®YrAo ooNIOVY yprong: [IAnpogopicg yia Tov ypriotn

BIMERVAX® LP.8.1 gvéoiio yahdkTOpa
Eppoéiro COVID-19 (avaovvovaopuévo, avoGsoEVIGLUEVO)
pepaxofotéy

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

AwfacTe TPOGEKTIKA 0AOKANPO TO GVIAO 00NYIAOV (PGS TPLY UPYICETE VO TUIPVETE AVTO TO
epupoiro, 010TL TEPLAUAPPAVEL CNUOVTIKEG TANPOPOPIES Y10 GO,

. Ddovrdéte avTd TO PUALO 0N YLDV Ypong. Towg ypelaotel va to duPfdcete Eavd.
. Edv éxete mepartépm amopies, pOTNOTE TOV Y1OTPO, TOV POPLOKOTOLO 1] TOV VOGOKOLO GOG.
. Edv mapoatnproete Kamowo avemBOUNTN EVEPYELD, EVILEPDOTE TOV YIOTPO, TOV PAPUAKOTOL0 1)

TOV VOGOKOUO 060G AvTd 10Y0EL Kat Yo KaOe mhoavi) avemBOUNTN eVEPYELD TTOV JEV OVOUPEPETOL
OTO POV PUALO 0dNYIOV YpNoNs. BAEme mapdypapo 4.

T tepréyer To mapoév gOALo 00N YLAOV

Tv eivan to BIMERVAX LP.8.1 kot mow givar 1 xpnom tov
T mpénet va yvopilete npv mapete 1o BIMERVAX LP.8.1
g va ndpete to BIMERVAX LP.8.1

[Mbavég avemBounteg evépyeteg

o va pviaccete to BIMERVAX LP.8.1

[epreydpeva tng cuoKeLAGING Kol AOUTES TANPOPOPIES

AN e

1. Tv eivan o BIMERVAX LP.8.1 xon wowa givat 1) prjon 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 12 etdv kot dvo.

To euPoiio dieyeipel To AVOGOTOMNTIKO GOGTNHE (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 gRPoriov 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 éveong uPoiiov,

o ¢yete Mwobvunoel Toté petd amd Eveon pe Pedova,

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



o  £YETE OUOPPOYIKA TPOPANUOTO, KAVETE EDKOAN LOAWOTES 1] YPTCULOTOIEITE GAPUOKO YIOL TNV
POy OpouPoV aipatog (AVTINKTIKO PAPUAKO),

® TO (LVOGOTOMTIKO GOG GUGTNIO OEV AEITOVPYEL GOOTA (OVETAPKELD) 1] TAIPVETE PAPUAKO TOV
OTTOSVVOUMVOLV TO OLVOCOTTOMNTIKO GUGTNHA (OTWC KOPTIKOGTEPOELDT VYNANG OOGNG,
OVOGOKOTOGTOATIKA 1] OVTUKOPKIVIKA (POPLLOKCL).

Edv xdmotlo amod to mopoandvm 1oyvet Yo 0dg (1 dev €ioTe Glyovpot), JMANGTE [LE TOV YL TPO, TOV
(OPLOKOTOL0 1 TOV VOGOKOWO cag mpty cog yopnyndei to BIMERVAX LP.8.1.

Onwg kot pe omolodnmote guPorio, to BIMERVAX LP.8.1 evdéyetatl va unv IpocTtateEl TANP®G
O6A0VG 6G0VG TO AopPavouV Kot dev ival YVOGTO Y10 TOGO YPoviKO S140TNHa B0 TPOCGTATEVTEITE.

Hoowa

To BIMERVAX LP.8.1 dev cuvictdrton yio moudid nAkiog kéto tov 12 etov. Eni tov Tapdvtog, dev
VIapyovV drabécipeg mAnpopopieg oyeTika pe tn ypnon tov BIMERVAX LP.8.1 6g moudid kdtm tov
12 eTv.

Alro gappoxa kot BIMERVAX LP.8.1
Evnuepdote tov y1otpo, ToV QopLoKoTold 1] ToV VOGOKOUO GaG 4V TaipveTe, £(ETE TPOCPOTO TAPEL 1)
Umopel va Tapete AAAO @AappoKa 1 ELPOALA.

Kinon ko Onhaopog

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

00 yNo1 KoL LEPIGROS PNV LETOV

Optopéveg and T1g avembounteg evépyeteg tov BIMERVAX LP.8.1 mov avagpépovtotl otnv
mopaypoeo 4 (IMBavég avemBoUNTEg EVEPYELES) UTTOPEL VO LELDGOVY TPOCOPIVE TNV IKAVOTNTA GG VO
odnyeite kot va yepileote unyoaviparta. [epyévere péypt va eacbevioovy ot emdpAcELS TOV
eUPoAiov TPV 0ONYNOETE 1 YEIPICTEITE UMY OV LATOL.

To BIMERVAX LP.8.1 tepiéyer vatpro, ko, Kot morlvcoppiko
Av10 10 gUPorio mepi€yet Aryotepo amd 1 mmol vatpiov (23 mg) avd d6om, onAadmn ival OLGLICTIKA

«ehevbepo vatpiovy.

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

Av10 10 guPoro mepigyet 1,18 mg moivcsopPikod 80 og kabe door. Ta molvcopPikd pmopet va
TPOKAAEGOVV OALEPYIKES avTIdpaoels. Evuepdote Tov 10tpd cog 4V XETe YVOOTEG OAAEPYIEC.
3. og va rapete To BIMERVAX LP.8.1

Arouo nhixiog 12 etdv 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 ¢ pov 8001 TovAdylotov 6 piveg Hetd amd
mponyovpevn d6on gupoiriov katd tng COVID-19.

Metd Vv éveon, 0 Y1aTpdc, 0 POPUOKOTOLOC 1] O VOGOKOUOG 60¢ Oa oag TopakoAovdel yio mepimov
15 Aemtd Y10 TOV EVIOMIGUO TUYOV CNUEI®V OAAEPYIKNG AVTIOpAONG.

Edv éxete mepartépo epotoeig oyetikd pe t xprion tov BIMERVAX LP.8.1, potiote 0V y10Tpo,
TOV PAPUOKOTOL0 1] TOV VOGOKOO GOG.



Avocokozeotaluéva. aTouo.
Edv to avosomontikd cag chotnua dev Asrtovpyel cmwotd, Umopel va yopnyndovv apodcheteg dOGEIC
GUULO®VO. LLE TIG EMIGTNEG GCVGTAGELG.

4. MBavéig avemBOpuNTES EVEPYELEG

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

O meplocoTepeg avembounteg evépyeteg eppaviCovtol evtog 3 nuepmv and T ANy tov gpPoiiov Kot
VIOYWPOVV EVTOG Ay®V NUEPAOV amd TNV EUPAVIOT] TOVG. Edv Ta cupmtdpato expévouy,
EMKOIVOVIGTE LE TOV Y1ATPO, TOV QPUPLAKOTOLO 1] TOV VOGOKOUO GOG.

Avalntiorte eneryoviog wTpikn Pondela edv eRQOVIcETE GUUTTOUATA GOPUPTG QALEPYIKNG
avtidpaong Alyo petd tov epporlacpod. Tétoln copnTdpoTa UTopel va Teptlapufavouy:
aicOnpa AwoBopiog 1 {aAddag

aALOYEG OTOV KOPOLIKO GOG TAAUO

dvomvola

GLPLYLO

TPNEWO TOV XEAMDY, TOL TPOGAOTOL 1] TOV AULLOV GOG

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

aicOnpa adwbeciog (vavtia) 1 ueto

OVO GTO GTOMIYL

O ax6AovBeg avemBOuNTeC evépyeleg umopel va eupavictovv pe 1o BIMERVAX LP.8.1:

MoAv ovyvég (Lmopel va exnpedoovy nepiocdtepa omd 1 ota 10 dropa)
o KkepaAoAyia

e 7Ovog 610 onpeio 6oL yopnyeiton 1 Eveon

o qiocOnua peyding kovpaong (KOTmon)

e Lvikog THVOC

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

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

duappoia

TUPETOG

SLOYK®OUEVOL AEUPOOEVEG

7TOVOG OTN LOGYOAN

‘O svyvég (umopet va emmpedoovy £mg 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 (Tapaicinoia)



pelmpévn aicnon evarshnociog, £101Kd oto déppa (vToatcOnacio)
KOWALOKO GAYOg

TOVOG KT TNV KoTdmoon

OAAEPYIKEG OVTIOPAGELG OTTMC KVIdwoT), eEAvON LA 1) KVOUOC
UOA®TIGUOG 6TO onueio Tov yopryeitol 1 Eveon
vrepevatctnecio oto onueio g veong

Mn yvooTiig ouyvotrag (6ev umopodv va ektiunfovv and ta dtobéoipa dedopéva, pe Paon Eva povo

TEPIOTUTIKO KATE, TN SLAPKELD TV KAIVIKOV SOKIUMDV)

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

Ava@opd avemOuunTOV EVEPYELOV
Edv mapotnproete Kamowo avemBOUNTN EVEPYELD, EVIUEPDOTE TOV YIOTPO, TOV PAPUAKOTOLO 1) TOV
VOGOKOWO 60G. AVTO 1oyveL Ko Yo kGOe mhov avemBountn evépyeia Tov dev avapPEPETAL GTO TAPOV
@UALO 0dNYIDV 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 etvar dtabéoipoc. Méom g avapopds avemBountoy
evepyelmv pmopeite va fonbnoete ot GLAAOYN TEPIGCOTEP®V TANPOPOPIDY GYETIKA LE TNV OCPAAELL
TOV TAPOVTOG ERPOAIOL.

5. Hog va pviacoete To BIMERVAX LP.8.1

To @apuoko ovTd TPEMEL VAL PLAAGGETOL GE LEPT) TOV OEV TO PAETOVV KOl €V TO POAVOLV T TOUOLA.
O y10tpdg, 0 PUPLOKOTOLOG 1] 0 VOGOKOLOG GaG Elval bevBuvog Yo T 6OOoTH Ao KeELGT) 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 VYIS,

Mnyv ypnolponoteite o0vtd 10 EUPOAI0 LETE TV NuepOUNVia ANENG TOV AVOYPAPETOL GTNV ETIKETO PETA
™ AHEH. H nuepounvia Aqéng sivar n tedevtaio nuépa Tov PNvel Tov ovapEPETOL EKEL.

dvAdooete og yoyeio (2°C — 8°C). Mnv xotayvyete. DuAdcocete Ta PloAidia 6To e£MTEPIKO KOVTI Yia
V0. TPOGTATEVOVTOL OO TO PG,

Ot TAnpopopieg GYETIKA LLE TOV YEPICUO TEPTYPAPOVTUL GTNV EVOTITO TTOL TPOOPILETAL Y10l TOVG
emayyeApatieg vyeiog 6To TEA0G TOL PUALOL 0O YLDV YPNONG.

Kd&0e aypnoyonointo poapuokevTikd Tpoiov 1 VTOAEUUN TPETEL VA ATOPPITTETOL COUPDVA UE TIG
KOTA TOTOVG 10YVOVGEG GYETIKEG SIOTAEELS,

6. Mepreyopeva TG GVOKEVAGLOG KO AOUTEG TANPOPOPiES

Tvepréyer to BIMERVAX LP.8.1

- Mia 6601 (0,5 mL) mepiéyet 40 pkpoypoppdpio pepaxoPatéty avocoevioyvuévo pe SQBA.


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

- To pepaxoPatév etvar Eva opodipeponc GUVTNENG TOV VTTOSOYEN SEGELONC TNG
avaGLVIVAGUEVTG TPOTEIVTG akidag (S) Tov 100 SARS-CoV-2 (RBD) (otedéyn Opkpov LP.8.1
— LP.8.1) mov mapdyetot pe teyvoroyio avacuvovacuévor DNA.

- To SQBA zmeptlopfaverol oe avtd 10 ELPOMO (OC OVOGOEVIGYVTIKO Y10 TNV EMLTAYVVOT] KOL TN
Beltion TV TPOCTATEVTIKOV EMOPAcE®V Tov euforiov. To SQBA mepiéyet avd doom 0,5 mL:
okovarévio (9,75 mg), molvcopPukod 80 (1,18 mg), Tpieraixn copPrravn (1,18 mg), kitpikd
vatpio (0,66 mg), kitpikd o&o (0,04 mg) Kot VOWP Yol EVECTLLAL.

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

Epg@évion too BIMERVAX LP.8.1 kon wepiey0peva TS 6VOKEVAGIOg

To euforio gival £va AeVKO OHOI0YEVES EVEGILO YOAGKTMLLA.

0,5 mL yoAoKT®UOTOC TOPEXETOL GE PLOAIOIO LE ELOGTOUEPEG TTMLLOL ELCYDPNONG KOl TAUGTIKO
OMOGTMIEVO KOTAKL.

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

Méyebog ocvokevaciag: 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 evAro 0dNYLOV Ypriong avadepOnke Yo TelevTaio gopa otig 04/2026

Addreg I YEG TANPOPOPLAOV

Agmtopepeic TAnpopopieg yia To PappoKo avtod gival dS1afécieg 610 dkTLaKO TOTO Tov Evpomaicod
Opyoaviopov Gapudkwv: https:// www.ema.europa.eu

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


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

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

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

IynAiaciuotnto

[pokeyévov va Bertiwbel 1 yvnlootldtnta TV PLOAOYIKGOV QOPUOKEVTIKOV TPOIOVI®V, Bo Tpémel
VO KOTAYPAPETOL LLE CAPTVELD 1] OVOUOGTR Kol 0 aplBUog TopTidag TOL YOPTYOVLEVOD TPOIOVTOG.

Odnyieg yEPLopobL KoL YOpynon

Na un ypnolonoteite ovtd 10 EUPOAI0 PETA TNV NUEPOUNVIO ANENG TTOL AVAPEPETAL TNV ETIKETA LETA
™ AHEH. H nuepopnvio AnEng avaeépetol 6Tny TEAELTAI0 UEPA TOV GUYKEKPIUEVOL UV

O yepiopdg avtov tov gpPolriov Bo Tpémel va yivetan amd emaryyelpotio vyeiog pe yprion donntov
TEYVIKAOV Y10 V0L O10GPOALIGTEL 1] OTEPOTNTO KAOE dOOMC.

Tpoerouaaia yio. yprion

o To gufoiio givar £Too yia ypnon.

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

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

EmbBewpnore 1o pralidio

o [lepdvnote amold 10 PLOAISI0 TPV Ao TNV ardOGVPCT TG 000NG. MMV ovaKIVEITE.

o KdBe praAido mepiéyet éva Aeuko Kol OPOI0YEVEG YOAGKTMLLA.

o Embempnorte ontikd T0 gUPOALO Y0 TUXOV COUATIONKT VAT 1)/KOL OTOYPOUATIGUO TPV o TN
xopnynon. Mnv yopnyeite 1o eufoAio v vIdpyEL 0TO0ONTOTE ATO AVTA.

Xopnynore t0 gufolio

o g Kabe Qroridio mepthapPdvetor vIepTANP®ON Yo Vo dtacParioTel 0Tl pmopel va e&ayBel  d6om
tov 0,5 mL ékaotn. Amoppiyte TuYOV VTOAEITOUEVO EUPOALO GTO PLAALISIO.

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

o  Mnv avoptyvoete to eufoiio oty idio cOptyya pe dAAa eUPOAIO 1] GOPUOKEVTIKG TPOTOVTAL.

o MV GUYKEVIPAVETE TNV TEPicTELD TOL EUPOAIOV 0Td TOAAATAG PLOAIdLAL.

Armoppryn
o  Kd&Be aypnoytomointo popuokeLTIKO TPOTOV 1] VTOAELUN TPETEL VO ATOPPITTETOL COUPMVA UE TIG
KTO TOTOVG 10YVOVGEG OYETIKEG SIOTAEELS.


http://www.hipracovidvaccine.com/

®YrAo ooNIOVY yprong: [IAnpogopicg yia Tov ypriotn

BIMERVAX® LP.8.1 gvéo110 YOLAKTONO GE TPOYEPIGHEVT] COPLYYA
Eppoéiro COVID-19 (avaovvovaopuévo, avoGsoEVIGLUEVO)
pepaxofotéy

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

AwfacTe TPOGEKTIKA 0AOKANPO TO GVIAO 00NYIAOV (PGS TPLY UPYICETE VO TUIPVETE AVTO TO
epupoiro, 010TL TEPLAUAPPAVEL CNUOVTIKEG TANPOPOPIES Y10 GO,

. Ddovrdéte avTd TO PUALO 0N YLDV Ypong. Towg ypelaotel va to duPfdcete Eavd.
. Edv éxete mepartépm amopies, pOTNOTE TOV Y1OTPO, TOV POPLOKOTOLO 1] TOV VOGOKOLO GOG.
. Edv mapoatnproete Kamowo avemBOUNTN EVEPYELD, EVILEPDOTE TOV YIOTPO, TOV PAPUAKOTOL0 1)

TOV VOGOKOUO 060G AvTd 10Y0EL Kat Yo KaOe mhoavi) avemBOUNTN eVEPYELD TTOV JEV OVOUPEPETOL
OTO POV PUALO 0dNYIOV YpNoNs. BAEme mapdypapo 4.

T tepréyer To mapoév gOALo 00N YLAOV

Tv eivan to BIMERVAX LP.8.1 kot mow givar 1 xpnom tov
T mpénet va yvopilete npv mapete 1o BIMERVAX LP.8.1
g va ndpete to BIMERVAX LP.8.1

[Mbavég avemBounteg evépyeteg

o va pviaccete to BIMERVAX LP.8.1

[epreydpeva tng cuoKeLAGING Kol AOUTES TANPOPOPIES

AN e

1. Tv eivan o BIMERVAX LP.8.1 xon wowa givat 1) prjon 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 12 etdv kot dvo.

To euPoiio dieyeipel To AVOGOTOMNTIKO GOGTNHE (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 gRPoriov 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 éveong uPoiiov,

o ¢yete Mwobvunoel Toté petd amd Eveon pe Pedova,

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



o  £YETE OUOPPOYIKA TPOPANUOTO, KAVETE EDKOAN LOAWOTES 1] YPTCULOTOIEITE GAPUOKO YIOL TNV
POy OpouPoV aipatog (AVTINKTIKO PAPUAKO),

® TO (LVOGOTOMTIKO GOG GUGTNIO OEV AEITOVPYEL GOOTA (OVETAPKELD) 1] TAIPVETE PAPUAKO TOV
OTTOSVVOUMVOLV TO OLVOCOTTOMNTIKO GUGTNHA (OTWC KOPTIKOGTEPOELDT VYNANG OOGNG,
OVOGOKOTOGTOATIKA 1] OVTUKOPKIVIKA (POPLLOKCL).

Edv xdmotlo amod to mopoandvm 1oyvet Yo 0dg (1 dev €ioTe Glyovpot), JMANGTE [LE TOV YL TPO, TOV
(OPLOKOTOL0 1 TOV VOGOKOWO cag mpty cog yopnyndei to BIMERVAX LP.8.1.

Onwg kot pe omolodnmote guPorio, to BIMERVAX LP.8.1 evdéyetatl va unv IpocTtateEl TANP®G
O6A0VG 6G0VG TO AopPavouV Kot dev ival YVOGTO Y10 TOGO YPoviKO S140TNHa B0 TPOCGTATEVTEITE.

Hoowa

To BIMERVAX LP.8.1 dev cuvictdrton yio moudid nAkiog kéto tov 12 etov. Eni tov Tapdvtog, dev
VIapyovV drabécipeg mAnpopopieg oyeTika pe tn ypnon tov BIMERVAX LP.8.1 6g moudid kdtm tov
12 eTv.

Alro gappoxa kot BIMERVAX LP.8.1
Evnuepdote tov y1otpo, ToV QopLoKoTold 1] ToV VOGOKOUO GaG 4V TaipveTe, £(ETE TPOCPOTO TAPEL 1)
Umopel va Tapete AAAO @AappoKa 1 ELPOALA.

Kinon ko Onhaopog

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

00 yNo1 KoL LEPIGROS PNV LETOV

Optopéveg and T1g avembounteg evépyeteg tov BIMERVAX LP.8.1 mov avagpépovtotl otnv
mopaypoeo 4 (IMBavég avemBoUNTEg EVEPYELES) UTTOPEL VO LELDGOVY TPOCOPIVE TNV IKAVOTNTA GG VO
odnyeite kot va yepileote unyoaviparta. [epyévere péypt va eacbevioovy ot emdpAcELS TOV
eUPoAiov TPV 0ONYNOETE 1 YEIPICTEITE UMY OV LATOL.

To BIMERVAX LP.8.1 tepiéyer vatpro, ko, Kot morlvcoppiko
Av10 10 gUPorio mepi€yet Aryotepo amd 1 mmol vatpiov (23 mg) avd d6om, onAadmn ival OLGLICTIKA

«ehevbepo vatpiovy.

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

Av10 10 guPoro mepigyet 1,18 mg moivcsopPikod 80 og kabe door. Ta molvcopPikd pmopet va
TPOKAAEGOVV OALEPYIKES avTIdpaoels. Evuepdote Tov 10tpd cog 4V XETe YVOOTEG OAAEPYIEC.
3. og va rapete To BIMERVAX LP.8.1

Arouo nhixiog 12 etdv 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 ¢ pov 8001 TovAdylotov 6 piveg Hetd amd
mponyovpevn d6on gupoiriov katd tng COVID-19.

Metd Vv éveon, 0 Y1aTpdc, 0 POPUOKOTOLOC 1] O VOGOKOUOG 60¢ Oa oag TopakoAovdel yio mepimov
15 Aemtd Y10 TOV EVIOMIGUO TUYOV CNUEI®V OAAEPYIKNG AVTIOpAONG.

Edv éxete mepartépo epotoeig oyetikd pe t xprion tov BIMERVAX LP.8.1, potiote 0V y10Tpo,
TOV PAPUOKOTOL0 1] TOV VOGOKOO GOG.



Avocokozeotaluéva. aTouo.
Edv to avosomontikd cag chotnua dev Asrtovpyel cmwotd, Umopel va yopnyndovv apodcheteg dOGEIC
GUULO®VO. LLE TIG EMIGTNEG GCVGTAGELG.

4. MBavéig avemBOpuNTES EVEPYELEG

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

O meplocoTepeg avembounteg evépyeteg eppaviCovtol evtog 3 nuepmv and T ANy tov gpPoiiov Kot
VIOYWPOVV EVTOG Ay®V NUEPAOV amd TNV EUPAVIOT] TOVG. Edv Ta cupmtdpato expévouy,
EMKOIVOVIGTE LE TOV Y1ATPO, TOV QPUPLAKOTOLO 1] TOV VOGOKOUO GOG.

Avalntiorte eneryoviog wTpikn Pondela edv eRQOVIcETE GUUTTOUATA GOPUPTG QALEPYIKNG
avtidpaong Alyo petd tov epporlacpod. Tétoln copnTdpoTa UTopel va Teptlapufavouy:
aicOnpa AwoBopiog 1 {aAddag

aALOYEG OTOV KOPOLIKO GOG TAAUO

dvomvola

GLPLYLO

TPNEWO TOV XEAMDY, TOL TPOGAOTOL 1] TOV AULLOV GOG

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

aicOnpa adwbeciog (vavtia) 1 ueto

OVO GTO GTOMIYL

O ax6AovBeg avemBOuNTeC evépyeleg umopel va eupavictovv pe 1o BIMERVAX LP.8.1:

MoAv ovyvég (Lmopel va exnpedoovy nepiocdtepa omd 1 ota 10 dropa)
o KkepaAoAyia

e 7Ovog 610 onpeio 6oL yopnyeiton 1 Eveon

o qiocOnua peyding kovpaong (KOTmon)

e Lvikog THVOC

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

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

duappoia

TUPETOG

SLOYK®OUEVOL AEUPOOEVEG

7TOVOG OTN LOGYOAN

‘O svyvég (umopet va emmpedoovy £mg 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 (Tapaicinoia)



pelmpévn aicnon evarshnociog, £101Kd oto déppa (vToatcOnacio)
KOWALOKO GAYOg

TOVOG KT TNV KoTdmoon

OAAEPYIKEG OVTIOPAGELG OTTMC KVIdwoT), eEAvON LA 1) KVOUOC
UOA®TIGUOG 6TO onueio Tov yopryeitol 1 Eveon
vrepevatctnecio oto onueio g veong

Mn yvooTtiig (dgv umopolv va ekTiun0ovv omd to dabécia dedopéva, pe fdon Eva HOvVo TEPLOTATIKO

K0T T O1GPKELD TOV KAIVIKOV SOKIUMV)

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

Ava@opd avemOuunTOV EVEPYELOV
Edv mapotnproete Kamowo avemBOUNTN EVEPYELD, EVIUEPDOTE TOV YIOTPO, TOV PAPUAKOTOLO 1) TOV
VOGOKOWO 60G. AVTO 1oyveL Ko Yo kGOe mhov avemBountn evépyeia Tov dev avapPEPETAL GTO TAPOV
@UALO 0dNYIDV 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 etvar dtabéoipoc. Méom g avapopds avemBountoy
evepyelmv pmopeite va fonbnoete ot GLAAOYN TEPIGCOTEP®V TANPOPOPIDY GYETIKA LE TNV OCPAAELL
TOV TAPOVTOG ERPOAIOL.

5. Hog va pviacoete To BIMERVAX LP.8.1

To @apuoko ovTd TPEMEL VAL PLAAGGETOL GE LEPT) TOV OEV TO PAETOVV KOl €V TO POAVOLV T TOUOLA.
O y10tpdg, 0 PUPLOKOTOLOG 1] 0 VOGOKOLOG GaG Elval bevBuvog Yo T 6OOoTH Ao KeELGT) 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 VYIS,

Mnyv ypnolponoteite o0vtd 10 EUPOAI0 LETE TV NuepOUNVia ANENG TOV AVOYPAPETOL GTNV ETIKETO PETA
™ AHEH. H nuepounvia Aqéng sivar n tedevtaio nuépa Tov PNvel Tov ovapEPETOL EKEL.

dvrdooete og yoyeio (2°C — 8°C). Mnv koatayvyete. DuAAGGETE TO TPOIOV GTO EEMTEPIKO KOLTL Y10l
V0. TPOGTATEVOVTOL OO TO PG,

Ot TAnpopopieg GYETIKA LLE TOV YEPICUO TEPTYPAPOVTUL GTNV EVOTITO TTOL TPOOPILETAL Y10l TOVG
emayyeApatieg vyeiog 6To TEA0G TOL PUALOL 0O YLDV YPNONG.

Kd&0e aypnoyonointo poapuokevTikd Tpoiov 1 VTOAEUUN TPETEL VA ATOPPITTETOL COUPDVA UE TIG
KOTA TOTOVG 10YVOVGEG GYETIKEG SIOTAEELS,

6. Mepreyopeva TG GVOKEVAGLOG KO AOUTEG TANPOPOPiES

Tvepréyer to BIMERVAX LP.8.1

- Mia 6601 (0,5 mL) mepiéyet 40 pkpoypoppdpio pepaxoPatéty avocoevioyvuévo pe SQBA.
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- To pepaxoPatév etvar Eva opodipeponc GUVTNENG TOV VTTOSOYEN SEGELONC TNG
OVOGLVIVAGUEVNG TPMTEIVTG 0kidag (S) Tov 100 SARS-CoV-2 (RBD) (oteléym Opikpov
LP.8.1 — LP.8.1) mov mopdyetar pe teyvoroyia avacvvovacuévov DNA.

- To SQBA zmeptlopfaverol oe avtd 10 ELPOMO (OC OVOGOEVIGYVTIKO Y10 TNV EMLTAYVVOT] KOL TN
Beltion TV TPOCTATEVTIKOV EMOPAcE®V Tov euforiov. To SQBA mepiéyet avd doom 0,5 mL:
okovarévio (9,75 mg), molvcopPukod 80 (1,18 mg), Tpieraixn copPrravn (1,18 mg), kitpikd
vatpio (0,66 mg), kitpikd o&o (0,04 mg) Kot VOWP Yol EVECTLLAL.

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

Epg@évion too BIMERVAX LP.8.1 kon wepiey0peva TS 6VOKEVAGIOg

To euforio gival £va AeVKO OHOI0YEVES EVEGILO YOAGKTMLLA.

0,5 mL yolokt®dpoToC 6€ TPOoYESUEVT] cVPLYYa (YuoAl TOTTOL 1) pe mopo epPforov (EAAcTIKO amd
YA®POPOVTOALO) Kol EVOOUATOUEVO KATAKL AKPOV (EA0CTIKO amd TOAVIGOTPEVIO) Ympic Perdva.

Kd&0e mpoyepuouévn oopryyo mepiéyet 1 66on twv 0,5 mL.

Méyebog ocvokevaciag: 1 1 10 Tpoyepiopéveg cOpLyyec.

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 evAro 0dNYLOV Ypriong avadepOnke Yo TelevTaio gopa otig 04/2026

Addreg I YEG TANPOPOPLAOV

Agmtopepeic TAnpopopieg yia To PappoKo avtod gival dS1afécieg 610 dkTLaKO TOTO Tov Evpomaicod
Opyoaviopov Gapudkwv: https:// www.ema.europa.eu

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

1"


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

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

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

IynAiaciuotnto

[pokeyévov va Bertiwbel 1 yvnlootldtnta TV PLOAOYIKGOV QOPUOKEVTIKOV TPOIOVI®V, Bo Tpémel
VO KOTAYPAPETOL LLE CAPTVELD 1] OVOUOGTR Kol 0 aplBUog TopTidag TOL YOPTYOVLEVOD TPOIOVTOG.

Odnyieg yEPLopobL KoL YOpynon

Na un ypnolonoteite ovtd 10 EUPOAI0 PETA TNV NUEPOUNVIO ANENG TTOL AVAPEPETAL TNV ETIKETA LETA
™ AHEH. H nuepopnvio AnEng avaeépetol 6Tny TEAELTAI0 UEPA TOV GUYKEKPIUEVOL UV

O yepiopdg avtov tov gpPolriov Bo Tpémel va yivetan amd emaryyelpotio vyeiog pe yprion donntov
TEYVIKAOV Y10 V0L O10GPOALIGTEL 1] OTEPOTNTO KAOE dOOMC.

Tpoerouaaia yio. yprion

o To gufoiio givar £Too yia ypnon.

e To un avorypévo gufoito Ba mpénet va puAdocetol og Oeppokpaciao 2 °C £mg 8 °C kot va
dlotnpeiton vrog Tov eEMTEPIKOV KOVTIOV Y10 TPOOTOTIH Od TO PWC,.

o  AUécmg TPV amod T YPNOTN, APUPESTE TNV TPOYEUCUEVT GVPLYYO OO TO EEMTEPIKO KOVTI.

EmbBewpnore v mpoyeuiouévn aopiyyo.

o [lepdvnote amodd TNV TPOYEHIGUEVT] GUPLYYO TPV OO TNV ATOGLPSN TNG 600MG. MnV avokiveite.

o  XpNOYOTOIOTE OMOCTEPMUEVT BELOVA KATAAANAOL SIOUETPNUOTOG Y10 TV EVOOUVTKT EVECT).

o  Kd&Be mpoyepuopuévn ovpryyo mepiExet £va AEVKO Kol OUOIOYEVES YOANKTOUA.

o Embempnorte ontikd 10 EUPOALO Y10 TUYOV COUATIONKT VAT 1)/KOL OTOYPOUATICUO TPV GO TN
xopnynon. Mnv yopryeite 1o gufoiio edv vrdpyel 0mTo100MTOTE Ao TA SVO.

o  Mnv yopnyeite to eUPOAIO GV 1| TPOYEUIGUEVT] GOPLYYO EYEL VTTOCTEL CNLLd.

Xopnynare t0 gufolio

o Ot Peldveg dev GUUTEPTAAUPAVOVTOL GTO KOVTLA TOV TPOYEUGUEVOV CLPTYY®V.

o  XpNOYLOTOIOTE OMOCTEPMUEVT PELOVA KATAAANAOL SIOUETPNOTOG Y10 TIV EVOOUVTKT EVECT).

e Me 710 Kamdxl dxpov o€ 6pbia BEcN, aPUPESTE TO KOTAKL AKPOL TEPIGTPEPOVTAS OPLOTEPOSTPOPO.
péypt va amelevbepwbel. Apapéate To KOTAKL e pia opyn, otabepn kivnorn. Mnyv to tpafdrte
ka0dg to yupilete.

o [lpocaptrote T Perdva TeploTpiépovtdg T deE10oTpoPa HEXPL 1) BEAOVA VO KAEWMOEL TAV® OTN
cupLyyo.

o Apupéote TO KOmakl TG Behdvag Otav loTe ETOYOL Yo T XOPNYNoT.

o  Xopnynote oAOKANpT T 5001 EVOOUVIKA.

Armoppryn

o Kd&Be aypnoylorointo popUokeLTIKO TPOTOV 1] VTOAELUN TPETEL VO ATOPPITTETOL COUPMVA UE TIG
KTO TOTOVG 10YVOVGEG OYETIKEG SLOTAEELS.
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