IHAPAPTHMA 1

MEPIAHYH TQN XAPAKTHPIZTIKQN TOY ITIPOIONTOX



V¥ To QAPLOKO aVTO TEAEL VIO CLUTANPOUOTIKY] TOPAKOAOVONGN. AVTO Ba emtTPEWYEL TO YP1YOPO
TPOGIOPIoUO VEDV TANPOPOPLOV OAGPAAELNG. ZNTEITOL OO TOVG EXAYYEAUATIEG VYELNG VO OVAPEPOLY
omolecdnmote mbavorloyovpeveg avemBounteg evépyeieg. BA. mapdypapo 4.8 yia tov 1pdmo
avaQopdig avemBOUNTOV EVEPYELDV.

1. ONOMAZXIA TOY ®PAPMAKEYTIKOY ITIPOIONTOX

Vaxneuvance eVEGLLO EVALOPTILO. GE TPOYEUIGUEVT] GOPLYYOL
2ulevypévo ToAVGUKYOPLOKO TVEVHOVIOKOKKIKO ePoAto (15-00vapo, Tpocpopnuévo)

2. HOIOTIKH KAI HOXOTIKH XYNGEXH

1 060m (0,5 mL) mepiéyst:

[TVELHOVIOKOKKIKO TOADGaKYap1dKd opdTumo 112 2,0 pkpoypoppdpio
Tvevpoviokokkikd toAvcakyapidikd opdrumo 3'2 2,0 pikpoypappdpio
TTveLHOVIOKOKKIKO TOAVGaKYapISIKd opdTLTo 412 2,0 pKpoypoppapiol
[TVELLOVIOKOKKIKO TOADGaKYap1dKd opdTumo 512 2,0 pkpoypoppdpio
ITvevpoviokokkikd ToAvcakyaptdikd opdtumo 6A ! 2,0 pkpoypoppdpio
Ivevpoviokokkikd ToAvGakyaptdikd opdTumo 6B 4,0 KpOYPOLLLLAPLOL
TTvevpoviokokkikd toAvcakyapidikd opdérumo 7F'2 2,0 pikpoypappdpio
[TVELHOVIOKOKKIKO TOADGAKYap1dikd opdTumo 9V 12 2,0 pkpoypoppdpio
TTvevpoviokokkikd toAvcakyapidikd opdéTumo 1412 2,0 pikpoypappdpio
ITvevpoviokokkikd ToAvcakyoaptdikd opdtono 18CH2 2,0 pkpoypoppaptol
[TVELHOVIOKOKKIKO TOADGaKYap1d1Kd opoTumo 19A 2 2,0 pkpoypoppdpio
[vevpoviokokkikd toAvcakyapdikd opdtumo 19F2 2,0 pkpoypoppdpio
ITvevpoviokokKiko ToAvcakyopidikd opodtumo 22F!2 2,0 Kpoypoppaptol
[vevpoviokokkikd toAvcakyaptdikd opdtumo 23F2 2,0 pkpoypoppdpio
[TVELHOVIOKOKKIKO TOAVGaKYaptdikd opdTumo 33F!2 2,0 pkpoypoppdpio

Tulevypévo pe v CRM o7 pmteiv popéa. H CRM o7 givar pia un to&ikh petdAloén g
dupBeprtikng avato&ivng (ue mpoélevon amd to Corynebacterium diphtheriae CT) ekppaldpevn
avacvvdvacuéva og Pseudomonas fluorescens.

TIpocpoPnuévo 6 POGPOPIKO OPYIAO MG OVOGOEVIGYVTIKO.

1 360m (0,5 mL) mepiéyet 125 wikpoypappdpio apyitio (A1) kot mepimov 30 pikpoypoppdpia CRMigr
TPOTEIVY PopéaL.

"o Tov T pn katdloyo TV ekdOY®V, PA. Topdypapo 6.1.

3. OPAPMAKOTEXNIKH MOP®H

Evéowo evoudpnpua (éveon).
To guPorto eivar Eva 1p1dilov evardprnpa.

4. KAINIKEX ITAHPO®OPIEX
4.1 OgpamevTikég evositelg
To Vaxneuvance evOgikvuTal Yo EVEPYNTIKT] OVOGOTOINGT Y10 TV TPOANYT TG SIEIGIVTIKNE VOGO,

g mveLHOViag Kot TG 0&glag LEGTG MTITIONG TOL TPOKOAOVVTAL OO TO Streptococcus pneumoniae Gg
Bpéon, mandid ko pPovg nhikiag amd 6 fdouadov mng KAT® TV 18 eToV.



To Vaxneuvance gvogikvutal yio EVEPYNTIKY| 0VOCOTOINGT| Yol TNV TPOANYN TNG SIEICIVTIKNG VOGOV
Kot NG TVeELHOVioG Tov TpokaiodvTol and to Streptococcus pneumoniae o€ dropa nAikiog 18 etmv

Kol Ovo.

BA\éne mopaypdpovg 4.4 kot 5.1 yio TANpo@opieg GYETIKE LLE TNV TPOGTAGIO EVOVTL GLYKEKPIUEVDV

TVEVLLOVIOKOKKIKMV OPOTOTMV.

H ypnion tov Vaxneuvance mpénet va kabopiletor pe fdon T1g enionueg cuoTAcELG.

4.2

Aocoloyia

Aocolroyia Kol TPOTOS YopPYNOoNS

Hpoypoune epfoiracuod povtivag g Bpéen kKo Tordra nikiog oo 6 efoopnadmv s KdTw

TOV 2 ETOV

28100, OPYIKNC OVOTOTOINONC
000-000swy oxoiovBoducvy
OO UIO. 0VouVHoTIKY 000N

To cuvieTOUEVO GYNILOL avocoToINoNG amoTeleiTal amd 3 S0GELg
Vaxneuvance, 0,5 ml n kaBepio. H mpdtn 660om divetar to vopitepo
otV NAKia tov 6 g 12 eféopnddmv, pe po devtepn SO0 va
yopmyeitan 8 efdopadec apyodtepa. H tpit (avapvnotikn) d6on
cuviotdrtol oty nAkio peta&d 11 g 15 unvov.

2EIPC OPYIKIIC QVOGOTOIoHC
TPIOV-00GEWY
axolovBovusvy omo uio
oVauUvVnoTiky 000H

"Eva oynua avocomoinong mov anoteleitor amd 4 066e1g
Vaxneuvance, 0,5 ml 1 kaBepio, pmopet va dobei. Avt n cepd
apPYIKNG avocomoinong amotereital and 3 S0GELS, LE TNV TPOTN
d0om va divetal to vopitepo oty nhikia tov 6 £oc 12 fdouddwv,
pe éva dtaotnpa 4 £m¢ 8 efdopddnv HeTald TV 00GE®V 6T GEPd
apyknc avoocomoinong. H tétapt (avapyvnotikn) d6on cuvictdton
otV NAkio peta&d 11 éog 15 pnvodv Kot TOLVAXYIoTOV 2 UVES LETA
TNV tpitn 600m.

Llpowpo. Bpépn

(<37 gfdouaddec kdnonc xoza

T yévvnarn)

To cuvieTdEVO GYNIOL 0voGOoToinoNg amoteleitat and pio celpd
OPYIKNC 0VOCOTOINoNG TPLOV-00ce®V Vaxneuvance
akoAlovBodpevn amod pia téraptn (avapvnotikn) d6om, 0,5 mln
kaBepio, OTMC pio GEPA apyIKNG VOGOTOINGNG TPLOV-00GEMY
axoAovBobduevn amd pio Socoroyio avapvnotiknig 06ong (BA.
mopaypdeovg 4.4 kot 5.1).

Hponyodusvog suflorioouoc
ue atro ovlevyusvo
TVEVUOVIOKOKKIKO EUBOA10

Bpéopn kot modid ta omoia £xovv EEKvioel avoconoinoT 1e GAAo
ovlevyHéVo TVELLOVIOKOKKIKO ePforto pmopet va petafoiv og
Vaxneuvance cg 0mo100Mnote onpeio 6to TPOYypapUd ELPOAIACHOD
(BA. mapdypago 5.1).

Ipoypoppa gpforracnod avarinpoong yio tardid nhkiag 7 pnvav £mg KaTom Tov 18 eTav

Mn suforiacuéva Bpépn
niixioc 7 éwc KGTw TV

12 unvav

3 ddo¢ig, 0,5 ml N kobepia, pe Tig dVO TPAOTEC dOGELS VO divovTal UE
ddotnua TovAdytotov 4 gfdouddwv puetald Tmv ddcswv. Mia Tpitn
(avouvnotikn) 6061 cVVIoTATOL LETE TNV NAKio TV 12 unvav, ue
OL@opQ amd TN OEVLTEPT 0OGT] TOVAAYIGTOV 2 UNVAV.

Mn suPoriocuévo maudia
nlixioc 12 unvayv éwc kdrw
v 2 10V

2 d6o¢1g, 0,5 ml n kabepia, pe éva ddotnpa 2 pnvav petald Tov
docewv.

Mpn suforiacusva n un
TANpwe eufolicousva raudid,
Kot éonfor nhikioc 2 éwc
Karw Ty 18 ety

1 660om (0,5 mL).




Edv &yel yopnynOet mponyodpevo culevypévo mvevLOVIOKOKKIKO
euPorio, Bo Tpémel va TEPAGOVY TOLAGYIGTOV 2 UAVEG TPV OO TN
xop1ynon tov Vaxneuvance.

Hpéypappo epforacpov yia dropa nhxiog 18 eTdV Ko Gve

Aroua nhixiac 18 ety xou 1 660m (0,5 mL).
dvew

H avayxn yuo emavepfoloacuod pe pio emokdoiovdn d6omn tov
Vaxneuvance dgv €xel Tekunplobet.

E1dixol mnBoouoi

Mia 060om Tov Vaxneuvance pmopel vo xopnyeiTal o€ ATOUO TOV £(0VV pia 1) TEPIGCOTEPES
VIOKEILEVEG KATAGTACELG O1 OTOLEC T TPOOLUOETOVY GE Evav aENEVO KIvOLVO Yo ppdvion
TVEVLOVIOKOKKIKTG VOGOV (OTTMG ATOLN LLE OPEMAVOKVTTAPIKT VOGO, TOL £Y0VV AoiUmén and Tov 10
avOpomvng avocoavemdpkelag (HIV) 1 avocoemapkn dtopa nikiog 18 €wg 49 etdv pe Tapdyovteg
KIvdUVOL Y10, TVELUOVIOKOKKIKT VOG0, BA. Tapdypago 5.1).

Tpdmroc yopnynong

To epPoro mpémer va yopnyeitan pe evdopvikn éveon. H mpotipnmpevn meproyn eivan 1 mpocsOlomidyio
TEPLOYN TOL UNPOV GTO PPEPN 1 0 OEATOEING LVG OTO AV TUNLA TOV Bpayiova 6Ta TOdLd Kot TOVG
EVIMKEG.

Agv v1tapyovv StaBECILO SEGOUEVA Y10, TN YOPTYNOT LEC® TNG LITOSOPLUG N TNG EVOOIEPUIKNG 000V.
T 00mMyieg oyeTIKA PE TOV XEPIOUO TOV EPPOAIOL TPy amd TN Yopnynon, PA. Tapdypapo 6.6.

4.3 Avrevositeg

YrepevoioOnoio 6Tig SpaoTikég 0VGiEg, 08 KATO10 amd T £KO0YA TTOV AVUPEPOVTOL GTNV
Tapdypoo 6.1 | oe omol0dNToTE EUPOAL0 TTOL TTEPIEYEL d1POEPITIKN avaTo&ivn).

4.4 E101kég TpogtdomocELS Ko TPopuAatels Katd n ypion

IyynAacotnta

[pokeywévov va Pertinbdel n yvnAlooitdmta Tov BIOAOYIKOV QUPUOKEVTIKOY TPOIOVTHOVY, TO OVOUM
KoL 0 0plOUOC TOPTIONS TOV YOPTYOVLEVOL PAPLLAKOV TPETEL VO, KOTAYPAPETAL LLE COPNVELM.

IIpo@VAoén oyeTikd pue TNV 000 YopNynonc

To Vaxneuvance dev TPETEL VO, YOPTYELTAL EVOUYYELOKA.

Avaevlo&ia

Onwg pe 6 ta evéoia eUPOALO, KATAAANAN LOTPIKY] OVIILETMIOT KOl TOPOKOAOVON G TpEmet va
glvar mavta aueca Slobéoipeg o€ TEPITTOON EVOC GTAVIOL OVAPLACKTIKOD GUUPBAVTOC LETA Ao T
yopnynon tov euforiov.

2VVUTTAPYOVG O VOGOC

O guporiacudc Ba mpémet vo avaPEAreTol og GTOUM TOV VTOPEPOLY Omd o&gla GoPfapn eumvpeTn VOGO
N o&eia Aoipwén. H mapovoia pog Amog Aoipwéng kovy xauniod mopetod dev o mpénet va
Kkafvotepovv Tov EUPOAIIGUO.



Opoufonevio Kot dotopoyEc TNEEMC TOV AUATOC

Onwg pe dAhec EVOOUVTKEG EVEGELS, TO EUPOAIO TPETEL VAL YOPNYELTAL [LE TTPOGOYN GE GTOUN TTOV
Aappavovy avtumnkrikn Oepomeio, 1§ o awtd pe Opopfomevia 1 GAAN dotapayn T TEE®S TOV
aipatog Omc 1 apoppo@idio. Apoppayio 1 HOA®TOG UTOPEl Vo EKONAWOEL LETA 0o EVOOUVIKT
YOPYNON GE AVTA T ATOLLA.

Anvowo o€ Tpowpa Ppioen

O mBavog Kivouvog Gmvolag Kot 1) avaykrn TepaKoAovnong e ovamveLoTIKiG AetTovpyiag yio 48-
72 mpec, Ba mpémet v Aapdvovar oy KoTd T YopNyNon TS apYIKNG OEPAS AVOCGOTOINoNG 08
wWontépmg Tpoémpa Ppéen (Yevvnuéva < 28 gfdopdadec kimong) kot wiaitepa yio eketva o Ppéen e
TPONYOVLEVO 1GTOPIKO AVOUTVELGTIKNG aveplpdTToc. Kabmg 1o 6pelog Tov gpfoAilaciod o€ auth TV
opada Ppepdv eivar vyMAd, o epPoAilacuog Yevikd oe Ba Tpémet va avaoTtéAAeTon 1| va kabvotepet.

AvocokoteoToAEVO GTOLLO,

AVOGOKATEGTOALEVA ATOLA, EITE AOY® 0VOGOKATAGTOATIKNG Oepameiag, oG YEVETIKNG avOLOAAG,
hoipméng and HIV, 1§ dAA@V a1Tidv, Wropel va £XouV LEIMIEVT OVTICOUOTIKY ATAVTN oY 6TV
EVEPYNTIKT] OVOGOTOING).

Yrdpyovv d100Ec1L0 SESOUEVE ATPAAELNG KOl OVOGOYOVIKOTNTAG Yo, TO Vaxneuvance yio GToe, e
dpemavokvTTopikn voco 1 Aoipwén amd HIV (BAéne mapdypago 5.1). Agv vrdpyovv dabéoipa
dedopéva acPAAELNG Kol 0VOGOYOVIKOTNTAS Yo TO0 Vaxneuvance o€ dtopo GAA®V E10IKOV
OVOGOKOTEGTOAUEVOV OUAO®V (TT.X. LETAUOGYEVOT] OPYEYOVMV AULOTOMTIKMV KVTTAP®V) Kot O
euPolacuods Ba mpémel va e€etdletal o€ atopkn Paon.

[Ipoctacia

Onoc pe kaOe guPorio, o epPfoitacog pe o Vaxneuvance EVOEYETOL VO, LNV TPOGTATEVEL OAOVG TOVG
gpPortalopevovg. To Vaxneuvance 0o mpootatedel LOVO EVAVTL TOV OPOTUTMV TOL Streptococcus
prneumoniae TOV TEPIEXOVTOL 6T0 UPOAo (BAéme Topaypdpovg 2 ko 5.1).

Ndpro

AvT10 T0 POPUAKEVTIKO TPOTIOV TTEPLEYEL AMydTEPO amd 1 mmol (23 ythiootdypappa) vaTplo ovd d6om
Kol Bempeital ovolaoTikd «eAevBepo vaTpiovy.

4.5 Aliemopdosic pe GAAo QUPRUKEVTIKG TPOIOVTO KO GALES HOPPEG IAANAETIOPAONG

Awpopetikd evéciua eufoila Tpémel TAVTO v YopnyouvIol og SopopeTikég BEcelc Eveonc.

Avoocokotootaltikéc Ospameiec evOEYETOL VO UELDGOLV TIC 0VOGOAOYIKEC OTTOKPIoEIC oTO EUPOALAL.

Bpéon ko moaudid niiog 6 efdopddmv Emg KaTm TV 2 £TOV

To Vaxneuvance umopei va yopnysiton To0TOXPOVO LE OTOL0ONTOTE ATd T 0KOAOLO AV TLYOVa
euPoriov, gite wg povodvvapa gite mg cuvdvacpéva eufoiia: dipbepitidag, TETAVOL, KOKKVT,
moAlopeAitidag (opdtumot 1, 2 kou 3), nmatitdag A, nrotitdag B, Haemophilus influenzae tomov b,
apds, TapoTiTIdog, epuOpis, aveIELAOYIAG Kot EUPOAL0 POTAi0D.

Houdid kot éenPor nhkiog 2 émg K4Tm TV 18 etV
Agv vdpyovv dedopéva Yio TV TaVTOYPOVN YopNyNon Tov Vaxneuvance pe GAla epupforta.

Agdopéva omd pio KAVIKA LEAETN LETA TNV KLKAOQOpPia Tov aEloAOYEL TNV EMidpAcT THS
TPOPVAGKTIKNC ¥PNONS OVTITVPETIKAV (1OVTpOoQaivn Kol TapaKETAUOAN) GTINV 0VOGOAOYIKN
orOKpIon o€ GAAO ELBOAO TVEV LOVIOKOKKOL VTTOONAMVOLY OTL 1] YOPNYNON OVTUTUPETIKAV
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TOVTOYPOVO 1) EVTOC TNE 1010C NUEPOCS TOV EULOMAGLOD EVOEYETOL VO LELDGEL TNV (VOGOAOYIKT
andKplon LETA TN GEPA avocoToinone TV Bpeomyv. Ot amokpicelc 6TV ovauvnotikn 0o Tov
yopnynonke otovg 12 unveg dev emnpedotnkoy. H Khvikn onuacio avtig the mopatnpnong oev sivot
YVOOTN.

Eviiikec
To Vaxneuvance umopei va yopnynbei tavtdypova pe exoyikd teTpaduvapo euPporlo Katd g ypinng

(TUApa 100, adpavomoméVo). AgV DTTAPYOLY OEDOUEVO GYETIKE LLE TNV TOVTOYPOV XPTYNON TOL
Vaxneuvance pe GAAa guforta.

4.6 T'ovipétnTo, KONOGN KOL YoroVYia

Kvnon

Yrdpyet mepropiopévn epmetpio pe TNV xpnom tov Vaxneuvance 6Tig €YKVEG YOVOIKEG.

Meléteg oe (Do dev KATESEIEOV AUEST 1 EUUEST] TOEIKOTNTA GTIV EYKVUOGVUVY, TNV AVATTLEN TOV
£uPpoov, 6Tov ToKETO 1| TNV LETAYEVVITIKY avamtuén (PA. mapdypapo 5.3).

H yopiynon tov Vaxneuvance otnv gykvpocsvvn Ba tpénel va e&etdletal povo 6tav ta SuvnTika
0NN VIEPTEPOVY TOV THAVAOY KIVOIVAOV Y10 TNV UNTEPA Kol TO EUPPLO.

OnAacpog

Agv glval yvootd €dv To Vaxneuvance omekkpivetal 6to avlpmmvo yéa.

Tovipdtra

Agv vrdpyovv dabéciua dedopéva oTov dvBpmmo Yo TV nidpact Tov Vaxneuvance 6Tr| YOVILOTNTO.
Meréteg oe {ma og OnAvkovg emipveg dev Kotadetkvoovy emiPAafeic emdpaoeilg (PA. mapdypago 5.3).

4.7 Emodpacsig 6TV IKavOTNTA 001]71161G KO LEPIGHOV U OVILATOV
To Vaxneuvance dev €xel Kapio 1] £(€L ACTLOVIN EMIOPAOT] TNV IKOVOTNTO 0O YNONG KoL YEPIGLOD
pnyovnpdtov. Qotdc0, OpIGUEVES A TIG EMOPACELS TTOL AVAPEPOVTOL TNV TaPAypapo 4.8

«AvemBOUNTEC EVEPYELES) EVOEXETAL VO ETNPEAGOVY TPOSMPIVE TNV IKAVOTNTA 0dNYNONG 1] XEPLGLOV
pnyovnuéToy.

4.8 AvemOOunteg evépysreg

TIepiAnyn tov TPOEIA acEAAELNC

Houdozpixoc wAnBooudc

Bpéon kot modid nhkiac 6 gfdouddwv £mc KaTm TV 2 ETHOV

H aoopddeia tov Vaxneuvance o€ vy Bpéon, counepthapifavouévey Tpompaov Bpepav, (and v
niwia twv 6 efdouddwv otov Tp®dTO gufoitacud) Kot o Tandid (nAkiog 11 éog 15 unvov)
a&loroynOnke g éva oynua 3 60cemv N 4 S0cemV 68 5 KAVIKEG LEAETEG e GLUVOALKA 7.229
GUUUETEYOVTEG.

Kot ot 5 peréteg a&loddoynoay v acedieia Tov Vaxneuvance otav xopnynonke tovtdypova pe GAra
OO TPIKG PPOA povTivag. Xe ovTéG TiG peAéTes, 4.286 cvppetéyovteg Elafav éva TANPEG oo
Vaxneuvance, 2.405 coppetéyovteg ELafav Eva mAnpeg oy Tov 13-60vapov TveuoVIOKOKKIKOD
ovlevyuévou guPforiov (PCV) kai 538 coppetéyovieg Edafov Vaxneuvance 0tov ypnotuonomonke
Yo va oAoKkANpwOel £va, oynua mov giye Eekivioet pe 1o 13-6vvapo PCV (ko oynua 66Gewmv).
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O1 mo ovyvég avemBounteg avidpdoeig frav mopetio >38 °C (75,2%), evepebiototnta (74,5%),
vovnAda (55,0%), dhyog otn 6éom éveong (44,4%), epunua ot B€om éveonc (41,7%), netmpévn
opeén (38,2%), oxinpovon ot Béom éveong (28,3%) kot tpn&po otn Béom Eveong (28,2%) pe Pdon
ta amotehéopato o€ 3.589 ovppetéyovreg (Ilivakag 1), eapovpuévmv TV GUUUETEXOVI®V TTOV Eiyav
AaBet éva puktd oynua 06cewv. H migiovotnto tov avemiBountmv evepyeimv mov {ntninke n
KaToypoen Toug NTav NTieg £og uétpieg (pe Pacn v éviacn 1 to uéyebog) Kat Likpng S1apKELOG
(23 nuépeg). LoPapég avtdpaoetg (mov opifovral ®g Eva cupPdv mov TpokaAel EvTovo dyyog M
AmOTPETEL TIG cLVNOELS dpaoTnploTnTEG 1 €lval peyéBovg >7,6 cm) eppavictnkay oto <3,5% TtV
Bpepdv Kot TV Toudidy petd amd Kabe 660m, Le e€aipeon v evepebicTOTNTA 1| OTTOlN EPQAVIGTNKE
070 <11,4% TV CUUUETEXOVTOV.

TToud1é ko £onPor nuxiac 2 £mc kGtw TV 18 etdv

H aoopdleia tov Vaxneuvance o€ vyt moudid kot pnpovg a&loloyndnke oe o LeEAETN TOL
nepthapPave 352 coppetéyovieg nhikiag 2 £o¢ Katm tov 18 etdv, ek v onoimv ot 177 éaafav pia
povn 86om Vaxneuvance. g 00T TNV NAKLOKT K00pTH, T0 42,9% OA®V T®V GUUUETEYOVTIOV ElYE
16ToptKd TPONyovuEVOL gUPoracod pe Eva cuievyUéVo TVEVHOVIOKOKKIKO EUPOAL0 YaUnAOTEPOL
c0évoug.

O1 o ovyvég avemBounteg avtidpdoeic NTav dAyog ot 0éom éveong (54,8%), pvodyia (23,7%),
apn&o ot Béom éveong (20,9%), epbnua otn Béon éveong (19,2%), kémwon (15,8%), keporodyio
(11,9%), oxAnpovon ot Béom €veong (6,8%) kar mope&io >38 °C (5,6%) (ITivaxag 1). H mietovotnta
TOV avemBOUTOV evePyEIdY Tov {NTHBnKe N Kataypoer| Tovg Nrav Ameg Eog pnéTpleg (e fdon v
évtaomn M 1o péyebog) ko pukpng ddpketag (<3 nuépeg), coPapés avtdpdoels (mov opilovtar g Eva
ovuPdv mov TpokaAel Eviovo dyyoc 1 amotpénet Tic GLVHBELS dpacTnPLOTNTEG N Elval pueyEéboug

>7,6 cm) epoavictnkay oto <4,5% 1oV Todidv Kot Tov pHPov.

EviAkec nAkioc 18 etdv Kot ve

H aoopdleia Tov Vaxneuvance o€ vyieig kol avocoenopkelg eviiikeg aloloyndnke oe 6 kKhvicég
peréteg, o€ 7.136 eviiikeg nlikiog > 18 etav. Mia enumpochetn khwvikn perétn a&loldynoe

302 evikeg nlkiag > 18 etov pe Aoipwén amd HIV. To Vaxneuvance yopnynonke ce

5.630 evijlikeg, ek TV omoiwv 1.241 frav nlkiog and 18 émg 49 etav, 1.911 frav niwiog amd 50 £wc
64 etdv Ko 2.478 Tav niikiog 65 e1dv kot dve. Amd awtovg Tov Elafav To Vaxneuvance,

1.134 ftav avocoemapkeig evidkeg nAtkiog 18 émg 49 etdv, o1 onoiot dev eiyov Kovévay (n=285),
glyav 1 (n=620) 1 > 2 (n=229) mopdyovteg KIvdLVOL Y10, TVEVHOVIOKOKKIKT] VOG0 kot 152 tav
eviAkee Nikiag > 18 etov pe Aoipwén amd HIV. Emumiéov, 5.253 evilikeg dev elyov TponyovuEvmg
guPolacTtel pe TVELLOVIOKOKKIKO EUPOAL0 Kal 377 evilikeg giyav TPONYOLUEVDS EUPOAOGTEL LE TO
23-00VO0 TVEVUOVIOKOKKIKO TToAVGaKyaptdtkd epporto (PPV23) tovidyiotov 1 €tog mpv tv
gl00y®YN oTN HEAETN.

O1 o ovyvd avapepdpeveg avemBopunteg avidpdoetg petd tov epufoilocud pe to Vaxneuvance
{nmOnkav. v opadomomuévn aviivon Tov 7 HEAETMOV, Ol O GLYVES OVETIBOUNTEG EVEPYELEC NTAV
ovog ot Béom éveonc (64,6%), komwon (23,4%), poaiyia (20,7%), kepororyia (17,3%), mpnépo
ot 0éom éveong (16,1%), epbbnua otn BEon éveong (11,3%) kar apBpadyia (7,9%) (ITivaxag 1). H
TAEOVOTNTA TV AVETBOUNTOV EvepyELdV TTov {nTnniay ftav Nrieg (Le Pdorn v évtaon 1 10
péyeBog) ko pkpng duapketag (< 3 nuépeg). XoPapég avtidpacelg (mov opilovrol og Eva cupPdy mov
OTOTPETEL TNV KAVOVIKN Kanpepwvn dpactnpidtra 1 eivar peyébovg > 10 cm) onueidbnkay oto

< 1,5% 1oV evnAikeov o€ OAo T0 KAMVIKO TPOYPOLLLLO.

Meyarbtepng nAKiog EVAMKES AVEPEPAY AYOTEPES OVETIBVUNTEG AVTIOPAGELS OO TOVG VEOTEPOLC
EVNAIKEG.

Kotdhoyog og popon mivaxko TV ovemfuuntmy eVEPYELDV




2T KAMWVIKEG LEAETEG TV EVNATKOV, TOTIKEG KOl GUGTNLATIKES AVeETBOUNTEC OvTIOpAceElS CnthonKay
Vo KaTaypapoOy Kodnueptvé Hetd tov eufoAlacpod yuo S ko 14 nuépeg, avtiotorya, Kot ota Bpéon,
a1 Ko prPovug Yo €oc Kot 14 nuépeg peto tov pfoiiocud. Xe dhovg Tovg TANOLGHOVC,
avemBouunteg avtidpacelg and avddpunteg avapopis avapépnkay yo 14 nuépeg petd tov
gufolacud.

Ot avemBOUNTES AVTIOPACELS TOV avaPEPONKOV V1o, OAES TIC NMKLOKES OLLAOES VALY pA(pOVTOL GE AVTY|
TNV TAPAYPOPO OVE KATYOPio OpyavIKOD GUGTAUATOS, 6€ PBivovca GElpd GuYVOTNTOC Kot
GoBapornwg H ocvyvomnta kabopiletar og e&ng:
IToAd cuyvéc (= 1/10)
- Xoyvég (= 1/100 émg < 1/10)
- Oy ovyvég (= 1/1.000 g < 1/100)
- Eravieg (= 1/10.000 émg < 1/1.000)
- IToA0 omdvieg (< 1/10.000)
- Mn yvootég (dev umopobv vo, ektiunbovv pe Bacn to dabéoio dedopéva).

Mivaxag 1: Katdioyog 6 pop@n mTivoka TOV avemQopuntov evepysiav



Katnyopia/opyaviké

AvemOoOunreg gvépyereg

Zoyvétnro

ovoTNNO Bpéon/Iladwa/Eenpor Evijlikeg
6EB. £og 2 émg
<2Etq <18E™’
Awtapoyég Tov Mewopévn 6peén IToAd cuyvég XuyvEg -
peTaBoAo LoD Kot TG
Opéyng
Yoyrarpucég Evepehiotomta [ToAd cuyvég Yvyvég -
drataporyEg
Awtapoyég Tov Avtidpaon - - XAviEg
0lVOGOTOTIKOV vrepevacinaciog
GLOTILOTOG ouumepAapUBavopEVEOV
0101 LOTOG YADGGOG,
£EayMG KoL GLGPLYKTIKOD
ooOnuaTog Aaon
AwTopayéc Tov Yrvniio TToAV cuyvég ToyvEg -
vevpikov cvotipotog | Kepolalyio - ITo\d ovyvég IToAd cuyvég
Z6n - - Oy cuyvéch
AwTopayéc Tov Kvidmon ToyvEg ToyvEg YTAVIEG
S€PLLATOG KOt TOV E&avOnpua Suyvég Mn yvootéch Oy ovyvég
VTOJOPLOV 16TOV
Awtapoyég Tov Noavtio - Zoyvég Oy cuyvégh
YOG TPEVIEPIKOV ‘Epetog Zoyvég Oy cvuyvég Oy ouyvég
Awtapoyég Tov Moakyia - [ToAb cuyvég [ToAd cuyvég
HVOCKEAETIKOD ApBpaiyia - - Zoyvéct
GUGTNLATOG KOl TOV
GULVIETIKOV 1GTOY
Tevikcég dratapoyég vaggia':‘ IToAd cuyvég Zoyvég Oy cuyvégt
K0l KOTAGTAGELS TNG >39°C ITo\d ouyvég - -
0800 yoprynong >40°C Toyvéc - -
AAyog g B€omg éveong IToAd ouyvég TToAd ouyvég IToA) cuyvég
Epvfnuo g Béong éveong [To\d ouyvég ITo\d ovyvég [ToAd cuyvég
Ipné&wo g Béong éveong IToAd ovyvég IToAd ovyvég [To\d cvyvég
ZAnpuven g Béong IToAv ovyvég Zoyvég -
éveong
Kvidwon tg 0éong éveong Oyt ovyvég - -
Kénmwon - ITo\d ovyvég [To\d cvyvég
Kvnouodg g 0éong éveong - - 2uyvég
AioOnpa Beppov g - - Oyt ovyvég
0éomg éveong
Moblomeg/aypdtopo g Soyvég Yuyvég Oyt ovyvég
0éomg éveong
Kpvédeg - - Oy ovyvée!

g KOTOYPOpT] SLOPOPETIKDY CLGTNHATIKOV avemBupuntov cupPdviov (nmonke yo cvppetéyovteg nhkiog 2 éwg <3 etdv, an' 6,1ty
GUUUETEXOVTEG NALKiNG >3 €m¢ kAT TV 18 etdv. 'l ovppetéyovieg nhikiog <3 etdv (Vaxneuvance N=32, 13-5vvapo PCV N=28)
nmOnie 1 katoypaen Het@UEVNG OpeENG, evepebiotdtTag, vITvnhiog kot kvidwong omd v Huépa 1 £éog v Huépa 14 petd tov

eupoitacpd. I'o cuppetéyovteg nAikiog >3 £mg katm Tov 18 etdv, {nmonke N Kotaypaen KOTOGNS, KeQUAAAYiag, LaAying kot kvidwong

amd v Huépa 1 éog v Huépa 14 petd tov epfoliacpod.
Touyvn og evijhikeg nAikiag 18 wg 49 etdv

g KMvikég peléteg, dev mapotnpidnkay copBdvia petd To Vaxneuvance o€ vyuj Toudid ko eprpoug ko Vo copPdvto mapotnpionkay

og €101ko0g TANBucpobg (SpemavokvutTapikn voco kot HIV).
*ToAh cvyvn oe evidikes nAkiog 18 émg 49 etdv
tkabopiopévn g Beppokpacia =38 °C

Emnpdobetec mAnpo@opiec yiol GAAA 0GOAOYIKA GYNUOTO, TPOYPAUULATO EUBOAACHOV Kol ELOLKOVC

mAnBvueuovg

Mk, oynuoto 0006V A10POPETIKMDOYV TVLEVYUEVWV TVEDUOVIOKOKKIKMOV EUPOLIwY

Ta Tpo@ik acEALEING TOV WKTOV oYNuatoy 4-00cemv Tov Vaxneuvance kot tov 13-00vauov PCV og

VY1 PPEEN KO TOSIA TALY YEVIKA CUYKPIGLUA [IE QVTH TV TANP®V oYNUATOV 4-00GEmV ElTE L
Vaxneuvance 1 pe 13-60vapo PCV (BA. mapdypoeo 5.1).




Tpoypauo suforiaciod avorAnpwons

H aooddrea a&roroyndnke emiong oc éva mpodypappa epfoiacpod avarinpmons oe 126 vy Ppéon
Kol wod1d nAkiog amd 7 unvev £0¢ Kato Tov 2 etV o ontoia Ehapav 2 1 3 6celg Vaxneuvance e
Béaon v nAikio Kotd ™V elc0y®yn ot HeAET. To TPoiA dcPAAELNS TOL TPOYPAUIATOS
gUPOMOCUOV AVUTANPOGTC TOV YEVIKGA TAPOWOL0 LE TO TPOPIA ACPAAELNS TOV TPOYPAUUOUTOC
guPfolacuov povtivag mov Egkvael amd v nAkio Tov 6 £mg 12 gfdopadmv (BA. mapdypago 5.1).

Houoid ka1 épnfor pe dpemovorvtTopiky vooo 1 e Loiuwdn amo HIV

H aoopddeia a&loroyndnke exiong e 69 moidid kot eprifove niikiog 5 émg kdto tov 18 etdv pe
dpemavokvtToptkn vooo kot og 203 moudid ko epnPovg niikiog 6 g Katw Tov 18 etmdv pe Aoipmén
and HIV,ex tov onoiwv 6Aa Elafav pia povr 66orm Vaxneuvance. To Tpo@il acpdieiog Tov
Vaxneuvance 6€ Toudld e ovTEG TIG KATAGTAGELS NTAV YEVIKE TOPOLO10 LLE TO TPOPIA AGPAAELNG OE
vy Toudd (PA. Tapdypogo 5.1).

Avagopd mBavoroyovuevev avemfountwv evepysidv

H avapopd mBoavoroyoduevov avemBountov evepyeEldv PETA Ao T yopnynon adelog Kukiopopiog
TOV PAPUOKELTIKOD TPOIOVTOG elvan onpavtiky. Emtpénet tn cuveyn mapoakorlovnon g oxéong
0PEAOVG-KIVOHVOL TOV QUPLAKEVLTIKOD TPOIOVTOG. ZNTEITOL Amd TOVG EMAYYEALOTIEG VYELNG VOl
avaPEPOLY 0MOlEGONTOTE TBAVOAOYOUEVES avemBVUNTEG EVEPYELESG LEG® TOV £BVIKOD GLOTHLOTOG
avaopdg Tov avaypdeetal oto [Hopdptnua V.

4.9 Ymepdooolroyio

Agv VTapyoVV dESOUEVA GYETIKA LLE TV LITEPOOGOAOYICL.

5. DOAPMAKOAOTI'IKEX IAIOTHTEX
5.1 ®@oppoxodvvopIKES IOIOTITES
DoppoakobepamenTikny Katnyopio: gufoiia, mvevpoviokokkikd epuporta, kodikdg ATC: JO7ALO2

Mnyovic o dpdong

To Vaxneuvance mepiéyet 15 kekaOapuévovg mveELLOVIOKOKKIKOUG KOWISTKOVG TOAVGUKYOPITEG Ao
Streptococcus pneumoniae (1, 3,4, 5, 6A, 6B, 7F, 9V, 14, 18C, 19A, 19F, 23F, ue tou¢ emmpdsOetong
opotvmovg 22F ko 33F), o kabBévag culevyuévog oe pia mpoteivn popéa (CRMg7). To Vaxneuvance
mpokalei pa e&aptmdpevn omd ta T-KOTTOpa 0vosoA0YIKN OTOKPIGT TOL TAPAYEL AVTICMLLOTO TTOV
EVIGYDOVV TNV OYWOVOTOINGT, TI PAYOKVTTAP®GT KoL T1 H0vATOOT TOV TVELLOVIOKOKK®V Y10
TPOGTAGCIN EVOVTL TNG TVEVHOVIOKOKKIKTG VOGOU.

Ot avocoroyikég anokpicelg pLetd and uown ékbeon otov Streptococcus pneumoniae 1| LETA ATO
TVELHOVIOKOKKIKO EUPOMAGHO HITOPOVV VO TPOGSIOPIGTOVV LUE T LETPTOT| TNG

oY OVoPayoKLTTaPIKNG dpactnprotntos (OPA) kot tov amokpicewv avosocspaipiving G (IgG). H OPA
UVTITPOCHOTEVEL TA AEITOVPYIKE, AVTICOUATO, Kol OempeiTol EVo OTLOVTIKO 0VOGOAOYIKO VTTOKATAGTATO
YOl TN UETPNOT| TNG TPOCTAGING EVAVTL TNG TVEVLOVIOKOKKIKNG VOGOV GE EVIIAMKEG. L Ta Tad1d, Eva
€101K0 Y10 TOV 0pOTLTO Mimedo avticouatog IgG mov avrtictoyei og >0,35 pg/mL pe ypron g
dokpaciog éviopo-cvlevypévng avoconpoopognons (ELISA) tov I1.O.Y. éyet ypnoponombel mwg
TN KATOPAIOVL Yol TNV KAMVIKT a&loAdynon Tov cL{EVYIEVOV TVEVIOVIOKOKKIK®OV gUBOA®V.

KMvikn avosoyovikdétnto o€ vy Bpien., moudid Kol eprifouvg

H avocoyovikdtnrta a&loroyndnie pe Tig avoroyieg andkpiong Tmv 0KV yio Tov opdtuzo IgG (to
TOGOGTO TV GCUUUETEXOVIMV TOV TANPOVGAV TNV T KATOPAIOL TG E01KNE Yia Tov opdtumo IgG
>0,35 pg/mL) kou 116 yempeTpkés péoec ovykevipmoelg IgG (GMCs) otic 30 nuépeg petd t oepd
OPYIKNG 0VOoOoToiNong /Kot HeTd T d0om VNTHoL (AVOUVNOTIKY]). L€ £VO, VTOGUVOLO TMV
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GUUUETEYOVTOV, Ol YemueTpIKol pécot tithot OPA (GMTs) petprinkav emiong otig 30 nuépeg uetd
GEPA apPYIKNG avocomoinong 1/kat LeTd T 06on ynmiov.

Bpéopn kou mardid, wov Aaufavovy Eva mpoypouo. uforiaciot povtivac

Zynua 3-06cewv (apyixn oeipd ovocoroinons 2-66cewv + 1 d0on vymiov)

2N SIMAG-TOQAY|, EAEYYOUEVN LE EVEPYO GLYKPLTIKO Tapdyovta peétn (IIpwtokorro 025), 1.184
GULUUETEYOVTES TUY OO ONKay va AdPovv Vaxneuvance 1| to 13-d0vapo PCV og éva oynua 3-
docemv. O TpdTeg dv0 dooelg yopnynOnkav oe Bpépn nhwiog 2 kot 4 unvav (apyikn celpd
ovooomoinong) Kot 1 Tpitn d6om yopnynonke oe madtd nAkiag 11 éwg 15 pnvav (06om vnmiov). Ot
ovppetéyovteg Ehafav emiong ToVTOYPOVO AN TOSIOTPIKE EUPOALY, CLUTEPIAALUPBAVOUEVOD TOV
guPoliov Potaiov (amd {dvta 10) He TNV 0pyIKn GEPA avocomoinong TV peeov kol Atpbepitidag,
Tétavov, Kokkot (axvttapikd), Hratitidag B (rDNA), IToMopveritidag (adpavomotnpuévo) Kot
Haemophilus influenzae tomov b culevyuévo euPorio (mpospoenuévo) pe Tig 3 d0GEIC 6TO TANPES
GXnHo.

To Vaxneuvance TpokaAel 0voGOAOYIKES ATOKPIGELS, OT®G AEI0A0YOVVTOL OO TIG AVOAOYIES
andxpiong IgG, tig IgG GMCs xat tovg OPA GMTs kot yia tovg 15 opdtumovg mov mepiéyovial 6To
euPforto. Xtig 30 nuépeg PETA TN GEPE OPYIKNG AVOCOTOINGTG dV0-00GEMV, O AVOAOYIEG ATOKPIOTG
TOV EWIKOV Yo Tov opoTuTo IgG Kot ot GMCs ftav yevikd cuykpiotueg yio Tovg 13 kotvoig
0pOTLTOVG Kol VYNAITEPQ Yot TOVG 2 emmpocBetovg opodTumovg (22F kot 33F) otovg Afmteg tov
Vaxneuvance, ge cOYKpIo e TOVG AMrTeg Tov 13-duvapov PCV. Xtig 30 nuépeg petd tn 660om
vnmiov, To Vaxneuvance dgv eivar katdtepo amd to 13-d0vapo PCV yua tovg 13 Kotvoig opdTumong
Kol eivat ovodtePo Yo Toug 2 emmpocheTong 0poTLTTOVS, Owg adloloyeitat amd TIg avaioyieg
anokpiong IgG kot tic [gG GMCs (ITivaxag 2).
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Mivakag 2: Eidikéc Yo Tov opotvmo averoyies amoxpiong IgG ko IgG GMCs otig 30 nuépeg
petd ™ ogpd apkis avocomoinong 2-06cemv (oynua 3-66cewv, llpatokorio 025)

IgG avaloyieg anokprong >0,35 png/mL IgG GMCs
. 13-
B Awgopd dvvapo GMC
Vaxneuvance 13-6vvapo PCV | Tlococtwnioov | Vaxneuvance PCY Avaoyiat*
IIvevpoviokokKiKoi (n=497) (n=468-469) Movadmv* (n=497)
Opotuvmor (Vaxneuvance (n=468- (Vaxne,uvance/
- 13-bvopo 469) 13-6vvapo
Hapatnpodpevn | Maparnpovpevn PCY) PCV)
Am’)prT] Am’)Kpm‘j] (95% CI)* GMC GMC (95% CI)**
Ilocooto Ilocooto
13 Kowoi Opétonott
i 95,6 97,4 -1,9 (-4,3,0,5) 1,30 1,60 0,81 (0,74,
0,89)
3 93,2 66,1 27,1 (22,3, 0,87 0,45 1,91 (1,75,
31,9) 2,08)
4 93,8 96,8 -3,0 (-5,9, - 1,40 1,25 1,12 (1,01,
0,4) 1,24)
5 84,1 88,1 -4,0 (-8,3,0,4) 0,88 1,03 0,86 (0,76,
0,97)
6A 72,6 92,3 -19,7 (-24,3, - 0,64 1,39 0,46 (0,40,
15,1) 0,53)
6B 57,7 50,2 7,5(1,2,13,8) 0,43 0,33 1,31 (1,11,
1,56)
F 97,8 98,9 -1,1(-3,0, 0,5) 2,03 2,42 0,84 (0,76,
0,92)
ov 88,3 95,3 -7,0 (-10,5, - 1,23 1,39 0,88 (0,78,
3,6) 0,99)
14 96,8 97,2 -0,4 (-2,7, 1,8) 3,81 4,88 0,78 (0,68,
0,90)
18C 92,2 92,5 -0,4 (-3,8, 3,0) 1,16 1,30 0,89 (0,80,
0,99)
1A 96,2 97,2 -1,1(-3,4, 1,3) 1,68 2,09 0,81 (0,72,
0,90)
|OF 98,8 99.4 -0,6 (-2,0, 0,8) 2,63 3,35 0,79 (0,71,
0,87)
93F 77,9 70,1 7,8(2,3,13,3) 0,75 0,58 1,30 (1,14,
1,50)
2 Emnpdoetol OpdTumorl yuo 1o Vaxneuvance?
MF 95,6 53 90,2 (87,1, 2,74 0,05 57,67 (50,95,
92,6) 65,28)
13F 48,1 3,0 45,1 (40,4, 0,30 0,05 6,11 (5,32,
49,7) 7,02)

* H extipdpevn dwpopd kot to CI yio ) dtapopd mtocootiainv povadev Bacifovtal ot pébodo Miettinen & Nurminen.

** H GMC avoroyia kot to CI vroloyilovtat ypnoionoidvtos TV KOTavoun t Le TNy ektipmnon dlokdpaveng oo Eva e101K0 yio, Tov
0POTLTIO YPOUULKO LOVTELD TTOV XPNOYLOTOLEL TIG QLOIKEG AOYAPIOLIKG LETOCYNLOTIGHEVES GUYKEVIPMOELS OVTICOUATMOV MG OTOKPLOT|
Kot £vav povo Opo yia TV opddo ePoraciom.

T"Eva sopmépacpio un katotepdmrag yia tovg 13 kotvovg opétumovg Baciletar 6To kardTepo dpto Tov 95% CI to onoio sivon > -
10 mocooTtiaieg povadeg yia ) dtapopd otig avaroyieg amdkpiong IgG (Vaxneuvance — 13-duvapo PCV) 1 > 0,5 ya tyv avoroyio IgG
GMC (Vaxneuvance/13-dOvapo PCV).

#Eva cupmépacpo avetepdTnTog Yo Tovg 2 entmpdchetovg opdtumong Basiletol 610 katdTepo 6pto Tov 95% CI 1o omoio eivor >
10 mocootioieg povades yo T dtapopd otig averoyieg andxpiong IgG (Vaxneuvance — 13-dbvapo PCV) 7> 2,0 ywo v avaroyio IgG
GMC (Vaxneuvance/13-d0vapo PCV).

n= ApOpdg cvppetexdvTeV oL TVYaoToONKaY, ELPoAdoTNKAY Kot GLUUPBAAAOVY GTNV avdAvoT).

CI=ddotpa gpmotocdivig, GMC=yeopetpikn péon ovykévipmon (ng/mL), IgG=avococearpivn G.
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Mivaxkag 3: Ewdikéc Yo Tov opotvmo averoyies amokpiong IgG ko IgG GMCs otig 30 nuépeg
petd ™ 66om vnmiov (oyfpa 3 d6ccwv, lpmtékorro 025)

IgG avaloyieg amoxpiong >0,35 png/mL IgG GMCs
A . 13-
B 1aeopa dvvapo GMC
Vaxneuvance 13-6Yvapo PCV | Tlocootiaiov | Vaxneuvance PCY Avadoria*
Tvevpoviokokkucoi | (n=510-511) (n=504-510) Movédov® | (n=510-511) vohoyie
) (n=504- | (Vaxneuvance/
Opotuvmor (Vaxneuvance .,
i 510) 13-6vvapo
- - - 13-6vvapo
Hapatnpodpevn | Maparnpovpevn PCY) PCV)
Am’)prT] Am’)Kpm‘j] (95% CI)* GMC GMC (95% CI)**
Ilocooto Ilocooto
13 Kowoi Opétonott
-2,9 (-5,0, - 1,28 2,05 0,62 (0,57,
1 96,5 99.4
1,3) 0,68)
0,84 0,66 1,29 (1,18,
3 91,8 83,7 8,1(4,1,12,1)
1,41)
1,29 1,74 0,74 (0,67,
4 95,7 97.8 -2,1(-4,5,0,0)
0,82)
-1,0 (-2,3, - 1,98 3,01 0,66 (0,60,
5 99,0 100,0
0,2) 0,72)
3,09 4,53 0,68 (0,61,
6A 98,4 98,8 -0,4 (-2,0, 1,2)
0,76)
-1,8 (-3,7, - 4,15 4,33 0,96 (0,85,
6B 97,3 99,0
0,1) 1,08)
3,08 3,89 0,79 (0,73,
7F 99,8 99,8 0,0 (-0,9, 0,9)
0,86)
-1,2 (22,5, - 2,14 2,97 0,72 (0,66,
Y% 98,8 100,0
0,4) 0,78)
5,22 6,90 0,76 (0,68,
14 99,8 100,0 -0,2 (-1,1, 0,6)
0,84)
1,93 2,18 0,89 (0,81,
18C 98,8 99,2 -0,4 (-1,8, 1,0)
0,97)
-1,0 (-2,3, - 4,65 5,61 0,83 (0,75,
19A 99,0 100,0
0,2) 0,92)
4,06 4,59 0,89 (0,81,
19F 99,6 100,0 -0,4 (-1,4,0,4)
0,97)
1,52 1,69 0,90 (0,81,
23F 96,9 97,2 -0,4 (-2,6, 1,8)
1,00)
2 Emnpdoetol OpdTumorl yuo 1o Vaxneuvance?
93,7 (91,2, 5,97 0,08 71,76 (64,88,
22F 99,6 5,9
95,5) 79,38)
94,7 (92,3, 3,38 0,07 46,38 (41,85,
33F 99,0 4,4
96,3) 51,40)

* H extipdpevn dwpopd kot to CI yio ) dtapopd mtocootiainv povadev Bacifovtal ot pébodo Miettinen & Nurminen.

** H GMC avoroyia kot to CI vroloyilovtat ypnoionoidvtos TV KOTavoun t Le TNy ektipmnon dlokdpaveng oo Eva e101K0 yio, Tov
0POTLTIO YPOUULKO LOVTELD TTOV XPNOYLOTOLEL TIG QLOIKEG AOYAPIOLIKG LETOCYNLOTIGHEVES GUYKEVIPMOELS OVTICOUATMOV MG OTOKPLOT|
Kot £vav Hovo Opo yia TV opddo puPoraciom.

T"Eva sopmépacpo un katotepdmrag yia tovg 13 kotvodg opétumovg Baciletar 6to kardtepo dpto Tov 95% CI to omoio sivon > -
10 mocooTtiaieg povadeg yia ) dtapopd otig avaroyieg amdkpiong IgG (Vaxneuvance — 13-duvapo PCV) 1 > 0,5 ya tv avoroyio IgG
GMC (Vaxneuvance/13-dOvapo PCV).

¥Eva cupmépacpa avetepdTnTag Yo Tovg 2 entmpdchetovg opdtumong Basiletol 610 katdTepo 6pto Tov 95% CI 1o onoio eivor >
10 mocootioieg povades yo T dtapopd otig averoyieg andxpiong IgG (Vaxneuvance — 13-dbvapo PCV) 7> 2,0 ywo v avaroyio IgG
GMC (Vaxneuvance/13-d0vapo PCV).

n= ApOpdg cvppetexdvTeV oL TVYaoToONKaY, ELPoAdoTNKAY Kot GLUUPBAAAOVY GTNV avdAvoT).

CI=ddotpa gpmotocdivig, GMC=yeopetpikn péon ovykévipmon (ng/mL), IgG=avococearpivn G.
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Emmpdobeta, To Vaxneuvance mpokalel ETaymyn AEITOVPYIKOV avTIcOUdTOV, OTmg a&loroyeitol pe
ToVG €101K0VG Yo Tov 0pdtLvo OPA GMTs otig 30 nuépeg petd ™ do6om vnmiov, ot omoiot eivat yevikd
GLYKPIGIOL 0AAG EAOQPAOC YapNAGTEPOL Yol TOVG 13 Ko1voug opdTLTTOVG pe To 13-6vvapo PCV. H
KAWVIKT onpacio ouThg TG EAAPPOS XOUNAOTEPNG amoKkpiong eival dyvaotr. Ot OPA GMTs yio toug
opotvmovg 22F ko 33F ftav vynAotepol 6toug AMmteg Vaxneuvance 6€ cOYKPLOT LLE TOVG ANTTEC TOV
13-00vauov PCV.

2o 4-00oewv (opyikn oelpd avooomoinons 3-0ocewv + 1 doon vymiov)

‘Eva oynpa 4 d6cemv agloroyndnke og vy Bpéen oe pia pdong 2 kot o€ tpelg edong 3 pneiéteg. H
GEPA apyIKNG ovosomoinong yopnyndnke oe Ppépn oty nhikia tov 2, 4 Kot 6 unvav Kot 1 660m
ynmiov yopnynOnke oe Taudd oty NAikia T@v 12 g 15 unvov.

e o SITAG-TOQAN, EAEYYOLEVT LE EvePYO cuYKPLTIKO Tapdyovta perétn (Ilpotoxoiro 029),

1.720 ovppetéyovtes TuyotomomOnkay va Adfovv Vaxneuvance 1 to 13-d0vopo PCV. Ot
ouppeTEyovTeg EAafay emiong TaTOXPOVa GAAN TOOOTPIKE EUPOALO, CUUTEPIAUUPAVOUEVOD TOV
HBVaxPro (Epupfoio Hratitidag B [Avacvvovaspévo]), tov RotaTeq [Eppoiio Potaiod, and Zovio
16, IT6c1po, [evtadvvapo] kot Tov guforiov Awpbepitidag, To&ogdovg Tetdvov, AkvTTapikd
Kokkot I[Ipocpopnuévo, Adpavorompévo IToMopveritdag, Haemophilus b culgvyuévo
(To&oedov¢ Tetdvov Xvlevypévo) ot oelpd avocsonoinong tov Bpeemv. To Haemophilus b
Yvlevypévo Epporo (To&oedovg Tetdvov Xvlevyuévo), 1o M-M-RvaxPro (Epfoiio Ihapdg,
Hopotitidoag kot Epubpdg and Zovteg lovg), to Varivax (Eufoiio Avepegvioyldc amd Zovra 16) kot
1o Vagqta (Eppoiio Hratitidog A, Adpavomompévo) xopnyndnkav tavutodypova e T 06T VITLOL TOL
Vaxneuvance.

To Vaxneuvance nmpokaAel avosoroYIKES amokpicels, dnwg allohoyeitar amd Tig avaloyieg amdKpLong
IgG, 11¢ IgG GMCs kat tovg OPA GMTs kot yio Tovg 15 opdTLTOLG TTOL TTEPLEYOVTAL OTO ELPOAL0.
2115 30 nuépeg HETA TN OEPE apyIKNG 0vOGOoToiNnong, To Vaxneuvance dgv givol Kotdtepo and 1o 13-
dvvapo PCV yia toug 13 kowvodg opdtumovg, 0mmg agloloyeital amod Tig avaroyieg amokpiong tov IgG
(ITivaxag 4). To Vaxneuvance dev gival KAT®TEPO Y10 TOVG 2 EMIPOGHETOVS 0POTVTTOVS, OTMG
a&loroyeital and Tig avoroyieg andkpiong Tv IgG yia tovg opodtvmovg 22F kot 33F atovg Anmteg Tov
Vaxneuvance, 6e GOYKPIOT LE TNV avaAoyio amdKpiong Yo Tov opotumo 23F otovg Afmteg tov 13-
dvvapov PCV (n yapniotepn avoroyio amdkpiong Yo 0TolovonToTe amd TOVG KOWVOUG 0pOTLTOVG, LE
eEaipeon Tov opdtumo 3), e dapopég mocooTiaimv Lovadmv 6,7% (95% Cl: 4,6, 9,2) kot -4,5%

(95% CI: -7,8, -1,3), avtictouya.

2115 30 nuépeg HeTA TN OEPA OPYIKNG OVOGOTOINGNG, Ot E01KES Yo Tov opoTLTo IgG GMCs dev etvan
Kkatotepeg amd o 13-00vapo PCV yo tovg 12 and tovg 13 kowvoic opotvmove, H andkpion IgG ctov
0pOTLTO 6A gldylIoTA YGVEL TO TPOKADOPICUEVO KPITHPLO U KATOTEPOTNTOG KOTA VOl LKPO
nmepmpro (0,48 évavtt >0,5) (Ilivakag 4). To Vaxneuvance dev givan katdtepo amd to 13-dvvapo
PCV yw toug 2 emmpdobetovg opoTumoNS, 6mm¢ a&toroyeital amd Tig 01KEG Yia Tov opdtumo IgG
GMCs yuo tovg opotvmovg 22F kot 33F atovg Annteg Tov Vaxneuvance, o€ oOykpion pe i [gG
GMCs y10. Tov opoTLTO 4 6TOVG ANITEC TOL 13-dVvapov PCV (n yaunAidtepn IgG GMC yia
OTO10VONTOTE A0 TOVG KOWoUG opdTLTOVG, e e&aipeon Tov opdtumo 3) pe pio GMC avaroyia 3,64
won 1,24, avtictorya.

Emmpdobeta, To Vaxneuvance mpokalel avoGoOAOYIKEG ATOKPICELS Y10 TOV KOWVO 0POTLTO 3 Kot Yol
TOVG 2 EMITPOGHETOVEC 0POTLTOVCE, O1 OTOIEC NTAV CTUAVTIKA VYNAOTEPEC GE GVYKPLON UE TIG
avVOGOAOYIKEG amoKpicelc Tov mpokaAovvTal arnd o 13-60vapo PCV, dmwc a&loroyeitotl amd Tig
avaioyieg amokpiong IgG kot tic [gG GMCs o1ig 30 nuépeg petd T Ge1pd apy KNG 0VOGOTOINoNG
(ITivaxag 4).

IMivakag 4: Ewdwkég ywa Tov opoétumo avaroyies andkpiong IgG ka IgG GMCs o1ig 30 npépeg
RETE TN GE1pd apytKNS avocomoinong 3-06cemv (oynqna 4-66cemv, [IpmTokorio 029)

| | IgG avalroyieg anékpiong >0,35 png/mL | IgG GMCs
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13-
) Awgopd dovapo GMC
Vaxneuvance 13-6vvapo PCV | Tlococtwnioov | Vaxneuvance PCY Avakoyiat*
(n=698-702) (n=660-665) Movadmv* (n=698-702)
IIvevpoviokokkikoi (n=660- | (Vaxneuvance/
Opéromor (Vaxnelrlvance 665) 13-80vapo
- - - 13-6vvapo
Hapatnpodpevn | Maparnpovpevn PCY) PCV)
Anéprf] AmSKplo':q (95% CI)* GMC GMC 95% CI)**
Ilocooto Ioco6T6
13 Kowoi Opotomor’
i 95,7 99,1 -3,4(-5,2, - 1,21 1,89 0,64 (0,59,
1,8) 0,69)
3 94,7 79,2 15,6 (12,1, 1,08 0,62 1,73 (1,61,
19,2) 1,87)
4 96,4 98,6 -2,2 (4,0, - 1,29 1,35 0,95 (0,88,
0,6) 1,03)
5 95,3 97,4 -2,1(-4,2, - 1,63 2,25 0,72 (0,66,
0,2) 0,80)
6A 93,7 98,6 -4,9 (-7,1, - 1,55 2,95 0,52 (0,48,
3,0) 0,58)
6B 88,6 92,0 -3,4 (-6,6, - 1,60 1,97 0,81 (0,71,
0,3) 0,93)
F 99,0 99,8 -0,8 (-1,9, - 2,48 3,23 0,77 (0,71,
0,1) 0,83)
oV 97,1 98,2 -1,0 (-2,8, 0,6) 1,73 1,89 0,91 (0,84,
1,00)
14 97,9 97,9 -0,0 (-1,6, 1,6) 4,78 6,80 0,70 (0,63,
0,78)
18C 97,4 98,3 -0,9 (-2,6, 0,7) 1,53 2,00 0,76 (0,70,
0,83)
19A 97,9 99,7 -1,8(-3,2, - 1,63 2,29 0,71 (0,65,
0,8) 0,77)
|OF 99,0 100,0 -1,0 (-2,1, - 2,01 2,72 0,74 (0,69,
0,4) 0,79)
93F 91,5 91,8 -0,3 (-3,2,2,7) 1,31 1,47 0,89 (0,80,
0,99)
2 Emmp6csOetor OpdTumot yuo o Vaxneuvance
99F 98,6 3,5 95,1 (93,1, 4,91 0,05 92,03 (83,47,
96,5) 101,47)
33F 87,3 2,1 85,2 (82,3, 1,67 0,06 29,50 (26,16,
87.7) 33,26)

* H extipopevn dwpopd kot to CI yio ) dtapopd Ttocootioiov povadwov PaciCovtal otn pébodo Miettinen & Nurminen.

** H GMC avaroyia kot to CI vroloyilovtat ypnoionoidvtos TV KOTavoun t He Ty ektipmnon dlokdpaveng oo éva e101K0 yio, Tov
0POTLTIO YPOUULKO LOVTELD TTOV XPNGYLOTOLEL TIG QUOIKEG AOYAPIOLIKG LLETOCYTLOTIGUEVEG GUYKEVIPMOELS OVTIOOUATMOV MG ATOKPLOT
Kot £vav Hovo 0po yia TV opddo euPoraciom.

T"Eva copmépacpo pun katotepdmrag yia tovg 13 kotvodg opétumovg Baciletar 6To kardtepo dpto Tov 95% CI to onoio sivon > -
10 mocootiaieg povadeg yia ™ Stapopd otig avaroyieg amdkpiong IgG (Vaxneuvance — 13-duvapo PCV) 1 > 0,5 ya tyv avoroyio IgG
GMC (Vaxneuvance/13-d0vapo PCV).

n= ApOpOG GUUUETEXOVTMV TTOV TVYAOTOUONKAY, EUPOAAGTNKOY KOl GUUPBAALOVY GTNV AVAAVGT).

CI=dotnpa epmotocdivig, GMC=yeopetpikh péon ovykévipmon (ng/mL), IgG=avococearpivn G.

2116 30 nuépeg petd ™ doom vnmiov, ot e101KéG yia tov opdtumo IgG GMCs yia to Vaxneuvance givat
LN Katotepeg og tpog to 13-dvvapo PCV yia 6Aovg Toug 13 Kotvoig opOTLTOVG KAt Y1 TOVG

2 emmpdcBeTOVg 0pOTLTOVS OTIMG a&loloyeitat amd Tig IgG GMCs Yo Tovg opdTvTovg 22F Ko 33F
6TOVG ANTTeS TOV Vaxneuvance o€ ovykpion pe v IgG GMC yia tov 0pdTLTO 4 6TOLG ATTTEC TOL
13-00vapov PCV (1 yaunAdtepn IgG GMC yia 0mo10voNToTe amd Toug KOwovg opodTUTONG, e
eEaipeon Tov opdtumo 3) pe pic GMC avaroyia 4,69 ko 2,59, avtictoya (ITivaxag 5).
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To Vaxneuvance TpoKaAEl 0VOGOAOYIKES OTOKPIGELS Y10 TOV KOO 0pOTLTO 3 KOl Y10l TOVG 2
emMIPO6HETOLE 0POHTLITOVGE, Ol OTTO1EG NTAY CNUAVTIKG VYNAITEPEG OE GVYKPILON UE TIC OVOGOAOYIKEG
amokpicelg mov Tpokarovvrol amd to 13-00vapo PCV, 6mwg a&loloyesitor amd Tig avaroyieg
amokpiong IgG kar tig I[gG GMCs otig 30 nuépeg petd t 66om vnmiov (IMivaxog 5).

16



Mivakag 5: Eidikéc Yo Tov opotvmo averoyies amoxpiong IgG ko IgG GMCs otig 30 nuépeg
petd ™ 660on vnmiov (oyfpa 4-66ccwv, lpmtdkoiro 029)

IgG avolroyieg amokpionc>0,35 ug/mL IgG GMCs
. 13-
B Awagopd dvvapo GMC
Vaxneuvance 13-6vvapo PCV | Tlococtwnioov | Vaxneuvance PCY Avaoyiat*
IIvevpoviokokKiKoi (n=712-716) (n=677-686) Movéadmv* (n=712-716)
i (n=677- | (Vaxneuvance/
Opotuvmor (Vaxneuvance
i 686) 13-6vvapo
- 13-6vvapo
Hapatnpodpevn | Maparnpovpevn PCY) PCV)
ATtOKplGT] Aﬂ:oxpm‘j] (95% CI)* GMC GMC (95% CI)**
Ilocooto Ilocooto
13 Kowoi Opétonott
i 96,6 99,4 -2,8 (-4,4, - 1,35 2,03 0,66 (0,62,
1,4) 0,72)
3 94,0 86,9 7,1 (4,0,10,2) 0,96 0,71 1,35 (1,25,
1,46)
4 95,1 97,5 -2,4 (4,5, - 1,23 1,60 0,77 (0,71,
0,4) 0,84)
5 99,2 99,9 -0,7 (-1,7,0,1) 2,49 3,95 0,63 (0,58,
0,69)
6A 98,7 99,3 -0,5(-1,7,0,6) 3,70 6,21 0,60 (0,54,
0,65)
6B 98,7 99,3 -0,5 (-1,7, 0,6) 4,76 6,43 0,74 (0,67,
0,81)
F 99,6 99,9 -0,3(-1,1,0,4) 3,42 4,85 0,70 (0,65,
0,77)
ov 99,4 99,7 -0,3 (-1,2, 0,6) 2,40 3,29 0,73 (0,67,
0,80)
14 99,3 99,6 -0,3 (-1,2,0,7) 5,61 6,95 0,81 (0,73,
0,89)
18C 99,7 99,6 0,2 (-0,6, 1,0) 2,62 3,08 0,85 (0,78,
0,93)
1A 99,9 99,9 0,0 (-0,7, 0,7) 4,10 5,53 0,74 (0,68,
0,80)
|OF 99,7 99,7 0,0 (-0,8, 0,8) 3,55 4,47 0,79 (0,74,
0,86)
93F 98,6 99,0 -0,4 (-1,7,0,9) 2,04 3,32 0,61 (0,56,
0,68)
2 Emmp6cOetor OpdTumot yua to Vaxneuvance
MF 99,6 7,2 92,4 (90,1, 7,52 0,11 68,80 (63,10,
94.2) 75,02)
13F 98,9 6,2 92,7 (90,4, 4,15 0,09 44,91 (41,04,
94,4) 49,14)

* H extipdpevn dwpopd kat to CI yio ) dtapopd mtocootioinv povadev facifovtal ot pébodo Miettinen & Nurminen.
** H GMC avoroyia kot to CI vroroyilovtat ypnoionoidvtos TV KOTavoun t Le TNV eKTipnon SlokOpaveng oo Eva e101K0 yio, TovV
0POTLTIO YPOUULKO LOVTELD TTOV XPNOYLOTOLEL TIG QUOIKEG AOYAPIOLIKG LETOCYNLOTIGHEVES GUYKEVIPMOELS OVTICOUATMOV MG OTOKPLOT|
Kot £vav Hovo Opo yia TV opddo ePoAaciom.
T"Eva copmépacpo un katotepdmtag yio tovg 13 kotvodg opétumovg Baciletar 6to kardTepo dpto Tov 95% CI to omoio sivon > -
10 mocooTtiaieg povadeg yia ™ dtapopd otig avaroyieg amdkpiong IgG (Vaxneuvance — 13-dvvapo PCV) 1 > 0,5 ya tyv avoroyio IgG
GMC (Vaxneuvance/13-dOvapo PCV).
n= ApOpOG GUUETEXOVIMV TOV TLYAOTOONKAV, EUPOAAGTNKAY KOl GUUPBAALOVY GTNV AVAAVGT).
CI=dotnpa gpmictocdivig, GMC=yeopetpikn péon ovykévipmon (ug/mL), IgG=avococeapivn G.

To Vaxneuvance TpokaAel ETay@yn AEITOVPYIKAOV AVTICOUATOV, OT®G AEOAOYEITOL LLE TOVG EIOTKOVG
v Tov 0potvto OPA GMTs otic 30 nuépeg LETA TN CEPE apyIKNG AVOCOTOINGNG Kot LETE T ddom
ynmiov, o1 0moiot ival YEVIKA GUYKPIGUOL OAAG EAAPPMG XOUNAITEPOL Vit TOVG 13 KO1VOHG 0POTVTTOVS
pe To 13-00vapo PCV. H rhvikn onuacio authg g eEAappds xounAdtepns amdkpiong dev eivan
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yvoot]. Ot OPA GMTs yuo toug opodtumovg 22F kot 33F ftav vynAdTepol 6TOVG ANTTEG TOV
Vaxneuvance 6€ cOYKPIoT e TOVG ANntec Tov 13-dvvapov PCV.

Bpépn xar waidia wov Loufiavovy Eva pikto oy 00EmV amo SLapopETIKG GVLEVYUEVA.
TVEDUOVIOKOKKIKG. gUfolia

e o OITAG-TUQAN, EAEYYOLEVT LE EVEPYO GUYKPLTIKO TOPAYOVTA, TEPLYPAPIKT UEAETT|
(ITpowtoxoiro 027), 900 cvppetéyovteg Tuxaonomdnkayv o avaroyio 1:1:1:1:1 og pia and 116 névte
ouadec euPforiacuov yuo va Adpovv évo TANPeG N Eva WIKTO 60GO0A0YIKO oyfuo pe culevyuéva
TVELLLOVIOKOKKIKA EUPOALO. Xe dVO ouddeg EPOAAGHOD, Ol CLUHUETEYOVTES EAaPav Eva oo 4-
docemv gite Vaxneuvance 1 Tov 13-00vapov PCV. Z1ig dhAeg tpeig opdades epfoiiacpon, 1 oelpd
guPolacuov Eekivnoe pe 1o 13-duvapo PCV kot dAlate oe Vaxneuvance ot Adon 2, Adon 3 1
Adon 4. Ot ocoppetéyovteg EAafav emiong Tavtdypova dAla Todatpikd eppora,
ocoumepthapfavouévov oo HBVaxPro (Eppoio Hratitidag B [Avacuvdvacuévo) kat tov RotaTeq
(Epporo Potaioo, and Zaovta 10, [Tocpo, [evraddvapo). Ot e1ducég yio tov opdtumo IgG GMCs otig
30 nuépeg HETA TN dOGM VIOV NTAV YEVIKA GUYKPIGIUES Y10 TOVG GUUUETEYOVTEG GTOVE OTOI0VG
yopnynOnkav pktd oynuato Vaxneuvance kot 13-60vopov PCV kot 10 TOLG GULETEYOVTES GTOVG
omoiovg yopnynonke éva mAnpeg docoroyikd oynua tov 13-6vvapov PCV yua toug 13 kotvoig
opotvmovg, OTMG a&loroyeitan amd Tic avoroyieg IgG GMC.

YynAadtepa avTicopata yio Tovg opdtumovs 22F kot 33F mapatnprdnkav povo otav yopnyndnke
TovAdyloTov pia 06om Vaxneuvance koTd T SGPKELD TG OEPAG APYIKNG 0VOGOTOINGTG TOV Bpepmv
Kot 6TV NAKio Tov vnmiov.

Avogoyovikotnta oe Tpowpa Ppepn

Ot avocoroyikég amokpioelg (e101kég yio Tov opotumo IgG kot OPA) og mpdwpa Ppéepn mov Elafav
4 360¢1g cLLEVYEVOL TVELLOVIOKOKKIKOD EUPOAIOL G 4 OIMAG-TVQALC, ELEYYOLEVES LiE EVEPYO
ovyKpLTiko mopdyovta peiéteg (P025, P027, P029 kot P031) fTav yevikd mapOUoleg e QVTEG TOV
mTapoTnPHONKAY 6TOV GLVOAKO TANBLGUO TOV VYOV PPEPDOV GE AVTEG TIC LEAETEG
(cvumep Ao pPOVOLEVOV TOV TPOMPOV KOl TOV TEAEIOUNVOV BPEPDV).

Bpéon, raidia ko épnpor mov Laufavovy éva ocoumAnpwuaticd xpoypouua eufioiacion

e (o OITAG-TOQAN, EAEYYOLEVT LE EVEPYO GUYKPLITIKO TOPAYOVTA, TEPLYPAPIKT UEAETT|

(ITpwtdxorro 024), 606 mardrd, To omoia eite dev iyov mponyovUEVEDS pPoMacTel Le
TVEVLLLOVIOKOKKIKO gUPOAL0 1 dev NTav TANPOC EPPOALACHEVA 1] ElYOV OAOKANPDGEL VO HOGOAOYIKO
oyNUa PE GVLELYUEVE TTVEVUOVIOKOKKIKA EUPOALL YOUNAOTEPOL GOEVOLG, TUYaOTOONKAY Y10, VOl
AaBouv 1 émc¢ 3 d6ce1g Vaxneuvance 1 Tov 13-00vapov PCV og tpeig S10popeTikég NAMKIOKES KOOPTES
(MAwcia 7 éog 11 unvov, 12 éog 23 unvov kot 24 pnvov og kdTo tov 18 e1dv), chpeova e £va
NAMKIOKE KOTAAANAO Tpoypappa. O cUUTANPOUOTIKOS EpPoAlacpog pe To Vaxneuvance TPOKIAECE
avoGOoAOYIKEG amokpicelg oTa Tondld Nhkiag 7 UNvav £mg kato Tov 18 etV o1 omoieg sivat
ovykpioyeg pe 1o 13-60vapo PCV ya tovg kotvoig opodTumong Kot lvar vymidtepeg omd to 13-
dvvapo PCV yia tovg emimpdcsbetovg opdtumovg 22F kar 33F. Evtog kabe nAkiokng kooptng, ot
€101KEC Y10, Tov opotumo IgG GMCs otig 30 nuépeg petd tnv tedevtaia 6601 Tov gpPfoiiov NTOV YEVIKA
GLYKPIoIHES HETAED TV OUAd®V ERPOALACLOD Yia TovE 13 Koo 0pdTLTOVE KoL NTOV VYNAOTEPES
o610 Vaxneuvance yio TouG 2 eminpdcsheTong 0pOTLTOVG.

KAwikn avosoyovikdTnTo GE OVOGOETOPKELC EVAMKEC NAMKiac>18 gTmv

[Tévte Khvikég perétec (Ipwtdxoiro 007, [Tpwtokorro 016, Ipmtoxoiro 017, Ilpwtdkorrio 019 kan
IMpwtokorro 021) mpaypotoromdnkay otnv Auepikn, otnv Evpdnn kot oty Acia tov Eipnvikov kot
EKTIUNGAV TNV 0VOCOYOVIKOTNTO TOV Vaxneuvance G DYIElG Kol avOCOETOPKEIG EVIAIKEG OE
SoQOPETIKEG NAIKIOKES OUAOES GUUTEPIAAUPBAVOLEVOVY OATOU®V LE 1] YO PIG TPOTYOVEVO
TVELUOVIOKOKKIKO guPoitacpo. Kabe khvikn pedétn mepihdpfove eviiikes e otafepés VITOKEIIEVES
TPIKEC KATAGTAGELS (T.). SaKYapOONG SLoPTNG, dOTAPAYES TOV VEPPDY, Y¥POVIL KapdloKT vOGOC,
POVIOL NTOTIKT VOGOC, POV TVEVUOVIKT] VOGOC, GLUUTEPILOUPOVOIEVOD TOL AcOaTOG) TY/KaL
EVNAIKEC UE TAPAYOVTEG KIVOUVOL GTOV TpOTo {mNG (TT.Y. KATVIoUA, OLENUEVT KOTAVOA®GT OAKOOA),
KOTOOTAGELG TTOV EIVOL YVAOGTEG OTL ALEAVOVY TOV KIVOLVO Y10, TVELLOVIOKOKKIKY] VOGO.
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e Ka0e perén, 1 avocoyovikoOTnTa 0EloA0YNONKE e TNV E101KT] TOV 0pOTVTIOL doKipaciacs OPA Kot Tig
IgG anokpioels otic 30 nuépeg petd tov epforacuod. Ta KaTodnktikd onpeio e LeEAETNG
TepAapPavoy Toug HEcoVg YemUETPKoLG TitAoug OPA (GMTSs) kat TiG LEGEC YEMUETPIKES
ovykevipwoelg IgG (GMCs). H Baocwkn perém (Ilpaotoxkorrio 019) eiyxe oc okomd va katadei&el pun-
katotepdTTa TV OPA GMTsS Y100 Tovg opodTuTOLG 12 Ko 13, ot omoiot eivon kool peta&d Tov
Vaxneuvance kot Tov 13 duvapov culevypévon ToAVGaKYAPISIKOD TVEVUOVIOKOKKIKOD EUBOAIOD, Un-
KOTOTEPHTNTO KOL OVOTEPOTNTA Y10 TOV KOV 0pOTLTO 3 Kol avaTEPOTNTA Y10, TOVG 0pdTLTOVS 22F
ka1 33F mov givon emmpdcsbetol oto Vaxneuvance. H a&loddynon avotepdtntog Tov Vaxneuvance
&vavtt Tov 13-60vapov culgvyIévon TOAVGAKYOPIOKOD TVELLOVIOKOKKIKOD gUPOAov BacioTnKe OTIC
ovykpioelg Tov OPA GMTs peta&d tov opdd®v Kol ToL TOGOGTOD TOV GUUUETEXOVTOV UE pi
avénon >4 eopéc Twv 01KMV Tov opodTLTOL OPA TitAwV amd mpv Tov gpPortacud €mg 30 nuépeg
UETA TOV EPPOMAGLO.

Evnlixec mov dev glyayv mponyovusévawc uBoAlootel 1ue mVELUOVIOKOKKIKO ELOAI0

2 Baotkn], SIAG-TVEAY], ELeyxOpeEV pe evepyd cuykprtiko mapdyovta peétn (ITpotdxkorro 019),
1.205 avocoemapki dTopa Tov dev ElY0V TPONYOLUEVDS ELPOAMOCTEL [LE TVEVLOVIOKOKKIKO ELPOALO
nAikiog > 50 etdv TuoyooromOnkay va AdPovv gite to Vaxneuvance 1} 10 13-00vapo cvlevypévo
TOAVGAKYOPIOIKO TVELHOVIOKOKKIKO eLfoio. H didpeon nAikia Tov cuppeteydviov ntav 66 £
(evpog: 50 éwg 92 £1n), pe mepinov 69% mwhvw amd ta 65 £t nhikiag Kot tepimov 12% mhvo amd tao
75 &t niiag. To 57.3% ftav yovaikeg kot o 87% oavépepe 16TOPIKO TOVANYIGTOV HiOG VITOKEIUEVNC
L0TPIKNG KATAGTACT|G.

H peré xatédeile 611 to Vaxneuvance dev gival kat@tepo tov 13-d0vapov culgvypévou
TVELHOVIOKOKKIKOV TOALGa)ap1dkol euPoAlov yuo Tovg 13 Kotvoig opodTumoug Kot eivat avadtepo
Y10 TOVG 2 eMMPAGHETOVS OPOTLTTOVGS Kot Yio. ToV kKoo opotumo 3. O Ilivakag 6 cuvoyilel tovg OPA
GMTs otic 30 nuépeg petd tov epPoitocpd. Ot IgG GMCs ftav yevikd TopOUOLES LE TO
amoteAéopata mov Topatnpnonkay yio tovg OPA GMTs.
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MMivakag 6: Exdwkoi Tov opotimov OPA GMTs o1ig 30 nuépes petd tov epnPfoiacud o€ evijAkeg
OV OEV ELYAV TPONYOVUEVAS ERPOMAGTEL PLE TVEVHOVIOKOKKIKG EnPoito nhakiog > 50 eTdv
(ITpotéxorro 019)

IIvevpoviokokkikoi Vaxneuvance 13-39vapo PCV Avadoyio GMT*
Opotvmor (N=602) (N =600) (Vaxneuvance/13-6vvapo PCV)
n GMT* n GMT* (95% CD*
13 Kowoi Opotonot”

1 598 256,3 598 322,6 0,79 (0,66, 0,96)

3¢ 598 216,2 598 135,1 1,60 (1,38, 1,85)

4 598 1125,6 598 1661,6 0,68 (0,57, 0,80)

598 4473 598 563,5 0,79 (0,64, 0,98)

6A 596 5407,2 598 5424,5 1,00 (0,84, 1,19)

6B 598 4011,7 598 3258,2 1,23 (1,02, 1,48)

7F 597 4617,3 598 5880,6 0,79 (0,68, 0,90)

2% 598 1817,3 597 22329 0,81 (0,70, 0,94)

14 598 1999,3 598 2656,7 0,75 (0,64, 0,89)

18C 598 2757,7 598 2583,7 1,07 (0,91, 1,26)

19A 598 31943 598 3979.,8 0,80 (0,70, 0,93)

19F 598 1695,1 598 1917,8 0,88 (0,76, 1,02)

23F 598 20454 598 1740,4 1,18 (0,96, 1,44)

2 Opdrtorot Emmpdcbetor yuo to Vaxneuvance®

22F 594 23752 586 74,6 31,83 (25,35, 39,97)

33F 598 7994,7 597 1124,9 7,11 (6,07, 8,32)

*O1 GMTs, n avoroyie GMT kot 1o 95% CI extiundnkav pe éva poviédo cLDA.

TEvo, cupumépaciio, pn-katotepdTnTag yio toug 13 kotvoig opothnovg Bacictke 6to xapunlotepo 6pto ov 95 % Cl extipdvrag 6t
GMT avaroyia (Vaxneuvance /13-d0vapo PCV) ftav >0,5.

YEvo, GOUTEPOGLLOL OVOTEPOTNTOG Y10l TOV 0pdTLTO 3 PacioTnie 610 YapMAdTEPO 6pto Tov 95 % CI extipdvrag 6tiy GMT avadloyia
(Vaxneuvance /13-60vapo PCV) fjrav >1,2.

YEva GuUmEPAGHO. avOTEPOTNTOG Y10 TOVG 2 EMPOGOETOVG 0poTHTOVG BasicTnke 610 XAUMAGTEPO 6p10 TOL 95 % CI ekTiudVTOG OTLT
GMT avaroyia (Vaxneuvance /13-d0vapo PCV) ftav >2,0.

N=Ap1Opdg cuppeTEXOVIOV TTOL TUYOOTOMONKAV Kot ELBOMAGTNKAV, n= APlONOG GUUUETEXOVIMV TOV GUVEBAAOV GTNV AVAAVGT.

CI=d1otpo gpmiotooivng, cLDA=neplopiopévn dwapnkn avaivon dedopévov, GMT= pécog yeopetpikog tithog (1/dil),
OPA=oywvopayokvttapikn dpactnptomta, PCV=culevynévo mveuloviokoKKiKO UPOALO0.

e o SImAG-ToeAn, Teptypapikn perétn (Ipotoxoiro 017), 1.515 avocoemapkn dropa, nAKiog

18 émg 49 etV pe 1 YOpPIg TOPAYOVTEG KIVODVOD Y10 TVELLOVIOKOKKIKT] VOGO, TuYotomotOnkay 3:1
ka1 EhaPav gite To Vaxneuvance 1 1o 13-00vapo ouleuyuévo ToAcakyapidtkd TVEVLLOVIOKOKKIKO
euPforo, kar akorovOmg To PPV23 6 ufvec apyotepa. Ot mapdyovieg KivduvoL Yo TVELLOVIOKOKKIKN
voco mepthapfavay To akdAovda: cakyapddn dafntm, xpovia kapdiokn voco cuumeptiapufavopuévng
NG KOPOOKNG OVETAPKELNG, XPOVIO NTOTIKH VOGO LE OVTIPPOTOVLEVT] KIpPMOOT], YPOVIL TTVEVLOVIKTY|
v0G0, GUUTEPTLOUPAVOUEVOV TOV ETILOVOL AGOLOTOC KOl TNE ¥POVING ATOPPUKTIKNG TVEVUOVOTTAOELOG
(XAII), kanvicpo Kot aENUEVT KOTAVIA®OT OAKOOA. ZUVOAIKA, Ao avTovE Tov EAafav To
Vaxneuvance, 285 (25.2%) dev elyav kavévay mapdyovta Kivobvov, 620 (54.7%) giyav 1 mapdyovia
Kwvduvou kat 228 (20.1%) elyav 2 1| TEPIEGOTEPOVS TAPAYOVTES KIVOUVOU.

To Vaxneuvance TpokdAese AvOGOAOYIKES AMOKPIGELG KOl GTOVG 15 0pOTLIOVE TTOV TEPIEXOVTAL GTO
guPoro ommg a&loloynonke amd tovg OPA GMTs ([Tivakag 7) kot tig IgG GMCs. Ot OPA GMTs ko
o1 IgG GMCs ntav yevikd ovykpicipeg peta&d Tmv 600 opuddwv epfolacpo yia Tovg 13 kowvohe
0pOTVITOVE KOl VYNAATEPO TNV OpAdC TOL Vaxneuvance yio. Tovg 2 emimpdshetovg opotdmovg. Metd
tov guforacud pe PPV23, ot OPA GMTs kar o1 IgG GMCs ftav yevikd cuykpioipeg HETOED TV 000
opadmv gufoilacpon Kot yio Tovg 15 opotdmovg,.

e o avaivor vroopdadoc Pactlopevn 6Tov apldpid TV avaPEPOUEVOV TOPAYOVIMV KIVOHVOD, TO
Vaxneuvance TpoKAAEGE AVOCOAOYIKES OOKPIOELS KOl Y10 TOVG 15 opdTLTTOVE TTOL TTEPIEXOVTAL GTO
guPoro, omwg a&roroyndnke amd tovg OPA GMTs kai tig IgG GMCs otic 30 nuépeg petd tov
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guPfolacud oe evidikeg pe kavévay, 1, 1 2 1§ TePLecoTEPOVE TapayovTeC Kivovvov. Ta amotedéouata
o€ KaBe vrooudda fTa YEVIKA TOPOHOLNL LE OVTE TOV TOPATNPNONKAY GTO GLVOAKSO TANOLGLO TNG
perétng. H dwadoywn yopnynon tov Vaxneuvance axolovBoduevn and to PPV23 6 unvec apyotepa
Ntav €nicng vOGOoYOoVIKT Kot Yia Tovg 15 opdtumovg mov epiéyovtal 6to Vaxneuvance.

Iivaxaeg 7: Ewdwkoi Tov opotimov OPA GMTs otic 30 nuépeg petd tov pPorlacpnod o€ evipAMKES
OV OEV ELYAV TPONYOVUEVOS ERPOMAGTEL PLE TVEVHOVIOKOKKIKO ERPOAILo nhkiog 18-49 eTdv, pe 1)
1Opic Tapayovteg Kivovvov yia [vevpoviokokkiki Néco (Ilpotoékoriro 017)

IIvevpoviokokKiKoi Vaxneuvance 13-6vvapo PCV
Opotomor (N=1.133) (N=379)
n HapatnpnOeic 95% CI* n HapatnypnOeic 95% CI*
GMT GMT
13 Kowoi Opdtomor
1 1019 268,6 (243,7, 296,0) 341 267,2 (220.,4, 323,9)
3 1004 199,3 (184,6, 215,2) 340 150,6 (130,6, 173,8)
4 1016 1416,0 (1308,9, 1531,8) 342 2576,1 (2278,0, 2913,2)
5 1018 564,8 (512,7, 622,2) 343 731,1 (613,6, 871,0)
6A 1006 12928,8 (11923,4, 14019,0) 335 11282,4 (9718,8, 13097,5)
6B 1014 10336,9 (9649,4, 11073,4) 342 6995,7 (6024,7, 8123,2)
7F 1019 57564 (5410,4, 6124,6) 342 7588,9 (6775,3, 8500,2)
oV 1015 3355,1 (3135,4, 3590,1) 343 3983,7 (3557,8, 4460,7)
14 1016 52289 (4847,6, 5640,2) 343 5889,8 (5218,2, 6647,8)
18C 1014 5709,0 (5331,1,6113,6) 343 3063,2 (2699,8, 3475,5)
19A 1015 5369,9 (5017,7, 5746,8) 343 5888,0 (5228,2, 6631,0)
19F 1018 3266,3 (3064.,4,3481,4) 343 32727 (2948,2, 3632,9)
23F 1016 4853,5 (4469,8, 5270,2) 340 3887.,3 (3335,8, 4530,0)
2 Opotonor Emimpdchetot yuo to Vaxneuvance
22F 1005 3926,5 (36459, 4228,7) 320 291,6 (221,8, 383,6)
33F 1014 11627,8 (10824,6, 12490,7) 338 2180,6 (1828,7, 2600,2)

*Ta gvtog g opddag 95% Cls Aappavovton ekbétovrag ta Cls fdoet g katavoung t yio ) péon Stapopd tmv Aoyapibumy tov peyedov.
N=Ap1Bl6g GUUUETEXOVT®V TOV TVYaOTOWONKAV Kot epfoidotnkay, n= ApOUOS CUUHETEXOVTOV TOV GUVEBOAXY GTIV OVAALOT).
CI=didotnpa gumictocdivng, GMT=pécog yeopetpkos tithog (1/dil); OPA=oywvoeayokvttapiky dpactnpiomra, PCV=culevyuévo

TVEVUOVIOKOKKIKO ELLBOALO.

A1000y1Kn YOpNYNoN TVEDUOVIOKOKKIKWV EUSOAWY ag evijAiKkeC

H dwadoywn xoprynon tov Vaxneuvance akolovBodpevn and to PPV23 a&oroynOnke oto
IIpwtdKorro 016, oo [Ipwtdkorio 017 (BAéme moapdypapo 5.1, Evijlikes mov dev eiyav mponyovuevas
eufolioorei ue Tvevuoviokokkixo guforio), kot oto Ipmtoxoiro 018 (BAéne mapdypapo 5.1, Evijlixeg

ue lotuawén HIV).

e o SIMAG-TUQOAN, EAEYYOUEVT e eEVEPYO cLYKPLTIKO TTapdyovta perétn (Ipotoxoiro 016), 652 un
TPOTYOVUEVADS EUPOAMOCUEVA LE TTVEVUOVIOKOKKIKO gUBOAMO dTopo nAkiog > 50 etdv
TuyotomomOnkay va Adfovv gite to Vaxneuvance 1 1o 13-60vopo culevyUévo TOAVGOKYOPIOIKO
TVELUOVIOKOKKIKO gPOAL0, Kat akovlobmg To PPV23 éva ypovo apydtepa.

Metd tov epforocud pe PPV23, ot OPA GMTs kot ot IgG GMCs fitav ouykpioyieg peta&d Tmv 600
opadmv gpfoilaco Kot yio Tovg 15 opotumovg tov Vaxneuvance.

O1 avocoAoYIKEG amokpicelg Tov TpokAOnKay arnd To Vaxneuvance mopépevay yio £0¢ Kot 12 uiveg
petd tov epuPfortacud, onmg a&loloynonke pe toug OPA GMTs kot tic IgG GMCs. Ot edkoi yio kdOe
opotumo OPA GMTs peidbnkav pe v mépodo tov ypdvov, Kabmg ftav yopniotepot to Mrva 12
ovykprtikd pe v Hpépa 30, oAl mapépevay mévo amd to apyikd enimeda yio. GAOVG TOVG
opOTLTIOVG TTOL TTEPIEXOVTAL £iT€ 6TO Vaxneuvance 1 610 13-00vapo cvlgvyévo ToAvcaKyoptdtko
TVELUOVIOKOKKIKO gpPoAto. Ot OPA GMTs kot ot IgG GMCs ftav Yevikd cuykpiciuot Hetald Tomv

21




500 opddmv gpportacpod o Miva 12 yia toug 13 kovovg 0pOTLIOVE Kot VYNAOTEPOL Y10 TOVG
2 emmp660gTOVG OPOTLTTOVG PETAED TV ANTTAOV TOL Vaxneuvance.

Evilixec ue mponyodusvo mvevuoviokokkiko suflolioouo

e o SImAG-TueAN, Tteptypaptkn puerétn (Ipwotoxoiro 007), 253 dtopa niikiog > 65 etdv, ol 0noiot
glyav wponyovpévac epfortactel pe PPV23 tovddyiotov éva £T0¢ TPV TNV EIGAYMYN OTN UEAETN,
Tuyotomombnkay vo Adfovv gite To Vaxneuvance 1 1o 13-60vopo culgvypévo TOAVGUKYOPIOIKO
TVELIOVIOKOKKIKO EUPOAL0.

Ot IgG GMCs ka1 ot OPA GMTs ftav yevikd cvykpicieg Letad Tov Vo opdomy UPOALAGHOD Vi
Tovg 13 Kotvovg opotHmovE Kat LYNAGTEPA GTNYV OpLdda ToL Vaxneuvance Yo Tovg 2 emmpdsetong
0pOTLTTOVC.

e o KMViKT| LeAETN, oty omoia yopnyndnke airo PCV <1 ypdvo petd 1o PPV23, napatnprOnkav
UELMUEVEG AVOGOAOYIKESG OTOKPIGELG Y10l TOVG KOWVODG 0POTVTTOVS, GE GUYKPIOT] LLE TIC 0VOGOAOYIKEG
omokpicelg mov mapatnpndnkay dtav 1o PCV yopnyndnke gite pdvo tov, gite mptv and 1o PPV23. H
KAMVIKT onpacio autov givatl dyvoort.

Klvikn ovocoyovikdtnto og £101ko0e TAnOuouone

Houdio ue roiuwin omo HIV

e o OImAG-ToeAn, teptypapikn perétn (Ipmtoxoiro 030), o Vaxneuvance a&loloynonke og 203
mao1d nAkiog 6 éo¢ kdtw Tov 18 etdv pe Aoipwén and HIV. And avtd ta toadd, 17 (8,4%) siyav
pio T CD4+ T-kvttdpmv <500 kottapa/pl kot Tipny HIV RNA oto midopa <50.000
avtiypaga/mL. Xe avtr ) perétn, 407 coppetéyovieg Toyatoromonkay va Adfovv pio povn d6om
elte Vaxneuvance 1 Tov 13-duvapov PCV, kot akorlovBwc 1o PPV 23, 2 pnvec apyodtepa. To
Vaxneuvance Ntav avocoyovikd onwg a&loloyeitol and Tig e101kéC yia Tov opotumo IgG GMCs ko
toug OPA GMTs o1ig 30 nuépeg uetd tov euPoAlacio yioa 6A0VG Tovg 15 0pOTLIOVE TOL TEPLEYOVTOL
o710 Vaxneuvance. Ot eldkég yia tov opotuno IgG GMCs kot ot OPA GMTs ftav yevikd cuykpiotpeg
vl Tovg 13 Kovovg opOTLTTOVG Kot NTAY VYNAOTEPA Y1 TOVG 2 EMTPOBETOVG 0pOTLTTOVG (22F and
33F). Metd and dwadoykn xoprynon pe to PPV 23, ot IgG GMCs kat ot OPA GMTs ftav yevikd
ovykpioweg otig 30 nuépeg HeTd Tov EUPOAAGHO HETAED TV dVO OPAd®V EUPOAAGLOD Y10, OAOVE
Tovg 15 opdTuTOLG OV TTEPIEYOVTAL GTO Vaxneuvance.

Evnlixec ue Aotuwén HIV

e o OumAd-toeAn, teptypoapikn werétn (Ilpwtdxoiro 018), 302 un wponyovpévag spportacuéva pe
TVELIOVIOKOKKIKO eUPOAto dtopa, nAkiag > 18 etmv, pe Aoipwén HIV pe riun CD4+ T-kuttdpmv

> 50 kotrapa/puL kot prpovovkieixd o&H (RNA) HIV oto nhdopa < 50,000 avtiypapo/mL
TuyotomomOnkay va Adfovv gite to Vaxneuvance 1 1o 13-60vopo culevyUévo TOAVGOKYOPIOIKO
TVELHOVIOKOKKIKO gUPOAL0, Kot akoAovBmg to PPV23 2 pveg apydtepa. H mhetovotnta tov
ovppeteyoviov glxe tiu CD4+ T-kuttdpov > 200 kottapa/pLl, 4 (1,3%) eiyav pio riun CD4+
T-xvttdpov > 50 éng < 200 kotTopo/puL, 152 (50,3%) eiyav pio ipy CD4+ T-kuttdpov > 200 £og

< 500 xotropo/pL kon 146 (48,3%) eiyav pia riun CD4+ T-kvttépov > 500 kdtrapo/pl.

To Vaxneuvance mpok@Aece avOGOAOYIKES AmOKPIGELS KOt Y10 TOVG 15 0poTdTOVG TOV TEPLEXOVTOL GTO
euPforo, omwg a&roroynbnke and tovg OPA GMTs kot tig [gG GMCs otig 30 nuépeg petd tov
epuPforacud. Ot avocoroyikés amokpicels Tov mapaTnpONKay 6ToVG CLUUETEXOVTEG Le AoipmEn HIV
Ntav otabepd yapmAdTepeg € GUYKPIOT LLE TOVS VYIEIG CUUUETEXOVTES, AALL CLYKPIGILES KOl YOl TIG
d00 opadec euPfortacuon, ektoc amd tov opotumo 4. Ot OPA GMT kat IgG GMC yia tov opdTvTo 4
ntav younAdtepa yo. to Vaxneuvance. Metd amd diadoykn yopnynon pe PPV23, ot OPA GMTs kot
o1 IgG GMCs ftav yevikd cvykpioipeg HeTOED TV 000 OUAd®Y EUPOAAGHOD KOL Y10 TOVG

15 opotdmovce.

Toudia ue Aperovorxvrropixyy Noco

22



e o ImAG-TeAN, Tteptypaptkn puerétn (Ilpotoxoiro 023), to Vaxneuvance a&loloyndnke oe
modtd nAkiog 5 g Katw Tov 18 TV pe SPETOVOKVTTOPIKT VOGO. Xg QVTH TN UEAETY, OL
GUUUETEYOVTEG IOV EYYPAPNKAY UTOPOVCAY VO £XOVV AAPEL TVEVIOVIOKOKKIKA EUPOALD povTivag KOTA
1 S1APKELN TOV TPAOTMV 600 YpOveV TG (NG, 0ALY dev UTOpoLGAV Vo £xovy AGPet
TVELLLOVIOKOKKIKA ELPOALOL EVTOC TV 3 ¥pOVOV TPV OO TNV EIGOYMYN TOVG 0T LEAETN. ZVVOMKA,
104 cvupetéyovteg ToyaomolOnkay 2:1 va Aafovv pio povi 66on gite Vaxneuvance 1 tov 13-
dvvapov PCV. To Vaxneuvance 1tav avocoyovikd 0nmg a&toroyeiton amd Tic EL01KES Yo TOV OpOTLTO
IgG GMCs kat tovg OPA GMTs otig 30 nuépeg petd tov epPfolacpod yio GAovG Toug 15 opdTumong
mov mepi€yovtal 6to Vaxneuvance. Ot e1dkég yia Tov opdtvmo IgG GMCs kot ot OPA GMTs ftav
YEVIKA oLYKPIoILEG HETAED TV dVO OPAd®V EUPOAGHOD Yo Tovg 13 Kovovg opdTLTTOVG KOl NTAV
vynAoTepa oTo Vaxneuvance yio Tovg 000 emimpddetovg opdtumovg 22F ot 33F.

5.2 ®@oppokoKvTIKES OL0TNTES

Agv gpapudletar.

5.3 IIpoxivikd dedopéva Yo TNV doPaAELN

To un Khvikd dedopéva dev amokaAdTTOVV 1310iTeEPO Kivouvo yia Tov avBpmno pe Bdon Tig
SLVUPUTIKEG LEAETEC TOEIKOTNTOG ETOVOLOUPOVOUEVOV dOCEMV KOl TOEIKOTNTOG GTNV OVOTAPOYDYIKN

TKOVOTNTO KO OVATTUED.

To Vaxneuvance 6tav yopnynonke oe Onivkonc enipveg dgv eiye Kopio enidpaoct oty KAvOTNTA
Cevyapdpatog, otn yovipdmmea, oty eUPpuikn avdmtuén 1§ otnv avantuén tov anoyovov.

To Vaxneuvance dtav yopnynonke oe £ykveg ONAvKEG emipveg elye MG ATOTELEGLLO OVIYVEVGLLLOL
OVTIOMUOTO GTOVG OTOYOVOLG KOl Y10 TOVG 15 0pOTUTTOVE. AVTO OQEIAETAL OTIV OMOKTN O
AVTICOUATOV UNTPIKNAG TPOEAEVOTG LECH TNG TAUKOVVTIKNG LETAPOPAS KATA TN SLUpKELR TNG
£YKLHOoHVNG Kot TOAVADG LEG® TG YOAOLYIOG.

6. OAPMAKEYTIKEZ TAHPO®OPIEX

6.1 Kartaloyog ekdoymv

Ndtplo yrwpiovyo (NaCl)

L-tom18ivn

IToAvcopPiko 20

"Yowp yio evéoipa

I 10 avocogvioyvTiKo, PA. mopdypapo 2.

6.2 AcvppoaroTnTeg

EX\eiyer peletdv oyetikd pe m coppatotnta, to mapdv eUPOAL0 OV TPETEL VO OVAUELYVOETOL LIE
GAAOL POPUOKEVTIKG TPOTOVTAL.

6.3 Awgpkero Long

30 pnveg

6.4 Iowitepeg mpoPuvAacels KoTa T POAUEN TOV TPOIOVTOG
Ddvidooete og yoyeio (2 °C — 8 °C).

Mnv katoyoyeTe.
DurdcceTe TNV TPOYEUIGUEVT] GUPLYYO. GTO EEMTEPIKO KOVTL Y10 VO TPOGTATEVETOL OTO TO PMG,.
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To Vaxneuvance mpénel va yopnyeital 660 To Suvatdv o GOVIOUO LETA TNV OTOUAKPVVGT TOL 0o
70 Yuyeio.

€ MEPIMTOON TPOSOPIVAV BEPLOKPACIOKDY ATOKAIGEMVY, TO dEGOUEVO GTABEPOTNTAG VITOSEIKVIOLV
0711 170 Vaxneuvance gival 61a0epd og Beppokpacieg éng 25 °C yua 48 dpec.

6.5 ®@von Kol GLGTATIKG TOV TEPLEKTY

0,5 mL evaiopfuotog 6€ mpoyeuspévn ovpryya (yoar Tomov 1) pe topa epforov (koovteodk
yAwpofovtuAiov ywpic Adte) kat Komdkt (Kaovtoovk otupeviov-fovtadieviov ywpig Adtes).

Yvokevaocieg g 1 1 tov 10 Tpoyelucpévay cuptyymv, eite ympic Perdveg, pe 1 Eexyopiot| Perdva 1
ue 2 Eeywprotég ferovec.
IToAvovokevaocieg mov mepiEyovv 50 (5 cuokevacieg Twv 10) mpoyeoUéveg cOPLYYEG Y®PIC PeAdVEC.

Mmropei va, unv KoKAOPOPOLY OAEG Ol CUGKEVAGIEC.

6.6 Iowitepeg TpoPLAAEELS amOpPIYNG KOL AALOG YEIPIGNOG

. To euPforio mpEmeL vaL YPTCGYLOTOLEITAL OTTMG TOPEYETOL.

. Axpdg Tpv amd T ¥pNHON, KPATHOTE TNV TPOYELGUEVT] GUPLYYD 0pIOVTIO KO OVOKIVIOTE

KoAQ ®ote va dnpovpyndet Eva 1pdilov evarmpnpo. Mnv ypnouonoteite 1o epPorto edv dev
umopel va emoavoiwpnOei.

. EAéyEte onTikd TO EVOdPM A Y10 TUYOV COLOTION KOl ATOYPOUOTIGUO TPV ot T YopNynon.
Amoppiyte 10 guPOA0 GV VITAPYOLY COUATIOW 17/KOL EAV EYEL AMOYPOUATICTEL.

o [Ipocappodote pia Pehdva pe ocdvoeon Krewdmpatog Luer mepiotpépovtag 0e£l00Tpopa £mG
0ToL N PEAOVO TPOGUPLOGTEL LLE ACPAAELN GTY] GUPLYYAL.

. Evéote apéomg ypnotponowmvrag tny evdopuvikn 006 (IM), katd tpotiunon otnv

TPocHloTAGyLa TTEPLOYN TOL UNPOV GTO PPEPN 1 GTNV TEPLOYT TOV OEATOEDN HVOG GTO AVED
TUNLO TOVL Pparyiove oTa Todid Kot TOVG EVIALKEG.
. [Ipocé&te yio va amopOyeTe TPOLUOTIGUO amd TuYaio TpOTNUa TG PeAdvVoc.

Kda0e aypnoyomointo eoprokentikd Tpoidv 1 VITOAELLO TPETEL VO ATOPPITTETOL COUPOVA LE TIG
KOTH TOTOVE 1GYVOVGEC OYETIKEG SLUTAEELS.

7. KATOXOX THX AAEIAY KYKAO®OPIAX

Merck Sharp & Dohme B.V.
Waarderweg 39

2031 BN Haarlem
OMhavdio

8. APIOMOZX(OI) AAEIAYX KYKAO®OPIAX

EU/1/21/1591/001
EU/1/21/1591/002
EU/1/21/1591/003
EU/1/21/1591/004
EU/1/21/1591/005
EU/1/21/1591/006
EU/1/21/1591/007
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9. HMEPOMHNIA ITPQTHX EI'KPIXHX/ANANEQXHY THX AAEIAX

Hpepounvia mpdtg £ykpiong: 13 Askepppiov 2021

10. HMEPOMHNIA ANAGEQPHZHE TOY KEIMENOY
<{MM/EEEE}>

Aentopepeic TAnpoeopieg yio T0 TapdV POPUUKEVTIKO TPOioV gival S100EGIILES GTOV SIKTLOKO TOTO
tov Evpomnaikov Opyoviopod Gapudkmy: http:/www.ema.europa.eu.
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http://www.ema.europa.eu/

ITAPAPTHMA 11

MMAPAXKEYAXTHZ(EZ) THE (TQN) BIOAOTTKQX
APAXTIKHZ(QN) OYZIAZ(QN) KAI
MMAPAXKEYAXTHZ(EZ) YIIEYOYNOZX(OI) T'TA THN
ATIOAEEIMEYZH TON IMAPTIAQN

OPOI'H IIEPIOPIXMOI XXETIKA ME TH AIAOEXH KAI
TH XPHXH

AAAOI OPOI KAI AITAITHXEIX THX AAEIAX
KYKAO®OPIAX

OPOI'H IIEPIOPIXMOI XXETIKA ME THN AX®AAH KAI

AMMIOTEAEZMATIKH XPHXZH TOY ®APMAKEYTIKOY
MPOIONTOX
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A. TAPAZKEYAXTHZ(EX) THZ(TQN) BIOAOTIKQE APAXTIKHZ(QN) OYZIAZ(QN)
KAI IAPAZKEYALTHZ(EX) YHEYOYNOZ(OI) I'IA THN ATIOAEEMEYZH TQN
MAPTIAQN

‘Ovopa ko dtevbouveon tov(tev) Tapockevacti(@v) tne(tmv) Broroyikoc dpooctiknc(dv) ovcioc(dv)

MSD International GmbH
Brinny, Innishannon
County Cork

IpAavdia

‘Ovopua ko dievbouvon Tov(tev) Tapockevacti(dv) Tov givor vtevbvvoc(ol) yio TV omodECUELST TV
TOPTIOWV

Merck Sharp & Dohme B.V.

Waarderweg 39

2031 BN Haarlem

OAavoio

B. OPOI'H ITEPIOPIXMOI ZXETIKA ME TH ATAGEXH KAI TH XPHXH

DopUAKEVTIKO TPOTOV Y10 TO OTOL0 AMOITEITAL LTPIKT) GLVTOYT.

. Enionun arodéopcvon taptiowv

Zoppova pe to apbpo 114 g odnyiog 2001/83/EK, n exionun amodécuevon tov naptidmv

TPOYUOTOTOLEITOL OTO KPATIKO EPYACTNPLO 1) OO EPYACTNPLO TOL £XEL OPIGHEL Y10 TOV OKOTTO aVTO.

' AAAOI OPOI KAI ATTIAITHZEIX THX AAEIAYX KYKAO®OPIAX

. Ex0¢og1g meprodknig wapaxkorovdnong g acpdrerag (PSURS)

Ot amotioelg Yo v vroPoin twv PSURS yuo 10 gv A0ym @apuaxevtikd mpoiov opilovtat

GTOV KOTAAOYO LE TIG pepounvieg avapopds s Evaong (katdhoyog EURD) mov mapatiBeton

otV mapdypago 7, tov apBpov 107y, g odnyiag 2001/83/EK kot kdOe emakdlovbng

EMKALPOTOINGNG OTMG ONUOGIEVETAL TNV EVPMOTAIKT SIKTVOKT TOAT| Y10, TOL QAPLLOKOL.

O Kdroyog Adeiag Kvkiogpopiag (KAK) Oa vrofariel v mpdytn PSUR yio 1o mpoidv péca oe

6 unveg amd Vv €ykpion.

A.  OPOI'H HEPIOPIXMOI ZXETIKA ME THN AZ®AAH KAT AITIOTEAEEMATIKH
XPHXH TOY ®PAPMAKEYTIKOY ITPOIONTOXZ

o Xyéo1o owayeipiong kKivovvov (XAK)

O Kdroyog Adelag Kukhogpopiag (KAK) Ba die&aydyet Tig amoitodpeveg dpactnplotnTes Kot

TOPEUPAGELS PUPLOKOETOYPVTVIOTG OTT(C Tapovctdalovtal 6To cupemvndév TAK mov

mapovctdleTar otny evotnta 1.8.2 g doelag KukAoopiag Kot 0TolEcoNTOTE ETAKOAOVOES

gykekpipéveg avabempnoeic tov TAK.

"Eva emkatpomompévo ZAK 0a mpénetl va katotebet:

e Metd and aitnpa tov Evponaikov Opyavicpod Oappdxmv,
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o Omotednmote TPOMOTOIEITOL TO CVGTN A daryElPIoNG KIVODVOD, E101KE MG ATOTEAEG LA AMYNG
VE®V TANPOQOPIDV TOL HITOPOVV VO EMPEPOVY CUAVTIKT AALOYT OTY GYECT OPEAOVG-KIVOVUVOL
N ®¢ OTOTEAECUA TG EMITEVLENG EVOC GNUAVTIKOD OPOCTIHOV (QPOPUAKOETAYPOTTVIION 1
glayioTomoinon Kvévvov).

. Ynoypémon Myng HETEYKPLTIKAOV PETPOV

0O KAK 6a 0AokAnpdoet viog ToL SNA®UEVOD YPOVIKOD TANIGIO, TO TUPOUKAT® HETP:

eprypogn) Avapevopevn
npepopunvia
Merétn V114-032: T'io v a&loAdynon ¢ amoTEAEGHATIKOTITOG TOV Telkn 'ExBeon
V114 oty npodinyn g nvevpoviokokkikng O&eiag Méong Qrtitidag Merétng mg
(OMQ) tomov euforiov (TE) oe moidid. 202027
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ITAPAPTHMA IIT

EINIXHMANXH KAI ®YAAO OAHI'IQN XPHXHX
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A. EIIIXHMANXH
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ENAEIZEIX ITOY IIPEIIEI NA ANATPA®ONTAI XTHN EEQTEPIKH XYXKEYAXIA

EEQTEPIKO KOYTI - IIpoygpuiopévn cvpryyo

| 1. ONOMAZIA TOY ®PAPMAKEYTIKOY INIPOIONTOX

Vaxneuvance eVEGLLO EVALOPTILO. GE TPOYEUIGUEVT] GOPLYYOL
2ulevyévo ToACaKYoPOKO TVEVLOVIOKOKKIKO gUPOAL0 (15-d0vapo, TpospoPNLEVO)

[2.  TYNOEZIH XE APAXTIKH(EX) OYIIA(EY)

Mia 660om (0,5 mL) wepiéyetl 2 g TVELVHOVIOKOKKIKOV TOAVGOKYAPLTOV TV opotumwv 1, 3,4, 5, 6A,
7F, 9V, 14, 18C, 19A, 19F, 22F, 23F, 33F kot 4 pg tov opdtumov 6B culevypévov ue tv CRM y;
TPOTEIVT POPEN, TPOTPOPNUEVT GE POOPOPIKO apYillo ®¢ avosoevioyvTiKo. Mia d6on Tepiéyet
125 pg AIP*.

3.  KATAAOIOX EKAOXQN

"Exdoya: NaCl, L-iotidivn, moAvcsopPiko 20, vdwp yio vEcia

| 4. OPAPMAKOTEXNIKH MOP®H KAI IIEPIEXOMENO

Evéoylo evaumpnpo

1 mpoyguopévn cvpryya (0,5 mL) yopic ferdva

10 mpoyepiouéveg ovpryyes (0,5 mL) yopig Berova

1 mpoyeopévn cvpryya (0,5 mL) + 1 Eexympiot) Pehdva

10 mpoyepiopéveg ovptyyes (0,5 mL) + 10 Egxmproté PeAdveg
1 mpoyeuopévn ovpryya (0,5 mL) + 2 Eexwpiotéc Berdveg

10 poyspuiouéveg ovpryyes (0,5 mL) + 20 Eexymprotég Perdveg

[5.  TPONOX KAI OAOX(OI) XOPHTHEHE

Avaxkwvnote koAl akplpdg mpy amd T pnon.
AwPaote T0 PUALO 0INYIOV XPNOTNG TPV OO TN YPNOT.
Evdopvikn xpnon

6. EIAIKH ITPOEIAOIIOIHXH XYM®QNA ME THN OIIOIA TO ®APMAKEYTIKO
MPOION MPEIEI NA ®YAAXXETAI XE OEXH THN OIIOIA AEN BAEIIOYN KAI
AEN ITPOXEITIZOYN TA ITAIAIA

Na pvldooetal o€ 0éon, v onoia dev PAETOLY Kot dev Tpooeyyilovy Ta madid.

[7. AAAH(EZT) EIAIKH(EX) IPOEIAONOIHZH(ELX), EAN EINAI ATIAPAITHTH(EY)

| 8. HMEPOMHNIA AHEHX

EXP
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| 9. EIAIKEX XYNOHKEYX OPYAAEHX

Dvrdccete o€ Youyeio. Mnv KatayvyeTe.
DvAdcceTe TN GUPLYYR 6T0 EEMTEPIKO KOVTL Y10l VO, TPOGTOTEVETAL A0 TO PWG,.

10. IAIAITEPEX TIPO®YAAZEEIX I'A THN AITOPPIYH TQN MH
XPHEIIMOIIOTHOENTOQN ®APMAKEYTIKQN ITPOIONTOQN 'H TQN
YIHOAEIMMATQN IHOY HIPOEPXONTAI AIIO AYTA, EOOXON AIIAITEITAI

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

Merck Sharp & Dohme B.V.
Waarderweg 39

2031 BN Haarlem
OMavdio

| 12.  APIOMOZ(OI) AAEIAY KYKAO®OPIAX

EU/1/21/1591/001 — cvokevaocio g 1 xopic feAdva
EU/1/21/1591/002 - cvokevacio tav 10 yopic ferova
EU/1/21/1591/003 - cvokevacio e 1 + 1 Egympiotr Berova
EU/1/21/1591/004 - cuckevacio tav 10 + 10 Egywpirotég feroveg
EU/1/21/1591/005 - cvckevacia g 1 + 2 Eexymplotéc Peddveg
EU/1/21/1591/006 - cvokevacio tav 10 + 20 Eeywpiotég fedveg

| 13.  APIOMOZX ITAPTIAAX

Lot

| 14. TENIKH KATATAZH I'lA TH AIAGEXH

| 15. OAHIIEX XPHEIHX

16. TIAHPO®OPIEX XE BRAILLE

H attiohdynon yo va pny mepiinedet n ypaen Braille sivot amodext.

17. MONAAIKOX ANATNQPIZTIKOX KQAIKOX — AIZAIAXTATOZ TPAMMQTOX
KQAIKAX (2D)

A160106T0TOC YPOUU®TOS KOdKAS (2D) mov pépel Tov mePIANPOEVTO, LOVASIKO OVOYVOPLOTIKO KMOKO.

18. MONAAIKOX ANAT'NQPIETIKOXZ KQAIKOX — AEAOMENA ANAI'NQXIMA AITO
TON ANOPQIIO

PC
SN
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ENAEIZEIX ITOY IIPEIIEI NA ANATPA®ONTAI XTHN EZQTEPIKH XYXKEYAXIA

EXQTEPIKO KOYTI XQPIX BLUE BOX - IToAvovokevacio

| 1. ONOMAZXIA TOY ®APMAKEYTIKOY INPOIONTOX

Vaxneuvance gvEGLO EVOIOPTO O TPOYEUICUEVT) GUPLYYO
Zulevyévo moAVGOUKYOPIOKO TVEVHOVIOKOKKIKO eUPorto (15-00vapo, Tpocpopnuévo)

[2.  TYNOEXIH IE APAXTIKH(EZ) OYZIA(EX)

Mia 060m (0,5 mL) mepiéyet 2 ug TVEVHOVIOKOKKIKMV TOAVGAKYAPLTOV TV opotintav 1, 3,4, 5, 6A,
7F, 9V, 14, 18C, 19A, 19F, 22F, 23F, 33F ko1 4 ug tov opdtvmov 6B cvlevypévov pe v CRMigy
TPOTEIVN POPEN, TPOTPOPNLEVT] GE POGPOPIKO OPYIA0 (OC AVOCOEVIGYVTIKO. Mia 8001 Tepléxet
125 pg APP*.

| 3. KATAAOI'OX EKAOXQN

"Exdoya: NaCl, L-iotidivn, moAvcsopPiko 20, vdwp yio evEcia

| 4. OPAPMAKOTEXNIKH MOP®H KAI IEPIEXOMENO

Evéoyo evaumpnpo
10 mpoyepucpéveg ovpryyeg (0,5 mL) ywpig feloves. Mépog moAvcuokevaciag, gV UTOPOLV Vo
movAnBobv EgxmpioTa.

[5.  TPONOX KAI OAOX(OI) XOPHTHZHY

Avakiviote Kahd akplBdg Tptv amd T xpnon.
AwPaote T0 PUALO 0ONYIOV YPNONG TPV OO TN XPNOT).
Evdopwikn ypnon

6. EIAIKH IIPOEIAOIIOIHXH XYM®QNA ME THN OIIOIA TO ®APMAKEYTIKO
MPOION MPEIEI NA ®YAAXXETAI XE OEXH THN OIIOIA AEN BAEIIOYN KAI
AEN ITPOZEITIZOYN TA TITAIAIA

Na pvrdooetal og Béon, v onoia dev PAETOLY Kot dev mpooeyyilovv Ta madid.

[7. AAAH(EZL) EIAIKH(EX) IPOEIAONOIHZH(ELX), EAN EINAI ATIAPAITHTH(EZ)

| 8. HMEPOMHNIA AHEHX

EXP

| 9. EIAIKEX YYNOHKEX ®OYAAEHX
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Ddvidooete og yoyeio. Mnv katoyOyeTe.
dvAidooete T cVPLYYR 6TO EEMTEPIKO KOVTL Y10, VO TPOSTATEVETOL OO TO PG,

10. TAIAITEPEX TIPO®YAAZEIX I'TA THN AIIOPPIYH TQN MH
XPHZIMOIIOTHOENTOQN ®APMAKEYTIKQN IMTPOIONTQN 'H TQN
YIHOAEIMMATQON IOY MTPOEPXONTAI AIIO AYTA, E@OXON AITIAITEITAI

| 11. ONOMA KAI AIEYGYNXH KATOXOY THX AAEIAY KYKAO®OPIAX

Merck Sharp & Dohme B.V.
Waarderweg 39

2031 BN Haarlem
OAavoio

| 12. APIOMOX(OI) AAEIAY KYKAO®OPIAX

EU/1/21/1591/007

| 13. APIOMOZX [TAPTIAAX

Lot

| 14. TENIKH KATATAEH I'TA TH ATIAGEXH

| 15. OAHT'IEX XPHIHX

‘ 16. TIAHPO®OPIEX XE BRAILLE

H artiohdynon ya va pnv mepianedei n ypoen Braille sivar omodext.

17. MONAAIKOX ANATNQPIZTIKOX KQAIKOX — AIZAIAXTATOX TPAMMQTOX
KQAIKAX (2D)

Aev epappoletat.

18. MONAAIKOX ANATI'NQPIXTIKOXZ KQAIKOX — AEAOMENA ANAI'NQXIMA AITO
TON ANOPQIIO

Agv gpapuoletar.
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ENAEIZEIX ITOY IIPEIIEI NA ANATPA®ONTAI XTHN EEQTEPIKH XYXKEYAXIA

EEQTEPIKO KOYTI ME BLUE BOX - IToAvovokevooia

| 1. ONOMAZXIA TOY ®APMAKEYTIKOY INPOIONTOX

Vaxneuvance gvEGLO EVOIOPTO O TPOYEUICUEVT) GUPLYYO
Zulevyévo moAVGOUKYOPIOKO TVEVHOVIOKOKKIKO eUPorto (15-00vapo, Tpocpopnuévo)

[2.  TYNOEXIH IE APAXTIKH(EZ) OYZIA(EX)

Mia 060m (0,5 mL) mepiéyet 2 ug TVEVHOVIOKOKKIKMV TOAVGAKYAPLTOV TV opotintav 1, 3,4, 5, 6A,
7F, 9V, 14, 18C, 19A, 19F, 22F, 23F, 33F ko1 4 ug tov opdtvmov 6B cvlevypévov pe v CRMigy
TPOTEIVN POPEN, TPOTPOPNLEVT] GE POGPOPIKO OPYIA0 (OC AVOCOEVIGYVTIKO. Mia 8001 Tepléxet
125 pg APP*.

| 3. KATAAOI'OX EKAOXQN

"Exdoya: NaCl, L-iotidivn, moAvcsopPiko 20, vdwp yio evEcia

| 4. OPAPMAKOTEXNIKH MOP®H KAI IEPIEXOMENO

Evéoyo evaumpnpo
IMoAvevoxkevaia: 50 (5 cuckevacieg Tawv 10) mpoyepucuéveg ovpryyeg (0.5 mL) ywpig ferovec.

[5.  TPONOX KAI OAOX(OI) XOPHTHEHE

Avaxkwvnote koAl akplpdg mTpy amd T xpnon.
Awpdote 10 PUALO 0INYIDOV XPNONG TPV OO TN YPNON).
Evdopvikn xpnon

6. EIAIKH ITPOEIAOIIOIHXH XYM®QNA ME THN OIIOIA TO ®APMAKEYTIKO
MPOION MPEIEI NA ®YAAXXETAI XE OEXH THN OIIOIA AEN BAEIIOYN KAI
AEN ITPOXEITIZOYN TA ITAIAIA

Na eurdcoetal o€ 0éom, TV onoia dev PAETOLY Kot dev TPpooeyyilovv Ta Tad1d.

| 7. AAAH(EY) EIAIKH(EYX) ITPOEIAOIIOIHXH(EIY), EAN EINAI AITAPAITHTH(EY)

| 8. HMEPOMHNIA AHEHX

EXP

| 9. EIAIKEX YYNOHKEX ®DYAAEHX

35



DdvAdccete o€ Yyouyeio. Mnv KatayvyETe.
Dvidooete T cVPLYYR GTO EEMTEPLKO KOVTL Y10, VO TPOGTATEVETOL OO TO MG,

10. TAIAITEPEX TIPO®YAAZEIX I'TA THN AIIOPPIYH TQN MH
XPHZIMOIIOTHOENTOQN ®APMAKEYTIKQN ITPOIONTQN 'H TQN
YIHOAEIMMATON IHOY MPOEPXONTAI AIIO AYTA, EOOXON AITAITEITAI

| 11. ONOMA KAI AIEYGYNXH KATOXOY THX AAEIAY KYKAO®OPIAX

Merck Sharp & Dohme B.V.
Waarderweg 39

2031 BN Haarlem
OAavoio

| 12. APIOMOX(OI) AAEIAYX KYKAO®QOPIAX

EU/1/21/1591/007 50 mpoyepucpéveg aupryyeg xopic ferdves (5 cvokevaciss tov 10)

| 13. APIOMOZX ITAPTIAAX

Lot

| 14. TENIKH KATATAEH I'TA TH ATIAGEXH

| 15. OAHT'IEX XPHIHX

16. TIAHPO®OPIEX XE BRAILLE

H artiohdynon ya va pnv mepianedei n ypoen Braille sivar omodext.

17. MONAAIKOX ANATNQPIZTIKOX KQAIKOX — AIZAIAXTATOX TPAMMQTOX
KQAIKAX (2D)

A160106T0TOC YPOUUU®TOS KOdKaS (2D) mov @épel Tov mepIAN@OEVTa, LOVASIKO OVOYVOPLOTIKO KMOIKO.

18. MONAAIKOX ANATI'NQPIXTIKOX KQAIKOX — AEAOMENA ANAI'NQXIMA AITO
TON ANOPQIIO

PC
SN
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EAAXIXTEX ENAEIZEIX IIOY ITPEIIETI NA ANATPA®ONTAI XTIX MIKPEX
YTOIXEIQAEIX XYXKEYAXIEX

ETIKETA — Ilpoygpopévy cupryya

| 1. ONOMAZXIA TOY ®APMAKEYTIKOY HPOIONTOX KAI OAOX(OI) XOPHIHEHX |

Vaxneuvance
2ulevypévo moAVGUKYOPLOIKO TVEVOVIOKOKKIKO gPoAto (15-00vapo, Tpocpo@nuévo)
IM "Eveon

| 2. TPOIIOX XOPHI'HXHX

Avaxwvnote koAl Tpv amd T ypnon.

| 3. HMEPOMHNIA AHEHX

EXP

| 4. APIOMOZX IIAPTIAAX

Lot

| 5. IEPIEXOMENO KATA BAPOZX, KAT' OI'KO'H KATA MONAAA

1 86om (0,5 mL)

| 6. AAAA ETOIXEIA

MSD
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B. ®YAAO OAHI'TQN XPHXHX
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@viro ooy rpions: Iinpoeopicc yra Tov ypijotn

Vaxneuvance €vEGLILO EVOLOPINNO GE TPOYEULCUEVT] COPLYYO.
2ulevyévo ToACaKYOPOKO TVEVLOVIOKOKKIKO gUPOAL0 (15-d0vapo, TpospoPnLEVO)

V¥ To (APLOKO VT TELEL VIO GLUUTANPOUOTIKY TAPOKOAOVONGT. AVvTd Ba emiTpéyet To Ypriyopo
TPOGOIOPIoUO VEDV TANPOPOPLDY acPirelac. Mmopeite va fondnoete pécm g avoapopds mbavav
OVETOOUNTWOV EVEPYEIDV TTOV EVOEYOUEVMG EGEIG 1| TO TTadl cag Tapovstdlete. BA. TéAog ¢
TPAYPAPOL 4 Yio TOV TPOTO OvVaQOPAS AVETIBOUNTOV EVEPYELDV.

A PaoTE TPOGEKTIKA OLOKANPO TO QVAAO 0ONYLAOV YP1 OIS TPV £6EI 1] TO TOdi 60g

gpporhaoteite, O10TL TEPAAPPAVEL CNUAVTIKES TANPOPOPIES Y10 GOC.

- DordEte avTd TO EVALO 0N YLDV YpNone. Towe ypelaotel va to daPdoete Eava.

- Edv éxete meportépw amopieg, poTNoTE TOV Y1ATPO, TOV PAPLOKOTOLO 1| TOV VOGOKOLO GOLC.

- H cvvtayn yia avtd 1o epuPoiio xopnynbnke amokAelotikd yio €66g 1 T0 modi cag. Agv Tpémel
va dmoete 10 UPoio og dALOLG.

- Edv mapotnpfioete kdmola avemBountn evépyela, EVUEPMDOTE TOV YIOTPO, TOV POPUOKOTOLO 1)
TOV VOGOKOUO 60G. AVTO 1oy0€L Kot Y10, KaOe mhovi avemBountn evépyela mov Oev avapEPETL
GTO TAPOV GUAAO 0N YLDV ¥pfiong. BAéme mapdypogo 4.

T epLéyeL 1o Tapov PUAAO 00N YLOV

T etvan o Vaxneuvance kat oo givot 1 xp1ion Tov

T péner va yvopilete mpv eogic M To Toudi cog mdpete To Vaxneuvance
[Iog va Tapete To Vaxneuvance

[MBavég avemBounteg evépyeteg

[Tog va puidooete To Vaxneuvance

[epreydpeva g cvokevaciog Kot Aoimég TANpopopieg

SNk L=

1. Th eivor To Vaxneuvance kol ol givar i (p11o1 Tov

To Vaxneuvance givotl £va TVELLLOVIOKOKKIKO EUPOALO TOL yopnyEiTton OE:

o TToao1a NAMkiag 6 efoopdadmv £mg kKato Tov 18 eTdv Yo va fondd oty Tpoctacia Evavt
voowv, Omwg 1 Aoipumén Tov Tvedova (Tvevpovia), | PAEYLOVH TOV KOAVUUAT®V TOV
EYKEPALOV KO TOV VOTIOIOL LOEAOD (Unviyyitida), pia cofapn Aoipnmén tov aipatog
(Baxtnpronpio) Kot Aotpadéelg Tov 010 (0éeia péon otitidn),

. aropa nhkiog 18 eTdv ko avo yo va fondd oty Tpoctacio EVavil VOGmV, OT®G 1 AoTU®EN
TOL TVEOHOVA (TVELHOVIEL), 1] PAEYLLOVI] T®V KOADUUAT®V TOL EYKEPAAOV KOl TOV VOTLOIOD
poglov (unviyyitida) kot pio coPapn roipmén tov aipatog (Baktnpiopic), TOL TPOKALOVLVTOL
amo 15 thmovg evog Paktnpiov mov ovoudleton Streptococcus pneumoniae M
TVELULOVIOKOKKOG,.

2. Tvpémer va yvopilete mpwv £6€ig 1] TO TOLdi 6o TAPETE TO Vaxneuvance

Mnyv ndpete To Vaxneuvance

e &dv eogig M To Todi 60G £16TE AAAEPYIKOL OTIG dPACTIKEG OVGIEC T} GE OTOL0ONTOTE AALO amd Tal
GLGTATIKA OV TOV TOV gUPOAIOL (avapEépovTal GTNV Tapdypapo 6), 1] G OTOL0ONTOTE GAAO
euPfoio mov mepi€yet duphepitikn| avatolivn.

Ipogdomomoseis kot TPoPLAGEELS

AmevBuveite otov yloTpd, TOV GUPUOKOTOLO 1) TOV VOGOKOUO GG TPV EGEIC 1] TO Tadl GOG TAPETE TO
Vaxneuvance €dv:
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. TO OVOGOTONTIKO cvoTNnUa givarl e&acBevnpévo (Tov onuaivel 6Tl To copa gival Aryodtepo kavo
VO KOTATOAEUNGEL TIC AOUMDEELS) N} GV £G€(C 1] TO TAdl oG AAUPAVETE GLYKEKPIUEVO, PAPHLOKOL
T0, omoia pmopel va e£060eviiGouV TO 0vOCOTONTIKO GUGTNUO (VLo TOPAdELY L,
OVOCOKOTOGTOATIKA 1] GTEPOEION).

o €ogig M 10 modi cag Exete VYNAO TLPETO 1 GoPop1| AoTUMEN. Xe AVTEC TIG TEPUTTMGELS, O
eufolacuds pmopet va mpénet va avoPAndel £mg 6Tov €ogic N To mOdl GOG AVAPPDCETE.
Qo61660, £vag Nriog Topetdc N Aotuwén (Yo mapdderypo Eva KpuoAdynua), ogv amotelel Adyo
vl vo KaBvotepnoetl o pPoMacuic.

. €o€lc N 1o Toudl Gog EYETE TPOPANUATO ALLLOPPAYING, KAVETE EDKOAN LOA®TEG 1| AapPdvere
avTunkTikn Oepamneio.

Edv to moudi cog etvan Bpépog, evnuepdote emiong To yloTpd 6o, GV T Todi cag yevvndnike mpowpa
(o0 varpic).

Onwg pe kabe epPforio, To Vaxneuvance EVOEXETOL VA NV TPOCTATEVEL TAT|P®G OAQ TOL AITOWLOL TOV
guporalovrat.

Alro pappoxa/epporia koo Vaxneuvance
To naudi cog pmopei va whpel To Vaxneuvance Ty i01a oTiyun pe dAha eUPOALD. pouTivog Tng TodtkNg
nikiog.

21006 EVAAIKEG, TO Vaxneuvance Pmopel va, yopnyeital tnv id1a oTiypn pe 1o epPoAlo KoTd TG yYpimng
(adpavomompévo epPorto ypinng).

Evnuepdote tov yrotpd, Tov @aplakorold 1) ToV VOGOKOUO GoG 4V:

o €ogig N 10 modi cag TaipveTe, EYETE TPOCPOTU TAPEL | LITOPEL VO TAPETE GALDL
GLVTAYOYPUPOVLEVA PAPLOKO (VLo TAPAOELY L, OVOGOKATAGTAATIKA 1] GTEPOELON TO OMOiN
umopel va £acBeviicovy T0 avoGoTOMTIKO COUGTNIA) 1 AAAL QAPLLOKE TTOV AaUPavovTal ympig
L0TPIKT) GLVTAYY).

. eogig N 10 moudi cag Exete mpdopatTa AaPet 1| oyedidlete va AdPete onotodfmote GALO UPOALO.

Kinon kot Onhoopdg

Edv giote éykvog 1 Onhalete, vopilete 0T umopei va giote £€ykvog 1 6Yed1ALETE VO ATOKTNGETE TOOH,
{nmote T cLUPBOVAT TOL YLUTPOV, TOV PUPUAKOTOLOD 1| TOV VOGOKOLOL GOC TPLY TAPETE AVTO TO
guporto.

Odnynon kKo EPIGPOS pPNYavpdTOV

To Vaxneuvance dev €xel Kapio 1 £(EL ACTHLOVTN EMIOPACT] TNV IKOVOTNTO 01YNONG KoL YEPIGUOD

pnyovnpdtov. Q6t660, OPICUEVES Ao TIG EMOPACELS TOL OVOPEPOVTAL GTNV Tapdypapo 4 «ITiBoveg
avemBoUNTEG EVEPYELES) EVOEYETOL VAL ETNPEACOVY TPOCOPLVE TNV TKAVOTNTA 00N YNOTG 1] YELPICHOV

unyovnuéToy.

To Vaxneuvance wepiéyel vatplo
Av106 1O Qappako mePLEYEL AydTtepo amd 1 mmol vatpro (23 wdtypoppdpia) avé 66om, dniadn eivor
0VLGLAOTIKA «EAEVOEPO VOTPiOoVY.

3. Iog va mapete T0 Vaxneuvance

Evnuepoote tov yrotpd, Tov gopuakorold 1 Tov VOGOKOUO oag 0V £0gig 1 TO modi cag £xete AdPet
TIVELUOVIOKOKKIKO EUPOAI0 TpIv.

O y10tpdc i 0 vosokopog Ba evésel To epfforto péca 6To pu Tov Bpayiova cag 1 6To b Tov Ppayiova

1M 1oL Tod10V TOL TAd10Y Cug.

Bpfon kon wondra nikiac 6 efoonddéwv £0c KATM TOV 2 ETOV
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To mawdi cog O Tpémel va Aafet Eva apyikd oyfue 2 evécemv Tov epfoiiov akorovBoduevo amod pio
OVOUVNOTIKT O0T).

. H npm éveon pmopel va yopnynei to vopitepo amd v niikia tawv 6 £mg 12 efoopadmv.
. Mia, de0tepn éveomn yopmyeital 2 UAVeC apyoTePO.
. Mia tpitn €veon (avopvnotikn) Ba do0el otnv nikia petald 11 €wg 15 unvaov.

®a evnuepwbeite yio 10 ToTE TO TAdT GOg O TpEmel va EpBetl Eavd yia Tnv KkdBe Eveon.

ZOUPOVA LE TIG EMIONUEG CLGTACELS OTN YDPOA UG, EVOL EVOAAAKTIKO TPOYPALLO 3 EVEGEDY
akolovbovpevo amd pio avapvnoTikn 066m umopel va ypnotpomomel amd Tov TAPOoYOo LTPIKNG
opovtidag oag. [Tapaxaiovue amevbuvheite otov yroTpd, TOV PAPULAKOTOL0, 1] TOV VOGOKOUO GOG Y1l
TEPLGGOTEPEG TANPOPOPIES.

IHpémpa Bpéon (Yevvnuéva vopitepo amd 37 efoopddec kvnonc)
To maudi cog Ba Tpémel va AdaPet Eva apyikd oxyfua 3 evécemv Tov ufoiiov akorovBovuevo amd pia
OVOUVNOTIKT dO0T).

. H npdt éveon pmopel va xopnyndei to vopitepo amd v nikio tov 6 éog 12 gfdopddwnv

. H dgvtepn kai 1 tpitn €veon yopnyovviot 6T cuvE el e dtaoTnpa 4 Eo¢ 8 efdopdowv petaln
TV 00CEMV.

. Mia tétaptn éveon (avapvnotikn) Oa dobel oty nlkia petad 11 g 15 unvov.

Bpéon., mo1o1d ko1 éonpor wov Eekivovy Tov eufolaoud og nAMkio 7 unvaov 1 dve

Bpéon nhkiog 7 £m¢ katm Tov 12 pnvav 6o tpénet va Adfovv cuvolikd 3 evéselg. Ot mpdteg 600
evéoelg Ba dobovv e dapopd TovAdyiotov evog unva. H tpitn éveon (avapvnotikn) Bo dobel petd
™V NAkio Tov 12 pnvov Kot TOLAGYIoTOV 2 HNVEC LETA TN OeVTEPT £VEoT).

Howwa nuxiog 12 pnvov g kKaTm Tov 2 eTav 0o tpénel va Adfovv cuvolikd 2 evéoelg. Ot dvo
gvéaelg Ba 5000VV e d10popd TOVANYIGTOV 2 UNVDV.

Hoowd ko Eépnpor nikiag 2 o kGTo TOV 18 £TdV Oa pénet va AdPovv 1 éveon.

Evijikeg
O eviilikeg Oa mpémet va, AdPovv 1 éveon.

Edwkoi minBvopoi

Mia éveom tov Vaxneuvance Umopei va xopnyeitol o€ dtopa wov £ovv pia 1 TEPIGGOTEPES
VIOKEIEVEG KATAGTACELS O1 OTTOiEC AVEAVOVY TOV KIVOLVO Y1 TVELLLOVIOKOKKIKT VOGO (dmw¢ tal dtopa
Le SPEMAVOKLTTOPIKT] VOGO 1 e Aoipmén and Tov 16 avBpdmivng avocoaverdpkelog [HIV]).

Edv éxete meplocodTepeg EpOTAOELS OYETIKA LE TN (PNON TOL Vaxneuvance, p@TNGTE TOV YIOTPO, TOV
QOPULOKOTOLO 1] TOV VOGOKOLO GO,
4. IMBavég avemBOUNTES EVEPYELEG

Onwg 6ha ta eufoiia, €161 Kot To Vaxneuvance PUmopel vo TPOKOAEGEL AVETIOOUNTEG EVEPYEIEG, AV KoL
dev mapovctalovtal e GAoVS Tovg avlpdmovd.

AdPete apéomg 1oTpIk EPovTidn edv G€IC 1| TO THLdL GOC £XETE CUUTTMUOTO UIOG AAAEPYIKTG
avTidpaong, Tov pmopel vo mepthapupdvouv:

o Zouptypd 1 Svokoiio GTNV avoTVON

. IIpn&wo oto mpodcwno, ta yeiln 1 T YA®GGA
o Kvidwon

o E&dvOnpa

Ot ax6AovBeg avemBduntec evépyeleg pumopet va mapotnpndovyv petd t xpnon tov Vaxneuvance o
Bpéon, mandid kot pnPovug:

IMoAv ovyvég (umopel va emnpedoovy mepiocdtepovg amd 1 atovg 10 avlpmdmoug):
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o [Mupetog (Beppoxpacio 38 °C 1 vynAdtepn o€ avtd nhikiog 6 eBdopAd®V E0G KAT® TOV
2 eT®V)

Evepebiotommra (og awtd nhikiag 6 eféouddny Emg KAT® TOV 2 ETMOV)

YnvnMoa (o€ avtd niikiog 6 fOopadwv Emc KATo TV 2 eTMV)

I16vog, epuBpdtnta 1 TpR&po g BEonc Eveong

Meiouévn 6peén (oe avtd nhikiog 6 efdopadnV Emg KATO TOV 2 ETOV)

Zdnpdtra g 0€omg éveong (o€ avtd nAtkiog 6 efSoHAdMV ¢ KAT® TV 2 ETMV)
Mvikoi Tévol (oe avtd nhikiag 2 £mg KAt Tov 18 eTmv)

AloOnua koTmong (o€ avtd nikiog 2 £0¢ kdto Tov 18 e1dv)

TTovoképaog (e avtd nAkiag 2 £mg KAt Tov 18 eTmv)

Yoyvég (umopel va emmpedoovy ém¢ kot 1 otovg 10 avBpdmovg):

ZrAnpotrta g Béong éveong (o€ avTd NAKiog 2 £mg KdTto Tov 18 eTmdVv)
Kvidwon

MMupetdg (Beppokpacio 38°C 1 vynmrotepn og avtd nhkiog 2 o¢ Katm Tov 18 £TdV)
"Epetog (o€ autd nAikiog 6 eBoopddmv £m¢ KATM TV 2 €TOV)

E&dvOnua (og avtd nikiog 6 efdouddmv £mg KATM TV 2 ETMV)
Evepebiototra (oe avtd nAikiog 2 £mg Katm Tov 18 etdv)

Yrvniia (og avutd nAiog 2 €oc kdto Tov 18 eTdv)

Mewwpévn 6peén (o avtd nAtkiog 2 £wg kdTm Tov 18 eTtdv)

Moiwmeg TG B€omg éveong

Nowrtia (o€ avtd nAikiog 2 £og kato Tov 18 eTdv)

Oy Xoyvég (umopel va emnpedoovv £oc kat 1 otovg 100 avBpdmovg):
. "Epetoc (o€ avtd niiog 2 £0¢ kdtm tov 18 €10Vv)

Mn yvootég (Oev umopobdv va ekTiunBovv pe Baon to dabéoya dedopéva):
o E&avOnua (og avtd nlikiog 2 £og KaTm TV 18 eTddv)

O ax6rovBeg avemBounteg evépyeteg pumopet va mapotnpndovv HeTd T xpron tov Vaxneuvance oe
EVNAIKEC:

oAb cvyvég (umopel va emmpedoovy TeptocdTepovg amd 1 otovg 10 avBpdmovg):
. ITovog, Tpné&po 1 epuBpodTTa ot BEaM éveong

AloOnpo k6Tmong

Mvikoi movot

ITovoképaiot

[16vog o115 apBpidoelg (oe avtovg nhikiog 18 €wg 49 etmv)

Yoyvég (umopel va ernpedoovy Emg kot 1 otovg 10 avBpdmovg):
[T6vocg otig apBpaoelg (o€ awtovg nhikiag S0 eTdV kot Avo)
Navtia (o€ avtode nhikiag 18 £wg 49 e1mv)

[Mupetdg (oe avtove nhxiog 18 mg 49 etmv)

Kwnouog g 0éomng éveong

76 (o€ avtovg nhikiag 18 €mg 49 etmv)

Kpvadeg (e avtovg nhkiog 18 émg 49 etdv)

Oy ovyvég (umopet vo ennpedcovy £og kKot 1 otovg 100 avBpdmoug):
IMvpetdg (og avtovg nhkiog 50 etdv Ko dvm)

AtloOnuo Beppov g Béomng éveong

MoAones g 0éong £veong

Za\n (o€ avtovg nAkiog S0 etdv kot dvo)

Navtio (o€ avtovg nAkiog S0 eTdV Kot Avm)

"Epetog

Kpvadeg (og avtovg niiog S0 etdv Kot dvem)

42



o E&avonpa

Xravieg (Lmopet va emnpedoovy £wc kot 1 otovg 1.000 avBpdmovg):
o Alepykn avtidpacn Omwg kvidmaon, oidnua YAOcoag, £Eayn Kot cLGELYKTIKO oicOnua Acipod

AvTég o1 avemBounteg evépyeleg ival YEVIKA NTTIEG KOt SLOpKOVV Alyo.

Ava@opd avemOounTov gvepyeLdv

Edv eoeig 1 10 moudi oag mopatnpioete Kamolo avemifOount evépYELn, EVIIUEPDOTE TOV YLOTPO, TOV
QOPUOKOTOLO 1] TOV VOGOKOUO 6aG. AVTO 1oyVeL Kat Yia, kdOe mhavn avembountn evépyela mov dgv
AVaQEPETOL GTO TAPOV PVAAO 001 YLDV Yprionc. Mmopeite emiong va avagépete ovemBounteg
gvépyeteg amevbeiog, pEc® Tov €BViIKOV GUGTNUATOG AVaPOPAS TTOL avaypdeeTol oto [lapdpmua V.
Méow g avapopdg avemBOuNT®V evepyelmv propeite vo fondnoete ot GLALOYH TEPICTOTEPOV
TANPOPOPLDY GYETIKA LE TIV OCPAAELN TOV TOPOVTOG POPLAKOL.

5. Iog va guidooete To Vaxneuvance
To euPforio awTd TPETEL VO QUAACCETAL GE LEPT] TOV OgV TO PAETOLY Kot dgV TO POGVOVV Ta, OO

Na pn ypnoipomoteite avtd 10 eUPOAI0 LeTd TNV UEPOUNVia ANENG TTOL AVOPEPETOL GTO KOVTL Kol
otV etikéta g ovpryyog petd to EXP. H nuepounvia Aéng etvar n tehevtaio nuépa tov piva wov
ovoQeEPETOL EKEL.

dvidocoete og yoyeio (2 °C — 8 °C). Mnv katoydyete. DVAACCETE TNV TPOYEUIGUEVT] GUPLYYO GTO
€EMTEPIKO KOVTI Y10 VO, TPOCGTUTEVETAL OTTO TO POC.

To Vaxneuvance mpénel va yopnyeital 660 To Suvatdv o GOVIOUO LETA TNV OTOUAKPVVGT TOL OO
70 Yoyeio. QoT1000, GE TEPIMTOOELS OTTOL TO Vaxneuvance S10Tnpeital Tpocwpiva eKTOC Yuyeiov, To
euPoro eivan otabepd oe Beppokpacieg £wg 25 °C yia 48 dpec.

6. Mepreyodpeva TS cVoKELAGIOG KO AOTES TA|POPOPiES
Ty mepréyer To Vaxneuvance

O1 dpacTikég ovoieg givar:

- Baktnplakd caxyapa amd tvevpovidkokko tomwv 1, 3,4, 5, 6A, 7F, 9V, 14, 18C, 19A, 19F,
22F, 23F xon 33F (2,0 pikpoypappdpio amd kébe tOm0),

- Baktnplokd cyopo amd TVELUOVIOKOKKO TOTTOL 6B (4,0 pikpoypappdpio).

Kabe Baktnprokd cdicyapo cuvdéetar o€ pua tpoteivny popéa (CRMig7). Ta faxtmpilaxd cdicyapo Kot
N TpOTEIVN Popéag dev eivan {ovTavd kat dev Tpokoroby acévela.

Mia d60m (0,5 mL) mepiéyet mepimov 30 piKpoypappdplo TPOTEIV opEn, TPOSPOPNUEVH GE
POoeoptkd apyito (125 wikpoypappdpio apyitio [A1*T]). To @mc@opikd apyilio Tepléyetol 610
eUPOAO ®G avocoevioyLTIKO. Ta AVOGOEVIGYVTIKA TEPLEXOVTOL Y10 VO, BEATIOGOVV TIG AVOGOAOYIKES
amokpicelg Twv epPorinv.

Ta @A cvotatikd gival vatpro yroprovyo (NaCl), L-iotidivn, moAvcopPiko 20 kot Vdwp yio
gvECTULOL.

Ep@évion tov Vaxneuvance kol TEpEOIEVA TG CVOCKEVAGING

To Vaxneuvance givat éva 1p1difov evécipo evoidprpa tov dtotifetol o€ mpoyeouévn cuptyya piog
d0oomg (0,5 mL). To Vaxneuvance datifeton og cuokevacieg g 1 | tov 10, gite yopig feroveg, pe 1
Eeyoplot Perdva 1 pe 2 Eeyopiotég Pelovec.
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http://www.ema.europa.eu/docs/en_GB/document_library/Template_or_form/2013/03/WC500139752.doc

To Vaxneuvance dtatifgton eniong 6€ TOAGVGKEVAGIEC TOV OTOTEAOVVTAL 0O 5 KOVTI, TO KaBEVa
ond ta onoia mepiéyet 10 mpoyepiopéveg cvpryyeg ywpig Perdvec.

Mmropei va, unv KuKAOPOpPOLV OAEG Ol GLOKEVUGIES.

Karoyog Adsrog Kvkhogopiog ko Ilapackevaostiic

Merck Sharp & Dohme B.V.
Waarderweg 39

2031 BN Haarlem
OAavoio

IMo omoladnmote TANPOPOpic. GYETIKA LLE TO TAPOV PAPUUKEVTIKO TPOTOV, TAPOKAAEIGTE VO
angvBuvbeite otov Tomcd avtimpdowno tov Katdyov g Adstag Kvkiopopiag:

Belgié/Belgique/Belgien
MSD Belgium

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

Buarapus

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

Ceska republika

Merck Sharp & Dohme s.r.0.
Tel.: +420233 010 111
dpoc_czechslovak@merck.com

Danmark

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

Deutschland

MSD Sharp & Dohme GmbH

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

Eesti

Merck Sharp & Dohme OU
Tel.: +372 6144 200
msdeesti@merck.com

E\rada

MSD A.®.B.E.E.

TnA: 430 210 98 97 300
dpoc_greece@merck.com

Espaiia
Merck Sharp & Dohme de Espafia, S.A.
Tel: +34 91 321 06 00

msd_info@merck.com

France
MSD France
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Lietuva

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

Luxembourg/Luxemburg
MSD Belgium

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

Magyarorszag

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

Malta

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

Nederland

Merck Sharp & Dohme B.V.

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

Norge

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

Osterreich

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

Polska

MSD Polska Sp. z 0.0.
Tel.: +48 22 549 51 00
msdpolska@merck.com

Portugal
Merck Sharp & Dohme, Lda



Tél: +33 (0) 1 80 46 40 40

Hrvatska

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

Ireland

Merck Sharp & Dohme Ireland (Human Health)
Limited

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

Island
Vistor hf.
Simi: + 354 535 7000

Italia

MSD Italia S.r.I.

Tel: 800 23 99 89 (+39 06 361911)
medicalinformation.it@msd.com

Kvbmpog
Merck Sharp & Dohme Cyprus Limited

TnA: 800 00 673 (+357 22866700)
cyprus_info@merck.com

Latvija

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

Tel:+351 21 4465700
inform_pt@merck.com

Roménia
Merck Sharp & Dohme Romania S.R.L
Tel: + 4021 529 29 00

msdromania@merck.com

Slovenija
Merck Sharp & Dohme, inovativna zdravila d.o.o.
Tel: +386.1.520.4201

msd.slovenia@merck.com

Slovenska republika

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

Suomi/Finland

MSD Finland Oy

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

Sverige

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

United Kingdom (Northern Ireland)

Merck Sharp & Dohme Ireland (Human Health)
Limited

Tel: +353 (0)1 2998700

medinfoNI@msd.com

To wapdov UAA0 00N YLOV Yp1ons avaBewpOnke Yo TelevTaia gopd otig {MM/EEEE}.

Addeg TNYES TANPOPOPLOV>

Aentopepeic mAnpoopiec yio 1o appaKo avtd gival Stabéotpueg 6To dikTVoKSd TOTO ToV Evpomaikod
Opyaviopod @opudkwv: http://www.ema.europa.eu.

< —_—

O TAnpo@opisg mov akorovBodv arevdivovtal povo oe emayyehpartieg vysiog:
To Vaxneuvance dev mpEmel vo, EVIETOL EVOOLYYELOKAL.
. AxpBdg mpv amd TN XPpNON, KPATHOTE TNV TPOYELUGUEVT] GUPLYYA 0ptlOVTIO KOl OVAKIVIOTE

KoAd mote va dnpovpyn el Eva pidiCov evoidpnuo. Mnv ypnoiponolgite to uforto dv dgv
umopei va emoavoiwpnOei.

. EXéyEte omTIKA TO EVOIDPTILO VIO TUYOV COUUTIONN KO ATOYPOUOTIGUO TPV ol TN XOpyNom.
Amoppiyte 10 gpPoo gdv vdpyovv coUATIOW /KoL €AV EYEL AMOYPOUATICTEL.
o [Ipocapuoote pia erdva pe ohvdeon khewopatog Luer mepiotpépovtag deEldootpopa £mg

0ToV 1M PerdVa EQAPUOCEL UE ACPALELD TN COPLYYOL.
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o Evéote apécmg ypnotponotdvag tnv vdoopvikn 086 (IM), katd tpotiunon otnv
TPocOlomAdyla TEPLOY TOL UNPov ota PPEPn 1 TNV TEPLOYN TOL OEATOELON LVOC GTO AVE
TUAA TOL Bpayiova oTo Tondld Kot TOVG EVAALKEG,.

. [Ipocé&te Yo va amopVYETE TPAVUATICUO OO TVYOEO TPVTNUA THG BEAOVAC.

Agv v1apyovV StaBECILO SEGOUEVA Y10l TN YOPTYNON UEGM TNE VTTOOPLAG 1) TG EVOOOEPIUKNG 0000,

To Vaxneuvance dgv mpEmeL va avoyvoeToL Le GAAD PO TNV 1010 GOpLyyaL.

To Vaxneuvance propel va yopnyeitot tavtoypova pe dAla eppoiia povtivag tng mondtkng nikiog.

To Vaxneuvance pnopel vo yopnysitor tavtdypova te xoykd teTpadvvapo epupfoio katd g ypimng

(T o 100, AdPAVOTOMUEVO) GE EVAAIKEG.

Alopopetikd evésipa PO TPETEL TAVTOA VO YopnyoOvTal o€ dlapopeTikég BEoelg Eveong.

dvidoccete og yoyeio (2 °C — 8 °C). Mnv katoyiyete.

Durdcoete TNV TPOYEUIGUEVT] GUPLYYO GTO EEMTEPIKO KOVTI Y10 VO, TPOGTATEVETAL OO TO PG,

To Vaxneuvance mpénel va yopryeitor 660 to duvatdv To GOVIOU LETE TNV OTOUAKPVUVGT TOL OO
T0 Yuyeio.

Y& mepInTomn TPOCWPIVAOV OEPLOKPAGIOK®Y OTOKAIGE®DVY, Ta £d0UEVO GTADEPOTITOS VITOSEIKVOOLV
011 170 Vaxneuvance gival 61a0gpd og Beppokpaciec £ng 25 °C yuo 48 dpec.

Kabe aypnoonointo gapuokevtikd mpoidv 1 VIOAELUN TPETEL VA OTOPPINTETAL GOUPOVOL [LE TIG
KOTA TOTOVS 1GYVOVGES OYETIKEG SLUTAEELS.
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