vrro 0dN LAV YpiioNS avabe®pOnke Yo TELEVTAIN POPA OTIS

Addeg TN YEG TANPOPOPLOV

Agntopepeic TAnpoeopieg yio to pappako avtd givar dtabéoipec 610 diktvakd T1omo Tov Evpmmaikod
Opyaviopov @apudiov: https://www.ema.europa.eu

Zap®OTE TOV KOOKO LE PO KIVNTH GUGKELT Y10l Vo, AGPBETE TO PVAAO 0OMNYIDV YPNIONG OE SLOPOPETIKEG
YADGGEC,

Na copmeptinebdei o kwdukdg QR

'H emokepbeite m drevbvvon URL: www.hipracovidvaccine.com

O T po@opicc mov akorovBovV amevOivovTal povo o€ erayyelpaties vysiog:

Xopnynote to BIMERVAX LP.8.1 gvdouvikd, Katd mpotipnorn 6tov deAToEld1 po Tov dve Bpoyiova.
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Iyvnioowdtro

[Ipokeévou va Bertiwbei 1 yvnAospodTnTo TV PLOAOYIKGOV QOPUIKEVTIKOV TPOIOVI®V, B0 Tpémel
VO KOTOYPAPETOL LE CAPTVELD 1] OVOUACia Kot 0 aplfudg mapTidag Tov Yop1nyoOUEVOD TPOTOVTOG,.

Odnylec ye1plopov Kot yopnynon

Na pn ypnotpomoteite avtd 10 UPOAI0 LeTA TNV NUEPOUNVIC ANENG TOV OVOPEPETOL OTIV ETIKETO LETA
™ AHEH. H nuepopnvia AMEng avagépetot 6Ty TEAELTAIN NUEPE TOV GLYKEKPIUEVOL UV,

O yepiopds avtov Tov gpPoiiov Ba mpémet va yiveton and enayyeipatio vysiog pe ypnon donmnimv
TEYVIKAOV Y10 VO, OLOGPUALGTEL 1] GTEPOTNTA KADE dOONC.

Ipogroaaio. yra ypnon

e To euforio eivar £Totpo yia xpfon.

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

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

EmBewpnore 1o prolidio

e Jlepdvnote amord T0 LOAISI0 TPV OO TIV ATOGVPOT] TNG dOOMC. MNV avaKIveite.

o KdBe @roAido mepiéyetl évo AeVKO Kot OLO0YEVES YOAAKTOLO.

o EmbBeswpnote ontikd 10 gUPOAL0 Y10 TUYXOV COUATIONKT VAT 1)/K0L OTOYPOUATIGUO TPV ard TN
yopnynon. Mnv yopnyeite 1o oo dv VIGPYEL OTOLOONTOTE OO AVTA.

Xopnynore 10 eufiolio

o Y& kabe Qroridio mephappavetor vIepTANP®ON Yo Vo S1cPaAoTeL 0Tl pmopel va, e&ayel 1 d6om
tov 0,5 mL ékaotr. Amoppiyte ToyOV VIOAEMAOLEVO EUPOALO GTO PLOAISLO.

e Mia 660m twv 0,5 mL avtAigiton 6€ po amooTEp®UEVT PEAOVA KOl L0 OTOGTEPOLEVT] CUPLYYQ
IOV YOPMYEITUL PE EVOOUVIKT EVECT|, KATA TPOTIUNGT GTOV SEATOELDN UL TOV Ave PBpayiova.

o  Mnv avautyvoete to eUforto oty idto cOptyya pe GAAo euBOALL 1 POPUOKEVTIKE TPOTOVTAL.

o  MnVv GUYKEVIPAOVETE TNV TEPIGTELD TOV EUPOAIOD 0Td TOAAATAG QLOAISIAL.

Amdppryn

o KdéBe aypnoyromointo @oprakenTikd Tpoidv 1 VTOAEWUA TPETEL VO OTOPPINTETAL GOUPOVO, [LE TIG
KOTA TOTOLG IoYVOVGEC GYETIKES OLUTAEELG.
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