®YrAo ooNIOVY yprong: [IAnpogopicg yia Tov ypriotn

BIMERVAX® LP.8.1 gvéoiio yahdkTopa
Eppoio COVID-19 (avoouvivacpévo, 0VOGOEVIGYVLEVO)

vTo @AappraKo ovtd TEAEl LTO CLUTANPOUATIKT TapaKoAOVONCT. AvTd Ba emTPEYEL TO YP1IYOPO
TPOGIOPIoUO VEOV TANPOPOPLOV acPaielnc. Mmopeite va fondnoete pécm g avapopdg mhovov
AVETOOUNTOV EVEPYEIDV TTOL EVOEYOUEVMG TTapovatalete. BA. Téhog g mapaypdpov 4 yio Tov TpOTo
avaQOopAg avemBOUNT®V EVEPYELDV.

AwfacTe TPOGEKTIKA OALOKANPO TO GVIAO 00N YIAOV (PGS TPLY UPYICETE VO TUIPVETE AVTO TO
epupoiro, 010TL TEPLAUAPPAVEL CNUOVTIKEG TANPOPOPIES Y10 GO,

. DdvrdEte avTd TO PUALO 0dNYIBV YpNong. Tows ypelaotel va to duPfdcete Eavd.
. Edv éxete mepartépm amopieg, pOTNOTE TOV Y1OTPO, TOV POPLOKOTOLO 1] TOV VOGOKOLO GOG.
. Edv mapoatnproete Kamowo avemBOUNTN EVEPYELD, EVIUEPDOTE TOV YIOTPO, TOV PAPUAKOTOL0 1)

TOV VOGOKOUO 060G AvTd 10YDEL Kat Yo KaOe mhoavi) avemBOUNTN eVEPYELD TTOVL JEV OVOUPEPETOL
OTO POV POLALO 0dNYIOV YpNoNs. BAEme mapdypapo 4.

T tepréyer To mapoév QOALo 00NYLAOV

Tt eivan to BIMERVAX LP.8.1 ko mowa givar 1 gpfom tov
T mpénet va yvopilete mpv mapete 1o BIMERVAX LP.8.1
[og va ndpete to BIMERVAX LP.8.1

[Mbavég avemBounteg evépyeteg

o va pviaccete to BIMERVAX LP.8.1

[epreydpeva tng cuoKeVAGING Kot AOUTES TANPOPOPIES

AP S

1. Tv eivan o BIMERVAX LP.8.1 xon wowa givat 1) p1jon Tov

To BIMERVAX LP.8.1 givat éva eufoiio mov ypnoyomroteitar yio tnyv wpoinym tg COVID-19 mov
nwpokaieitan amd tov 10 SARS-CoV-2.

To BIMERVAX LP.8.1 yopnyeitot og dropa niikiog 16 etdv kot dveo.

To euPorio dieyeipel To AVOGOTOMNTIKO GOGTNUE (TN PLGIKN GULLVO, TOV OPYOVIGHOV) MCTE VO TAPAYEL
€101KA OVTICOUATO, TTOL dPOVV KATE TOV 100, TapEyovtog tpoctacio katd tng COVID-19. Kavéva and
TOL GLGTATIKA CLTOV TOV gPPoiiov dev pmopel va Tpokarécst COVID-19.

2. Tvnpéner va yvopilete mpv wapete To BIMERVAX LP.8.1

Mnyv népere o BIMERVAX LP.8.1
- 0€ mePInT®ON aALEPYiOG OTN dPUCTIKY OVGIN 1) GE OTOLOONTOTE AAAO OO TO GLGTUTIKA OVTOD TOL
(QOPLAKOV (AVAPEPOVTAL OTIV TAPAYPUPO 6).

[pogdomomcsis Ko TPoPVAAEES

AmevBuvieite oToV Y10TpO, TOV PUPHOKOTOLO 1] TOV VOGOKOLO oag Ttpty mipete 1o BIMERVAX LP.8.1

eqv:

o ¢glyate moté cofapn 1 amelAntikn yio ™ {01 aAAepyikn avtidpaon UETE T AyT OTOLGONTOTE
GAANG €veong uPoiiov,

o ¢yete Mmwobvunoetl Toté petd and Eveon pe Peova,

o ¢yete vynhn Beppokpacio (tave ard 38°C) 1 coPapn Aoipwén. Qotdco, unopeite vo, kKAvete Tov
euPoracud cag edv ExeTe IO TLPETO N AOTUMEN TOL AVATEPOL OEPAYDYOV OTTMOG KPLOAOYT LD,

o £YETE OUOPPOYIKA TPOPANUOTO, KAVETE EDKOAN LMOAWMTES 1] XPTCULOTOIEITE PAPUOKO YO TNV
POy OpouPoV aipatog (AVTITNKTIKO PAPUAKO),



® TO (LVOGOTOIMTIKO GOG GUGTNIO OEV AEITOVPYEL COOTA (OVETAPKELD) 1) TAIPVETE PAPUAKO TOV
OTTOSVVOUMVOLV TO OLVOCOTTOINTIKO GUGTNHA (OTWC KOPTIKOGTEPOELDT VYNANG 0OGNG,
OVOGOKOTOGTOATIKA 1] OVTUKOPKIVIKA (POPLLOKCL).

Edv xdmoto amd to mopoandvm 1oyvet Yo 0dg (1 dev gioTe Glyovpot), JMANGTE [LE TOV YLITPO, TOV
(OPLOKOTOL0 1 TOV VOGOKOWO cag mpty 6og yopnyndei to BIMERVAX LP.8.1.

Onwg kot pe omolodnmote guPorio, to BIMERVAX LP.8.1 evdéyetatl va unv IpocTtatenel TANP®G
O6A0VG 6G0VG TO AoUPAvoLV Kot deV ival YVOGTO Y10 TOGO YPOoVIKO S1G0TNLIa B0 TPOCGTATEVTEITE.

Hoowa kon Epnpor

To BIMERVAX LP.8.1 dev cuvictdrtot yio moudid nAkiog kdto tov 16 etov. Eni tov Tapdvtog, dev
VIapyovV drabécipeg mAnpopopieg oyeTika pe tn ypnon tov BIMERVAX LP.8.1 6g moudid kdtm tov
16 etav.

Alro @appoxa kot BIMERVAX LP.8.1
Evnuepdote tov y10tpo, ToV QopLOKOTOLd 1] TOV VOGOKOUO GaG 4V ToipveTE, £XETE TPOCPOTA TAPEL 1)
Umopel va Tapete GAAO @AppOKa 1 ELPOALAL.

Kinon ko Onhaopog

Edv eiote éyxvog 1 OnAdlete, vopilete 0L pmopetl va giote £yKvog 1 6YESALETE VO OMOKTHOETE TTOd,
{ntote T cupPovAn) Tov YaTPOD, TOL PUPLOKOTOIOD 1] TOV VOGOKOOL GG TPV TAPETE OVTO TO
euporto.

00N yNo1 KoL LEPIGROS PNV LETOV

Optopéveg and T1g avembounteg evépyeteg too BIMERVAX LP.8.1 mov avagpépovtotl otnv
mopdypoeo 4 (IMBavég avemBouNnTEg EVEPYELES) UTTOPEL VO LELDGOVY TPOCOPIVE TNV IKAVOTNTA GG VO
odnyeite kot va yepileote unyoaviparta. [epyévete péypt va eacbevioovy ot emdpAcElc TOV
eUPoAiov TPV 0ONYNOETE 1 YEIPIOTEITE UNYOVILATOL.

To BIMERVAX LP.8.1 tepiéyer vatpro, ko, Kot 71orlvcoppiko
Av10 10 UPorio mepi€yet Aryotepo amd 1 mmol vatpiov (23 mg) avd d6om, onAadm ival OLGLOCTIKA

«elevbepo vatpiovm.

Av10 10 gUPorio mepi€yet Aryotepo amd 1 mmol kadiov (39 mg) avd d6on 0,5 mL, dndadn etvar
OVGLOOTIKA «EAeVBEPO KOAIOUY.

Av10 10 guPoro mepigyet 1,18 mg moivcsopPikod 80 og kabe door. Ta molvcopPikd pmopet va
TPOKOAEGOVV ALEPYIKES avTIOpaceEl;. Evuepdote Tov 10tpd cog 0V £XETE YVOOTEG OAAEPYIEC.
3. og va wapete To BIMERVAX LP.8.1

Arouo nhixiog 16 etddv kot 6ve
To BIMERVAX LP.8.1 8a cog yopnynfei wg éveon tov 0,5 mL og évav po tov ave Bpoyiovd cag.

Yvviotdton vo AdPete to BIMERVAX LP.8.1 ¢ povi 8001 TovAdylotov 6 punveg Letd amd
mponyovpevn d6on gupoiriov katd tng COVID-19.

Metd Vv éveon, 0 Y1aTpdc, 0 POPUOKOTOLOC 1) O VOGOKOUOG G0¢ Oa oag mopakoAovdel yio mepinov
15 Aemtd Y10 TOV EVIOMIGUO TUYOV ONUEI®V OAAEPYIKNG AVTIOPAONG.

Edv éxete mepartépom epotoeig oyetikd pe t xprion tov BIMERVAX LP.8.1, potiote 0V y10Tpo,
TOV PAPHOKOTOL0 1] TOV VOGOKOO GOG.



Avocokozeotaluéva. aTouo.
Edv to avosomontikd cag chotnua dev Asitovpyel cmwotd, Umopel va yopnyndovv mpodcheteg dOGEIC
GUUO®VO. LE TIG EMIGNEG CLGTAGELG.

4. MBavéig avemBOpNTES EVEPYELEG

Onwg 6Aa 0. pAPLOK, £TCL KOL 0VTO TO EUPOAIO UTOPEL VO TPOKAAESEL AVETIOOUNTES EVEPYELES, OV
Kot Ogv TOPOVGSLALOVTOL GE OAOVS TOVG AVOPMITOLC.

O meprocoTepeg avemBbounteg evépyeteg eppaviCovtol evtog 3 nuepov and T ANy tov gpPfoiiov kKot
VIOYWPOVV EVTOG Ay®V NUEPOV amd TNV EUPAVIOT] TOVG. Edv Ta cupmtdpato expévouy,
EMKOIVOVIGTE LLE TOV Y1ATPO, TOV PUPLAKOTOLO 1] TOV VOGOKOUO GOG.

Avalntiorte eneryoviog wTpikn Pondela edv eLEOVIcETE GUUTTOUATA GOPAPTG AALEPYIKNG
avtidpaong Alyo petd tov epporlacpod. Tétoln copnTdpoTa UTopEl va Teplapufavouy:
aicOnpa AwoBopiog 1 {aAddag

aAAOYEG OTOV KOPOLHKO GOG TAAUO

dvomvola

GLPLYLO

TPNEWO TOV YEIMDY, TOL TPOGAOTOL 1] TOV AULLOV GOG

KVNOU®OOEG 0idN e KAT® omd To déppa (kvidmon) 1 e&dvinua

aicOnpa adwbeciog (vavtia) 1 ueto

TOVO GTO GTOMAYL

O axoAovBeg avemBOuNTeC evépyeleg umopel va eupavictovy pe 1o BIMERVAX LP.8.1:

MoAv ovyvég (umopel va exnpedoovy nepiocdtepa omd 1 ota 10 dropa)
o KkepaAodyia

e 7Ovog 610 onpeio 6oL yopnyeiton 1 Eveon

e qiocOnua peyding kodpaong (KO6Tmon)

e Lvikog TOVOC

Yuyvég (umopel va emnpedoovy €mg 1 ota 10 dtopo)

gpuBpoTO, TPHELO 1| EvacONGia 6TO oNpEeio yopNynoNg TG Eveong
aicOnpa adwbeciog (vavtia) 1 adiobeoia (Epetog)

duappoia

TUPETOG

SLOYK®UEVOL AEUPOOEVEG

7TOVOG OTN LOGYOAN

‘O svyvég (umopet va emmpedoovy £og 1 ota 100 dtopa)
piyn M aicOnua Topeton

Cakn

KVNOUOG 6T0 onpeio g éveong

TOVOG GTIS apBpmdoelg

aicOnpa advvapiog 1 EAAeNyM evépyelag

aicOnpo vavniiog

QoyoOpo GTO dEPUAL

yevika aictnpa adiabeciog

Yravieg (umopel va ennpedoovy £mg 1 ota 1.000 dropa)

o Kpba epidpmon

e  govvnOiot aicBnom oto dépua, OT®G pVpuNYKIaGUa (Tapaictnoia)
o pelopévn aicnon evoicOnoiog, €101k 610 dépa (VToosOnacio)



KOWALOKO GAYOg

TOVOG KT TNV KoTdmoon

OAAEPYIKEG OVTIOPAGELG OTTMC KVIdWoT), eEAvON LA 1) KVOUOC
HOA®TIGUOG 6TO onueio mov yopryeitol 1 Eveon
vrepevatctnecio oto onueio g Eveong

Mn yvoaTiicg cLyvotNToS (d€V Hmopovv va ekTiunfovv amd to dabéoya dedopéva, pe Paon Eva

UOVO TEPIOTOTIKO KATE T1) OLAPKELN TOV KAIVIKMOV dOKIUMDV)

o DAeyuovn oL EEOTEPIKOD YITOVO TNG KOPOLAG (Teptkapditida), n omoio UTOpEl va 00Ny oEL G
dvonvola, aicOnpa TaAudv 1 Tévo oto 6Thog

Ava@opd avemOuunTOV EVEPYELOV
Edv mapoatnproete Kamowo avemBOUNTN EVEPYELD, EVIUEPDOTE TOV YIOTPO, TOV PAPUAKOTOL0 1) TOV
VOGOKOWO 60G. AVTO 1oyVeL Kot Yo kGBe mhovr avemBountn evépyeia Tov dev avapEPETAL GTO TAPOV
@OALO 0ONYIDV Ypriong.Mmopeite emiong va avagépete avemBounteg evépyeleg anevbeiag, LEow
EBvikdg Opyaviopog @apudxmv
Meooyeimv 284
GR-15562 Xolapyog, ABnva
TnA: + 3021 32040337
Iototomog:  http://www.eof.gr

http://www Kkitrinikarta.gr
KoL Vo, GUUTEPIAGPETE TOV 0p1BUd TapTidag, av eivar dtabéoipoc. Méom Tng avaeopds avemBountwoy
evepyelmv pmopeite va fonbnoete ot GLAAOYN TEPICCOTEP®V TANPOPOPIDY GYETIKA LE TNV OCPAAELL
TOV TAPOVTOG ERPOAIOL.

5. og va pviacoete To BIMERVAX XBB.1.16

To @apuoko ovTd TPEMEL VAL PLAAGGETOL GE LEPT) TOV OEV TO PAETOVV KAl €V TO POAVOLV TO TOUOLA.
O y10tpdg, 0 PUPLOKOTOLOG 1] 0 VOGOKOWOG GaG Elval beBuvog Yo T 6oTH amodNKeELGT) AVTOD TOL
eUPoriov Kot T GOOTH ATOPPLYT] OTOLOLVONTOTE OLYPTCLUOTOINTOL TPOTdVTOC. Ot akdAoVDEG
TANPOPOPIEC GYETIKA UE TN POAAEN, TN ANEN, TN YP1ON KL TOV XEPIGUO KaBMG Kol TNV amdppiym

nwpoopilovTal yio Tovg enayyelIaTieg vYEiag.

Mnyv ypnoionoteite o0vtd 10 EUPOAI0 LETE TV NuepOoUNVia ANENG TOV AV PAPETOL GTNV ETIKETO PETA
™ AHEH. H nuepounvia Aqéng eivar n tedevtaio nuépa Tov PNvol oL ovapEPETOL EKEL.

dvAidooete og yoyeio (2°C — 8°C). Mnv xoatayvyete. Duidcocete Ta PloAidia 6To e£MTEPIKO KOVTI Yo
V0. TPOGTATEVOVTOL OO TO PG,

Ot TAnpopopieg GYETIKA LLE TOV YEPICUO TEPTYPAPOVTUL GTNV EVOTITO TTOL TPOOPILETAL Y10l TOVG
emayyeApatieg vyeiog 6To T€A0G TOL PUALOL 0O YLDV YPNONG.

Kd&0e aypnoyonointo goapuokevTikd Tpoiov 1 VIOAEUUN TPETEL VAL ATOPPITTETOL COUPDVA UE TIG
KOTA TOTOVG 10YVOVGEG GYETIKEG SUTAEELS,

6. Mepreyopeva TG GVOKEVAGLAG KO AOUTEG TANPOPOPiES

Tvepréyer to BIMERVAX LP.8.1

- Mia. 660m (0,5 mL) mepi€yet 40 pkpoypappdplo. OpOSUEPOVG GHVTNENG TEPLOYNG OECUEVOT|G

avacLVOLAGUEVS aKidag (S) vmodoyéa mpmteivng tov 100 SARS-CoV-2 (RBD)* (otéleyoc
Opikpov LP.8.1 — LP.8.1) avocoevioyvpévou pe SQBA.


http://www.eof.gr/
http://www.kitrinikarta.gr/

*Mopdyeton pe teyvoroyia avacuvovacuévov DNA pe ) xpnon eopéa EKppacns TAAcHSI0V o€
rkuttopikt oepd CHO.

- To SQBA zmeptlopfaveral oe avtd T0 ELPOMO (OC OVOGOEVIGYVTIKO Y10 TNV EMLTAYVVOT] KOL TN
Bedtion TV TPOCTATEVTIKOV EMOPAcE®V Tov euforiov. To SQBA mepiéyet avd d6om 0,5 mL:
okovarévio (9,75 mg), molvcopPucod 80 (1,18 mg), Tpieraixn copPrravn (1,18 mg), kitpikd
vatpio (0,66 mg), kitpikd o&o (0,04 mg) Kot VOWP Yo EVECTUAL.

- Ta dAAa cvuotatikd (ékdoya) eivol: AwdEKaDOPIKO POSPOPIKO dvVATPLO, S1HOPOYOVIKO
PMSPOPIKO KAAL0, VATPLO YA®PLov)0, KAAO yAmplovyokatl VOwp Yo evéciua. To BIMERVAX
LP.8.1 mepiéyet kAo, vatplo kot moAvcopPuco (PA. mapdypaeo 2).

Epg@évion too BIMERVAX LP.8.1 kon tepieyopeva TS 6VOKEVAGIag

To euforio gival £vo AeVKO OHOI0YEVES EVEGILLO YOAGKTMLLA.

0,5 mL yoAoKT®ROTOC TOPEXETOL GE PLOAIOIO LE ELOGTOUEPEG TTMLLOL ELCYMDPNONG KOl TAUGTIKO
OTOGTTMEVO KOTAKL.

Kd&0e proridro piog doomg mepiéyet 1 66on twv 0,5 mL.

Méyebog cvokevaciag: 1, 10 1} 20 @oAido piog d6omg.

Karoyog Adsrog Kvkhogopiag

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

17170 Amer (Girona)
IZITANIA

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

17170 Amer (Girona)
IZITANIA

To mapdév eviro 0dNYLOV Ypriong avadespOnke Yo TelevTaio gopa otig 09/2025

Adreg INYEG TANPOPOPLAOV

Agmtopepeic TAnpopopieg yia To PappoKo avtod gival S1afécieg 610 dikTLAKO TOTO Tov Evpomaicod
Opyoaviopov Gapudkwv: https:// www.ema.europa.eu

Y0opdOTE TOV KMOIKO LE [0, KIVITH] CUGKEDT] Y10, VoL AAPETE TO GUALO 0ONYIDV XPNOTG GE SIUPOPETIKES
YADOOEG,


https://www.ema.europa.eu/

"H emokepbeite T dievBvvon URL: www.hipracovidvaccine.com

To mapov pOALO 0dMyLmV ¥priong eivar Stabéoipo o OAeg Tig emionueg YAwooeg e EE/EOX otov
dkTvakd 1010 TV Evponaikov Opyavicpod Gappdkov.

O T po@opieg Tov aKoAoVOOVY aTEVOVVOVTAL HOVO O EMAYYEANOTIEG VYELNG:
Xopnynote to BIMERVAX LP.8.1 gvdopvikd, Katd Tpotipnon 6tov dEATOEN Lo Tov ave Bpoyiova.

IynAiaciuotnto

[pokeyévov va Pertiwbel 1 yvnloottdtnta TV PLOAOYIKGOV QOPUOKEVTIKOV TPOIOVI®YV, Bo Tpémel
VO KOTAYPAPETOL LLE CAPTVELD T OVOHOGTX Kol 0 aplBUog TopTidag TOL YOPTYOVLEVOD TPOIOVTOG.

Odnyieg YEPLoU0L KoL YOpynon

Na un ypnoonoteite ovtd 10 EUPOAI0 PETA TNV NUEPOUNVIO ANENG TTOV AVAPEPETAL OTIV ETIKETA LETA
™ AHEH. H nuepopnvio AnEng avaeépetol 6Tnv TEAELTAIN UEPE TOV GUYKEKPIUEVOL UV

O yepiopdg avtov tov gpPolriov Bo Tpémel va yivetan amd emayyelpotio vyeiog pe yprion donntov
TEYVIKOV Y10 VO O10GPOALIGTEL 1] OTEPOTNTO KAOE dOOMC.

Tpoerouaaia yio. yprion

o To guPoiio givar £Too yia ypnon.

e To un avorypévo gufoito Ba mpémel va puidccetol og Beppokpacio 2°C g 8°C kot va,
drotnpeiton 610 £®TEPIKO KOLTL Y10 TPOGTAGIN ATTO TO PG,

o  Auécmg TPV amd T (PO, APUPESTE TO PLOAISI0 ToV gPoriov and To e£®TEPIKO KOLTI.

EmbBewpnore 1o proalidio

o [lepdvnote amold 10 PLOAISI0 TPV Ao TNV ardOGVPCT TG 000G M1V avaKIVEITE.

o KdBe praAido mepiéyet éva AeVKo Kol OPOI0YEVEG YOAGKTMLLA.

o Embempnorte ontikd T0 gUPOALO Yo TUXOV COUATIONKT VAT 1)/KOL OTOYPOUATIGUO TPV ol TN
xopnynon. Mnv yopnyeite 1o eufoiio edv vIdpyEL 0TO10OMTOTE IO AVTA.

Xopnynare t0 guforio

o Y& KOs Qroridio mepthapPdvetor vIepTANp®ON Yo Vo dStacParioTel OTL pmopel va e&ayBel  d6om
tov 0,5 mL ékaotn. Amoppiyte TUYOV VTOAEITOUEVO EUPOALIO GTO PLAALISIO.

e Mia 660 twv 0,5 mL avtieitol o€ pio 0mooTEP®UEVT BEAOVO KOl L0, OTOGTEPOUEVT] GOPLYYOL
TIOV YOPMYELTAL [LE EVOOUVIKT £VECT], KOTA TPOTIUNGT GTOV OEATOEDN KL TOL v Ppayiova.

o  Mnyv avoutyvoete to eufoiio oty idta cOptyya pe dAAa eUPOAIO 1] GOPUOKEVTIKG TPOTOVTAL.

o MV GUYKEVIPAOVETE TNV TTEPicTELD TOV EUPOAIOV 0Td TOAAATAG PLOAISIAL.

Armoppryn
o  KdBe aypnoyLomointo popUokeLTIKO TPOTOV 1] VTOAEUUN TPETEL VO ATOPPITTETOL COUPDVA UE TIG
KOTO TOTOVG 10YDOVGEG OYETIKEG SLUTAEELS.


http://www.hipracovidvaccine.com/

