®vrho Oonyav Xpiong: IIAnpogopieg ya tov ypiotn

HBVAXPRO 5 pikpoypoppapia, EVEGLHLO EVOLOPNIO GE TPOYEMIGUEVY] CUPLYY O
Eppoio nratitidog B (avacvvdvacpuévo DNA)

AP acTe TPOGEKTIKA 0AOKAN PO TO PVAAO 03N YAV YP1|ONG TPV EGEIG 1] TO TULOL GUG

gppomoacheite, 010TL TEPLLOPPAVEL SNUAVTIKES TANPOPOPIES Y10 GaC,

- dvrdEte avTo To EOALO 0dNYIBV Yprone. Towg ypelactel va to dofdcete Eava.

- Edv éxete mepartépo amopieg, poTNoTE TO Y10TPO, TO PAPLOKOTOL) 1) TO VOGOKOUO GOLC.

- Edv eoeig 1 to Toudi cog Tapatnproete KAmolo ovemBuuntrn vEPYELd, EVIUEPDCETE TO YL TPO,
TO POPUOKOTOLO 1] TO VOGOKOWO GaG. AVTO 1oyvel Kat Yo, kibe mbovn avemBountn evépyeia
OV OEV OVAPEPETOL GTO TTAPOV PUAAO 001 yLdV ¥prione. BAéne mapdypapo 4.

T epLéyeL 1o Tapov GUAAO 00N YLOV:

1. T etvan to HBVAXPRO 5 pkpoypappdpio Kot wota givot n xpion Tov

2. T npémet va yvopilete mpv gogic ) To moudi cog ypnoomomoete 1o HBVAXPRO
5 wkpoypappdpio

ITog va ypnoponomoete 1o HBVAXPRO 5 pikpoypappdapio

[MBavég avemBounteg evépyeteg

o va purdccete to HBVAXPRO 5 pukpoypappdpio

[Tepieyduevo g suokevasiog Kot AoTEg TANpopopieg

SN kW

1. Tveivar to HBVAXPRO 5 pikpoypoppdplo Ko wota €ivat 1 yp1on Tov

AVT0 10 EUPOLIO EVIETIKVVTAL Y10 EVEPYNTIKT OVOCOTOINGT KATA TG AOTU®OENG amd ToV 16 NG
nratitdog B mov mpokaigitan amd GAOVG TOVG YVOGTOVG VTOTOHTOVG GE ATOLA OO TN YEVVIOT HEXPL
v NAia tov 15 etdv mov Bempodvtar 6TL BpickovTal e Kivouvo amd Ty Ekbeom GTov 10 TG
nratitdog B.

Avopévetar 6t 1 nratitido D emiong Oa mporapfaveral pe avocomoinon pe HBVAXPRO agod 1
nratitdoa D dev coppaivel edv dev vadpyel nrotitida B.

To euPorio dev TpoPLAGGGEL 0md AOUDEELG TOV 0PEIAOVTOL GE AAAOVG AOLLOYOVOLS TAPAYOVTEG,
Omm¢ and TV Nrotitida A, v nroatitida C kot v nratitda E kot and dAiovg maboyovoug
TAPAYOVTES IOV MG YVAOGTOV TPocPdAilovy To Nmap.

2. T péner va yvopilete gogic 1| To Todi ocug Tpwv ypnoiporonjcete 1o HBVAXPRO
5 mkpoypappapro

Mnyyv ypnoponoujoete 1o HBYAXPRO 5 pikpoypoppdpio

- €dv eogig N 10 Toudi oag elote aldepyucoi (vepevaicHnTor) 61O EMPAVEINKO AVTIYOVO TNG
nratitdog B 1 o omolodnmote dAro cvotatikd tov HBVAXPRO (BAéne mapdypapo 6)

- € gogig N 10 Toudi oag Exete évo cofapod vOoTUa LE TVPETO

IIposcidomou|oeig Kot TPOPUVAGEELS

O mepékg avtob ToL gufoiriov mepiéyetl eraotikd kopu (latex). To eAacTikd KOUL Umopel va
TPOKUAEGEL GOPapEG ahAepyikéC avTdpdoels. Atevbuvbeite oTov YioTpd, TOV POPUOKOTOLO 1| TOV
vOGoKOUo cag Tpotov ypnotporomoete 10 HBVAXPRO 5 pukpoypoppépra.

Alda gppoéira kot to HBVAXPRO S mkpoypoappdpro

To HBVAXPRO pmopei va xopnyn0ei tnv id10 otiyun pe avosospaipivn kotd g nrotitidog B, o
dlopopeTikn Béon éveong.

To HBVAXPRO pmopet va gpnoipomoindel yio tnv oAoKANpOGoN apyikod oYNUATOS 0VOGOToinong 1
MG AVOUVNOTIKT dOCT] GE ATOWA TTOV TOVG £XEL TPOTYOLUEVACS yopnyNOel Kamolo dAlo euforio
nratitdog B.



To HBVAXPRO pmopei va yopnyn0ei tnv id1a otiypn pe opiopévo dAlo epPOALo G€ S10POPETIKEG
0éo¢e1c Kot e OLoPOPETIKEG TVPLYYEC.

Evnuep®oete 10 Y106, TO PUPRAKOTOLO 1] TO VOGOKOUO GG EAV EGEIG 1] TO TOLOL GOG TUIPVETE 1)
£xete MAPEL TPOGPUTA AALY PAPLUKA, KOO KU1 QAPROKA TOV £X0VV yopNyNOEl yopic cvvTaym.

Kionon kot Onhaopog

H ovvtayoypdonon tov epforiov oe £yKveg yovaikeg 1 Yovaikeg mov OnAalovv mpémet va
TPOYLLOTOTOLELTON LE 1d10iTEPT TPOCOYN.

ZnNtoTE TN GLUPOVAT TOV YLUTPOV, TOV PAPHOKOTOLOV 1 TOL VOGOKOUOV GOG TPOTOL TAPETE
OTO10ONTOTE (PAPLLOKO.

001yN 01 Kot LEPIOROS PNV LATOV
To HBVAXPRO oavapévetar va unv £yl 1 vo. £XEL QUEANTEN ETIOPOOT] OTIV IKAVOTNTO 001 YNONG KOt

YEPIOUOD UnyavnUaTmy.

To HBVAXPRO 5 pikpoypoppdpra wepiéyel vaTpro: Avtd 10 QopUoKeLTIKO TPOTIOV TEPIEYEL
Ayotepo amd 1 mmol vatpio (23 mg) avd d66m, dNAadT ovelaoTikd Dempeital «eAevBepo-vaTpiovy.

3. Iag va ypnowpomomjcete To HBYVAXPRO S pikpoypappdpra

Aocolroyia:

H cvvietouevn d6on yia kabe Eveon (0.5 mL) ivold pikpoypoppdpia yio Atopoamo tn yévvnon péypt
v nAkia tov 15 etov.

To oynua epforiocuod Tpénel va TEPLOUPAVEL TOVAAYIOTOV TPELC EVEGELG.

ZovieTdvTol 000 oYNUaTo ELPOALOGHOD:

- d00 evéoelg Le pecodtdotnia vog uiva. Mia tpitn éveon 6 pufveg HETd TV Tp®TN Yoprynon
(0, 1, 6 pveg).

- €dv amorteiton Tayelo VOGOTOINGT): TPELG EVEGELS e LEGODIACTN LA EVOG UNVEL KOL pid TETOPTN
doon 1 ypovo apyortepa (0, 1, 2, 12 punvec).

e mepintwon mpdoeatng £kbeong otov 10 T nratitdog B, umopel va yopnynOet pio mpdtn d60m
HBVAXPRO podi pe v katdAAnin 66om avococoapivng.

Mepikd tomikd oynuoto eLPoilacumy cuviiog TepIAapBAvoVy GUGTAGELG Yo Lo AVOUVNOTIKN dOGM.
O y10tpdS, 0 PUPUAKOTOLOG 1] 0 VOGOKOUOG 6aG Ba cag eviuepdoet edv mpénet va yopnyndet pia

OVOUVIOTIKT 000T).

Tpomog yopiiymong

O ywTpoG 1 0 VOookONoG cag Ba oag yopnynoet To pPorto pe éveon oto p. H dve mhevpd tov
unpov givon 1 B€om mov TPOTIUATAL Yo TNV €veon oTa veoyEvvnta kot To Bpéen. O pug Tov v
puépoug tov PBpayiova givar 1 0£om mov TpoTiudTaL Yo TV EVEST] 6TO TOUdLA Kot TOLG EPToVC.

Av16 10 gUPOAO deV TTPETEL TOTE VAL YOPNYEITOL GE UOPOPO AYYELo.

Kot e€aipeon, to euforio pmopei vo xopnynOel vrodoping oe acbeveic pe Bpoppoxvtonevia
(eAdTTOON TOV AUOTETOAI®Y TOV AiaTOg) 1 0 GTOUA [E KiVOUVO apopporyiog.

Eav gogig 1] T0o mowdi cag Egydoete pia 0061 Tov HBVAXPRO 5 pjuikpoypoppdpro
Edv goeig 1 10 Toudi oG TopaAeiyeTe Hiot TPOYPAUUATIGUEVT EVECT], WIANOTE GTO YTPO, GTO

(OPUAKOTOLO 1] 6TO VOGOKOUO cag. O yloTpdg 1 0 vosokopog cag Ba amopacicel mote Oa dobei n
3001 oV TOPOAEIYATE.



Edv &yete mep1ocdtepeg EpMTNOELC GYETIKA LE TN XPTOT CLTOV TOL TPOTOVTOG, POTNGTE TO YLOTPO 1| TO
(QOPLOKOTOLO GOC.

4. IIBavéc avemBounTeg evépyereg

Onwg dha ta eappoka, £T61 Kot avTod T0 EUPOAI0 umopel va TPokaAEGEL aveETIOOUNTES EVEPYELEC, OV
Kot OgV TOPOLGLALOVTaL GE OAOVG TOVG AvOPMTOVC.

Onwg kot pe Ao epforio nratitidog B, og moALéG TepuTTOOELS, OEV EYEL amodeyDel 1 CITIOAOYIKT
oxéomn TOV aVETLOOUNTOV EVEPYELDV UE TO EUPOALO.

Ot o ovyvég avemBOuNTEG EVEPYELEG TTOL EUPavifovTal eival avTidpacelg otn Béon g éveonc:
OVOo¢, EpLOPOTNTO KO GKATIPLVOT).

AMeg avemBOUNTES EVEPYELEG TOV OVOLPEPOVTOL TTOAD OTTAVIOL:

. XounAog apduog arporetormv, Asupadevondadeio

. AlhepyiKéc avTdpaoels,

. AwTopay£G TOL VELPLUKOD CLGTIHOTOS OTWS LouppnKiaon, [TapdAiven Tov TpocwmiKod vehpov,
Ddreyuovéic TV veupmv coureptlopufoavouévov Tov cuvopopov Guillain-Barré, ®Aeypovi tov
OTTIKOD VEVPOL 7OV 0dMYEL o€ dratapayn ¢ 0paong, PAeypovn tov eykeeaiov, [apo&uvon
Mg OKAPLVONG Katd TAAKAS, XkANpuvon katd TAdkag, Zracpol, [Tovoképahoc, ZaAn kot
AuroBopio

. XopnAn mieon aipatog, GAeYHOVT| TOV QULOPOP®V OyYeimV

. ZounTOUOTO TOTOL AoOUATOG

. "Epetog, Noavrtia, Awgppora, Kothmakdg mévog

o Avtidpaoelg amod to déppa dnwg xlepa, EEavOnua, Kvnoude, Kvidwon kot povokdreg 6to
dépua, ATdOAELN LOAADY

. [T6évog otig apBpaoetg, Apbpitida, [Tovog otovg pug, [1évog ota dpa

. Kénwon, mupetdg, Kaxovyia, Zvuntodpata tomov ypinng

. AvEnon tov nratikov eviouov

o dAeypovn Tov HOTIOD TOL TPOKAAEL TOVO Ko epuBpoTNTO

210 Bpéon mov Egovv yevvnBel mold tpowpa (otnv 28" gfdopdda Konong N vopitepa) Uropet vo
oLUPOVV TOPATETAUEVO ATTVOTKE £TE1GOOa Yo 2-3 péEPEG LETA TOV EPPOAMAGLO.

Ava@opd avemOOUNTOV EVEPYELOV

Edv mapatnpnoete kdmowa avemBOunn evEPYeLn, EVILEPDGTE TOV Y1OTPO, TOV PUPLOKOTOLd 1) TOV
VOGOKOLO 6aG. AvTod 1oy0EL Ko Yo KAOe Tihovi avemBounn evEPYELD TOL OEV OVAPEPETUL GTO TOPOV
@OALO 0OMy1DV ¥prionc. Mmopeite emiong va avagépete avemBounteg evépyeleg anevbeiag otov
EBvikd Opyovioud oppiakov, Mecoyeiov 284, GR-15562 Xolapyodc, Abnva,

TnA: +30 21 32040380/337, ®o&: + 30 21 06549585, Iotdtonoc: http:/ www.eof.gr. Méow g
avaQopAG AveTIBOUNTOV EVEPYEIOV UOPEiTE v PondNceTe 6T GLALOYN TEPIGGOTEPMV TANPOPOPLDYV
GYETIKA UE TNV 0CQAUAELD TOV TAPOVTOG QPUPLAKOV.

5. Hog va pvraccoete To HBVAXPRO 5 jukpoypoppdpro
dvidooete 0vTd T0 EPPOMO GE UEPM OV deV TO PAETOLY Ko dev TO EOEVOLY T TAUSLAL.
Na pn ypnoponoteite avtd 1o eUPOAL0 PETA TNV NUEPOUN VI ANENG TOV AVOPEPETAL GTIV ETIKETA.

dvraccete o yoyeio (2 °C - 8 °C).
Mnv katoyvyeTe.

DdvAdcoeTe GTNV APYIKT CLEKEVAGIO Y10, VO TPOGTATEVETAL OO TO PG,


http://www.eof.gr/

Mnv meTdte T0 PAPHOKA GTO VEPO TNG OMOYETEVOTG 1) 6T GKOVTiIdI0. Poteiote To Qapuokomold cag
Y10 TO TAG VO TETAEETE TA PAPUOKO TOV OEV YPNOLOTOLEITE T, AVTA Ta pHETpa Ba Bondncovy otnv
TpooTasio Tov TePPEALovTOog.

6. Ilepreydpeva TG GVGKEVLUGINS KOl AOUTEG TANPOPOPIES

T egpréyer to HBVAXPRO 5 jikpoypappdpro

H dpaoctikn ovoia givar:

Emoavelokd avtryévo tov 100 g nratitidag B, avacvvévacuévo (HBsAg)* ...... 5 KpoypoppapLoL
IIpocpoenuévo g duop@o Oetikd VEPOELPWSPOPIKO apyitto (0.25 yhootoypappo AlY?

* Tapayouevo oe cakyopopvknta Saccharomyces cerevisiae (otéleyxoc 2150-2-3) ue teyvoroyia
avoovvovacuévov DNA.

#To auoppo O&tikd VEPOELEWTPOPIKO apyilo TepEyeTar oe anTd T EPPOIO WG TPocpoenTKd. Ta
TPOCPOPNTIKG VOl OVLGIEC TOV TEPIEXOVTUL GE OPICUEVA EUPOAI Y10 VO ETLTAYOVOVY, PEATIOGOVV
M/Ko1 VoL TOPOTEIVOVV TIG TPOOGTATEVTIKESG EMOPACELS TOV EPOAiOV.

Ta dAAa cvotatikd givar yAoprovyo vatplo (NaCl), Bopucd vATpLo Kot VWP Yo EVECTUAL.

Epeavien too HBVAXPRO 5 iikpoypoppapio Kor TEPLEYOUEVO. TS CVOKEVOGIOG

To HBVAXPRO 5 pkpoypappdpia eival €voa eVEGILO EVAIDPM IO GE COPLYYO.

Yvokevaocieg tov 1, 10, 20 kot 50 mpoyepucpévay cupiyyov ympic Berdva 1 pe 2 Eexmplotéc Perove.
Yvokevaocieg tov 1 kot 10 Tpoyepucuévav cvpilyymv pe 1 Eexmpiot Perova.

Mmropei va, v KuKAOQOpOUV OLEG 01 GLOKEVAGIES.

Kéroyog Adciag Kvkhogopiag km IMapackevaoti|g

Merck Sharp & Dohme B.V., Waarderweg 39, 2031 BN Haarlem, OAlovdia

INo omoadnmote TANpogopio oyeTiKd pe avtd T0 gPPoOrto, mapoakaieiote va angvbuvbeite otov
Tomkd avtimpocwmo tov Katdyov g Adetag Kukhopopiag.

Belgié/Belgique/Belgien Lietuva
MSD Belgium UAB Merck Sharp & Dohme
Tél/Tel: +32(0)27766211 Tel.: +370.5.2780.247

dpoc_belux@merck.com msd_lietuva@merck.com

bnarapus Luxembourg/Luxemburg
Mepk Llapm u [loym bearapus EOO/I, MSD Belgium
Ten.: + 3592 819 3737 Tél/Tel: +32(0)27766211

info-msdbg@merck.com dpoc_belux@merck.com

Ceska republika Magyarorszag

Merck Sharp & Dohme s.r.o. MSD Pharma Hungary Kft.

Tel.: +420 233 010 111 Tel.: +36.1.888.5300
dpoc_czechslovak@merck.com hungary msd@merck.com

Danmark Malta

MSD Danmark ApS Merck Sharp & Dohme Cyprus Limited.
TIf: + 45 4482 4000 Tel: 8007 4433 (+356 99917558)
dkmail@merck.com malta_info@merck.com

Deutschland Nederland



MSD Sharp & Dohme GmbH
Tel: 0800 673 673 673 (+49 (0) 89 4561 0)
e-mail@msd.de

Eesti

Merck Sharp & Dohme OU,
Tel: +372.614.4200
msdeesti@merck.com

EAMGdo

MSD A.®.B.E.E.

TnA: +30 210 98 97 300
dpoc_greece@merck.com

Espaiia

Merck Sharp & Dohme de Espaiia, S.A.
Tel: +34 91 321 06 00
msd_info@merck.com

France
MSD France
Tél: +33 (0)1 80 46 40 40

Hrvatska

Merck Sharp & Dohme d.o.0.
Tel: +3851 66 11 333
croatia_info@merck.com

Ireland

Merck Sharp & Dohme Ireland (Human Health)
Limited

Tel: +353 (0)1 2998700
medinfo_ireland@merck.com

Island
Vistor hf.
Simi: + 354 535 7000

Italia

MSD Italia S.r.1.

Tel: +39 06 361911
medicalinformation.it@merck.com

Kvnpog

Merck Sharp & Dohme Cyprus Limited
TnA: 800 00 673 (+357 22866700)
cyprus_info@merck.com

Latvija

SIA Merck Sharp & Dohme Latvija
Tel: +371.67364.224
msd_Iv@merck.com

Merck Sharp & Dohme B.V.
Tel: 0800 9999000 (+31 23 5153153)
medicalinfo.nl@merck.com

Norge

MSD (Norge) AS
TIf: +47 32 20 73 00
msdnorge@msd.no

Osterreich

Merck Sharp & Dohme Ges.m.b.H.
Tel: +43 (0) 1 26 044
msd-medizin@merck.com

Polska

MSD Polska Sp. z o.0.
Tel.: +48.22.549.51.00
msdpolska@merck.com

Portugal

Merck Sharp & Dohme, Lda
Tel: +351 21 4465700
inform_pt@merck.com

Roménia

Merck Sharp & Dohme Romania S.R.L
Tel: + 4021 529 29 00
msdromania@merck.com

Slovenija

Merck Sharp & Dohme, inovativna zdravila
d.o.o.

Tel: +386.1.520.4201
msd.slovenia@merck.com

Slovenska republika

Merck Sharp & Dohme, s. 1. 0
Tel: +421 2 58282010
dpoc_czechslovak@merck.com

Suomi/Finland

MSD Finland Oy

Puh/Tel: +358 (0)9 804 650
info@msd.fi

Sverige

Merck Sharp & Dohme (Sweden) AB
Tel: +46 77 5700488
medicinskinfo@merck.com

United Kingdom (Northern Ireland)

Merck Sharp & Dohme Ireland (Human Health)
Limited

Tel: +353 (0)1 2998700

medinfoNI@msd.com

To mapév ¢vAro 00N LAV YpfioNS avadempOnke Yo TelevTaio @opa tov 06/2022.

Aentopepeic mAnpogopiec yio To apuako avtd gival o1abéoipeg 1o dikTvaKkd 1m0 ToV Evpomaikod

Opyaviopov @apudxov: http:// www.ema.europa.eu.

O T po@opicc Tov akorovBovV amevOivovTal pévo o€ erayyslpatieg vysiog:



Oonyieg

To epPforio mpEmel va EAEYYETAL OTTIKA TTPLV T YOPTYNON Yo TUYOV E€va GOUATIO KA/ Y10, un
(VGLOAOYIKY] ELPAVIOT).

H c0pryya Ba mpémet va avokiveitor KaAd péypt va oynuotiotel Eva 0oAO Aevkd evaidpmLo.

H BeArdva mpocappoletor pe deE10GTPOPN TEPIGTPOPT| OTMG 01 SEIKTEC TOV POAOYIOD, UEYPL VO,
TPOCAPUOCTEL 0CPUAMG GTN PeEAOVaL.



®vrho Onyav Xpiong: IIinpogopics yra tov yprioty

HBVAXPRO 10 pukpoypoppdpio, EVEGLHO EVOIO PO OE TPOYERIGUEVT] GUPLYY,
Eppoiio nratitidog B (avacvvdvacpuévo DNA)

AwPacte TPOGEKTIKA 0AGKAN PO TO PVLAO 00N YOV Yp1ioNG TPy EpPforiacOsite, O16TL TEPLEYEL

ONUOVTIKES TANPOPOPIES VI Gac,

- DordEte avto To EOALO 0Ny ¥prone. Towg ypelactel va to dofdacete Eava.

- Edv éxete mepartépo amopieg, pooTe T0 Y10Tp0O, TO PAPLOKOTOL) 1) TO VOGOKOUO GOLC.

- Edv mapotnprioete Kamoo avemBOpUnTn eVEPYEL, EVIUEPDOGETE TO YIOTPO, TO POPLOKOTOLO 1| TO
VOGOKOWO GaG. AVTO 10l Kot Yio kae mihavi avemBountn evépyela Tov 6gV aVapEPETAL GTO
POV GOUALO 00N YOV YpNoNG. BAéme mapdypaeo 4.

T epréyerl 1o mapoév OLA0 00N YLOV:

T etvan to HBVAXPRO 10 pikpoypoppdpia kot moto ivan n gp1or tov
T npémetl va yvopilete npv mépete to HBVAXPRO 10 picpoypoppdpio
Iag va ypnoomoumite to HBVAXPRO 10 pikpoypoppdpro

[MBovég avemBOuntec evépyeieg

[lodg va puiacoete to HBVAXPRO 10 pikpoypappdpilo

ITepreyduevo g cvokevasiog Kot AOEG TANpoPopieg

Sk wd -

1. T givar to HBVAXPRO 10 pikpoypappépre ko ota givar n yp1o1n tov

Av106 10 EUPOAIO EVIEIKVVTAL YOl EVEPYNTIKY 0VOCOTOINOT KATA TNG AOTHMENG amd ToV 10 TG
nratitdog B mov mpokaieitan omd GAOVG TOVS YVOGTOVG LTOTOTOVS, G€ dropa nAtkiog 16 eTdv Kot
ave ov Bewpovvrar 611 Ppickovior oe kivduvo amod v £kBeon otov 10 g nratitdag B.

Avapévetar 0t 1 nratitida D eniong Oa tporapfaverar pe avocomoinon pe HBVAXPRO agod 1
nratitda D dev cupPaiver edv dev vdpyel nratitida B.

To euPorio dev TPoPLAAGGEL 0md AOTUDEELG TOV 0PEIAOVTUL GE AAAOVG AOLLOYOVOLS TAPAYOVTEG,
omwg and v Nrazitda A, v nrotitida C kot v nratitda E kot and diiovg maboydvoug
TOPAYOVTEG TOV G YVOGTOV TpocsPdAlovy To Nmap.

2. T péner va yvopicete npw ndpete o HBVAXPRO 10 jukpoypappdpro

Mnyv ypnopononjcete To HBVAXPRO 10 mkpoypoppapra

- av glote aAdepykog (VTEPELAIGONTOC) GTO EMPAVELNKO avTyOdVo TngG Nratitidoag B 1 og
omo1odnmote GALo cvotatikd Tov HBVAXPRO (PAéne moapdypapo 6)

- €av €xete coPfapd voonUa LE TLPETO

IIpocdomou]oeis Ko TPOPVAAEELS

O 7mepiékg avtod tov guforiov mepiéyel ehaotikd kopu (latex). To ghaoTikd KOUL pmopel va
TPoKoAEcEL coPapés aAAepyYIKEG avTdpdoels. AmevBuvleite oTov Y1dTpd, TOV (QOPUOKOTOWO 1 TOV
voGoKOpo oag tpotol ypnotponotoete to HBVAXPRO 10 pikpoypappdpio.

Al gpPoira kar o HBVAXPRO 10 mkpoypoppapro

To HBVAXPRO pmopei va yopnyn0ei tnv id1a 6Tiyun pe avosocalpivn kotd e nrotitidog B, o
dlapopeTikn Béon éveong.

To HBVAXPRO pmnopei va ypnotporondei yio tnv oAoKANpwoT opytkod GYNULOTOS avocomoinons M
MG AVOUVNOTIKN 80T GE€ ATOLA TOV TOVG £XEL TPOTYOLUEVAGS YopnyNnOel Kamoto dAlo epforio
nratitdog B.

To HBVAXPRO pmopei va xopnyn0ei tnv id1a otrypn pe dAlo epufora, oe drapopeticég Béoeig kot
LE SLopOPETIKEG GUPLYYEG.



Evnuepaoete 10 Y10TPO, TO QUPULAKOTOLO 1] TO VOGOKONO GOGS £V TUIPVETE 1 £YETE TAPEL
TPOSOATA ALY QAPRUKA, AKOPA KOl QAPROKA TOV 060G £X0VV XopNYN0&l yopis cuvtayi).

Kinon ka1 Onioopog

H ovvtayoypdonon tov epforiov oe £yKveg yovaikeg 1 Yovaikeg mov OnAalovv tpémel va
Tpaypatomoleital pe Wiaiteprn Tpocoyn.Znteiote T GLUPOLAR TOV YLOTPOV, TOV PAPUOKOTOLOV 1] TOV
VOGOKOLLOL GOG TPOTOV TAPETE OTOLOONTOTE PAPLLOKO.

001yN 01 Kot LEPIOUOS PNV LATOV
To HBVAXPRO oavapévetar va unv £yl 1 vo. €L QUEANTEN ETIOPOOT) OTNV IKAVOTNTO 001 YNONG KOt
YEPLOUOD UnyavnIaTmy.

To HBVAXPRO 10 pikpoypoppdplo wepéyel vaTplo: AVto T0 QUPUIKEVTIKO TPOIOV TEPLEYEL
Aydtepo amd 1 mmol vatpio (23 mg) avd d6or, dnradn ovolactikd Bewmpeiton «eledBepo-vaTpiovy.
3. Hog va ypnoporonicere to HBVAXPRO 10 pikpoypappdpro

Aocolroyia:

H ocvvietdpevn do6on yia kéOe éveon (1 mL) givor 10 pikpoypoppdpia yio dropo niwiog 16 etov Kot
avo.

To oynuo eufortocuod TPEnel va TEPILOUBAVEL TOVAAYIOTOV TPEIC EVEGELG.

ZovieTdvTol 000 oYNUaTo ELPoALaGHOD:

- d00 EVEGELG LE HEGOSLATTN A EVOG UNVOG, akoAoVOEL pia Tpitn £veon 6 pnveg PHeTd TNV TPATN
xopnynon (0, 1, 6 piveq).

- €dv amorteitan Tayelo AVOGOTOINGT): TPELG EVEGELG LE LEGOSIACTNUA EVOG UNVOG KOt [t TETAPTN
doon 1 xpdvo apydtepa
0,1, 2, 12 pnveg).

Xe mepintwon mpdoeatng £kBeonc otov 16 T nratitdog B, umopel va yopnynbet pia mpdn d60m
HBVAXPRO podi pe v katdAAnAn 6001 0voGocQotpivng.

Mepikd tomikd oyfjpota eppforiacpod cuvilmg TepAapfivouy GUCTACELS Yl Lo OVOUVNOTIKT dO0M.
O Y10TpO¢ 600G, O PUPLOKOTOLOG 1] 0 VOGOKOWOG 6ag 00, Gog TANPOQOPNGEL EGV TPETEL Va, Yivel
AVAUVNOTIKY 06GT.

INo dropa nikiag pikpdtepng tv 16 etdv, dgv cuviotdtar to HBVAXPRO 10 pukpoypapudpra. H

KATOAANAN TEPLEKTIKOTNTO, Y10, YOPTONGCT GE GTONN OO TN YEVVNOT PEXPL TNV NAIKia Tov 15 etdv
elvan to HBVAXPRO 5 pkpoypoppdpio.

Tpomog yopiiynong

O y10tpd¢ 1 0 VOGOKONOG GG Ba yoprynoet to euPforto pe éveon oto pv. O pog Tov dve HEPOLG Tov
Bpoyiova etvon 1 B€om mov poTdTal yio Ty €veon og EVAAMKEG Kat 1|oug,.

Av10 10 EUPOLIO OeV TPETEL VO YOPTYEITUL TOTE GE ALUOPOPO AYYELO.

Koat’ e&aipeon, 10 epffdoio umopet va yopnynOei vrodopimg o acbeveig pe Opopforvtonevia
(eMdTTOON TOV AUOTETAAM®OV TOV OiLOTOC) 1 O€ GTOMO [LE KiVOuVo atpoppayiog.

Eadv Eeydoete pia 66on Tov HBYVAXPRO 10 pikpoypoppdpro:

Edv mapodeiyete pio mpoypoppatiopévn £veon, WANGTE GTO Y10TPO, TO POPLOKOTOLO 1| TO VOGOKOLO
cagc. O yorpdg 1 0 voookouog oag Oa anopacicel mote Oa d00el n doom OV TapOLEiyaTE.



Edv &yxete mep1ocdtepeg epMTNOELS GYETIKA LLE T YPTOT CVTOV TOL TPOTOVTOG, POTNOTE TO YLOTPO, TO
QOPUOKOTOL0 1] TO VOGOKOLO GOLG.

4. IMBavéic avemBounTeg evépyereg

Onwg 6ha Ta eappoka, £T61 Kot aVTo T0 EUPOAL0 Umopel va TPoKaAEGEL aVETIOOUNTES EVEPYELEC, OV
ka1 6gv Topovctdlovtal 6€ OAOLG TOVG AvOPMOTOVC.

Onwg kot pe Ao epforio nratitidog B, g moALEG TepuTTOOELS, OEV £YEL amodeyDEl 1 AITIOAOYIKT
oxéom TOV aVETIOOUNTOV EVEPYELDV UE TO EUPOALO.

Ot o ovyvég avemBOunTeg evépyeleg mov eppavifovtal eival avtidpaocelg otn Béon g Eveonc:
oVo¢, EpLOPOTNTO KO GKANPLVOT).

AMeg avemBOUNTES EVEPYELEG TOV OVOPEPOVTOL TTOAD OTTAVIOL:

o XounAog aptuog arporetormv, Asupadevonddeio

o AlhepyKéc avTIdpaoeLs,

. AwTopay£g TOL VELPUKOD CLGTIHLOTOS OTWG LuppnKiaon, [TapdAiven Tov TpocwmiKod vehpov,
Ddreyuovéic TV veupwv coureptlopfoavouévov Tov cuvopopov Guillain-Barré, ®Aeypovi tov
OTTIKOD VEDPOL 7OV 0dNYEL o€ dratapayn ¢ 0paong, PAeypovn tov eykeeaiov, [apo&vvon
g OKAPLVONG Katd TAAKAS, XKANpuvon katd TAdkag, Zracpol, [Tovoképahog, ZaAn kot
AuroBopio

o XopnAn mieon aipatog, GAeYHOVT| TOV AULOPOP®V OyYeimV

o ZoUnTOUOTO TOTOL AoOUOTOG

o "Eperog, Noavrtia, Awgppora, Kothmakdg mévog

. Avtidpacelg amod to déppa dnwg Exlepa, EEavOnua, Kvnoude, Kvidwon kot povokdreg 6to
dépua, AT LOAAMDY

. [Tovog otig apBpaoelg, ApOBpitida, [Tovog otovg pug, [évog ota dkpa

. Konwon, mupetdc, Kaxovyio, Zvuntodpate tomov ypinng

. AvEnon tov nratikov eviduwny

. Ddleypovi ToL HoTIod TOL TPOKOAEL TOVO Kot EpuOpOTNTA

Avo@opd avemBOunTOv gvepyeLlOV

Edv mapoatnpnoete Kamowo avemBOUnTN eVEPYELD, EVILEPDGTE TOV YIUTPO, TOV POPLUOKOTOLO 1) TOV
VOGOKOUO 60G. AVTO 1oyVeL Kot Y10, kKaBe mhovi avemBountn evépyela Tov dev avaQEPETUL GTO TAPOV
@OALO 0OMYIDV Yprione. Mmopeite eniong va avapépete avemBounteg evépyeleg angvbeiag otov
EBviké Opyoviopud dopupdakov, Mecoyeiov 284, GR-15562 Xohapyods, Abnva,

TnA: +30 21 32040380/337, ®a&: + 30 21 06549585, Iototonog: http://www.eof.gr. Méow g
avaQopAiG AveTIBOUNTOV EVEPYEIDV POPEiTe va PondnceTe 6T GLALOYN TEPIGGOTEPMV TANPOPOPLDV
GYETIKA UE TNV 0CQUAELD TOV TAPOVTOG PUPLAKOV.

5. Hog va pvraccete To HBVAXPRO 10 ikpoypappapia
dvidooete 0vTd T0 EPPOMO GE UEPM OV deV TO PAETOLY Ko dev TO POAVOLY T TAUSLAL.
Na pn ypnoponoteite avtd 1o eUPOAL0 PeTA TNV NuUEpOUNVic ANENG TOVL AVaypAPETAL GTIV ETIKETA.

dvidocoete og yoyeio (2 °C - 8 °C).
Mnv katoyoyeTe.

duldcoete 6NV APYIKN) CLOKEVAGIO Y10, VO TPOGTATEVETAL OO TO PG,
Mnv metdte QAPUOKO GTO VEPO TNG OMOYETEVLONG 1) OTA GKOVTId. PwteioTe T0 Papuakomold cog yio

TO TG VO, TETAEETE TA PAPLLOKO TOV OEV YPNCLoTOoLEiTe T AvTtd T pétpa o fonbfcovy oty
TpooTacio Tov mepPEALovTog.


http://www.eof.gr/

6. Mepreybpeva TG GVOKEVOCING KO AOWTEG TANPOPOPIES
Tvegpréyer to HBVAXPRO 10 ikpoypoappapro.

H dpaoctikn ovoia givar:

Empaveioko avtiydvo tov 100 g nratitidog B, avacvvdvacuévo (HBsAg)* ...... 10
LUIKPOYPOLLAPLOL

IIpocpoenuévo e uopeo Oetikd VEPoELEWSPOPIKS apyitio (0.50 yhootdypappo AlH)?

* TapoyoUEVO o€ cakyopopvknta Saccharomyces cerevisiae (6téleyog 2150-2-3) pe teyvoloyia
avacvvdvacpévou DNA

#To Guoppo Oetikd VEPOELEWGPOPIKO apyilo TepEyeTar oe avTd T ERPOIO WG TpocpoenTikd. Ta
TPOGPOPNTIKA Eivar ovcieg mov TEPIEYOVTOL O OPIGHEVA EUPOMA Y10 VO ETLTAYOVOLV, BEATIOCOVY
1/Ka1 VoL TOPOTEIVOVV TIG TPOGTATEVTIKES EMOPACELS TOV EPOAIOV.

Ta dAla cvotatika eivatl yYAoprovyo vatpio (NaCl), Bopikd vaTplo kot HOmP Yo EVEGTULAL.
Epedvion oo HBVAXPRO 10 pukpoypoppdpio Kot TEPLEYONEVA TG CVGKEVUGILOG

To HBVAXPRO 10 pikpoypoppdpia eitvor £vo eVEGILO EVOLMPN L € GOPTYYAL.

Yvokevaocieg tov 1, 10 kot 20 Tpoyspicpuévev cupiyyov pe 2 Eexwpilotég feAovec.

Yvokevaocieg tov 1 kot 10 mpoyepicuévav cupiyyoy yopic feddva n pe 1 Eeyopiom Perdva.
Mmropei va, v KuKAOQOpOoUV OLEG 01 GLOKEVAGIES.

Karoyog Adciog Kvkhogopiog ko Ilapaockevaostiic

Merck Sharp & Dohme B.V., Waarderweg 39, 2031 BN Haarlem, OALavdia

INo omoladnmote TANPoPopio, GYETIKG. e aVTo TO eUPoOrto, Tapakoreiote va amgvbuvbeite otov
TomiKO avTimpdsmmo tov Katdyov g Adetag Kvkiopopiag.

Belgié/Belgique/Belgien Lietuva
MSD Belgium UAB Merck Sharp & Dohme
Tél/Tel: +32(0)27766211 Tel.: +370.5.2780.247

dpoc_belux@merck.com msd_lietuva@merck.com

Bbarapus Luxembourg/Luxemburg
Mepk Llapm u [loym bearapus EOO/I, MSD Belgium
Ten.: + 3592 819 3737 Tél/Tel: +32(0)27766211

info-msdbg@merck.com dpoc_belux@merck.com

Ceska republika Magyarorszag

Merck Sharp & Dohme s.r.o. MSD Pharma Hungary Kft.

Tel.: +420 233 010 111 Tel.: + 36.1.888.5300
dpoc_czechslovak@merck.com hungary msd@merck.com

Danmark Malta

MSD Danmark ApS Merck Sharp & Dohme Cyprus Limited.
TIf: + 45 4482 4000 Tel: 8007 4433 (+356 99917558)
dkmail@merck.com malta_info@merck.com

Deutschland Nederland

MSD Sharp & Dohme GmbH Merck Sharp & Dohme B.V.
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Tel: 0800 673 673 673 (+49 (0) 89 4561 0)
e-mail@msd.de

Eesti

Merck Sharp & Dohme OU,
Tel: +372.614.4200
msdeesti@merck.com

EArada

MSD A.®.B.E.E.

TnA: +30 210 98 97 300
dpoc_greece@merck.com

Espaiia

Merck Sharp & Dohme de Espaiia, S.A.
Tel: +34 91 321 06 00
msd_info@merck.com

France
MSD France
Tél: +33 (0)1 80 46 40 40

Hrvatska

Merck Sharp & Dohme d.o.0.
Tel: +3851 66 11 333
croatia_info@merck.com

Ireland

Merck Sharp & Dohme Ireland (Human Health)

Limited
Tel: +353 (0)1 2998700
medinfo_ireland@merck.com

sland
Vistor hf.
Simi: + 354 535 7000

Italia

MSD Italia S.r.1.

Tel: +39 06 361911
medicalinformation.it@merck.com

Kvmpog

Merck Sharp & Dohme Cyprus Limited
TnA: 800 00 673 (+357 22866700)
cyprus_info@merck.com

Latvija
SIA Merck Sharp & Dohme Latvija

Tel: +371.67364.224
msd_lv@merck.com

Tel: 0800 9999000 (+31 23 5153153)
medicalinfo.nl@merck.com

Norge

MSD (Norge) AS
TIf: +47 32 20 73 00
msdnorge@msd.no

Osterreich

Merck Sharp & Dohme Ges.m.b.H.
Tel: +43 (0) 1 26 044
msd-medizin@merck.com

Polska

MSD Polska Sp. z o.0.
Tel.: +48.22.549.51.00
msdpolska@merck.com

Portugal

Merck Sharp & Dohme, Lda
Tel: +351 21 4465700
inform_pt@merck.com

Romania

Merck Sharp & Dohme Romania S.R.L
Tel: +4021 529 29 00
msdromania@merck.com

Slovenija

Merck Sharp & Dohme, inovativna zdravila
d.o.o.

Tel: +386.1.520.4201
msd.slovenia@merck.com

Slovenska republika

Merck Sharp & Dohme, s. r. 0
Tel: +421 2 58282010
dpoc_czechslovak@merck.com

Suomi/Finland

MSD Finland Oy

Puh/Tel: +358 (0)9 804 650
info@msd.fi

Sverige

Merck Sharp & Dohme (Sweden) AB
Tel: +46 77 5700488
medicinskinfo@merck.com

United Kingdom (Northern Ireland)

Merck Sharp & Dohme Ireland (Human Health)

Limited
Tel: +353 (0)1 2998700
medinfoNI@msd.com

To mapév pvALo 00OV YpfioNs avademp1Onke Yo TeElevTaio @opa tov 06/2022.

Aemntopepeic mTAnpoopieg Yo 10 appaKo avtd gival dabéoipeg 6To dIKTVOKO ToTo ToV Evpomaikod
Opyaviouov ®apudkmv: http:// www.ema.europa.eu.

O Tinpo@opicc Tov akorovBovV amevOivovTal pévo o€ erayyelpatieg vysiog:
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Odnyieg

To euPforio mpémel va EAEYYETOAL OTTTIKG TTPLV TN YOPTYNON Yo TVYOV E€va cmpaTiotn Kau/ M yio, un
@LO10A0YIKY| euPavion. H ovpryya Oa mpénet va avokveitor Kahd péypt va oynuatiotel évo BoAd
AEVKO EVOIDPTLLCL.

H Belova tpocappoletor pe SeE10GTPOPT TEPLGTPOPT] OTTMC Ol SEIKTEG TOL POAOYIOV, LEYPL VO
TPOGUPUOGTEL AGPUADS 6TN PEAOVOL.
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®vrho Oonyav Xpiong: IIAnpogopisg ya tov ypriotn

HBVAXPRO 40 juxpoypoppdpiro, EvEGLHO VIO PLLO
Eppoio nratitdag B (avacvvdvacuévo DNA)

AwPacte TPOGEKTIKA 0AOKAN PO TO PVLAO 00N YIOV P16 S TPy epPoriacOeite, o16TL

TEPLAMIPPAVEL CNROVTIKEG TANPOPOPIES Y10, GG,

- DdvrdEte avto To EOALO 0dNyIdV yprone. Towg ypelactel va to dofdacete Eava.

- Edv éxete mepartépo anopieg, pooTe 10 Y10Tp0O, TO PAPLOKOTOL) 1) TO VOGOKOUO GOLC.

- Edv mapotnproete Kamolo avemBOunTn evEpyELd, EVIUEPMDGTE TO YIATPO, TO POPUAKOTOLO 1| TO
VOGOKOWO GaG. AVTO 1oveL Kot Yio kdOe mihav avemBountn evépyela Tov 6gV avapEPETAL GTO
POV GOUALO 00N YOV YpNoNG. BAéme mapdypaeo 4.

T epréyerl 1o mapoév OLA0 00N YLOV:

T etvan to HBVAXPRO 40 pikpoypoppdpia kot moto ivan n ¢pfor tov
T npémetl va yvaopilete npv mépete 1o HBVAXPRO 40 pucpoypoappdpio
Ilog va ypnoyomowcete to HBVAXPRO 40 pikpoypoypipdpio

[MBavéc avembounteg evépyeleg

[ag va purdacoete to HBVAXPRO 40 pikpoypappdpio

[Tepieyduevo g cvokevaciog Kot AomEG TANpopopieg

A e

1. T givar to HBVAXPRO 40 pikpoypoappdpro kot ot givar n yp1on tov

AvT106 TO EUPOLIO EVOEIKVVTOL YIOL EVEPYNTIKY OLVOCOTOINGT KOTO TG AOTU®ENG artd TOV 10 TG
nratitdog B mov mpokaieitarl amd GAOVG TOLS YVOGTOVG LITOTOTOVG GE EVIAIKEG acBeveic Tov
TpoKeLTon va, vToPANBoVY Kat Tov vrofdAlovTol og apoKabapor).

Avopévetar 0t 1 nratitida D eniong Oa tporapfaverar pe avocomoinon pe HBVAXPRO agod 1
nratitda D dev cupPaivet edv dev vdpyel nratitida B.

To euPorio dev TPoPLAGGGTEL 0md AOUDEELS TOV 0PEIAOVTUL GE AAAOVG AOILOYOVOLS TAPAYOVTEG,
omwg and v Nrozitda A, v nroatitida C kot v nratitda E kot and driovg maboydvoug
TOPAYOVTEG TOV G YVOGTOV TPocsPdAlovy To Nmap.

2. T péner va yvopicete npw ndpete o HBVAXPRO 40 jukpoypappdpro

Mnyv ypnopononjcete To HBVAXPRO 40 ikpoypoppapro

- €dv glote aAlepykoc (vepevaictnTog) oTo eMPavelnKd ovTydvo TG nratitidog B 1 o
omotodnTote AAL0 cuotatikd Tov HBVAXPRO (BAéme mapdypapo 6)

- gy éyete éva cofapd voonua pe Tupetd

Ipogdomomoeis ko TpoPLAGEES

O 7mepiékmg avtod tov guforiov mepiEyel ehaotikd kopu (latex). To ghaoTikd KOUUL pmopel va
TPoKOoAEEL coPapéc aAAepyikéS avTidpdoelg. Amevbuvleite oTov Y1aTpd, TOV (OPUAKOTOLO 1) TOV
vocokoOuo oag tpotov mhpete 10 HBVAXPRO 40 pukpoypoppdpio.

Alha gppoéirta kot To HBVAXPRO 40 pikpoypoppdpro

To HBVAXPRO pmopet va yopnynfet v 1010 otrypn pe avocsooparpivn kotd g nratitdag B, oe
dlopopeTikn Béon éveong.

To HBVAXPRO pmopei va ypnoiponomoOei yio v oAOKANp®GN apyIKod GYAUATOS 0lVOGOTOINoNG 1
MG AVOUVNOTIKY SOCT| GE ATOLA TTOV TOVG £XEL TPOTYOLUEVAGS yopnyNnOel Kdmolo dAlo euforio
nratitdog B.

To HBVAXPRO pmnopei va yopnyn0ei tnv id1a otiyun pe dAlo euforia, o drapopetikég 0€ceig kot
HE S1opopETIKEG GUPLYYEC.
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Evnuep®osete 10 Y10TPO, TO QUPUAKOTOLO 1] TO VOGOKONO GOG EAV TAIPVETE 1| £YETE TAPEL
TPOSPATH GAAA PAPROKA, CKOID KOl QAPRAKA TOV 60G £X0VV XopNyN0Oel yopis cuvtayi).

Kinon ko Onhaopog
H ovvtayoypdoenon tov epforiov oe £yKveg yovaikec 1| yovaikeg mov OnAalovv mpémnet vo

TpaypaTomoleital e Wiaiteprn Tpocoyn.Znteiote T GLUPOLVAR TOV YLUTPOV, TOV PAPHOKOTOLOV 1] TOV
VOGOKOWUOL GOG TPOTOV TAPETE OTOLOONTOTE PAPLAKO.

Oonynon ko EPLoROg pnyavnpdTmv

To HBVAXPRO avapévetor va unv £xel 1 vo €L aUeEANTEN ETIOPOOT) GTNV IKAVOTNTO 001 YNONG Kot
YEWPIOUOD Unyovnpdtmy.

To HBVAXPRO 40 pikpoypappdpla wepéyel vaTplo: AVto To QUPUIKEVTIKO TPOIOV TEPLEYEL
Ayotepo amd 1 mmol vatpio (23 mg) avd 6001, dnAadn ovolaotikd Bewpeiton «edevBepo-vaTpiovy.
3. ag va ypnowpomomceete To HBYAXPRO 40 pikpoypappdapro

Aocolroyia:

H ocvvietdpevn d6on yia kdOe éveon (1 mL) eivon 40 pukpoypoppdpia yro evidikeg acbeveig mov
TpoKeLTa vo, vIToPANO0VV Kot Tov vodAloval oe aokaOapon.

To oynua epforiocuod Tpénel va TEPILOUPAVEL TPEIS EVECELG.

To oynua givar 500 VEGELG Ue HECOSIAGTNUG EVOG UNVOG KOl 6T cLVEXELN pia Tpitn Eveon 6 unveg
petd mv mpdT xopiynon (0, 1, 6 piveq).

g awtovg Toug epPortalopevoug mpénet va eEeTALETON 1) TEPITTOGT XOPNYNONG AVALVIOTIKTG 0OGNG

€dv 1o eMIMESO TOV OVTICOUATOV £VOVTL TOV ENUPAVELLKOD avTIYGVOL TOL 100 TNG NroTitidag B etvan
pkpotepo v 10 TU/L.

Tpomog yopiynong

To @laAidio Tpémel va avakiveitol KoAd puéypt va oynuaticdei éva ehappmdg BoAd Aevkd evaidpnua.
O y1atpdc 1 0 vosokouog Ba oag yopnynoet to epuPforto pe éveon oto pv. O pog Tov dve pHEPovg Tov
Bpayiova givar ) B€om mov TpoTipdTat Yo TNV £VEGT GTOVG EVAAIKEG.

Av10 10 gUPOII0 Oev TPETEL TOTE VO YOPTYEITAL GE OLUOPOPO ayYEio.

Kat’ e€aipeon, to epuforto pmopei va yopnyn0el vrodoping oe acbeveic pe Opoppoxvtonevia
(eMdtTON TOV OpomETOAI®V TOL aipaTog) 1| o€ dTopa L Kivouvo arpoppayiog.

Edv Egyaoete pia 66on Too HBVAXPRO 40 pikpoypappdpro

Edv mapoieiyete pio mpoypaplaticévn £vean), WANGTE GTO Y1ATPO, GTO POPLAKOTOLO 1| GTO
voookouo cag. O yatpds 1 0 vosokouog cag Ba aropacioet tdte Ba dobel 1 d6oM OV TApAAELYATE.

Edv &xete mep1ocdtepeg epMTNOELS GYETIKA LLE T YPTOT CVTOV TOL TPOTOVTOG, POTNOTE TO YLOTPO, TO
QOPUOKOTOL0 1] TO VOGOKOLO GOLG.
4. MBavég avemOOunTeg evépysreg

Onwg dha ta eappoka, £T61 Kot avTod T0 EUPOAI0 pumopel va TpokarEcel avemBOUNTES EVEPYELEC, OV
Kot 6gv Tapovcldlovtal 6€ OAOLG TOVG AVOPMOTOLG.
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Onwg kot pe Ao epforio nratitidog B, og moALEG TepuTTOSELS, OEV £XEL amodeyDEl 1 AITIOAOYIKT
GY£0T TV AVETIOOUNTOV EVEPYELDV LE TO EUPOMO.

Ot o ovyvég avemBOuNTEG EVEPYELEG TTOL ePPavifovTal eival avTidpacelg otn Béon g Eveonc:
TOVOG, EpLOPOTNTA KOl CKAPLVGT).

AlAeg avemBOUNTES EVEPYELEC TOV OVOPEPOVTOL TTOAD GTTAVIQL

. Xopuniog apfuog arponetormv, Asppadevonddeio

. AlhepyiKéc avTIdpaoELS,

. AwTopay£G TOL VELPLUKOD CLGTIHOTOG OTWG HVuppnKiaon, [TapdAivon Tov TpocwmKod VEHPOL,
Ddreyuovéic TV veupwv copmeptlopufoavouévov Tov cuvopopov Guillain-Barré, ®Aeypovi tov
OTTIKOD VEVPOL 7OV 0dNYEl o€ dratapayn ¢ opaong, PAeyurovn tov eykeeaiov, [apo&uvon
NG SKANpLVOTG Katd TAdKaS, XkAnpuvon katd midkog, Zracpol, [Tovoképaiog, Zain kot
AuroBopia

. XapnAn mieon aipotog, DAeypovi| TV apopopov ayyeimv

. ZOUTTOUOTO TOTOL AoOUATOG

. "Epetog, Novrtia, Awgppora, Kothmakdg mévog

o Avtidpacelg amod to déppa onmg Exlepa, EEavOnua, Kvnoude, Kvidwon kot povokdieg 6to
dépua, ATmAELN LOAAMDY

. [T6évog otig apBpaoetg, Apbpitida, [Tovog otovg pug, [1évog ota dkpa

. Konwon, mopetdc, Kakovyio, Zvuntodpata tHmov ypinng

. AvEnon Tov nratikov eviduwoy

o dAeypovn Tov HOTIOD TOL TPOKOAEL TOVO Ko epuBpoTTO

Ava@opd avemOOuNTOV EVEPYELOV

Edv mapoatmpnoete Kamoto avemBOunTn evEPYELD, EVILEPDOTE TOV YIOTPO, TOV PAPUAKOTOL 1) TOV
VOGOKOWO 60G. AVTO 1oYvEL Kot Yio kaOe mhov avemBountn evépyela Tov 6gV aVapEPETAL GTO TOPOY
@OALO 00N yLdV ¥prionc. Mmopeite emiong va avagépete avemBounteg evépyeleg anevbeiog otov
EBvikd Opyovioud @oppiakov, Mecoyeiov 284, GR-15562 Xolapyodc, Abnva,

TnA: +30 21 32040380/337, ®o&: + 30 21 06549585, lotdtonoc: http:/ www.eof.gr. Méom tng
avaQopdiG aveTBOUNTOV EVEPYEIOV POpEiTe va Pondncete 6T GLALOYN TEPIGGOTEPMV TANPOPOPLDV
GYETIKA UE TNV 0CQUAELN TOV TAPOVTOG PUPLAKOV.

5. Hog va gvraccete 1o HBVAXPRO 40 ikpoypappapa
dvidocoete 0wTd T0 EPPOMO GE UEPT OV deV TO PAETOLY Ko dev TO EOAVOLY T TOUSLAL.
Na un ypnoiponoteite ovtd 10 EUPOALO LETA TNV NUEPOUNVIC ANENG TTOV AVOPEPETAL GTIV ETIKETA.

dvidooete og yoyeio (2 °C - 8 °C).
Mnv katoyoyete.

DuAdooete 6NV OPYIKN CLOKEVAGIO Y10, VO TPOGTATEVETAL OO TO PG,

Mnyv metdte APLOKO GTO VEPO TNG OMOYETEVLONG 1) 6T GKOVTIdN. PwteioTe T0 Papuakorold cog yio
TO TG VO, TETAEETE TA PAPLLOKO TOV OEV YPNCLOTOoLEiTe T AvTtd T pétpo Ba fonbfcovy oty
TpooTacio Tov mEPPEAlovTog.

6. Mepreyépeva TG GVOKEVACINS KO AOWTEG TANPOPOPIES
Tvgpréyer to HBVAXPRO 40 mkpoypappapro

H dpaoctikn ovoia givar:

Empavetorko avtiydvo tov 100 g nratitidog B, avacvvdvacuévo (HBsAg)* ......

40 pkpoypoppbpio

[Ipocpoenuévo e uopeo Oetikd VEPoELEWSPoP1KS apyitio (0.50 yhootoypappo AlM)?
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* Tapoyopevo o€ cakyopopvknta Saccharomyces cerevisiae (otéleyog 2150-2-3) pe teyvoloyia
avacvvdvacpévov DNA

#To Guopeo Oetikd VEPOELEWGPOPIKO apyilo TepEyeTar oe avTd T ERPOIO WG TpocpoenTikd. Ta
TPOGPOPNTIKA £lvar ovcieg mov TEPIEYOVTOL O OPIGHEVA EUPOMA Y10 VO EMLTAYOVOLV, BEATIOCOVY
M/Ka1 VoL TOPOTEIVOVV TIG TPOGTATEVTIKES EMOPACELS TOV EPOAIOV.

Ta dAha cvotatikd eivatl yYAoprovyo vatpio (NaCl), Bopikd vaTplo kot HOmP Yo EVEGIULAL.

Epedavion too HBYAXPRO 40 pikpoypoppdapio Kot TEPeXOIeva TG GVGKEVUGING

To HBVAXPRO 40 pikpoypappdpio eivor £va EVEGUO EVOLOPTUE GE QLOAIS10.

Yvokevaocio Tov 1 eloAdiov

Karoyog Adciog Kvkhogopiog ko Ilapaockevaostiic

Merck Sharp & Dohme B.V., Waarderweg 39, 2031 BN Haarlem, OAlavdia

['o onowdnmote TAnpogopia oyetikcd pe ovtd To oo, tapaxaieiote va anevbuvleite oTov
TomiKO avtimpdsmmo tov Katdyov g Adetag Kukiopopiag.

Belgié/Belgique/Belgien
MSD Belgium

Tél/Tel: +32(0)27766211
dpoc_belux@merck.com

Buarapus

Mepxk Ilapn u loym bearapus EOO/,
Tes.: +359 2 819 3737
info-msdbg@merck.com

Ceska republika

Merck Sharp & Dohme s.r.o.
Tel.: +420233 010 111
dpoc_czechslovak@merck.com

Danmark

MSD Danmark ApS
TIf: + 45 4482 4000
dkmail@merck.com

Deutschland

MSD Sharp & Dohme GmbH

Tel: 0800 673 673 673 (+49 (0) 89 4561 0)
e-mail@msd.de

Eesti

Merck Sharp & Dohme OU,
Tel: +372.614.4200
msdeesti@merck.com

EA\Lada

MSD A.®.B.E.E.

TnA: +30 210 98 97 300
dpoc_greece@merck.com

Espaiia
Merck Sharp & Dohme de Espaiia, S.A.

16

Lietuva

UAB Merck Sharp & Dohme
Tel.: +370.5.2780.247
msd_lietuva@merck.com

Luxembourg/Luxemburg
MSD Belgium

Tél/Tel: +32(0)27766211
dpoc_belux@merck.com

Magyarorszag

MSD Pharma Hungary Kft.
Tel.: +36.1.888.5300
hungary msd@merck.com

Malta

Merck Sharp & Dohme Cyprus Limited.
Tel: 8007 4433 (+356 99917558)
malta_info@merck.com

Nederland

Merck Sharp & Dohme B.V.

Tel: 0800 9999000 (+31 23 5153153)
medicalinfo.nl@merck.com

Norge

MSD (Norge) AS
TIf: +47 32 20 73 00
msdnorge@msd.no

Osterreich

Merck Sharp & Dohme Ges.m.b.H.
Tel: +43 (0) 1 26 044
msd-medizin@merck.com

Polska
MSD Polska Sp. z o.0.



Tel: +34 91 321 06 00
msd_info@merck.com

France
MSD France
Tél: +33 (0)1 80 46 40 40

Hrvatska

Merck Sharp & Dohme d.o.o.
Tel: +3851 66 11 333
croatia_info@merck.com

Ireland

Merck Sharp & Dohme Ireland (Human Health)
Limited

Tel: +353 (0)1 2998700
medinfo_ireland@merck.com

Island
Vistor hf.
Simi: + 354 535 7000

Italia

MSD Italia S.r.1.

Tel: +39 06 361911
medicalinformation.it@merck.com

Kvnpog

Merck Sharp & Dohme Cyprus Limited
TnA: 800 00 673 (+357 22866700)
cyprus_info@merck.com

Latvija

SIA Merck Sharp & Dohme Latvija
Tel: +371.67364.224
msd_Iv@merck.com

Tel.: +48.22.549.51.00
msdpolska@merck.com

Portugal

Merck Sharp & Dohme, Lda
Tel: +351 21 4465700
inform_pt@merck.com

Roménia

Merck Sharp & Dohme Romania S.R.L
Tel: + 4021 529 29 00
msdromania@merck.com

Slovenija

Merck Sharp & Dohme, inovativna zdravila
d.o.o.

Tel: +386.1.520.4201
msd.slovenia@merck.com

Slovenska republika

Merck Sharp & Dohme, s. 1. 0
Tel: +421 2 58282010
dpoc_czechslovak@merck.com

Suomi/Finland

MSD Finland Oy

Puh/Tel: +358 (0)9 804 650
info@msd.fi

Sverige

Merck Sharp & Dohme (Sweden) AB
Tel: +46 77 5700488
medicinskinfo@merck.com

United Kingdom (Northern Ireland)

Merck Sharp & Dohme Ireland (Human Health)
Limited

Tel: +353 (0)1 2998700

medinfoNI@msd.com

To wapov UAA0 00N YLOV Yp1ioNS avaBepOnKe Y10 TELEVTOIO POpd TOV 06/2022.

Aentopepeic TAnpoopieg yio T0 papproko avtd eivar dtabéoipeg 6to diktvakd ToTo Tov Evpmmaikod
Opyaviopov @apudxmv: http:/www.ema.europa.eu.

O Tinpo@opisg mov akorovdovv arsvdivovTar pévo o€ emayyeipoTisg vysiog:

Oodnyieg

To euPforio mpémel va EAEYYETOL OTTTIKG TTPLV T YOPTYNoN Yo TUYOV E€va cmpaTioe Kau/ M yio. un
@LO10A0YIKT EpPdvion. To eroAidio Oa wpémel va avakveitor KoAd uéypt va oynuotiotel Eva 0odld

AEVKO EVOLDPTLLCL.
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