ITAPAPTHMA 1

MEPIAHYH TON XAPAKTHPIEZTIKOQN TOY ITIPOIONTOX



1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Bexsero evéciplo evaldpna 6€ TPOYELGLEVT] CLPLYYO
Eppoito évavtt tov pnviyytiddxokkov opoopddog B (rDNA, cuotatik®v, Tpospopnuévo)

2. HOIOTIKH KAI MOXOTIKH XYNOEXH

Mio. 060m (0,5 ml) mepiéyet:

Avacuvvovaouévn tpaoteivn oovinéng NHBA tov Neisseria meningitidis 50 pkpoypoppdpio
opoopddac B 123
Avacuvvdvaouévn tpaoteivi NadA tov Neisseria meningitidis 50 pikpoypappdpilo
opoopddac B 123
Avacvvovaouévn mpoteivn covinéng fHbp tov Neisseria meningitidis 50 pkpoypoppaptol
opoopddac B 123
Kvotidw eEmtepkng pepppavng (OMV) and Neisseria meningitidis 25 pikpoypoppdplo

opoouddag B, atéheyoc NZ98/254, uetpobpeva mg mocotNnTo OAKNG
npwteivc mov mepiéyet PorA P1.4 2

TopoyOUEVN o€ KuTTOpa E. coli pe teyvoloyio avacuvovaouévor DNA

TpocpoeNUEVN o€ EPoEeidio Tov apyidiov (0,5 mg AlPY)

NHBA (avtiyovo tov Neisseria mov decpevet tnyv nmoapivn), NadA (mpockoAiintivi A tov
Neisseria), fHbp (npwteivn mov decpedel Tov mapdyovta H)

IMa tov mApn KatdAoyo tov exddywv, PA. Tapdypapo 6.1.

3. OAPMAKOTEXNIKH MOP®H

Evéoyo evaumpnpa.
Agvkd 1p1dilov vypo evaldpnua.

4. KAINIKEX ITAHPO®OPIEX
4.1 OgpamevTikég evOEiEelg

To Bexsero gvoeikvutal yio TNV EVEPYNTIKY] 0lVOGOTOINGT] OTOUOV NALKING 07T 2 UNvaV Kot Gvm EvavTl
™G SNONTIKNG PNVIYYITIOOKOKKIKNG VOGOL OV TpoKaieitar amd Neisseria meningitidis opoopddag B.
Kotd tov gpforacod Oa mpémet va Aappdvoviotl vwdyn ol EMRTTOGELS TG dmOnTiKng vOGoL

o€ O10POPETIKEG NAIKIOKEG OUADES, KAOMDC KoL 1) TOAVLOPPI TOV ETIONUOLOYIKDY SESOUEVDV

TOV avVTIYOV®V Y10, T0, GTEAEYN TNE 0poouddag B og S10popeTIkéG YemYPAPIKES TEPLOYEG.

BA\éne mapdypapo 5.1 yio mAnpopopieg GYETIKA e TNV TPOOTAGIH £VOVTL GUYKEKPIUEVOV CTELEXDV
™G opoopddog B.

H yprion avtol tov euPoriov mpénet va, yiveTar cOUP®VA LE TIC EMICTUES GVGTACELS.

4.2 Aocoloyio kol TpoOTOG YOPYNONS

Aocoloyia



Hivakag 1. XvvorTiky Topovciaon TG 60060A0Yi0G

Awotipoata peta&d
TOV OPYLKOV AvapvneTiki yopiynon
0066sV

HMkio katd v Apykn
TPOTY 6601 avooomoinen

Tpeic dooeig, 0,5 ml Noai, pia 66on peta&d twv

TovAdyiotov 1 pnvog

n kobepio nAkidv 12 ko 15 pnvav pe
Bpéon, 2 pnvav LEGOOLACTN L0 TOLAYLOTOV
£0g S pnvov * Ao doGELC, 6 VOV LETAED TNG APYIKNG

TovAdyiotov 2 uveg GEWPBC KAL TNS AVOLVIGTUCHS

doonc b7

0,5 ml n xaBepia

Nat, pio 6601 Katd to
devtepo £€1og ™G Lomg e
ot
TOVAGYLOTOV 2 UNVAOV HETOED
NG aPYIKNG OEPEG KOl TNG
OVOLVNOTIKNG d0onc!

Bpéon, 6 pnvov Avo docelg, 0,5 ml

f0g 11 pvérv 1 koOepia TovAéyioTov 2 ufveg

Nat, pio d6om pe

Howd, 12 pnvov | Avo docelg, 0,5 ml dwomua 12 éwg 23 unvav

TovAdyiotov 2 ufveg

£mg 23 unvov N KaBepio UETOED TNG PYIKNG GEPAG
KOl TNG OVOUVNOTIKNG 060!
Mowona, 2 eT@v ®a mpénet va egetdleTon T0
£mg 10 etV evogyoLevo piag
"Eonpov Avbo dooetg, 0,5 ml . , VARVIOTLRNS E‘?ocsrng oc
, , . TovAdyiotov 1 pivac dropa pe ovveyn Kivouvo
(amé 11 etV KoL N KoBepio .
. éxbeomng oe
ave) Ko VIYYITIO0KOKKIKY VOGO
eviiMKeg*® unvyy n )

Bhoel emionumv cuoTdcEDV®

¢ H mtpddytn 800m mpémet va yopnyeitan o€ nhkio tovddyiotov 2 unvev. H acedieio kot
N omoteAeopaTIKOTNTO TOV Bexsero og Bpépn nikioc kdtom twv 8 efdopddmv dev £xovv akdpa
tekpunplwdel. Agv vdpyovv diabéotpa dedopéva.

p Y mepintoon kabvotépnong, 1 avauvnoTiky d0or dev Do mpémet va yopnyeitol petd v nikia
TV 24 pnvov.
v BA\éne [Mapdypaeo 5.1. H avaykn Kot 0 ypoviKoc TPOoYPOLLATIOUOS Y10 TEPOLTEPM

VAUV OTIKEG OOGELC OEV EYEL KO0 KoBoploTeL.
BAéne [Tapdypagpo 5.1.
* Agv vtapyovv dedopéva yro eviAKeG NAKiag dvo tov 50 etdv.

Tpomroc yopnynong

To guporto yopnyeitar pe Pabid evoopvikn £veot), KATA TPOTIUNGN GTO TPOCGHIOTANY10 TUNLLA TOV
unpov ata. BPEPN 1 GTNV TEPLOYN TOL OEATOELDN LV, GTO VM TUALO TOL Bpoyiova, oTa ATopa
peyoATEPNC NAKiag.

Yg TePINTOOT TAVTOYPOVIG XOPNYNONG TEPLGGOTEPMV TOV EVOG EUPOMMV, TPETEL va Yp1oILoTOINHovV
dlpopeTikég Baelg Eveong.

To guPoiio dev Tpémetl va yopnyeitan evooeAEPLa, VTTOSOPLL 1] EVOOIEPULKE KL OV TTPETEL VL
avaperyvoeton pe dAha epforia otny 6o cvpyya.

IMo 0d1yiec oyeTikd pe to ¥epiopd avtod Tov gUPoiiov Tpv amd TN yopNyNnon, PAéne mapdypago 6.6.
4.3 Avtevositeg

YrepevoicOnoio 6T dpucTIKEG OVGIEC 1) GE KATOL0 0O TO, EKS0Y0 TOV OVAPEPOVTUL GTNV
mopdypoeo 6.1.



4.4 E0kéc mpoetdomon|oELS Kol TPOPVAGEELS KATA TN PO

Iyniacipuétnta
[Mpokeyévovu va Bektiwbel 1 yvnrloaotudtnta Tov PloAoYIKGOV QOPUOKEVTIKOV TPOIOVIMV, TO OVOLLX
Kol 0 0plOUOG TOPTIOAS TOV YOPTYOVLEVOL PAPLAKOV TPEMEL VO, KOTOYPAPETAL LLE GOPTVELL.

Onwg ovpPaiver kot pe dAlo epPporta, n yoprynon tov Bexsero Oa mpénetl va avapindel oe dropa
oL hoyovv amd ofeio, cofapr| eumdpetn voso. Qo1dc0, N Tapovsia Nriag Aoipuméng, OTwe Eva
KPLOAOYN LA, dev Ba TPEMEL VOL 001 YNGEL GE AvAfoAn Tov eUPoAtlacLoD.

Na pn yopnyeital evoayyeloka.

Onwg woyvet pe 0ha to evéotua epPoia, Oa Tpémel TAVTOTE Vo VTAPYEL Aueca 100N KATOAANAN
wTpikn Bepomeio Kot Topakolovdnon oe TEPITTOGCT OVAPVAOKTIKNG OVTIOPAOT|G LETA OO TN

¥opNynon Tov euforiov.

AvTidpaceig oxeTilOUEVEG LE TO (YYOC, CUUTEPIAUUPOVOUEVMV OIYYELOTVEVLOVOYUGTPIKMV
avTdpdoemv (cLYKOTN), VITEPAVUTVON 1 OVTIOPACELS oYETILOMEVES e TO POPO, UTOPEL VO TPOKDYOLV
0€ GUGYETION UE TOV EUPOAINGHO, MG YVYOYEVNG avTIOpacT otnV éveon| e Berova (BAére

napdypago 4.8). Etvon onuavtucd va Aapavovtot LETpa TPOg omopuyn TPOVHATIGHOD AOY®
MmoBopioc. Avtd To gpPoio dev mpémel va yopnyeitan o€ dropo pe Bpoppomnevia 1| 0TOLONTOTE
droTapayn e AINKTIKOTNTOS TOL 00l amoTEA0VCE AVTEVOEIET Y10 EVOOUVIKT £VEGT, EKTOG EAV TO
duVNTIKO 0PeA0G avTioTaluilel Gae®g ToV Kivduvo NG YopnyNnons.

Onwg ovuPaiver pe dha ta epPforia, o euforiocudg pe to Bexsero evoéyeton va, unv Topéyet
TPooTaGio 6e OA0VG ToVG UPforlacOivies. To Bexsero 6ev avapéveTal va TapEYEL TPOGTUGIN EVOVTL
OA®V TOV KUKAOPOPOUVI®MV GTEAEYMV UNVLIYYITIOOKOKKOL TG opoopddos B (BAéne mapdypapo 5.1).

Onwg cvuPaivet pe ToAAd epuPforia, ol emayyerpatieg vyeiag Oa Tpémel va £xovv VIEOYT TOVG OTL
pmopel va Tpokvuyel dvodog g Beppokpaciog HeTd amd Tov ePPOAAGUO Ppe@dv Kot Todimv (NAtkiog
Kat® TV 2 £TdVv). H Tpo@ULACKTIKY| YOpIYyNoN AVTITUPETIKGV KoTd TOV eUPoAacud Kot Aiyo PeTd
UITOPEL VO LELMOEL TNV EMITTOGCT KOL TV EVTOOT TOV EUTVPETMV OVTIOPACEDY LETA TOV EUPOMAGO.
H avtimvpetin ayoyn 0o tpénet va EEKIVE GOUQOVO, LE TIC TOTIKEG KATEVOLVTNPIEG YPUUUES OE PPEen
Kot Tondld (NAkiog Kéto TV 2 eTOV).

Ta dtopo pe PEIMUEVT] IKOVOTNTO OIVOGOAOYIKNG OTOKPIOTG, aveEAPTNTA OO TO OV VTN oPeileTan
OTN (PO AVOCOKATAGTOATIKNG Bepaneiag, og YeveTikn dtatapayr 1| o€ AL aitia, EVOEXETAL VOl
EXOLV LELOUEVT] AVTICOUOTIKY] OTOKPIOT GTIV EVEPYT| OVOGOTOINOT).

Y7rapyovv o100éc1L0 SESOUEVA Y10, TV OVOGOYOVIKOTITA GE GTOLO. LE OVETOPKELIEG TOL
CUUTANPOUATOG, OCTANVIA 1] SucAELITOLPYieg TOV omANVOG (BAéme mapdypao 5.1).

Ta dtopa pe cvvnoelg avendpreleg copmAnpmpatog (Yo mapdderypa averdpkeieg C3 kal C5) kot to
dropa mov AapPdvouy Bepaneieg TOV AVAGTEAAOVY TNV EVEPYOTOINGT] TOV TEAMKOV GUUTANPOUATOG
(Yo mapdderypo, n exovAlovpdunn) etvar oe avé&npévo Kivouvo SeldVTIKNG VOGOL OV TPOKaAEiTaL
amo Vv oudda B tov Neisseria meningitidis axoun kot petd tov epfoitocud pe Bexsero.

Agv vdpyovv dedopéva yia. T xp1on Tov Bexsero o€ dropa niikiog dve tov 50 etdv, evd vrdpyovv
neplopiopéva dedopéva e acheveic pe xpovia TpofAnuata vyeiog.

O evdeydevog kivduvog Amvolag Kot 1 avaykn TopakoAo0BNoNG TG UVOTVEVCTIKNG Asttovpyiag

emi 48-72 mpeg Oa mpémetl va Aapfavovton VoY Katd T Yopnyno TG apyIKine GEPAS avosonoinong
o€ ToAL Tpompa Ppéen (ddprela Kimong < 28 gfdopddes) Ko 1diaitepa yio eketva [1e PO yovLLEVO
1OTOPIKO OVOTTVELGTIKNG OVOPLLOTNTOS. AEdOUEVOL OTL TO OPEAOG TOV EUPOALOGLOD GE QLT TV
ouado Ppepdv etvat vymAo, o epPfolacudg oev Bo Tpémel va TapaAeimeTal 1 vo, avoPaAretal.

H xavopvkivn ypnoionoteitor 6Ty opyn TG TOPAy®YIKNHG S1dIKOGING KOl OTOUOKPUVETAL KATH TO
UETAYEVESTEPO, GTAOLN TNG TOPOY®YNS. EGv vadpyetl kavapvkivy oto tediko uPorio, ta. eninedd tng



etvar kato amd 0,01 pukpoypappdplo avé 06on. H aceaing yprion tov Bexsero oe dropa e
evaoOnoio oty Kovopvkivn dev €xetl akdp TeEKUNPLOOEL.

To @dappoko avtd mepiéyet Ayotepo omd 1 mmol vatpiov (23 mg) avd ddom, givar ovTd ToL oOvoualovpe
«elebBepo vaTpiovy.

4.5 Allemopdaosic pe GALO QUPUIKEVTIKA TPOIOVTA Ko GAheg pop@éc aiiniemiopacng

Xpnon pe aAra gpuffoio

To Bexsero pmopei va yopnyeital tontdypova [le 0TotodMmoTe 0md To. akdAovBa avtiyova spforimv,
7oV YopnyovvTal ite MG LOVOSVVOLLA €iTe MG CLVOLAGHEVH PO O1PBepiTIdNG, TETAVOL, KOKKITN
(axvttopwo), Haemophilus influenzae tHnov b, adpavomonuéVo EvavTt TNG TOAOULEAMTIONG,
nratitdog B, entadbvopo culgvyUévo TVELLOVIOKOKKIKO, TAPAC, TOPOTITIONG, EpLOPAG,
OVEUELAOYLAC Kal GLEEVYUEVO HUNVLYYITIOOKOKKOL opoopddwv A, C, W, Y.

KMvikég pehéteg katéder&ov 0Tl 0l 0VOCOAOYIKEG OMOKPICELS OTA GLYYXOPNYOVUEVA TUTKG EUPOALOL
dgv ennpedoTniay amd TV TOVTOYPOVN XopTYNon tov Bexsero, fdcel T@v TOGOGTOV Un KOTOTEPTG
OTOKPLOTG OVTICOUATOV GE GUYKPLON UE TN YOPNYNoN UOVO TOV TUTIKOV eUPoriny. Xe S10popEC
UEAETEG, TapATPNONKAY 1] GUVETT ATOTEAEGLLOTO OVOPOPIKA LE TIG OVTATOKPIGELS GTOV ALOPOVOTTOLN
UEVO 10 TNG TOMOUVEAITIONG TOTTOV 2 Kot 6TOV 0pdTLTO 6B TOoV GLLELYHEVOL TVEVHOVIOKOKKIKOD
euPoriov, v onuel@Onkay exiong yoOUNAOTEPOL TITAOL AVTICOUATOV GTO AVTIYOVO TNG TEPTUKTIVIG
TOV KOKKVTN, OU®G 0T To, 5£d0UEVA OEV VTOINADVOLY KAVIKA OTLLOVTIKY TOPEUBOAN.

AOY® TOV aVENUEVOD KIVODVOD Y10 TUPETO, vauctnaio ot 0éon éveong, petafoln otig cuvndeteg
TPOCANYNG TPOPNC Kot EEPEDIGTOTNTA KATE TN GLYYopNyNoT tov Bexsero e ta eufoito mov
avaPEPOVTOL TAPOTAV®, Uropel va eEetdlovton dtapopetikol epforacol OTav avtod gival QIKTO.

H mpo@uAaktikn ypion TopokeTapOANG LEIDMVEL TNV ETITTMOT] Kot T GoPapdTNTO TOV TVPETOV, YWPIg
va. empealel TV avocoyoviKOTNTA, 0VTE TOV Bexsero, 00te T@v tumik®v epuforiov. H enidopaon
GAL®V OVTITUPETIKAOV EKTOG TNG TOPAKETAUOANG OTIV 0VOGOAOYIKT amOKpLlon dev £xel pLeretnOel.

H cvyyopnynon tov Bexsero pe dAla epufoiia mov dev avapépovtal mopomavm ogv Exel pehetnbet.

Orav to Bexsero yopnysitot tavtdypova pe GAAa eufoiia, 1 xoprynon TPENEL Vo, YIVETL OE
drapopeTikég Boeic Eveong (BAére mapdypago 4.2).

4.6 Tovipétnra, KONON KO Yohovyia
Kdvnon
Agv datiBevton emapkr KAVIKA dESOUEVO GYETIKG e TNV EKOECT] KATA TV EYKVUOGUVN.

O evdeydevog Kivduvog yia Tig £YKVEG Yuvaikeg dev elval yvootdc. 26t060, 0 epPoAtacuog oev Ba
TPEMEL VO, TOPOAEITETAL OTOV VILAPYEL CAPNG KivOuvog £kBeong o€ UnviyYITIOOKOKKIKT AOTU®ED.

Agv vip&av evdeifelg to&ikdmTag yion T untépa. 1 7o EuPpo, ovte onuetmdnkoy endpdoslc oty
EYKLUOGVVY, TN UNTPIKT] GUUTEPUPOPA, TN YOVILOTNTA TOV ONAEW@V 1 TN HETAYEVVNTIKY aviaTTLUEN O
po perétn 6mov OnAvkoi kovikiot Elafov Bexsero g 06om mepimov dexomAdoia amd Ty avOpdTivn
1eodvvaun d6om, fdoel Papovg coUATOC.

Oniacudg

Agv vdpyovv S1aBECIIES TANPOPOPIES Yia TNV AcPAAELD TOV EUPOATOV OE YuvaiKes KOl TO TTOLOLH TOVG
Katd tn Sidpketo Tov Onhacpov. H oyéon opélovg-kivovvou pémnel va eEetdleton mpv amd T Anym
OTOPUOTG GYETIKA L€ AVOGOTOINGT KOTA TN d1dpKeELn TOL ONAaGOD.



e KOVIKAOVG, dev TapotnpnOnkay avemBountec evépyelec o€ UPOAMOCUEVEG UNTEPES 1] GTOVG
OmOYOVOLC TOVG, £1C TNV NUEPA 29 e yolovyias. Ze (da, To Bexsero ftov avocoyovo o€ UNTéPEC
OV EUPOAAGTNKOV TPV OO TN YOAOVYI0 KOL OVTIGMUOTO OVIXVEVONKOV GTOLS OTOYOVOLS, OAAG Ta
EMINESN TOV AVTICOUATOV GTO YOAO OEV TPOGIOPICTNKAV.

Fovomra

Agv VIAPYOVV EOOUEVA Y1a TN YOVILOTNTO GTOV AvBpmToO.

e peréteg mov Tpaypatonomnkav o (Mo, dev vanpEav ETOPAGELG GTN YOVILOTNTA TOV ONAVK®V.
4.7 Emopaceig 6ty IKAvOTNTE 001]Y161)G KOL YELPLGHOV PN UVILATOV

To Bexsero dgv €yel kapio 1 £(€L ACTUAVT EXIOPOACT] OTNV IKAVOTNTO 0O1YNOTG KOl EPICUOD

unyovnudtov. Qotdc0o, Kamoleg and Tig avembOUNTES EVEPYEIEC TTOL UVAPEPOVTOL GTIV
ToPAyPuPo 4.8 « AvemBounTeg EVEPYELED EVOEYETAL VO EMNPEAGOVY TPOCOPIVA TNV TKOVOTNTO

001 YNONG 1] XEPICUOL UNYOVIHAT®V.
4.8 AvemOopnteg evépyereg

20VOYT TOV TPOPIA 0GOAAELOC

H acpddeia tov Bexsero a&liohoyndnke oe 17 pekéteg, amod tig omoieg ot 10 tav Tuyonomotnéveg,
eleyyouevec KAvikég dokypég pe 10565 drtopa (niikiog 2 unvov kot Gve) mov EAafov TOVAGYIoTOV
pia 06om tov Bexsero. And ta dtopa mwov Edafav to Bexsero, 6837 ntav Bpéen kat moidid (nAkiog
KéTo Tov 2 et®v), 1051 NTav maidrd (nAkiog 2 éog 10 etdv) kot 2677 frav enpot Kot evitikes. Atd
Ta ATopa Tov Aoy apyiKy Gepd avosomoinong yo Bpéoen, Ta 3285 édafav avopuvnotikn d6om Katd
T0 dgvtepo £10g TG Long.

e Bpéon kot Todd (MAKiog KAT® TV 2 ETMV), Ol TTLO GVYVEG TOTIKES KOl GUGTNUOTIKEG AVETIOVUNTES
EVEPYELEG TTOL TTapATPNONKOY GE KAVIKEG SOKLUES NTaV evatctnoia kot gpuBnua ot B€om €veong,
TLPETOG KoL evepebicTOHTNTO.

e KMvikég peréteg og Bpépn mov epPortdotniay og nikia 2, 4 kot 6 unvav, Topetdg (= 38 °C)
avapépnke amd 10 69% Emg to0 79% TV aTdp®V OTav To Bexsero yopnynnke tavtdypova pe tao
TUTIKA EUPOALD. (TOV TTEPIEYOLV TO aKOAOLOW avTiydva: 760vapo culevyUéVO TVEVUOVIOKOKKIKO,
SupBepitidag, TeTdvov, KOKKOTN akuTtTaplkod, nratitdag B, adpavorompévo mtolopveritidos Kot
Haemophilus influenzae tomov b) évavtt tov 44% £w¢ 59% tov atdpwmv mov Erafav pLovo T TUTIKA
guPfolo. Eniong, vynAdtepa m0G00TA XPNOG AVTITVPETIKAOV avapEpinikay e Bpépn mov
gpporrdonray pe o Bexsero kot pe Tumikd eppora. Otav to Bexsero yopnynonke pdvo tov,

1 GLYVOTNTO TOL TVPETOL NTAV TAPOUOLN LE EKEIVI TOV CLGYETILETAL LE TOL TVTTIKA PPEPIKA EUPOALA,
Ta. 0ol YOPNYOVVTOL 0T SLAPKELD KMVIK®V SOKIUDV. LTI TEPITTMCELS TOV TAPOVGIAGTNKE TUPETOC,
aVTOC YEVIKA aKOAOVONGE TPOPAEYIUN TOPELN KOl GTNV TAELOVOTITO, TOV TEPUTTMGEDY VITOYDPTCE TNV
EMOUEVI MUEPA TOL EUPOAACHOV.

Y& epNPovg Kol EVAAIKES, 01 TO GLYVEC TOTIKEG KOl CUGTNUOTIKEG AVETIOVUNTEG EVEPYELEG TTOV
mapoTnpnOnKay frav dihyog otn Béon éveong, aicOnuo Kokovyiag Kot Ke@aAaAyio.

Agv Topatnpnonke avénon oty enintwon 1 ™ cofapodTnNTo TOV AVETIBVUNTOV EVEPYEIDV UE TI
emokOlovBeg 600eLg TG oelpdG epPoAlacLoD.

2VVOTTIKOC KOTAAOYOC aveETBOUNTOV EVEPYEIDV

O avemBOunteg evépyeteg (VoTEPO OO OPYIKT AVOCOTTOINGT) 1] OVAUVNGTIKY 00GT]) TV 0TOimV
1N GLGYETION pE TOV epPolacid Bempeital TOVARYIGTOV EVIEXOUEVT KATIYOPLOTTOMONKaY 0va
ouyvoTnTa.



O1 ovyvotteg epeaviong opilovtatl mg eENG:
IToAb cuyvéc: (=1/10)

Yuyvég: (>1/100 éwg <1/10)

Oyt ouyvéc: (>1/1.000 ¢mg <1/100)

YTOVIEG: (>1/10.000 £¢w¢ <1/1.000)

[ToAv omdviec: (<1/10.000)

Mn yvootég: (Aev pmopovv v ektiunBovv pe Bdon to drebéoipa dedopéva)

Evtoc kdbe katnyopiog cuyxvotntag, ol ovembounteg evépyeleg mapatifevrar katd edivovoa cepd
cofapotnTog.

Extog amd T1g avoapopéc mov mpoépyovtal amd KAVIKEG SOKIUES, avapopic e0EAOVTOV TOL EXOVV
AnoBel og ToyKOGLL0 EMIMESO Y100 AVETBOUNTESG EVEPYELES OO TNV TOPAKOAOVONON LET TNV
KukAopopia Tov Bexsero otnv ayopd cuumepthappdvoviar otn Aiota. Adym Tov 0Tl 01 €V AOY®
avtdpdoelg £xovv avapepei ebedovtikd amd Evav mAnbucud dyvmotov peyébovg, dev kabictatol
TOVTO EPIKTO VO, VTTOAOYIOTEL PE a&LOTIOTIO ) GVYVOTNTO EUPAVICTNG TOVS KOl Y10 TO AOYO LTO
nopatifevral Le cuYVOTNTA ELEAVIONG LT YVOOTH.

Bpéon xon mandrd (mkiog g 10 eTav)

A0topoy£C TOV OLOTONTIKOD KOl TOV AEUPIKOD GLUGTILLOTOS
Mn yvootés: Aeppadevomdeio

Al0tapay£C TOV AVOGOTOUTIKOV GUGTIUOTOG
Mn YvooTéG: aAEPYIKES aVTIOPACELS (CLOUTEPIAAUPOVOUEVOV TOV AVAPVAUKTIKOV OVTIOPAGEDV)

Awtapoyic Tov petaforouod kot e 0piync
[ToAv cuyvéc: dratapayég TPOSANYNG TPOPNS

AloTopay£c TOL VELPIKOD GLGTIUOTOC

[ToAv cuyvéc: vvniia, acuviicTo KAGUM, KePaAaAYia

Oy ovyvég: omacpol (cupmepthapfavoviot TuPETIKOl GTacHOT)

Mn yvooTtég: YTOTOVIKO-DTTOUVTIOPAGTIKO EXEIGAO10, UNVIYYIKOG £pebicdc (onueia unviyyukoh
gpedioov, OT®G dvoKapyio TOL avyéva 1| peToPofia, Exouv avapepBel cmopadikd Alyo petd Tov
epufoMacpd. Avtd To CUUTTOUATO NTOV NITLOG KoL TAPOSIKNG PVGEWG)

Avyyeloxég dratopayég
Oyt ouyvéc: oypotnto (omdvia PeTd amd avapvnoTiky 666m)
Ymavieg: ovvopopo Kawasaki

Al0Topay£C TOV YOOTPEVIEPIKOD CUGTILOTOC
[ToAb cvyvéc: dbppota, EUetog (ot cuyva HeTd amd avoUVNOTIKT dO0T)

Awtapoy£c Tov SEPUATOC KO TOV VTTOSOPLOL 1GTOV

[ToA0 cvyvéc: e&avOnpa (mandid nAkiag 12 ¢ 23 pnvov) (6L cuyva LETd amd avapvnoTiky 06on)
Xuyvéc: eEavomua (Bpéen kot modid nikiog 2 émg 10 etmv)

Oy ovuyvég: éxlepa

Yravieg: Kvidmon

Awtopoy£C TOV LVOCKEAETIKOD GUGTALOTOC KOl TOV GLVOETIKOV 15TOD
[ToAv cuyvéc: apBpaiyia

evikéc dlataporyég Ko KATUGTAGELS TS 000V YOPNyNoNg

[ToAv cuyvéc: mupetog (= 38 °C), evarstnaio g B€omg Eveong (cuumepthappdvetor cofopn
evaiodnoia g BEong Eveong mov opiletal mg KAGUO KOTA TNV Kivion Tov dkpov 0Tov £Yve 1) £vean),
epuOnua g B€omg éveong, oldnua g BEomg éveong, skAnpuven g BEonc Eveong, evepebioToTTA
Oyt ouyvég: mopetog (= 40 °C)




Mn yvooTéG: avTdpacels 6to onueio g Eveong (cVUTEPIAAUPUVOLEVOL TOV EKTETOUEVOD OLONLLOTOG
TOL EUPOMAGHEVOL AKPOL, PAVKTALVE, GTN 1) YOP® amd TNV Béon g éveong kat olidto oto onpeio g
€VEGT|C TOV UTOPEL VO, TOPAUEIVEL Y10 TEPIOGOTEPO OO £VOL UIVOL)

"Eonpot (a6 11 TV Ko Gvm) KoL EVIIMKES

Atopoy£C TOV OLOTONTIKOD KOl TOV AEUPIKOD GLUGTILUOTOS
Mn yvootés: Aeppadevomdeio

Al0tapay£C TOV AVOGOTOUTIKOV GUGTIUOTOG
Mn yvooTéG: aALEPYIKEG aVTIOPATELS (GUUTEPIAAUPAVOUEVOY TOV AVOPVANKTIKOV OVTIOPACEWDY)

Alotopay£c TOL VELPIKOD GLGTIUOTOC

[ToAvd cuyvéc: kepaiaAyio

Mn YVoOTEG: GUYKOT 1} AYYELOTVEVLOVOYUOTPIKEG AVTIOPAGELS GTNV EVEGT], UNVIYYIKOG £pe0IGILOC
(onueia pnviyykov gpediood, 6TmMG duoKapyio Tov avyéva 1 potopofia, £xovv avapepbel
omopadikd Alyo petd tov eufoilocud. AvTd To GUUTTMOUOTO NTOV HTLOG KO TAPOSIKNG PUGEDG)

Aotopay€c TOL YAGTPEVIEPIKOD GUOTNUOTOC
[ToAvd cuyvéc: vavtia

Awotopayéc Tov SEPUATOC KO TOV VTTOOOPLOV 16TOV
Mn yvootég: e&avOnua

Aotopay€c TOL LVOCKEAETIKOD GLGTNUOTOC KOL TOU GLUVOETIKOD 16TOV
[ToAD cvyvéc: poodyia, apBpaiyio

Cevikég datapay€g Kot KOTAGTAGELS TG 050V YOPyNong

[ToAb cvyvéc: dAyog g Béong éveonc (cuumepthapBdvetal coPapd diyog g BEomg éveong mov
opifetar wg advvapio EKTELECTG TMV PLGTIOAOYIKGOV KOONUEPIVAOV dPACGTNPLOTTOV), OO TNG
0éomng éveong, oxAnpuvon g Béong Eveong, epudnua g BEong Eveong, aicOnua Kakovyiog

Mn yvooTég: TUPETOC, AVTOPACELC 6TO GNUELD TNG veong (GVUTEPIAAUPOVOIEVOL TOV EKTETAUEVOD
010N HATOC TOV EUPOAOCHEVOD GKPOL, PAVKTOVA 6T 1] YOP® amd TtV BEom g éveong kot olidlo 610
onpeio g éveong Tov UTOpEl va TAPOUEIVEL Y10 TEPIGGOTEPO OO VAL UNVaL)

Avopopd mlavoloyobuevav avemBOuntmv vepyeldv

H avagopd mboavoroyoduevov avemBountov evepyeimv PETH amd T YopnyNnon adelog KukAopopiag
TOV QUPUOKELTIKOD TPOIOVTOG elvar onpavtikn. Exitpénet tn cuveyn mapokolobnon g oxéong
0PELOVG-KIVOHVOL TOV QUPUAKEVTIKOD TPOTdVTOG. Znteitol amd Tovg emayyeAoticg vyeiag va
aVaPEPOVY OTTOIEGONTOTE THOVOAOYOVUEVESG AVETIOVUNTEG EVEPYELEG LECH TOL EBVIKOV GLGTNIOTOG
avapopdg tov avaypdeetor oto Hapdpmua V.

4.9 Ynagpoocoroyia

H eumepio oyxetikd pe v vtepdocoroyia eival meplopiopévn. Xe mepintmon vePSOcoA0Yiag,
GUVIOTATOL TOPAKOA0VON oM TV {OTIKMV AEITOVPYIDV Kol KOTE TO SLVOTOV OVTILETDOTION TOV
GUUTTOUATOV.

5. OAPMAKOAOTI'IKEY IAIOTHTEZ

51 ®oppokodvvopIKES 1IO10TNTES

Dappokobepanentikn katnyopio: eufoiia Evavtt Tov Pnviyytidodkokkov, Kodtkog ATC: JOTAHO09

Mnyavioudc dpdong




H avocomoinon pe 1o Bexsero amookonel 6t 01€yepor ¢ Tapoymyns PakInploktovemy
AVTICOUATOV To omoia avayvmpilovv Ta avitydova NHBA, NadA, fHbp kot PorA

P1.4 (to avocokvpiapyo avtiyévo mov vrdpyel 6to cvotatiké OMV) tov gufoiiov kot ta omoio
OVOULEVETOL VO £XOVV TPOCTATELTIKT dPACT] EVOVTL TNG OMONTIKNG UNVIYYITIOO0KOKKIKNG VOGOL
(IMD).Kabn¢ avtd to avitydva ek@palovtol ToKIAOTPOT®MG amd SLopopeTIKd oTeEAEYT, Ot
UNVIYYITIOOKOKKOL TOL KQPALoVY auTd TO avTLyOva, GE ETOPKT enineda elval evaicOnTtol o
BovdTmon amd avticopate Tov endyovol amd to eppforto. To Zuotnua Tvmonoinong avtyovev
unviyyrtddkokkov (MATS) avortoydnke ®GTE Vo GLOYETIOEL TA TPOPIA TOV AVTLYOVAOV OO
SL0POPETIKG, BUKTNPLOKA GTEAEYT UNVIYYITIOOKOKKOV opoopddac B yio tn Oaviatwon tov otereymv,
pe ™ péBodo g PaktnploktdvoL dpdong atov opod e ypnom avBpomvov copminpopatog (hSBA).
"Epevva mov €ywve og mepinov 1000 dropopeTicd amopovopéva SIEIGOVTIKA GTEAEYN
unviyyrtiddkokkov opoouddag B, ta omoia cuAréyOnkav katd ta £t 2007-2008 o€ 5 evpmmoikéc
YOPEG £0€1EE OTL, AVAAOYO LLE TN XOPO TPOEAELONG, TO00GTO HeTAED 73% Ko 87% twv
OTOUOVOUEVDV CTEAEXDV UNVIYYLTIOO0KOKKOL opoouddag B eiye katdAAnio mpopil aviryévov,
a&loloyovuevo pe ™ uébodo MATS, dote va kaldrtetal and 1o euPoAilo. Luvorikd, Tocootd 78%
(95% CI: 63-90) tv mepimov 1000 ctedeymdv givar Suvntikd evaichnto o emaydueva oo To EUPOAL0
VTGO ULOTA.

KAwikn omoteAeolaTikOTnTO,

H amotelecpatikotmta Tov Bexsero dev €xel a&lohoyn0el Héow KAMVIKGY SOKIUMV.

H oanoteleopatikotnTa ToU gpPforiov cuvdystal amd TV KaTtdoelEn TG Enaymyng

BoKTNPLOKTOV®V OTOKPICEDY TV AVIICOUAT®V 0poD o€ KaBEVH Ao TO, AVTLYOVE TOV

euporiov (BAéne mapdypago Avocoyovikotnta). H anotedespotikdtnta kot 1 enint®on Tov gupforiov
&yovv amodelybel o TpayHaTIKEG CLVONKEC.

Erintwon tov gufoliaouod oty coyvotyta eupavions te voooo

Y10 Hvopévo Baciielo, to Bexsero sionydn oto €0vikd npdypappo epportacuod (EITE) tov
YentéuPpro tov 2015 ypnoonoimvrag Tpodypappc dvo d6cewv oe Ppéepn (otnv nhikia tov 2 Kot 4
unvev) Tov akolovBovvtal and avapvnotikn 66om (otv nikia tov 12 pnvav). Xe avtd 1o mhaicto,
n Apyn Anpdotag Yyeiog e Ayyiiog (AAYA) dievipynoe pio. TpLet LEAETT mapaTipnong o€ e0vikd
eMinedo Tov KAALTTE OAOKANPT T1] YEVEOALD KOOPTT.

Metd and tpia xpovie TOL TPOYPAULOTOC, TOPATNPTONKE CTOTIOTIKA ONUOVTIKY peiwon 75% [Adyog
ouyvomrag epeaviong (AZE) 0,25 (95% CI: 0,19 0,36)] oe neputtwoeig MenB IMD og Bpéen mov
Nrav emAé&ua, yio to euPorto, aveEdpnta omd TNV KoTdoToon EUPoAacol TV Bpepdv 1| TV
TPOPAETOUEVT] KAAVYN TOL GTEAEYOVG TNG UNVIYYITIOOKOKKIKNG opadas B.

¥ Nota Avetporio, teprocotepot omd 30.000 pabntég niikiog 16 émg 19 etadv (amd 10 91% tv
Aokeimv) édafav 000 d6celg Bexsero pe dtdotnpa evog £m¢ TPLUOV PUNVAV. Ze fiol avaivon
S10KOTTOLLEV@V XPOVOCEPDV, TapatnpiOnke oTaTIoTIKA onpovtikn peiwon 71% (95% CI: 15 90) otig
nepmtooelc MenB IMD ota §vo ypdvia mapakorobneng (IovAitog 2017 Iovviog 2019).

AvocoyovikoTnTo,

O1 BaxtnploKTOVEG AMOKPIGEIS TOV AVIICOUAT®V 0pov o8 KaBEVa amd To avTLydva, Tov UBoAiov,
NadA, fHbp, NHBA ko1 PorA P1.4, aoloynOnkav pe tn ypnon oelpdc T€004pmVv GTEAEYDY
avapopdg Unviyyrtiddkokkov g opoopddag B. Ta Baktnploktova avIicOUOTO EVOVTL QUTOV TOV
oTeAEYOV HeTprOnKav pe ™ néBoodo g ParTnplokTOVOL dpAcn GToV 0pod, OTOL YPNCLUOTOONKE
avBpomTvog opdg og Tnyn Tov cvumAnpodpotoc (hSBA). Ta dedopéva amd OAa Ta oynpaTo
euporacuov ota omoia ypnoomodnke to otédexog avapopdg Yo to NHBA dev givan dabéoia.

O1 1EP16GOTEPEG ATO TIC LEAETEG OLVOCOYOVIKOTNTOC OPYIKOD EUPOAMACUOD TPy LOTOTOIONKOV (¢
TUYOLOTIOMNUEVES, ELEYXOUEVES, TOAVKEVTPIKES KAVIKEG dokpéG. H avoooyovikotta a&loloynbnke e

Bpéopn, Tardid, epnPouvg Kot EVAAIKEG,.

Avocoyovikdétnto o€ Bpfen Kot Toidid,




e Hueléteg mov mpaypatomolnOnkay oe PpEen, ot cvuuetéyovieg EAapayv Tpelg 006celg Tov Bexsero, o
nikieg gite 2, 4 ka1 6 unvov gite 2, 3 Kot 4 PNvav Kot avopvnoTikn 6001 6to de0TepPo £T0g TG LmNG
Tovg, amod to 120 pva. Aglypoata opod ANednkay Tpwv axd tov pfollacod, Evo uiva PETA Tov TPiTo
euPohacpd (PAéme Iivaka 2) kot éva pivo petd Tov avapvnotikd eppoitacud (PAéne [ivaka 3). Xe
Jo LEAETT EMEKTAOTG, 1) O10THPNGT TNG AVOGOAOYIKNG amoKplong a&loloyndnke va étog Letd tnv
avapvnotikn 66omn (PAéne [livaka 3).

H avocoyovikdémta petd and d0o i Tpelg d06E1g Tov akoAovdnOnKe amd ovouvnoTiKy 6d6on
a&lohoynonke og Ppépn nhikiag 2 unvav émg 5 unvav og GAAN Khvikn pelét. H avocoyovikdtnta
UETA 0O dVO JOCELG TEKUNPLOONKE KOt € pe, GAAN HEAETN, o€ Ppépn nhwiog 6 unvav émg 8 unvov
katd v éviaén (PAéne Hivaka 4).

[Moudié mov dev giyav euPoriootel KoTd 0 Tapelddv Edafav emiong 000 006ELG GTO HEVTEPO £TOC TNG
{ong, pe T doTPNoT TG CLYKEVTIPMONG TOV OVTICOUATOV VO LETPATAL £VOL £TOC LETA TN OEVTEPN
doon (PAéne [livaka 4).

Avocoyovikdtnta o€ Bpgon nAkiog 2 unvav £oc 5 unvov

Apyixn o€1pa tpLdy 006wV 0K0A0VOOVUEVH OTTO UIO. AVOUVHOTIKY 000N

To amOTEAEGLOTO AVOPOPIKAL LLE TNV (VOGOYOVIKOTNTO VO WAVA PETA amd TPELG dOGEIS Tov Bexsero
7oV yopnyndnkav o nhiia 2, 3, 4 unvov kot 2, 4, 6 UNVoV TapovcldovTol GUVOTTIKA GTOV
[Tivaxa 2. Ot BaxtnplokToOveg amoKpicES TOV AVIICOUAT®OV Eva UV LETO TOV TpiTo eUfolaco
EVOVTL TOV GTEAEXDV OVOPOPAS TOV UNVIYYITIOOKOKKOV MTay DYNAES EvavTl TV avityovav fHbp,
NadA ot PorA P1.4 ko pe ta 600 oynpata epfolacpov pe 1o Bexsero. Emiong, ot faxtmploktoveg
amokpioelg évavtt Tov avitydovov NHBA ftov vyniéc og Ppéen mov epufolidotnKoy e To oyfua
TV 2, 4, 6 pNvOV, OU®OG TO aVTLYOVO 0TO OAVNKE Vo givat AydTepo avosoydvo LE TO Gy

TV 2, 3, 4 pnvav. Ot KAVIKEG ETTTMCELS TNG HELWUEVNS 0lVOGOYOVIKOTNTOG TOL avTiydvov NHBA

pe avtd TO oYU OEV ElvaL YVOOTEG.

Mivaxag 2. BakTnploKTovES AmoKpicElS avTICONAT®V 0pov, 1 pijva peta v Tpitn 0601

Bexsero yopnyoduevn o nikia 2, 3, 4 pnvov 1 2, 4, 6 pnvav

Avryévo Melrétn V72P13 Merétn V72P12 Melrétny V72P16
2,4, 6 pnvov 2,3, 4 pnvov 2, 3, 4 pnvov
% opobBetikmv* N=1149 N=273 N=170
fHbp (AE 95%) 100% (99-100) 99% (97-100) 100% (98-100)
GMT hSBA** 91 82 101
(AE 95%) (87-95) (75-91) (90-113)
% opoBetikmdv N=1152 N=275 N=165
NadA (AE 95%) 100% (99-100) 100% (99-100) 99% (97-100)
GMT hSBA 635 325 396
(AE 95%) (606-665) (292-362) (348-450)
% opoBetikmdv N=1152 N=274 N=171
PorA P1.4 G(QI?F?ISS";;)A 84% §i2-86) 81% 5716-86) 78% %1-84)
(AE 95%) (13-15) (9,14-12) (8,59-12)
% opoBeTiKmv N=100 N=112 N=35
NHBA (AE 95%) 84% (75-91) 37% (28-46) 43% (26-61)
GMT hSBA 16 3,24 3,29
(AE 95%) (13-21) (2,49-4,21) (1,85-5,83)

*

**  GMT = yeopetpkdg PG TITAOG,

%o0poBeTik®v = gkartooTiaio avaroyio atdpwy Tov Tapovciacay hSBA > 1:5.

To dedopéva avapOopIKA LLE TNV TOPOUUOV] TOV PAKTNPLOKTOVOV OVTICOUAT®V, 6TOVE 8 UAVES LT
amo epfoiacpod pe Bexsero og nitkia 2, 3 kot 4 pnvav Kot 6tovg 6 unveg petd omd euPfoilacud pe
Bexsero og nhikia 2, 4 kot 6 unvov (xpoviko ornueio Tpv amd TNy avouvnoTikn d6om) Kot To

10




OedOUEVA OVOLPOPTKA [LE TNV OVOLVIOTIKT d00T HeTd amd o tétaptn 06on tov Bexsero 1 omoia
yopnynonke o nhio 12 unvav suvoyilovrot otov Iivaka 3. H dtatrpnon g ovoGoAoyIKNG
OTOKPIOTNG EVOL £TOG LETA TNV VOV OTIKY 6001 Tapovstdletal eniong otov Ilivaka 3.
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Mivaxkag 3. BakTplokToveS OmOKPIGELS AVTICOUAT®OV 0poY VOTEPA OO PO AVOPVI|GTIKI] d60n
mov YopnyNONke oty nlkic TV 12 pnvov, petd amwo apyiki celpd n omoia iyxe
xopnyn0ei o€ nhkia 2, 3 ko 4 pvav 1 2, 4 Ko 6 pNvOY KO TEPAPOVY TOV
PAKTNPLOKTOVOV AVTICOUATOV £V £TOG HETA TV GVOUVIIGTIKT 0061

AvTryovo 2,3, 4,12 pnvov 2,4, 6,12 pnvav
TPV OO TV AVapvnoTikn 0don™ N=81 N=426
% opobetikmv** (AE 95%) 58% (47-69) 82% (78-85)
GMT hSBA*** (AE 95%) 5,79 (4,54-7,39) 10 (9,55-12)
I pva PETA TV avapvnoTiKn 60om N=83 N=422
fHbp % opobBetikmv (AE 95%) 100% (96-100) 100% (99-100)
GMT hSBA (AE 95%) 135 (108-170) 128 (118-139)
12 pnveg HETA TNV OVOUVIOTIKT| SO0 N=299
% opobBetikmv (AE 95%) - 62% (56-67)
GMT hSBA (AE 95%) 6,5 (5,63-7,5)
TPV OO TNV AVALVIOTIKT 000 N=79 N=423
% opobetikmv (AE 95%) 97% (91-100) 99% (97-100)
GMT hSBA (AE 95%) 63 (49-83) 81 (74-89)
1 pqva HETd TNV avapvnoTiK SO0 N=84 N=421
NadA % opobBetikmv (AE 95%) 100% (96-100) 100% (99-100)
GMT hSBA (AE 95%) 1558 (1.262-1.923) | 1465 (1.350-1.590)
12 unveg HETA TNV OVOUVIOTIKT] SO0 N=298
% opobBetikmv (AE 95%) - 97% (95-99)
GMT hSBA (AE 95%) 81 (71-94)
TPV a0 TNV AVALUVIOTIKT 000 N=83 N=426
% opobBetikmv (AE 95%) 19% (11-29) 22% (18-26)
GMT hSBA (AE 95%) 1,61 (1,32-1,96) 2,14 (1,94-2,36)
1 pqva HETd TNV avapvnoTiK d0o N=86 N=424
PorA P14 % opobBetikmv (AE 95%) 97% (90-99) 95% (93-97)
GMT hSBA (AE 95%) 47 (36-62) 35 (31-39)
12 pnveg HETA TNV OVOUVIOTIKT] SO0 N=300
% opobBetikmv (AE 95%) - 17% (13-22)
GMT hSBA (AE 95%) 1,91 (1,7-2,15)
TPV OO TNV AVOLVIOTIKT 000 N=69 N=100
% opobBetikmv (AE 95%) 25% (15-36) 61% (51-71)
GMT hSBA (AE 95%) 2,36 (1,75-3,18) 8,4 (6,4-11)
1 pqva petd mv avapvnotikn 66on % N=67 N=100
NHBA opobBetikdv (AE 95%) 76% (64-86) 98% (93-100)
GMT hSBA (AE 95%) 12 (8,52-17) 42 (36-50)
12 pivec HETA TNV OVOUVNOTIKT 600N N=291
% opobBetikmv (AE 95%) - 36% (31-42)
GMT hSBA (AE 95%) 3,35 (2,88-3,9)
* TO YPOVIKO onpeio Tpv omd TV avopvnoTiky 0061 AVIITPOSMTELEL TAPALOVE TOV

BakTnplokTOVOV avIicOUdT®mV 6Tovg 8 unveg petd amod sppoitacud pe Bexsero og
niia 2, 3 Kot 4 pnvav Kot 6toug 6 punveg petd omd epPforlacud pe Bexsero og

nikia 2, 4 Kot 6 pnvov.
*k 9% opobetik®dv = gkatooTiaia avoroyia atopwmy Tov tapovciocay hSBA > 1:5.

*% - GMT = yeopetpikdg Hé€cog TITAOC,

Mio, pHei®won 6TOVE TITAOVE OVTICOUATOV EVOVTL TOV avTlyovav PorA P1.4 kot fHbp (mov @Odvel o
1060670 9%-10% Ko 12%-20% twv atoumy pe hSBA > 1:5, avtiototya) £yl mapotnpndel oe o
TPpOcheTn pUeAéET o€ moudld nAkiag 4 eTdv mov Elafav TANPN oot Evapéng Tng 0vocoaTdvTnoNg
KO OVOUVTOTIK®OV 000emV G PBpén. Xtnv id1a ueAétn, 1 andkplon 6e TEPULTEP® dOGN NTOV
EVOEIKTIKT] OVOGOAOYIKNG UVILNG, KaB®DG T0 81%-95% twv atdpwv mtétuye hSBA > 1:5 évavt tov
avtryovov PorA P1.4 kot 97%-100% évavtt tov avirydvov fHbp petd tov mepottépm epfoitacuo.
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H vk onpacio autig g Topatipnong Kot 1 ovayKn Yo ETUAEOV AVULVIOTIKEG 0OCELS, MOTE 1)
TPOGTATELTIKY] 0vocio va dtatnpnOel ylo peyaAdtepo ¥povikd Stdotnua, oV £xovv TeKUNPLmOEL.

Apyixn oeipa 600 docewv axolovBoduevy amo uio avouvnetiky ooon

H avocoyovikétnta Letd amd dvo apyikéc 00celc (o€ nAtkia 3,5 kot 5 unvav) 1 Tpelg apykés 006ELg
(oe nuxia 2,5, 3,5 ko 5 unvav) Bexsero akolovBodpeveg amd pio avopvnotiky 801 o€ fpépn Tov
Eexivnoav vo gpportalovtar o€ nAkio petaly 2 kot 5 unvav, £xet a&loloyndel oe pio emmAéov
KAk perétn edong 3. Ot exotooTioieg avaroyieg Twv 0poleTik@v atou@y (ONA., EKEIVOV TOVL
nétuyov hSBA tovddyiotov 1:4) kopdvinkay and 44% émg 100% Eva piqva HeTd T 0e0TEPN SOCT Kot
aro 55% émg 100% éva pva PeTd v Tpitn 600T1). XToV £va UNvoL LETA OO OVOUVNOTIKT S0CT] TOV
xopnynonke 6 uvec Letd amd TV TeEAELTOLN SOOT|, Ol EKOTOCTINNEG AVOAOYIES TV OPODETIKMY OTOU®DY
KopdvOnkav amd 87% mg 100% yia to oynua Tmv 600 ddcemv kat arnd 83% Ewmg 100% yo To oy
TOV TPLOV 00CGEWV.

H dwampnon tov avitlcopdtov a&loloyndnke oe pio HeEAETN ETEKTACNG GE TOOLA NALKIOGC

3 éwg 4 etov. [Hapatnpnnkav cvykpicleg ekatootioies avaroyies opobeTikdv atopmv 2 €mg 3 £t
UETE 0O TTPONYOVUEVO EUPOAAGUO LE GO dVO SOGEDY KOAOVOOVUEVO GO [io, AVOUVIOTIKY 600
Bexsero (e0pog and 35% £mg 91%) 1 oyfua TPV d6GEMV 0KoAOVOOVEVO A Lo OVOLLVIOTIKY
d6om (ebpog amd 36% wc 84%). tnyv 1010 pehen, 1 avtandkpion oe pia Tpdcsdetn 6001 oL
xopnynonke 2 émg 3 £t HETA TNV AVOUVIOTIKH 000 NTOV EVOEIKTIKT OVOGOAOYIKNG UVALNG OTTMG
QOIVETOL QIO TNV 1OYLPT OVTICOUATIKY ATOKPLEN EVAVTL OA®V TOV avTlyOveV Tov Bexsero, kot
Kopovotav oo 81% Emg 100% war amd 70% £wg 99%, aviicToyo. AVTEG 01 TOPATNPT|CELS
KOTAOEIKVOOLV ETAPKT OPYLKT] 0VOCOTOINGT Ot BPpepikn nAKio Le To apylKd oYNULOTA TOV 600
d00emV Kol TPLDY 60cemV akolovbovuevo amod pio avauvnotikn d6orm Bexsero.

Avocoyovikdétnto o€ Bpfon nhkioc 6 £oc 11 unvav kot og viama 12 £mc 23 unvav

H avocoyovikétnta petd amd dvo d0celg Tov yopnynonkav pe stopopd 600 Pnvov g modld

nAkiog 6 pNvav émg 23 unvav €xet Tekunplodel g 300 HEAETEC, TO ATOTEAEGLLOTA TMOV OTTOIMV
ocuvoyilovrot otov [livaka 4. o o kaBéva omd To avtiydvae tov guPoriov, ot TIHES TOV TOCOGTOV
opoandkpiong kot towv GMT hSBA fytav vyniéc kat mapdpoteg peta&d toug, HoTepa 0o T Gepd
dV0 docemv o€ Ppéen nhikiog 6-8 unvov kat o€ modtd niikiog 13-15 unvav. Ta dedopéva, yo Thv
TOPOUOVI TOV OVIICOUATOV EVAV ¥pOVO UETE TIG dVO d00¢elg o€ NAkia 13 kot 15 uqvov cuvoyiloviot
emiong otov Ilivaxa 4.
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Mivokag4. BokTplokToveS AmOKPIGES OVTICOUAT®OV 0po¥ NETA 0té epPorracpd pe to Bexsero
o€ NMkieg 6 kot 8 pnvov 1 13 kot 15 pnvev Kot Topapovi] TOV PoKTnPLOKTOVOVY
AVTICOUATOV £va £T0G PeT TG 000 00081G 6€ nlakia 13 kon 15 pnvav

HMkwoko gvpog
, 6 £0g 11 pnvov | 12 {®¢ 23 pnvav
Avriyovo Hhkio gpporiacpod
6, 8 unpvov 13, 15 pyvov
1 unvo petd ™ 2" d6on N=23 N=163
% opoBeTikmV* o o
(AE 95%) 100% (85-100) 100% (98-100)
ksk
GMT hS]%A 250 (173-361) 271 (237-310)
(AE 95%)
fHbp p p 5
12 pnveg petd n 2 N=68
doon
% opobeTik®V o
(AE 95%) - 74% (61-83)
GMT hSBA (AE 95%) 14 (9,4-20)
1 pva petd m 2" 56om N=23 N=164
% opobeTikmv N N
(AE 95%) 100% (85-100) 100% (98-100)
GMT hSBA (AE 95%) 534 (395-721) 599 (520-690)
NadA 12 pivec petd n 20 N=68
doon
% opoBeTiKmv i 97% (90-100)
(AE 95%) °
GMT hSBA (AE 95%) 70 (47-104)
1 unvo petd m 2" d6on N=22 N=164
% opobeTikmv o o
(AE 95%) 95% (77-100) 100% (98-100)
GMT hSBA (AE 95%) 27 (21-36) 43 (38-49)
PorA P1.4 12 pivec petd n 20 N=68
doom
% opobeTikmv o
(AE 95%) - 18% (9-29)
GMT hSBA (AE 95%) 1,65 (1,2-2,28)
1 unvo petd m 2" d6on N=46
% opobeTik®V o
(AE 95%) - 63% (48-77)
GMT hSBA (AE 95%) 11 (7,07-16)
NHBA 12 unveg petd tn 2" N=65
doom
% opobeTikmv o
(AE 95%) - 38% (27-51)
GMT hSBA (AE 95%) 3,7 (2,15-6,35)
* % opobeTikmv = gkatooTioio avoroyio Tov atdouwmy mov tapovciocav hSBA > 1:4 (610 nAkiokd

€0pog 6 €m¢ 11 unvav) koar hSBA > 1:5 (o710 nAkioxd e0pog 12 Emg 23 unvav).

¥ GMT = yeopetpkdg pécog TiTAOC,

Avocoyovikdtnta og moudid nhikioc 2 £wc 10 etdv

H avocoyovikétnta petd amd dvo d6celg Bexsero mov yopnynoniay pe dapopd evog 1 600 Unvav e
modid nAkiog 2 émo¢ 10 etov aglohoyndnke oe pio apyikn KAvikn HEAETN edong 3 Kot TV en€KTOom
™G, ZTNV apyIKn HEAETT), To amoTEAESUATO TG omtoiog cuvoyilovtal otov [livaka 5, o1 cuppeTéyovteg
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EhaPav dvo ddcelc Bexsero pe dtopopd dvo unvav. Ta m1ocootd opoondkpiong kot ot hRSBA
YEMUETPIKOL PLEGOL TiTAOL jTaY LYMAOL HETA 0 TO oYU TV V0 00GE®V GE TadLd Yo kABe Eva omd
Ta avtyova tov gpPoriov (Iivaxag 5).

15



Mivaxkog 5. Baktnploktoves amokpicels avTicOpudTmy opov atov 1 pijva petd ) dg0tepn 660n

10V Bexsero wov yopnyndnke og worona nikiog 2-10 etov petd am6 oynpa 0,

2 pnvev
Avtiyévo 2 ¢mg S eTOV 6 ¢mg 10 etV
% opoBetikmv * N=99 N=287
fHb (95% CI) 100% (96-100) 99% (96-100)
P GMT hSBA ** 140 112
(95% CI) (112-175) (96-130)
% opobfetikmv N=99 N=291
NadA (95% CI) 99% (95-100) 100% (98-100)
GMT hSBA 584 457
(95% CI) (466-733) (392-531)
% opobfetikmv N=100 N=289
(95% CI) 98% (93-100) 99% (98-100)
PorA P14 GMT hSBA 42 40
(95% CI) (33-55) (34-48)
% opobfetikmv N=95 N=275
(95% CI) 91% (83-96) 95% (92-97)
NHBA
GMT hSBA 23 35
(95% CI) (18-30) (29-41)
* % opobeTIK®V = £KOTOGTIONN, OVOAOYIL TOV OTOU®Y TTOL TTapovciacoy hSBA > 1:4 (évavtt

oteEledV avapopds yio to avtydvoe fHbp, NadA, PorA P1.4) ko hSBA > 1:5 (évavtt
oTeEAEYOVG avapopdg Yia To avtiydvo NHBA).

*  GMT = yeouetpikog pécog tithoc.

211 peAETN EMEKTAONG, GTNV omoia Yoprynonkav dvo docelg Bexsero e £va pniva dtapopd o un
euporacuéva TodLd, VYNAN EKATOGTION0 AVOAOYIO GUUUETEXOVTOV NTOV 0pobeTiKol £va unva HeTd
T 6gvtepPN dO6M. A&loloyHOnKe EmioNC 1| TPOUN OVOGOAOYIKT AOKPIoN UETE TNV TP®TN 066T. Ot
eK0TOOTIOHEG avOAOYiEg TV 0pobeTIK®V aTOU®V (ONA., ekelvov Tov TéTuyav hSBA tovAdyictov 1:4)
o€ OAa Ta oTEAEYT KLpAVONKaY amd 46% £wg 95% oTov éva univa PETd TNV TpdTN 860N Kot amd 69%
¢mg 100% otov éva pva petd  devtepn 66on (Ilivaxag 6).
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Hivaxag 6. Baxktploktoves amokpicels avTicOpdtmy opod otov 1 pfjva peTd oo T de0TEpn
0661 Tov Bexsero mwov yopnyOnke o€ radtd nhkiog 2-10 eT®v peta ané oymqpo. 0,

1 unvav
Avtiyévo 35 éwg 47 pnvorv 4 ¢0g 7 eV 8 ém¢ 10 etV
% opobBetikmv * N=98 N=54 N=34
fHb (95% CI) 100% (96,3-100) 98% (90,1-99,95) 100% (89,7-100)
P ["GMT hSBA ** 107 76,62 5232
(95% CI) (84-135) (54-108) (34-81)
% opobBeTiKmv N=98 N=54 N=34
NadA (95% CI) 100% (96,3-100) 100% (93,4-100) 100% (89,7-100)
GMT hSBA 631 370,41 350,49
(95% CI) (503-792) (264-519) (228-540)
% opobBeTiKmv N=98 N=54 N=33
PorA P14 (95% CI) 100% (96,3-100) 100% (93,4-100) 100% (89,4-100)
) GMT hSBA 34 30,99 30,75
(95% CI) (27-42) (28-49) (20-47)
% opobfetikmv N=91 N=52 N=34
NHEA (95% CI) 75% (64,5-83,3) 69% (54,9-81,3) 76% (58,8-89,3)
GMT hSBA 12 9,33 12,35
(95% CI) (7,57-18) (5,71-15) (6,61-23)
* % opobeTIK®V = £KOTOGTIONN, OVOAOYIO TV OTOU®Y TTOL TTopovciacoy hSBA > 1:4 (évavtt

oTeElEDV avapopds yio to avtiydve fHbp, NadA, PorA P1.4) koir hSBA > 1:5 (évavtt
oTeEAEYOVG avapopdg Yia To avtiydvo NHBA).
*  GMT = yeouetpikog pécog tithoc.

H oo pehét eméxtaong a&loAdynoe eniong v SoTnPNoT TOV OVIICOUATOV KOl TV ovIoToKpion
G€ OVOUVNOTIKN 800T 6€ Tad1d Tov EAafav TV apyIKN GEPA TV 600 d0ce®V TNV NAkia Tov 2-5 1
6-10 et@v. Metd amd 24-36 unveg, Ta T0GOGTA TV 0pobeTik®dv atopuwmy (OnAadr ue hSBA
TovAdyotov 1:4) petmdnioay, (kopovopeva yo to S1opopetikd oteréyn) amd 21% éwg 74% oe modd
niiog 4-7 etov kot and 47% g 86% oe madid nlkiog 8-12 etdv. H amdkpion o avopuvnotikn
8001 oV YopNyYNONKe 24-36 PUNVeEG UETA TNV OPYIKT GELPA NTAV EVOEIKTIKN TNG GVOGOAOYIKNG UVIUNG

KaOdC To TOGOGTE TV 0poDETIKMOV 0TOU®MY KVpaivovTay Hetald tov oteleydv and 93% g 100% oe

modd nAkiog 4-7 etov kot omd 96% £mg 100% oe madid niwiog 8-12 etcv.

Avocoyovikdtnta o€ epnfovg (nAkioc amd 11 etddv Kot Gve) Kot EVIALKEC

"Epnpot érafav 000 d6celg Tov Bexsero pe dtdotnuo evog, 600 N €1 UNvav avapesa 6Tig 00GELG.

Ta dedopéva avtd cuvoyilovror otovg Iivakeg 7 kou 8.

Ye peréteg pe eviiMkeg, to dedopéva eAnednoay petd amd dvo 66celg Tov Bexsero, e dtdotnpa evog
unvog i 0vo unvav petaéd tomv ddcemv (PAére Ilivaka 9).

Ta oynuoato epPoAilacpod pe dvo dOGELS, 01 omoieg xopnynOnKav pe dStotnue evog 1 Vo UNvav
peta&d Tovg, EULPAVIGOV TOPOUOLEC OVOGOAOYIKEG AITOKPIGELC, TOGO GE EVAAIKEC 0G0 Kul 6€ £QTBOVG.
[Moapouotec amokpioelg mapotnphdnkay Kot o pnPovg 6Tovg 0moiovg yopnynHonkay 600 d0GELS TOL
Bexsero pe didotnua &L unvav peta&d toug.
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Hivakog 7. BaKTNpLoKTOVES UTOKPIGELS AVTICOUAT®OV 0po¥ 6€ EPrifovg, éva pive petd amé 6vo
06615 Tov Bexsero wov yopnyNOnKay cORLQ®VOE PE SLAPOPETIKE GYfnoTo 600
0606EmV KUl TOPApROVI] TOV BAKTNPLOKTOVOV avTiIcOpdToV 18 émg 23 pijveg petd
dgvTePT 6001

Avtiyovo 0, 1 pyvov 0, 2 pvov 0, 6 pvov
1 pva petd ™ 2" d6on N=638 N=319 N=86
% opobetikmv* 100% 100% 100%
(AE 95%) (99-100) (99-100) (99-100)
GMT hSBA** 210 234 218
(AE 95%) (193-229) (209-263) (157-302)
fHbp 18-23 ””gzin”m m2' N=102 N=106 N=49
% opoBeTiKmv 82% 81% 84%
(AE 95%) (74-89) (72-88) (70-93)
GMT hSBA 29 34 27
(AE 95%) (20-42) (24-49) (16-45)
1 pnva petd ™ 2" 66on N=639 N=320 N=86
% opoBeTiKmv 100% 99% 99%
(AE 95%) (99-100) (98-100) (94-100)
GMT hSBA 490 734 880
(AE 95%) (455-528) (653-825) (675-1147)
NadA 18-23 “ﬁgZin“‘grd m2 N=102 N=106 N=49
% opoBetikmdv 93% 95% 94%
(AE 95%) (86-97) (89-98) (83-99)
GMT hSBA 40 43 65
(AE 95%) (30-54) (33-58) (43-98)
1 pva petd ™ 2" d6on N=639 N=319 N=86
% opoBetikmdv 100% 100% 100%
(AE 95%) (99-100) (99-100) (96-100)
GMT hSBA 92 123 140
(AE 95%) (84-102) (107-142) (101-195)
PorA P14 18-23 uﬁgzcé,m petd tn 2" N=102 N=106 N=49
% opoBeTiKmv 75% 75% 86%
(AE 95%) (65-83) (66-83) (73-94)
GMT hSBA 17 19 27
(AE 95%) (12-24) (14-27) (17-43)
1 unva petd ™ 2" 66on N=46 N=46 -
% opoBetikmdv 100% 100%
NHBA (AE 95%) (92-100) (92-100) )
GMT hSBA 99 107
(AE 95%) (76-129) (82-140) )
* %o0poBetikdv = gkatooTiaio avaroyio atdpmv Tov Tapovsiacav hSBA > 1:4,

* GMT = yeouetpikog pécog tithoc.

21 pekét Tov epnpov, ot foKTnPloKTOVEG AmoKpicels LeTd amd dvo dooelg Tov Bexsero
otpopoToromOnkoy pue Pdon mv Ty avoeopdac hSBA (lukpdtepn oo 1:4 1 ion pe 1 peyokvtepn
oand 1:4). Ta m060oTé 0poamOKPIONG KOl 01 EKOTOCTIAIES avaA0Yieg atOpwY ot omtoia o Tithog hSBA
avENONKE KaTd TOLAGYIOTOV 4 POPES GE GYECT] LLE TNV TN OVOPOPAS GE £VOL VOl LETA T dgvTEPT
5001 tov Bexsero cuvoyilovtat otov [livaka 8. Metd and epforacud pe 1o Bexsero, vynid
TOGOGTO TOV OTOUMVY NTaY 0poOETIKA Kot TETVYAY 4TAAGIAGUO TV TitAwv hSBA, ave&aptnta amod
TNV KOTACGTOCT TOVG TPO TOV EUPOALAGHOD.
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Mivaxag 8. Exatootioio avaroyio epffov pe opoamdkpion Kot TOVAILOTOV 4TLAGLUGNO
TOV BaKTNPLOKTOVOV TITA®V, £va pijve peTd amrd Vo d6ce1g Tov Bexsero mov
xopNYNONKay cOUPOVE pE SLOPOPETIKA GYNUATE V0 dOGE®V - CTPOUATOTONNEVY
pe paon v Ty Tov TitAOL TPLY 0T6 TOV ERPOILAGUO

Avtiyovo 0, 1 pyvov 0, 2 pvov 0, 6 pnvov
TITAOC TTPO TOL N=369 N=55
b oo auBokgtaguo{) < 100% | 00(}/\12(;;-91 00y | 100%
Opztgrr““’; 1:4 (98-100) ° (94-100)
K 56 N TITAOG PO TOV N=269 = N=31
oon £pBoMasLOD > 100% N=140 100%
0 = o _
fHbp (AE 95%) i (99-100) 100% (97-100) | g9 00)
% TitAog PO TOL N=369 N=179 N=55
ue dmhactoops |eBomaciot < 1:4| 100% (98-100) | 100% (98-100) |100% (94-100)
petd 21 800m | tithog Tpo Tov N=268 N=140 N=31
(AE 95%) guPoitacpov > 1:4| 90% (86-93) 86% (80-92) 90% (74-98)
% 0pODETIKGV TiTAOG TPO TOV N=427 N=211 N=64
0 OPOVETIRMV | o Bodacpod < 1:4| 100% (99-100) | 99% (97-100) | 98% (92-100)
petd ™ 2" doon . — = —
(AE 95%) TitAog PO TOL N=212 N=109 N=22
NadA euBolacot > 1:4| 100% (98-100) | 100% (97-100) |100% (85-100)
% TiTAOG TPO TOV N=426 N=211 N=64
ue 4moactacud |Epporacuod <1:4| 99% (98-100) | 99% (97-100) | 98% (92-100)
petd t 2" 6060m | tithog mpo Tov N=212 N=109 N=22
(AE95%)  |epPorocpod > 1:4| 96% (93-98 95% (90-98) | 95% (77-100
pp o ( ) ( ) ( )
o — T{tAOG PO TOL N=427 N=208 N=64
/o 0pO ;ﬁlg?w guolacpod < 1:4| 100% (98-100) | 100% (98-100) [100% (94-100)
HETd ™ = 900N [ ithoc mpo Tov N=212 N=111 N=22
(AE 95%)
. ° euforacuov > 1:4]| 100% (98-100) | 100% (97-100) [100% (85-100)
ora B2 % Tithoc Tpo 0V N=426 N=208 N=64
we dmhactoops |epBolaciot < 1:4| 99% (98-100) | 100% (98-100) |100% (94-100)
Hetd 2" 860m | tithog mpo Tov N=211 N=111 N=22
(AE95%)  |epPohocpod > 1:4| 81% (75-86) | 77% (68-84) | 82% (60-95)
o 0 , TitAog PO TOL N=2 N=9 )
0 OPOVETIKOV ¢\ Botaopon < 1:4| 100% (16-100) | 100% (66-100)
petd 2" d6om -
(AE 95%) TitAOG PO TOL N=44 N=37 )
NHEA enBotacpod > 1:4| 100% (92-100) | 100% (91-100)
% T{tAOG PO TOL N=2 N=9 )
ue dmhactooud |epBolacpod < 1:4) 100% (16-100) | 89% (52-100)
petd 21 800m | tithog Tpo Tov N=44 N=37 i
(AE 95%)  |epPohacpod > 1:4| 30% (17-45) 19% (8-35)
* % opobBetik®v = gKkotooTioio. avoroyio aTouwmy Tov Tapovciacay hSBA > 1:4.

Agdopéva daTPNONG TOV OVTICOUATOV Y1 TN LEAETN 6 eprifovg eAnebncay o€ o perétn
eméKTaons edong 3. Xe mepimov 7,5 £In PETA TNV 0p)IKT GEPA dVO SOGEWV, TO TOGOGTA TMV UTOUWDY
pe hSBA > 1:4 peiwbnkayv, kopovopeva Hetaé&d tov otedeyov omd 29% émg 84%. H amdkpion ot
OVOLVIOTIKTY dOGT| TOL YopNyNONKe 7,5 €11 HETA TNV apyLKN GEPA NTAV EVOEIKTIKY TNG OVOCOAOYIKNG
LVAUNG KaB®DG To T0G00TA TV atOpmy mov £pbacav o hSBA > 1:4 petaéd tov oteley®v
kopaivovtav amd 93% émg 100%.
H 310 peré a&loldynoe emiong to dedouéva SLoTPNoNE TOV AVTICOUATOV 0o o Tpdebetn
apyK HEAETN pdong 3 og epnPoug. Xta 4 Tepimov ¥poVIa PETE TNV APYLIKT GEPE dV0 dOGEMV, TA
T0GOGTA TV aTOp@V pe hSBA > 1:5 (v ta Srapopetikd otedéyn) YEVIKA petmdnkoy amd £vo e0pog
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68% ¢mg 100% petd n devTEPN 00N, O€ Eva VP0G HETAEL TV oTeErey®V 9% Emg 84%. H amdkpion
G€ OVOLVNOTIKY 0001 TTov YopnyNOnke 4 £1n LeTd TV apyIKn P TOV EVOEIKTIKN TNG
OVOGOAOYIKNG UVIUNG KaO®DS To T0c00Td TV atopmy pe hSBA > 1:5 kopaivovtay (yuo to
dtapopeTikd otedéyn) and 92% £mg 100%.

Hivoxkoag 9. BakTploKToveS AmOKPIGELS OVTICOUATMOV 0p00 6€ EVIIAMKES PeETd ard 600 d0GELS TOV
Bexsero wov yopnyMOnkay cOp@®ve. pe S10QpOPETIKA GYNNOTO OVO d0GE®V

Avtiyévo 0, 1 pnpvov 0, 2 pnvov
1 uiva petd ) 2" 06on N=28 N=46
% opobetikmv* 100% 100%
fHbp (AE 95%) (88-100) (92-100)
GMT hSBA** 100 93
(AE 95%) (75-133) (71-121)
1 uiva petd ) 2" 06on N=28 N=46
% opoBetikmdv 100% 100%
NadA (AE 95%) (88-100) (92-100)
GMT hSBA 566 144
(AE 95%) (338-948) (108-193)
1 uva petd ) 2" 06on N=28 N=46
% opoBeTiKmv 96% 91%
PorA P14 (AE 95%) (82-100) (79-98)
GMT hSBA 47 32
(AE 95%) (30-75) (21-48)
* % opobBetik®Vv = gKkotooToia avoroyia Tov atdpmv Tov tapovciocay hSBA > 1:4,

**  GMT = yeopetpikdg Hé€cog TITAOG,
H Boaktnploktévog amdKpion ovIic®pdtoy opov Evavtt Tov avitydvov NHBA dev €xel a&lohoynOel.

Avocoyovikdtnto o€ £101Ko0S TANOLGLODE

Ta1016, kou EpnPot e avempKEIES TOD GOUTANPOUOTOS, AOTANVIO 1) OVGAEITOVPYIO TOV OTANVOS

e pio kKhvikn perétn edong 3, mondid kot Epnpot niikiog 2 €mg 17 €TOV e AVETAPKELEG TOV
ovumAnpopatoc (40), acminvia 1 duciertovpyio Tov ominvdg (107) Kot vy dtopa avticToyng
nikiog (85) éhafav dbo d6celc Tov Bexsero pe dtopopd d0V0 unvav. 1 unve. Hetd to oynua
euporacuod TV 2 d06EmV, T0 T0c00TA TV atop®v pe hSBA > 1:5 and ta dtopa pe avendpKeleg
TOV GUUTANPOHOTOG Kot 0oTANVio 1] SuoAeltovpyia Tov oTANVOS NTav 87% Kot 97% yia 1o avtiydvo
fHbp, 95% xoat 100% yio To avtiydovo NadA, 68% kot 86% yia to avtrydvo PorA P1.4, kabmg kot 73%
kot 94% yio to aviyovo NHBA, avtictolya, yeyovoc Tov vTodnAmVEL 0VOGOAOYIKT aOKPLoT| GE aUTH
T VOGOKATESTAAUEVA dTopa. Ta Toc0oTd TV LYV atopmy pe hSBA > 1:5 ftav 98% yia 0
avtiyovo fHbp, 99% yia 1o avirydvo NadA, 83% yia to avtrydvo PorA P1.4 kot 99% yia to avtrydvo
NHBA.

52 @oappokoKivTIKES WOLOTNTES

Agv gpappolerta.

5.3 IIpoxivikd dgdopéva Yo TNV doQPAAELN

Ta. un KAWIKG dedopéva dEV amoKaAVTTOVY 1010iTtePO Kivouvo Y10, Tov AvOpwmo pe Paon Tig HeréTeg

To&IKOTNTOG EMOVOAAUPUVOLEVOV SOGEMV KL TOEIKOTNTOC GTIV OVATOPUY®YIKT| TKOVOTNTO Kot
avamTuén.
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6. OAPMAKEYTIKEXZ IAHPO®OPIEX
6.1 Kotaroyog ekdoy@v

XAwprovyo vdtplo

IoToivn

Saxyapoln

Yomp yio evéoiua

IMa 10 vAo mpoopdenong, PAEne Tapdypapo 2.
6.2 Aocvppoarétnreg

EMetyel peketmv oyetikd pe tn cuufatotnra, 1o Topodv QUPUOKELTIKO TPOioV OV TPETEL Va
AVOUETYVOETOL UE GAN POPLOKEVTIKE TPOTOVTAL.

6.3 Awgpkera {ong

4 ypovia

6.4 Idowitepeg Tpo@uvAdEeLlS KaTA T PVLAEN TOV TPOTOVTOG

dvidooete og yoyeio (2 °C — 8 °C).

Mnv KatoyOyeTe.

DVAACOETE GTNV OPYIKT] GLGKEVAGIN Y10, VO TPOGTATEVETOL OO TO MG,

6.5 @von Kol CVOTATIKE TOV TEPLEKTN

0,5 ml evauwpnpatog o€ Tpoyepcuévn ovptyya (Yoori tomov 1) pe topa eppforov (Elaotikd and
BoutvAl0) KO pE KomdKl o KAOVTGOVK.

To koamdKt Kot T0 EAAGTIKO TOUO EUPOAOD TNG TPOYEUIGUEVIG CUPLYYOS EIVOL KATOGKEVOGUEVO OTTO

oVVOETIKO KOOVTOOVK.

Yvokevaoieg 1 kat 10 pe 1 xopig ferovec.
Mmnopet va. unv KoKAOQOpoLV OAEG Ol GUGKEVAGTEC.

6.6 Iowitepeg mPoPULAGEEIS amOPPIYNS KUl GAAOG YEPIONOG

Koatd ™ poiaén propet va mapoatnpndet Eva Aentd vrorevko inuo oTnv TPOYEMGHUEVT GUPLYYO TOV
TEPLEYEL TO EVOLDPTLLOL.

[Ipwv amd ™ ¥pfomn, N TPOYELUGLEVT CLPLYYO TPETEL VO, AvaKvnOel KaAd, OOTE VO oYNUATIOTEL
OLLO1OYEVEG EVOLMPMLLOL.

To gpporio mpémet va eE€TALETOL OTTIKA Y10, CLOPOVIEVO CMOUATIOW Kol AAALOIWGT TOV YPDOLOTOG TPV
a7to TN YOPNYNOT|. Z€ TEPITT®ON TTOL TapaTN PN Ol 0moL0dNTOTE EEVO CUOPOVUEVO GMUATIONO T)/ KO
S1popomoinon e EPPAVIoNS, U YopyMoeTe To RPoArtlo. Edv 6tn cuckevacio mapéyovror 500 PeAdveg
SloQopeTIKoD UNKovg, EMAEETE TNV KATOAANAN BeAdVa Yo VO, S106QAAIGETE EVOOLVTKT XOP1YNOT).
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Odnyiec yio TNV TPOYEULGLEVT] GVPLYYO,

Amoppuyn

IIpocappoyéag
Luer Lock

Koivopog

Iopa

Ynueio ovvdeonC
Belovog

Kpatniote ) ovpryyo and tov KOAVOpO OxL amd
T0 £upoAro.

Eefdmote To TOUA TNG GVPLYYoS oTPIBoVTAg TO
APLGTEPOGTPOPO.

INa vo Tpocappocete T Perdva, cuvdEaTe TO
onueio ovvdeong otov tpocapuoyéa Luer Lock
KOl TEPIOTPEYTE EVA TETAPTO TG OTPOPNC
de&ootpoga péypt vo arcbavieite 6Tt
KAEODVEL.

Mnv tpafdre to oo tng cvpryyog EEm and
Tov KOAwvOpo. Edv copfet, un yopnynoete 1o
guporto.

Ka0e aypnoiponointo @appokevtikd mpoidv 1| VITOAELLO TPEMEL VO, ATOPPITTETOL COLPOVA LE TIG
KOTA TOTOVG 1GYVOVGEG OYETIKES OLOTAEELS.

7. KATOXOX THX AAEIAY KYKAO®OPIAX

GSK Vaccines S.r.l,

Via Fiorentina 1,
53100 Siena,
Itahia

8. APIOMOX(OI) AAEIAY KYKAO®OPIAX

EU/1/12/812/001
EU/1/12/812/002
EU/1/12/812/003
EU/1/12/812/004

9. HMEPOMHNIA ITPQTHXE EI'KPIXHX/ANANEQXHYX THX AAEIAX

Hpepopnvia mpdtng £ykpiong: 14 lavovapiov 2013

Huepounvia televtaiog avavémong: 18 Xenteufpiov 2017

10. HMEPOMHNIA ANAGEQPHXHX TOY KEIMENOY

HH/MM/EEEE



Aentopepeic TANpoPopiec Yo TO TAPOV PAPLOKELTIKO TPOidV eival S10BECIUEG GTOV SIKTVLOKO TOTO
tov Evponaikod Opyoaviopuod Gapudkwev http://www.ema.europa.eu.
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MAPAPTHMA II
MAPAXKEYAXTHX(EZ) THE(TQN) BIOAOTIKOQE APAXTIKHE(QN)
OYZIAZ(QN) KAI MAPAXKEYAXTHX(EXZ) YHEYOYNOX(OI) I'A THN
AIIOAEZMEYZH TQN HAPTIAQN
OPOI H IEPIOPIZMOI IXETIKA ME TH AIAOEXH KAI TH XPHZH
AAAOI OPOI KAI ATIAITHEEIE THE AAEIAX KYKAO®OPIAZ

OPOI'H IIEPIOPIXMOI XXETIKA ME THN AX®AAH KAI
ATMIOTEAEXMATIKH XPHXH TOY ®»APMAKEYTIKOY ITPOIONTOX
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A. HAPAXKEYAXTHX THX(TQN) BIOAOTI'IKQXE APAXTIKHX(2N) OYXIAX(QN) KAI
ITAPAXKEYAXTHX(EY) YIIEYOYNOX(OI) I'TA THN AIIOAEEMEYXH TQN
MHAPTIAQN

‘Ovopa kot d1e0Bvven TOV TOPACKEVUCTOV TV PLOAOYIKOC dpacTik®y ovcldv (NHBA, NadA, fHbp):
Novartis Pharmaceutical Manufacturing GmbH

Biochemiestrasse 10

A-6250 Kundl

Avotpia

Ovopa kot d1e00vuven TV TPUCKEVAGTOV TG PLOA0YIK®G 0pacTikng ovaiag (OMV):

GSK Vaccines S.r.l.

Bellaria-Rosia

IT-53018 Sovicille-Siena
TtoAia

‘Ovopa kot d1e00vven ToL TAPACKELOGTN TOL Eival VTEHOVYVOG YOl TNV ATOOEGUEVCT) TOV TAPTIOMV:
GSK Vaccines S.r.l.

Bellaria-Rosia

1T-53018 Sovicille-Siena

Itahia

B. OPOI'H IIEPIOPIZEMOI XETIKA ME TH AIAGEXH KAI TH XPHXH
DoppokevLTIKd TPOTOV Y10 TO OTOT0 ATALTEITAL LOTPIKT) GLVTOYT.

. Erionpn amrodéopsvon noptiowv

Yopemva pe to dpbpo 114 g odnyiag 2001/83/EK, 1 exionun amodécpuevon T@v Taptidov
TPOYLOTOTOLELTOL 0TO KPATIKO EPYASTHPIO 1 ATTO EPYOTTNPLO TOL £XEL OPLoDET Y100 TOV GKOTTO QLTO.
I'. AAAOI OPOI KAI ATTAITHZEIX THX AAEIAY. KYKAO®OPIAX

. Ex0fog1g Teprodikng mapakorovdnong g acedreras (PSURS)

Ot amortioelg yio v vofoin tv PSURS yio to ev Ady® @apuakevtiKo mpoidov opilovial otov
KATAAOYO UE TIC NUEpOoUnVies avapopds e Evaong (katdioyog EURD) mov mapatifetar otnyv

mopdypoeo 7, tov dpbpov 107y g odnyiog 2001/83/EK kot kdbe emakdiovdng emkopomoinong
OT®G OMNUOGIEVETOL OTNV EVPOTAIKT SUKTLOKT] TOAT Y10 TO PAPLLOKCL.

A.  OPOI'H INTEPIOPIZEMOI EXETIKA ME THN AX®AAH KAI ATIOTEAEEMATIKH
XPHXIH TOY ®PAPMAKEYTIKOY ITPOIONTOX

. Yyéo10 owayeipiong Kivovvov (XAK)

O Karoyog Adeiag Kukiogpopiag (KAK) Ba deEaydyet Tig amaitodpeveg SpacTnploTnTESG Kot

TOPEUPACELS PUPLOKOETOYPVTVIOTNG OTT¢ Tapovotdlovtal 6to cupenvntéy XAK mov tapoveialetan

omv evotnta 1.8.2 ¢ ddelog KuKAOQOPIog Kot 0T01EGONTOTE EMUKOLOVOEC EYKEKPIUEVEC

avabempnoelg tov TAK.

‘Eva. emkaporompévo XAK Oa wpémel va katotebet:
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petd ano aitnpo tov Evponaikod Opyovicpov Gappdxkov,

OTOTEONTTOTE TPOTOTOLEITAL TO GUOTNLLA SLAXEIPIOTG KIVOUVOL, EOIKA (OC UTOTELEC O AYNG
VEOV TANPOPOPIDV TOV UTOPOVY VO, EXPEPOVY CTIAVTIKT 0ALAYT) 0TI GYE0T 0PEAOVC-KIVOUVOV
1 ®G ATOTEAEGLLO TG EMITEVENC EVOG OUAVTIKOD OPOGT|LLOV (QUPLLOKOETOYPVOTVIION

1 €A 1oTOTTOINGT KIVOUVOU).
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ITAPAPTHMA I1I

ENNIXHMANXH KAI ®YAAO OAHI'IQN XPHXHX
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A. EINIXHMANXZH
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ENAEIZEIX ITOY ITPEIIEI NA ANATPA®ONTAI XTHN EEQTEPIKH XYXKEYAXIA

EEQTEPIKO KOYTI

| 1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Bexsero evéGiU0 evaLDPMLLOL GE TPOYELUGLEVT] COPLYYOL
Epporto évavtt tov punviyyrtiddxoxkkov opoopddag B (rDNA, cuotatikdv, TpocpopnuUévo)

| 2. LYNOEXIH IE APAXTIKH(EL) OYZIA(EY)

Aodom tov 0,5 ml tepiéyst:

Avacuvvdvaouévec mpoteiveg NHBA (ovvinéng)/NadA/fHbp 50/50/50 pikpoypappdpio
(oVvvnénc) tov Neisseria meningitidis opoopdadog B

Kvotidw eEmtepkng pepppavng (OMV) and Neisseria meningitidis 25 pikpoypoppdplo
opoopddag B, atéheyoc NZ98/254, netpodpeva og mosotnTo OAKNG

TpwTEIVNG oL TTEPLEYEL PorA P1.4

[Ipocpopnuéveg o vPo&eidio Tov apytkiov (0,5 mg Al*Y).

3. KATAAOTI'OX EKAOXQN

"Exdoya: yAwplovyo vatplo, 16Tidivn, cakyapoln, DOmp Yo EVEGIUA.

4. OAPMAKOTEXNIKH MOP®H KAI ITEPIEXOMENO

Evéowo evaudpnpua (0,5 ml)
1 Tpoyeopévn ocvpryya mov mepi€yet 0,5 ml evaropnpatog pe feloveg
1 mpoyeopévn cvpryya mov mepiEyet 0,5 ml evoumpnpotog yopic feldveg

10 poyepicpéveg obpiyyes kabepio ek Tov omoimv mepiéyet 0,5 ml evarmpnpatog pe feloveg
10 mpoyepicpéves oupiyyeg kabepio ek v omoimv mepiExet 0,5 ml evouwpnipatog ywpig ferdveg

S. TPOIIOX KAI OAOX(OI) XOPHI'HXHX

Evoopikn ypron povo.

AvoKivioTe KOAG TPV Ao T ypnon.
Awofaote To OALO 0dN YLDV XPNONE TPV oTd TN XPHon.

6. EIAIKH ITPOEIAOIIOIHXH XYM®QNA ME THN OIIOIA TO ®PAPMAKEYTIKO
IPOION MPEIEI NA ®YAAXXETAI E OEXH THN OIIOIA AEN BAEINOYN KAI
AEN ITPOXEITIZOYN TA TTAIAIA

Noa puidooetar o€ 0Eon, TV omoia dev PAETOLY Kol dev Tpooeyyilovy Ta Tondid.

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

AHEH

9. EIAIKEX YYNOHKEX ODYAAZEHX

dvAdooete og yoyeio.
Mnv katoyoyete.
DVAAGGETE GTNV APYLKT] GLOKEVAGIA Y10 VO TPOCTATEVETOL OO TO PMC.

10. TAIAITEPEX TIPO®YAAZEEIX I'TA THN AIIOPPIYH TQN MH
XPHEIIMOIIOTHOENTOQN ®APMAKEYTIKQN ITPOIONTON ‘H TON
YIHOAEIMMATQN ITIOY NPOEPXONTAI ATIO AYTA, E©OOXON AITAITEITAI

11. ONOMA KAI AIEYOYNXH KATOXOY THX AAEIAY KYKAO®OPIAX

GSK Vaccines S.r.l,
Via Fiorentina 1,
53100 Siena,

ItaAia

12. APIOMOZX(OI) AAEIAY KYKAO®OPIAX

EU/1/12/812/001
EU/1/12/812/002
EU/1/12/812/003
EU/1/12/812/004

13. APIOMOZX ITAPTIAAX

oprtida

| 14. TENIKH KATATAEH I'TA TH AIAOGEXH

| 15. OAHI'IEX XPHXHX

| 16. TIAHPO®OPIEX XE BRAILLE

H aitioAdynon yuo va punv meptanedei n ypaen Braille sivon amodekt).

17. MONAAIKOX ANAT'NQPIXTIKOX KQAIKOX — AIZAIAXTATOX T PAMMQTOX
KQAIKAX (2D)

A16d146TaTOC YPOUU®TOS KOKAG (2D) Tov pépet Tov TEPIANPHEVTA LOVASIKO AVOYVOPLETIKO KMOIKO.
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18. MONAAIKOX ANAI'NQPIXTIKOX KQAIKOX — AEAOMENA ANAI'NQXIMA AIIO
TON ANOPQITIO

PC
SN
NN
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EAAXIXTEX ENAEIZEIX [TIOY ITPEIIEI NA ANATPA®ONTAI XTIX MIKPEX
XTOIXEIQAEIX XYXKEYAXIEX

ITPOI'EMIXMENH XYPIITA

| 1. ONOMAZXIA TOY ®PAPMAKEYTIKOY ITPOIONTOZX KAI OAOX(OI) XOPHIHZHZ

Bexsero gvéoipo evarmpnpa
Eppoiio évavtt tov pnviyyrtiddxokkov opoopddog B
Evoopvikn yprion

| 2. TPOIIOX XOPHI'HXHX

| 3. HMEPOMHNIA AHEHX

EXP:

4. APIOMOX ITAPTIAAX

Lot:

| 5. MNEPIEXOMENO KATA BAPOZ, KAT' O'KO'H KATA MONAAA

1 3601 (0,5 ml)

| 6.  AAAA XTOIXEIA

32



B. ®YAAO OAHI'TQN XPHXHX
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@viro oonylov ypiong: IIinpoeopics Yo Tov ypriotn

Bexsero €vEGipo VOO PNULO GE TPOYERIGREVT] GUPLYYO
Eppoito évavtt tov pnviyyrtiddxokkov opoopddog B (rDNA, cuetatik®v, Tpospopnuévo)

A PaoTE TPOGEKTIKA OLOKANPO TO PUAAO 0ONYLOV YP1oNGS TPV AAPETE GVTO TO PAPROKO, EGELS
1 70 Ui 6UG, OLOTL TEPLAAUPAVEL ONUAVTIKES TANPOPOPIES VLA GAS 1] TO TOOL GOC.

- DdordEte avTd TO EVALO 0INYIDV YpNionG. Towg ypelaotel va to daPfdcete Eavda.

- Edv éxete mepartépw amopieg, poTNGTE TO Y10TPO 1 TOV VOGOKOLO GOG.

- H ocvvtayn yv’ avtd 1o gpuPoiio yopnynbnke omokAelotikd yio cog 1 To moudi Goc.

- Edv moapotmpnoete Kamolo avemBOunt evEpPYELN, EVILEPDOTE TO YLOTPO | TOV VOGOKOUO GUGC.
AVTO 1oyveL Ko Yo kéBe mbavn avemBountn evépyela Tov Ogv avaQEPETAL GTO TAPOV PUALO
odnywv ypnone. Biéne mapdypoapo 4.

T ePLéyeL 1o TaPOV GUAAO 00N YLOV:

Tt etvan To Bexsero kot oo givat 1 ypnom tov

T mpénet va yvopilete Tpv AdPete 1o Bexsero, eogic 1) 0o mondi cog
[og va ypnoyomomoete to Bexsero

[MBavég avemBounteg evépyeteg

[og va pvidaocoete to Bexsero

[epreydueva g cvokevaciog Kot AOTES TANPOPOPIES

ANl A e

1. Thv givan To BEXSERO ko ova givor i (pfion tov
To Bexsero givat éva gpuffoAo £vavtt Tov unviyyrtiddkokikov opoopdoag B.

To Bexsero nepiéyel T€66epa SLOPOPETIKE GLGTATIKA OO TNV EMPAVELN TV PaxTnpinv
Neisseria meningitidis opoopddag B.

To Bexsero divetal o€ dropo NAKIOG 0md 2 Unvav Kot Gve, Y10, VO TPOGTATEYEL TOV 0PYOVICUO 0To
acBéveleg ol omoieg opeilovtal ota Paxtipia Neisseria meningitidis opoouddag B. Avtd ta faktipa
Umopel va TPoKOAEGOVY GOPAPEG KOl LEPIKEG POPEG ATEMNTIKEG Y10 TN {®1], AOUMEELS OTT®G

N UNviyYitida (QAEYLOV TOV LEUPPAVAOV OV KOADTTOVY TOV EYKEPOAO KOl TO VOTIOIO LVELD) KoL
onyapio (dnAntnpioon tov aipatog).

To epPorio 6pa 6to EUPOAAGUEVO ATOUO, TPOKUAMVTOS EEEIOIKEVIEVT] OIEYEPTT] TOV PLGLKOD
OLLVTIKOD UNYOVIGHOU OV JBETEL 0 OPYAVIGHOGS. AVTO £XEL MG AMOTEAEGLOL TNV TPOGTAGIO EVAVTL
g vocov.

2. Tvpémer va yvopilete npv Aapete To BEXSERO, go¢ig 1] T0o Tondi cog

MHN ypnopononjcete 10 Bexsero

- o€ mepintwon aAiepyiog, SIKNG oag 1 TOL ALY GOC, OTIG OPACTIKEG OVGIEC 1) OE OTOLOONTOTE
GAL0 Ao TO GLGTATIKA CLTOV TOV EPOAIOV (avaPépovTal GTNV TAPAYPaQO 6).

IIposgidomou|cels Ko TPOPLAGEELS

AmevBuvieite otov YaTpd 1 TOV VOGOKOUO oag TPty AAPeTe, eogig N To Toudi oag, To Bexsero:

- €v €yete, eogic N 10 madl cag coPapn Aotuwén pe vynAn Bepuokpacio. e oot TV
mepinTmon, o euPforlacpog 0o avapinbei. Xe mapovoia pag fmog Aoinwéng, 0Tmg éva
KPLOAOYNUO, eV amarteital avaoAn Tov euPfoAlacuon, motdéco angvbuvbeite Tpdta oTOV
Y10tpd 1 TOV VOGOKOO GO,
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- edv €yete, eogig M To TS oaG aloppoPiria 1] omol0dMmoTe GALO TPOPAN A TTOL UTOPET VO
eumodilel ™ ocwot TEN TOL OiLOTOC, OTTMG Bepameia e PAPLLOKA YL0L TV QPAIDOGT) TOL
aipartog (avTmnktd). Atevfuvbeite TpdTA GTOV YIOTPO 1| TOV VOGOKOUO GOG.

- €av eogig N 10 modi cag Aappavere Oepaneio Tov eumodilel TO TUAKO TOV OVOGOTOTIKOD
GUGTNHOTOG IOV EIVAL YVOOTO MG EVEPYOTOINGT GUUTANPDUATOC, OTMG 1| EKOVAMIOVLATT).
Axoun kot av eogic 1 1o mToudl cag Exete epPorlactel pe to Bexsero, eogic 1 10 Tondi cag
napapévete o avénpévo kivouvvo acBévelog Tov Tpokoieital amd ta Paxthipia tng opdong B
Neisseria meningitidis.

- €av to Toudi oag yevvnonke tpdmpa (mpv amd 1 oTig 28 fdouddeg KuMoNC) Kot dtaitepa eGv
elye avamvevoTikég duokoriec. H dtaomn g avamvong 1 1 U1 GUGLOAOYIKT GVOTVOT Y10 WKPO
YPOVIKO SLACTNUO EVOEXETOL VO, EIVOL IO GUYVT| KOTA TIG TPAOTES TPELG NUEPES LETA TOV
euporacud og avtd To LEPE Kot evoExeTan Vo, xpeldlovtal E101KN TapakoAovOnon.

- eaqv &yete, eogic N To Tandl cog oAAepyia oto avtifloTikd Kavopvkivn. Edv vrtapyet, to eninedo
Kavopokiving oto gpPoiio ivar yapnio. Edv pmopel va éxete ailepyio otnv kavapokivn, ecelg
1M T0 Todi oag, anevBuvbeite TPM®TA GTOV YITPO 1] TOV VOGOKOUO GOG.

AwmoBopia, aloOnpa MmoBupiog 1 aAhes oxeTlOMEVES LLE TO GTPES AVTIOPAGELS Pmopel va onpetmfovv
®¢ avtiopaomn o€ o Eveon pe Peldva. Anevbuvieite 6Tov Y10TPO 1 TOV VOGOKOWO GO EAV EYETE
enpavicel 1o moperddV avTod TOL TOHTOV TNV AVTIOPOOT).

Agv vrdpyovv dedopéva yia T xp1on Tov Bexsero og eviihikeg niikiog ave tov 50 etdv. Yrdapyovv
neploplopéva dedopéva, yio, T xpnom tov Bexsero oe acbevelg e ypovia TpoPAnuota vysiog n 1e
eEaoBevnuévn avooia. Edv eoeig 1 to Taudi oag Exete e&acbevnuévn avooia (Yo mapdderypa egattiog
NG XPNONG OVOCOKATAGTUATIKAV (OpUAKV 1 Aoipwéng amd tov 10 HIV 1 kAnpovoukdv avopoimy
GTO QLGIKO GUVVTIKO UNYOVIGUO TOL OPYUVIGHOD), 1 ATOTEAEGATIKOTNTO TOL Bexsero pumopei va
glvon petopévn.

Onwg cvpPaivel pe omotodnmote gpPorio, To Bexsero evoéyetor va unv TpocTatenel TANP®G O
Ta, dropa wov epPoidlovror.

Alho pappoxo ko Bexsero

Evnuepdote 10 y1atpd 1 TOV VOGOKOWO caG AV, €6€IC 1} TO Todl Gag, TaipveTe, £XETE TPOCPUTA TAPEL
N umopei va mépete GAla eapuaxa 1 v Adpate mpdcpata Ao uPorto.

To Bexsero umopei va. yopnynOei tavtoypova e 0motodnmote amd 1o akdAovdo cuototikd sufoiimv:
dupBepitidag, TeTdvovL, KokkOTN, Haemophilus influenzae thnov b, moAlopvelitidag, nratitidog B,
TVELUOVIOKOKKOV, TAaPEG, Tap®TiTIdNS, £pOpAc, avepevAoYIdg Kot unviyyrtiddokokkov A, C, W, Y.
AmevBuvheite 6TOV Y10TPO 1} TOV VOGOKOLO GOG Y10 TEPIGGOTEPEC TANPOPOPIES.

Orav to Bexsero yopnyeitot tavtdypova pe GAAa UPOALa, TPETEL VO, YOPNYEITAL GE SLUPOPETIKES
0éoeig éveong.

O ywTpdc 1 0 VOGoKOpoG cog Hropel va cag {ntmoet va dMoeTe 610 madl oG PAPLLOKO TOV LELDVOLY
TOV TVPETO, KOTA TN SIAPKELN Kot LETE TN yopriynom tov Bexsero. Avtd 0o fonbfoel va neplopiotody
UEPIKEC Mo TIC avemBounteg evépyeleg Tov Bexsero.

Kinon ko Oniaopog

Edv eicBe éyxvog 1) Onhalete, vouilete 6T pmopel va glcbe £ykvog N oxedidlete vo amokTNoETE MO,

{ntote ) svpPfovin ToL YlTpov cag TPoTol oag yopnyndel to Bexsero. O yatpdg cag evoéyetar va
cog ovotnoel va AdPete To Bexsero edv dtotpéyete vynio kivouvo ékBeomg e UNVIyYITIOOKOKKIKTY|

Aoiuwén.

OofyNon KoL LEPLOROS PNY AV RLATOV
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To Bexsero dev el kapia 1 €L OCLOVTY EXLOPACT] GTNV TKAVOTITO 001 Y1OTG KOl XEIPIGLLOD
pnyovnudtov. Qotdc0, KATOEG amd TG AVETIBVUNTEG EVEPYEIEG TTOVL AVAPEPOVTAL GTNV
mapdypapo 4 «I[TiBavéc avemBOUNTES EVEPYEIED EVOEYXETAL VO ETNPEAGOLY TPOCOPIVA TNV TKOVOTNTA

001yNoNG N YEPICUOD UNYOVIUATOV.
To Bexsero wepiéyel yAmpLovyo vatpio

AVTO TO PUPUOKEVTIKO TPOIdV TTEPLEYEL MyOTEPO ad 1 mmol vatpiov (23 mg) avd 66om, dnradn eivar
0VGLOOTIKGE «EAEVOEPO VOTPIOLY.

3. [ag vo xpnoponomeste 1o BEXSERO

To Bexsero (0,5 ml) 8a yopnyn0si, og €5dg 1 oT0 MA1 GO, Ao Evav YaTpod 1 VOGOKOHO. Oa
xopnynOel pe éveon og évo o, cuVROOE 6TO UNPO Yol To, BPEPT Kot 6TO Gved TURI TOL Ppoyiova
Y10l TO TOdLA, TOVG EPMPBOVE Kot TOVG EVIAKEG.

Eivai onuoavtikd va akohovbeete T 00MYiEC TOV Y10TPOD 1 TOL VOGOKOUO, HGTE TO TULdl 6O VA
0AOKANPAOCEL TN GEPE TV EVEGEWDV.

Bpéon nhkiag 2 pnvov é0g S pnvav Katd Ty IpdT 660n

To mawdi cag B Tpémet va AaPet o apykn oepd dVO0 1 TPUDV EVEGEMV TOL EUPOAIOD KO, OTN

ouvERELd, Uio TPOoheTn €veon (avapvnoTiky| d0om).

- H mpdytn éveon mpémel va yopryeital oe nAikio TOLVAGIGTOV 2 UNV@V.

- Edv mpdkettan va xopnynbovv tpeig apyikég 00GELS, HETAED TV EVECEMVY TPETEL VO, LEGOAUPET
Staotnpo TovAdyoTov 1 unvac.

- Edv mpdkerton va xopnynbovv dHo apyiiés d0oels, Letalld Tov evécemv TPEMeL va LecoloPel
SLAGTN O TOVAGYIGTOV 2 UNVOV.

- Mo avapvnotikn 86or Ba xopnynbei oe nlkia peta&d 12 pnvov kon 15 pnvov petd and
SlaoTn e TOLAGYIGTOV 6 VAV ard TNV Televtaia £veoT) Tov apytkob KOKAovL. Xe nepintwon
kaBveTEPTONG, 1 AVOUVNOTIKN 800 dgv Ba Tpémet va yopnyeital Hetd v NAKio Tov
24 umvov.

Bpéon nhkiog 6 pnvov £éog 11 pnvov katd Ty TpaTn 660n

Ta Bpéen niiag 6 unvev éog 11 pnvav Ba mpénet va Adfovv dVo evécelg tov gpPoiiov kot o1n

ouvéyela pua mpdcbetn éveon (avapvnotiki o6on).

- Metaéd TV evéoemv Tpémel va pecoloPel d1doTna TOVARYIGTOV 2 UNVOV.

- Mo avapvnotikn 8601 Ba xopnynbetl Katd o devTEPO £10C NG (NG 0pod pecolafnoet
SaoTn e TOLAGYIGTOV 2 uNnvav ard n dedtepn Eveon.

Nnjma nakiog 12 pnvav £0g 23 pnvav Kota v TpdTy 6601

Ta vima nAiag 12 unvav g 23 unvov Ba tpénet va Aapovv 600 evécelg Tov gufoiiov

axolovBobpeveg and pia Tpdchetn éveon (avapvnoTikn 66om).

- Meta&d TV evécemv TPEnEL Vo LECOAUPEL S1AGTNILA TOVAGYLIGTOV 2 UNVAV.

- Mo avapvnotikn 06or Ba yopnyndet petd omd ddotnua 12 €mg 23 unvav petd ™ devTepn
éveon.

Howora nuxkiog 2 etav g 10 eTOV KoTd TNV TPAOTN 660N

Ta mwond1d nhwciog 2 etdv g 10 etdv Ba mpénet va Adfovv dVo evéoelg Tov gpPoiiov.

- Meta&h Tov evésewv pénel va pesolofet dtdotnua tovAdyiotov 1 unvoc.

To maudi cog pmopet va, AdPet o emmAéov éveon (avapvnoTikn d6om).

"Eonpor ko evijiikeg niakiog 11 1@V kot dve katd TNV TpAOTN 0001
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Ot épnPot (amd 11 etdv kot dvw) Kot ot eviihkeg Ba mpémetl va Adfovv 600 evécelg tov gpforiov.
- Metoéh TV evécemv Tpénetl va pecoraPel dStdotnuo TovAdyiotov 1 unvoc.
Mmropei vo, AdPete pia emmAéov éveon (avapvnoTiky o06om).

EviilMkeg nukiog ave tov 50 etav

Agv vrdpyovv dedopéva yio eVAAKeC NAkiag ave tov 50 etdv. Zvufovievteite 10 yloTpd 60G Yo TO
€av givar @@EALO Yo €0dg va AaPete to Bexsero.

Edv éxete mepartépo amopieg yio to Bexsero, potiote 10 y1otpo 1] TOV VOGOKOO GOG.

4. MBavéc avemBOuNTES EVEPYELES

Onwg 6ha T euPforia, £T61 Kot avTd T0 UPOAI0 pmopel vo TPoKAAEGEL AVETIOOUNTEC EVEPYELEC, AV KaL
dgv mapovctalovial e 6AOVS TOVG avBpmTovc.

Orav to Bexsero yopnyeitan o€ €6dg 1 T0 TOUdi 60OG, OL TOAD GUYVES OvemBOUNTEG EVEPYELES (Umopet

va ennpedoovy meptocdtepa omd 1 ota 10 dropa) mov pmopel va Tapovcidoete eogic 1 To Tondl 6og

(&xovv avapepbel og Oheg TIG NAIKIOKEG OUAOES) Elvat:

- movoc/evatstncio otn BEon ¢ Eveonc, epuBpotnTa Tov dépuatog otn BEon ¢ Eveong,
TpN&Eo Tov déppatog otn Béom g Eveong, okAnpuvor Tov dépuatog ot 0éon g veong

Ot axdAov0eg avemBOunTec evépyeleg Umopel emiong va EUPAVICTOOV UETE T Ay Tov gufoiiov.
Bpéon ko mandra (nkiog éog 10 eTav)

oA ovyvég (avtég umopei va emmpedoovy mepiocotepa amd 1 ato 10 dtoua): Topetdc (> 38 °C),
anmAELn TNG OpeENS, evacinaia otn Béon g éveong (cvumepiapfavetorl coPapr| evoicOnocia ot
0éom g éveong, n omoia odnyel g KAApa Otav Kiveitan To eUPoraciéVO AKpo), TOVOG GTIC
apBpmocelg, depuatikd e&avonua (moadid nikiog 12 €wg 23 unvav) (6x1 cuyva LETE OTO VOUVIOTIKY
d0o1), vrvniia, evepedioTotTo, GVVNHOIGTO KAGUA, EUETOC (Ol CLYVN LETA GO OVOUVOTIKN dOGT),
S1ippoLa, TOVOKEPAAOG,.

Yuyvég (avtég pmopet va emmpedoovy £ 1 ota 10 dropa): depuatikd e&avonua (Bpéen kot mwodid
niwiog 2 éoc 10 etdv).

‘O ovyvég (owtég pmopel va emnpedoovy €mg 1 ota 100 dropa): vynAodg mopetog (> 40 °C), oroopol
(ovumepiapfavovton mopetikol omacpot), Enpodeppio, oypdTNTa (CTAVIO LETE OO AVOUVIOTIKT
d6om).

Yravieg (avtéc pmopei va emnpedosovy émg 1 ota 1.000 dtopa): vocog tov Kawasaki, ) omoio pmopet
V0, GUUTEPIAAUPAVEL COUTTOUATO OTMG TVPETOG UE OLEPKELD AV® TWV TEVTE NIEPDV, VO GUVOEETAL LIE
deppraticd e£vOnUa 6TOV KOPUO Kot HEPIKEG POPEG VAL akoAovBeital amd EePAOVIICUA TOV OEPUATOG
oTa YEPLOL KOl TO, OAKTVAN, TPNEWO TOV AdEVOV GTOV AaLd, KaOmG Kot KOKKIVA HATLo, XEIAN, pdpvyya
Kol YAOGGO, KVNoUDdES eEAvON L, depLaTIKO eEAVONLOL.

"Eonpot (am6 11 eV Kol Gve) KoL EVIAIKES

oAb ovyvég (awtég umopel va enmpedoovy mepiccdtepa and 1 ota 10 dropa): mévog otn BEom g
€veonG oV 00NYel 6€ adLVApIN EKTELEGTG TMV PLGIOAOYIKOV KOONUEPIVOV dPACTIPIOTHTOV, TOVOG
TOV LOOV Kol TOV apdpdoemv, vouTia, Yeviko aicOnua adtodeciog, movokePaiog.

O1 Topevépyeleg mov Exovv avapepbel amd Tn ¥pNon UETA TNV KVKAOPOPI TOL TPOIOVTOC TNV ayopd

mepthappavouv:
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ALOYKOUEVOL AELLPAOEVEG.

AAlepyiéc avTidopdaoelg mov pmopel va mepthapfavouy Baptdg Lopeng oidnia TV XEADV, TOV
OTOUATOG KO TOV GApvYYQ (To omoio pmopel va TPoKaAEGEL SVGKOAIN GTNV KOTATOGT), SUGKOAID TNV
avamvor| Pe cuptyuod 1 Prya, eEvOnua, andielo GLVEIONONG Kot TOAD YapNAN apTNPLOKT TEST).
Koatdppevon (arpvidia poikn vrotovia), LetwpéEvn avtidpaon and m cuvndiopuévn oe epebicpata 1
ENheym ovTIANYNG Kot @ypoTNTa 1] VTOKHOVT YPOLA TOL OEPUATOC GE TodLd VEOPNG NALKING.

AioOnpo Mmobupiag 1 Aurobupio.

Agppotikd eEavOnua (épnpot amd v nAkio tov 11 etdv Kot eVAMKEQ).

[Mvpetog (épnPor amd v nhikio tov 11 etdv Kot eVIAMKES).

AvTidpacelg 0to onueio g £veong OT®G EKTETOUEVO TPNELLO TOV EUPOALOGHUEVOD AKPOV, PAVKTUIVEG
EMAV®O 1 YOP® 0omtd TN BEom Eveong kot oKANPO e£0YK®O 6TO oNpElo TG Eveong (To omoio pmopei va
mopapeivel Yo teplocdTEPO amd £va Pva.

Avoxkapyia tov avyéva 1 ducave&io Tov oeHaAIoD 610 PG (POTOPORin), TOV VTOIEWKVOOLY
epediopd Tov unviyyov, &xovv avaeepbel omopaducd Atyo petd tov epfoiiacud. AvTd T0 CLUTTOLOTO
NTOV NTLOG Kol TUPOSIKNG PVCEMC.

Avo@opa avemBopnTov EvepyELOV

Edv mapotnprioete Kamoto avemBOunTn evEPYEL, EVIILEPDOTE TO YLUTPO, TO PAPUAKOTOLO 1) TOV/TNV
VOGOKOWO c0¢. AVTO 1oYDEL Kot Yo KAOe Thovn avemBOuntn evEPYELD TOL OV AVOPEPETOL GTO TOPOV
@OALO 0OMYIDV Yprione. Mrmopeite emiong vo avapépete avemBounteg evépyeleg omevdeiog, LG TOL
€0VIKOV GUGTNUATOG OVOPOPAS TOV avaypapetar 6To [lapdpmmua V. Mécm g avapopdg
AVETIOOLNTOV EVEPYEIDV UTOPETLTE VO, fonONCETE TN GLALOYN TEPLOCOTEPMV TANPOPOPLDY CYETIKE
LE TNV ACPAAELN TOV TAPOVTOG PAPHUAKOL.

5. Iag vo pvrdccete To BEXSERO

To guPfoiio avtd TPEmel va pLAAGGETOL GE PEPT) TTOV deV TO PAETOLY KOl eV TO POAVOLV T TTOdLA.
Na un gpnowonoteite ovtd 10 EUPOAL0 PETE TV NUEPOUNVID ANENG TOV AVOPEPETOL GTO KOVTI Ko
OTNV ETIKETA TNG TPOYELUGUEVTG GUpLyyog Letd tnv €vdeltn AHEH. H nuepounvio Anéng sivat

N TeEAELTALO MUEPD TOV LI VO TTOL OVOPEPETAL EKEL.

dvAdooete og yoyeio (2 °C — 8 °C). Mnv kataylyeTe.
duAdooete oTNV OPYIKN CLCKEVAGIN Y10l VO TPOGTATEVETAL OO TO PWG,.

Mnv metdite @APUAKA GTO VEPD TNG OOYETELGNC 1| GTA OKLOK(A amoppippata. Potote to ylotpo

1] TOV VOGOKOO GOG Y10l TO TAG VO TETAEETE TAL PAPLLUKOL TTOV OEV YPTCLLOTOLEITE L. AVT T PLETPOL

Ba Bondnoovv oy npoctacio tov nepPdAiovoc.

6. Mepreyépeva TG GVOKEVAGING KOL AOLTEG TANPpOPOPies

T epréyer To Bexsero

Mia 660m (0,5ml) mepiéyet:

ApooTiKéC ovoieg:
Avacvvdvaopévn mpoteivn > chvinéng NHBA tov Neisseria meningitidis 50 pkpoypoppdpion
opoopdoac B
Avacvvdvoopévn mpoteivn>? NadA tov Neisseria meningitidis opoouadog 50 pikpoypappdpilo
B

Avacvvdvaopévn mpoteivn > chvinéng fHbp tov Neisseria meningitidis 50 pkpoypoppdpion
opoopddag B

38



Kvotidw eEmtepikng pepppavng (OMYV) and Neisseria meningitidis

opoouddag B, atéheyoc NZ98/254, uetpobpeva mg mocotNnTo OAKNG

npwTeivng mov mepiéyet PorA P1.4%

mapayouevn o Kottapa E.coli pe teyvohoyia avacuvovaspévov DNA
TpoGpoeNUEVN o€ VEPoEeidio Tov apyidiov (0,5 mg AlPY)
NHBA (avtiyovo tov Neisseria mov decpevet tnyv nmopivn), NadA (mpockoAiintivi A tov

Neisseria), fHbp (mpwteivn mov deopedel Tov mapdyovta H)

Al\o cVOTATIKG:

XAwprovyo vatplo, 16Tdivn, cakyapoln kot Homp yio evésipa (BAETE Tapdypapo 2 yio TEPIGGOTEPEC

TANPOPOPIEC GYETIKA LIE TO VATPLO).

Epgdévion tov Bexsero kou mepieyOpueva TG 6VOKEVAGIOG

To Bexsero givat éva £va Aevko 1p1dilov evardpnpua.
To Bexsero dwotifetan o€ mpoyepuopévn cupryya 1 d6ong pe 1 xopic yoplotég PehOveg, GLOKELOGIEG

1 ko 10.

Mmropei va, unv KuKAOQOPOoLV OAEG Ol GUCKEVAGIES.

Karoyog Adsrog Kvkhogopiac:

GSK Vaccines S.r.l.
Via Fiorentina 1
53100 Siena
Italio.

Hopaockevaotic:

GSK Vaccines S.r.l.
Bellaria-Rosia

53018 Sovicille (Siena)
Ita)io.

INo omoladnmote TANPOPOPic: GYETUKE LLE TO TOPOV PAPUAKEVTIKO TPOIOV, TopaKoreicde va
angvBuvleite 6TOV TOTIKO AVTITPOGOTO TOV KATOYOL TNG AOELNS KUKAOPOPING:

Belgié/Belgique/Belgien
GlaxoSmithKline Pharmaceuticals SA/NV
Tél/Tel: + 32 10 85 52 00

Bbbarapus
GSK Vaccines S.r.l.
Ten. +359 80018205

Ceska republika
GlaxoSmithKline s.r.o.
Tel: +4202220011 11
cz.info@gsk.com

Danmark

GlaxoSmithKline Pharma A/S
TIf: + 4536 3591 00
dk-info@gsk.com

Deutschland
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Lietuva
GSK Vaccines S.r.l.
Tel: +370 80000334

Luxembourg/Luxemburg
GlaxoSmithKline Pharmaceuticals SA/NV
Tél/Tel: +32 10 85 52 00

Magyarorszag
GSK Vaccines S.r.1.
Tel.: +36 80088309

Malta
GSK Vaccines S.r.l.
Tel: +356 80065004

Nederland

25 kpoypappdpio



GlaxoSmithKline GmbH & Co. KG
Tel: +49 (0)89 36044 8701
de.impfservice@gsk.com

Eesti
GSK Vaccines S.r.l.
Tel: +372 8002640

EALGdo
GlaxoSmithKline Movonpoécwnn A.E.B.E
TnA: +30210 68 82 100

Espaiia
GlaxoSmithKline, S.A.
Tel: + 34 900 202 700
es-ci@gsk.com

France

Laboratoire GlaxoSmithKline
Tel: +33(0) 13917 84 44
diam@gsk.com

Hrvatska
GSK Vaccines S.r.l.
Tel.: +385 800787089

Ireland
GlaxoSmithKline (Ireland) Ltd
Tel: + 353 (0)1 495 5000

Island
Vistor hf.
Simi: +354 535 7000

Italia
GlaxoSmithKline S.p.A.
Tel: +39 (0)45 7741 111

Kvmpog
GSK Vaccines S.r.l.
TnA: +357 80070017

Latvija
GSK Vaccines S.r.l.
Tel: +371 80205045

GlaxoSmithKline BV
Tel: + 31 (0)33 2081100

Norge
GlaxoSmithKline AS
TIf: +47 22 70 20 00

Osterreich

GlaxoSmithKline Pharma GmbH
Tel: +43 (0)1 970750
at.info@gsk.com

Polska
GSK Services Sp. z 0.0.
Tel.: + 48 (22) 576 9000

Portugal

GlaxoSmithKline - Produtos Farmacéuticos,
Lda.

Tel: + 35121 412 95 00

FL.PT@gsk.com

Romania
GSK Vaccines S.r.l.
Tel: +40 800672524

Slovenija
GSK Vaccines S.r.l.
Tel: +386 80688869

Slovenska republika
GSK Vaccines S.r.l.
Tel.: +421 800500589

Suomi/Finland
GlaxoSmithKline Oy
Puh/Tel: + 358 10 30 30 30

Sverige
GlaxoSmithKline AB
Tel: + 46 (0)8 638 93 00
info.produkt@gsk.com

United Kingdom (Northern Ireland)
GSK Vaccines S.r.l.

Tel: +44(0)800 221441
customercontactuk@gsk.com

To mwapov vAlo 00NYLOV yp1ioNs avaBewpiOnke Yo teElevTaio popd ctigc MM/EEEE

Aemtopepeic TANPoPopieg Yo TO APHOKO AVTO ivol SIBEGIUES GTOV SIKTLOKO TOTO Tov Evpmmaikod

Opyoviopuov ®apudkwv http://www.ema.europa.eu.
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O A po@opicc mov aKkorovBoVV amevOivovTaL povo o€ erayyelpatieg vysiog:

Kotd ™ pviaén propei va mapotnpndet Eva Aentd vrorevko inpo 6Ty TPOYEUGUEVT] GUPLYYH TOV
TEPLEYEL TO EVOLMDPTLLOL.

[pwv and ™ ypnomn, N TPOYEUIGUEVT] GOPLYYO TTPETEL VO, avaKivnOel Kald, MoTE Vo GYNUATIOTEL
OLLOLOYEVEG EVOLMPMLLAL.

To epuPoiio mpémet vo, eEeTAlETON OTTIKG Y10 ALOPOVUEVO COUOTION Kot GAAOI®GT) TOV YPDOUOTOC TPV
ato TN XOPNYNOoN. L& TEPINT®ON TOL TapaTNPNOel omo10dNTOTE EEVO CMOPOVEVO GMOUATIOW T)/KO
SpOoPoTOINGMN TNG EUPAVIOTS, U YopMYNoeTe To epPorto. Edv ot cvokevacio mapéyovial dvo
Beloveg d10pOPeTIKOD PUNKOLGS, EMAEETE TNV KATAAANAN BEAOVa Y10 VO S10oPUAIGETE EVOOUVIKT

xopnynon.

Mnv KatoyoyeTe.
To Bexsero dev npémet va avapeyfei pe dala epfoiia oty ido copryya.

Edv amatteital n cuyyopnynon tov pe G euPoria, ta suPoiio Tpémet vo xopryohvTal GE
SlpopeTIKEG BEaEL veong.

Amauteital Tpocoyn dote va dtuc@arileTal 0TL 1| Yop1ynomn tov uPoriov yivetal LOVo EVOOUVIKA.

Odnyieg yro TNV TpoyEousévn cOPLYYO,

IIpocappoyéag

Luer Lock Kpatniote ) ovpryyo and tov KOAVOpo OxL amd

70 éuPoro.

Eppodo Eefdmote T0 TOUA TG GVPLYYOS GTPIBOVTAg TO
apLoTEPOGTPOPAL.
KodAwdpo
pos Iopa
Tnueio covdeong INa va tpocappdcete ™ Beldva, GuvoEsTE TO
N BeAdvag onueio ovvdeong otov tpocapuoyéa Luer Lock
Il ; 7 g KOl TEPIOTPEYTE EVA TETAPTO TG OTPOPNC
" de&ootpona péypt vo arcBavbeite 6Tt
KAEWODVEL.

Mnv tpafdre to EuPoro g cvpryyog EEm amd
S Tov KOAwvOpo. Edv copfet, un yopnynoete 1o
A guporto.

Andppiym
Kda0e aypnoiponointo @appokeutikd mpoidv 1| VIOAELLO TPEMEL VO, ATOPPITTETOL COLLPOVA LE TIG
KOTA TOTOVG 1GYVOVGEG OYETIKEG OLOTAEELS.
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