IHAPAPTHMA 1

NEPIAHYH TON XAPAKTHPIZTIKQN TOY ITIPOIONTOX



vTo PapuaKo 0VTO TELEL LTO GLUTANPOUATIKT TapaKoAOVONOT. AvTd Ba emTPEYEL TO Yp1IYOpO
TPOGIOPIGUO VEDV TANPOPOPLOV aGPAAELNG. ZNTeital amd TV eTayyEAMIOTIEG VYEING VO OvVAPEPOLY
omolecoNToTe Thavoloyovueveg avemBountec evépyeiec. BA. mapdypago 4.8 yia tov 1pdmo avagopdg
AVETOOUNTOV EVEPYELDV.

1. ONOMAZXIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Prevenar 20 evéciplo evaiprpo G TPOYELUGLEVT] GLPLYYOL
Yulevypévo ToAVGUKYOPLOIKO TVEVHOVIOKOKKIKO eUPoAlo (20-60vapo, Tpospopnévo)

2. HOIOTIKH KAI IOXOTIKH XYNO®EXH

Mia 660 (0,5 ml) mepiéyet:

[Tvevpoviokokkikd toivcaxyaptdikd opdtumo 112 2,2 ug
[Tvevpoviokokkikd toivcaxyaptdikd opdtumo 312 2,2 ug
[Tvevpoviokokkikd toAvcaxyaptdikd opdtumo 412 2,2 ug
[Tvevpoviokokkikd toAvcakyaptdikd opdrumo 51 2,2 ug
[Tvevpoviokokkikd ToAvcakyaptdikd opdtumo 6A ! 2,2 ug
[TVELOVIOKOKKIKO TOAVGaKYapdkd opdTuTo 6B 4,4 ug
[Tvevpoviokokkikd ToAvcakyaptdikd opdtumo 7F!2 2,2 ug
[Tvevpoviokokkikd toAvcaxyaptdikd opdtumo 8! 2,2 ug
[Tvevpoviokokkikd toAvcakyaptdikd opdtumo 9V 2,2 ug
[TvevpovioKokkikd ToAvcakyaptdtkd opdtumo 10A 2 2,2 ug
[TvevpovioKokKIKO ToAvcakyaptdkd opdéTumo 11A12 2,2 ug
[Tvevpoviokokkikd toAvsakyaptdikd opdtumo 12F!2 2,2 ug
[Tvevpoviokokkikd toAvcakyaptdtkd opdtumo 1412 2,2 ug
[Tvevpoviokokkikd toAvcakyaptdkd opdtumo 15B12 2,2 ug
[Tvevpoviokokkikd toAvsakyaptdkd opdrumo 18CH2 2,2 ug
[TvevpoVIOKOKKIKO ToAVGaKyaptdtkd opdTumo 19A 12 2,2 ug
[Tvevpoviokokkikd toAvsakyaptdikd opdtumo 19F!2 2,2 ug
[Tvevpoviokokkikd toAvsakyaptdikd opdtumo 22F!2 2,2 ug
[Tvevpoviokokkikd toAvcaxyaptdikd opdtumo 23F!2 2,2 ug
[Tvevpoviokokkikd toAvcaxyaptdikd opdtumo 33F!2 2,2 ug

Tulevypévo pe v CRM g7 mpwteivn popéa (mepimov 51 ug avé 86om)
TIpocpoenpévo og poceoptkd apyiio (0,125 mg apyiriov avé 86on)

"Exdoyo pe yvootn dpdon

To Prevenar 20 mepiéyet 0,1 mg moAvcsopPikov 80 og kdbe doom 0,5 ml, Tov 16GOSVVALOVY e
0,2 mg/ml mtoAvcopPucov 80.

IMa tov TAnpn katdloyo TV ekddywv, PA. Tapdypapo 6.1.

3. OPAPMAKOTEXNIKH MOP®H

Evéoyo evaumpnua.
To euPoiio gival £va opol0yeEVES AEVKO EVALDPT LA,

4. KAINIKEX TAHPO®OPIEX

4.1 OepamevTIKég EVOEiLelg



Evepyn avocomoinom yuo tnv mpdAnym g S1EIGOVTIKNG VOGO, TNE Tvevpoviag Kot e o&eiag péong
®TiTd0¢ TOV TPOKAAOVVTAL 0td TOV Streptococcus pneumoniae Ge PPEPT, TAd1A Kot EQNPOLG NAKING
amo 6 efdouddwv Emg Arydtepo amo 18 eTmv.

Evepyn avocomnoinomn yuo tnv tpdinymn g SIEIGOVTIKIG VOGOL Kol TNG TVELUOVIOG TOV TPOKOAOVVTOL
amo tov Streptococcus pneumoniae og dropo nhkiog 18 etdv kot Gvo.

BAéne mopoypdpovg 4.4 kot 5.1 yio TANPOQOpPIEg GYETIKG [LE TNV TPOGTUGIN, EVOVTL ELOIKMY 0POTOTMV
TOV TVELLLOVIOKOKKOV.

To Prevenar 20 O mpénet va Yp1CILOTOIEITAL GOUPOVA LE TIG EMIONLEG CLOTACELC.

4.2 Aocolroyia Kol TpémTOg YopnyNons

Aocoloyia

Yvviotdton Ta Bpéen mov AapPdavouvy Ty tpdt do6om Prevenar 20 va olokinpdvovy tov KHKAO
euportacpov pe to Prevenar 20.

Xpovooraypappa eppoitacpod o€ Ppéen Ko TardLld NAKiag amd 6 efoopnadmv mg
15 pnvov
2ewpa 4 dooewv (opyikn | H apykn oepd yia Ppéen amoteleital and tpeig 06celg, Tov 0,5 ml

OELPA, TPIAY OOTEDY, N kabepio, pe TNV TPMOTN 066N va yopnyeitar cuviwg oe nAkia
akxolovBoduevy omo 2 unvov kot pe Sdotnuo Tovikaytotov 4 efdouddwv petald twv
EVIGYVTIKI] 0O0H) docewv. H mpdn d6on pmopei va yopnyndet to vopitepo and v

nikio tov 6 efdopddwv. H tétaptn (evioyvtikn) 0661 cuvieTdton
va yopnyeitar o€ nhikio 11 éo¢ 15 unvav (PA. Tapdypago 5.1).

Xpovooraypappae gpfoiracpod yio dropa nhikiog 18 eTav kot avo
Aroua nhixiag 18 etdpv To Prevenar 20 mpénet va yopnyeiton og dnag d6on o€ dropa
KOl Qv nikiog 18 etdv kot Gvo.

H avaykn eravepufoliacuov pe emakodrovdn o6on Prevenar 20 dev
&xel Tekumplodet.

Agv vrapyovv d1a0éoyio SedoUEVO GYETIKA LE TOV

1000 IKOEUPOMAGUO [LE AALN TVEVLOVIOKOKKIKA ELPOAIL N
EVIOYVTIKT 600 Yo 0 Prevenar 20. Mg Bdon v KAMVIKT gumepia
ue 1o Prevenar 13 (éva culguyuévo TVELLLOVIOKOKKIKO EUPOALO TOV
amoteleitor amd 13 ovlevyUEVoug TOAVGOKYOPITES TTOL TEPLEYOVTOL
ka1 oto Prevenar 20), edv n ypnon tov 23-00vapov
TOALGAKYOPLOKOD TVELHOVIOKOKKIKOV gloiiov (Pneumovax 23
[PPSV23]) Bempeitor katdAAnAn, O Tpémel va yopnysiton TpdTO TO
Prevenar 20 (BA. mapdypago 5.1).

THoidratpikog ninBoouog

Agv vrapyovv kabo6Aov 1 vVdpyovy UoVo mEPLopIouéva dedopéva, dlabéoua yia To Prevenar 20 ota
Bpéon Hikpotepo TV 6 fOOLAd®Y, OTO TPOMPO, VEOYVA KL GTO LEYOADTEPO avEUPOMAGTO 1) LEPIKDS



euporacuéva Ppéen ko Tandid (PA. mapaypdeovg 4.4, 4.8 kot 5.1). Ot axdAovbeg cvoTACELG
docoloyiag Bacilovtor kKupimg otny gumelpio pe to Prevenar 13.

Bpépn wixpotepo. twv 6 efdouddwv

H acpdielo ko ) amotedecpotikotnto Tov Prevenar 20 o fpépn pikpotepo Tov 6 BSopddmV dev
&yovv tekunplobei. Agv vrdpyovv dabéciia dedopéva.

THpowpa fpépn (ue Ayotepeg omo 37 efidouades kdnong)

H ocvvietodpevn oepd avoconoinong yia to Prevenar 20 aroteieiton amd téooepig 66celg Tov 0,5 ml 1
kaBepio. H apywkn oepd yio fpéen amoteleitol and Tpelg 0OCGELS, LE TNV TPDTY SO0T Vo Yopryeitat
o€ nlkia 2 pnmvev kat pe ddotnpa TovAdyiotov 4 efdopddwy petald twv docemv. H mphn dd6om
umopei va yopnynbei o vopitepo amd v nhikio tov 6 efdouddwv. H tétapt (evioyvtikn) d6on
ouvvietdral vo yopnyeitan og nikia 11 €og 15 unvav (PA. mapaypaeovg 4.4 ko 5.1).

Aveupoliooro fpépn niikiog 7 unvav éwg wixpotepns amod 12 unvav

Avo docelg, Tov 0,5 ml n kobepia, pe dtotnua TovAdyiotov 4 gfdonddmy peTald Tmv 60cEwV.
Yvviotdton Tpitn 066M Kotd 10 devTEPO £T0¢ TG LMNC.

Aveufolioaro moudie nlixiog 12 unvov éwg uikpotepns amo 24 unvav

Avo docelg, Tov 0,5 ml i kabepia, pe dStdotnue TovAdyiotov 8 fdonadmy HETOED TV SOGEWV.
Aveufoliooro maidi6 nAIKIag 2 €TV EWG WIKPOTEPHS ATO 5 TV

Mia arag 66om tov 0,5 ml.

Houida niixiog 15 unvav g LKpOTEPNS TWV 5 ETMV TOV ELYOV TPOHYOVUEVS EUPOAATTEL TIPS e
Prevenar 13

Mio, arag 66om (0,5 ml) yopnyobuevn o€ atoptkny PAcn, cOUE®VO UE TIG EXIOTEC GLGTAGELC Y10, TNV
TPOKANCT (LVOGOOTOKPIGEMV GTOVG TPOGHETOVG OPOTVTTOVG.

Edwv iye yopnyn0Oei 1o Prevenar 13, 6o mpémel va mapérfovv tovAdyiotov 8 efdopddec mpv amod )
yopnynon tov Prevenar 20 (BA. mopdypago 5.1).

Hoaudia ko épnfor nlikiog 5 etV éwe uikpotepne twv 18 etmv, avelaptntws Gy elyay TPONyoOLUEVDS
gufolioorei ue Prevenar 13

Mia arag 660m (0,5 ml) yopnyoduevn oe atoptkn BAcn, COUP®VA LE TIG EXIOTLEG CLOTAGELC.

Edwv iye yopnynOei mponyovpévag 1o Prevenar 13, Ba mpénel va mapérfovv tovAdyiotov 8 efdopdadeg
TP omd T xopnynon tov Prevenar 20 (BA. mapdypogo 5.1).

Eidcoi winBoouoi
Agv vrapyovv dedopéva pe 1o Prevenar 20 og g161ko0g TANOLGHODC.

Awtifeton gumetpio amd KAMvViKEG pedétec pe to Prevenar 13 (éva ou{guyuévo TVELHOVIOKOKKIKO
eUPoOAIo mov amoteAeitar omd 13 ovlevyuévoug Tolvoakyapiteg mov mepEyovtal Kot 6to Prevenar 20)
0€ OO Kol EVAAIKEC TTOV S1ATPEYOVY DYNAOTEPO KIVOLVO TVELLOVOKOKKIKNG AOT®mENS
CUUTEPTAOUPOVOLEV®Y 0VOGOKATEGTOAUEVOV TOdIDV Kol eviAikev pe Aolpnwén amd Tov 10 g
avBpomvng avocoavendpkelog (HIV) 1 petapdoyevon apyéyovaov aporomntikov kuttapov (HSCT)
Kot Tondlv pe dpemavokuttaptkn voco (SCD) (PA. mapaypdpovg 4.4 ko 5.1).
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Me Bdon avtd ta dedopéva, cuotadnke 1 akdiovdn docoroyia yio To Prevenar 13:

- To dtopo mov STPEYOLY LYNAOTEPO KiVOVVO TVEDHOVIOKOKKIKNG Aoiméng (w.y. dropa e SCD
N Aoipwén and HIV), counepiiapfovouévav 6cmv ufoldomkay moiodtepa pe 1 1
neplocdtepeg 00oelg PPSV23, cuotnOnke va Adfovv Tovhdyiotov 1 doon Prevenar 13.

- Xg dropa mov £yovv vroPAndei oe HSCT, n cuviotdpevn ogpd avoconoinong pe Prevenar 13
ouvviotatal o€ 4 docelg Tov 0,5 ml ékaotn. H apywn cepd avosomoinong cuvictatal o€
3 800¢€1g, [E TNV TPAOTN 006N Yop1yovuevn 3 émg 6 univec petd tnv HSCT kot pe pecodidotnua
uetaéd Tov d0cemV TovAdyIoToV 4 efdouddwv. H yopriynon evioyvtikng 66one cuathinke va
yivelr 6 unfveg petd v tpitn 66on (PA. mopdypago 5.1

H ocvvietodpevn docoroyia tov Prevenar 13 pumopei va e€etdleton yio tnv KaBodnynon tov
euporacpov pe to Prevenar 20 g mAnOuopodc vynAov kivdvvov. I TAnpopopieg oYETIKA e TIG
OTTOKPICELS OTO TVEVUOVIOKOKKIKA EUPOALN GE 0VOCOKATUOTOAUEVOVG aobeveic, avatpééte emiong oTIC
mopaypaeovg 4.4. kot 5.1.

Tpomroc yopnynong

IMo evdopvikn ypnomn povo.

To guPorio (0,5 ml) Oa wpémer va yopnyeitar pe evdopvikn éveon. Ta mpotiudueva onueio givor
wpocOomAdyto dyn Tov unpov ((€m TAaTOG Lug) og Bpéen N 0 SEATOENG LLG TOV v Ppoyiova o
ond1d ko eviiikec. To Prevenar 20 Oa wpémet va yopnyeitan e TPOGOYN YO OTOPVYT TG EVEOTG
HéEca 1] KOVTA GE veLPO Kot OLLoPOpa aryyeiaL.

IMo 0d1yiec oyeTiKa pe ToV XEPIopd Tov eUPforiov mpv amd T Yopnynon, Pr. mapdypapo 6.6.

4.3 Avtevoeigelg

YrepevaicOnoia oTig SpacTiKég 0VGIES, G KATO10 amd To £KO0Y TOV OVOPEPOVTIOL GTNV
Topaypoaeo 6.1 1 oto To&oeldéc TG d1pbepitida.

4.4 E101kéc TPoE1d 0o 6ELS KOl TPOPVAAEELS KATA T1| A p1on
Mnv evéoete 10 Prevenar 20 gvdayysloka.

Iyniacipudtta

[pokeyévov va Bertiwbei 1 yvnilooudtta Tov PloAoYIKGOV QOPUOKEVTIKOV TPOIOVI®V, TO OVOLLQ
Kot 0 aplOudg TOPTIOAS TOL YOPTYOVUEVOD PAPUAKOL B0 TPETEL VO KOTAYPAPETAL LE CUPIVELX.

YrepevoucsOnoio

Onog yio OAa. Ta. evESIa EUPOAL, TPETEL TAVTOTE VA Elval Gueca StoBEoIUN KATAAANAN 10TPIKA
Oepomeio Ko enifAeyn oe TEPITTOOT GTAVING AVOPVAOKTIKNG OVTIOPAUOT|G LETA TN YOPNYNOT TOL
eupoiriov.

ZVVLTEPYOVGH VOGOC

O gpporacpog o mpémet vo avaPdAireTor og dTopa Tov mhoyovy omd ofeia, coPfapn eumbpern voco.
Q61660, 1| TOPOLGIN NGGOVOG AOTUMENC, OTTMG TO KPVOAGYN LA, OV Do TPETEL VOl TPOKOAECEL TNV
avapoAn tov ufoilacuon.

Opouporevia Kot SToPoyEC TNKTIKOTNTOC




To epufoiio mpémet va yopnyeital pe Tpocoyr| o€ atopa e Opopfomevia 1 ooppayikn deTapoyn,
kaOd¢ umopet va TpokAnOel apoppoyios LETO amd EVOOUVIKTY YOpTyNom.

O «ivdvvog aupoppayiog oe 0o0eveig e dtatapoyés TNKTIKOTNTOG TPEmeL va, a&loAoynOel mpocekTiKd
TP Ao TNV EVOOULIKT YopnYyNon onotovdnmote euPoriov, evad o mpénet va eetaletan To

EVOEYOUEVO VTTOSOPLUG YOPTYNONG EGV T SUVNTIKA OPEAT] VIIEPTEPOVY GAPAOG TOV KIVILV®V.

IIpootacio £VOVTL TNC TVEVUOVIOKOKKIKNG VOGOV

To Prevenar 20 evdéyetol va TapEyel TPOGTAGIO LOVO EVOVTL TMV OPOTOT®V TOV Streptococcus
pneumoniae Tov TEPLAUPEvovTal 6To UPOALo Kot OV Ba TapéyEL TPOGTAGIN EVOVTL TOV GAA®Y
UIKPOOPYAVIGU®OVY OV TPOKAAOVDY SIEIGOVTIKT VOGO, Tvevpovia 1 péon otitida (OM). Onmg pe kabe
euporo, To Prevenar 20 pmopet va unv mapéyel Tpootacio amd SIEICOVTIKN TVEVLOVIOKOKKIKT VOGO,
nvevpovia § OM og 0l o, dtopa Tov AouBdavouy To euPoito. IMa Tig o TpdoEaTeS EMOTUOLOYIKEG
TANPOPOPIES Y10, TN YDPO. cog, Oo Tpémel va cupPfoviedeote Tov avTioToro €0VIKO OpyavVIGHO.

Avocokoteotoluivo GToLLo.

Agv vrdpyovv dabéoyio 0edopEV ACPAAELNG KOl AVOGOYOVIKOTNTAG TOov Prevenar 20 yia dtopa wov
OVIKOLV GE 0VOGOKOTESTUAUEVEG Opddeg. O eufolacuds Oa mpémet va eEetdletal og eEaToputKeLUEYN

Baon.

Bdoel g epmelpiog pe TveuLOVIOKOKKIKA EUPOALN, OPIGUEVO. GTOLLOL LE TPOTTOTONUEVT|
OVOGOTKOVOTNTO, LITOPEL VoL £X0VV UELMUEVEG OVOGOAOYIKEG amokpicelc 6To Prevenar 20.

To Gdtopa pe HEI®UEVT] 0VOCOAOYIKN ATOKPLoT|, ave&apTnTa edv opeiheTal GE ypnon
OVOGOKOTOGTOATIKNG Oepameiag, yeveTikod eAdttmpa, Aoipmén and HIV i dhieg attieg, pmopet va
EYOVV UELOUEVT ATTOKPICT] OVTICOUATOV OTNV gvEPYN avocoroinot. H khvikn onuoacio avto gival
dyvooTt.

Yndpyovv daféciio dES0UEVA ACPALELNG KOl AVOGOYOVIKOTNTOG e TO Prevenar 13 (éva cvlevypévo
TVELUOVIOKOKKIKO gUPOA0 TTov amotereitar amd 13 culevyUévoug TOAVGUKYOPITEG TTOL TEPLEYOVTOL
ka1 oto Prevenar 20) ywo dtopa pe Aoipwén and HIV, e SCD 1 ue HSCT (BA. mapaypdpovg 4.8

kat 5.1). To Prevenar 20 O mpémet va, ypnoIULOTOIEITOL COUPOVO LE TIG EXICTLEG CLOTACELC.

Y& eVIAIKEG a0 OAEC TIG NAKIOKES OUAOEC TOV LEAETNONKAY, TO ETIOTLO KPITPLOL LT KOTMTEPOTNTOGC
TANPoLVTAY TAPOTL TOpATPNONKY apBUNTIKG YounAoTepol yewpeTpukol pécot tithol (GMT) pe 1o
Prevenar 20 yio ToVg TEPIGGOTEPOVS OO TOVG OPOTVTTOVS GLYKPLTIKA e To Prevenar 13 (BA.
Tapdypoeo 5.1). Zto modid, moapoatnpn oy aptunTikd yopunAoTePES YEOUETPIKEG LECES
ovykevipmoelg (GMC) avosoopaipivng G (IgG) yia 6A0VG TOVG KOVOUE OPOTLTTOVG GE GUYKPIGT LE TO
Prevenar 13 (BA. mapdypago 5.1). H kKAwvikn onpocio avtd@v TV Topotnpioemy Yid Ta.
OVOGOKOTEGTOALEVE, ATOUO Eival AyvmoT).

Hodratpikdc TAnfuvoude

O duVNTIKOG KIVOUVOC GITVOLOG KO 1) avayKn Y1 TopakoloHnen Tov avarvenotikoy eni 48 £mc

72 dpec Oa Tpémel va e€etaletal kaTd TN YOPNYNOT TNG APYIKNG GELPAC AVOGOTOINGNC GE TOAD
npowpa Bpéen (ov Exovv yevvnbei e ypdvo kKOHNong PKpOTEPO 1) 160 pe 28 efoopddeg) Kat
€10IKOTEPO OE EKEIVA TOV £YOVV TPOTNYOVLUEVO 1GTOPIKO AVOPIUOTNTOG TOL ovamveLSTIKoD. Kabmg to
O6pel0g Tov gpPfolacol gival vYNAO og avtn TV opdda PPEPaV, o epPoiacog dev Ba Tpémel va
avafdrietor 1| va kabvotepel.



"Exdoya

AVTO TO EUPUOKEVTIKO TTPOidV TTEPLEYEL TOAVGOPPLKo 80 (PA. mapdypapo 2). To molvcopPukd 80
umopel va Tpokarécel avTidpaoelg vepevacnciog.

AvT06 TO POPUAKEVTIKO TPOTOV TTEPLEYEL ArydTEpPO amd 1 mmol vatpiov (23 mg) avd d6om, onAnon
OLCLUOTIKA Etval «ehevBepo vaTplovy.

4.5 AlMAemopaosig pe GALY QUPUUKEVTIKG TPOTOVTO KUl GALES popPEg alinieniopaong

Ta dapopetikd evéotua uPoiio 0o TpEmet vo, YopnyodVIOL TAVTOTE GE SLOPOPETIKG oNuEia
euporacuov.

Mnyv avoperyvoete 1o Prevenar 20 pe dAlo eufOAO/QapUOKELTIKA TPOIOVTO OTNV 1010 GUPLYYOL.

Hodrazpucdc TAnOvopdc

e Bpéon kot modid nhkiog amd 6 fdopadmv £mg KpoTEPNC 0md 5 €TV, T0 Prevenar 20 umopsei va
YOPNYELTAL TOVTOYPOVA LE OTTOLOONTOTE 0d TOL akOAOVOO avTydve epforinv, gite ¢ LOVOSVVALO
euPoro gite oG epPoOAo cuvdvacUOV: gUPoita dipOepiTidog, TETAVOL, AKLTTOPIKOD KOKKVTN,
nratitwog B, Haemophilus influenzae tomov B, adpovomompévo ToAVOpVEMTIONG, TAPAC,
TOPOTITIONG, EPVOPAC KoL OVEUEVAOYLOC. 1€ KAMVIKEG QOKIUES, ETMLTPATIKE 1] TOVTOYXPOVN XOPTYNON
euporimv potaiov pe 1o Prevenar 20 kot 6gv TPoEKLYAV AVICUYIEG OYETIKA LLE TNV ACPAAEL.

Atopa nhkioc 18 etdv kot dve

To Prevenar 20 umopei va yopnynOei tavtdypova pe 1o epPoito g emoykng ypinng (QIV,
EMPAVELOKO OVTLYOVO, BLOPOVOTOMNUEVO, AVOGOEVIGYVUEVO). e ATOUM [LE VTOKEINEVEG BN OELS TOV
oyetiCovtot pe vyYMAo Kivouvo avamTuéng amelAnTIKng yio. T {®N TVEVUOVIOKOKKIKNG VOGOV, UTOPE]
vo eEETAGTEL TO EVOEYOUEVO DLOYMPICUOV TOV ¥POVAV xoprynong tov QIV kat tov Prevenar 20 (m.y.
KT mepimov 4 efdonadec). Te o SITAG TVEAT, TUYatomomuévn uerétn (B7471004) oe evilikeg
nAkiog 65 etV Kol Gvm, 1 0VOCOAOYIKT| OTOKPIOT) NTOV TUTKG U1 KATATEPT, OGTOCO
TopoTNPENONKAY apOuUNTIKA YouNAdTEPOL TITAOL Y10 OAOVG TOVG OPOTLTTOVG TOV TVELLOVIOKOKKOL TTOV
neptropfavovtol oto Prevenar 20 6tav yopnynonke tavtdypova pe epPoio emoyikng ypinng (QIV,
EMPAVELNKO OVTLYOVO, OOPOVOTOMUEVO, AVOCOEVICYLUEVO) GE GUYKPLOT LE TN XopNynon tov Prevenar
20 uévo tov. H khviki onpacio avtod tov gupfuotog ivatl dyvoo.

To Prevenar 20 umopei va yopnynfei tavtodypova pe to euforio mRNA COVID-19 (tporomompévmv
VOUKAEOGIOIMV).

Agv vTapyovy dedOUEVI GYETIKA LE TNV TAVTOYPOVN Yopnynon tov Prevenar 20 pe dAla ppoia.
4.6 TCovipétnta, kinen kot yorovyio

Komon

Agv datiBevton dedopéva yio T xpnom tov Prevenar 20 og £yikveg yovaikes.

Meléteg og {ha dev KaTESEIEAY AUEDT] 1] EUUECT] TOEIKOTNTO GTNV OVATOPOYDYIKY] TKOVOTNTA.

H yopnynon tov Prevenar 20 katd tn didpkeia tng eykvpoovvig Bo mpémet vo e&etaleton povo otav
Ta. SLVNTIKG 0PEAT LTTEPTEPOHV TV SLVNTIKAOV KIVOOVAOV Y1 TN UNTEPO KO TO EUPPLO.

OnAacpog
Agv gival yvooto6 gdv to Prevenar 20 amekkpiveTor 6to avOpdmivo yaAa.
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Tovipdto

Agv datifevton dedopéva enidpaong tov Prevenar 20 oty avBpomivn yoviudtnto. Meréteg oe {da
dev katédel&av aueon 1 éupeon emPrafn exidpacn otn yovipdmra tov InAéov (BA. Tapdypago 5.3).

4.7 Emopdosic oty IKavoTnTa 00171161G KO YEPIGROV UNYAVILATOV

To Prevenar 20 dev €yet kapia 1 €€ ACNUOVTY EXIOPAOT] OTIV KAVOTNTO 001 YNOTG KOl EPICLOV
unyovnUatTev. Qotd60, OPIGUEVES OO TIG EXOPAGELS TTOL UVAPEPOVTAL OTIV TAPAYPoPo 4.8 umopei
va EmNPealovy TPOSMOPIVA TNV IKOVOTNTO 00NYNONG N YEPICUOD LUNYOVILATOV.

4.8 Avem@ounteg evépysieg

20VoYN TOV TPOQIA 0GOAAELOC

THoidratpikog ninBoouog

H acpdAeia tov Prevenar 20 a&loloynnke oe 5.987 coupetéyovieg natkiog 6 B0opddmv g
pikpotepng v 18 etdv og mévte KAvikég dokpég (nia @dong 2 kot téooepig @dong 3), 1écoepic
TUYOLOTTOMUEVES, SUTAG TVPAEG, EAEYYOLEVEG LE OPOAOTIKT OVGIO KAVIKES SOKIUES KOt G piol KAVIKY
doxun evog okélovg. 3.664 covppetéyovieg Edafov TovAdyiotov 1 d6on Prevenar 20 ko

2.323 ocvppetéyovtec ElaPav Prevenar 13 (epufoiio eléyyov).

2ouuetéyovreg nAikioc 6 fdouddwy Ewc uikpotepnc arxo 15 unvay

Klvikég dokipég dievepyndnkav oe vy Bpéopn nikiog 6 fdopddmv €mg pikpodTepng amod 15 pnvav
LLE TN (PN O™ EVOG YPOVOSLOYPAUUATOG 3 dOGEMV 1] EVOG Ypovodlaypappatog 4 docemv (PA.

Topaypaeo 5.1). e avtég Tig oKIEC o€ Bpérpn, 5.156 cupuetéyovteg Ehafav Tovidyiotov 1 36on Tov
euporiov: 2.833 élaPav to Prevenar 20 kon 2.323 éhafav to Prevenar 13. Tvuvolikd, mepimov to 90%
TOV CUUUETEXOVIOV G KAOE opddo Ehafay OLeG T 000eELg Emg TNV ddon oL Kabopiletal amd ™
UEAETT Y100 TOL VITLOL X€ OAEG TIG UEAETEG, O TOTIKEG AVTIOPAGELS KOl TOL GUGTNUOTIKA CLUUPAVTO
cLAAEYONKaY petd amd kabe d06om Kot To avemBounTa copPdvta (AX) corléyxOnkay and TV TPOT
d0om €wc tov 1 pfva petd tov tedevtaio Ppekd epPforiacpd Kot amd tn 600 ynmiov £mg tov 1 piva
UeTa TN d00™ VNTiov o€ OAeC Tig puehétec. Ta coPfapd avemBounta copfdvto a&oroynnkay Emg tov
1 uqva petd v televtaio d6on ot Pdong 3 kKhvikn dokiyun B7471012 (MeAétn 1012) ko £mg

6 unveg petd v televtaia doom otig Pdonc 3 kKhvikég dokipég (Meréteg 1011, 1013) kot otn Pdong
2 kv doxyn (Mehén 1003).

To Prevenar 20 ftav KoA®g avektd 0Tav xopnynonke oe oelpd 3 d6cewv Kot 4 60GEWMV, GTOVG
Bpepikodc mANOvoHovg TG HEAETNG HE Yo UNAG TOGOGTE GOPOPNG LOPPNG TOTIKDV AVTIOPAGE®DY KOl
GLGTIUOTIKGOV GUUPAVTIOV KoL TIG TEPLGCOTEPES AVTIOPAGELS VO, VTTOYWPOVV vTOg 1 £m¢ 3 nuepmv. Ta
TOGOGTO CUUUETEXOVIMV LE TOTIKES OVTIOPACELS KOl GLOTNUATIKA cupuPdvTo petd to Prevenar 20
NTav YeEVIK®G Topopon Le ekeiva Petd to Prevenar 13. Ot mepiocdtepo cuyva avapepOIEVES TOTIKES
avVTIOPAGELS KOl TO GLGTNUATIKGE CLUPAVTA HETA aTd omodnToTE 060N ToL Prevenar 20 ftav m)
evepedioTdOTNTA, 1 VITIVNALL KO TO AAhyog 6T B€om veonc. Xe avtég Tig peAéteg, o Prevenar 20
ovyyopnynhonke N enttpdmnke vo, xopnynOei poali pe opiopéva modroTpikd epporia povtivag (BA.
mopdypaeo 4.5).

H MeAétn 1012 Aoy o Bacikn, SutAd TVeAT, TUYOOTOMUEVT], EAEYYOUEVT LE OPOOTIKT] OVGIa
doxun ®aonc 3, oty omoia 601 vy Ppéen EraPav to Prevenar 20 o€ cepd 3 66cewv. Ot
avemounteg evépyeteg mov avaeépOniay cuyvotepa (> 10%) petd amd onoladNToTe OGN TOL
Prevenar 20 ftav 1 evepebiotonta (71,0% £mg 71,9%), n vavniio/avénpévog vrvog (50,9% Ewc
61,2%), T0 dhyog ot Béom éveonc (22,8% £mg 42,4%), n petopévn opeén (24,7% €wg 39,3%),
gpuBpdTTa 0T BECT Eveong (25,3% émg 36,9%), n Sdykwon otn BEon Eveong (21,4% £mg 29,8%)
Kot 0 Topetdg > 38,0 °C (8,9% émg 24,3%). O teplocdTepES OVEMIBOUNTEG OVTIOPAGELG
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napovcidotnKoy evtog 1 émg 2 nuepdv petd amd Tov eUPoAacUd Kot NToV NITIEG 1) HETPLES Kot
Bpayeiog dtdpretag (1 €wg 2 nuepmv).

O Mekréteg 1011, 1013 won 1003, Tov SOUTAG TOEAES, TUYALOTONUEVES, EAEYYXOUEVES UE OPACTIKY|
ovoia dokipéC Tov mepthauPavay 2.232 vy Bpéen, mov epporiidotnkay pe to Prevenar 20 g oeipd
4 56cewv. O1 ePIocOTEPO CLYVA aVAPEPOUEVES avemBOuNTEg evépyeteg (> 10%) mov
nopoTnPNONKay PETA amd omoladnmote 660 Tov Prevenar 20 ota Bpéen Ntav 1 gvepebiototnTal
(58,5% ém¢ 70,6%), n vavnAia/avénpévog vmvog (37,7% £mc 66,2%), To dhyog ot B€om Eveong
(32,8% ém¢ 45,5%), n petmpévn 6peén (23,0% wg 26,4%), n epubpodtnta ot 0éon éveong (22,6%
€mg 24,5%) 1 d10yKmon ot Béom €veong (15,1% éwg 17,6%). Ot meprocdTepeg avemBOUNTES
EVEPYELEG NTOV MTTIEG 1] PLETPLEG PETA TOV EUPOAOCUO KOt 01 TEPICCOTEPES AVTIOPAGELG VITOYMDPT OOV
evtog 1 ém¢ 3 nuepdv. AvemBountec evépyetec cofapnc Lopene avagpépnkay crdvia.

2t Meiém 1013, ot Tomikég avTIOPACELS KOl TOL GUCTNUATIKA GUUPAVTO GTNV DTOOUASO TMV
npowpwv veoyvav (111 Bpéen mov yevvhnkay oty 34n g Tpv v 371 fdoudda tng Kunong)
NTav TaPOUOLEG N LIKPOTEPES OO TO TEAEIOUEVD, BPEPT TNG LEAETNC. XTIV VITOOUASN TV TPOMP®V
VEOYVQAV, 1] GLYVOTNTO 0TOL0cONTOTE avapepbeicag Tomikng avtidpaong tav 31,7% €wg 55,3% otnv
ouado tov Prevenar 20 kot 001000MTTOTE GLGTNUIKOV GVUPAVTOC NTOV 65,0% £m¢ 85,5% otV opdda
tov Prevenar 20.

2ouuetéyovreg nlikioc 15 unvay éwc wixpotepnc amo 18 ety

>t dokiun ®aong 3 B7471014 (Meiét 1014), 831 cvppetéyovteg nhikiag 15 unvov £og wkpotepng
tov 18 etdv éhafav o dral 06om Tov Prevenar 20 o€ t€60Ep1g NAIKIOKES OUASEC

(209 ocvppetéyovtec nAkiog 15 €wg pkpotepng Tov 24 unvav, 216 coppetéyovies nAikiog 2 eTdv £mg
HiKpOTEPNG T®V 5 €TV, 201 cvppetéyovieg nAikiog S etdv mg pikpotepng Tov 10 etdv Kat

205 ovppetéyovreg nAkiog 10 et@v g pikpodtepng Tov 18 etdv). Ot cuppetéyovteg nikiog
pKpoTEPNG TV S €TMV ElYav AaPel TovAdyiotov 3 mponyovueveg 06o€lg Prevenar 13.

O1 epLeG0TEPO GLYVA avapepOpeveG avemiBounteg evépyeteg (> 10%) mov mopatnpnOnKoy uetd omd
omotadnmote 8001 Prevenar 20 oe GuppeTEOVTEG NAKIOG LIKPOTEPTG TOV 2 ETOV NTAV 1)
evepediotota (61,8%), To dAyog otn BEon éveong (52,5%), n vevniia/o avénuévog vivog (41,7%), n
epuBpoTTa o1 BE0m Eveong (37,7%), n petopévn 6peén (25,0%), n ddykwon ot Béom €veong
(22,1%) ko o Topetog > 38,0 °C (11,8%). LTovg ouupetéyovieg NAKIoG 2 ETOV Kol Avm, 01 GLYVOTEPQ
avaQepOUEVEG avemBOUNTES EVEPYELEG NTOV TO GAyog ot BEom éveong (66,0% £mg 82,9%), To pukd
GAyoc (26,5% £mg 48,3%), n epuBpodTTa ot BEom Eveong (15,1% éwg 39,1%),  kémwon (27,8% £mg
37,2%), n keparadyia (5,6% émg 29,3%), kol n d10ykwon ot 0éon éveong (15,6% €wg 27,1%).

2ouuetéyovres nlixiag 18 etov kot ava

H acpdleia tov Prevenar 20 a&loloynonke o 4.552 ovupetéyovieg nikiog 18 etdv kot dvo og €L
KAMvVIKEG doKpég (000 Paong 1, pia daong 2 kat tpeig Paong 3) kot og 2.496 GUUUETEYOVTEG OTIC
ouades ELEYYOVL.

Y11 dokipég Daong 3, 4.263 coppetéyovteg Ehapav Prevenar 20. e avtodg cuykatoréyovtay 1.798
ovppetéyovteg 18 mc 49 e1dv, 334 cvppetéyovreg 50 éoc 59 etav ko 2.131 ovupetéyovreg 60 eTmv
kot ave (1.138 NTov nAtkiog 65 etdv Kot dvo). ATd Toug GuppeTéyovteg mov EAafov Prevenar 20 oTig
doxpég @daong 3, 3.639 dev giyav AdPel TvELIOVIOKOKKIKA UPOra oTo TapeABov, 253 elyav AdPet
Tponyovpéves Pneumovax 23 (moAvcokyapidtkod mvELHOVIOKOKKIKO euforto [23-60vapo], PPSV23)
(=1 émg <5 étn wpwv amod v éviaén), 246 giyav Aapel mponyovpévac Prevenar 13 udvo (= 6 piveg
7pwv omd v évraén) kot 125 giyov AaPel mponyovuévmg Prevenar 13 akoiovBovuevo and PPSV23
(tn 060m tov PPSV23 > 1 étog mp1v amd v évtaln).

O1 ovppetéyovteg otn dokun @aong 3 B7471007 (Baown Merétn 1007), a&oloyndnkoy yio
avemBounteg evépyeteg yuo 1 uiva petd tov eufoliocud Kot yio coPapég avemBounteg evépyeieg yia
€mg Kot 6 punveg puetd tov epPfoilacud. Avti 1 perétn ovunepiédafe 447 ocoupetéyovreg nakiog 18



¢wg 49 etdv, 445 ovppetéyovec nkiog 50 £wg 59 etwv, 1.985 cuppetéyovreg nikiog 60 £mg
64 etdv, 624 copuetéyoviec niikiog 65 £wg 69 et@v, 319 cuppetéyovteg nhikiag 70 €mg 79 €TV Kot
69 cvupetéyovec nhkiog > 80 eTmv.

Ytovg cuppetéyovteg nhikiog 18 émg 49 etov ot Meiétn 1007 kan o€ pia doxun @aong 3 B7471008
(Lot Consistency MeAétn 1008), ot avemBounteg evépyeteg mov avapépOniay cuyvotepa NTav GAyog
g Béong éveong (79,2%), uokd dayog (62,9%), komwon (46,7%), keparadyia (36,7%) kot
apBpadyio (16,2%). Ztovg cvupetéyovieg nikiog 50 éwg 59 etdv ot Mekét 1007, ot avemBdunteg
EVEPYELEG TTOVL avaPEPONKAY GLYVOTEPA NTAY AAYOC TG Béomc éveonc (72,5%), powd aryog (49,8%),
kémwon (39,3%), keporaryia (32,3%) kot apBparyia (15,4%). Etovg coppetéyovteg nhkiog >

60 etcddv ot Mekétn 1007, ot avemBOuNTEG EVEPYELEG TOV OVAPEPONKAY GUYVOTEPA NTAV GAYOG TNG
0éong éveong (55,4%), powd dryog (39,1%), ké6nwon (30,2%), keparodryia (21,5%) kot apBpoiryio
(12,6%). Avtég rav ovviBwg NG N LETPLOG £VTOOTG KOL DITOYMPN OV EVTOG ALYV NUEPDV LETA TOV
euportacud.

H Merétn B7471006 ®dong 3 (Merétn 1006) a&lohdynoe to Prevenar 20 o cuupetéyoveeg nAkiog
> 65 TV Pe TOIKILO 16TOPIKO TVELUOVIOKOKKIKOV EUPOAMOCHOD (TPo1yodEVOS ERPOAMOCUOG e
PPSV23, 1 Prevenar 13 1 Prevenar 13 akolovBovpevo and PPSV23). Ze avtrv tn perét, ot
avemBuuNTEG EVEPYELES TOV avOQEPOTKAY GUYVOTEPX Y10, TOVG GUUUETEYOVTEG NTOV TAPOUOLEG OF
GLYVOTNTO UE EKEIVEG TTOV TTEPLYPAPNKOV Y10 TOVG GCLUUETEXOVTEG NAIKING > 60 etV ot Melétn 1007,
ue e appd vynAdTEPO TO AAYOC TG Béomc Eveonc (61,2%) 6TOVG CLUUETEXOVTEC TTOV Elyav AdPet
nwponyovuévag Prevenar 13 kou v apbpadyio (16,8%) otoug GUUUETEYOVTEG TTOL iV AdPEL
nponyovpuévag Prevenar 13 axolovBovpevo amd PPSV23.

Katdloyoc tv avembiunTmyv EVEPYEIDV GE LLOPON TIVAKA,

[Mopovcialovtot TopaKAT® KATAAOYOL TOV GVETIBOUNTOV EVEPYEIDY G LOPON TIVOKO OO TNV KAIVIKY
dorun ®aong 2 o Ppéoen, Tig KAMvikég dokipég Daong 3 o€ modaTpikohs Kot EVAAIKOLG TANBuoovg
KoL TNV gUmEpio HeTd TV KukAogopia oty oyopd.

AvemOounteg eVéEpyeles oo KAIVIKES OOKIUES

Kabmg to Prevenar 20 mepiéyet toug idtovg 13 culenypévoug moALGaKyOPITES TG KAWHS TTOV Eival
€101K01 Y10 TOV 0pOTLTO KoL Ta. 1010 £kdoya epfoiiov pe to Prevenar 13, ot avemBounteg evépyeieg mov
&yovv NON avayvopilotel yuo to Prevenar 13 &yovv vioBetbei yio to Prevenar 20. O Ilivaxag 1
TopoLGIALEL TIC avemBvuNTEG eVEPYELEG IOV avapépOnkav ot dokiur Odaong 2 o Bpéen Kot 6TIg
doxpég @aong 3 og TodlaTPIKOVG Kot EVIiAKoVg TANBLGHOVS pe Pdor TV vynAdTEPT GLYVOTNTA
peTa&d TV averiBuunTov GLUPAVIOV, TOTIK®V OVTIOPACE®V, 1| CUCTNUATIKOV GUUPAVI®OV, LETH TOV
euportacud og opdda tov Prevenar 20 1 evoouat@UEVO GUVOLO dedOUEVOV.

Ta dedopéva amod Tic KAWIKEG dokég oe Ppéen avtikatontpilovv To Prevenar 20 yopnyovuevo
TOVTOYPOVO PE AAAN TOOALTPIKG EPPBOALO povTivag,.

Ot avemBOunteg evépyeleg mapatifevral ava Katnyopio cLGTHUATOS OpYaveY, 6€ PBivovoa GEPA
ovyvotTog Kot coPfapomrag. H cuyvotnta opileton wg e€ng: moAd cuyvée (= 1/10), cuyvég (= 1/100
¢wg < 1/10), 6y ovyvég (= 1/1.000 €mg < 1/100), omdvieg (= 1/10.000 £wg < 1/1.000), ToAd omdvieg
(< 1/10.000), un yvootg cuyxvotntag (dev umopovv va ektiunovv pe faomn ta Stabécia dedopéva).

10



Mivaxag 1. AvemOvunteg Evépyaieg Amé tig Khivikég Aoxipéc Tov Prevenar 20 og Mopon

Iivako
Koatnyopia/Opyaviko AvemOounrteg Yoyvétnta
cVGTIO Avtiopdcsig
Bpéon/Howord/Eenpor Evijlikeg
Hlwiog Hlwiog
6 gpoopaswv 5 etov émg
£mg HIKPOTEPNS
pKpoéTEPNG TV 18 etV
TOV S gTAOV
Awtapoyéc Tov Avrtidpaon Zrdvieg® - Oy ovyvég
0VOGOTOINTIKOV vrepevatcnciog
GLOTHIOTOG ocvumepLouPovouévon
OO LOLTOC TOV
TPOCHTOV, SVCTVOLAG,
Bpoyydcmacuov
Metoforuég Kot Mewouévn 6peén [ToAd cuyvéc IToAv IToAv
SLTPOPIKEC oVYVES” cuyveC
dloTapayE
Yoylotpikég Evepebiototra [ToAd cuyvéc IToAv -
dlaTapayés ouyvec”
K\apo Oy cvuyvéc” - -
AwTopayéc Tov Y nvnAia/avEnpévog [ToAd cuyvéc IToAv -
VELPIKOL GLOTHLATOS | VITVOG cLyvEC
Emnvinntucég kpioeig Oy ovyvég - -
(ovumepriapfovopuévav
EUMVPETOV ETANTTIKOV
Kpioemv)
Ymotoviko- Xrdviec® - -
VTOAVTIOPACTIKO
EMELTOO10
Aviovyog IToAv cuyvéc” IToAv -
VIVOG/LELOUEVOC VTTVOG GLYVES”
Kepoloryio - [ToAd cuyvéc IToAv
GLYVES
Taotpevrepucéc Aldppoa 2uyvE Xoyvec O
Sratapoyég ovyvéch
Novtio - - Oy ovuyvég
"Epetog Yuyvéc Yoyvéc” O
ovyvéch
AwTopayéc Tov E&avOnpa Yuyvég Yuyvég® Ox
OEPLLOTOG KOl TOV ovyvéch
VTOJOPLOL 16TOV Ayygooionua - - Oyt ovyvég
Kvidmwon 1 e&avOnua Oy ovyvég Oyt ovyvég -
npocopotdlov e
KVIO®TIKO
AwTopayés Tov Muoucod dhyog - [ToAd cuyvéc [ToAv
LVOGKEAETIKOD GLYVEG
GULGTIULOTOG KOl TOV ApOparyia - Suyvég IToAv
GLVOETIKOV 16TOV ovyvEg
I'evikég Sratapoayég [Mvpetog (ropeia) [ToAd cuyvéc Oy ovyvég Yuyvég
KOl KOTOGTUCELS OTN [Mupetdg vyNAdTEPOG Zuyvég - -
Béon yopriynong ano 38,9 °C
Konmwon - [ToAd cuyvéc IToAv

GLYVES
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Mivaxag 1. AvemOvunteg Evépyaieg Amé tig Khivikég Aoxipéc Tov Prevenar 20 og Mopon
Iivako

Koatnyopia/Opyaviko AvemOounrteg Yoyvétnta
cVGTIO Avtiopdcsig
Bpéon/Howord/Eenpor Evijlikeg
Hlwiog Hlwiog
6 gpoopaswv 5 etov émg
£mg HIKPOTEPNS
pKpoéTEPNG TV 18 etV
TOV S gTAOV
Ep0Onpa ot 6éom [ToAv cuyvéc [ToAd cuyvéc Suyvéch
eufortocuov
YKAnpia/odoykwmon ot [ToAd cuyvéc [ToAd cuyvéc Suyvéch
0éom euforacpon
Ep0Onua [ToAd cuyvéc - -
oKANpia/d10yKwon ot [petd
0éom guPoiiocpon VNTOKT 060M
(>2,0-7,0 cm) Kol o€
peyoAvTEPQL
ond1d (nikiog
2 ¢wg <5 etdv)]
Zoyveég (LETA T - -
Bpepikn oepd)
Ep0Onua 1 Oyt ovyvég - -
oKANpia/d10yKwon ot
0éom epPoiiacpon
(> 7,0 cm)
Alyoc/evauctneio ot [ToAd cuyvéc [ToAd cuyvéc IToAv
0éom suPoliocuon GLYVEG
AAyoc/evaictnoio ot Yuyvég Yuyvég [ToAv
0éom gpfoiiacpon Tov GuyVEC
TPOKOAEL TEPLOPIOUO
NG Kivomng To0v AKpov
Kvnouég ot 0éom - - Oyt ovyvég
eufoiacuov
Agnpoadevonddeia - - Oy ovyvég
Kvidmon ot 0éom - - Oyt ovyvég
eUPoAOGHOD
Piyn - - Oy
ovyvéch
Ynepevaichnoio ot Xrdvied! - -
0éom sufollocuon

o.  Avtég o1 ouyvotntes Pacifovran otig avemBounteg evépyeleg (AE) mov avapépnkav otig kKAvikég SOKIES [LE TO
Prevenar 13, kabmg awtég ot AE dev avapépOniay otic dokipég Tov Prevenar 20 og Bpéen (Pdong 2 kot 3), mondid
Ko epriPovg nhikiog émg katm tov 18 e1dV Ko o€ gvijhikeg nAikiog 18 etdv kat dve (Pdong 3) cuvendg, n
GLYVOTNTO ElvaL PN YVOOTY.

B. ZouPav mov avapépbnke otig kKAvikég dokiuég pe to Prevenar 13 og evijhikeg pe mohd cuyvi cuyvotra (> 1/10).

y. AE mov dev avaepépOnkov ya to Prevenar 13, mapoti n kvidwon ot 0éom éveong, o kvnopog ot 0éon €veong kot
1 deppotitida ot 0éon Eveong avapépOniay Katd tnv euneipio pe to Prevenar 13 petd v kukAogopio Tov otnv

oyopd.

Aopdlera pe towtoypovy yopnynan eufoliov oe evijlikes

'Orav to Prevenar 20 yopnyn0dnke oe evijiikeg nhikiog > 65 etav pali pe v tpitn (evioyvtikn) d6om
evog euforiov mRNA COVID-19 (tpomomoinpévmv voukAE0s13imV), TO TPOPIA aveKTIKOTNTOG YEVIKG
Nrtav mapopoto pe tov gpforiov mMRNA COVID-19 (tporomompévev voukAEOG1dimV) Yop1nyoOIEVO
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HeHOVOUEVA. YT PYOV OPICUEVEG SLOPOPEG GTO TPOPIA ACPAAELNG GE GVYKPLOT| LLE T YOPTYNOT TOL
Prevenar 20 pepovopéva. tn dokun edong 3 B7471026 (Meiétn 1026), avapépdnikoay mopesio
(13,0%) ko piyn (26,5%) ¢ «mord cuyveéry avembOuntec evépyeleg ue tn cuyyopnynon. Ympée,
emiong, pia avaeopd {aAng (0,5%) otnv opdda tng Guyyopynong.

AvemOounteg EVEPYEIES OO TV EUTELPIO. LETA THV KDKAOQOPIO. TNV ayOpa.

O ITivakag 2 mepriapfaver avemBounteg eumelpieg mov £xovv avapepbei avbopunTo KOTA TN ddpKeLd
™G xpnong tov Prevenar 13 e mondiatpikcong Kot EVAAIKOVS TANBVGHOVG HETA TNV KVKAOPOpia TNV
ayopd ot omoieg pumopel emiong vo mpokdhyovv e 1o Prevenar 20. H gunepia tng acpdielog petd tnv
KukAopopia tov Prevenar 13 oyetiletan pe to Prevenar 20, kB¢ to Prevenar 20 mepiéyet OAa ta,
ovoTatiKa PéPN (oLLevyHEVOLG TOALGAKYOPITEG Kot £kd0ya) Tov Prevenar 13. Avtég ot evépyeleg
avaeépOnkav e0elovtikd amod Evay TAnbuoud dyvootov ueyébovg. Tuvenmc, dev gival duvatn 1
a&1omiotn ektipnon g ovyvOTNTAS TOLE 1| 1 TEKUNPIWGT, Y10 OAEC TIG EVEPYELES, LLOC OTIOAOYIKNG
oyéong pe tnv €kbeon oto gufoito.

Iivakeg 2. AvemB@dunteg Evépyeieg Tov Prevenar 13 An6 tnv Eprepio Metd tnv
Kvkhogopia oty Ayopd

Katnyopia/opyaviké cvotnpo Mn yvoo1i| cuyvotyTa
AwTopay£c ToL OiaTog Kol TOV AEUPIKOD Agnpadevonddelo evTomioUEVN OTNV TTEPLOYT| TOV
GLGTNOTOG onueiov gupfoilacuod

AWTOPOYEG TOL BVOGOTOUTIKOV GUGTAUATOS | AVOQUAAKTIKT)/OVAQUANKTOELING OVTIOpOOT),
ocvuneptrouPavouévne g kotomAnéiog
ATopay£g ToL SEPIOTOC Kol TOV VTOdOpov | Ayyetooidnua, ToAduopeo ephonua

1GTOV

I'evikég Sratapayég Kol KOTOOTAGELG OTN) Agpportitida oto onpeio epPfoitacon, kvidmon
0¢om yopnynong 070 oNUEio EUPOAAGHOD, KVGUOG GTO GNUELD
eufoiacuon

On evépyeteg avagépbnkav avdopunta amd v epneipio pe to Prevenar 13 petd tyv kukhogopia 6Ty ayopd. ZuVen®g, ot
GLYVOTNTES eV PTOPOVGOV VO, eKTiUNB00V omd ta dtabéopa dedopéva tov Prevenar 20 kat, yio cvtdv tov Adyo, Bempovvtot
MG UN YVOOTEG.

[Ipbchetec mAnpoopiec og £101K0VE TANOVoUOVE og neAfteg ue to Prevenar 13

O1 ovppetéyovteg nlkiog 6 £mg < 18 etdv pe Aoipmén and HIV éxovv mapodpotleg cuyvotnteg
avemountov evepyeldv otov [ivaka 1, ektdg amnd Tov mopetod (11% g 19%), v apbpoiryio (24%
€m¢ 42%), tov éueto (8% émg 18%), ot omoieg tav oA cuyvég. Ot cuppeTéyovteg nhikiag > 18 etdv
ue Aoipwén and HIV €yovv mapopoleg cuyvotnteg avemiountov evepyelov otov Iivaxa 1, extoc amd
v nopeéia (5% £mg 18%) kar tov éueto (8% £mg 12%) mov ftav moAd GuyVEG Kot TN vauTia

(< 1% £mc 3%) mov NTav cuyvn.

Ot ovppetéyovieg nhikiog 2 émg < 18 etmv pe HSCT €yovv mopduoteg cuyvotnteg avemBountov
evepyelmv otov [livaka 1, ektdg amd ToV TOVO 6T0 oNUE0 TOL EUPOAACHOV TOV TPOKUAEL TEPLOPICUO
g kivnomng tov akpov (5% €mg 15%), tov épeto (6% Ewg 21%), T ddppora (15% Emg 32%) wan v
apBpadyia (25% €wg 32%) o1 omoieg NTov TOAD cuyvés. Ot cvppetéyovtec nikiog > 18 etwv pe HSCT
&youv Tapouoteg ouyvotNTeg avembounToV gvepyeldv otov Iivaxa 1, extdg amd tnv mopeéia (4% Emg
15%), tov éueto (6% £mg 21%) kai tn didppoia (25% Emg 36%) mov Ntav TOAD cuyvEs.

Ot ovppetéyovteg nlkiog 6 £mg < 18 etdv pe SCD éyovv Tapdpoieg ouyvotnTeg avembountov
evepyewwv otov [livaka 1, ekto6g amd Tov TOVO 610 oNeio TOL EUPOAOCLOV TOV TPOKAAEL TEPLOPIOUO
g kivnong Tov dxpov (11% Emg 16%), tov mupetd (21% g 22%), tov éueto (13% émg 15%), T
dwppora (13% €wg 25%) ko v apBparyia (40% Emg 45%) ot onoieg NTay TOAD GUYVES.

Avapopd THavoAOYOLUEVOV OVETBOUNTOV EVEPYELDY
H avagopd mbavoroyodpevov avemBOunTov evepyeumv PETA T XOPNYNOT| AOELNG KUKAO(QOPIOG TOV
(QOPLOKEVTIKOD TPOTOVTOG ival onuovtikn. Emtpénel m cvveyn mapakorlovbnon g oxéong
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0PEAOVG-KIVODVOL TOV PUPHOKEVTIKOD TPOTOVTOC. ZnTeital and Tovg EnayyeEALATIEG VYELNS VA
VOPEPOVY OTTOIEGONTOTE THOVOAOYOVUEVES OVETIOVUNTEG EVEPYEIEG LEGH TOL EOBVIKOD GLGTNILOTOG
avapopdg mov avaypdeetor oto [Hopdpmua V.

4.9 Ynepoocoroyia

Eivar aniBavn n viepdocoroyia pe to Prevenar 20, Ady® TG GUOKELOGING TOL MG TPOYEUGUEN
cupLyya.

5. ODAPMAKOAOTI'TIKEX IATOTHTEX

5.1 D oppoKodVVIPIKES 1O10TNTEG

Ddoppokobepamentikn katnyopio: gufoiia, TVELUOVIOKOKKIKA Lo, kKodikdc ATC: JO7ALO2

Mnyoviopoc dpdonc

To Prevenar 20 mepiéyetl 20 molvoayopiteg TnG KAWYOG TOL TVEVHOVIOKOKKOV oV givol OAot
ovlevypévol pe mpoteivn popéa CRMig7,  omoia Tpomomotel TV 0vOGOAOYIKY) OTOKPIOT) GTOV
noAvcaxyopitn and ave&aptntn and T-kotTopa andkplon o€ eaptapevn and T-kdTTapa andkpion.
H e&aptopevn and T-khtrapa amdkpion 0dnyel og EVIGYLUEVT ATOKPIOT OVIICOUATOV KOl EXAYEL
AELTOVPYIKA OVTICOUOTO (AVTICOUATE, TTOV GYETILOVTAL [LE TNV OY®VIVOTOING, TN QAYOKLTTAP®GT Kot
™ OavaTmon TV TVELHOVIOKOKK®V) Y10 TNV TPOCTUCio 0td TVELLOVIOKOKKIKT VOG0, KM Kot T
onpovpyio B-kuttdpv pvipung, EXTPETOVTAG TNV AVAUVIOTIKY] (EVIGYVTIKY]) AmOKPIoN KOT TNV
emavékbeon oto Paxtmpio.

O1 0voCOAOYIKEG OMOKPIGEL OTO, TOLOIG KOl GTOVG EVIAIKEG LETE TV £kBeom otov Streptococcus
pneumoniae 1| LETA TOV EUPOAAGUO LLE TVEVHOVIOKOKKIKO EUPOALO UTOPEL VO TPOGOIOPIOTOVV LUE TN
pétpnon tov amokpicemv IgG 1 g oyovoeayokvttapikng dpacnc (OPA). H OPA avtutpocwnevel
TN SPACTIKOTNTO TOV AEITOVPYIKAOV OVTICOUATOV Kol OE@PEITAL GLOVTIKO 0VOGOAOYIKO LETPO
VTOKOTAGTAONG TPOCTUGIOG EVOVTL TG TVELHOVIOKOKKIKTG VOGOV GTOVG EVIAIKES. XTa Toud1d.,
TOALOTTAG KPLTHPLOL VOGO YOVIKOTITOC YPNCILOTOOVVTOL Y10, TV KAVIKT 0EI0AOYN O™ TOV
oL(EVYUEV®V TVELUOVIOKOKKIK®MY EUPOA®Y, COUTEPILOUBAVOUEVOL TOV TOGOGTOD TMV
EUPOAMACUEVOV TOLOLOV TTOV EMTVYYAVOLY E101KO Y10, TOV OPOTLTO £MiNEdO avTiompatog IgG mov
avtiototyel o€ > 0,35 pug/ml pe ™ ypnomn tov eviuukod avoGoTPOGPOPNTIKOD TPOGOIOPIGHOD
(ELISA) tov [TOY 1 16030vaung 101KNG Yo T SOKLULOGT0 TIUNC.

O1 e1d1KéG Y10 TOV OPOTLTIO LVOGOAOYIKESG OMOKPIGELG TOL GLGYETILOVTAL [IE TNV OTOUIKN TPOCTAGIN
07T0 TVELUOVIOKOKKIKT] VOGO dev £xovv kaBoploTel capac.

KMvik) omoteAeopatikdTnTo,

Agv éxovv mpaypotonombel pelétec amotelecuatikoOtTTog e T0 Prevenar 20.

AgdouEVa avVoGOoYOVIKOTNTOC

Klwikég doxyués tov Prevenar 20 o fpépn, maidid koi epnfovg

H avocoyovikdémta a&lohoyndnie amd ta 101KA Yio ToV opdTLTTO Toc00Td amdkpiong IgG (to
TOGOGTO TMOV GUUUETEXOVTOV TTOV TANPOVV TO E151KO Yia Tov opdtuzo eninedo IgG >0,35 pug/mln
1600UVOLT E0TKT] Y10 TN SOKLLOGT0 TN Kot TIG YEMUETPIKES péaeg ouykevipaoels (GMC) tov IgG
otov 1 univa Petd tnv apykn oepd d0cemv Kot 6Tov 1 uiva PeTd amd tn vimokn d6cor. Ot GMT
OPA petpnOnkav eniong 1 pqva peTd TV apyikn oelpd 60cemV Kol PeTd omd T ynmiakh o6on. H
TpoKabopiopéVn cuyKEVTPOT oL avtiotolyel og 0,35ug/ml pe tn ypnon tov evivuikod
avoGonpocspoPNTIKoD Tpocdiopicpod (ELISA) tov [TIOY (1] 100dhvaung e1d1kng yio ) doKacio.
TIUNG KOTOPAIOV) e@apUOleTal OTOKAEIGTIKA € EMimed0 TANOLGLOD Kol dEV UTOpPEL va
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https://www.ema.europa.eu/documents/template-form/qrd-appendix-v-adverse-drug-reaction-reporting-details_en.docx

ypnoyomondet yio Ty TpOPAEYN TG HELOVAOUEVTG 1] TNG EWOIKNG Y10 TOV OPOTLTO TPOGTAGIOG EVOAVTL
g ATIN. Agv veioTaTOl TPOGTATEVTIKO OPLO TITAOL AVTICOUAT®Y Y10, TNV TVELUOVIO Kot TNV o&gia
uéon otitdo (OMQ).

Avo Khwvikég dokpég Paong 3 (Mekémn 1011, Medétn 1012) kon pia kivikn dokiun ®dong 2
(Mekét 1003) a&ordynoay v avocoyovikotnta tov Prevenar 20 oe pia ogpd 3 86cewv 1

4 d6cewv og Ppéon. Mia pedétn @dong 3 B7471027 (Meiétn 1027) a&loldynoe v avocoyovikoTnTa
wog ama ovapyvnotikng doong 1 2 66cemv Prevenar 20 oe vimia nhikiag 12 unvav éog Kato tov 24
UNVOV LETO amd 2 Tponyovueveg Ppepikéc 60oelg Prevenar 13. Mia pedétn @dong 3 (MeAétn 1014)
o€ Tl nAkiag 15 unvav éog kKato tov 18 etdv aloddynoe o draé d6omn tov Prevenar 20.

Avoooarokpiosic uete omod 3 kot 4 d0oeic o€ wia oeipd Spepikod euforiocuod 4 déocwy

¥t Meiém 1011, n omoia drevepynOnke otig Hvopéveg Iolteieg Apepucng ko oto [Tovépto Piko,
1.991 vyn Bpéon niiog 2 unvav (> 42 £mg <98 nuep®V) KaTd TOV YpOVO TNG CLVAIVESTS Kol
yvevvn0évta og > 36 gfdouddeg tng komong tuyatomomOnkay (1:1) kou gpfortdotnkay eite pe Prevenar
20 eite pe Prevenar 13 og nAwcio mepimov 2, 4, 6 kot 12 émg 15 unvaov. Ot cvppetéyovteg Erafav
emiong GAAa ToudloTpKd epPoria, PHeETasd TV omoimv Eva eUPOA0 GUVOLOCHOV OV TtEpieiye EUPOALIO
dpBepitidog, TeTdvov, KoKKOTN (aKVTTOPLKO), Nrotitidag B (rDNA), molMopveritioag
(adpavomompévo) ko Haemophilus influenzae tomov B culgvypévo (Tpoopopnévo) Kat [UE TIG

3 dd0o¢e1g, £va gpfoilo cLVIVAGHOD TAOPAS, TaPOTITIONG, EpLOPAEG Kot EUPOAIO AVELELAOYIAG OTN
VNTOKT 000N, TN UEAETT EMTPATNKE 1] GLYYOPNYNON EUPOAIDY poTaiov Kal ypimnc.

‘Evayv piva petd v tpitn Ppepikn 060m ekmAnpoddnke  un-katotepdtnta (noninferiority, NI) yuo
S1pOopa GTO, TOGOGTA TMV GUUUETEYOVIMV UE TPOKUOOPIGUEVES EIOIKES Y10 TOV OPOTVTIO
ovykevipwaoelg IgG (ne kprripro NI 10%) yio tovg 9 amod tovg 13 kotvodg opdtumovg e 1o Prevenar
13 kou dev ekmAnpaddnke yio 4 opdtvmovg (opotumot 3, 4, 9V kot 23F) (ITivakag 3). 'E& and tovg

7 tpdcHeTOVG OPOTVTOVG EKTANPOCAY ETIONG TO KPITNPLO LN KATOTEPOTNTAG OE GUYKPLON LE TN
YOUNAOTEPT amdvTnon Yo Evay 0poTtumo gpPfoiiov oty opdada Tov Prevenar 13 (e€aipovuévou tov
opotvmov 3). O opotumog 12F vroreimovioy Tov 6TaTIoTIKOD KptTnpiov un kotmtepotntog. Ot Tipég
GMC IgG petd ™ d60om 3 tov Prevenar 20 tov un katotepeg [pe kprrnpro NI 0,5 yo to yeouetpikd
uécso Adyo (GMR) IgG] og 0yKpion Ue TOVG GUUUETEXOVTEC TNG ouddag Tov Prevenar 13 kat yuo Tovg
13 kowot¢ opotumove. To kprmpilo NI exkminpmdnke exiong kot yio Tovg 7 Tpdcbetovg opdTumONg G
ovykpion pe ™ yauniotepn GMC IgG (g&apovpévou tov opdtumov 3) pHetald TV 0pOTLT®V
euporiov otnv oudda tov Prevenar 13 (ITivakag 3).

Ta enineda avticopdtov Kot yio Toug 7 TpocHetong opoOTLTONG NTAV GNUAVTIKE VYNASTEPA OO TOV
avtioToryo opoTLTO 6TV opada Tov Prevenar 13 (Iivakeg 3 kot 4).

‘Evav umva petd m vkt do0om, o kpitipto NI yia tig tiuég GMC IgG (ue kprenpro NI 0,5 yia
GMR IgQ) exkminpdOnke Kot yio tovg 13 Kotvovg opotumovg e to Prevenar 13. To kprrpio NI
ekmAnpmOnKe emiong kot yio Tovg 7 mpdcobeTovg 0pdTLTTOVE GE GUYKploT pe T yauniotepn GMC IgG
(e&apovpévon tov opdtLTTOL 3) HETOED TV 0pOTLTTMVY EUPOAiov TNV opdda Tov Prevenar 13
(ITivaxag 4). ITapdt | un katwtepdtnTa dev eAEYYONKE EMioN A Y10 AVTO TO KATAANKTIKO ONUETLO, O
napatnpovueveg oapopég (Prevenar 20 — Prevenar 13) 6ta T0G00TH TOV GUUUETEXOVTOV LE EOKEG
Yo ToV 0pOTLTTO GVYKEVTpOoELS IgG 1 unva uetd tn 60om 4 ftay peyardtepeg amd -10% Kot yio Tovg
13 xowvo¥¢ opdTuTOLG LE To Prevenar 13 gxtog tov opotvmov 3 (-16,4%, CI -21,0%, -11,8%). ' Tovg
7 TpOcHETOVC 0POTLITOVC, O1 TAPATNPOVUEVES OLOPOPES GTO TOGOGTO TOV GUUUETEXOVIMV LE
TPOoKADOPIGHEVEG E101KEG Y1 TOV 0pOTLTIO GLYKEVTPDGELG IgG 1 ufva petd ) 06on 4 Koudvonkoy
oamnd -11,5% (opdtumog 12F) émg 1,8% (opotumor 15B, 22F won 33F) (ITivaxag 4).
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Hivaxag 3. IMocootd Zoppeteyovrov Me Kabopiopéveg Loykevrpooeig IgG ywo tov
veopoviokokko kot GMC IgG 1w tov IIvevpoviokokko (ng/ml) ‘Evav Miva

Metd ™ Adon 3 pog Xepdg 4 Adoswv, Merétny 1011°

Mocoota Zoppeteydvtov pe

Kafopiopéveg Xvykevrparosic IgGP IgG GMCs
Aw@opa
(Prevenar
Prevenar 20 | Prevenar 13 20— Prevenar 20 | Prevenar 13 | Prevenar 20
N* = 831- N7 =801- Prevenar N* = 831- NY = 801- /Prevenar
833 802 13) 833 802 13
% GMR
% % (95% CI®) GMC* GMC* (95% CI)
OpoéTVTOoL
-6,3 0,65
1 84,9 91,1 (9,4, -3,1) 0,74 1,14 (0,59, 0,72)
-14,8 0,70
3 40,5 55,2 (-19,5, -10,0) 0,36 0,51 (0,64, 0,76)
9,4 0,70
4 78,2 87,5 (-13,0, -5,8) 0,75 1,08 (0,63, 0,78)
-43 0,69
5 86,2 90,5 (-7,5,-1,2) 0,66 0,96 (0,61, 0,77)
-1,9 0,72
6A 94,2 96,1 (-4,0, 0,2) 1,95 2,69 (0,65, 0,81)
4,1 0,60
6B 88,3 92,4 (-7,0, -1,2) 0,61 1,02 (0,51, 0,70)
-0,9 0,75
7F 96,4 97,3 (-2,6, 0,9) 1,71 2,29 (0,69, 0,81)
-8,5 0,72
9V 80,3 88,8 (-12,0, -5,0) 0,87 1,21 (0,65, 0,80)
-1,2 0,79
14 94,2 95,4 (-3,4, 1,0) 2,16 2,72 (0,71, 0,89)
2,1 0,77
18C 87,3 89,4 (-5,3, 1,0) 1,31 1,71 (0,70, 0,84)
-1,7 0,79
19A 96,3 98,0 (-3,4,-0,1) 0,72 0,91 (0,72, 0,86)
0,2 0,79
19F 96,0 95,9 (-1,8,2,1) 1,59 2,00 (0,73, 0,86)
-8,9 0,66
23F 74,3 83,2 (-12,8, -4,9) 0,82 1,25 (0,58, 0,75)
MpécBeTor OpoéTUTOL”
12,6 1,98
8 95,8 83,2°° (9,8, 15,6) 1,80 0,91¢ (1,81, 2,16)
4,8 1,32
10A 88,0 83,2° (1,4, 8,3) 1,21 0,91° (1,18, 1,49)
6,9 1,52
11A 90,0 83,2°° (3,6,10,2) 1,39 0,91¢ (1,39, 1,67)
-35,1 0,60
12F 48,0 83,2° (-39.4, -30,8) 0,55 0,91° (0,54, 0,67)
13,8 4,82
15B 97,0 83,2°° (11,1, 16,8) 4,40 0,91¢ (4,39, 5,30)
15,5 4,06
22F 98,7 83,2°° (12,9, 18,3) 3,71 0,91¢ (3,68, 4,48)
6,1 1,64
33F 89,3 83,20 (2,8,9,5) 1,49 0,91° (1,46, 1,83)
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Yvvropoypapieg: CI = didotua epmictoodvng, dLIA = dueon avosodokiacio pe fdon to cbompa Luminex,

ELISA = gvlupikdg avosompocpoenTikog tpocdioptopdc, GMC = yeopetpikn péon cuykévipoon, GMR = yeopetpikdg
pécog Adyog, IgG = avocsospaipivi G, LLOQ = katdtepo 6plo moGoTIKOTOiNoNG.

Inueioon: H pn katotepdmra yio Eévav opoTumo Tekunplddnke edv to katdtepo 6pilo tov appimievpov 95% CI yia
drapopd ota Tocootd (Prevenar 20-Prevenar 13) ftav >-10% 1 10 katdtepo 6plo tov aupimievpov 95% CI yio tov GMR
(Prevenar 20 wpog Prevenar 13) ntov > 0,5 yio Tov cuyKekpyévo opoTuTO.

Inueimon: Anotedéopata dokpaciog youniotepa amd to LLOQ opiotkav o 0,5 x LLOQ oty avdivon.

o. H Merém 1011 die€nydn otig Hvopéveg Iolteieg Apepikng kot otny enkpdreia tov [Tovépto Piko
(NCT04382326).

B. Ta xabopiopéva enineda yio Tovg 0podTLTOVS TOV Prevenar 13 mpoépyovtan amd o SNUOGIELHEVN HEAETT YEPOP®OTG
(Tan CY, et al. 2018) ypnoiponoidvtag omoteAéopata HeTd amd TIC apyikés Ppeptiég 000elc, Tpv amd T d6om yio Vi
Kot petd amd ™ 66om yio vimia (Tpdypappo 3 d6cewv yio Bpéen axoiovbodpevo amd pio 6N Yo VT, EKTOS 0o TOV
opotumo 19A, 6mov ypNoIoTOmONKAY ATOTEAEGIOTO. LOVO HETA 0md TIG apyIkéES Ppeeikés 60aels. T Tovg Tpdcbetong
7 opdTuToLG, ToL Kabopiopéva enineda TpoépyovTot omd a&loloynorn cupeaviag (Kivikn dLIA yo emavédeyyo ELISA)
dedopévav and perét daong 2, v B7471003, n omoia xpnoyionolel exiong to ypovodidypappa 3 Bpepikdv d0cemv
aKoAoLOODEVDV amd pio OGT Y10 VATILOL.

v. N = apBpog ocoppeteydviov pe Eykupeg ovykevipaoelg IgG.

5.  Apoimievpo CI pe Bdon ) pébodo Miettinen ko Nurminen.

€. Ouvtyég GMC, ot tyég GMR kan ta oyetikd apeinievpa Cl vroloyiotnkav pe ekfeticonoinon Tov HEGOV OpOV Kot
Tov pécmv dapopmv (Prevenar 20 — Prevenar 13) tov AoydpiBpov tov cuykevipdoewv kot Tomv avtictotyov CI (ue fdon
v Kotovour Student’s t).

ot. [ 11 mocooTinieg dopopég v 7 Tpdcbetv opdtunmy, ta anoterécpata IgG and tov opdtumo 23F (opdTumog
Prevenar 13 pe 1o xounAdtepo 1060016 £01povpEVOD TOL 0pdTLTOL 3) 6TNV opdda Tov Prevenar 13 ypnoiomomOnkay
Yo TN GUYKpLon TG U Katotepdtntac. Ta T0600Td TV cuppetexdvioy Le kabopiopéves cuykevipmoels IgG otoug
opoétumovg 8, 10A, 11A, 12F, 15B, 22F «ou 33F ot opdda tov Prevenar 13 fjtav 1,4%, 1,9%, 1,4%, 0,1%, 1,2%, 1,4%
kot 1,5%, avtictotya.

€. T g ripég GMR tov 7 mpdchetmv opdtunmv, ta arotedéopata IgG amd tov opotumo 19A (opdtumog Prevenar 13
pe ) yopniotepn GMC e€apovpévon tov opdtumov 3) otnv opdda tov Prevenar 13 ypnoyomomOnkay yio tig
ovykpiocelg v ) pun katotepdmro. Or tipéc GMC IgG otovg opdtumovg 8, 10A, 11A, 12F, 15B, 22F «ot 33F oty
opddo tov Prevenar 13 frov 0,02 pg/ml, 0,01 pg/ml, 0,02 pg/ml, 0,01 pg/ml, 0,03 pg/ml, 0,01 pg/ml ko 0,02 pg/ml,
avtioTtory.

Mocooto Tvppereyroviov pe Kabopiopéves Tvykevrpooseig IgG ya tov
Mvegvpovidkokko kot GMCIgG ywo Tov Ivevpovidkokko (ug/ml) ‘Evav Miva
Metd ™) Adon 4 g Xepdg 4 Adoswv, Meréty 1011°

Mivaxag 4.

Mocootd Tvppeteydvrov pe
Kafopiopiveg ovykevrphroeg IsGP IgG GMCs
Aw@opd
Prevenar Prevenar (Prevenar Prevenar Prevenar
20 13 20— 20 13 Prevenar 20
NY =1753- NY =744- Prevenar NY =753- NY =744- /Prevenar
755 745 13) 755 745 13
% GMR
% % (95% CI®) GMC? GMC*? (95% CI
OpoéTVTTOL
-2,6 0,69
1 95,5 98,1 (4,5, -0,9) 1,47 2,12 (0,63, 0,76)
-16,4
(21,0, - 0,66
3 60,8 77,2 11,8) 0,56 0,85 (0,61, 0,73)
-0,1 0,78
4 98,8 98,9 (-1,3, LL1) 3,77 4,84 (0,70, 0,86)
0,2 0,74
5 98,8 98,7 (-1,1,1,4) 1,87 2,51 (0,67, 0,82)
-0,4 0,77
6A 99,5 99,9 (-1,2,0,3) 9,01 11,69 (0,70, 0,85)
-0,4 0,70
6B 99,1 99,5 (-1,4, 0,6) 4,01 5,74 (0,62, 0,79)
-0,4 0,76
7F 99,5 99,9 (-1,2,0,3) 3,91 5,18 (0,70, 0,82)
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-0,6 0,80

oV 98,3 98,9 (-2,0, 0,6) 3,44 4,30 (0,73, 0,88)
-0,4 0,90
14 99,2 99,6 (-1,4,0,5) 5,68 6,34 (0,81, 1,00)
-0,2 0,74
18C 97,6 97,9 (-1,8,1,3) 3,46 4,69 (0,67, 0,82)
0,1 0,85
19A 99,9 99,7 (-0,5,0,9) 3,53 4,13 (0,77, 0,94)
0,2 0,86
19F 98,8 98,7 (-1,1, 1,4) 5,01 5,79 (0,78, 0,96)
-1,3 0,64
23F 96,6 97,9 (-3,1,0,4) 3,95 6,18 (0,57,0,72)
IIpécOeTor opéTLTTOL
1,4 1,87
8 99,2 97,97 (0,1, 2,8) 3,97 2,12¢ (1,71, 2,06)
0,8 2,94
10A 98,7 97,9°° (-0,5,2,3) 6,22 2,12¢ (2,64, 3,26)
0,8 1,67
11A 98,7 97,97 (-0,5, 2,3) 3,53 2,12¢ (1,51, 1,84)
-11,5 0,88
12F 86,4 97,9 (-14,3, -8,9) 1,85 2,12¢ (0,79, 0,97)
1,8 5,95
15B 99,6 97,97 (0,7,3,1) 12,59 2,12¢ (5,39, 6,55)
1,8 5,01
22F 99,6 97,9 (0,7,3,1) 10,60 2,12¢ (4,54, 5,52)
1,8 4,40
33F 99,6 97,9°° (0,7, 3,1) 9,31 2,12¢ (3,99, 4,85)

Youvropoypaeieg: CI = didomua epmiotoodvng, dLIA = dueon avocodokyaciog pe faon 1o cvomua Luminex,
ELISA = evlupikdg avoconpospopntikog tpocdloptopdg, GMC = yempeTpiky LEGT GLYKEVIP®OT),

GMR = yeopetpkdg pésog Aoyoc, IgG = avosoospapiviy G, LLOQ = kotdtepo 0pto mocoTIkomoinong.

Inueioon: H pn kototepdmmra yio évav opoTumo tekunpiddnke edv to katdtepo 0ptlo tov appinievpov 95% CI yo
tov GMR (Prevenar 20 mpog Prevenar 13) ftov > 0,5 yio Tov GUYKEKPIUEVO OPOTVTO.

Inpeimon: Anoteléopata dokipaciog yopumiotepa amd to LLOQ opiotkav og 0,5 x LLOQ oty avdivon.

o. H Merém 1011 die&nybn otig Hvopéveg Iohteieg Apepkng kot oty emkpdteia tov I[lovépto Piko
(NCT04382326).

B. To xabopiopéva enineda yia tovg opdTLTTOVS ToV Prevenar 13 mpoépyovran ammd pio SNUOGIELUEVT HEAETT
vepvpoong (Tan CY, et al. 2018) ypnoiponoidvTag 0moTeAéoUATO HETA amd TIC ap)Ikég PPePiikég 000E1C, TPtV amd ™
360 yo viTLoL kot Petd amd ™ d6om Yo vimia (tpoypappa 3 666V yio fpéen akoAovBovpevo omd Lo d6om yio
vima), EKTOG amd Tov 0pdTLITO 19A, IOV XPNGLOTOONKAY OATOTELEGHOTO LOVO LETE OO TIG OPYIKES PPEPIKES
d06co¢is. [ Toug Tpdcbetovg 7 opdTLTOVG, To. KABOPIGUEVH EMTESD TPOEPYOVTAL OO OELOAOYNON CLUPWVING (KAVIKN
dLIA yio emavéreyyo ELISA) dedopévov and perétn @dong 2, tnv B7471003, 1 omoia ypnoionotet exiong to
yxpovodidypappa 3 Bpepikdv 60cemv akoAovBodUEVOVY omtd o 56om Yio VAL,

v. N =apbudc ovppeteydviov pe Eykupeg cuykevipooel IgG.

d.  Apeinievpo CI pe Bdon ™ pébodo Miettinen ko Nurminen.

€. Ottpég GMC, ot ipnég GMR «at o oyetikd apeinievpa CI vroloyiotnkay pe ekBeTikomoinon TV HECOY OpOV
Kot TV pécwv dopopdv (Prevenar 20— Prevenar 13) tov AoydpiOpov tov cuyKevIipdoenv Kot TV avtictolymv CI
(ne Baon v katavoun Student’s t).

oT. T Tig TocooTtiaieg dapopég v 7 mpdchetmv opdTumeV, Ta arotelécpata IgG and Tov opdtumo 18C 1
23F (opotumotPrevenar 13 pe 1o yapuniotepo mocootd e£apovpévou Tov 0poTumoL 3) oty opndda tov Prevenar 13
YPNOLLOTOMON KAV OTIS GLYKPIGELG UN KATOTEPOTNTAS. T TOGOGTA TV GUUUETEYOVI®V e TKAOOPIoUEVES
ovykevipwoelg IgG otovg opotvmoug 8, 10A, 11A, 12F, 15B, 22F kot 33F omv opdda tov Prevenar 13 ftav 4,2%,
2,2%, 3,8%, 0,1%, 3,1%, 1,7% xa1 2,3%,, avtictoyya.

¢ INa tig tiwég GMR tov 7 Tpdcbetov opodTunmv, To anotedéopata IgG and tov opdtumo 1 (opdTLTOG
Prevenar 13 pe ) xaunidtepn GMC g&aipovpévov Tov opotumov 3) oty opdda tov Prevenar 13 ypnotpomomOnkoy
v Tig ovykpioels un katotepdtag. O tipés GMC IgG otovg opdtumoug 8, 10A, 11A, 12F, 15B, 22F kot 33F omv
opdda tov Prevenar 13 ftav 0,03 pg/ml, 0,01 pg/ml, 0,02 pg/ml, 0,01 pg/ml, 0,02 pg/ml, 0,00 pg/ml ko 0,01 pg/ml,
avticToya.

Ot tiuég GMT OPA yuo Tovg 13 kotvoig opotumoug e to Prevenar 13 oty oudda tov Prevenar 20

Nrav yevikog ovykpioipes pe tig Tinég GMT OPA oty opdda tov Prevenar 13 1 pnqva petd v tpity

Bpepikn d6omM Kot NTav EAaPPA YOUNAOTEPES OO gkeives 6TV opdda Tov Prevenar 13 yia Tovg
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TEPLOCHTEPOVG OPOTLTTOVG UETA TN VITTLOKT] dO0T). YTTapyet dtokvpaveon Tov dedopuéveov OPA Aoy
TOV UKPOV HeYeBDY SEIYUATOV, EVA 1) EPUNVELN TNG KAVIKNG OYETIKOTNTOG TOV EAQPPE YOUNAOTEPDV
Tiudv GMT OPA &ivon dyvootn. Ow mapatnpodueveg tinég GMT OPA yio tovg 7 Tpdcbetouvg
0pOTLTTOVG, HTAY GNUAVTIKA VYNAITEPEC 6TV Opdda Tov Prevenar 20 e ohykpion pe v opddo Tov
Prevenar 13. Ot avocoanrokpicelg oto Prevenar 20 eniong koTadekviouy evioyvon Tov
ovykevipmoewv IgG kot tov GMT OPA petd ) vnmiaxn 6661, bITodetkviovTag 0Tt TPOKANONKE
OVOUVNOTIKY amdKpion amod Tig 3 Ppe@ikéc 006ELS.

Avoooorokpiceis IgG yio. Tov mvevpoviokokko HETE, amo 2 ko 3 JOTELS ae1pag eUforiocuod 3 d0oewv

Y Merém 1012, 1.204 Bpéon nhkiog 2 unvav (=42 ¢oc < 112 nuepdv) Katd tov ¥povo g
ouvvaiveong kot yevvnévta otig > 36 gfdopddec g komong tuyoromomdnkay (1:1) kot
eupordomnkay eite pe Prevenar 20 gite pe Prevenar 13. H mpdtn 8001 yopnynonke katd tv évtaén,
po dgvTepn 066 xopNnyNOnkKe mepimov 2 uveg apyodtepa Kot 1 Tpitn 660m yopnyndnke oe niikia
nepimov 11 g 12 unvav.

"Evav unva petd tig 2 Bpepikéc d0oelg Prevenar 20, ol mapatnpodueveg tipég GMC IgG yia tovg 9 amd
Tovg 13 Kowvovg opdTuTOVg Le To Prevenar 13 ftov un katdtepeg and exeiveg TG OpAdNG TOL
Prevenar 13 kot 4 and tovg 13 kowvovg opodtumovg (o1 6A, 6B, 9V kar 23F) dev mAnpovoav 1o
OTOTIOTIKO KPITHPLO TOV 2TA0GIo Y10l T PN KatoTepdtTa. To T0G00TH TV GUUUETEXOVI®OV LE
TPOKADOPIGUEVES, EIOIKEG Y10L TOV 0pOTLTIO cLYKeVTPp®Gel IgG 1 ufva petd t Adon 2 tov Prevenar
20 1o Tovg 4 amd Tovg 13 Koo opOTLTOVE NTOV UM KATOTEPO A0 EKEIVO TN OUASOC TOV

Prevenar 13 pe Baom éva kpitipilo pun Kozotepdmrog pe dtapopd 10% kor 9 amd tovg 13 Kotvovg
opotvmovg (ot 1, 3, 4, 5, 6A, 6B, 9V, 18C ka1 23F) dev mAnpodoav T pun KatotepdTnIa.

Ot avocoamokpicelg oTovg Tpodchetovg 7 opoTLTTOLS [ETA TO Prevenar 20 ftav pun KoaTtOTEPES TNG
younAotepng GMC IgG petoéd tov 13 opotimmv (opdtumog 6B) oto Prevenar 13. T tovg

7 TpOcHETOVC 0POTLITOVC, TOL TOCOGTA TV CLUUETEXOVI®V e KODOPIOUEVES EIOTKEC Y10, TOV OPOTLTO
ovykevipwoelc [gG 1 upva petd ™ Adon 2 tov Prevenar 20 yio tovg 5 amd toug 7 mpodchetong
0pOTLTTOVE NTOV LT KATATEPW OO TOV OPOTLTIOV E TO YOUNAOTEPO TOGOGTO HETAEL TV 13 opodTLTI®V
(opdtumog 6B) oty opdda tov Prevenar 13 kot ot opotumotl 10A kau 12F dev minpovcav to
OTOTIOTIKO KPITHPLO UN KOTOTEPOTNTAS. H KAVIKY OYETIKOTNTO QVT®V TV EVPNUATOV Elval AyvOoTT).
Emumiéov, ot GMC IgG yia tovg 7 Tpdcbetong opdtumovg fray vynAotepeg e obykpion pe 1ig GMC
IgG y1a Tovg avticTotryovg opdTLTTOVG GTNV OUGOa Tov Prevenar 13 petd amd 600 Ppepikéc S00ELS.
‘Evav unva petd v tpitn (ynmiaxy) 66om, ot mapotnpovpueveg GMC IgG tov Prevenar 20 ftov un
KaT@TEPEG amd TNG opddag Tov Prevenar 13 yuo tovg 12 amd tovg 13 Kotvovg opodTLTONG EKTOC OO TOV
opotumo 6B Kot yio Tovg 7 Tpdcbetong opdTLTOVG NTAY [N KOTOTEPES Ao T yopuniotepn GMC IgG
otnv opdda tov Prevenar 13. EmuAéov, ot GMC IgG yia toug 7 mpdcbetong opdTumong ftav
vynAoTEPES o8 cvykplon pe Tic GMC IgG yia toug avtiototyovg opdTLTTOVG GTNY OUES TOV

Prevenar 13 petd tn vnmiokn 66om.

O1 Aettovpyikég amokpicels, Onwg petpovvrtar pe Paon tig Twég GMT OPA, yio tovg 13 kowvoig pe to
Prevenar 13 opétumovg otov 1 urivo petd tn devtepn Bpepikn d6on kot otov 1 univae Hetd ™ vnmokn
d6om otV opado Tov Prevenar 20 ftay yeviK®G TopOUoleG e Tig Topatnpovueve Tinéc GMT OPA
otnv opdda Tov Prevenar 13 yio Toug mepiocdtepovg opoTHNIOVG KAl O TaPATNPoLUEVES TIEG GMT
OPA 1jtav onpavtikd vynAdtepeg o Toug 7 TpAcHeTovg 0pOTHTOVS Kol 6T SVO YPOVIKA onpeio otV
ounada Tov Prevenar 20 og ohykpion pe tnv opdda tov Prevenar 13. Avénoelg otig amokpioelg
aviicoudtov IgG kot OPA petd to Prevenar 20 petd ) Adon 3 o€ oyéon e petd m Adon 2
maponphOnkay kot yio Tovg 20 0poTHIOVE, CLUTEPIAUUPOVOUEVOV EKEIVOV TOV VTOAEITOVTAL TOV
Kprtnpiov ¢ Un KaTOTEPOTNTAG, EVOEIKTIKO TNG (VOGOAOYIKNG LUVIUNG.

ITond1d nAxioc 12 unvav €o¢ kbt tomv 18 stov (MeAifteg 1027 kon 1014)

Houda nhixiag 12 unvav éwg kdrw twv 24 unvaov mov ixay mponyovusvas eupolooctel ue
Prevenar 13 (Melérn 1027)
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g 1o TOAVKEVTPIKY], TUYOLOTOUNUEVT], LEPIKMG OTAG TVEAN ok (Meiétn 1027), 356
GUUUETEYOVTEC NMKIAG 12 IMvaV £0¢ KATO TV 24 unvav pe 2 Tponyodueves Ppe@ikés d0GELC
Prevenar 13 evtdayOniav kot toyotomombnkay mote vo Adfouv gite 1 1 2 vnriaxég do6celg Prevenar 20,
eite pio dma& 06om Prevenar 13 (opddo eAéyyov). Ztnv oudda mov éAafe 2 06o€lg Prevenar 20, n
devtepn 66om yopnynonke mepimov 2 ufveg petd tm Adon 1.

Ot avocoanokpicelg IgG otovg 13 kovovug pe 1o Prevenar 13 opdtumovg mapatnprfnkay petd amod 1
N 2 dooe1g Prevenar 20, pe t1g mopatnpovueve GMC IgG va givar apBuntikd vynAoTEPES Y10 TOVG
TEPLOGOTEPOVS OO TOVG 13 Kovovg opdTLTOVG HeTd omd 1 doom Prevenar 20 amd 0,T1 petd omod 2
d0celg Prevenar 20. Ot mapotmpovpueveg GMC IgG 1 ufva petd tov tekevtaio epupfoAilacud yio tovg 13
KOO0 0pOTLTTOVE TV YoUNAdTEPES HETA amd 1 1 2 66celg Prevenar 20 omd 6,11 petd amd 1 6o
Prevenar 13. Avocoanokpiceig IgG kot otovg 7 emmhéov 0pOTLTOVS TapaTPNONKaY HETA amd 1 1 2
doceig Prevenar 20, pe apBunticd vyniotepeg amoxpicelc IgG petd and 2 d6oeig Prevenar 20 and
0,TL LETA amo pio dmal d6om. Ot mapatnpovpeveg GMC IgG kot yia tovg 7 mpodcbetovg opoTLTOVG
(mov dev kaAvmTovTOL 0o To Prevenar 13) tav yapnAéc otov 1 uiva petd amd ana vimiokn 600
Tov Prevenar 13.

Amoxpioeig OPA mpoxdnOnkav kot yio Toug 20 0pdTLTOVG e TOPOUOLES TAGEIS OTMG TEPTYPAPOVTUL
avotépm yu 1ig GMC IgG.

Houdia ko épnfor nhikiog 15 unvarv éwg pixpotepns aro 18 etwv (Meiétn 1014)

Y& pio ToAVKEVTPIKT LEAETN evog okélovg (MeAétn 1014), ot copuetéyovteg evidydnkoy otn Hehét
ava nAkioxn opdda (mepimov 200 cuppeTéyovteg ava opdda) yuo va Adfovy pa pepovapévn d0or
Prevenar 20, 6mwg meptypapetol TopaKaTo.

oo nhixiog 15 unvav g uikpotepns twv 24 uvav oo giyoy mponyovuEvms EuPoriactel ye to
Prevenar 13

2y nAKlekn opdado 15 unvav £oc Kato Tov 24 unvav, ot GUUUETEXOVTEG elyav eufoAtactel
Tponyovpévag pe 3 M 4 d6celg Prevenar 13. [apammpnnkay avénoeig otig ovykevipaoelg IgG and
npwv 10 Prevenar 20 éwg 1 pnva petd, Ko yio toug 20 opdtumovg tov gpPoiiov. Ot TopatnpovLeVeS
Tég moAlomAdotag avénong tov yeouetpikov pécov (GMFR) IgG otovg 7 mpdcbetovg opdTuIONg
Kopaivovtay amd 27,9 g 1847,7.

oo nhixiag 24 unvav g LKPOTEPNS TV 5 ETMV TOV ELYOV TPONYOVUEVS EUPOAMATTEL e TO
Prevenar 13

2V nAKloKn opdada 24 pnvov £0¢ KAT® ToV S5 €TOV, 01 GUUUETEXOVTES elyov eupfoAlacTel
mponyovpévag pe 3 N 4 doceic Prevenar 13. [opatnpndnkav avénceig otig cvykevipmocelg IgG amd
7pwv to Prevenar 20 émg 1 ufiva petd, kot yio, tovg 20 opdtumovg Tov epforiov. Ot mapatnpodueveg
Tipnég GMFR IgG otovg 7 mpdobetovg opdtumovg kupaivovtay amd 36,6 £wg 796,2. T tovg

7 mpochetovg opoTLIOVG, 71,2% - 94,6% ciyov 24nhdoio avénomn tov titAwv OPA.

THoidwa ko épnfor nlikiog 5 etV Ewg pikpoTepns twv 18 etV TOL HTOW TPONYOLUEVWS OvEUSoliooTa 1
elyav mponyovuévmg gufioliaotei ue to Prevenar 13

2T0V¢ GUUUETEYOVTEG NAKING S €TV £0¢ KaT® TV 10 eTdv Kot 10 eTdv £0¢ KATO TV 18 £TdV,
ave&opTNTMG TOV TPOTYOVLUEVOL 1GTOPIKOV UPoAlaciov pe o Prevenar 13, to Prevenar 20
npokdiece woyvpég avocoanokpioelg IgG kot OPA otovg 20 opdtumovg Tov uPforiov HeETd amd o
HEeHOVOUEVT dOOT G GUUUETEYOVTEG NALKIOG 5 £w¢ kdTo Tov 18 etmv. Ot GMFR OPA xvpaivovtav
amo 11,5 émg 499,0 otovg 7 mpdcbetovg opdTuIOLS Kol TapotnphiOnkay avénoelg yia tig Tinég GMT
OPA «oi yia tovg 20 0pdTumovg tov guoriov.
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Lpowpa fpépn

Agv vrapyovv dabécyua dedopéva avocoyovikdtTtag pe 1o Prevenar 20 ota mpoéwpa Bpéen. Me Bdon
v gumelpia pe to Prevenar ko 1o Prevenar 13, endyovion avocoamokpicelc ota Tpdmpo. Bpéoen,
TapOTL EVOEYETAL VO Elvar YapumAdTEpPES amd 0,TL ota TeEAopevn Ppéon. H acediela ko n
avektikotnta Tov Prevenar 20 a&oAoyndnkav ot perétn @dong 3 (Meiét 1013), ) onoia
mephaupave 111 oypa Tpdmpa Bpéen (Bpéen mov yevvnOnkav otig 34 ¢ mptv Ti¢ 37 efdouddeg
KONOo™NG) LETAED TOV GUVOALKOD TANOLGHOD TG peAETNG. Ot GUUUETEYOVTEG TV OO O KAY Y10l VO
AaPovv o cepd 4 docewv eite Prevenar 20 (N = 77) gite Prevenar 13 (N = 34).

Klwikég doxyués tov Prevenar 20 oe evijlikeg

[paypotomomOnkoy tpeig KAvikég dokipéc daong 3, 1 B7471006, n B7471007 kou ny B7471008
(Merém 1006, Melétn 1007 kot Merét 1008), otic Hvopéveg Ioireieg kot ot Zoundio mov
a&loloyovoav v avocoyovikdtnta tov Prevenar 20 og dtopopeTikég NAKIOKES opddeg evnAikov Kot
0€ GUUUETEYOVTEG IOV €lTE OgV elyav AdPel TVELLOVIOKOKKIKO EUPOAIO 6TO TapeABOV glte giyav
euporactel maraidtepa pe Prevenar 13, PPSV23 7 ko ta. 600.

Kd&0e pedét meprildpfove cupUETEYOVTEG TTOL NTAV VYLELG 1] 0VOGOTKOVOL e oTAOEPEG VITOKEIIEVES
vOGOLE, CLUTEPIAOUPAVOUEVIC TNG YPOVIOG KOPIIAYYEIOKNC VOGOV, TNG YPOVING TVEVUOVOTADELNS, TV
VEQPPIKAOV OlOTAPOYDY, TOV GOKYAPDO0VS OLafNTN, TNG XPOVING NTATIKNG VOGOV KOl TOV I TPIKMV
KOTOGTACEMY KOl GUUTEPUPOPDOV KIVOVVOL (T.). KATVIGHA) TOV EIVOL YVOOTO OTL LEAVOVY TOV
Kivouvo coPapng TveLLOVIOKOKKIKNG Ttvevpoviag kot ATIN. Xtn facwn pedét (Mekém 1007), avtoi
0Ll TOPAYOVTES KIvOUVOL avayvopiotnkay o€ 34%, 32% kat 26% tov cuppeTeyoviav nikiog 60 etdv
Kot Ave, 50 €mg 59 etmv, kot 18 g 49 etdv, avtiotorya. g otabepn 10TPIKN KATAGTOCT OPIGTNKE
L0 1TPIKT TAON O™ OV JEV AmOLTEL GNUAVTIKT dAAYT ot Oegpaneia 6T Tponyovpeveg 6 efdopddeg
(OnAaon oldayn oe véa katnyopia Oepaneiog Ady® emdEivOGNC TS VOGOL) 1 OTTOL00NTOTE VOoT|AEin
v emdeivoon g vocov evtog 12 fdoudomy tpv amd ™ Ayn Tov uPoriov Tng HeAEG.

Ye Kabe PeAETT), 01 OVOGOAOYIKEG ATOKPIcELS OV TPOKANONKaV amd To Prevenar 20 kot to
TVELUOVIOKOKKIKA EUPOALN, EAEYYOV HUETPHRONKOV GO 110 SOKIUAGIO OYMVOPAYOKVTTAPIKNGC

dpaotikotntag (OPA). Ot dokipacieg OPA petpodv AEITOVpyIKd avTICOUATO KOTA TOVL S. preumoniae.

2ZVYKPIoN TWV 0VOG0L0VIKQDY amokplocwy Tov Prevenar 20 us to Prevenar 13 kou to PPSV23

g [ TUYOLOTOMUEVT], EAEYYOUEVT] LE PAPLOKO GUYKPLONG, SITAG TOPAT KAWVIKY] SOKIUN Un
katotepdtnTag (Baocwn Melét 1007) tov Prevenar 20 otic Hvouéveg Iolreiec kot 6t Zovndio,
GLUUETEYOVTES NMKiaG 18 etV KOl Avm oV dev glyav AAPEL TVEVUOVIOKOKKIKO EUPOAL0 GTO TapeAOOV
evtayOnkav og 1 amd 115 3 K0dpTEG pe Paon TNV nAlkio Tovg katd tnv £viaén (MAwia 18 éwg 49, 50
€m¢ 59 kot > 60 eTdVv) Kot TuyaormomOnkav otn Ay Prevenar 20 1 eufolriov eréyyov. Ot
GLUUETEYOVTES NMKiaG 60 eTV Kol Ave TuyatomomOnkay oe avoroyia 1:1 yio tn AMyn Prevenar 20 (n
=1.507) akolovBovpevn 1 uiva PeTd amd T Yop1nyNoT EIKOVIKOD GAPUAKOL GUGIOAOYIKOD 0poD 1|
Prevenar 13 (n = 1.490) kou yopiiynon PPSV23 1 pnva petd. Ot coppetéyovieg nikiog 18 €wg

49 etov kot 50 £m¢ 59 etV TuyoomomOnkay (o avaroyia 3:1), élapav pio d6on Prevenar 20

(18 émg 49 etyv: n =335, 50 éwg 59 etdv: n = 334) 1 Prevenar 13 (18 éwc 49 etdv: n =112,

50 éwc 59 etdv: n=111).

O1 GMT OPA &1dikoi yia. Tov 0podTLTO PETPONKaY TPy 0d Tov Tp®dTo guPoitacud kot 1 univae puetd
amo ke gpPoracpd. Mn katotepdTNTA TOV AvOGOA0YIKGOV amokpicewmv, GMT OPA 1 piva petd
Tov guPoracud, pe to Prevenar 20 Evavtt evog epforiov eléyyov yuo évav opdtumo dnAmOnKe gdv To
KaT®TEPO OP10 TOV apEimAevpov 95% CI yio v avaroyia GMT (Prevenar 20/Prevenar 13, Prevenar
20/PPSV23) yia avtdv tov opdTLTTO NTOV peyorivTepo and 0,5.

Y& ooppetéyovteg nhikiag 60 TV Kol AV®, 01 0VOGOAOYIKEG AOKPIcELS Kal 6ToVG 13 KO1vovg i T0
Prevenar 20 kot o Prevenar 13 opotomovg mov mpokAnniay and 1o Prevenar 20 nTov un katdtepeg
amo ekeiveg oV TpokAnOnKav and To Prevenar 13 yuo tovg idtovg opoTLTTOLS 1 PNV petd tov
euportacud. Fevikd, mapoatnpniOnkay apluntikd yapunAdtepol YE®UETPIKOL LEGOL TITAOL LE TO
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Prevenar 20 otovug kool opoTuTOLG 68 GUYKplom pe To Prevenar 13 (ITivakag 5), ®6t660, 1 KAWVIKY
onuacio aVTOV TOV EVPNUATOV glval AyvoOoT.

Ot avocoA0YIKEC amoKpioelg oL endyovton amd To Prevenar 20 og 6/7 pochetovg opothmovg NTov un
Kat@TEPEG amd exeiveg mov emdyoviat amd to PPSV23 e avtoic tovg 1d10ug opotimovg 1 priva petd
tov euporacud. H andkpion otov opodtumo 8 dev mETuye T0 TPokaBOoPIGUEVO GTATIGTIKO KPITHPLO U
KOTOTEPOTNTAS (TO KATATEPO OPLo TOL appimievpov 95% CI yio v avaroyic GMT givan 0,49 avti
v > 0,50) (ITivaxog 5). H khvikn onpacio authg tng Tapatipnong ivatl dyvootn. Ot
VTOCTNPIKTIKEG OVOADGELG Y10l TO GAAC KOTOANKTIKG ONUEID GE OYEOT) [LE TOV OPOTLTO 8 TNV OUAOM
tov Prevenar 20 katédei&ov evvoikég ekfacels. Avtég mepiiapfavouy o avénorn tov GMFR 22,1
QOPEC amd TPV amd ToV eUPOAAGUO GE oyéomn e 1 unva petd tov euPfortacud, 77,8% tmv
CUUHETEXOVTOV TETVY AV > 4TAdota avénon Tov Tithwv OPA ard mpv and Tov epfolacpd o€ oyéon
pe 1 pnva, petd tov epPoracuod kat 92,9% tov coppeteydviov métoyav tithovg OPA > LLOQ 1 uiva
UETA TOV EUPOALOGO.

Hivaxag 5. GMT OPA 1 Mniva Meta tov Eppoiracpd og Xopperéyovreg Hukiog 60 ETav
Kol Ave otovg omoiovg XopnynOnke Prevenar 20 Xvykpitikd pe to Prevenar 13
v, Tovg 13 Kowovg opotvmovg kot to PPSV23 ywa tovg 7 IlpdoBetovg Opotimovg
(Mgrétn 1007)%b-ro

Prevenar 20 Prevenar 13 PPSV23
(N=1.157- (N =1.390- (N =1.201- 2vykpion Epforiov
1.430) 1.419) 1.319)
Avaloyio 95% CI*
GMT*
GMT* GMT* GMT*

Opodtomog
1 123 154 0,80 0,71, 0,90
3 41 48 0,85 0,78, 0,93
4 509 627 0,81 0,71, 0,93
5 92 110 0,83 0,74, 0,94
6A 889 1.165 0,76 0,66, 0,88
6B 1.115 1.341 0,83 0,73, 0,95
7F 969 1.129 0,86 0,77, 0,96
oV 1.456 1.568 0,93 0,82, 1,05
14 747 747 1,00 0,89, 1,13
18C 1.253 1.482 0,85 0,74, 0,97
19A 518 645 0,80 0,71, 0,90
19F 266 333 0,80 0,70, 0,91
23F 277 335 0,83 0,70, 0,97
MpécsBeTor OpoTUTOL
8 466 848 0,55 0,49, 0,62
10A 2.008 1.080 1,86 1,63, 2,12
11A 4.427 2.535 1,75 1,52,2,01
12F 2.539 1.717 1,48 1,27,1,72
15B 2.398 769 3,12 2,62, 3,71
22F 3.666 1.846 1,99 1,70, 2,32
33F 5.126 3.721 1,38 1,21, 1,57
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Yvvrunoelg: Cl = ddotpa epmotooivng, GMT = yeopetpikdg pécog tithog, LLOQ = xatdtepo
oplo mocotikomoinomng, N = apduds coppeteydviov, OPA = oymvopayokuttapiky SpactikdtnTo,
PPSV23 = nolvucokyapidikd TVELLOVIOKOKKIKO EUPOAL0 (23-00vaLo).

o. H Merém 1007 npaypatomomOnke otig Hvopéveg I[Molreieg kot otn Xoundia.
B. H pn xatotepdmra Y10 évay 0pOTLTO EKTANPOVOTOV EGV TO KATAOTEPO OPLO TOV OUPITAELPOV
95% CI yio. tqv avaroyio GMT (avoroyio Prevenar 20/cuykpitikd @appoko) NTov HeyoldTepo amd
0,5 (kprrfp1o Smhocloopod Yo T Ui KatotepdTTa).
v. To amoteléoparta g dokpaciog kdtw and to LLOQ opictnkav og 0,5 x LLOQ otnv avdivon.
5. A&woroynoipog TANOLGUOS AVOGOYOVIKOTITAS.
€. OtGMT «o ot avaroyieg GMT kafadg ko ta oxetilopeva appinievpa CI facsioray otnv
avaivon AoyopOpucd petacynuotiopévay tithov OPA pe ) yprion evog poviéAov ToAvdpounong
pe v opdda eLPoAiov, To VA, TO 1GTOPIKO KATVIGHOTOG, TNV NAKia eLPOAGHOD G £TN KoL TOVG

AoyapiOpkd petaoynuaticpévovg tithovg OPA katd v évapén.

Avoooyovikotito. o ovuuetéyovieg niikiog 18 éwg 59 etwv

Yt Merém 1007, ovppetéyovreg nitkiog 50 éog 59 etdv kot ovppetéyovieg nikiog 18 éwg 49 etdv
TuyotomomOnkay (avaroyio 3:1) va Adfouvv 1 euforacud pe Prevenar 20 ) pue Prevenar 13. Ot GMT
OPA &g1d1koi y1o. Tov 0pOTLTO HETPHONKOY TPty amd Tov pPoAlaco kot 1 uiva petd tov epufoilacud.
Kot pe ta d0o gpforia, vyniotepec 0vocoloYIKEG AmOKPIGEIS TaPATNPNONKAY GE VEOTEPOLG
CUUHETEYOVTEG GUYKPITIKA HE HEYaADTEPTG NAKioG cLuppeTE ovTeS. [IpaypatoromOnie o avdivon
un katetepdtnTag Tov Prevenar 20 oty NAKIOKY OUAON TOV VEOTEPMV GUUUETEYOVI®V EVOVTL TOV
Prevenar 20 og cuppetéyovteg niciog 60 £mg 64 eTdV avd opdTLTO, Y10 TNV LIOGTHPIEN TG EVOEIENG
oe eviihikeg nAkiag 18 €wg 49 etmv kan 50 éwg 59 etdv. H pn xotmtepodtnTa SNA@vOTOY €4V TO
KaT®TEPO Op10 TOL aueimievpov 95% CI yia v avaroyia GMT (Prevenar 20 € GUUUETEXOVTEC
nikiog 18 émg 49 etdv / 60 mg 64 etdv kot 50 €mg 59 etmv / 60 émg 64 €TOV) Yo TOV Kabéva amd
tovg 20 opotdmovg tav > 0,5. To Prevenar 20 mpokdiece avosoroyIKEG amoKpicelg Kot 6Tovg 20
0pOTLTTOVG TOL EUPOAIOV KOl OTIC dVO VEATEPES NAKIAKEG OLLASES TOV TV U KATMOTEPESG OO TIG
amokpicelg 6Tovg cLUUETEXOVTES NAKiag 60 £mg 64 etmv 1 unva petd tov epfortacuod (Iivakoag 6).

[MopdTi dev oYEdACTNKE MG EVEPYN TAPAUETPOG EAEYYOL Y10 0EIOAOYNOELS AVOGOYOVIKOTNTAG OTN
UEAETY], IO TEPTYPOPIKT AVAADOT| EK TOV VOTEP®V KATESEIEE YEVIKA aptOunTikd youniotepovg GMT
OPA 1 pnva petd to Prevenar 20 yia tovg kotvoOg e 10 Prevenar 13 opotdmovg e cUYKpLon L To
Prevenar 13 og ocuppetéyovreg niikiog 18 émg 59 et@v, ®0TdG0 1 KAWVIKY ONHOCIN QVTOV TOV
EVPNUATOV deV Elval YVOOT.

Onwg emonudvinke Topandve, oTn HEAETN AT COUTEPIANEONKAY ATOLA [LE TOPAYOVTEG KIVOVVOU.
g OAeg TIC NAUKLOKEG OUAOEG TTOV LEAETHONKOY, YEVIKA, TOPATNPNONKE YOUNAOTEPT] AVOGOAOYIKY|
QTTOKPLOT] GTOVG GCUUUETEYOVTEG UE TAPAYOVTES KIVODVOL, GUYKPLTIKG [LE TOVC GUUUETEYOVTES YMPIC
napdyovtes Kivovvov. H khvikn onpacio outhg tng Tapatipnong eival ayvoor.

Iivaxkag 6.

Yvykpiceig tov GMT OPA 1 Mijva petd 10 Prevenar 20 g Zoppetéyovreg

Hlxkiog 18 ¢ 49 1 50 £0g 59 Etdv Evavt Zoppeteyévrov Hukiog 60 £mg
64 Et®v (Merétn 1007)%b+2

18-49 grav 60-64 etov | 50-59 etav
1849 etv | 60-64 etdv | Xe oyéon pe | S0-59 eTdv (N=765- | Xeoyéon pe
(N =251-317)] (N=765-941) | 60—64 etdov | (N =266-320) 941) 60-64 gTawv
Avaloyia Avalroyia
GMT* GMT*
GMT* GMT* (95% CI)* GMT* GMT* (95% CI)*
OpéTomog
1,23 1,03
1 163 132 (1,01, 1,50) 136 132 (0,84, 1,26)
1,00 1,06
3 42 42 (0,87, 1,16) 43 41 (0,92, 1,22)
3,31 1,10
4 1.967 594 (2,65, 4,13) 633 578 (0,87, 1,38)
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Mivaxag 6.

Yuykpiceis tov GMT OPA 1 Mijva peté 1o Prevenar 20 6g Xoppetéyovreg

Hhxiog 18 £0¢ 49 1 50 £0¢ 59 Etov Evavn Zvppereyévrov Hukiag 60 ¢mg
64 Et®v (Merétn 1007)%b+2

18-49 grav 60-64 etov | 50-59 etav

1849 etv | 60-64 etdv | Xeg oyéon pe | S0-59 eTdv (N=765- | Xeoyéon pe

(N =251-317)] (N=765-941) | 60—64 etdov | (N =266-320) 941) 60-64 gTawv

Avoroyia Avaioyia
GMT* GMT*

GMT* GMT* (95% CI)* GMT® GMT® (95% CI)*
1,11 0,88

5 108 97 (0,91, 1,36) 85 97 (0,72, 1,07)
3,84 1,21

6A 3.931 1.023 (3,06, 4,83) 1.204 997 (0,95, 1,53)
3,41 1,25

6B 4.260 1.250 (2,73, 4,26) 1.503 1.199 (1,00, 1,56)
1,58 0,89

7F 1.873 1.187 (1,30, 1,91) 1.047 1.173 (0,74, 1,07)
3,50 1,02

ov 6.041 1.727 (2,83, 4,33) 1.726 1.688 (0,83, 1,26)
2,39 1,25

14 1.848 773 (1,93, 2,96) 926 742 (1,01, 1,54)
3,20 1,33

18C 4.460 1.395 (2,53, 4,04) 1.805 1.355 (1,06, 1,68)
2,31 1,03

19A 1.415 611 (1,91, 2,81) 618 600 (0,85, 1,25)
2,17 0,99

19F 655 301 (1,76, 2,68) 287 290 (0,80, 1,22)
4,80 1,68

23F 1.559 325 (3,65, 6,32) 549 328 (1,27,2,22)

I[Ip660eTor OpoTVTTOL

1,71 0,97

8 867 508 (1,38,2,12) 487 502 (0,78, 1,20)
1,62 1,03

10A 4.157 2.570 (1,31, 2,00) 2.520 2.437 (0,84, 1,28)
1,32 1,22

11A 7.169 5.420 (1,04, 1,68) 6.417 5.249 (0,96, 1,56)
1,91 1,11

12F 5.875 3.075 (1,51,2.41) 3.445 3.105 (0,88, 1,39)
1,52 1,17

15B 4.601 3.019 (1,13, 2,05) 3.356 2.874 (0,88, 1,56)
1,69 0,90

22F 7.568 4.482 (1,30, 2,20) 3.808 4.228 (0,69, 1,17)
1,40 1,02

33F 7.977 5.693 (1,10, 1,79) 5.571 5.445 (0,81, 1,30)

Yvvrunoelg: Cl = ddompa epmotooivig, GMT = yempetpukds pésog tithog, LLOQ = kotmtepo dpto TOcOTIKOTOINGNG,
N = ap1Budg cvppeteyoviav, OPA = oyovopoyokvttopikn dpaotikdtnta, PPSV23 = molvoaikyopidikd TvevOVIOKOKKLKO
guPoro (23-60vao).
a. H Melém 1007 npaypatonomdnke otig Hvopéveg ITolteieg ko otn Zovndia.
B. H pn xatotepdmTa Y10 évov 0poOTLTO EKAANPOVOTOV €0V TO KATAOTEPO OP10 TOV ouPiTigvpov 95% CI yuo v avoroyia
GMT (oavaroyia otn vedtepn nikiokn opddo/nAikiakr opdda 60 ng 64 etmv) fTav peyarvtepo and 0,5 (kprmpto
SmAAGIAGLOD Ylo T U1 KOTOTEPHTNTA).
v. Ta anoteléopata g dokipaciog kdtm omd to LLOQ opiotnkav og 0,5 x LLOQ oty avdivon.
5. A&oloynoipog TN OGS 0VOGOYOVIKOTNTOG.
g. OLGMT, ot avoroyieg GMT xon ta oxetilopevo. appinievpa CI faciotnkay oty aviivon AoyoplOpKd
petaoynuotiopéveoy tithav OPA pe ) gprion evog LoVTEAOL TOAVIPOUNGOTG LE TV NAKLOKT OUAda, TO VA0, TO 1GTOPIKO
KOmviopHaTog Ko Toug Aoyapfpuikd petacynuotiopévong tithovg OPA kotd v évapén. Ot cuykpicelg peta&hd
ocvppeteydviov nlkiog 18 émg 49 etdv kot cvppeTe)dOvTav nhikiog 60 £mg 64 eTdv kot petaé&d coppetexdviov nikiog 50
€06 59 etV ka1 cuppeteydviov nikiog 60 Emg 64 etdv Paciotnkay og EEYWPIOTA LOVTEAN TOAVIPOUNONG.
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Avocoyovikotnza tov Prevenar 20 o€ evijlixes mov eiyov eufolioctel mponyovuEvas (e
TVEVUOVIOKOKKIKO EUPOAI0

Mo, TuYOOTOMUEVT], AVOIKTNG EMGT VOGS KAviKT] dokiun @dong 3 (Meiétn 1006) mepiéypoye Tig
avocoAOYIKEG amokpioelg 610 Prevenar 20 oe cvppetéyovieg nlikiog 65 €TV Kot Gvm 7oL glyov
molaotepa epPortactei pe 1o PPSV23, pe 1o Prevenar 13 1| pe 1o Prevenar 13 axkolovBovuevo and
PPSV23. Ot cvppetéyovteg mov giyav maiaidtepa epforiaotel pe to Prevenar 13 (Prevenar 13 povo q
axolovBovpevo amd PPSV23) evidybnkav oe kévrpa otig Hvopéveg IloAteieg, evid o1 GOUUETEXOVTES
7oV eiyov mododtepa epPoractel pe 1o PPSV23 uévo evidybnkav eniong amd kévipa ot Zoundia
(35,5% og avtiv TV Katnyopia).

To Prevenar 20 mpokdiece avoGoAOYIKEG AmOKPIGELS Kot 6TOVG 20 0poTOITOVE TOL EUPoriov o
GUUUETEXOVTES NMKIAG 65 ETOV KOL AV® LE TPOTYOVUEVO TVELUOVIOKOKKIKO epfoAtacuod (Ilivakag 7).
Ot 0vOGOAOYIKEG OTOKPIGELG TAY YOUNAOTEPEG GE GUUUETEXOVTES Kol OTIG OVO OUAOEG TTOL iV AdPet
TponyovEVOLG UPfortacpovg pe PPSV23.

Mivaxag 7.

Ivevpoviokokkikoi GMT OPA IIpwv ané kot 1 Mijve Metd to Prevenar 20 og

Yopperéyovres Hukiog 65 Etdv kar Ave Mg Iponyodpevo IIVELHOVIOKOKKIKO
Eppoiacpé (Merétn 1006)%Pr2

IIponyovpevo Prevenar 13 | Ilponyovpevo Prevenar 13
IIponyovpevo PPSV23 povo pévo ko PPSV23
Opw o6 Tov| Metédtov |IIpwv and Tov| Meta tov | Ipw ané tov | Metd Tov
gupomoopdé | esppohaocpd | epfoiracpd | epPoriacpud | epPoriacud | epporoocpd
(N =208-247)| (N =216-246) |(N =210-243)| (N =201-243) (N =106-121) |[(N=102-121)
GMT GMT GMT GMT GMT GMT
(95% CI)* (95% CI)* (95% CI)* (95% CI)* (95% CI)* (95% CI)*
Opédtomog
24 51 34 115 42 82
1 (20, 28) (42, 62) (28, 41) (96, 138) (32, 56) (61,110)
13 31 15 54 20 39
3 (11, 15) (27,36) (13, 18) (47, 63) (17,25) (32, 48)
29 150 67 335 73 194
4 (23, 35) (118, 190) (53, 84) (274, 410) (53,101) (143, 262)
27 63 38 87 47 83
5 (24,31) (53,75 (32,44 (73,104) (37,59) (65, 108)
57 749 125 1.081 161 1.085
6A (46, 70) (577,972) (99, 158) (880, 1.327) (116, 224) (797, 1.478)
107 727 174 1.159 259 1.033
6B (86, 133) (574, 922) (138, 219) (951, 1.414) (191, 352) (755, 1.415)
156 378 210 555 206 346
7F (132, 184) (316, 452) (175, 251) (467, 661) (164, 258) (277, 432)
203 550 339 1.085 352 723
oV (171, 241) (454, 667) (282, 408) (893, 1.318) (270, 459) (558, 938)
212 391 282 665 336 581
14 (166, 270) (315, 486) (224, 356) (554, 798) (238, 473) (434, 777)
173 552 219 846 278 621
18C (137, 218) (445, 684) (177,272) (693, 1.033) (209, 369) (470, 821)
82 239 124 365 182 341
19A (66, 100) (197, 288) (100, 153) (303, 440) (141, 235) (264, 439)
61 159 89 242 120 218
19F (52,71) (131, 192) (74, 107) (199, 294) (94, 154) (168, 282)
23 152 48 450 66 293
23F (18, 28) (115, 199) (37,62) (358, 566) (46, 94) (204, 420)
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Mivaxag 7.

Ivevpoviokokkikoi GMT OPA IIpwv ané kot 1 Mijve Metd to Prevenar 20 og

Topperéyovres Hukiog 65 ETdv kor Ave Mg Iponyodpevo IMIvEupoviokokKiko
Eppoiacpé (Mehétn 1006)%Pr2

IIponyovpevo Prevenar 13 | Ilponyovpevo Prevenar 13
IIponyovpevo PPSV23 povo pévo ko PPSV23
Opw o6 Tov| Metédtov |IIpwv and Tov| Meta tov | Ipw ané tov | Metd Tov
gupomoopd | esppoaocpd | epfoiracpd | epPoriacpud | epPoriacud | epporoocpd
(N =208-247)| (N =216-246) |(N =210-243)| (N =201-243) (N =106-121) |[(N=102-121)
GMT GMT GMT GMT GMT GMT
(95% CI)* (95% CI)* (95% CI)* (95% CI)* (95% CI)* (95% CI)*
I[Ip660eTor OpoTVTOL
55 212 28 603 139 294
8 (45, 67) (172, 261) (24, 33) (483, 753) (99, 195) (220, 392)
212 1.012 141 2.005 400 1.580
10A (166, 269) (807, 1.270) (113, 177) | (1.586,2.536) | (281,568) |[(1.176,2.124)
510 1.473 269 1.908 550 1.567
11A (396, 656) | (1.192,1.820) | (211,343) |(1.541,2.362) | (386,785) |[(1.141,2.151)
147 1.054 53 1.763 368 1.401
12F (112, 193) (822, 1.353) (43, 65) (1.372,2.267) | (236,573) [(1.002, 1.960)
140 647 74 1.480 190 1.067
15B (104, 189) (491, 853) (56, 98) (1.093,2.003) | (124, 291) (721, 1.578)
167 1.773 60 4.157 286 2.718
22F (122,230) | (1.355,2.320) (45, 82) (3.244,5.326) | (180,456) |(1.978,3.733)
1.129 2.026 606 3.175 1.353 2.183
33F (936, 1.362) | (1.684,2.437) | (507,723) |(2.579,3.908) | (1.037,1.765) |(1.639, 2.908)

Yvvrunoelg: Cl = ddompa epmotooivig, GMT = yempetpikdc pécog tithog, LLOQ = kotmdtepo 6plo mocoTIKOTOINoNG,
N = ap1Budg cvppeteyoviav, OPA = oyovopoyokvttopikh dpaotikdtnta, PPSV23 = molvoakyopidikd TvevOVIOKOKKLKO
guPoro (23-60vayo).

® o2 ™R

Avocoloyikéc amokpicels 6€ £101KoVE TANOLGLOVE

H Melét 1006 npaypatonomdnke otig Hvopéveg Iolteieg ko atn Zovndia.
Ta amotedéopata g dokaciog kKate and To LLOQ opicmnkav o 0,5 x LLOQ otnv avdAivon.
A&ohoynopog TANBVG OGS 0VOGOYOVIKOTNTOG.
Avowtr yopriynon tov Prevenar 20.
Apoimievpa CI pe Bdon v kotavour t Student’s.

Ta dtopa pe T TadnGES TOV TEPTYPAPOVTOL TAPAKAT® £XOVV AVENUEVO KIVOUVO TVEVLOVIOKOKKIKNG
vdoov.

Agv &povv mpaypatonomBel peiétec o atopa pe SCD, HIV kot HSCT pe 1o Prevenar 20.

Yrdpyet eumepio amd KAvikég peétec pe to Prevenar 13 (éva oulgvypuévo TveLHOVIOKOKKIKO EUBOAL0
nov anoteAeitan omd 13 ovlevypnévoug Tolvcakyapiteg Tov mepiEyoviat Kot 6to Prevenar 20) og
Toud1d Kot EVAAIKES TOV S1OTPEYOVY DYNAOTEPO KIVOLVO TVELHOVIOKOKKIKTG AOTH®ENG
CUUTEPILOUPAVOUEVDY OVOGOKUTEGTAAUEV®V EVIATK®V Kot Tandidv pe doipwén ond HIV | ue HSCT
Kot Tadiov pe SCD.

Ot GLUUETEXOVTEG TTOV NTOV VYIEIC N 1E oTafEPES, U1 OVOGOKOTAGTEAAOVGES YPOVIEG TAONGELS, GE OAEC
TIG NAKLOKEG OUGOES TTOVL avaADONKaY Elyay YoUNAOTEPT] 0VOGOAOYIKT amOKpion pe Tto Prevenar 20 og
ovykplon pe 1o Prevenar 13, mapdtt mAnpovcav to tpokabopiouéva opila pn kotmtepotntoc. H
KAVIKT] GMUOGT0 QUTAG TG TOPOTPNOTG OEV Elval YVOOTY.

Apemavokvrropixy vooog (SCD)

Mio. avotyTig emtoNUaveng LeEAETN evog okéLoLG e 2 dOaelc Prevenar 13 yopnyobueveg o€ amdGTO0N
6 unvav petadd toug dtevepynonie og 158 maudid ko epnPovg nhwiog 6 £wog < 18 etdv pe SCD ta
omoia elyov TponyoLuéveg epforiactel e pia 1 TEPIocoTEPEG 0OGELG 23-0VVALOD TOAVGOKYAPIOIKOD

TVELUOVIOKOKKIKOD EUPOAIOV TOVAGYIGTOV 6 Uveg TPy omd TNV Evialn ot HeAétn. Metd tov TpdTo
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euporacud, to Prevenar 13 mpoxdiece eninedo avIICOUAT®V TOV HETPHONKOV TOGO LIE TIG TIES
GMC IgG 600 xat pe tic Tipég GMT OPA mov tov 6TaTIoTIKA GNIOVTIKE DYNAOTEPA OTAV
ovykpidnkay pe to enineda mTpv Tov eUPorlacid. Metd ) 0evTEPN dOGN, Ol AVOGOUTOKPIGEIC TOV
OLYKPIGIUES e EKEIVEG LETA TNV TTp@TN d00T). 'Eva £10¢ netd tn devtepn 060, Ta enimeda,
aVTICOUATOV Tov petpndnkav toco pe tig Tég GMC IgG 6co ko pe tig Typég GMT OPA ftav
VynAOTEPA Ol TO EMIMESQ TPV TNV TPAOTN dOoM Tov Prevenar 13, pe e&aipeon tig Tinég GMC IgG ya
TOVG 0pOTLTTOVG 3 Kot 5 OV HTAY APLOUNTIKG TOPOUOLEC.

Aotuwén oo HIV

Houd16 kou evijlixec mov 0gv elyay maioidtepa EUPoAMOOTEL UE TVEDUOVIOKOKKIKO EUSOA10

Y Merém 6115A1-3002 (B1851021), 151 cvupetéyovieg nhikiog 6 émg < 18 etmv kot

152 ovppetéyovreg nakiog > 18 etdv pe Aoipwén amd HIV (CD4 > 200 kottopa/pl, ukd eoprtio
<50.000 avtiypapa/ml kot EredBepot evepync vOGoL mov oyeTileTan Le GOVOPOUO EMIKTNTNG
avocoavendpkelag [AIDS]) mov dev elyav maioidtepa eUPOAACTEL [IE TVELLOVIOKOKKIKO EUPOAL0
evtayOnkov ko EAafav 3 docelc Prevenar 13. ZOppova pe TIC YEVIKEG GUGTAGELS, XOPNYNONKE
emokorovOa pia 66om PPSV23. Ta gppdia yopnynnkav oe dactipata tov 1 unvog. Ot
avocoloYIKEG amokpioelg aSloloynOnkay og 128 éwc 133 a&loAoyn ooV CUUUETEXOVTEG NAKIG

6 ¢w¢ < 18 etv kot og 131 éwg 137 a&loloynoyovg cuppetéyovteg nakiog >18 etdv mepimovl pqva
uetd omd kabe 666M ToL eUPorion. Metd v mpdTN 060N, T0 Prevenar 13 mpoxdlece enineda
avTIoOUATOV, petpovueva pe Baon tic I[gG GMCs kot pe tovg GMT OPA, mov ftav oTatioTikd
OTUOVTIKG DYNAOTEPO GE GVYKPLON UE TO EMIMESN TPV ALd TOV EUPOAAGIO. META T devTEPN KO TNV
Tpitn 660m tov Prevenar 13, ot avocoloyikég amokpicelc NTav TapdUoles | VYNAOTEPES OO OVTEG
UETE TNV TTPDTY dO0T).

Evilixec mov giyoy moloidtepo sufoliaorei ue PPSV23

Yt Merém 6115A1-3017 (B1851028), ot avocoroyikég amokpicelg agloloynnkay og 329
ovppetéyovtes pe Aoipmén and HIV niwiag > 18 etov (apBpog CDA+ T-kuttdpov > 200 kottoapo/pl
kot ukd eoptio < 50.000 avtiypapa/ml) wov siyav moloatdtepa epforactei ue PPSV23, 10 onoio &iye
xopnyNnOet TovAdyiotov 6 pnveg mpv and v Evraén. Ot cvupetéyovreg Edafav 3 dOGEIS TOV
Prevenar 13: katd v évtaln, 6 piqveg ko 12 pnveg petd v npotrn d6om tov Prevenar 13. Metd tov
TpMOTO guPoriacud, To Prevenar 13 mpokdiece enineda aviicoudrov, petpovueva pe pdon tig GMC
¢ IgG xat pe tovg GMT OPA, mov 1)Tav 0TOTIGTIKA ONUOVTIKG DYNAOTEPA GE GUYKPIOT] LE TO.
enmineda Tpv amd tov epPforacud. Metd ) devTepn Kot TV Tpitn 060m Tov Prevenar 13, ot
OVOGOAOYIKEG QITOKPIGEIC NTOV GLYKPIOUES 1 VYNAOTEPES AT VTEG UETE TNV TPp®TN d66T. Ot
GUUUETEYOVTEG OV EAaPav TponyoLpEVaG 2 1 Teplocdtepeg 60celg PPSV23 mapovciacay mapouoto
OVOGOAOYIKT OTOKPIOT IE TOVG GUUUETEYOVTEG TOL EAafav TPONYOLUEVMG Lia dOoT).

Merouooysvon apyéyovayv oyoromntikewy kvtrapwy (HSCT)

Xt Mehém 6115A1-3003 (B1851022), 61 cvppetéyovreg nikiog 2 £o¢ < 18 etdv xat 190
oLUpETEYOVTEG NMKiaG > 18 gTtdv pe aAloyev) HSCT eviaydnkav kot élafav 3 d6ceig Prevenar 13 pe
pecodtdotnuo TovAdylotov 1 pnva peta&d tov d6cewv. H mpdn d6om yopnyndnke otovg

3 éwg 6 uMveg petd v HSCT. Mia tétaptn (evioyvtikn) 66on Prevenar 13 yopnynOnke 6 unveg petd
™V Tpitn 8001, ZOUPOVO UE TIG YEVIKEC GuaTdoelg, wio 06on PPSV23 yopnynOnke 1 uipva petd v
tétaptn 6001 tov Prevenar 13. Ot avocoroyikég amokpicelg, Ommg petpnonkov pe 1igc GMC g I1gG,
a&lohoynOnkay og 41 émg 52 a&loloynoipovg cuppeTéyovtes nikiog 2 g < 18 etdv kot og 127 €mg
159 a&oroynopovg cvppetéyovtes nikiag > 18 etdv nepimov 1 punva petd tov epforacpod. To
Prevenar 13 mpoxdiece avénuéva eninedo aviio@UAT®V PETA amd Kdbe d0or. Ot avocOAOYIKEG
amoKkpioelg LT TNV T€TOPTN 8001 Tov Prevenar 13 tav onpoavtikd avEnUéveg yio OA0VG TOVG
OPOTVTTOVG GLYKPLTIKA e EKEIVEG HETA TNV TPiTn 000 £EAPOLUEVOL TOV OPOTVTIOL 3 BTNV OpAdA
NMKIOV 2 £0¢ < 18 eT@v. ZUVOAIKE, 01 GUUUETEXOVTEG NAIKIOG 2 £m¢ < 18 1MV glyav yeviKd
VYNAOTEPES E1OIKEG Y1 TOV OPOTLTTO LVOGOOTOKPIGEIS GE GVYKPLON UE EKEIVEG TV UTOUMV NATKIOGC

> 18 etov.
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Avtn 1 perém xotédei&e 6t o1 4 dooelg tov Prevenar 13 npoxdiecay cvykevipaoelg IgG otov opod
TOPOUOLEG LLE AVTEG TOV ENAYOVTOL AmO [io 000N OE VYIEIG CUUUETEXOVTEG OTNV 1510 NAIKLOKY] OpLdda.

A1e1000TIKH TVEDUOVIOKOKKIKH VOo0¢ (ATIN)

H amoteleopatikotnta tov Prevenar 13 évavtt g AIIN amd tovg opdTumong Tov epforion
a&loloynonke otn pelét SplDnet, éva Tpdypappa evioyvuévng enttipnong g AIIN oe moAlomiég
xopeg ™G Evpodnne. Me Bdon dedopéva and pia mepiodo 6 etmv (2012-2018) and 10 kévtpa ot

7 evpOTaiKkég YOPEG pe xp1on Tov Prevenar 13, n amotelecpatucotnta kotd e AN mov
TPOKANONKE amd TOVG 0PAHTLTTOVG TOL EUPOAIOV HETOED TadIDY NAIKioG < 5 eTmv fTav 84,2% (95%
CI, 79,0 - 88,1) wa 88,7% (95% CI, 81,7 - 92,7) ota moudid mov Ehafav> 1 d6om Prevenar 13 ko
OAOKAN POUEVO TPOYPALLL ELBOAOGHOD, OVTIGTOLYO.

5.2 D opPOKOKIVITIKES 1O10TNTES

Aev epapudletar.

53 [poxivikd dedopéva Yo TNV a6@aiero,

Ta, un KAwiKd dedopéva dgv amoKaADTTOVY 1010iTEPO KivOLVo Yio ToV AvOpwTo pe Pdon Tig

oLpPatikéc peAETeG TOEIKOTNTOC ETOVOLOUPAVOUEV®Y SOCEMVY Kal TOEIKOTNTA GTIV UVATOPUYMYIKT|
KOVOTNTO Kot OVATTUE.

6. OAPMAKEYTIKEX [IAHPO®OPIEX
6.1 Katdroyog ekdoymv

Natpro yhoprovyo

Hlextpuco oo

[MoAvcopPikd 80

Yowp yia evéoiua

INoa 1o evioyutikd, BAéne Tapdypapo 2.

6.2 Acvppatotnreg

EMeiyel peletmv oyetikd pe tn ouuPotommra, o mapov eUPOAIO deV TPEMEL VO OVOLELYVOETOL UE
AL POPUOKEVTIKE TPOTOVTAL.

6.3 Avapkera Comg
2 xpovia
6.4 Idwitepeg TPpoPUAGEELS KaTA T1] @VAAEN TOV TTPOTGVTOG

dvidooete og yoyeio (2 °C émg 8 °C). O mpoyepopéveg oupryyeg Oa Tpémel va puAGGGOVTOL
optlOVTIO 0TO YVYELD, DOTE VO EAAYLIGTOTOLEITUL O YPOVOC ETAVOLDPTONG.

Mnyv katoyvyete. Amoppiyte 10 €dv T0 UPOA0 Exel kaToyvyel.

Ao pikpoProAoyikig amoyng, UeTd TV apaipeon and 1o Yuyeio, to eufoiio Oa npémel va
YPNOLLOTOLEITOL ALUECME.

Ta. dedopéva oTadepdTNTUg VITOSEIKVVOVY OTL TO EUPOALO eivar oTadePS Yo 96 dpec Katd T POANEN
o€ Beppokpaocieg and 8 °C £mg 25 °C 1y 72 dpeg katd tn pOAaEN o Beppoxpaciec amd 0 °C €wg
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2 °C. Katd to T€A0g auTav TeV povik®v teptddwv, to Prevenar 20 Oa mpénel va yprolonoteiton 1 va
amoppintetal. Avtd ta dedopéva tpoopilovtar yio TV kaBodynon TV ETYYELLOTIOV VYELNG OE
TEPIMTOGN TPOCO®PWVAV amokAlcE®V TG Beprokpaciag uovo.

6.5 ®V61 KOl GVGTUTIKG TOV TEPLEKTY

Evéowo evoudpnua 0,5 ml og mpoyspiopévn ovptyya (yvai Tomov I) pe kddloppa dipov (cuvletikd
EMIOTIKO LelypaTog 1oompevion/Ppopofoutuiion) Kot Ttopa eioympnong epporov (yAopofovtuiikd
EAMAOTIKO).

Yvokevaciec tov 1, 10 kot tov 50 Tpoyepcuévav cupiyymv, pe 1 xopig ferdva.

Mmopei va unv KukKAOQOpoLY OAEG Ol GLOKEVAGIES.

6.6 Iowitepeg TPoPLLAEELS amOpPIYNGS KO GALOS YEPIGNOG

Kotd ™ dibpketa tng eOAaéENG, wmopel va mapatnpndel Aevkod 1Cnpa kot SoavyEg vepkeipevo oty
TPOYELUGHEVT] GUPLYYA TTOV TTEPLEXEL TO evaumpnpa. Ot Tpoyetucpuéveg oOptyyeg o mtpémet va

@VAdoocovtal o€ oplovTia 00N Yo TNV EANYLIGTOTTOINGT) TOV ¥POVOL ETOVALDPNCTNC.

IIpocToacio yio yoprynon

Bijpa 1. Eravaiopnon gppoiriov

Kpatiote v mpoyepuopévn ouptyya oplovtia ovapecso
GTOV OVTIXEPA KOl TOV OEIKTY] KOl OVOKIVI|OTE EVTOVO, LEYPL
TOL TEPLEYOLEVO TNG CUPLYYOS VAL Vol £Va OPOOYEVEG AELKO
gvaimpnua. Mn ypnoyonoteite 1o euPforio v dev pmopel
va emovailopnOei.

Bijpa 2. Ot emBe®@pnon

EmBempnote ontikd 1o euPOAI0 Yo HEYAAT COUATIONNKT
VAN KOl ATOYPOUOTIGHO TPV 0T T Yop1ynomn. Mn
YPMOLOTOLETE €4V dlamioTmOEl cOPATIOWKT VAN 1
amoyp®UaTicuoc. Eav 1o euforio dev gival évo opoloyeveg
AEVKO evaldpno, eravardpete ta fparta 1 kot 2.

Bijpa 3. AQaipéote TO KAADPPLO THG GUPLYYOS

A@a1péoTe TO KAADUUA TNG GUPLYYOS OO TOV TPOCAPUOYED
Luer lock nepiotpépovtag apyd 1o KaAvupuo,
0pLoTEPOGTPOPA, EVOSM KPATATE TOV TPpocappoyéa Luer
lock.

Inueioon: Arorteiton Tpocoyn Yo, v Sloc@oAiceTe OTL N
papoog Tov ekteTOUEVOL EUPOLOV dev TELETAL KATH TNV
aQoipeoT) TOV KOAVUUOTOG TG GUPLYYOS.

Bipa 4. IIpocaptiote pa oteipa ferova
[Ipocaptniote po BeAdva KATAAANAT Y10 EVOOUVIEVOOUVIKT YOPYNOT OTIV TPOYEUIGUEVT GUPLYYAL,
Kpatovtog Tov tpocsoppoyéa Luer lock kot mepiotpépovtag tn ferdva deEldocTpora.
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Kd&0e aypnoyonointo mpoidv 1 VTOAEUUN TPETEL VO OTOPPITTETOL COUPOVOL LE TIG KOTA TOTOVG
LGYVOVGEC OYETIKEC SLOTAEELS.

7. KATOXOX THX AAEIAY KYKAO®OPIAX

Pfizer Europe MA EEIG
Boulevard de la Plaine 17
1050 Bruxelles

Béiyo

8. APIOMOZXZ(OI) AAEIAYX KYKAO®OPIAX

EU/1/21/1612/001

EU/1/21/1612/002

EU/1/21/1612/003

EU/1/21/1612/004

EU/1/21/1612/005

EU/1/21/1612/006

9. HMEPOMHNIA ITPQTHX EI'KPIXHX/ANANEQXHYX THX AAEIAX

Huepounvia tpdmg éykpiong: 14 dePpovapiov 2022

10. HMEPOMHNIA ANAGEQPHXHYX TOY KEIMENOY

Aemtopepeic TANpoPopieg Yo T0 TOPOV POPHOKEVTIKO TPoioy gival S100€01EG OTOV SIKTLAKO TOTO
tov Evponaikod Opyoaviopuod Gapudkmv https:/ www.ema.europa.cu.
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IHAPAPTHMA 11

IMAPAXKEYAXTEX THX (TQN) BIOAOTI'IKQX
APAXTIKHZ(QN) OYXIAX(QN) KAI TIAPAXKEYAXTHX
YIHEY®YNOX I'TA THN AITOAEEMEYZXH TQN
IMAPTIAQN

OPOI'H IIEPIOPIXMOI XXETIKA ME TH ATAGEXH KAI
TH XPHXH

AAAQOI OPOI KAI AITAITHXZEIX THX AAEIAX
KYKAO®OPIAX

OPOI'H IIEPIOPIEMOI XXETIKA ME THN AX®AAH KAI

ATIOTEAEZMATIKH XPHXH TOY ®PAPMAKEYTIKOY
MPOIONTOX
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A. IMAPAXKEYAXTEX THX (TQN) BIOAOT'IKQX APAXTIKHXE(Q2N) OYXIAX(22N)
KAI ITAPAXKEYAXTHX YIIEYOYNOZX I'TA THN AITIOAEXMEYXH TQN
IHAPTIAQN

Ovoua kot 81e00vven TV TOPUCKEVOGTAOV TS BLOAOYIKAC SPUGTIKNC 0VGIOC

Wyeth BioPharma Division of Wyeth Pharmaceuticals LLC
One Burtt Road

Andover, MA 01810

H.ILA.

Pfizer Ireland Pharmaceuticals Unlimited Company
Grange Castle Business Park

Nangor Road

Dublin 22

DV22 V8F8

Iphavdia

Wyeth Pharmaceutical Division of Wyeth Holdings LLC
4300 Oak Park

Sanford, NC 27330

H.ILA.

Ovoua xai d1evfvvon Tov ToPACKELAGTH TOV £ival LITEVOLVOC Y10 TNV ATOSECUEVCT] TV TOPTIOWY

Pfizer Manufacturing Belgium NV

Rijksweg 12

2870 Puurs-Sint-Amands

Béhyo

B. OPOI'H ITEPIOPIXMOI XXETIKA ME TH ATAOGEXH KAI TH XPHXH
DoppokevTIKd TPOTOV Y10 TO OTOI0 ATOLTEITAL LOTPIKT) CLVTOYT.

e Emionun amodéopcvon woaptidwv

Yopemva pe to dpbpo 114 g odnyiag 2001/83/EK, 1 exionun arodécusuon Tov maptidwv
TPOYUATOTOLEITOL OO KPATIKO EPYOCTIPLO 1) OO EPYOSTNPLO TTOL £XEL OPlobEel Yo TOV GKOTO QLTO.
T. AAAOI OPOI KAI ATTAITHXEIX THE AAEIAY. KYKAO®OPIAX

. Ex0¢cg1g meproodkng mapakorovdneng g acedreiog (PSURS)

Ot amaitioglg yuo v vrofoAr] twv PSURS yia to ev Ady® papuokeutikd mpoidv opilovial otov
KatdAoyo pe Tig nuepounvieg avapopdg g Evoong (katdiloyog EURD) mov mopatifetal oty

napdypoeo 7, tov apBpov 107y, g odnyiag 2001/83/EK kot kdOe emakdlovdng emkaipomroinong
OM®G ONOCIEVETAL GTNV EVPAOTAIKT SIKTVOKT TOAT Y10. TO PAPHLOKAL.
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A.  OPOI'H IIEPIOPIXMOI XXETIKA ME THN AX®AAH KAI AITIOTEAEXMATIKH
XPHIH TOY ®PAPMAKEYTIKOY ITPOIONTOX

. Yyéono owyeiprong Kivovvov (XAK)

O Karoyog Adetag Kukiopopioag (KAK) Ba dieEaydyet Tig amaitodpeveg SpacTtnploTnTeES Kot
ToPEUPACELS PAPUOKOETAYPVTVIOTG 0TS Tapovotdlovtal oto cuppavndéy ZAK mov tapovcidaletat
oy evotnta 1.8.2 ¢ ddelog KukAoPOoPiag Kol 0T01EGONTOTE EMUKOLOVOEC EYKEKPIUEVEC
avaBempnoeig tov TAK.

"Eva emkaiporompévo XAK Oa mpénet va katotedet:

. Metd and aitnpa tov Evponaikov Opyoviepod @appdkov,

. OnoTedNTOTE TPOTMOTOLEITAL TO GVOTN A OloYEIPLONG KIVOHVOV, E101KE MG OTOTEAEG LA AW
VE®V TANPOPOPLDY TOV UTOPOVV VO ETUPEPOVY CTUAVTIKY] OAAOYT] OTT) GYECT] OQEAOVG-KIVOVVOL 1) G
amoTELEC IO TNG EMITEVENG EVOC GIUAVTIKOD 0POGTLOV (PUPUOKOETOYPVTVIOT 1} EAUYLOTOTTOINGT
KIVoOVOU).

. Ynoypémon MYng HETEYKPLTIKAV PETPOV

O KAK 0o 0AokAnpioet vTog Tov SNA®UEVOD YPOoVIKOD TAOLGIOV, TO TOPAKAT® LETPOL:

Heprypaen Avapevopevn
npepopnvia

L. [Ipokeyévov va diepguvnBel mepartépm 1 pokpoypdvia CSR £am¢

ATOTEAEGUATIKOTNTO TOL Prevenar 20 yio v £vepyn 0vocomoinot yio, v 31/12/2027

TPOANYT TNG TVELLOVING TTOV TTpoKaAEiTaL amd TOV Streptococcus pneumoniae,
0 KAK mpénet va de€ayet kot vo voPAAeL Ta. 0mOTEAEGUOTO TG LEAETNG
B7471015 og molamhég ympeg, o peAétn Pdong 4, Pe T (p1or OYEIUCHOV
apVNTIKOV EAEYYOV Y1 TNV aElOAOYNON TNG OMOTELECUATIKOTNTOG TOV Prevenar
20 évavti TG aKTVOYPOEIKG eTPEPatOUEVNG TVELHLOVIOG TG KOWVOTNTAG OO
TOVG 0POTOTTOVG TOL EUPOAIOD, G€ EVIAIKES NAIKING > 65 eTdV.

2. [Ipokeyévov va diepeuvnOel mepartépm 1 pakpoypdvia CSR éamg
QTOTEAEGUATIKOTNTO. TOL Prevenar 20 yio TV £vePyN 0vOGOTOINGT| Y10, TNV 31/12/2030
TPOAN Y| TG TVELUOVIOG TOV TPOKAAEITAL OO TOV Streptococcus pneumoniae,
0 KAK mpénet va die€dyet kot v VrofAareL To amoTEAEGUATO THE AVAAVLGONC
eKd Yo v Evpdmn e perétg B7471015, pog perétng ®@daong 4, pe
YPNON OYESUGHOV OPVNTIKOV EAEYYOL Y10l TNV AEOAOYNOT TNG
amoteAecLaTIKOTNTAS TOL Prevenar 20 évavtt tng akTivoypapikd
emPePaiopuévne Tvevpoviog g KowoTnTag od ToLG 0POTHTOVS TOV EUPOAioL,
o€ eVAIKEC NAKiaG > 65 eTMV.

3. [Ipokeyévovu va diepeuvnOel mepattépm 1 pakpoypdvia CSR ¢am¢
amotTelecnaTiKOTNTA TOL Prevenar 20 yio tnv evepyn avocomoinon yio v 31/12/2030
TPOANYT TNG SIEIGOVTIKNG VOGOV TTOV TPOKUAEITOL OO TOV Streptococcus
pneumoniae, 0 KAK mpénel va die€ayet kot va VTofALEL TO, ATOTEAEGLOTO LG
UEAETNG TOPATPTONG, O TPAYUATIKEG cuvinKeg, Pdong 4 yio Tnv adloldynon
NG OMOTEAEGHOTIKOTNTAG TOL Prevenar 20 évovtt Tng SIEIGOVTIKNG
TVEVUOVIOKOKKIKNG VOGOV atd TOLG 0pOTOTTOVG Tov gpPoriov oty Evpdmn
Baocel evOg GLUEOVNUEVOL TPMOTOKOALOV.

CSR: "Exfeon Kiwvikng Mehétng- Clinical Study Report
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IHAPAPTHMA I1I

EINIXHMANXH KAI ®YAAO OAHI'TQN XPHXHX
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A. ENIXHMANXH
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ENAEIZEIX ITIOY IIPEIIEI NA ANATPA®ONTAI XTHN EEQTEPIKH XYXKEYAXIA

EEQTEPIKO KOYTI

Yvokevacia 1, 10 kor 50 mpoyspiopévov cvpiyyov, pe 1 yopig pehova — ME BLUE BOX

| 1. ONOMAZXIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Prevenar 20 evéoipo evaidpnpo
oLLEVYUEVO TOAVGOKYOPIOIKO TVELLOVIOKOKKIKO EUPOAL0 (20-00Vap0, TPOGPOPNLEVO)

2. YYNOEZH XE APAXTIKH(EX) OYXIA(EX)

1 660m (0,5 ml) mepiéyet 2,2 ug moAvcaxyopitn yo Tovg opotumovg 1, 3,4, 5, 6A, 7F, 8, 9V, 10A,
11A, 12F, 14, 15B, 18C, 19A, 19F, 22F, 23F, 33F ko1 4,4 ug yo tov opdtumo 6B culevyuévo pe v
CRM 97 Tp@dTEiv QOpEN, TPOGPOPNUEVO GE POCPOPIKO apyilto.

1 660m (0,5 ml) mepiéyer 0,125 mg apyihiov.

| 3. KATAAOT'OX EKAOXQN

Natpro yroprodyo, NAekTpikd 0&0, moAvcopPiko 80 kot VWP Yo EVECIUA.

4. OAPMAKOTEXNIKH MOP®H KAI IIEPIEXOMENO

Evéoyo evarmpnpuo

1 mpoyeopévn cvpryya piog d6ong (0,5 ml) pe Eexmprot Perdva

1 mpoyeopévn cvpryya piog doong (0,5 ml) yopic ferdva

10 poyepicpéveg ovpryyec piog d6ong (0,5 ml) pe Eeympiotéc Peldveg
10 mpoyepiopéves ovpryyeg piog doomng (0,5 ml) ywpig feloveg

50 mpoyepicuéveg ovpryyes piag doong (0,5 ml) pe Eeymprotég Peddveg
50 mpoyepicpéveg ovpiyyes piag doong (0,5 ml) yopic ferdveg

B TPOIIOZ KAI OAOX(OI) XOPHTHEZHE

IMo evoopvievéopvikn ypnon uovo.
AvVOKIVIGTE KOAQ TPV Ao T yphon.
Awpaote 10 PUALO 0INYIOV XPNOTG TPV OO TN XPTOT).

6. EIAIKH ITPOEIAOITIOIHXEH XYM®QNA ME THN OIIOIA TO ®PAPMAKEYTIKO
IPOION IIPEIIEI NA ®YAAXXETAI XE OEXH THN OITIOIA AEN BAEIIOYN KAI AEN
IMPOXEITIZOYN TA ITAIAIA

No puidooetal o€ 0éom, Ty omoia, dev PAETOLY Kot dev TPpooeyyilovv T Taldid.

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

AH

[1]
)

9. EIAIKEX XYNOHKEYX OPYAAZEHX

dvrdccete oT0 Yoyeio.
Mnv KatoyoyeTe.
Yuviotdton eOAEN o€ opllovtio BEon.

10. IATIAITEPEX ITPO®YAAEZEEIX I'TA THN AIIOPPIYH TQN MH
XPHEIIMOIIOIHOENTQN ®APMAKEYTIKON ITPOIONTQN 'H TQN YIIOAEIMMATON
IHOY ITPOEPXONTAI AIIO AYTA, E©@OXON AITAITEITAI

11. ONOMA KAT AIEY®OYNXH KATOXOY THX AAEIAY KYKAO®OPIAX

Pfizer Europe MA EEIG
Boulevard de la Plaine 17
1050 Bruxelles

Béiyo

12. APIOMOZX(OI) AAEIAY KYKAO®OPIAX

EU/1/21/1612/002 — cvckevacio tng 1 pe Eexopiot BeAdva
EU/1/21/1612/001 — cvckevacio tg 1 xwopig ferova
EU/1/21/1612/004— cvokevacio tov 10 pue Eexmplotéc feddveg
EU/1/21/1612/003 — cvckevaocio tov 10 yopic feldveg
EU/1/21/1612/006— cvokevacio tov 50 ue Eexmplotés feddvec
EU/1/21/1612/005 — cvckevacio tov 50 yopic feldveg

13. APIOMOZX ITAPTIAAX

[Moprtioa

| 14. I'ENIKH KATATAZH I'TA TH ATAGEXH

| 15. OAHTI'IEX XPHXHX

| 16. IHAHPO®OPIEX XE BRAILLE

H aitioAdynon yuo va punv mtepianedei n ypaen Braille givorl amodext.
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17. MONAAIKOX ANATNQPIZTIKOX KQAIKOX — AIZAIAZTATOX TPAMMQTOX
KQAIKAX (2D)

A160106T0TOG YPOUI®TOS KMo (2D) mov pépet Tov TEPIANPOEVTA LOVASIKO OVayVOPIGTIKO KOOKO.

18. MONAAIKOX ANAI'NQPIZETIKOX KQAIKOX - AEAOMENA ANAT'NQXIMA AITIO
TON ANOPQIIO

PC
SN
NN

38




EAAXIXTEX ENAEIZEIX IOY IIPEITEI NA ANAT'PA®ONTAI XTIX MIKPEX
YTOIXEIQAEIX XYXKEYAXIEX

Mpoyepiopéveg copryyeg

1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Prevenar 20 evéoipo evaidpnpo
M

2. TPOIIOX XOPHI'HXHX

AVOKIVIGTE KOAQ TPV Ao T yphon.

3. HMEPOMHNIA AHEHX

AH

[xl
s

4. APIOMOX ITAPTIAAX

[Moprtioa

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

1 660m (0,5 ml)

| 6.  AAAA ITOIXEIA
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B. ®YAAO OAHI'TQN XPHXHX
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®YrAo ooV ypions: [TAnpogopies yia Tov yprioTn

Prevenar 20 gvéopo evar@pnpo
oLleVYUEVO TOAVGUKYOPIIIKO TVELILOVIOKOKKIKO EUPOAL0 (20-00Vapo, TPOGPOPNUEVO)

V¥ To PapuaKo oVTO TELEL LTO GLUTANPOUATIKT TapaKoAoVONOT. ALt Ba emTpéyel TO Yp1yOpO
TPOGOOPIoUO VEOV TANPOPOPLOV acpaieloc. Mmopeite va Pondnoete péocw g avapopdg Tlavmv
AVETOVUNTOV EVEPYELDV TTOL EVOEYOUEVMG TTapovatalete. BA. Télog e mapaypdeov 4 yia tov Tpdmo
avaQopas avemOUNTOV EVEPYELDV.

AwfdoTe TPOGEKTIKA OAOKANPO TO PVALO 0ONYIAV (PGS TTPLY UpyiceTE VO AapfdveTe avT TO
epuporro, 010TL TEPLAAPPAVEL GNUAVTIKES TANPOPOPIES YIX GUS.

- ®oAdEre owTd TO PUALO 0INYIBV YpNonG. Towg ypelaotel va to dafacete Eavd.

- Edv éxete mepaurtépm amopies, pOTNOTE TOV Y1OTPO, TOV POPLOKOTOLO 1| TOV VOGOKOUO GOGC.

- H ovvtayn ywo avtd 1o gpfoiio xopnyndnke amokAelotikd yio oag 1| 10 Todi oag. Agv TPEMEL val
dMOETE T0 PAPUAKO GE GALOVC.

- Ed&v mapatnpnoete kdmola avemBOunTn evEpYELd, EVILEPDOTE TOV YIATPO, TOV POPUAKOTOLO 1) TOV
VOGOKOWO 60G. AVTO 1oyveL Ko Yo kéfe mhovn avemBountn evépyelo mov dev avapEéPETAL 6TO TAPOV
@OALO 0dNYIDV Ypnong. BAéne moapdypago 4.

T epréyeL To TapoOv UALO 0ONYLOV:

T elvan to Prevenar 20 ko o gtvon ) xprion tov

T mpéner va yvopilete mpv eogic 1) To madi cog AdPete to Prevenar 20
[Tog yopnyeiton To Prevenar 20

[MBavég avemBounteg evépyeteg

[Mog va puldooete to Prevenar 20

[epreydpeva g GLOKEVAGING Kol AOUTEC TANPOPOPIES

ANk L=

1. T eivan To Prevenar 20 kou o givan | yp1o1n T00

To Prevenar 20 eivat éva TVEDHOVIOKOKKIKO EUPOALO TOV XOPTMYEITOL GE:

. TOoLa NAkiog 06 6 efoopddonv £ms KaATM TV 18 eT®V Y10 va cupPdiiel oty TpdANyM
VOGOV OTMC: PUNVIYYiTda (PAEYOV YOP® Omd TOV €YKEQOAO), oy N Baktnpropio (Bakthpla
oTNV KUKAOPOPIa TOL OilaTog), TVELOVID (TVELUOVIKT AOTH®EN) Kot AOIUDEELS TOV OVTIOV
(o&ela péom wrtitda) mov Tpokarovvral amd 20 Tomovs Paktnpionv Streptococcus pneumoniae.

o gvijlMkeg NAkiog 18 1@V Ko v Yo va GuUPAAAEL 6TV TPOANYN VOGOL OTI®G: TVELHLOVIN
(mvevpovikn Aoipnmén), onyn 1 Paktnplopio (faxtipla 6Ty KuKAOQOPIio TOV ailaTog) Kot
punviyyitda (pAeypovn YOpw amd Tov eyKEPAA0) Tov TpokoiovvTal omd 20 Thmovg Paktnpioy
Streptococcus pneumoniae.

To Prevenar 20 mapéyet mpootacio évavtt 20 tomwv Paxtmpiov Streptococcus pneumoniae.

To eufoiio Aettovpyel fonbdvtog Tov opyavicpo Vo dNUIOVPYHCEL TA OIKA TOV OVTIGMLOTOL, TO OTTOid

TPOCTOUTELOLY EGAG N TO TODL GAG OO OVTEG TIG VOGOLG,.

2. Tvpémer va yvopilete npv e6gic 1] T0 Tondi cac AdPete To Prevenar 20

To Prevenar 20 dgv 0a tpémer va, yopnyeital
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*  og mepimtoon adiepyiag (VepeLAGONGiNG) S1KNG GG 1] TOV TALSIO0V GOG OTIG dPUCTIKEG OVCIEG N
0€ 0TOl0OMTOTE GALO OO TO GVGTATIKG CLTOV TOV PUPUAKOL (AVaPEPOVTAL GTNV TTaPdypapo 6) 1
o€ omolodNmote A0 eUPOAI0 TOV TTEPIEYEL TOEOELDES TNG dipOepiTidoc.

[pocdomomoeis kKo TPOPVAAEELS

AmevBuvheite 6TOV Y10TPO, TOV QOPLOKOTOLO 1] TOV VOGOKOWO GOG TPV 0td TovV UPoAocud 4V ogig
1M 10 Todi oag:

o £YETE OMOLOONTOTE VPIOTAUEVA 1) TOAUOTEPX WOTPIKA TPOPANUOTO LETE OO OTOL0ONTTOTE dOOM
Prevenar 20, énw¢ oAhepyikn avtiopoon 1 TPOPANLOTO LE TV GVATVOT,

o ¢yete cofapn vocso 1 vyYNAO TVPETO. Q6TOG0, 0 NTOC TLPETOC N 1| AOTU®EN TOV AVAOTEPOL
OVOTTVELGTIKOD (Y10l TOPASELY LA TO KPLOAOYTLLA) ard POVA TOVG OeV AmoTELODY AOYO Yo TNV
KkaBvoTéPTON TOL EUPOAIACHOV,

®  ¢yete OMOLOONTOTE TPOPANUOTO CLOPPAYIG T KAVETE EVKOAN, LEAUVIEG,

o ¢yete e€acBevnuévo avocomomtiko cvotnpa (60mwg Adym Aoipwéng amod HIV). Mropei va punv
amokouicete 10 TANPEG OQeLOG amd To Prevenar 20.

AmevBuvieite oTov Y10TpO, TOV PUPLOKOTOLO 1] TOV VOGOKOUO GG TPy ToV EUPortacud av To modi
oag eiye yevvn0el moAd Tpowpa (oTic N TPy omd Ti¢ 28 efdouddeg Tng KOMNoNC), Kobmg evoeyeTal va
mopotnpNOovy peyaAdTepa omd TO KOVOVIKO SooTNUOTO LETAED TV avamvodV yio 2 - 3 UEPEC
UETA TOV EUPOALOGUO.

Onwg pe kabe euPforto, to Prevenar 20 dev Oo mpootatevost OA Ta dTopa o omoic Oa
euporactoiv.

To Prevenar 20 0o tpoctatedost povo amd Tig AOIUMEEIC TOV QVTIOV TOV TPOKAAOVVTAL 0O TOLG
TOTOVG TOL Streptococcus pneumoniae Y10, TOVG 0TOI0VE £xel avamtuyOel To guPforto. Agv Oa

TPOCTOTEVEL OO AAAOVG AOUOYOVOLG TUPAYOVTEG TTOV UTOPOVV VO, TPOKAAEGOLV AOUDEELS TOV
QTIOV.

Ao @appoxa/epporra kot 1o Prevenar 20

210 adi cog pmopet va xopnynOei to Prevenar 20 tovtdypova pe GAAD TodoTpikd PO
povtivag.

Ytovg eviAIkeg, To Prevenar 20 umopei va yopnyeital tantdypova e To UPOrto g ypinng
(adpavomomuévog 100G Ypinng) o€ dlapopeTikéc BEoelg Eveong. Avaroya e tnv a&loAdYNoT TOV
KIvOOVOL GE OTOUIKO EMIMESO 0md TOV EMAYYEALOTION VYEING TTOV COG TOPAKOAOVOEL, EVOEYETOL VO
ovotafel ¥PoviKOg Sl ®PIoUOG TV 000 gpfoilacudy didpkelag m.y. 4 eBOoUddwV.

Ytovg eviAikec, To Prevenar 20 pmopet va yopnyndet tavtdypova pe to epufoito mRNA COVID-19.
Evnuepoote tov ylatpd, Tov Qapuakonold 1) ToV VOGOKOUO0 Go¢ £4v £0gic 1] TO madi cag maipveTe,
éxete TPOGEATO, TAPEL 1| UTOPEL Vo, TAPETE GALY PAPULOKA | EXETE TPOCEOTA AAPEL 0TO100NTOTE GALO
euporo.

Kinon kot Oniaopog

Edwv giote éykvog 1 OnAalete, vouilete 0tL umopei va giote €ykvog 1 6xed14LETE VO ATOKTHOETE TN,
{nthote T GLUPOVAN TOL YITPOV 1| TOL PUPLOKOTOLOD G TPLY AAPETE AVTO TO EUPOALO.

001 yno1n KoL LEPIGROS PN AV LATOV

To Prevenar 20 dev €yet kapio 1 €L OCHUOVTY EXLOPACT] GTIV IKAVOTNTA 001 YNONG KL YEPIOUOD
unyovnUatev. Qot060, OPIGUEVES OO TIG EVEPYELEG TTOVL AVAPEPOVTAL TNV TTapaypaeo 4 «ITibavég

42



avemBounteg evépyelec» Umopel va ennpedlovy TpocmPvd TNV IKAvOTNTA 001NYNOoNG 1] XEPIGLOV
unyovnuétoy.

To Prevenar 20 ngpiéyel moivcoppuco 80

Av16 10 POpuakeLTIKO TPOTOV TTepiEyel 0,1 mg morvcopPikod 80 avd 66cm. Ta moAvcopPikd pumopel
Vo TPOKOAEGOVY aALEPYIKES avTIOpaoels. Evnuepdote Tov yratpd cag edv ecgic 1] To maudi cog £xete
YVOOTEG aALEPYiES.

To Prevenar 20 nepiéyel vatplo

Av10 TO POPUAKEVTIKO TPOTOV TTEPLEYEL AlydTEpO atd 1 mmol vatpiov (23 mg) avd d6omn, gival avtod
nov ovopdalovpe «elebBepo vatpiovy.

3. o yopnyeitar To Prevenar 20

O ywtpog 1 0 voookodpog Ba evéoet tn cuvietdpevn 6oon (0,5 ml) tov gufoiriov oToV Avem
Bpayiovd cog 1 otov v Ppoyiove 1 6TOV L ToL UNPoD TOL TOLd10D GOC.

Bpéon nhxioc 6 gfdouddav mc 15 unvav

To mandi cog B Tpémet va AAPet o apykn oepd omd Tpelg VESELS TOV ERPoAiov, akoAovBohevT

OO L0 EVIGYVTIKT] dO0T).

. H mpdytn éveon umopel va yivel and v nAkio Tov 6 foopddmv £0c 8 efdopddmv.

. Kda0e éveon Ba yivetan Eeywpiotd, o€ d1dotnua TovAdyiotov 4 efdouddwy amd TV
TPOTYOVLEVT), EKTOC 0d TNV TELeVTAin EveoT (EvioyuTikn d6on), N omoia Oa yopnynOel o
nAwia peta&d 11 kot 15 unvov.

Oa gvnuepwbeite yio 10 TOTE TO TAdl GOC Ool TPEMEL VOL EMGTPEYEL Y10 TIG ENOUEVES EVECELS,

AvALoya LE TIC EMIONEG GLUGTAGELG OTN YDPO OOG, TAPUKAAEISTE VoL GUUPOVAEVTEITE TOV Y1TPO, TOV
(OPLOKOTTOL0 1] TOV VOGOKOUO GOG Y10 TEPICCOTEPES TAT|POPOPIEC.

[Ipdwpo Bpéen (tov £xovv yevvnOei mpwv t1c 37 efdouddec KHNGNC)

To mandi cog B AaPet pia apyikn Gepd TPLOV EVEGEDV aKoAoVBOVEVN OO La EVIGYLTIKY] dooT. H
TpmTN éveon pmopel va yopnynoet omd v nAkio Tov 6 foopddmv, pe dtaotnue Hetaéd TV d0GE®mV
TovAdyiotov 4 gfdopadmv. Xe nikio petald 11 kot 15 unvav, to maidi cog O Aafet pia tétapt
éveon (gvioyvutikn d6omn).

Avepporiosto Bpéen nhkiac 7 unvav Eo¢ Kito tav 12 unvav

Bpéon nAwciog 7 pnvev g kdto Tov 12 pnvov o tpénel va Aapovv tpeig evéselg. Ot tpmteg 000
XOPNYOUVTOL GE SIAoTN U TOVAGYIGTOV 4 gfdopadmv peTa&d toug. Mo tpitn 6601 Ba yopnynOel katd
To devtepo £1og ¢ Lomng.

Avepporioocto modid nikiog 12 unvav £oc Katm Tov 24 unvav

Modé nAkiog 12 pnvav £0¢ KT TOV 24 pnvav 0o Tpénet vo, Adfouvv dV0 EVEGELS, YOPTYOVUEVEC
o€ doTn o TovAaytotov 8 efdouddwv petald Tovg.

Avepporiocto mwoudid nAkioc 2 TV e KOTO TOV S5 ThV

[Moudd nAiciog 2 eTOV £0g KATO TOV S eT®OV O Tpénet va Adfovv pia Eveon.
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Iod1d nAxioc 15 unvav Eo¢ K4Tom Tmv S eT@v mov elyoy eUBOAOOTEL TPONYOLUEVMOC TANPMC LLE TO
Prevenar 13

Modé nAikiog 15 pnvav £0¢ KATO TOV 5 ETOV OV giyov TpoNyovUEVMG EUPOAINCTEL TANP®S IE TO
Prevenar 13 Bo AdPovv pio éveon.

IToudid ko EenPotr nhkiac 5 etdv ¢ kdTom Tov 18 etdv aveaptntme qv elyov TPonyovuivec
sufoiaotei pe Prevenar 13

Modid kot Epnpor nhikiog 5 eT®OV ¢ KATO TOV 18 £T1dV O Aafovv pia Eveon.

Edv to maudi cog elye AaPer mponyovpévmg to Prevenar 13, Ba mpénet va mepdoet Eva dSidotn o
TovAdyiotov 8 gfdouadmv mpotv Adfet to Prevenar 20.

Evilkeg
Ot eviilikeg Oa Tpémet va, AdPovv pia Eveon.

Evnuepaoote tov ylatpd, Tov @apuakonold 1| ToV VOGOKOUO Gog 4V £xete AMAPEL £va TVEVUOVIOKOKKIKO
eUPoOrIO 610 TOPELOOV.

Edv éxete meprocdtepeg epmTNOELG GYETIKA e T YpNom Tov Prevenar 20, pmtiote TOV Y10TpO, TOV
QOPUOKOTOL0 1) TOV VOGOKOLO GOG.

Ewwoi tAnbvcuoi

Ta dtopa mov Bewpeitar 6TL dSaTpE)ovy LYNAOTEPO KIVOLVO TVELHLOVOKOKKIKNG AOTLmENS (OTmg
ekelva pe dpemavokvTTapiKy vocso 1 Aoipwén and HIV), cvumepiappavopévov ekeivev mov giyov
TPONYOVUEVDS ePPoracTel e TO 23-00Va U0 TOAVGAKYAPIOIKO TVEVIOVIOKOKKIKO EUPOAL0, Hmopel va
Aapovv tovddyiotov pio d6om Tov Prevenar 20.

Ta dtopa pe HETAUOTYKEVOT AUOTOMTIK®V PAACTOKVTTAP®OV UTOPOHV Va AABOVV TPELS EVEGELS, LE TNV
TPpMTN va yoprnyeitan 3 £0¢ 6 unveg PeTd T PETAUOGYELOT) KOl Le SIACTNLO TOVAG)IoTOV 4 EfSopAdmV
peta&d twv d0cemv. Mia tétaptn éveon (EVICYVTIKN 000T) GuvioTdtal 6 PVeS PETA TNV Tpitn £veon.

4. IMBavég avemBOUNTES eVEpPYELES

Onwc 6Aa Ta gpPoria, £tot kon To Prevenar 20 pmopel va mpokarécet avemBupunTeg evEpyeLes, oV Kol
dev mapovctalovial e OAOVS TOVg avOpmTovE.

YoBapég avemOOuNTES EVEPYELEG TOV Prevenar 20

Evnuepote apéomc tov yiotpo cag e0v mopotnpioete onueio tav akoAovbmv cofoapnv
avemBountov evepyeldv (PA. emiong Topdypao 2): TpHEILO TOV TPOCOTOV, TOV XEIMMV, TOV
OTOUATOG, TNG YADCOAG 1] TOV Adpuyya (oidnua), Aayaviacua (ducmvola), cuptypod (Bpoyydomtacyio),
KaOdG avtd evdéyetar va givor onpeia Paptig Lopeng aAhepyikng avtidpaong 6Tmg 1 ovaguiasia,
SLUTEPTLOUPOVOLEVOL TOV GOK.

Addreg avemOOUNTEG EVEPYELES

O1 axérov0eg avemOOuUNTES EVEPYELES TEPLAUPPAVOVY EKEIVES TOV AVAPEPONKAY Y10 TO
Prevenar 20 o¢ Bpéon ko worord (mikiog 6 eoopnadmv ¢ KATM TOV 5 eTOV):

IMoAd ovyvég: evdéyetal va Tpokvyouy Le meplocdtepeg and 1 otig 10 d6oelg Tov epforion
. Mewopévn 6peén.

. Evepebiotdomra.
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. AicOnua vvniiog.

. [Mvpetodc.

. Y10 onueio g veong Yo Ol To Todid: epubpoTNTO, GKANpLVeN 1| TPRELLO, TOVOC T
evaodnoio.

. 310 onueio g Eveong LETA TNV EVICYLTIKT 006N KOl 0T0 TodLd NAKIOG 2 £0¢ HKPOTEPNC

TV 5 et@v: epuBpodTNTa, cKANpLVON 1 TPNEWO peyoAvTepo amd 2,0 émg 7,0 cm.

Yuyvég: evogyetal va Tpokvyouy pe £mg kot 1 otig 10 doceig tov gpfoiiov

. Aldppora.

. "Epetoc.

. E&GvOnpua.

. [Mvpetog (vynAn Beppokpacia, 38,9 °C 1 vymAdtepn).

. Y10 onueio g Eveong LETA TNV TPMOTN GEPd evEcE®V: epOpoTNTA, GKAPLVGT 1 TPNELUO

peyoAvtepo amd 2,0 émg 7,0 cm, Tovog 1| evoicOncia wov ennpedlel tnv kivnon.

Oy ovyvég: evdéyetar va mpokvyouv pe £oc kot 1 otig 100 d6oeig Tov gpfoiiov

. Emiinntikég kpioeig (| omaouot), Gupmepthapifavouévey eKeivmv Tov TPOKAAOVVTOL 0T
™V VYNAN Beppokpacio.

Kvidmon (kvidmon 1 e&dvinpa tpocopoldlov pe kvidmtiko).

. Y10 onueio g éveong: epuBpdtnta, okAnpouven 1 Tpnéo peyaivtepo and 7,0 cm.

Yrdvieg: evogyetal va Tpokvyouy pe £og kat 1 otig 1.000 d6ceig Tov epforiov
. AMkepyucn| avtidpaon (vrepevaictnoiog) 6to onpueio g Eveong.

Ov axéhov0ec avemOounteg evépysieg mapatnpOnkav pe 1o Prevenar 13 kon propei va
napatnpn0ovv kot pe 1o Prevenar 20:

. Kotdappevon 1 katdotaon mov potdlel pe korominéio (VwoTovikO-VTOUVTIOPUCTIKO

EMELGOO10).

. Alepycn avtidpaon (vrepevarsneciog) coumepirapfovouévon tov TpnEIRNTOC TOV
TPOCHOTOL 1)/KoL TOV YEMDV.

° KAdquao.

. Avncvyog vmtvoc.

Ov ax6rov0eg avemOounTES EVvépyereg meprrapfavovv ekeives mov avapépOnkay yia To
Prevenar 20 c¢ mondd kot epfifovg (mikiog 5 émg kat® TOV 18 T®V):

oAb ovyvég: evdéyetal va TpokvYoLV Ue TeptocdTepeg amd 1 otig 10 d66¢€1g Tov epforion
. [Movoképaiog,.

Muikdg movog,.

Y10 onpeio g éveong: TOVog, evanstnaia, epuBpdtnTa, cKARpLvven N TPREyo.
Konwon.

Yuyvég: evogyetal va Tpokvyouy pe £mg kot 1 otig 10 docelg tov gpufoiiov
. [Tovog otig apbpioels.
. Y10 onueio g éveong: Tdvog 1 evotcOncia wov ennpedlel Ty kivnon.

Oy ovyvég: evdéyetar va mpokvyouy pe £oc kot 1 otig 100 dooeig Tov gpfoiiov
. Kvidmon (kvidmon 1 e&dvOnpa tpocopotdlov e kvidmTiko).
. [Mvpetog.

Ov axéhov0ec avemOounTeg evépysieg mapatnpOnkav pe 1o Prevenar 13 kon propei va
napatnpn0ovv kot pe 1o Prevenar 20:

. Aldppora.
. "Epetoc.
. Mewopévn 6peén.
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Evepebiotdomra.
AicOnuo vevniog.
Aviouyog vITvog.
E&GvOnpua.

Ta oo kai ot épnpor pe Aoipwén amd HIV, dperavokvttopiki vOco 1| HETAUOCKEVOT
OLLOTOMTIKOV PAAGTOKLTTAPMV ElYav TAPOUOIES AVETIODUNTEC EVEPYELEC, OGTOCO 1) EULPAVICT
EUETOV, SLAPPOLOGC, TVPETOV, TOVOL GTIC apHpDOGELS Ko 6To onueio ¢ éveonc: Toévov i evaictnciog
7oV ennpealetl T kivron Nrav ToAd Guyvn.

Ov ax6rov0eg avemOopnTes evépyereg mapatnpfOnkayv pe to Prevenar 13 oto modwd amwd Ty
gumepio petd TNy KuKAo@opia 6TV ayopd Kol propei vo tapatnpndovv kot pe to Prevenar 20:

. Yofapn aAlepyn avtidpacn copneptlopfavopévng Kataminéiog (kopdioyyelokn
KATApPELOT)), TPNELO TOV YEIADV, TOV TPOCHTOV 1| TOL AAPLYYA (AYYEI00ION ).

. Awoykopévol Aepeodéveg N adéves (Aeppadevonddeia) kovtd oto onpeio epPoilacon, OTmg
Kéto amd Tov Ppayiova N T fovPovikn xdpa.

. 10 onueio éveong: kvidwon, epuOpotnta Kot epediopdg (deppotitidn) Kot payodpa

(kvnopog).

. E&bvOnpa mov mpokaiel kOKKiveg KnAdes e @ayovpa (TOADHOPPO EpUONLW).

Ov ax6rov0eg avemOopnTES EVépyereg meprrapfavovy gkeiveg mov £xovv avapepOei yia o
Prevenar 20 6tovg evijMKES:

IMoAd ovyvég: evdéyetal va Tpokvyouv pe meptocdtepeg and 1 otig 10 d6c¢€1g Tov epforion

° ITovoképaiog.
. [Tovog otig apBpioelg kot putkoc Tovog.
. [Tovoc/evarcncio ot B6on veoncg kot kémwon).

Yuyvég: evoéyetol va TpokOyouy pe Emg kot 1 otig 10 docelg tov gufoiriov
. IIpn&wo otn Béon éveong, epuBpotnta ot BE0M £veong Kot TVPETOG.

Oy ovyvég: evdéyetar va mpoxdyouy pe £o¢ kot 1 otig 100 dooeig Tov gpfoiiov

. Aldppora, vavtio Kot EUETOC.

. E&bvOnpua kot Tpné&ipo Tov Tpocsdmov, TV YEMMY, TOL GTOUATOG, TNG YADCOHS 1] TOV
Adpoyya, Tov popel Vo TPOKAAEGEL SUGKOAIN GTNV KATATOGT 1] TNV AVOTVOT
(ayyerooidnua).

. Ddayovpo ot BEom Eveong, SLOYKOUEVOL AEUPAOEVEC GTNV TEPLOYT TOV ACLLOD, T LOGYOAN

N ™ PovPavikn yopa (Aeppodevonddela), kvidwon otn BEon Eveong Ko piyn.

O TopoxaTo avemOounteg evépysieg mapotnpnOnkay pe To Prevenar 13 kot propei eniong vo
napatnpn0ovv pe to Prevenar 20:

. E&avOn o mov mpokodel kKOKKIvEG KNAidec pe payobpa (ToAdHOpPO £pVONUA).
. Epebionog ot Béon éveong.

. Mewwpévn 6peén.

. [Tepropiopog e kivnong tov Ppayiova.

Ava@opd avemOuunToV EVEPYELOV

Edv mapotmpfoete Kamowo avemBOunt evEPYELD, EVIILEPDOTE TOV YIOTPO, TOV QUPUAKOTOLO ) TOV
VOGOKOWO 60G. AVTO 1oyveL Ko Yl kaOe mhovr avemBountn evépyeia mov dev avapEPETAL GTO TAPOV
@OALO OOMYIDV ¥prionG. Mropeite emiong va avapépete avemBounteg evépyeteg omevdeiag, pécw Tov
€0VIKOU GLGTNUATOG aVaPOPAS TOV avaypapetat 6To [lapdpmmua V. Mécm g avapopds
AVETOOUNTOV EVEPYELDV UTOPEITE VO PonONCETE GTN GLALOYT| TEPIGGATEPWOV TANPOPOPLOV GYETIKE
LE TNV ACQPAAELD TOV TAPOVTOG PUPHAKOL.
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5. og va guhaccete To Prevenar 20

To @apuoko ovtd TPEMEL VoL PLAAGGETOL GE LEPT) TOV OEV TO PAETOVY KOl OV TO POAVOLV TO TAUdLA.
Na pn gpnoyLonoteite avtd T0 PAPHOKO PETE TNV NUEPOUN VIR ANENG TOV OVOPEPETOL GTO KOVTL Ko
oy etikéto petd ) AHZEH. H nuepounvio AnéEng sivor ) tehevtaio nuépo, Tov Pivol TOL avaQEPETAL
exel.

dvidooete og yoyeio (2 °C €ag 8 °C).

To Prevenar 20 B0 mpémet vo. Yp1GLOTOIEITOL TO GUVTOUATEPO SVVATOV LETE TNV 0QAipEST OO TO
yoyeio.

Mnyv kotoydyete. Amoppiyte 10 €0V 10 UPOA0 Exel kaTayvyOei.

Ta dedopéva oTabepdTNTOg VITOdEUKVVOVY OTL TO EUPOALO ivar oTadepod Yo 96 dpeg Katd T POANEN
o€ Beppokpacieg and 8 °C £mg 25 °C 1 v 72 dpeg katd ) pOAaEN o Beppoxpaciec amd 0 °C €wg

2 °C. Katd 1o TEA0g auThV TOV YpoviK®v Teptddwv, to Prevenar 20 Oa wpénel va ypnoiLonoteital 1j va
amoppintetal. Avtd ta dedopéva tpoopilovtar yio TV kaBodynon TV ETAYYELLOTIOV VYELNG OE
TEPIMTOOT TPOCOPIVAOV OTOKAIGEDV TNG Beppokpaciog Hovo.

Ot poyepcpuéveg oOptyyeg Bo Tpémel vo pUAGCGGOVTOL 6TO Yuyeio ae optlovTio Béon, doTe va
EAAYLOTOMOLEITOL O YPOVOG ETAVALDPTOTG.

Mnyv metéite @APUAKO GTO VEPD TNG AMOYXETELGNG 1| GTA OKLOK(A aroppinpata. Potote tov

(POPLOKOTOLO GOG Y10, TO TG VO, TETAEETE TAL PAPLLAKO. TTOL JEV PN OCILOTOLELTE T AvTd T péTpa Ba

Bonbncovv oty Tpoctacio Tov TEPPAAAOVTOG.

6. Iepreydpeva TG GLOKELUGTOG KOL AOLTTEG TANPOPOPIEg

T tepréyer to Prevenar 20

O1 dpaoTikég ovaieg givarl moAvosakyopiteg cvlevyuévor e CRMig7 OV amotehovvTal amd:

. 2,2 LIKpOYPOpUapLa ToAVGaKyapiTn Yio Tovg opotimovg 1, 3, 4, 5, 6A, 7F, 8, 9V, 10A, 11A,
12F, 14, 15B,18C, 19A, 19F, 22F, 23F ko 33F

. 4,4 nikpoypoapudpto ToAvcakyapitn yio tov opdtuno 6B

Mio. 666 (0,5 ml) mepiéyet mepimov 51 pikpoypappdapia tpoteivng eopéo CRM g7, Tpocpoenuévng
o€ po@optkd apyilo (0,125 mg apyiiiov).

Ta dAAa cvotoTikd gival: vatplo yhoplodyo, NAeKTPkd 0&0, ToAvcopPico 80 kot VOWP Yo EVESTUA.
Ep@évion tov Prevenar 20 kol mepleyopeva TG GVGKEVLAGIOG
To guPoiio gival £vo AeVKO EVEGIUO EVOLMPT LD, TOV TUPEXETOL GE TPOYEUGUEVT GVPLYYO Uiag dOGNS

(0,5 ml). [Mapéyxetar o€ cvokevacieg Tv 1, 10 kot Twv 50 pe N xopig feddvec. Mropet va, unv
KUKAOPOPOUV OAEC 01 GUCKELOGIES.
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Karoyog Adcrag Kvkhoopiog ko Iapackevaotiig

Kdroyog Adeiog Kukhopopiag:
Pfizer Europe MA EEIG
Boulevard de la Plaine 17

1050 Bruxelles

Béhyo

[Mopackevaotig veevBuvog Yo TNV aTodEGUELOT

TOV TOPTIO®V:

Pfizer Manufacturing Belgium NV
Rijksweg 12

2870 Puurs-Sint-Amands

Béhyo

Mo omoladnmote TANPOPOPIo GYETIKE, LLE TO TUPOV PAPUOKEVTIKO TPOIOV, TUPUKUAEIGTE VO
amevuvleite otov Tomikd avtimpdommo tov Katdyov g Adelag Kvkiopopiag:

Belgié/Belgique/Belgien
Luxembourg/Luxemburg
Pfizer NV/SA

Tél/Tel: + 32 (0)2 554 62 11

Bbarapus

[aitzep JlrokcemOypr CAPJI, Kion
boarapus

Ten: +359 2 970 4333

Ceska republika
Pfizer, spol. s r.0.
Tel: +420 283 004 111

Danmark
Pfizer ApS
TIf.: +454420 11 00

Deutschland
PFIZER PHARMA GmbH
Tel: +49 (0)30 550055-51000

Eesti
Pfizer Luxembourg SARL Eesti filiaal
Tel: +372 666 7500

E\rada
Pfizer EAMGG ALE.
TnA.: +30 210 6785800

Espaia
Pfizer, S.L.
Telf: +34 91 490 99 00

France
Pfizer
Tél+33 (0)1 58 07 34 40

Hrvatska
Pfizer Croatia d.o.o.
Tel: + 38513908 777

Latvija
Pfizer Luxembourg SARL filiale Latvija
Tel.: +371 670 35 775

Lietuva
Pfizer Luxembourg SARL filialas Lietuvoje
Tel. +370 5 251 4000

Magyarorszag
Pfizer Kft
Tel: +36 1488 37 00

Malta
Vivian Corporation Ltd.
Tel: + 356 21344610

Nederland
Pfizer bv
Tel: +31 (0)800 63 34 636

Norge
Pfizer AS
TIf: +47 67 52 61 00

Osterreich
Pfizer Corporation Austria Ges.m.b.H
Tel: +43 (0)1 521 15-0

Polska
Pfizer Polska Sp. z o.0.
Tel.: +48 22 335 61 00

Portugal
Laboratérios Pfizer, Lda.
Tel: +351 21 423 5500

Romania

Pfizer Romania S.R.L
Tel: +40 (0) 21 207 28 00
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Ireland

Pfizer Healthcare Ireland Unlimited
Company

Tel: +1800 633 363 (toll free)

Tel: +44 (0)1304 616161

island
Icepharma hf.
Simi: + 354 540 8000

Italia
Pfizer S.r.l.
Tel: +39 06 33 18 21

Kvnpog
Pfizer EAMLGG A.E. (Cyprus Branch)
TnA: +357 22817690

Slovenija

Pfizer Luxembourg SARL

Pfizer, podruznica za svetovanje s podrocja
farmacevtske dejavnosti, Ljubljana

Tel.: +386 (0)1 52 11 400

Slovenska republika
Pfizer Luxembourg SARL, organiza¢na zlozka
Tel: +421 2 3355 5500

Suomi/Finland
Pfizer Oy
Puh/Tel: +358 (0)9 430 040

Sverige
Pfizer AB
Tel: +46 (0)8 550 520 00

To mwapov @OALO 00N YOV YprioNs avaBspOnke Yo TeELEvTOi Popd oTic <{MM/EEEE}>

Aldeg Tyég TANPOPOPLAOV

Aemtopepeic TANpoPopieg Yo 10 PAPROKO aLTO givar dtaBéoiec 6ToV dkTLOKO TOTO ToL Evpmmaikon

Opyoviopov ®apudrkmv: https:/www.ema.europa.eu.

O wAinpo@opicc mov aKkorovBoOV amevOvvovTol povo o€ erayyelpatieg vysiog:

Kotd ™ dibpketa tng eoraéng, umopel va mapatnpnel Aevkod {Cnpa kot dtovyég vepkeipevo. Avtd

dev amoteAel £voelgn vrofaduiong g mototntog. Ol Tpoyepiopéveg oupryyeg Oa mpénet va
eVAdoocovtal o€ opilovTia BEoM Yo TNV EACYIGTOTTOINGT) TOV ¥POVOL ETOVALDPNCNG.

IIpocTowmacia yio yopiyynon

Bipa 1. Eravai@pnon gppoiriov

Kpoatiote v mpoyguspévn cvpryya optlovtia avapueco
GTOV OVTIXELPO KoL TOV OEIKTN KOl OVOKIVIGTE EVTOVO, LEYPL
TOL TEPLEYOUEVOL TNG CVPLYYOS VAL Eival Eva OUOIOYEVEG AEVKO
gvaumpnpe. Mn ypnolonoteite to euPforto av dev pumopel

va enovaimpnOei.

Bipa 2. Onttikn emBedpnon

Embempnote ontikd 1o euPOAo yio LEYGAN COUATIOWNKT
VAN KOl ATOYPOUOTIGHO TPV 0o T Xop1ynomn. Mn

N

¥pNOoLoTOolEiTE €4V dromicT®OEL crOUATISIKN VAN I
amoypopaticpoc. Edv 1o epuforio dev givar €évo opoloyevég
AgVKO evoudpnua, eravardperte ta Ppata 1 kot 2.
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Bijpa 3. A@aipéote 10 KGAOPPO THS GUPLYYOS \
A@apécTe TO KAADUUA TG GUPLYYOC OTTO TOV TPOGAPLOYE N\
Luer lock mepiotpépovtag apyd 1o KaAvuuo,

0pLOTEPOGTPOPA, EVOGM KPATATE TOV Tpocapuoyéa Luer 0
lock. \ <

Inueiowon: Arorteitor Tpocoyr| Yo vo SloPoAIcETE OTL
papoog Tov ekteTOUEVOL EUPOLOV dev TELETAL KATH TNV
aQOipEST) TOV KOADUUOTOC TNG GVPLYYOG.

Bipa 4. Ilpocaptiote po oteipo ferdva
[Ipocaptnote o BeAova KATAAANAN Y10, EVOOUVIKT YOPNYNGCT OTNV TPOYELGUEVT] GOPLYYO,
KpotdvTog Tov tpocsopuoyéa Luer lock kot mepiotpépovrag ) ferdva de€ldotpora.

Xopnynote oAdKAN PN TN d60T.
To Prevenar 20 mpoopiletat yio evoouvikn ypnon uovo.

To Prevenar 20 dev mpémnel va, avoueryvoeTal PUe GAAe, eLPOAL 1 POPUAKEVTIKG TPOIOVTH GTNV 1010
cupLyyoa.

To Prevenar 20 umopei va yopnynOet tavtdypova pe Ao mtodlatpikd epfoiio. e oot tnv
mePinTOON, Oa TPETEL VA, YPTGLLOTOLOVVTOL SIUPOPETIKA oTUELD EUPOAAGLOD.

To Prevenar 20 umopei va yopnyeital 6Tovg EVAAKES TAVTOYPOVA LLE TO EUPOALO TNG ETOYIKNG YPITING
(QLV, empavelokd aviryévo, adpavomouUéVo, OVOGOEVIGYVUEVO). Xe ATOopO e VITOKEILEVES TAONGELC
nov oyetilovtal e LYNAO Kivouvo avaTTuENG amenTIKnG Y T {01 TVELIOVIOKOKKIKTG VOGOV,
umopel va e£eTa0TEL TO EVOEYOUEVO SLOY®PICUOV TV XpOVEV xopnynong tov QIV kot tov Prevenar 20
(1. katd mepinov 4 gfdopnadec). Oa TPEMEL VAL YPNGIUOTO0VVTAL S1opOpeTIKEG BEcElC Eveonc.

To Prevenar 20 umopei va yopnynbei oe evijhikec tavtoypova pe to euforto mRNA COVID-19
(Tpomomompévmv VOuKAEOG1HImV).

Kda0e aypnoyonointo mpoidv 1| VIOAEIUUN TPETEL VO OTOPPITTETOL COUPDVO LE TIG KOTA TOTOVG
GYVOVGEC OYETIKEC SLOTAEELG.
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