ITAPAPTHMA 1

HEPIAHYH TON XAPAKTHPIZTIKQN TOY IIPOIONTOX



vTo @AapuraKo ovtd TEAEl LTO CLUTANP®UATIKT TopakolovONGo. Avtd Bo emiTpéyeL ToV Yp1YOPO
TPOGOIOPIOUO VEDV TTANPOPOPLDY AGPAAELNC. ZNTElTOL 0Td TOVE EMAYYEALATIEG LYELOG VO AVOPEPOVY
omoleconmote mBavorloyodueveg avemBOunTeg evépyetec. BA. mapdypapo 4.8 yio Tov TpOTo avapopis
AvETBOUNTOV EVEPYELDV.

1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

HEPLISAV B 20 pikpoypoppdpia evEGLUO SLGAVLO GE TPOYEUOUEVT GOPLYYQ

Eppoio xotd e nratitidog B (avacvvdvacpuévo DNA, avocoevioyvuévo)

2. IMOIOTIKH KAI IIOXOTIKH XYNOGEXH

Kda0e d60n (0,5 ml) nepiéyet:

Empaveioako aviryovo nratitidac B (HBsAg)' 20 pkpoypappdpio
1Avocoevioyopévo pe 3000 pikpoypappdplo. avosoevicyuTikoD Kutidivng pooceoyovavosivng (CpG)
1018, éva 22uepég popopobeloikd oAtryovovkAieotidio (PS-ODN) mov cuvictaton o€ pkpoPflokd pn-
pebvlmpéva CpG potifa avéioyo oo DNA

2 Tlapaydpevo oe kottapo opopvknto (Hansenula polymorpha) pe v teyvoloyia avosvvévacuévov

DNA

IMa tov TA7pn kaTdroyo TV ekddywV, PA. Tapdypoeo 6.1.

3. OAPMAKOTEXNIKH MOP®H

Evéouo d1dAvpo e TpoyspIGUEVT GOPLYYO.

Aroyég Eog eAappmdg 1p1dilov, Gyp®o £mG VTTOKITPIVO S1GALLLO.

4, KAINIKEX ITAHPO®OPIEX

41 OgpamevTikég gvOEicelg

To HEPLISAV B gvdeikvutat ylo TNV EVEPYNTIKT 0voGOToinom Katd tng Aoipnméng omd tov 16 ¢
nrotitdoag B (HBV) mov mpokokeitar amd 6Aovg Tovg yvmoToug btoTHTovg Tov 100 g nrotitidag B
o€ eviilikeg nhkiag 18 etdv kal avo.

H ypnon tov HEPLISAV B npénet va yivetar cOpQ®va e TIG ETIONIES GUOTAGELS.

Avopévetar 6tL pue v avocomoinon pe 1o HEPLISAV B 0a npoinebei eniong kot n nratitida D,
kaOd¢ N nratitida D (mov Tpokadeitol amd ToV TopayovTo 0EATA) OV EKONAMVETAL OTOVGi0 AoTmENS

amo Tov 10 g Nratitidag B.

4.2  Aocoloyio Kol TPOTOG YopyNoNS

Aocoloyia

Evilikec:

To gpPorto yopnyeitar evoopviKd.



Apyikoc sufloriaouoc:

Eviilikeg: Avo 60ceig tov 0,5 ml éxactn: apyikn d6on akorovBodpevn amd devtepn door 1 unva
apydtepa.

Evinlkeg pe coBapn| veppukn dvoiettovpyia (eGFR < 30 ml/Aentd) cvumepirapfovouévov acbevov
oL vofdArovtar oe apokdBapon: Téooepig d6oeig Tv 0,5 ml Ekaot: apykn do6on
akolovBovpevn and devtepn 6001 1 uiva apyotepa, Tpitn d00T 2 UNVEG UETE TNV apyIK SO0T Kot
TéTOPTN 000M 4 UVEG LETA TNV OPYIKT dOOT).

Avouvnotikn doon

Agv €yel texunprwbel 1 avaykn xopynong avopvnoTIKng 000NC. X ATOLO TOL EIVOL OVOGOUVETOPKN
N TAoYOLVV Ao XPOVIO VEPPIKT AVETAPKELD EVOEXETAL VO OTTOLTEITOL OVOLVIOTIKT dOOT). AVOLVNGTIKY
d6on 0,5 ml wpénet va yoprynBel 6tav to enineda TV AvTiIcOUATOV petmBodv KAT® amd Ta
ocuviotopeva enineda. BA. mapdypapo 4.4.

Hliouévos ninbooudg
Agv amoiteitonl mpocappoyn g 60ong. BA. mapdypago 5.1.

Houdrorpixog ninQvouog
H acopddera kor n amotelecpatucotnta tov HEPLISAV B og mondid nhikiog kdto tov 18 etdv dev

&xovv tekunpuwbei. Agv vdpyovv drabéoipa dedopUEVa.

Tpomog yopnynong

To HEPLISAV B mpénel va yopnyeitat evoopwikd (EM) otnyv meployn tov dertoetdote. [pémel va
omopevyeTon 1 éveon o1 yhovTioia eptoyn| (YAovtol).

4.3  Avrevositeag

YrepevoioOnoio 61N dpactikn ovsia 1} 6 KAmoo amd To £KO0Y TOV AVUPEPOVTL GTNV TOPAYPAPO
6.1.

Yofapn aArepykn avtidpacn, onwg avapuiatio, UeTE amd TpoNyovUEV OGN OTOLOVLONTOTE
euPoriov katd g nratitidog B.

YrepevaioOnoia otov {opopdxnro.
4.4  Ew0Kég TPOELOOTOM|GELS KU TPOPVAAEELS KATA TN Yp11o1)

IynAaciwotnta

IIpoxeyévou va Bektimbel 1 yyvnAacipdtnta TV BloAoYIKOV QOPUAKEVTIKOV TPOTOVI®V, TO OVOLLN
Kol 0 aplOpog TOPTIONG TOL YOPYOVLEVOL PAPLLAKOV TPETEL VO, KATAYPAPETAL LLE COPVELOL.

To HEPLISAV B dev mpémet va yopryeitor evOoQAEPLa, vIT0dop1a 1] SIUOEPULKA.

Onwg pe 6Aa ta evEsIa EUPOALN, OE TEPITTOGCT] GTAVIOV OVOPLAOKTIKOV OVTIOPACE®DY UETA TN
yopnynon tov eufoliov mpémet va vdpyel TAvTa AUESH SLOOECIUN KATOAANAN 1OTPIKT OVTIUETOTION
Ko TapoKoAovOnon.

Onwg pe dAha epuPorta, n xopriynomn tov HEPLISAV B npénet va avafdiietol o€ dropo mov ndoyovy
amo o&gia coPfapn| epmvpetn voco. Qo61d60, 1 TaPoLGio NG Aoipuméng dev amotelel avtévoelén yia
TNV avoconoinon.



Mmopei va tpoxindet cuykonn (Amobvpio) petd, 1 akdua Kot Tpv, omd orotovonmote ERPOAACIO MG
yuyoyevig avtidpaon otnv éveon pe ferdva. To yeyovog avtd pmopel vo cuvodevETAL Od
VEVPOAOYIKEG eVOEIEELG OTTMG TOPOSIKESG dLATAPOYEG TNG OPACTS, TAPAIGHNGI KOl TOVIKOKAOVIKEG
KIVGELS TOV AKpmV KATd TN d1GpKeLo TNG avavnymng. Lo tnv amopuyn Tpovpaticiuoy, ivat
ONUOVTIKO Vo epaprolovTat ot KATAAANAES S1od1KaGTES.

Onwg pe omolodnmote eUPoOrtlo, evOEyeTal va PNV TPOKANOEL TPOGTOTELTIKT] (LVOGOAOYIKY|
avTomdkplon g OAOVG Tovg epPortaldpuevoug.

AOY® TG UEYAANC YPOVIKNE TTEPLOOOL ETMAONC TN Nratitdag B, vrdpyel mbavotnta mapovsiog un
avayvopioung Aoipméng and tov HBV ) atiyun g avoconoinong. e autég Tic TEPITTOCELS, TO
HEPLISAV B evdéyeton va unv copfdriet omnv mpoéAnym g Aoipwéng amd tov HBV.

To HEPLISAV B dev mpolappdvel Loipumé&eig mov mpokaiovvrol and dAia maboydva To omoia eivat
YVOGTO 0Tl TPoSPAriovy To Nmap, OTWS ot 1ol T Nratitidag A, nratitidog C ko nratitidog E.

Awtifevton ToAD meplopiouéva dedoUéVa Yo TNV avocoAoyikn aviarndkpion tov HEPLISAV B cg
Gropo To 01olol 3EV AVERTLENY TPOGTATEVTIKY OVOGOAOYIKY OVTUTOKPIoN o€ dALo euPoo katd g

nratitdog B.

Avocoovendpkeilo

Ta avocoavemapkn ATOLO EVOEXETAL VO £XOVV LELOUEVT) OVOGOLOYIKY| OVTATOKPICT] GTO
HEPLISAYV B. Ta dedopéva yio tov ovocoavemapkr TANBucuod ivorl mold neplopiopéva. [pémel va
dideTon Tpocoyn mate Vo StcPaAileTal 1) S1THPNOT EVOG TPOGTATEVTIKOV EMMEIOV OVTICOUATOV
omm¢ opiletar amd Tig BviKEC GLoTAGELS KOl KatevBuvTpleg ypappés. BA. mapdypapo 4.2.

Ot acBeveic pe ypdvio nratikn voco 1 pe Aoipmén HIV 1 ot popeic nratitidog C dev mpénet va
amokAgiovTol amd Tov epforacud Kot g nratitidag B. Mropel va toug cuviotdTot 1 opnynon tov
guPoriov, 016t1 6TOVG £V AOY® acBeveic N Aoipmén amd tov HBV umopei va ivar coPapry. Q¢ ek
TOoVTOV, 0 euPortacuog pe HEPLISAV B npénet va e€etdleton Kot nepintwon and tov Bepdmovia
Tpo.

Neoppikn dvsAisttovpyia

KaBdg o1 acBeveic pe xpovia veppiki voco (CKD) ot omoiot Bpickovtal o 6Téo10 TPO atpokdbapong
N vroBdArovtar oe apokdBapon dtaTpEyovy wWtaitepo Kivouvo £kbBeong otov HBV kat peyaidtepo
Kivduvo xpoviag Aoipméng, Tpémel va dideTol Tpocoy dote va, Slac@aAileTal 1) Stotpnon evog
TPOCTOTEVTIKOD EMTESOV AVTICOUATOV OTT¢ opiletar amd Tic EBVIKEG GVOTACELS Kot KaTeELBVVINPLES
ypoupéc. BA. mapdypogo 4.2.

"Exdoya

Av16 10 POPUAKEVTIKO TPOIOV TTEPLEYEL AydTepO ad 1 mmol vatpiov (23 mg) avd d6omn, onradn ival
OLCLOGTIKG «EAEVOEPO VATPiOLY.

45  AMremopaosig pe GALa QUPROUKEVTIKG TPOTOVTO KUl GALES popPEg aliniemiopaocng

Koabmg dev dratiBevran dedopéva yia t cvyyopnynon tov HEPLISAV B pe dida gpfoita ko n
tavtdypovn ypron tov HEPLISAV B e dlha gufoiio dev cuvietdrot.

H tavtoypovn yopnynon HEPLISAV B pe avococaipivn katd e nratitidoag B (HBIG) dev €yet
ueAietnOei. Qotdo0, oe mepurtdoelg 6mov to HEPLISAV B yopnysiton pali pe pio suovinon 66om
HBIG, o1 dvo evécelg Oa mpénet va yopnyodvial og Egxmpilotd onueia.



4.6 TovipétnTa, KOO KoL Yyolovyia
Kinon
Ta dedouéva eivar Teplopiopuéva, oyetikd pe t xpnomn tov HEPLISAV B cg éykveg yovaikec.

Meléteg oe (Do dev katédeilov dueon M Eppeon To&koOTNTA GTNV OVOTOPOY®YIKN KOVOTNTO,
oLYKeKPIEVH o€ avOpmdTOVG (BA. mapdypapo 5.3).

O guporlacpog Katd T S1apKEL TG EYKVUOGVVIG TTPETEL VO, TPALYLOTOTOIEITOL LOVO OV 1] GYEoM
0PEALOVE/KIVOLVOL GE ATOUIKO EMITESO VIIEPTEPEL TV TOAVDV KIVOLV®V Y10 TO EUPpuo.

Onioopodg

Agv givarl yvootd edv to HEPLISAV B anexkpivetol oto avBpomivo yaia. O kivovvog oto
veoyévvnto/Ppéen mov Onralovv dev umopel va 0moKAELGTEL

IIpénel va aroaciotel edv Ba dtakomel o OnAacuog 1 Ba amopevybel o epfolacuog pe to

HEPLISAV B AapuBdvovtag vadyn 1o 0peAog Tov ONAacuo yio 1o moidi Kot 10 0QEA0S TOV
gufolacpov yo T yvvaixa.

Tovwotnza
Agv vrapyovv drabéoipa dedopéva yia v emidpacn tov HEPLISAV B ot yovipdtnta tov avipmmov.

Meléteg oe {da dev Katédel&ay dpeon 1 EUUEST] TOEIKOTNTO GTNV AVATOPAYOYIKN tkovotnta (PA.
Tapdypoo 5.3).

4.7 Emopdacseig 6Ty IKOVOTNTE 001Y161)G KU YELPLGHOD PYOVIIRATOV
To HEPLISAV B umopei va €xet pétpia enidpacn otnv tkavotnto 0dnynong Kot yEpopon

unyovnudtov. Optouéveg avTdpAcELS TOV AVOPEPOVTOL GTNV Tapdypapo 4.8 «AvemBounteg
EVEPYELED) (T1.Y. KOKOVYi0) EVOEYETOL VO EMNPEAGOVY TNV IKAVOTNTO 00T YNONG KOl XEPLOUOD

unyovnuaToy.

4.8  AvemOounteg evépyeleg

20vown tne eIKOVOC 0oQAAELOC:

H ewcdvo ac@drelog mov TpoEkuYE 6TO TANIGIO TOV KAMVIKGV S0KIUOV Baciletal o dedopuéva, amd 9365
dropa mov peteiyov o€ 3 Pucikég peléTec.

e 0vo peréteg, 3777 amd ta 9365 dropa wopakoAovBoVVTOVY Yol TOTIKES KOl GCUGTNUIKES AVTIOPACELS
UETE TNV £€YYLOT LE TN XPTNOT KAPTMOV TOTOV NUEPOAOYIOL Y10 TEPTIOd0 7 NUEPDV EEKIVOVTAG TNV
nuépa tov guPortacpod. Ot cuyvotepeg avemBouNTeG EVEPYELEG OV TTopaTPNONKOV fTaY AAYOC 6TO
onueio g éveong Hetd v Eyyvon, KeQalaAyio, KoKovyia, KOTMOT Kol LAyl

To mpopid avtdpactikdtntag tov HEPLISAV B g 119 droua mov vrofdAilovtay og arpokabopon
NTAV YEVIKA GLYKPIGIIO LE VT TOV TopaTpEital Ge VY ATOpA.

Katdloyog avemfountmy eVEPYEWDY GE LOPOT) TIVOKOL:

H ovyvomnta avembBountwv gvepysimv opileton g e&ng:

[ToAb ocvyvéc: (=1/10)
Yoyvéc: (= 1/100 g < 1/10)
Oy ovyvég: (= 1/1000 émg < 1/100)



Ymaviec: (= 1/10.000 émg < 1/1000)
IToAv omdviec: (< 1/10.000)

e k@Oe opada cLYVOTNTOC, OL AVETBVUNTEG EVEPYELEG TAPOLGIALOVTOL LE GEPE PBivovsag
coPapotntag.

Kotnyopia/Opyoviké cOetnuo | Xvyvéotnto AvemOounrteg evépyereg

IToA0 ovyvég  |Kepahodyial
Alotapoy€c ToV VEVPLKOD

GUGTHUATOG Xrdvieg Zén
Xravieg ITopaicOncio

AlTOpaYEC TOV HVOCKEAETIKOD

GUGTHIOTOG KOl TOV GUVOETIKOV IToAd cuyvég  |Muakyial

16700

Kaxovyial, kénwon?!, dhlyoc oto onpeio g

[ToA cuyvéc fveond]
Ievikéc dratapoyéc Kot Sugvéc Oidnua oto onpeio g éveong, epvBnua 6TO
KOTAOGTAGELS TNG 000V YOPTYNOTG onpeio g éveong, mopetdgt

Oy ovyvég Kvnouog 6to onueio g éveonc?

Alotapoay€c TOV YOOTPEVTEPIKOD Oy ovyvég SOUMTOUATO, TOV YOGTPEVIEPIKOD®

Oy ovyvég YrepevoioOnoio?
Awotapoyéc ToV avOGOTOTIKOD

GLOTNOTOG
[ToAd omévieg | Avaguiotia?

1. Tomikég Kot GUOTNIKEG AVETIOOUNTEG EVEPYELEC TOV GUAAEYONKOV LE T YP1OT KOPTDV TOTOL
NuepPoAOYiov.

2. AvemBountec avtidpdoelg mov avapEpOnKay HeTd amd TV EyKpion.

3. [lephapPdvel TOVG TPOTYWDHEVOVG OPOVG VOLTIA, EUETOG, OLEPPOLE KO KOTALKO GAYOC.

4. Iepthapavel Tovg TPOTIUDUEVOLS OPOVE KVIO®OT|, KvnoUog Kot eEAvOna.

EmnpocBetec minpogopieg yia £181ko0¢ tAnBuopoig

T"a Tovg avocoavemapkeic EVAMKEG, TOLG EVIIAIKES IOV £xovV epfollactel 6To mapeABOV KOTA TNG
nratitidoc B kot toug eviAikeg acBeveig e ypovia VEQPIKY avendpkeld, TEPIAAUPAVOIEV®Y TV
acBevav og apokdapor, To SESOUEVE GYETIKE LLE TNV ACPAAELN EIVOL TEPLOPIGUEVO.

Avoopd mBavoLoyoLUEVOV AVETBOUNTOV EVEPYELDV

H avagopd mhavoroyoduevoy avemBOUNT®V EVEPYELDY LETA OO TN YOPTNYNoN GO0 KLKAOPOPToG
TOV PAPUAKELTIKOD TPOTOVTOG elvar onuavtikn. Emtpénet tn cuveyn mapakoiovdnon g oyéong
0PEAOVG-KIVOUVOL TOVL QOPUAKEVTIKOD TPOTOVTOG. Znteital amd Toug enayyelaticg vyeiog vo
avaQEPOLY 0TOIEGONTOTE TOUVOALOYOVUEVES aVETIOOUNTEG EVEPYEIEG LEGH TOV €0VIKOD GLOTNUATOG
ava@opdg Tov avaypdeetol oto [Hapdptnua V.

49 Ymnepdocolroyia

"Eyxovv avaeepbel mepimtdoelg vepdocoroyiag Katd T S1dpKeLD TG TOPAKOAOVONONG LETA TNV
KukAo@opia. Ot avemBounteg evépyeLEg TOL avaEEPONKAY LETE amd VTeEpdOcoA0Yia NTay oSO
HE eKeiva IOV avapEPBNKOY KOTA TNV KOVOVIKT YOp1ynomn Tov gpfoiiov.



5. DPAPMAKOAOI'TKEX IAIOTHTEX
51 ®@appoxodvvopikEs 1010TNTES

DOoapuaxobepamevtikn katnyopio: EpBoiia, uxd spporto, eppfoito kotd g nratitidag, Kmotkdg
ATC: JO7BCO1

Mnyoviopdc dpdonge

To HEPLISAV B amote)eitol amd avacuvovacUEVO ETLPAVELNKO avTlydvo nratitidog B kot to
avocoevioyutikd CpG 1018, éva 22puepég PS-ODN avocodieyeptikig aAAniovyiag.

To HEPLISAV B dnpiovpyel e1dikd aviiocopato katd tov HBsAg (anti-HBs).

H Proroyum dpdon tov CpG 1018 aokeitor Tomikd 6T0 onpeio Tng EVEST|G KOl GTOVG AEUPUSEVES
napoyétevons. To avocoevioyvtikd cvotatikdé CpG 1018 tov HEPLISAV B emdpd wg eénc: (1)
Evepyomotel mhacpotokuttapogidn devopitikd kotrapa (pDC) pécm tov vTodoyLa avayvapiong
potifov, avédioyov tov Toll vrodoyéa 9, (2) petatpénct ta pDC o€ 10101TEPOG AMOTEAEGLOTIKG.
OVTIYOVOTIOPOVGLAGTIKA KOTTOPA IOV Tapovctdlovv to encEepyacuévo HBsAg ota CD4+ T kottapa
Kat, (3), mpodyet T dropopomoinon twv Thl T-kuttdpwv pé€cw TG Tapay®YNG WWTEPPEPOVIG GAPO
Kot wvtephevkivng 12. Avti 1 evepyonoinor TpoKadel VYNAN Kol TOPATETAUEVT] OTOKPION
AVTICOUATOV, TOAVOV AOY® TNG TOYEINS TUPUY®YNG LEYAAOVL 0plOOD TAUCUOKLTTOP®Y TOV
exkpivovv anti-HBs kot xvttdpov pviung B eldwkdv yio to HBsAg, kafdc ko T-kuttapov.

Avocoloyikéc avranokpicelc cto HEPLISAV B

Agv devepynOnkav SOKIHEG ATOTELECUATIKOTNTOG AOY® TNG EQPOPLOYNG TOV KOANL TEKUNPLOUEVOL
VOGOAOYIKOD GUGYETICUOV TG TPOGTAGIOG TPOG TNV AVOCOAOYIKY| OVTOTOKPIoT (GLYKEVTP®GOT anti-
HBs > 10 mIU/ml cvoyetiletan pe mpootacio katd g Aoipméng amd tov HBV). H avocoyovikotnta
tov HEPLISAV B a&tohoynOnke oe 3 tuyotomompéves, ELeYXOUEVES LE EVEPYO PAPLOKO, TUQAES YLO
TOVG TTOPATNPNTES, TOAVKEVTPIKEG KAVIKEG dokiuég pdong 3 (HBV-10 pe tuyatonoinon 3:1, HBV-16
pe toyonomoinon 4:1, kot HBV-23 pe toyowomoinon 2:1) otig omoieg peteiyov 9365 eviikec nhxiog
18 ém¢ 70 etcdv ot omoiot Erapav HEPLISAV B ka1 3867 evijhikeg ot omoiot Elafav 1o guforio
ovykpiong katd tng nratitidag B (Engerix-B 20 mcg HBsAg). To HEPLISAV B yopnyndnke og
oynua 2 66cemv tov punva 0 kot 1 kon to Engerix-B yopnynOnke Bdoet oyfuotoc 3 66cemv Toug unveg
0, 1 ko 6.

Ta apyKd YOpaKINPLIOTIKA OXETIKA LE TNV NAKia, To OAO, TN QULAT, TNV €BvuiKOTNTO KoL TOV OgiKT
uélog codpatog (AME) ntav icoppomnuéva peta&d Tmv okeAdv Bepameiog. TN CLYKEVTPOTIKN
avdivor kot Tev 3 dokiumv, 1 péon nikia nrav 49,3 kot 49,4 oto okérog tov HEPLISAV B kot ota
okéln tov Engerix-B, avtictoya, kot vapyav 50,8% kar 51,5% yuvaikeg GupeTéyovoes o1 0moieg
é\opav HEPLISAV B kot Engerix-B, avtictouyo.

21ic dokipeg agroroyndnkav ta tocootd opompootaciog (SPR: mocootd gpfolacuévov atopumy tmv
omoiwv ta eninedo avticoudtov anti-HBs ftav > 10 mIU/ml petd tov gufoiiacud) petd m dedtepn
d0om tov HEPLISAV B 6¢ c0ykpion petd v tpitn 66om tov Engerix-B. To SPR ko1 1 péyiom péon
yeopeTpikn ovykévipwon (GMC) pe 1o oyfua 2 d6cewv tov HEPLISAV B ftav otatiotikd
ONUOVTIKA VYNAOTEPQ Ao O,TL LE To oyfia 3 docemv Tov Engerix-B (e didotnpo Umetosuvng
95%, 10 KaT®TATO Op1O TNG Slapopdg Tov SPR peta&G HEPLISAV B kot Engerix-B ftav peyaivtepo
a6 0% xot o katdToTo 0pro ¢ avaroyiag GMC peta&d HEPLISAV B kot Engerix-B fjtav
peyoivtepo amd 1,0) kon otig 3 doxpég (Ilivakag 1, [ivakag 2).



Mivakag1  XOykpron TOV m10606TAOV 0pontpoctacios petaiv HEPLISAV B ko Engerix-B 115
£fOopadES KOPLPWONG o€ opodomoiuéveg dokipuég HBV-23, HBV-16 kot HBV-10
(tpomomowmuévog pog Oepamnsio TAnOvopodc (mITT))

HEPLISAV B Engerix-B AwQopa
SPR (%) SPR (%) (HEPLISAYV B - Engerix-B)
N n (95% AE) N n (95% AE) (95% AE)
8701 8327 95,7 3643 2898 79,5 16,2
(95,3 -96,1) (78,2 - 80,8) (14,8 - 17,6)

N = ap1Budg a&oroynoinov atdpov, n = apldpds oporpoctatevpévav atopev, SPR =Ilocooto oponpootociog, AE =
S1OTN O EUTIGTOGVVIG.
H oponpoctacio opiletat og anti-HBs > 10 mIU/mL.

H obykpron g efdopddag kopdowong yio to HEPLISAV B npaypatonomnke v efdopdda 24 ko yo to Engerix-B v
efdonada 28.

Ta SteoT AT EUTIGTOGHVIG Y10, TO TOGOGTH OPOTPOCTAGING VITOAOYILoVTaL L TN ¥prion TG apeinievpng nebddov
Clopper-Pearson.

To dubotnpa gpmictocvvng yia T dapopd petal&d opddmv Bepameiog vroroyileton pe Tt ypron g Hebddov Miettinen Kot
Nurminen yopig otpopatonoinom.

Mivakog2  XOykpron TOV HEGOV YEMUETPIKAV 6VYKEVTIPOGe®V Anti-HBs Tic fdopddeg
Kopv@oong peta&d HEPLISAYV B kot Engerix-B oTig opadomompéveg 00Kipég
HBV-23, HBV-16 xox HBV-10 (tpomomowpuévog npog Oepamsio minbvopoc (mITT))

HEPLISAV B Engerix-B Avalroyio GMC
GMC GMC (HEPLISAYV B/ Engerix-B)
N (95% AE) N (95% AE) (95% AE)
8701 329,1 3642 262,3 1,3
(317,1 - 341,5) (236,4 - 291,1) 1,1-14)

H eBdopdda kopvomong yio to HEPLISAV B givor 1 efdopdda 24. H gfdopddo kopbewong yo to-Engerix-B eivoin
efdonada 28.

Ta amoteléopata yio 1o SPR cuAAéyOnkav oe kdbe emiokeyn g peAétne o€ dVO amd T1G Pacikég
doxpég, HBV-10 (efdoudda 4 £mg 28) koaw HBV-16 (efdopdda 4 émg 52). To HEPLISAV B enépepe
onuavtikd vyniotepa SPR amd to Engerix-B g 0Aeg TIC EMOKEWEIC GE AUPOTEPES TIG LEAETES (Zynpa
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IMococtd oponpootaciog ava erickeyn otig dokipés HBV-16 kor HBV-10 (avé
TPOTOKOALO TANOVGNOC)

Zyipa 1

100 4

90 4

80 1

70

60

50

40

30

[MooooTé opotipooTaciag (%)
HE BlaoTAPATA EPTTIOTOCUVNG 95%

20

10

0

2 T T T T T T T T T T T T T T
ERdopada g 4 8 12 16 20 24 28 22 36 40 44 48 52

== ® = HBV-16 HEPLISAV B
gy HBV-10 HEPLISAV B
A HEPLISAV B evéoeig

HBV-16 HEPLISAV B
HBV-10 HEPLISAV B
Engerix-B evéoeig

Kot otic tpeig dokipég, o SPR mwov enépepe to HEPLISAV B fitav otatiotikd onpovtikd vyniotepa
amd avtd Tov enépepe To Engerix-B og peyadhtepovg eviAkeg, AvOpES, TaydoUPKO ATOWA, KOTVIGTEG
Kot dtopa pe oakyopmon dtafrtn tomov 2 (Ilivakoag 3).

Mivakag3  XOykpron TOV 10606TAOV 0pontpoctacios petav HEPLISAV B ko Engerix-B 115
ELOONAOES KOPVLPMOBG ava KaTYopia oTIS opadomomnpéves dokiués HBV-23,
HBV-16 xox HBV-10 (tpomomowmnpévog ntpog Oepameio aAn0vopog (mITT))
HEPLISAV B Engerix-B Awgopé
SPR (%) SPR (%) | (HEPLISAV B - Engerix-B)
Katnyopia N n (95% AE) N n (95% AE) (95% AE)
O\a ta GTopa 8701|8327 95,7 3643|2898 79,5 16,2
(95.3 - 96.1) (78.2 - 80.8) (14.8 - 17.6)
HAwctokn opdado (£Tn)
18-29 527 | 526 99,8 211 | 196 92,9 6,9
(98,9 - 100,0) (88,5 - 96,0) (4,1-11,2)
30-39 1239(1227 99,0 545 | 483 88,6 10,4
(98,3 - 99.5) (85,7 - 91,2) (7,9 - 13,4)
40 -49 2377(2310 97,2 963 | 771 80,1 17,1
(96,4 - 97.8) (77,4 - 82.5) (14,6 - 19.8)
50 -59 2712|2578 95,1 1120/ 872 77,9 17,2
(94,2 - 95.8) (75,3 - 80,3) (14,7 - 19.8)
>60 1846|1686 91,3 804 | 576 71,6 19,7
(90,0 - 92,6) (68,4 - 74,7) (16,4-23,1)
DdvAo
Appev 4274|4055 94,9 1765|1361 77,1 17,8
(94.2 - 95.5) (75.1-79.1) (15.7-19.9)
v 44274272 96,5 1878|1537 81,8 14,7
(95.9 - 97.0) (80.0 - 83.6) (12,9 - 16.5)
>tpopo AMZ
< 30 kg/m? 49044728 96,4 20691756 84,9 11,5
(95.9 - 96.9) (83.3 - 86.4) (100 - 13.2)




> 30 kg/m? 3789|3591 94,8 1570|1140 72,6 22,2
(94.0 - 95.5) (70,3 - 74.8) (19.9 - 24.5)
Kanviopo
Kanviotég 2634|2538 96,4 1130 852 75,4 21,0
(95.6 - 97.0) (72.8 - 77.9) (18.4 -23.6)
Mn KOmVIGTEG 6067|5789 95,4 2513|2046 81,4 14,0
(94.9 - 95.9) (79.8 - 82.9) (12.4-15.7)
Ataffnng TOToL 2 Ko nAKtakn opdda (€tn)
Me T2D 38 | 37 97,4 16 | 12 75,0 22,4
20 -39 (86.2 - 99.9) (47.6 -92.7) (5.1 -47.5)
40 - 49 163 | 151 92,6 67 | 49 73,1 19,5
(87.5-96.1) (60.9 - 83.2) (9.2-31.7)
50-59 3341 303 90,7 160 | 108 67,5 23,2
(87.1-93.6) (59.7-74.7) (15.6-31.4)
>60 377 | 320 84,9 165 | 97 58,8 26,1
(80.9 - 88.3) (50.9 - 66.4) (17.9 - 34.5)

AMZ= deiktng palog oopatog, AE = didotmpo epmiotooivng, N =aptdpog a&loroynoinmy atdépov, n = aptdpuoc
0pOTPOCTUTEVUEV®Y aTop®V, SPR =Tlocooto oporpoctaciog, T2D = dwfntng tomov 2.

H oponpoctacio opiletar og anti-HBs = 10 mIU/mL.

H ovykpion g efdopddoag kopvemong yio to HEPLISAV B mpaypatomomfnke mv efdopddo 24 kat yu to Engerix-B v
efdopdda 28.

Ta SteoT ot EUTIGTOGHVIG Y10, TO TOGOGTH OPOTPOCTAGING VITOAOYILovTaL L TN Yo TG apeimievpng nebdddov
Clopper-Pearson.

To dubotnpa gpmictocvvng yia T dtapopd petaé&d opddmv Bepameiog vroroyileton pe tn ypron g pebddov Miettinen Kot
Nurminen ywpig otpopatonoinon

Awooidiion
& oL OVOTKTIG EMICTLOVOTG, LOVOD GKEAOVE, TOAVKEVTPIKN HEAETT pdong 1 og 119 evilkeg pe

VEQPIKT VOGO TEAMKOV 6Tadiov Tov vTofdAlovtay o€ aploKaBapor], ot GUUUETEYOVTEG APV Gy
4 560ewv 100 HEPLISAV B toug puveg 0, 1, 2 ko 4. H péon nlaxia fjtav to 59,9 &1, evod 10 60,5%
ntav avdpeg kot to 39,5% frov yovaikec.

H xdpla avédivon a&loldoynoe 1o SPR 5 unveg petd v tpd d6on tov HEPLISAV B. X¢

75 cvppetéyoveg mov Ehapav kot tig 4 docelg tov HEPLISAV B, 1o SPR ftav 89,3% (95% odotnpa
gumotoovvng [CI]: 80,1%, 95,3%). Xtig devtepevovaes avaivacelg, o 81,3% (95% CI: 70,7%, 89,4%)
TOV 0TOpOV giyov cvykévipwon anti-HBs > 100 mIU/ml. H yeouetpikn péon ovykévipoon anti-HBs
Nrov 1.061,8 mIU/ml (95% CI: 547,2, 2.060,2).

g 10, TUYOLOTOINUEVT], OVOIKTHG EMIGTLOVOTC, TOAVKEVTPIKN LEAETT PAONG 3 oTNV ool PETE OV
116 cupoxabarpoueva evidika, atopo pe CKD mov dev avtamokpifnkay e mponyoduevo epPoAlacuo
Katd g nratitidag B, ot petéyovieg Eafov avapvnotikd oynua 1 doong pe HEPLISAV B 1 Fendrix
N AR avopvnotikn d6on Engerix-B.

YV opddo tov HEPLISAV B (42,1% n=16/38) v gfdopndada 4 to SPR ftav vyniotepo and to SPR
otV opdda tov Engerix-B (18,9%, n=7/37) kot otnv opdda tov Fendrix (29,3%, n=12/41). Tnyv
gfdoudoa 12, To SPR frav 24,3% (n=9/37) otnv ondda tov HEPLISAV B, 13,9% (n=5/36) otv
opnado tov Engerix-B kot 26,8% (n=11/41) otnv opudda tov Fendrix.

Toudiozpixoc tinBvouoc

O Evponaikég Opyoviopoc Doapudkmy el dMGEL OTAAALNYT A0 TNV VTOYPEMOT| VTOPOANC TOV
omoteleoudTov Tov peretdv pe o HEPLISAV B og 6Aeg Tic vmokatnyopieg ToU moudiatpucon
TANBVGPOL Yo TNV TPOANYT TG AolpméEng arnd Tov 10 ¢ Nratitdog B (PA. mapdypapo 4.2 yia
TANPOPOPIEC GYETIKA LE TNV TOUILATPIKT YPNIoN).

52  ®appoxoxivTikEg 1016TNTES

O1 QOPUOKOKIVITIKES IOLOTNTEG TOV EMLPAVELNKOD avTIyOvoL g nratitidoag B mwov ypnoiponoieital
o010 HEPLISAV B dev €yovv a&loroynOei.
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Negppixy ovoieitovpyio

X eVIMKEC [e veppikn duoAettovpyia, petd and epdmas 66on 3000 pkpoypappoapiov To
avocoevioyutikd CpG 1018 amofdaAietal and 10 TAAGHO eVTOG 24 ®POV. AV ATOITEITOL TPOGUPUOYN
g 06O,

5.3 IIpoxkivikd dedopéva yio TNV ac@IrELa

Ta pun KAvikd dedopéva OgV amoKaAVTTOVY 1010iTEPO Kivouvo Y10, Tov dvBpwmo pe Baon Tig
SVUPUTIKEG LELETEC TOEIKOTNTOC LEUOVOUEVAOV KOl ETOVOIAAUPOVOUEVOV dOGE®V (TTEPIAauPavOuevng
NG TOMIKNG OVOYNG) Kol TNG TOEIKOTNTAG GTV OVOTOPOYMYIKH IKAvOTNTA Kol oVATTUED.

6. OAPMAKEYTIKEX TIAHPO®OPIEX
6.1 Katahloyog ekdoymv

Natpro yrwprodyo

dmOeKAHOPIKO POGPOPIKO dVATPLO
160EIVO SOPOPOGPOPIKO VATPLO
moAvcopPiko 80 (E 433)

VOOP Y10 EVEGIU,

"o avocoevioyvtiKa, BA. Tapdypapo 2.
6.2 AovpporoTnTeg

EXheiyel peletdv oyetikd pe tn cuufototnta, T0 Topov QAPUOKEVLTIKO TPOIOV 08V TPEMEL VA
OVOUELYVOETOL UE GAAO POPULOKEVTIKA TPOTOVTAL.

6.3 Audpkera Long
3 ypévia
6.4 Idwitepeg Tpourdaels kKatd T POLAEN TOV TPOIOVTOG

Dvidocoete og yoyeio (2°C émg 8°C). Mnv KoTayOYETE.
DuAdcoETE TNV TPOYEUIGUEVT] GUPLYYO GTO EEDTEPLKO KOVTL Y10l VO TPOGTATEVETAL OO TO PWG,.

6.5 ®Von KUl GVETUTIKA TOV TEPLEKTY

0,5 ml dwdvpatog og Tpoyepcuévn ovpryya (omd Yool Tomov 1) pe nopo (amd peiypo cvvBetikon
EMOTIKOV 160Tpeviov-Bpmpofovturion) kot emotouo epforov (amd elactikd yAopoPovtuiiov). To
OO KOl TO EMOTOULO TNE TPOYEUICUEVNG CVPLYYAG OEV TTEPIEXOVY PUGTKO EAUCTIKO AUTEE.
Yvokevaoieg 1 Kot 5 mpoyeiopuévav cupiyyov xwpic PeAdva.

Mmropei va unv KokAOQOpoUV OLEG 01 GLOKEVAGIES.

6.6 Idwitepeg TPoPULAAEELS OTOpPLYNG KOL AALOS YEIPIGNOG

To HEPLISAV B givat éva d100Y£G £00¢ ELappdg 1p1dilov, dypmuo EmG LTOKITPIVO VYPO Kot TPETEL VAL
glval ovolooTIKA EAeV0EPO amd opoTd copaTid. Mnv T0o Yopnyeite €bv 1 euedvion Tov givar
SLOQOPETIKT).

Kabe aypnoiponointo eopuokevtikod tpoidy 1 DVIOAEUUO TPETEL VO, ATOPPITTETUL COUPDVO UE TIG

KOTO TOTOVE IoYVOVGEC GYETIKEC OLUTAEELG.
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7. KATOXOX THX AAEIAY KYKAO®OPIAX

Dynavax GmbH

Eichsfelder Strasse 11

D-40595 Dusseldorf

I'epuavia

8. APIOMOX(OI) AAEIAYX KYKAO®OPIAZ

EU/1/20/1503/001

EU/1/20/1503/002

9. HMEPOMHNIA NIPQTHX ETKPIXHYX/ANANEQXHY THX AAEIAX

Huepounvia mporg éykpiong: 18 dePpovapiov 2021

10. HMEPOMHNIA ANAGEQPHXHX TOY KEIMENOY

Agntopepeic TANPoeopieg Yio 10 TapdV POPUAKEVTIKO TPoidV givor d1afécipes oTov S1081KTVAKO TOTO
tov Evpomnaikod Opyoviopov @oapudkwmv http://www.ema.europa.eu
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http://www.ema.europa.eu/

ITAPAPTHMA 11

IHAPAXKEYAXYXTHX THX BIOAOT'IKQX APAXTIKHX
OYXIAX KAI TAPAXKEYAXTHX YIIEYOYNOX I'TA THN
AITIOAEXMEYXH TQN ITAPTIAQN

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

13



A. HAPAXKEYAXTHX THX BIOAOT'IKQX APAXTIKHY OYXIAX KAI
HHAPAXKEYAXTHX YIIEYOYNOZX I'TA THN AIIOAEEMEYZH TQN ITAPTIAQN

Ovoua kot d1e06vven Tov TopaoKeLAoTH TNS BLOAOYIKOS dPACTIKNE OVGIOG

Dynavax GmbH
Eichsfelder Strasse 11
D-40595 Dusseldorf

I'eppovia

Ovopo kot d1e06vven Tov ToPUCKELAOTH TOL £ival LITEVHVVOC Yo TNV ATOOEGUEVCT] TWV TOPTIOWY

Dynavax GmbH
Eichsfelder Strasse 11
D-40595 Diisseldorf
I'eppovia

B. OPOI'H IIEPIOPIEMOI XXETIKA ME TH ATAGEXH KAI TH XPHXH

DoppoKeLTIKO TPOTOV Y10 TO OTOL0 ATOLTEITOL LOTPIKT] GLUVTOYT.

. Emionun amwodéopsvon noptio®v

Xoppova pe to apbpo 114 g odnyiog 2001/83/EK, n exionun amodécpevon 1oV naptidwy

TPOYUATOTOLELTOL OTTO KPATIKO EPYAGTNPLO 1| GO EPYOOTNPLO TOL £XEL 0plobel Yo Tov okomd avTo.

I'. AAAOI OPOI KATI ATTAITHZEIX THX AAETAX KYKAO®OPIAX

. Ex0¢ce1g meprooikng mapaxorovdnong g acepdireias (PSURS)

Ot anoutioetg yuo v vroforn towv PSURS ywa to ev Adym @appoakevtikd tpoidv opilovion

GTOV KOTAAOYO UE TIG uepounvieg avaeopag g Evaong (katdhoyog EURD) mov mapatifeton

oV Tapdypago 7, tov apbpov 107y, g odnyiag 2001/83/EK kot kabe emakorovdng

EMKALPOTOINGNG OTMG dNUOGIEVETAL 6T StadkTLaKT TOAN ToL Evponaikod Opyavicpob

Doappixkov.

O Kdroyog Adetag Kukhogpopiag (KAK) Ba vrofdaiet tnv mpdtn PSUR Y10 to Tpoidv péca og 6 piveg

amo Vv €yYKplon).

A.  OPOI'H NEPIOPIZEMOI ZXETIKA ME THN AX®AAH KAI ATIOTEAEEMATIKH
XPHIH TOY ®PAPMAKEYTIKOY ITPOIONTOX

. 2y£010 owaygiprong Kwvovvov (ZAK)

O Karoyog Adelag Kvkiopopiag (KAK) Ba die&aydyet Tig amottodpeveg SpactnploTnTeS Kot

TOPEUPAGELG PUPHOKOETOYPVTVIIONG 0TS Tapovctdlovtal 6Tto cuppvniéy XAK ov

napovctdleTon oty evotnta 1.8.2 g ddetag kuklopopiog Kot 0molecdNToTe EMAKOAOVOES
gykekpipéves avabempnoelg tov LAK.
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‘Eva emkatpomompévo ZAK Oa mpénet va katotedet:
e Metd and aitnpa tov Evponaikov Opyoavicpod Oappdxmv,
e OnotedNmOTE TPOTOMOLEITAL TO COGTNHO OLOXEIPLONG KIVOVUVOUL, E0IKA (O OOTELEC O AMYNG
VE®V TANPOQOPLOV TTOV LITOPOVV VA ETLPEPOVY GTLLOVTIKT] GAAYT OTN 0XE0T] 0QELOVE-KIVOUVOL
N ©¢ omTOTEAESUA TNG EMITEVLENC EVOG GNUAVTIKOD OPOCTHLOV (PUPHOKOETOYPOTVIION 1
gloyiotomoinon Kvdvvov).
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ITAPAPTHMA II1

ENNIXHMANXH KAI ®YAAO OAHI'TQN XPHXHX

16



A. EINIXHMANXH
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ENAEIZEIX TIOY IIPEIIEI NA ANATPA®ONTAI XTHN EZQTEPIKH XYXKEYAXIA

1 wpoyepiopévny cvpryya yopic perdva
5 npoygpopéveg ovpryyes yopic perdéva

‘ 1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

HEPLISAV B 20 pikpoypoppdpia evEcLUo StdAvL0 6 TPOYEUOUEVT cOPLYYQ
Epporo xotd g nratitidoag B (avacvvovacspuévo DNA, avocoevicyvévo)
IMa xprion o eviiikeg

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

1 660m (0,5 ml) mepiéyet:
20 WKpOYPAUUAPLO ETLPAVEIOKOD avTIyOVoL NG nratitidog B avocoevioyvuévou pe 3000
HIKpoypappapta avocsoevicyvtikov CpG 1018.

‘ 3. KATAAOTI'OX EKAOXQN

Ndtpio yAwplovyo

A®dekaidopiKod POoEOpIKd dVATPLO
A16OEIVO S1OPOPOCPOPIKO VATPLO
IToAvcopPiko 80

"Yowp yia evéoiuo

4, OAPMAKOTEXNIKH MOP®H KAI ITEPIEXOMENO

Evéopo didAvpo og Tpoysuiopuévn cbpryya
5 TPOYEUGUEVES GUPTYYES YWPIC PeAdva
1 mpoygiopévn cvpryya ywpig Berova

‘ 5. TPOIIOX KAI OAOX(OI) XOPHI'HXHX

Evdopvikn yprion (EM)
AwBdote 10 PUALO 0INYIDV YPAONG TPV OO T YPNON).

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

Na purdooetal o€ BEom, TV onoia dev PAETOLY Kot dev Tpooeyyilovy Ta TALdd.

7. AAAH(EY) EIAIKH(EY) ITPOEIAOIIOIHXH(EIY), EAN EINAI AITAPAITHTH(EY)
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8. HMEPOMHNIA AHEHX

AHZEH

9. EIAIKEY YYNOHKEX OYAAEHX

Ddvrdocete o€ Youyeio. Mnv KatayOyeTe.
DVAACCETE TIG TPOYEMOUEVEG GUPLYYEG OTO EEMTEPIKO KOVTL Y10, VO TPOGTATEDOVTOL OO TO PG,
DuAACCETE TNV TPOYEUIGUEVT] GUPLYYO. GTO EEDTEPLKO KOVTL Y10l VO TPOGTATEVETAL OTO TO PWG,.

10. IATIAITEPEX TIPO®YAAEEIX I'TA THN AITIOPPIYH TQN MH
XPHEZIMOIIOIHOENTON ®APMAKEYTIKON ITPOIONTQN 'H TQN
YIHHOAEIMMATQN I10Y ITPOEPXONTAI ATIO AYTA, EOOXON AITAITEITAI

Amoppryn cOLPOVA LE TIC KATA TOTOVE 16YV0VCEC OYETIKEG dlaTdEELs.

11. ONOMA KAI AIEYOYNXH TOY KATOXOY THX AAEIAY KYKAO®OPIAX

Dynavax GmbH
Eichsfelder Strasse 11
D-40595 Diisseldorf
T'eppovia

12.  APIOMOI AAEIAYX KYKAO®OPIAX

EU/1/20/1503/001
EU/1/20/1503/002

13.  APIOMOX ITAPTIAAX

LOT

‘ 14, TENIKH KATATAZH I'TA TH AIAOEXH

‘ 15. OAHI'IEX XPHXHX

‘ 16. TMAHPO®OPIEX XE BRAILLE

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

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

A163146TaTOG YPAPU®TOS KDoA (2D) mov pépel Tov TEPIANEHEVTO LoVadIKO avoyVOPIGTIKO KOSIKO.
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18. MONAAIKOX ANAT'NQPIZTIKOX KQAIKOX - AEAOMENA ANAI'NQXIMA AITIO
TON ANOPQIIO

PC
SN
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EAAXIXTEX ENAEIZEIX TIOY IIPEITEI NA ANAI'PA®ONTAI XTIX MIKPEX
XTOIXEIQAEIX XYXKEYAXIEX

Etikéta mpoyepiopévng ocupryyog

‘ 1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX KAI OAOX(OI) XOPHITHXHE

HEPLISAV B
20 mcg evéoipo
Eppoio xatd e nrotitidog B

| 2. TPONOX XOPHIHEHX

EM

3. HMEPOMHNIA AHEZHX

EXP

4. APIOMOZX ITAPTIAAX

LOT

‘ 5. HEPIEXOMENO KATA BAPOZX, KAT' OI'KO 'H KATA MONAAA

1 360m (0,5 ml)

| 6.  AAAA TTOIXEIA
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B. ®YAAO OAHT'TQN XPHXHX
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@vAro ooV piong: IIAnpogopics yra Tov yprjot

Evéoypo dragiopa HEPLISAYV B 20 pukpoypoppopiov 6€ TpoyeUIcuév copryyo.
Epporto xatd g nratitdoag B (avacvvovacsuévo DNA, avocoevioyvuévo)

vTo QAPLOKO 0VTO TEAEL LTTO GLUTANPOUATIKY TOPAKOAOVONOT. AVTS Ba eMLTPEWYEL TOV YP1YOPO
TPOGIOPIoUO VEOV TANPOPOPLOV acpdAelac. Mropeite va fondnoete péow e avapopdg mlovmv
AVEMIBOUNTOV EVEPYEIDV TOL EVOEXOUEVMG TTapovatalete. BA. T€Aog Tng mapaypdpov 4 yio Tov TpOTo
ovVOQOPEG AveETBOUNTOV EVEPYELDV.

AwPacte TPOGEKTIKA 0AOKAN PO TO PVAAO 03N YAV YP1IoNG TPV LAPETE AVTO TO EPPOIL0, OLOTL
TEPLLOPPAVEL CNROVTIKEG TANPOPOPIES Y10 UG,

doragte avto To EOALO 0N YDV Yprone. Towg ypelactel va to dofdcete Eavda.

Edwv éxete mepartépm amopieg, pmthote ToV Y1oTpd, <TOV QOPUAKOTOIO> 1] TOV VOGOKOUO GO,

Edv mopatnpnoete kamoo avemBOuntn evEpyeln, EVIILEPADOGTE TOV YLOTPO, TOV PUPUAKOTOL0 1
TOV VOGOKOUO G0G. ALTO 1oy0eL Kot Yo Kabe mhavn avemBOunt evépyela Tov dev avVapEPETUL
GTO TTAPOV PUALO 0dNYIDV Xpiong. BA. mapdypago 4.

T wePLéyeL 1o Tapov GUAAO 00N YLOV:

AR e

1.

Tt etvan to HEPLISAV B kot mowa givat 1 ypniom tov
T péner va yvopilete npv mapete to HEPLISAV B
o yopnyeitan to HEPLISAV B

[MBavéc avemBounteg evépyeteg

Iag va puidococete to HEPLISAV B

[Tepreydueva g cvokevAGig Kot AOUTES TANPOPOPIES

Tuv givan o HEPLISAV B kot owa givan 1 (pfion tov

To HEPLISAV B eivau éva gufoiio yuo ypiomn o€ evilikeg nikiog 18 etdv kot dvm yio Tpoctacia
Katd TG Aoipnméng and tov 16 ¢ nratitidog B.

To HEPLISAV B pmopei eniong va mapéyet tpootacio Katd g nratitidag D, n onola epeavileto
uévo oe dropa pe Aoipumwén and nrotitido B.

T eivon  nrartition B;

H nrozitda B givor Aoipumoeg voonpa tov ratog tov mpokaieitar omd évav 16. H Aoipwén amod
ToV 10 TN Nratitdag B pumopel va mpokarécel cofapd Nmatikd TpoPARLOTO OTMS «KIPpPmO»
(dpovpyio oLAGY GTO NIAP) 1| KOpKivo TOL NITATOG.

Optopéva dtopa mov Exovv tposPAnbel amd tov 16 g nratitidag B yivovrat gopeig, to omoio
onuUaivel 6Tl pmopel vo unv aicBdvovtot dppwototl aAld e£akolovBodv va Exovy Tov 10 GToV
0PYOVIGLO TOVG Kot Lopohv aKOpo vo, LOAOVOLY GALA dToa.

H vococ petadidetor amd v 16060 Tov 100 Tng nratitidag B otov opyovicpd Hécm Tng EMaQng e Ta
COUOTIKG VYPA ATOU®Y HE AOTH®EN, OTTOC Ta VYPE TOV KOATOL, TO ailo, TO GTEPUA ) O GieAoc. Mia
unTéPa oL ival opLag UTopel ewiong vo LETAOMGEL TOV 10 GTO PPEPOG TNG KOTE TOV TOKETO.

2116 KOpleg evdeilelg g vooov Teptaapufavovtar Nieg evoeilelc ypinng [0nme keparaAyia,
TLPETOG KoL aicOnpa vIEPPOAIKG KOTMONC], GKOLPOYP®UA 0VPA, AVOLYTOYPDLLO KOTPAVOL,
KITpivioUa TOL SEPUOTOC Kot TV LotV (iktepog). Qotdc0, optouéva dropa e nratitido B
dev gaivovtal o0te arsbdvovtol dppworo.
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IIog 6pa to HEPLISAV B

Orav éva dropo Aapfaver to epforto HEPLISAV B, avtd fonfdetl 1o puoikd apuvTikd GOGTNU TOV
0PYOVIGLOV (0VOGOTOINTIKO GUOTNO) VA TOPAYEL CLYKEKPIUEVT] TPOGTOGIO (OVTICMLOTA) KATA TOV
100 ¢ Nratitdog B.

. To HEPLISAV B mepiéyet £€vo avocoeVIoLTIKO, L0 OVGI0 TOL BEATIDVEL TNV TOPOY®YN
UVTICOUATMOV TOV OPYUVIGUOD KOl TOPUTEIVEL T1 O1APKELN TNG TPOCTAGIOC.

. Amarteitor oynque 000 evécewv HEPLISAV B yio tv mapoy TANPovS TpooTtacicg KoTd e
nratitdog B.

o To HEPLISAV B bé¢v ypnowonoteitat yia tn Bepaneio ndn nposPePinuévov and tov 10 g
nratitdog B acbevav, dnwg atopmy mov éxovv tpocPindel amd tov 16 ¢ nratitidoc B kot

&yovv yivel popeig tng Aoipuméng.

2. Tvrpénel va yvopilete npwv napete to HEPLISAV B

Mnyv napete o HEPLISAYV B:

- o€ MEPINTOON AALEPYIOG O OTOI0OMTOTE OO TO, GVGTOTIKG AVTOV TOL EpPoriov,
nmepthapPavopévou tov {upopvknta (avaeépovton oty Tapdypago 6). Evoeigelg adiepyikng
avtidpaong umopel va etvar Kvnopog oto déppa, e&avinua, duomvola Kot oidNua 6To TPOSOTO
K0l TN YADOGO.

- e elyate Eapvikn, amenTikn yio ™ (o1, dALEPYIKT| ovTIOPAOT] LETA AmO TN YOPYNCT TOL
HEPLISAV B katd to mapel0ov.

Mnyv mépete o HEPLISAV B gdv kdmoto amd to mopondve 1oyvel otn Stk oog tepintmon. Eqv
éxete apePolisc, amgvBuvleite atov yraTpd, <TOV PAPUAKOTOLO> 1| TOV VOGOKOUO GOG TPV TAPETE TO
HEPLISAV B.

Ipocdomomjoeis ko TpoPLAGEELS

AmevBuvBeite otov Yiatpd, <TOV POPLOKOTOLO™> 1) TOV VOGOKOUO cog Tpv tapete 1o HEPLISAV B:

- o€ mepintwon aAlepyiog o 0mol0oMmoTe 0o o, votoTikd tov HEPLISAV B (BA. mopdypagpo

6).

- e elyate mpofAnpata vyeiog petd ond euPfoAilacud katd to maperdov.

- VIAPYEL EVOEXOUEVO MToBvpiag HETA, 1 oKOUA Kol TPy, amtd TV €veon. ['o Tov Adyo avtd,
TPEMEL VAL EVILEPMDCETE TOV Y10TPO, <TOV POPUOKOTOLO> 1] TOV VOGOKOWO GG OV EXETE
MmoBvunoetl 6e TPONYOUUEVT| £VECT).

- €dv glote AppwoTol LE LYNASG TVPETO, O YIATPAC, <O PUPUAKOTOLOC> 1 0 VOGOKONOG GoG Oa
Kkafvotepnoet Tov epfolacpd péxpt va acbavisite kodlvtepa. Mia o Aoipmén, énwg Eva
KPLOAOYTLLA, dev amoTeAel TPOPANLA, dALE O Y1aTPdC, <O POPUAKOTOLOC™ 1] O VOGOKOOC GOG
0o amoacicel eqv punopeite va gpfoArtacteite.

Edv vroPaiieocte og apokdBapon e€artiog kAmolov veppikod TPoPAHOTOC 1) €AV EYETE
€€acBevnUEVO OVOGOTONTIKO GUGTNLLO, O YIOTPOG oG EVOEXETOL VA, Gag (NTHGEL VO KAVETE
ALPLOTOAOYIKEG EEETAGELC Y100 VO EAEYEEL av 0 UPOMACUOG NTAV OPKETH OTOTEAEGUATIKOG Y10 TNV
TpooTacio cag and TNy nratitda B.

To HEPLISAYV B d¢v cag mpootatevel amd GAreg nratikég Aoméelg Omwg nratitida A, C, kot E.
Onwg 1oyvet yuo onotodnmote guforto, to HEPLISAV B evdéyeton va unv mopéyel Tpootocio o€ dAa
Ta. dtopa oL epPfortdlovral.

AmevBuvieite oTov Y10Tpd, <TOV POPLOKOTOLO™> 1) TOV VOGOKOUO cog Tptv tapete 10 HEPLISAV B,
av dgv glote Giyovpotl KOTA TOCO KATOL0 aTd T TUPUTAVE® 1GYVEL GTNV TEPIMTMOON GO,
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IMoord ko Epnpor
Agdopévov 6t to HEPLISAV B dev éxel eheyyfel mAnpmg og veapd dtopo nAikiog Kot tov 18 etdv,
dgV TIPEMEL VOL YOPTYEITOL OTNV €V AOY® NAMKIOKT OLAdA.

Alha @appoxa kor HEPLISAV B
Amevbuvbeite Tov yiatpd, <TOV PUPLOKOTOIO™> 1| TOV VOCOKOLO GOG E0V TOIPVETE, EXETE TPOGPATO,
mhpel | pmopel va mépete GAAa @dpuaxa 1 epPorio.

Av 10 HEPLISAV B yopnyn0si tavtdypova pe £veon avococ@apivav g nrotitioag B, ot omoieg
YOPMYOUVTOL Y10 TNV TOPOYN QAUECTS, BPoyvypOVIaG TPOooTasing KoTA TN Aoinwéng amd nratitida B,
0 Y10TpOG, <O POPLOKOTOLOG™> 1) O VOGOKONOG 560G Ba dtacpadicetl 0Tt o1 dvo evéaelg Ba yopnynbovv oe
SLQOPETIKG GMUELN TOV GOUOTOC.

Kinon, Onhaopoc ko yovipdtnta
Edv giote éykvog 1 Onhalete, vopilete 0tL umopei va €iote £€ykvog 1 oxe01ALETE VAL ATOKTHOETE T,
{ntote T GUUPBOVLAN TOL YTPOV GOC TPV YPNCLUOTOINGETE OV TO TO EUPOALO.

Agyv gival yvoot6 gbv to HEPLISAV B amekkpivetal 610 avOpomivo yola. Zuvenmg, o Kivouvog 6To
Onralov Ppépog dev pmopet vo, amoxielotel. Zv{ntnote Pe ToV Y1uTpd 1) TOV VOGOKOUO Gog GV Oa
dwacomel 0 Onraopoc 1 Ba amopevybel o epPoracpog pe to HEPLISAV B, Aapfavovtog vedyn to
O0peLog Tov ONAacpov Yo To Tondl Gog Kot To OPEAOG TOV EUPBOAAGHOD Y EGAGC.

001yNoN Ko LEPLOROS PNV LATOV
Metd ) yopriynon tov HEPLISAV B uropet va aicBavBeite kovpoon 1 movoképaro. Edv copPel
KATL TET010, UMV 001YEiTE KO UNV YEPilecTe epyaieio | unyoviLOToL.

To HEPLISAYV B mepiéyerl vatpro
To @appaxo avtd mepiéyet Aryotepo and 1 mmol vozpiov (23 mg) ava d6om, givol ovtd Tov
ovopdlovpe «erevBepo vatpiovy.

3. og yopnyeitan o HEPLISAV B

O y1atpdg, <o PapUaKoTOO6> 1} 0 VOGOKONoG cag Ba cag yopnynoet to HEPLISAV B wg éveon otov
Hv, cvvnB®G 6TO v TUMUO TOV Bpoyiova.

I"a tovg eviidikeg, To oynua epforiacpod tepthapfavel 2 evécels:
- Hrpdt éveon yopnyeitorl v nuepounvia mov £(£Te GOUUPOVICEL LE TOV Y1ATPO 1| TOV
VOGOKOLO GOG.
- H debtepn éveon yopnyeitor 1 piva petd v mpdTn €veoT).

IMa toug evidikeg pe TpOPANUE oTa VEQPE, cOUTEPTLOUPAVOUEV®Y OGOV VTTOPBAALOVTOL GE

apokdBapon, to oynua epfortacuod neptlopuPavel 4 evécels:

- H npdn €veon yopryeitar tnv nuepounvio Tov EXETE GLUEMVNCEL LLE TOV Y1ATPO 1| TOV
VOGOKOO GOG.

- H dgbtepn éveon yopnyeiton 1 piva HeETd TNV TPOTN £veon).

- H tpitn éveon yopnyeitor 2 pivec HETA TV TPAOTN £VEOT

- H téraptn éveon yopnyeiton 4 pnvec HETA TV TPAOTY £veon

O ywTpog oag B Gog evnuepmoeL v Do YPELOCTEITE ETTAEOV 1] KOVOUVNOTIKES) EVEGELS GTO LEAAOV.

Eav Egyaoete va kheioete pavrePo? yia Ty ogvtepn d6on Tov HEPLISAV B
Enwowovnote pe tov y1otpd oag yio vo opicete vEo pavieBov.
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BePoawmbeite 611 éxete OMOKANPDOEL TIC EVEGELS O10TL, GE JLOPOPETIKT TEPITTWOT, EVOEXETAL VO NV
glote MANpw¢ mpootatevpévol. Epdcov Exete AdPet v mpdn éveon tov HEPLISAV B, n(o1)
enopevn(eg) éveon(eg) mpémet va eivan mdAl pe HEPLISAV B (0y1 kémotov dALo tomo gpfolriov Katd
g nratitdog B).

4, MBavéig avemOOuNTES EVEPYELEG

Onwg dha Ta eappaka, £T61 Kot avTo T0 EUPOAL0 pmopel vo Tpokarécel avemiBOuNTeC EVEPYELES, AV
Kot 6gv Tapovcldlovtal 6€ OAOLG TOVG AvOPMOTOLG.

Ot avemBOUNTEC EVEPYELEC TTOV TAPOVGIACTNKAV KATE TN SLAPKELN TOV KAVIKOV SOKIUDV UE TO
HEPLISAV B ftav ot €&n¢:

YoPapég avemOBOUNTES EVEPYELEG

IHoA0 omavieg (evoéyetan vo. en@avietovy o€ £0g 1 ota 10.000 dropa)

[péner va avalnmoete apéong Bepameia, ebv xete evdeilelg coPapnc arlepyudg avtidpaonc.

211 evdeitelc mepthouPavovtal: oidnua Tov TPOCHTOV, YAUNAT OPTNPLUKN TECT), SVOTVOLM, UTMAELN
GULVEIdNOMNG, TVPETOG, akapyio oTic apfpmaoelc kKot deppotikd eEdvinua. TEéToleg avTidpacelg
eupavitovtol cuvnBmg ToAD GOVTOUN UETE TNV Eveon).

Addeg avemOOUNTES EVEPYELEG

IToAd ovyvég (evoéyeTan va EpPavIeTOVV 68 TEPLocoTEPa 0o 1 ota 10 dTopa)
o Kepararyia

Mvikot movol

AloOnpo KOTmong

[16vog 610 onueio yopnynong g £veong

Adwbecio (kacovyior)

Yoyvéc (evoéyetan va ep@aviotovyv o€ g 1 ota 10 dropa)

. Oidnua M epHpoTNTO GTO GNUEID YOPIYNONG TNG EVESTC
. [Mupetdg

O svyvég (evoéyetan va gp@oavietovy o€ £mg 1 ota 100 dropa)
AtoOnpua adabesiog (vavtio)

Adwbeoia (épetoc)

Aldppota

KotMakog movog (mdvog oty KotAid)

Allepyucéc avtidpdaoelg (kvidmon, eEavOnua Kot kvnopdg)
Dayovpo 6TO oNLELD YOPTYNONG TNG EVETNG

Yravieg (evoéyetan va, EpEavietovy o€ £m¢ kot 1 ota 1.000 dropa)
. Zé&An
. Movdwoopo

Ava@opd avemOvunTOV EVEPYELOV

Edv mapotnpfioete Kamoto avemOOunT evEPYEL, EVILEPDOTE TOV YIUTPO, <TOV QUPUAKOTOLO> N
TOV/TNV VOGOKOHO Gag. Avtd 1oydel Kot yio Kabe mhavn avemiBountn evépyelo TOL dEV aVOQEPETAL
OTO TOPOV PUALO 0dNYLOV YpNoNS. Mropeite emiong va avagépete avembBOUNTEG evEpPYElEG amevbeiog
UEG® TOV €6VIKOD GLOTNUATOS AVOPOPAS TOV AVOYPAPETAL 6TO TTPocdpTnua V. Méom ¢ avagopdg
avemBouunTOV evepyeldv uropeite va fondnoete ot GLALOYY TEPIGGOTEPOV TANPOPOPLOV GYETIKA
LE TNV AGPAAELD TOV TOPOVTOC PAPLLAKOV.
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5. Iog va pvridooste To HEPLISAV B
To euPforio avTd TPEMEL VAL PUAAGGETOL GE UEPT) TOV OEV TO PAETOVV KoL OV TO POAVOLV TO TAUSLA.

Na punv ypnotponoteite avtd 10 eUPOA0 HETA TNV NUEPOUNVIC ANENG TTOV OVOPEPETOL GTIV ETIKETO KoL
70 KOLTI petd v évoeltn «EXPy». H nuepounvio Anéng elvat 1 teAevtaio nuépa Tov URVa IOV
ovoQEPETOL EKEL.

DdvAdocete o Yyoyeio (2°C — 8°C). Mnv KatayOyeTe.
DuAGcoETE TNV TPOYEUIGUEVT] GUPLYYO GTO EEDTEPLKO KOVTL Y10l VO TPOGTATEVETAL OO TO PWG,.

Mnv metdite @ApUAKO GTO VEPD TNG ATOYETELGONG N OTA OIKLAK(A aroppippata. Potiote tov
(OPLOKOTOLO GOG YOl TO MG VO TETAEETE TO, PAPUAKO TTOL OEV YPNOIULOTOLEiTE Tl AvTd T péTpa Oa
BonBncovv oty Tpoctacia Tov TepPaAiovtog.

6. Iepreydpeva TS 6LOKELAGTOG KO AOTTEG TANPOPOPiEg

Tvnegpréyer to HEPLISAV B
Mia 06on (0,5 ml) mepiéyet:

ApaocTikég ovoieg:
Emeaveiako aviryévo nratitidoc B (HBsAg)!? 20 wkpoypoppdpio

1Avicoevioyvuévo pe 3000 pkpoypappdpio ovocsoevicyvtikod CpG 1018, éva 22uepéc
OAYOVOUKAEOTIO0 AVOGOJIEYEPTIKNG OAANAOVYIOG

Tlopaydpevo oe kottopa (opopvknta (Hansenula polymorpha) pe v teyvoloyio avocvvdvacuévov
DNA

H ovoia CpG 1018 ypnoiponoteitol 6to ev AdY® EUPOAI0 MG 0vOGOEVIoKLTIKO. Ta 0voGoevioyLTIKA
glval 0VGiEG TOL TEPLEYOVTAL GE OPIGUEVE, EUPOALA Y10, VO ETLTOYLVOLY, VA, BEATIOVOLY Ko va.
TOPOTEIVOVY TNV TPOCTATELTIKN dpdiom Tov epforiov.

Ta GAAa cvotoTikd givat:

. VATPLO YAWDPLOVYO

dmOEKAHOPIKO POGPOPIKO dSVATPLO
S160EIV0 dOPOPO®CSPOPLKO VATPLO
moAvcopPiko 80 (E 433)

VO®P Y10 EVEGIUOL

Epg@avion tov HEPLISAV B kot mepigydpeva TG 600KEVAGIAG
To HEPLISAV B givar éva dtavyéc €06 eEMpPOG YORIKTDIES, AP0 £MG VITOKITPIVO LYPO Yl EVEST
G€ TPOYELGLLEVT GUPLYYO.

To HEPLISAV B bwtifeton oe cvokevaoies 1 kot 5 mpoyepiopévav oupiyyov yopls ferdves.
Mmopei va. unv KoKAo@opohv OAEG Ol CUCKEVAGIEC.

Karoyog Aderog Kvkhogopiog ko Ilopaockevaostiig
Dynavax GmbH

Eichsfelder Strasse 11

D-40595 Diisseldorf

I'eppavia

INo omoladnmote TANPOPOPio, GYETUKE, LLE TO TAPOV PAPUAKEVTIKO TPOTOV, TAPUKAUAEIOTE VL
amevBouvbeite otov TomiKo avtimpdocwmo Tov Katdyov tng Adsiog Kvuihopopiag:
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Belgié¢/Belgique/Belgien, Bbarapus, Ceska Deutschland
republika, Danmark, Eesti, EALada, Espaiia, Bavarian Nordic A/S
France, Hrvatska, Ireland, Island, Italia, Tel: +49 89 26200980
Kvmpog, Latvija, Lietuva,

Luxembourg/Luxemburg, Magyarorszag,

Malta, Nederland, Norge, Osterreich, Polska,

Portugal, Romania, Slovenija, Slovenska

republika, Suomi/Finland, Sverige, United

Kingdom (Northern Ireland)

Dynavax GmbH

Tél/Tel/Ten./TIf/TnA/Simi/Puh:

+49 211 758450

To mwapov OALo 0dNYLAOV xpHoNS ovedsmpOnke Yo Televtaia gopd etic {MM/EEEE}.

Aentopepeic mAnpoeopiec yio 1o eApUAKO avTd Eivatl SLOBEGIIES GTOV SLAOIKTLOKO TOTO TOL
Evponaikod Opyavicuod @appdakwv: http://www.ema.europa.eu.

O Tipo@opicg Tov akorovBodv arevBivovTal povo o erayysipoTicg vysiog:

To HEPLISAV B:

Eivar éva, dtavyég £mg eha@padc 1p1oilov, dypmuo Emg vToKiTpIvo VYO Kot TPETEL VoL Elval
0VCLOOTIKA EAEV0EPO amd 0paTd cOUATIOW. ATOPPIYTE TO €AV 1) ELGAVICT] TOV gival
SLOQOPETIKT).

[pénet va yopnyeitot pe evéopvikn éveon (EM) otnv meptoyn Tov dATOEI00E, GTO VM
HEPOG Tov Ppayiova.

Agv mpémer va. yopnyeitol oty yAovtiaia meptoyn (YAouToug).
Agv mpémet va yopnyeitot evoopAEPia, vToddpia 1) S10OEPUIKA.

Agv mpénel vo ypnoluonoleital o€ dropa pe vepevotcncio otn SpacTiky ovcio 1 6€ KATO10
oo T £KS0YO.

Agv mpémet va yopnyeiton o€ dropa mov mhoyovv omd ofela coPfapn epmvpetn voco. H
TaPoLGia NG AOTUMENG, OT®G TO KPVOAGYNHA, dEV amoTEAEL avTéVoelsn Yio TV

avVOGOoTOoiN oM.

Agv mpémet vo. avapetyvoetal pe dalo epfoia otnyv ida cipryya.

Onwg pe 6l ta gvéoia eUPOALL, KATAAANAN 10TPIKT OVIIUETOTION TPENEL VO givat dpeoa dtabéoiun
0€ MEPIMTOON CTAVIOV AVAPLVAOKTIKOV avTidpdcewy petd tn yopnynon tov HEPLISAV B.

Kd&be aypnoyomnointo eoaprakentikd Tpoidv 1 DTOAEWUN TPETEL VO OTOPPITTETAL GOUPDVE, [LE TIG
KaTé TOTOVG 15YVOVGEG GYETIKES OLOTAEELS.
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