MHAPAPTHMA |

MEPIAHYH TQN XAPAKTHPIZTIKQN TOY ITPOIONTOX



V To @dppaxo ovtd tedel VIO couTANpORATIK TopakoloVONoN. Avtd Ba emtTpéyet Tov Yp1yopo
TPOGIOPIoUO VEDV TANPOPOPLOV OGPAAELNC. ZNTEITAL OO TOVG ENOYYEAUATIEG VYELOG VO AVAPEPOVY
omolecoNmote THavoLloyovEVEG avembBOuNTeG evépyeleg. BA. mapdypapo 4.8 yio tov 1pdmo avapopdg
AVETBOUNTOV EVEPYEIDV.

1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITIPOIONTOX

MenQuadfi evéoipo didivpa
Yvlevypévo euPforo Evavtt Tov pnviyyttidokokkov opoopddwv A, C, W kot Y

2. MHNOIOTIKH KAI MOXOTIKH XYNOEXH

Mia 86on (0,5 ml) mepiéyst::

[MoAvoaxyapitn® Neisseria meningitidis opoopddag A 10 wkpoypoupdpia
IMolvcaxyapitn® Neisseria meningitidis opoopddog C 10 kpoypoppdpio
IMolvcaxyapitn® Neisseria meningitidis opoopddog Y 10 kpoypoppdpio
IMoAvoaxyapitn® Neisseria meningitidis opoopadog W 10 wkpoypoupdpia

lovlevyuévo oe mpoteivn Popéa Tov T0£0£1500G TOL TETAVOL 55 pikpoypoppdpla

[N tov TAnpn kaTdloyo Tov exdoywV, BA. Tapdypago 6.1.

3. OPAPMAKOTEXNIKH MOP®H

Evéowo didAivpa.

Atddopa dtovyEc Kot dypmpLo.

4, KAINIKEX TAHPO®OPIEX

41 Ogpamevtikéc gvociteig

To MenQuadfi gvdeikvotat yio. TV evepynTIKY AvOGOTOINGT OITOU®MY OO TV NALKIA TOV

12 pnvav kat Gve Evavtt g SEIGOVTIKNG UNVIYYITIO0KOKKIKNG VOGOL oV Tpokoeitat and tn Neisseria
meningitidis opoopdadwv A, C, W kar Y.

H yprion avtob Tov epPoriov mpénet va, sival cOUemVN Ue TIG S1oBECIIES EMIGTUEG GVOTAGELS.
4.2  Aocoloyio kor TpOTOG YOPNYNONS

Aocoroyia

Apyikog epfoAlacog:
. Atopa nAkiog 12 pnvev kot dve: Mio gpdrag d6om (0,5 ml).
Avopuvnotikog epfoitacudc:



. Mia gpamag d6on 0,5 ml tov MenQuadfi propei va ypnoyomomOei yio Ty evioyvon atdpmy mov
glyav TponyovUEVmg AAPeL Eva UNVIYYITIOOKOKKIKO EUPOAL0 TOV TTEPIEYEL TIG 101EC 0POOAdES (BA.
mopdypoeo 5.1).

. Ta dedopéva ™G HoKpoypoVINS S0t PNoNG TOV AVTIGOUATOG HeTd Tov gpPfoiacpo pe MenQuadfi
elvar dwbéoipa £oc kat 7 ypdvia petd tov epuPfoitacpod (BA. mapaypdpovg 4.4 kar 5.1).
. Agv vrdpyovv dabécio deSOUEVA TOV VOL DTOSEIKVOOVY TNV OVAYKT 1] TO YPOVOSIEYPOLLLLOL LLOG

avopvnotikng 60ong MenQuadfi (BA. mapdypapo 5.1).

AMog moudiatpiog mAnBvouog
H acedieia ko 1 avocoyovikdtnto tov MenQuadfi og dropo nikiog kéto tov 12 unvav dev éxovv
axopa tekunproet.

Tpomog yoprynong
Movo yio evOOUVTKT €VECT), KATE TPOTIUNGOT GTNV TEPLOYT TOV SEATOELDOVG 1| 6TOV gUnpoOctio unpo,
avéioya pe v nAkio Kot ™ poikn palo Tov atopov mov TPOKELTal Vo EUPOAACTEL.

IMo 0d1yiec oyetikd pe to ¥epiond Tov epforiov mpyv amd ™ yoprynomn, PA. mtapdypago 6.6.
4.3  Avtevdsieg

YrepevoicOnoio 611G SpaoTikég OVGIES 1) G€ KATO0 atd Ta £KS0Y0 TOV AVOPEPOVTOL GTV TAPAYPaPo 6.1
N petd and TponyovUeEVT YopnyNon Tov epPforiov 1| evoc epfoliov Tov epléyel Ta 010 GLOTATIKA.

4.4  E01Kég TPOELOOTOUM|GELS KO TTPOPVAAEELS KATE TN Yp1]oN

Iyynlocipuétnto
[Ipokeévov va Pektiwbel 1 yvnrlooudtnta v PLOA0YIKGOV QOPUUKEVTIKOY TPOTOVI®YV, TO OVOLLOL
Kot 0 aplBuog ToPTIONG TOL YOPTYOVLEVOD PAPUAKOVL TPETEL VO KATAYPAPETOL LLE GOPTVELD.

To MenQuadfi dgv Oa mpénet va yopnyeital vrodopLa, EVEOUYYEIOKE, 1) EVOOSEPUIKA.

Amoteiel opON KMVIKY TPOKTIKT VO TPONYOVVTOL TOV EUPOALNGHOD 1) AVOCKOTNGT] TOV 1TPLKOD
16TopKoD (101K OGOV apopd mponyovuevo epfoltacud Kot mbavh epedvion avemfountov
EVEPYELDV) KO 1) KAVIKT| €€€Taom.

YrepevoucOnoio
Onwc pe 6Aa ta evéopa epforia, 1 KatdAAnin wrpikn Bepaneia ko n enifieyn Oa mpénel mhvta va
elvar dueco dtabécipa og TEPITTOOT EVOG AVOPVAOKTIKOD GLUUPBAVTOG LETE TN YopRYNoN Tov euforiov.

2Vv0006 voonuo

O guporacpog o mpénet vo, avoaPdiietal oe dropa mov whoyovy omd ofgia coPfopn eumvpetn voco.
Q61660, 1| TOPOLGIN UIKG NEGOVOC AOTUMENG, OTTMOC Eva KPLOAOYTLA, deV Do TPEMEL va 00N YN GEL GTNV
avafoAn tov gpfoiacov.

2VyKoTn

Yvykonm (MmobBupio) Kot GALEG KATAGTAGELS AyXOVG UITOPEL VO GUUPOVY PETA 1| aKOUT KoL TPV ol
0TO10VONTOTE EUPOAIAGHO MG ULO YOYXOYEVIG ovTidpaoT oty Eveon ue Behdva. [péret va epapudlovtan
SLOSTIKOAGIEC Y100 TV OTOPVYT TTOGNC 1 TPOVUATICUOV KOl Y10 T SloyEipIon TS GLYKOTNG.

Opoufomevia Kot S0TapUyEC TNKTIKOTNTOC




To MenQuadfi a mpénet va yopnyeiton TpocekTikd o€ dropa pe BpopPomevio 1 0mol0dNTOTE drorTapayn
TNKTIKOTNTOG TOV Oa avTEVIEIKVUTAL EVOOUVIKT £VECT, EKTOG €AV TO TOOVO 0PELOG EEMEPVE GOPDG TOV

Kivduvo g yopnynonge.

[poctacia
To MenQuadfi 6o mpoctatevet pdvo amod t1g opoouddeg A, C, W ko Y tov Neisseria meningitidis. To

guPoOMo dev Ba Tpootatedoel Evavtt GAAmv opoopddmv tng Neisseria meningitidis.

Onwg ovuPaivel pe omotodnmote gpPorto, o epPforacog pe o MenQuadfi evoéyetar va unv tpoctatedel
O6Aov¢ ToVg epPoilacOivTec.

E&ac0évion tov titAov BoxTnplokTtovay avIIcOUIT®OV 6TOV 0pd EVOVTL TG OPOOUAdIS A OTaV
ypnoonoteitor avbpamvo copmAnpoua ot dokipacio (hNSBA) éxet avapepbel yio 1o MenQuadfi kot
v dAla TeTpadhvopa pnviyyttidokokkikd epupfoita. H khvikn onpocio ovtrg g Tapatipnong ivot
dyvootn. Qot060, edv £va ATopo avapéveTal va dtatpéyet waitepo kivduvo ékBeomng otnv opoopndda A
kot Ehofe pa 66om MenQuadfi Tave omd mepimov éva ypovo TPy, Uropel vo, eEETOCTEL TO EVOEYOUEVO

XOPNYNONG HLOG OVOUVIGTIKNAG 0OOMC.

"Exovv mapotnpnBel yapmiotepor yeopetpikoi tithot (GMTS) twv hSBA yio v opoopudda A og
TEPLOPIOUEVO aplOud VT wov apyikd epfortdotniay pe MenC-CRM petd ) Aqyn pog epdmos
d0omg MenQuadfi. [Tapoia avtd ta dedopéva opompootaciog petald Twv opdadmv Bepaneiog oy
ovykpiowa (BAéne 5.1). H khvikr onpacio autdv tov topatnpioemy ivatl dyvootn. Avti 1 Tty
umopel va Anedei vrOYN Yo dToua e LYNAO Kivduvo poivvong amd MenA mov £xovv AdPetl euPforio
MenC-CRM «katd 10 mpdto £tog NG {ONg TOVG.

Avocoovendpkelo

Y& aoBeveic mov AapPavovy avocokatactoltiky Oepaneio | oe acbevelg pe avocoaveTapKELd,
OVOLPLEVETOIL TO EVOEXOUEVO Vo PNV emitevyOel emapkr|g avocoloyikn avtondkpion (PAEme mapdypago 4.5).
ATOUO, LLE OIKOYEVELG AVETAPKELEG GCVUTANPOUOTOS (Yo Topaderypa CS | C3 avemdpreleg) Kot To dTopa
7oV AapPdvovy Oepameieg ol 0ToiEC AVAGTEALOVY TNV EVEPYOTOINGT TNG TEMKNG 0000 TOL
CUUTANPOUATOG (Y10 TAULPASEY LA, EKOVALOVUAUTT), SaTPEYOVY AVENUEVO KIVOUVO EKONAMGCTG
JEIGOVTIKNG VOGOV oV TTpoKoAeitan and Tig opoopddec A, C, W kot Y tov Neisseria meningitidis, akopo
Kot av avartoéovy aviiohpata petd omo sufoiacud pe MenQuadfi. Aev vdpyovv Srobéoa dedopsva
Y10, VOGOKOTEGTAAUEVOVG OGOEVEIC.

Avoconoinon tetévov

Avoconoinon pe gppoio MenQuadfi dgv vrokabictd ) cuvnOn avoconoinomn teTdvou.

H ovyyopnynon tov MenQuadfi pe epufoiio mov mepiéyel tetovikn avaro&ivn dev ennpedlet nv
OVTOTOKPIOT) GTNV TETAVIKY ovato&ivn 00te ennpedlel TV ac@AAELO.

IeprexktikdTNTO 6€ VATPLO
AvT06 T0 PappaKo TTEPLEYEL AlydTepO amod 1 mmol vatpiov (23 mg) avd d6omn dnAadT| eivar ovGLOCTIKA
«ehevbepo vatpiovm.

45  Allemopdosic pe GALo QUPUIUKEVTIKA TPOIOVTO KOt GAAES popPES ahinAemiopaocnc

Xpnon pe dAro gpfora
Yg TePINTMOOT TAVTOYPOVIG XOPNYNOTG TPETEL VO YPTCLULOTOIOVVTAL oTpeio EvVETg o€ EexmploTd dxpa
Kol EeYmPLOTEG CLPLYYEG.




Mo niwieg 12-23 unvaov, 1o MenQuadfi propet va cuyyopnynbei pe o epuPodiio apdc-rapotitidoc-
epuBpdc (MMR) + 10 gupodrio avepoPfroyiag (V), cuvdvacuéva epforia dipbepitidac-TeTavoL-
axvtTapkod kokkvtn (DTaP), coprepropfavouévey tov cuvévacuov tev euforiov DTaP pe
nratitwa B (HBV), tov adpavorompévov noiopveritidag (IPV) 1 Haemophilus influenzae tomov b
(Hib) 6mwg DTaP-IPV-HB-Hib (Hib culegvypévo pe tetavikn avato&ivn) epforto kot culevyprévo e
nmoivcakyapitn 13-60vapo guforio mvevpovidkokkov (PCV-13).

I nlakieg 10-17 etmv, to MenQuadfi propei vo cuyyopnynbel pe epporio dpbepitidog, tetdvov,
KOKKVTH (AKLTTOPIKO, GLGTATIKO) (TTPOGPOPNLEVO, LEIMUEVO TEPLEXOUEVO avTrydvov)-mv)) (Tdap) kot
euporo avBpmmvov Inropotog (avacvuvovacsuévo, Tpospopnuévo) (HPV).

Agv vmp&e kapia enidpacn otnv avocoloyikn amokpion 6to MenQuadfi 6tav cuyyopnynbnke pe
EUPOAIO UNVIYYITIOOKOKKIKNG Opoouddag B.

To MenQuadfi umopei va cuyyopnyndei pe PCV-13. Xouniotepa GMT hSBA v nuépa 30 petd
d0om Yo Ty opoopdda A €yovv moapatnpndel katd tn cvyyoprynon. H khiviki onuacio autig g
TOPOTNPNONG Elval AYyveOoTn. Zav TPOANTTIKO UETPO ot Tondtd 12-23 unvav pe vynio kivouvo yia
uolvven opoouddag A, Oa tpénet va e€gtaleton n xoprynon tov MenQuadfi kai tov PCV-13 va, yivetat
EexmploTa.

Ta wand1d nhkiag 10-17 etdv mov dev giyov Tponyovuévmg EUPOMACTEL LE UNVIYYITIOOKOKKIKO EUPOAL0
elyav pun xarotepn amdvrnon v PT kot yapunAidtepeg anokpicelg aviicopdtov oe FHA, PRN kow FIM
otav to euPforo Tdap yopnynOnke tovtdypova pe MenQuadfi ko HPV oe o0ykpion e tn cuyyopnynon
ue 1o euPorio HPV povo tov. Ot KMVIKEG EMMTAOGCELS TOV OMOKPIGEDY TOV TOPATIPOVUEVOL OVTLYOVOL
KOKKVTI] TTOL TTopatnpnOnKay eniong pe to vapyovo TeTpadivope GULEVYUEVO UNVLIYYITIOOKOKKIKE,
eupora eivar ayvooteg.

Tavtoypova guPforia Bo mpémet va xopnyodvTol TavToTe oe EEXMPLoTEG BEGNC EvEonG Kot KOTA TpoTiunon
avtifeTa.

Tavtdypovn yoprynomn tov MenQuadfi kot A @V euforiov omd avTd TOL AVAPEPOVTOL TAPOTAV® OV
éxel pedetnOet.

XpNomn UE GLGTNUOTIKG OVOGOKOTOGTOATIKE QOPUOKEVTIKE TPOTOVTQL
Mmnopet va avopéveton 6Tt g acBeveic mov AapPdvovy avocokatactaltikn Oepaneio dev pmopei va
TPOKANDEl ETOPKNG AvOGOAOYIKY| avTamdkpion (PA. emwiong mapdypapo 4.4).

4.6 Tovipétnra, kKOO Kot yorovyio

Konon

Yndpyet mepropiopévog apifuog dedouévav yio ) yprion tov MenQuadfi oe éykveg yovaikes. MeAéteg og
{da dev KatédEEAY AUEST ] EUUEST TOEIKOTNTO OTNV OVOTApay®YLKn kovotnta.(BA. Tapdypago 5.3).
To MenQuadfi a mpénet va ypnoponoteiton katd ) SibpKeLo TG KONONG LOVO EAV TO OVOUEVOUEVA
OPEAT Y10 TN UNTEPQ VTTEPTEPOVY TOV THAVAOV KIVOOV®V, GOUTEPIAAUPBAVOUEV®Y EKEIVOV Y1 TO EUPpvo.

OnAaopog
Aev givon yvooto edv to MenQuadfi arekkpivetatl oto avBpomivo yala. To MenQuadfi 6a npénet va

YPMNOLOTOLEITOL LOVO KOTA TN ddpKeLa ToL Inhacpol dtav ta Thava TAEOVEKTLOTA VIEPTEPOVY TOV
mBavav Kvdovav.

Tovipdro



[paypoatoromOnke pehétn ToEIKOTNTOG Yo TNV OVATTLEN KOl TNV OVOTHLPOYOYIKT IKOVOTNTO 6 OnAvKd
KovvéMa. Agv vp&av emdpAcEIS OTIS TAPACTAGELS (EVYOPMUATOG 1] 0T Yuvalkeia yovipdtnta. Agv
TPUYUOTOTOOMKE HEAETN OYETIKA E TN YOVILOTNTO TV avdp®dV (PA. Tapdypao 5.3).

4.7 Emdpacelg 6Ty tKavOTITO 001]YN61S KO YEIPLGHOD U OVI|LATOV

To MenQuadfi dev éyet kopio 1 Exel aoHHOVTN EXIOPACT GTNV IKOVOTNTA 001 YNONG KO YELPIGLOV
pnyovnpétov.

061660, OPIGUEVA OO TO ATOTEAEGLOTO TTOV AVAPEPOVTOL GTIV TAPAYPOPo 4.8 «AvemBOuNTEG
EVEPYELEG) EVOEXETAL VO EMNPEAGOLY TPOGMPIVA TV IKAVOTNTA 0dNYNONG 1] XEPIGUOD UNYOVILAT®V.

4.8  AvemOOunteg evépyeleg

Hepiinyn 1oV Tpoeil acoaieiog

H acedreia pag epamoé 66omg MenQuadfi oe dropa nhikiog 12 unvav kot dveo a&loloyndnke oe entd
TUYOLOTOMUEVES, EAEYYOLEVEG LE OPOCTIKY] 0VGI, TOAVKEVIPIKES PACIKEG LEAETES. XE OVTEG TIG LEAETEG,
6.308 dropa haPav gite pio tpotoyev 660m (N=5.906) eite pia avapvnotky 66on (N=402) tov
MenQuadfi kot cupmepA Koy 6TIc avoldoels acpiarelog. Avtd mepihapfave 1.389 vimo nhkiog 12
éw¢ 23 unvav, 498 maidid niikiag 2 £og 9 etmv, 2.289 gpnfoug niikiog 10 émg 17 etdv, 1.684 eviiikec
nikiog 18 émg 55 etmv, 199 evijhikeg peyaddtepng nAkiog 56 £og 64 etadv kot 249 nAkiopévol niuiog
65 gtV Ko Gve. Amd avtode, 392 éenpot ElaPov MenQuadfi cuyyopnyoduevo ue Tdap ko HPV kot
589 vima édaPav MenQuadfi cuyyopnyodpevo pe MMR+V (N=189), DTaP-IPV-HB-Hib (N=200) 1
PCV-13 (N=200).

O1 110 GVYVE ovVaPEPOIEVEG AVETIODUNTES EVEPYELEC EVTOG 7 NUEPDV HETA TOV EUPOALOGHO LE pio eQamas
d6om MenQuadfi udévo oe vima nhikiog 12 éwg 23 unvov frav evepebiototnta (36,7%) kot evarctncio
ot 0éom éveonc (30,6%) kot o nAikieg 2 €TV kol Gvo NTav 0 TOVog BEom g éveong (38,7%) kat
poaiyio (30,5%). Avtég o1 avemBOunTeg evépyeleg NTo Kupimg e 1 HETPLEG OE EVTAOT).

Ta 10606TA TOV AVETIBVUNTOVY EVEPYELDV HETE amd avapvnotikh d6on MenQuadfi og gpnpoug kot
eviAIKeG NAKiog TovAdylotov 15 eTdv NTov cLYKPIoO PE aVTA oL TapatnPHONKav oTovg £PNPovg Kot
eviMikeg mov dafav Tpwtoyevn 66om MenQuadfi.

To 1060014 avemBOUNTOVY EVEPYEIDY EVTOC 7 NUEPOV UETE TOV EuPfoitacid petald Tov vnTiov Tay
ocvykpiowa 6tav 10 MMR+V yopnynOnke tavtdypova pe i yopic to MenQuadfi kon 6tov o DTaP-IPV-
HB-Hib yopnynnke pe 1 xopig to MenQuadfi. Xvuvoiikd, To m0G06Td avemBuUNTOV EVEPYELDV NTOV
vynidtepa ota vima ov EAafav PCV-13, ta onola yopnyndnkav tavtdypova pe to MenQuadfi (36,5%)
og ovyKplon pe o, viymo wov Ehafav povo PCV-13 (17,2%).

e wo Tpocetn KAVIKN HeEAET, épnPot kot evidikes nAkiag 13-26 etmv mov giyav apyucd epPoiiacdel
pe MenQuadfi 3-6 ypovia mpv Aafovv MenQuadfi cuyyopnyoduevo pe eLPOAL0 UNVIYYITIOOKOKKIKNG
opoouddag B (MenB), Trumenba (N=93) 1} Bexsero (N=92).

Ta T0G00TA KoL 1] £VTOOT] TOV CLGTNHATIKAOV EVEPYEIDMV EVTOG 7 NUEPOV UETA TOV EUPOAAGHO ETEVOY VO
elvar vymAdtepa 6tav to MenQuadfi yopnyodvav tavtdypova pe to uPporio MenB omd 6,11 6tav T0
MenQuadfi yopnyodvtav uoévo tov. H mio cuyvi mpokinbeica cuotnuatikny evépysia oy 1 poaAyia,
NG EVTAONC, 1) 07010, EUEOVIGTNKE GLYVOTEPN GE EPNPOVG Kal EVAAIKES OV APy TAVTOYPOVA
euporo MenQuadfi kor MenB (Trumenba, 65,2%, Bexsero, 63%) o€ cOykpion pe gkeivovg mov Erafav
novo MenQuadfi (32,8%).

KatdAoyoc tov avembiunTtmv EVEPYEIDV GE LLOPOT TIVOKO,




Ot ax6AovBeg avemBOunTeS evEPYELES, OMMOC OVAPEPOVTOL TAPOUKAT®, £YOVV EVIOTIOTEL OO KAVIKEG
perétec mov deEnynoav e to MenQuadfi otav yopnyeitar povo tov og dropa nhkiog 2 TV Kol Avem.
To popik acpdirelag mov Tapatnpeital og vima nAkiog 12 éog 23 unvov TapovctdleTol oTtny voTnTo
TOV TOLSATPIKOD TANOLGHOD.

Ot avemBOunTec evépyeleg Topatifeval COUE®VA UE TIG AKOAOVOEG KOTIYOPIEC CLUYVOTNTOC:

[ToAv cvyvég (=1/10)

Yuyvég (=1/100 €wg <1/10)

Oyt ouyvég (>1/1.000 €mg <1/100)

Ymavieg (>1/10.000 £wg <1/1.000)

Ye kGOe opado CLYVOTHTMV, O1 AVETBVUNTEG EVEPYELES TapOLGIALovVTOL KOTA (pOivovsa oelpd
cofupotnTog.

IMivaxog 1: Mepidnyn TV avemBipunTov evepyei®v peta ™ yopiynon tov MenQuadfi amé
KAVIKEG doKipég o€ dTopa nAkiog 2 eTAV Kol Gve, o€ poper) Tivaka

MedDRA Zoyvotnto AvemO@ounreg evépysieg
Kotnyopia/Opyaviko
26T,
AlWTOpOoYEG TOL OLLOTOMTIKOD | ZTAVIEG Agppoadevondfeia
K01 TOV AEUPIKOY GLUGTILLOTOG
AwTopayéc Tov VELPLKOD IToAd cuyvég Kepoloiyio
GUGTHIOTOG Oy ouyvég Z6&An
AwTapayéc Tov Oy ouyvég ‘Epetog, vavtia
YOGTPEVTEPTIKOV Xmivieg Abippora, otopoykd dAyog
AlTopayEC TOL OEPHOTOC KOl | ZTAVIEG Kvidwon, kxvnouoe, eEavonua
TOV VTTOAOPIOV 1GTOV
AwTapayéc Tov IToA cuyvég Mvuohyia
LLDOGKEAETIKOV GUGTIUATOG Yrivieg Alyog ota dxpa
K0l TOV GUVOETIKOV 16TOV
Ievikég Srotapayéc Ko [ToAd cuyvég AicOnuo xokovyiog
KOTOOTAGELS TNG 000V Alyoc g Béong éveonc
xopNnynong Toyvég Tvpetdg
21 0éon g éveong: oidnua, epvnua
Oy ovyvég Konwon
¥t 0éom ¢ éveonc: kvnopog, Bepudtnra,
udronrog, eEavinuoa
Yrivieg Kpvdda, mévog otn pacydin
>t 0éom ¢ éveonc: okARpuven

Houdwotpudc tAnbuvoude

To mpoeik aocpdretng Tov MenQuadfi o moudid kan eprifovg nikiag 2 £mc 17 etmv MoV yevikd
ovykpioyo pe avtod tev evniikov. To epbhnua otn BEon g £veong kat to oidnua otn BEong g Eveong
ue MenQuadfi avagéptnkav cuyvotepa oe Todid nikiog 2 £émg 9 etdv (TOAD cLYVEC) and OTL 6TIC
UEYOADTEPEC NAIKLOKES OUAOES.

Ye vimo nAkiog 12 éog 23 unvav, 1o ephnua otn Béon g £veong kat to oidnpa (ToAd cuyvo) ot
0éom g éveong pe MenQuadfi, éuetog (cuyvég) kat didppota (GLUYVES), avagépinkay cuyvotepa amd OTL
OTIG LeYaADTEPEG NAIKLOKEG Opadec. Ot axdAovBeg Tpdobeteg evépyeleg, OTMG AVOPEPOVTUL TAPAKATM



otov ITivaka 2, £xovv avaeepbel Todd cvyva 1 cuvnBog petd ™ xopnynon tov MenQuadfi g vima
Katd T O18pKELD KAMVIKOV SOKIUAV:

Mivokog 2: Tlepidnyn TOV avemOOunToV gvepyel@v petd ™ yoprynon tov MenQuadfi amo
KAVIKEG doKipég og dropa nikiog 12 pnvav £éog 23 unvav, 6 popein mivokae

MedDRA Katnyopia/Opyaviké Zoyvotnto Avem@opnrteg evépysieg
26T,
Awtapayéc Tov petafortopon kot e | [ToAv cuyvég Andlero 6peéng
Bpéyng
Yoyatpucés datapoyés IToA) cuyvég Evepebiotdtra
Oy ovyvég Avnvia
Awtopayéc Tov veupikob cvotiuotog | [ToAd cuyvég YrvnAia
Alotapay£ TOV YOOTPEVTEPIKOD Zuyvég ‘Epetog, didppota
AlTopayEc TOL HEPLITOC KOl TOV Oy ovyvég Kvidmon
VT0dOPLOV 16TV
I'evikég dratapayés Kot KATAGTACELS [ToAb cuyvég Mn oucroroyikd KAGuo
g 0800 YopNYNONG Y1 0éom ¢ éveong: evatctnoia /
GAyog, epvOnua, oidonua
Yuyvég [Mvpetog
Oy ovyvég Y1 0éom ¢ éveonc: Kvnouog,
GKANPLVGT], LOA®TOC, EEAVON LA

Meyoldtepog og niio mAnfuouog

YUVOAIKA, evtOg 7 nuep®dV HETA Tov epfoiacud pe pio 06on MenQuadfi, 1 1o 0éom éveong kot ot
OLOTNUATIKEG VETIBVUNTEG EVEPYELEG TTOPOTNPNONKAY G GTopO UEYAADTEPNC NAIKIAG (>56 eTdV) KOt
0TOVG vedTEPOLC EVIAIKEG (MAIKiog 18 émg 55 eTdV) 0AAG GE YOUNAOTEPEG CLYVOTNTEG, EKTOG TNG BEong
NG £VECT|G, TOV KVIGHOV Ta 071010 NTOV TOAD Guyva (cuyva) o€ pueyadbtepovg o NAkio EVAAIKES. AVTEG
o1 ovemBOUNTEG EVEPYELEG NTOV KLPIMG NTIEG 1 HETPLEG GE EVTAON.

Avooopd mhovoroyobUeEVeV aVETIOVUNTOV EVEPYELDV

H avagopd mboavoroyoduevmv avemtBountov evepyeidv UETE, T XopNynon Adelog KukAopopiag Tov
(OPLOKEVTIKOD TPOiOVTOG ivorl onpovtikn. Emtpénel ) cvveyn mapakoiovdnon g oyéong
0PEALOVE/KIVOVVOL TOL PUPLOKEVTIKOD TPOIOVTOG. ZNTEITOL 0O TOVG EMAYYEALOTIEG VYELOC VO AVOPEPOLV
0mo1ecONToTE TOAVEC avemBuuNTEg EVEPYELES LEGH TOV E0VIKOD GLGTALITOC OVAPOPAS TOL OVAYPAPETOL
oto [Hopdptmua V.

49 Ymepdooolroyia

H vrepdocodroyia pe To MenQuadfi givar anibovn Aoyw thg cuokevaciog Tov wg eloidiov piog e@anas
dooMNG. Xe TEPIMTTOOT VITEPOOCOAOYING, GLVIGTATIL ToPaKOoA0VONoT (OTIKOV AElTOVPYIOVY Kol TOoVN
CLOUTTOUOTIKY Oepameia.

5. DOAPMAKOAOI'IKEX IAIOTHTEX

5.1 ®@appoKodVVOPIKES 1OIOTITES

DdappokobepamenTiky KaTnyopio: UNVIYYITIO0KOKKIKG UPoALa,


http://www.ema.europa.eu/docs/en_GB/document_library/Template_or_form/2013/03/WC500139752.doc

Kodudog ATC: JO7TAHO8

Mnyavioudg dpdong

Ta avticopata KaTd TG KAWOG TOL UNVIYYITIOOKOKKOL TPOGTATEDOLV OO UNVIYYITIO0KOKKIKN VOGO

pe dwopecorafovpevn amd 10 GCUUTAN PO BaKTNPLOKTOVO dPAGT).

To MenQuadfi endyel v Topaymyn PaKTNPLOKTOVOV AVTICOUATMV EIGIKA Y100 TOVG TOAVGOKYAPITEG TNG
Kayag tav opoopddwv A, C, W kot Y g Neisseria meningitidis.

Avocoyovikdtnto

H avocoyovikotnta pag epdnoé 66ong MenQuadfi yio mpotoyevi epuporocud oe viymo (nAkiog 12-23
unvev), Todud kot epnpovg (niikiag 2-17 etmv), eviikeg (MAkiag 18-55 etmv) kot eviiukeg
ueyaAvtepN nAkiog (Mlikiog 56 etdv kot dvm) a&loroynonke oe &1 Pacikég LeAETeg Kot o€ pia
npdobetn perét og vima (nkiog 12-23 punvav). H avocoyovikdtnta piog epanas d6ong MenQuadfi
v avopvnotikd epforacud (dropo nAakiog 15-55 etdv) a&oroyndnke o pia Pacikn pedé.
Emumpdcbeta, n Stotpnon 1oV ovIIcOUATOY HETA TOV TPOTOYEVT] EUPOALNGHO KOL 1] VOGOYOVIKOTNTO
WG avouvnoTiknig 60omg agloloynonkay og tpelg peréteg o mandid (nAikiog 4-5 etav), epnfovg kot
eviAkeg (MAciog 13-26 etv) kot peyaAdteEpOLg g NAtKia eviAKeS (NAlKiog >59 et@v).

Ot TpmTOYEVELS VOADGELS BVOGOYOVIKOTNTOG HETpNONKaY amd opd Baktnproktovov dpdaons (SBA)
YPNOWOTOIOVTAG 0vOpAdTIVO 0pd ¢ TNy e€myevoic cupuminpopatog (hSBA). Asdopéva
cuumAnp®paTog Kovvedlov (ISBA) givat dtebféoia og vTOGHVOAL GE OAES TIG NAKLOKESG OLLASES Kot
YEVIKG, 0KOAOVBOVV TIg TAGELG IOV TaPATHPOVVTAL LE TO dedouéva avBpdmvov copmAnpouatoc (hSBA).
Emumiéov, 6Aa ta dtopa a&loAoyndnkay yio IpmToyEVH 0vocoyovVIKOTNTO TToL HetpnOnke e hSBA kot
rSBA y1a v opoopdda C otn perétn MEQO0065 [NCT03890367].

Ta kKhvicd dedopéva yio Tn ST pNoN TG OTOKPIGTG TOV OVIICOUATOV >3 POV LETO TOV TPMTOYEVN
euporacud pe MenQuadfi oe Toudid (nAikiag 4-5 etmv), Eonpovg kot eviiikeg (nAkiog 13-26 etdv) kot
peyaAvtepovs o nhkia evidikeg (MAkiog >59 e1@v) eivan dtwbéoa. Ta kKAvikd dedopéva yio Tov
avapvnotiko gpPoiocpd pe MenQuadfi og avtd ta dtopa givol emiong dtabéciua.

Avocoyovikdémzra oe vima nMkiog 12 £og 23 unvav
H avocoyovikéotta g dtopa nhkiog 12 émg 23 unvav a&loloynonke oe tpeig kKhvikég perétec (METS1
[NCT02955797], MET57 [NCT03205371] kot MEQO0065 [NCT03890367]).

H METS51 d1e&nybn pe droua mov gite dev euPoMAcTKOY TOTE PE UNVIYYITIOOKOKKIKO gUPOMO gite elyav
epporactel apyucd pe povoddvapa culevypéva gpfoiio unvryyrtidokokkikov C gpfoliiov katd to TpdTO
étog g Lomg Toug (PAéne mivaka 3).

IMivaxog 3: ZOyKpon TOV 0moKpicsmv TOV foKTNPOKTOVOV avTicopdtov ota epfforie MenQuadfi
kar MenACWY-TT 30 nuépeg petd tov epfoiracpd poévo 1ov atépmv wov dev giyav epPfoitacOsei



moté M| pe To suvovaopuo (aveppolricotov + apyikd sppoiaspévov pe MenC) atopov nhkiog 12
£0¢ 23 pvov (perétn METS1%)

Telko onueio pe MenQuadfi MenACWY-TT MenQuadfi MenACWY-TT
Opoopada (95% CI) (95% CI) (95% CI) (95% CI)
Avepfoiiactor Aveppoiiactor Yuvvovacpdg ZUVOvaopog
(Avepporiaotor | (AvepporiacTor
+ apyka + apykd
gppolaopévol pe | gpporacpévor pe
MenC) MenC)
A N=293 N=295 N=490 N=393-394
% >1:8 90,8 89,5 90,4 91,6
(Opompoctacio)** (86,9, 93,8) (85,4, 92,7) (87,4, 92,9) (88,4, 94,2)
% Opoamokpion 76,8 72,5 76,5 77,1
(71,5, 81,5) (67,1, 77,6) (72,5, 80,2) (72,6, 81,2)
hSBA GMT 28,7 28,0 29,9 34,5
(25,2, 32,6) (24,4,32,1) (26,9, 33,2) (30,5, 39,0)
c N=293 N=295 N=489 N=393-394
% >1:8 99,3 81,4 99,2 85,5
(Opompoctocio)** (97,6, 99,9) (76,4, 85,6) (97,9, 99,8) (81,7, 88,9)
% Opoamokpion 98,3 71,5 97,1 77,4
(96,1, 99,4) (66,0, 76,6) (95,2, 98,4) (72,9, 81,4)
hSBA GMT 436 26,4 880 77,1
(380, 500) (22,5, 31,0) (748, 1035) (60,7, 98,0)
W N=293 N=296 N=489 N=393-394
% >1:8 83,6 83,4 84,9 84,0
(Opompoctacio)*™* (78,9, 87,7) (78,7, 87,5) (81,4, 87,9) (80,0, 87,5)
% Opoamokpion 67,6 66,6 70,8 68,4
(61,9, 72,9) (60,9, 71,9) (66,5, 74,8) (63,6, 73,0)
hSBA GMT 22,0 16,4 24,4 17,7
(18,9, 25,5) (14,4, 18,6) (21,8, 27,5) (15,8, 19,8)
Y N=293 N=296 N=488-490 N=394-395
% >1:8 93,2 91,6 94,3 91,6
(Opompoctacio)** (89,7, 95,8) (87,8, 94,5) (91,8, 96,2) (88,5, 94,2)
% Opooamokpion 81,9 79,1 84,8 78,9
(77,0, 86,1) (74,0, 83,5) (81,3, 87,9) (74,6, 82,9)
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Telké onpeio pe MenQuadfi MenACWY-TT MenQuadfi MenACWY-TT
Opoopada (95% CI) (95% CI) (95% CI) (95% CI)
AvegpfoiiacTor AvegpfoiiacTor 20VoVaGNog 20VOVaGNOg
(Avepporiocotor | (AvepforiacTtor
+ apyka + apykd
eupoiracpévor pe | epfoiracpévor pe
MenC) MenC)
hSBA GMT 38,0 32,2 41,7 31,9
(33,0, 43,9) (28,0, 37,0) (37,5, 46,5) (28,4, 36,0)

* Avayvoplotikh kKhvikh doky) NCT02955797

N: ap1Bpog oo OV 670 GHVOLO TNG AVAAVGONG 0VE TPOTOKOAAO pE £yKLPa 0poroYIKA omoteléspata. O aptBpds TV GUUUETEXOVTI®MV TOKIAAEL
OVAAOYOL LLE TO XPOVIKG oNUELD KOt TNV 0pOOUEda.

95% CI g eviaiog avaroyiog mov vroloyiletat and v akpiPr Stwvopkn pébodo.

** TIAnpeital To KPUnplo pn KotmtepOTTIG

Avtamorpion v atopuwy Tov iyoy mponyovuévas eufoiliaotel we ovlevyuéva eufioiia MenC kazd to
TPWT0 €T0S THS {ONS TOVG:!

H mAelovotta tov povodbhvoumy apytkd epfortacuévov vitiov pe culevyuévo euforto
unviyyrtidokokkikod C (ikiag 12 £o¢ 23 unvov) ot pedétn MET51 (NCT02955797) eiye hSBA
tithovg >1: 8 oty opada MenQuadfi (N=198) (> 86,7%) kot otnv opddo MenACWY-TT (N=99) (>
85,7%) v Huépa 30 petd tov epforitocpd. Avtd ta vima Edapav epfoito MenC-TT | MenC-CRM
Kot TNV modtkn Toug nhikia. Ta 1060t oponpocTaciog Hetd Tov EUPOAIOGHO NTAV GLYKPIGILO LETAED
MenQuadfi kot MenACWY-TT yuo 6heg Tig opoouddes aveEdpTnTa amd To 16TOPIKo.

Y10 dropo mov epPfortdotniay apykd pe MenC-CRM, ot GMTs yia trv opoopdda A 7Tov Youniotepot
oV opade tov MenQuadfi (n=49) amd 6, Tt oty opdda tov MenACWY-TT (n=25) [12,0 (8,23, 17,5)
évavtt 42,2 (25,9, 68,8)]. Metd tn yopnynon tov MenQuadfi ta mocootd oponpoctaciog (titAot hRSBA
>1:8) ota dropo wov gixav epfortactel pe MenC-CRM fitav yauniotepa, adra e&axolovbolv va givor
ovyKkpiowa yia Tig opoopddes A kot W og cuykpion pe exetva g opddoc MenACWY-TT [A: 68,8%
(53,7, 81,3) évavtt 96,0% (79,6, 99,9), W:68,1% (52,9, 80,9) évavtt 79,2% (57,8, 92,9)]. To. mocootd yia
v opoopdda Y ftav vynAdtepa aAld kot TaA cuykpiowa pe ovtd ¢ opddag MenACWY-TT [95,8%
(85,7, 99,5) évavtt 80,0% (59,3, 93,2)]. Ta mocootd yio v opoopdda C ftav cuykpicipo Kot 6Tig 600
opades [95,7% (85,5, 99,5) évavtt 92,0% (74,0; 99,0)]. H KAk onpoacio cutdv TV anotelecLaTov
elvat dyvootn. Avti n troyn propet va eEgtactel yuo dtopo pe vymAd xivovvo poAvveng ard MenA mov
érapav eppoéio MenC-CRM xatd to mpdTo £10¢ TNg {omng Tovg.

H MET57 (NCT03205371) d1e€nybn oe vimia nAkiog 12 £o¢ 23 punvov mov dev giyoav spPolactel ot
UE TO UNVLYYITIO0KOKKIKO EUPOALO Y10, VO eKTIUNOEL 1] 0vOGOYOVIKOTNTA TNG TALTOYPOVIG XOPYNONG TOL
MenQuadfi pe madrotpikd epforo (MMR +V, DTaP-IPV-HB-Hib 1 PCV-13). ZvvoAikd, 10 10606t
oponpootacioag hSBA petd tov epfortocud o dropa mov Eafav MenQuadfi rav vynAid yio 6Aeg T1g
opoopadeg (petasd 88,9% kot 100%). Ta m0600Té 0pOOTOKPLONG KOl OPOTPOGTAGIOS Y10 TV OPOOLASH
A fjrav cvykpica 6tav 1o MenQuadfi cuyyopnyndnke pe PCV-13 kot udvo tov (56,1%, [95% CI 48,9,
63,2] o 83,7% [95% CI 77,7, 88,6] évavt 71,9% [95% CI 61,8, 80,6] kot 90,6% [95% CI 82,9, 95,6]).
Ymipyov dapopéc otovg hSBA GMTs yio tnv opoopdda A détav to MenQuadfi cuyyopnynnke pe
PCV-13 (n=196) c¢ cvykpion pe to MenQuadfi mov yopnynonke povo tov (N=96) (24,6 [95% CI 20,2,
30,1] ko1 49,0 [95% CI 36,8, 65,3] avtictoya). H kKAwvikn onpoacio ovtdv TV anoteAespiToV ival
GyvooTn aAAd avTh 1 TopaTpNoN UIopel va Anedel vwdyN Yo ATop e VYNAO KivOuvo HOALVONG Ao
MenA ka1 katd cvvéneln epportacuoi pe MenQuadfi kot PCV-13 propei va tpaypatoromfovy
Eexwplotd.
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H peiétn MEQO00065 (NCT03890367) de&nybn oe vimia nAwkiog 12 éwg 23 punvav mov dev giyav
EUPOMOCTEL TOTE LE TO UNVIYYITIOOKOKKIKO EUPOALO Y10 VO EKTIUNOEL 1] 0VOGOYOVIKOTNTO TN OPOOUAONG
C ypnowomolnvtog Tig dokipaciec hSBA kot rSBA petd amd yoprynon piog d6ong MenQuadfi oe
ovykpion pe 1o MenACWY-TT 1 MenC-TT.

H avotepdmra o0 MenQuadfi amodeiybnke oe ovykpion pe to epuPforio MenACWY-TT yia 10 mocootd
opompooctaciog hSBA kot hSBA ka1 rSBA GMTs évavtt tng punviyyttidokokkikng opoopddas C. H pn
KOT@TEPOTNTA 0modElYONKE Y10 TO0 T000GTH 0poTPOocTUGiog ISBA évavTl TG UNVIyYITIOOKOKKIKNG
opooudoag C.

H avotepdmta o0 MenQuadfi amodeiybnke eniong oe cuykpion pe 10 guPfoéiio MenC-TT yuo ta rSBA
kot hSBA GMTs évavtt g pnviyyttidokokkikng opoopddag C kot pn katotepotnta amodeiynke yo tao
1060010 oponpootaciog rSBA kat hSBA évavtt g unviyyttidokokkikng opoopdadog C (PA. wivaxa 4).

Hivakag 4: LOYKPLon TOV 0T0KPIcEOV TOV BAKTNPLOKTOVOV avTicopdtov hSBA kot rSBA ywa tnv
opoondda C ota gpforra MenQuadfi, MenACWY-TT kot MenC-TT 30 nuépeg petd tov
gufoiracpd atépov nhxiog 12 £mg 23 unvav mov dev giyav Adfer eufoiio pnviyyITIO OKOKKIKO
(neréty MEQO00065*)

MenQuadfi | MenACWY-TT MenC-TT MenQuadfi MenACWY - MenC-TT
Tehud onpeia (95% CI) (95% Cl) (95% CI) (95% CI) TT(95% CI) | (95% CI)
hSBA rSBA
N=214 N=211 N= 216 N=213 N=210 N= 215
% >1:8 99,5¢s 89,1 99,5 1007 94,8 100
ponpoc‘[acla ] ] ) ) 1 ) ) 1 1 1 1 i i i
© i) | (97,4, 100) (84,1, 93,0) (97,4, 100) (98,3, 100) (90,8, 97,4) (98,3, 100)
% OpoamdKplo 99,5 83,4 9.1 99,5 92,9 99,5
oop PO 1 (97,4, 100) (77,7, 88,2) (96,7,99,9) | (97,4, 100) (88,5, 95,9) (97,4, 100)
EMTs 5158 31,6 227 2143¢ 315 1624
(450, 591) (26,5, 37,6) (198,260) | (1870, 2456) (252, 395) (1425, 1850)

* Avayvopioticr ki dokiury NCT03890367

# avotepotnra tov MenQuadfi anodeiydnke évavt oo MenACWY-TT (rocootd oporpootociog hSBA)

§ pn xatotepdTTa Tov MenQuadfi arodeiydnke évavii tov MenC-TT (rocootd oponpoctaciog hSBA)

$ averepoto Tov MenQuadfi amodeiydnke évavti tov MenACWY-TT kor MenC-TT (hSBA GMTSs)

1 un xototepd™Ta Tov MenQuadfi arodeixdnke évavtt tov MenACWY-TT kat MenC-TT (rmocootd oponpoctaciag rSBA)
¥ avotepotnra tov MenQuadfi arodeiydnke vavti tov MenACWY-TT kar MenC-TT (rSBA GMTs)

N = ap1Opdg aTdH®V 6T0 GHVOLO TNG AVAAVGTG Ve TPMTOKOAAO e EYKVPO OPOLOYIKA OTOTEALEGLATOL

95% CI g eviaiog avoloyiog mov vroAoyiletar omd v axpiPr dtwvopuky pébodo

Avocoyovikotnta og Toudld nkiog 2 émg 9 etmv

H avocoyovikotnta o€ dropo nikiag 2 éoc 9 etav agloroynnke ot pedétn MET35 (NCT03077438)
(xopiotke and T nAikieg 2 £mg S TV Kot 6 £0¢ 9 €TMV) GLYKPIVOVTOG OPOOTOKPIGELG LETE TN
yopniynon eite ue MenQuadfi gite pe MenACWY-CRM.
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ZUVOAIKG, Yo dTopo nhkiag 2 £0g 9 €@V, ovocomoinon un katotepdtntag, pe faon v hSBA
opoandkpion amodeiydnke 1o MenQuadfi oe cOyKpion pe to MenACWY-CRM kot v Tig T€00€p1G

OPOOUGOES.

IMivokog 5: Zoykpion TOV aroKpice@y TOV fOKTNPLOKTOVOV 0VTICORATOV 6Ta epforie MenQuadfi
kor MenACWY-TT 30 nuépeg petd tov pfoiacpd Tov atépmy wov dev giyav eppoiracOsi woté pe
PNVIYYITIO0KOKKIKG pfoio nhkiag 2 £mg 5 eTdv Kot 6 £0¢ 9 etV (nerlétny MET35%)

2-5 gtV 6-9 gTadv
Telkoé onpeio MenQuadfi MenACWY-CRM MenQuadfi MenACWY-CRM
pe Opoopdda. (95% CI) (95% CI) (95% CI) (95% CI)
A N=227-228 N=221 N=228 N=237
% >1:8 84,6 76,5 88,2 81,9
(Opompootocia) | (79,3, 89,1) (70,3, 81,9) (83,2, 92,0) (76,3, 86,5)
% Opoandkpion 52,4 44.8 58,3 50,6
(45,7,59,1) (38,1, 51,6) (51,6, 64,8) (44,1, 57,2)
hSBA GMT 21,6 18,9 28,4 26,8
(18,2, 25,5) (15,5, 23,0) (23,9, 33,8) (22,0, 32,6)
C N=229 N=222-223 N=229 N=236
% >1:8 97,4 64,6 98,3 69,5
(Opompootocia) | (94,4, 99,0) (57,9, 70,8) (95,6, 99,5) (63,2, 75,3)
% Opoamokpion 94,3 43,2 96,1 52,1
(90,5, 96,9) (36,6, 50,0) (92,7, 98,2) (45,5, 58,6)
hSBA GMT 208 11,9 272 23,7
(175, 246) (9,79, 14,6) (224, 330) (18,2, 31,0)
wW N=229 N=222 N=229 N=237
% >1:8 90,8 80,6 98,7 91,6
(Opompooctacia) | (86,3, 94,2) (74,8, 85,6) (96,2, 99,7) (87,3, 94,8)
% Opoamokpion 73,8 61,3 83,8 66,7
(67,6, 79,4) (54,5, 67,7) (78,4, 88,4) (60,3, 72,6)
hSBA GMT 28,8 20,1 48,9 33,6
(24,6, 33,7) (16,7, 24,2) (42,5, 56,3) (28,2, 40,1)
Y N=229 N=222 N=229 N=237
% >1:8 97,8 86,9 99,1 94,5
(Opompooctacia) | (95,0, 99,3) (81,8,91,1) (96,9, 99,9) (90,8, 97,0)
% Opoamokpion 88,2 77,0 94,8 81,4
(83,3,92,1) (70,9, 82,4) (91,0, 97,3) (75,9, 86,2)
hSBA GMT 49,8 36,1 95,1 51,8
(43,0, 57,6) (29,2, 44,7) (80,2, 113) (42,5, 63,2)

* Avayvopiotikh kKhavier dokiury NCT03077438

N: ap1Bpog atop®V 610 GHVOLO TNG AVAAVONG 0VE TPOTOKOAAO pE £YKVPa 0poroYIKA omotelécpata. O aplBpos TV GUUUETEXOVTOV TOKIAAEL

aVAAOYQL LLE TOL YPOVIKGA GTUELR KOL TNV OPOOUASaL.
95% CI g eviaiog avoloyiog mov vroAoyiletor amd v axpiPr dtwvopy pédodo.
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Avocoyovikoétnto og taudud kou Eonpot nhkiag 10 éwg 17 etdv

H avocoyovikdétmta o€ dtopa nhkiog 10 émg 17 etov a&lodoyndnke oe 500 PeAETEG TOV CLYKPIVOLY TNV
0poaTOKPIoN HETA TN YopTynon tov MenQuadfi oe cbykpion eite e to MenACWY-CRM (MET50
[NCT02199691]) eite ue to MenACWY-DT (MET43 [NCT02842853]).

H METS50 de&nybn pe pnviyyitidoxoxkiko pPoiio oe dropa mov dev eiyav eppforlactei moté Kot
a&loroynOnkav o1 opoomokpicels LETA T xopnynon &ite povo tov MenQuadfi, gite pdvo tov
MenACWY -CRM, to MenQuadfi cuyyopnynnke pe Tdap kor HPV 1 Tdap kot HPV povo tov.

IMivokog 6: XZoykpion TOV aroKpice®y TOV fOKTNPLOKTOVOV 0VTICORATOV 6Ta gpforie MenQuadfi
kot MenACWY-TT 30 nuépeg petd tov epfoiracpé Tov atopmv mov dgv siyav epforracOsei moté pe
Mnviyyitidokokkiko gpfioiro nhkiog 10 £og 17 etdv (perétn MET50%)

Telkoé onpeio pe MenQuadfi MenACWY-CRM
Opoopdada (95% CI) (95% CI)
A N=463 N=464
% >1:8 (Oponpoctacio) 93,5 (90,9, 95,6) 82,8 (79,0, 86,1)
% Opoamdkpion™*# 75,6 (71,4, 79,4) 66,4 (61,9, 70,7)
hSBA GMT 44,1 (39,2, 49,6) 35,2 (30,3, 41,0)
C N=462 N=463
% >1:8 (Oponpoctacio) 98,5 (96,9, 99,4) 76,0 (71,9, 79,8)
% Opoamdkpion™*# 97,2 (95,2, 98,5) 72,6 (68,3, 76,6)
hSBA GMT 387 (329, 456) 51,4 (41,2, 64,2)
W N=463 N=464
% >1:8 Opompoctacio) 99,1 (97,8, 99,8) 90,7 (87,7,93,2)
% Opoamdkpion™*# 86,2 (82,7, 89,2) 66,6 (62,1, 70,9)
hSBA GMT 86,9 (77,8, 97,0) 36,0 (31,5, 41,0)
Y N=463 N=464
% >1:8 (Opompostasi) 97,2 (95,2, 98,5) 83,2 (79,5, 86,5)
% Opoomdkpion**# 97,0 (95,0, 98,3) 80,8 (76,9, 84,3)
hSBA GMT 75,7 (66,2, 86,5) 27,6 (23,8, 32,1)

* Avayvopiotikh kKivier dokiury NCT02199691

N: apBpog atoH®V 6T0 GHVOLO TNG AVAAVGONG OVE TPOTOKOALO pE £YKVPO OPOLOYIKA OTOTEAEGLLATCL.

95% CI g eviaiog avoloyiog mov vroAoyiletor amd v akpiPr) Stwvopky pédodo.

** tithot hSBA petd tov gpPoiiacud >1:8 yio dropa pe tithovg hSBA mpv amd tov gpfoliacpd <1:8 1§ tovhdyiotov 4 popéc avénon
otovg tithovg hSBA and mpv £mg petd tov gpfoliacpod yia dropa pe tithovg hSBA mpwv and tov guforacud >1: 8

# ITAnpeitot T0 KPITHPLO PN KOTOTEPOTNTAC.

H perétn MET43 npaypatomomdnke yio tv a&loldynon g avocoyovikotntag tov MenQuadfi oe
ovykpion pe 10 MenACWY-DT og moudid, eprifovg kot eviikeg (nhikiog 10 émg 55 etmv).

IMivokog 7: Zoykpion TOV dT0KPIGEOVY TOV fOKTNPLOKTOVOV OVTICORATOV 6T epforie MenQuadfi
kor MenACWY-TT 30 nuépeg petd tov epfoiacpd Tov atépmy mov dev giyav epPoiracOsei woté pe
IVLYYITId0KoKKIKG gpforto nhkiag 10 £o¢ 17 stdv (uerhétn MET43%)

Telko onpeio pe MenQuadfi MenACWY-DT
Opoopdda (95% CI) (95% CI)
A N=1.097 N=300
% >1:8 (Opompootacic) 96,2 | (949,972 89,0 | (84,9,923)
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Telké onpeio pe MenQuadfi MenACWY-DT
Opoopdda (95% CI) (95% CI)

% Opoomdkpion** 74,0 (71,3, 76,6) 55,3 (49,5, 61,0)

hSBA GMT 78 (71,4, 85,2) 44,2 (36,4, 53,7)
C N=1.097-1.098 N=300

% >1:8 (Opompoctacio) 98,5 (97,5, 99,1) 74,7 (69,3, 79,5)

% Opoomdkpion** 95,6 (94,2, 96,8) 53,3 (47,5,59,1)

hSBA GMT 504 (456, 558) 44,1 (33,7,57,8)
w N=1.097 N=300

% >1:8 (Opomnpooctacio) 98,3 (97,3, 99,0) 93,7 (90,3, 96,1)

% Opoomdkpion** 84,5 (82,2, 86,6) 72,0 (66,6, 77,0)

hSBA GMT 97,2 (88,3, 107) 59,2 (49,1,71,3)
Y N=1.097 N=300

% >1:8 (Oponpootacio) 99,1 (98,3, 99,6) 94,3 (91,1, 96,7)

% Opoamdkpion** 95,6 (94,2, 96,8) 85,7 (81,2, 89,4)

hSBA GMT 208 (189, 228) 80,3 (65,6, 98,2)

* Avayvopiotikh kKhiviey dokiury NCT02842853

N: ap1Bpog atopH®V 670 GHVOLO TNG AVAAVONG 0VE TPOTOKOAAO LE £YKVpa 0poroyIKd omotelécpata. O aplipds TV GUUUETEXOVTOV TOKIAAEL
avaloya pe Ta xpovikd onueio kot v opoopdda.95% Cl g eviaiog avoroyiog mov vrohoyiletot amd v akpiPn dtwvopkn
pébodo.

** TIAnpeitol To KPLTNPLo pn KotoTePOTNTOC.

Avocoyovikdtnto og eviiMkeg NAkiag 18 éwg 55 etdv
H avocoyovikdémta o€ dtopa nhkiog amd 18 éwc 55 etdv a&loloynonke otn perétn MET43
(NCT02842853) cvykpivovrag to MenQuadfi pe to MenACWY-DT.

IMivokog 8: Xoykpion TOV aroKpice®y TOV fOKTNPLOKTOVOV 0VTICORATOV 6Ta gpforie MenQuadfi
Kar MenACWY-TT 30 nuépeg petd tov epfoiracpd Tov atépmv mov dev giyav enpoitacei woté pe

LUNVIYYITIO0KOKKIKO gpPorto nukiog 18 £wg 55 etdv (nehétn MET43*)

Telko onueio pe MenQuadfi MenACWY-DT (95% CI)
Opoopdda (95% CI)
A N=1.406-1.408 N=293
% >1:8 (Oponpoctacio) 93,5 (92,1, 94,8) 88,1 (83,8, 91,5)
% Opoomdkpion™* 73,5 (71,2, 75,8) 53,9 (48,0, 59,7)
hSBA GMT 106 (97,2,117) 52,3 (42,8, 63,9)
C N=1.406-1.408 N=293
% >1:8 (Oponpoctacio) 93,5 (92,0, 94,7 77,8 (72,6, 82,4)
% Opoomdkpion** 83,4 (81,4, 85,3) 42,3 (36,6, 48,2)
hSBA GMT 234 (210, 261) 37,5 (29,0, 48,5)
wW N=1.408-1.410 N=293
% >1:8 (Oponpoctacio) 94,5 (93,2, 95,7) 80,2 (75,2, 84,6)
% Opoomdkpion** 77,0 (74,7,79,2) 50,2 (44,3, 56,0)
hSBA GMT 75,6 (68,7, 83,2) 33,2 (26,3, 42,0)
Y N=1.408-1.410 N=293
% >1:8 (Opompoctacio) 98,6 (97,8,99,1) 81,2 (76,3, 85,5)
% Opoomdkpion** 88,1 (86,3, 89,8) 60,8 (54,9, 66,4)
hSBA GMT 219 (200, 239) 54,6 (42,3, 70,5)

* Avayvopiotikh kKhavier dokiury NCT02842853
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N: apBpdg atdp®v 610 GHVOLO TG AVAAVONG OVA TPOTOKOALO pE £YKLpa 0poAOYIKE amoTteléspota. O aptpos TV cuUETEYOVTOV TOKIAAEL
aVAAOYOL LLE T XPOVIKG oNUELD KOt TNV 0pOOpEda.

95% ClI g eviaiog avaroyiog mov vroloyiletat and v akpiPr diwvopkn pnébodo.

** [TAnpeiton 70 KPITHpLo Ui KoToTepOTNTAS.

Av0c0YyoVIKOTNTO 68 EVIMKEG NAIKIOG 56 ETMV Kot dve

H avocoyovikdmta oe evijhikes nikiog > 56 etdv (pésog 6pog 67,1 etdv, gbpog 56 - 97,2 etdv)
a&roroynOnke otn perétn MET49 (NCT02842866) cvykpivovtag tnv avocoyovikotnta tov MenQuadfi
ue 1o euPorio moivoaxyapitn MenACWY.

IMivaxog 9: ZOykpion TOV aToKPice®V TOV foKTNPOKTOVOV avTIcOpaToVv ota epforie MenQuadfi
kor MenACWY-TT molvcakyopitn TOV atopmv wov dev giyav epfoiacOsei moté pe
UNVIYYITIO0KOKKLIKO gufoiro nhkiag 56 etav ko ave 30 nuépec petd tov gppfoiracpnd (perétn
MET49%*)

Telké onpeio pe MenQuadfi MenACWY molveaxyopitn
Opoopdda (95% CI) (95% CI)
A N=433 N=431
% >1:8 (Opompoctacio) 89,4 (86,1, 92,1) 84,2 (80,4, 87,5)
% Opoomdkpion** 58,2 (53,4, 62,9) 42,5 (37,7, 47,3)
hSBA GMT 55,1 (46,8, 65,0) 314 (26,9, 36,7)
C N=433 N=431
% >1:8 (Opompoctacio) 90,1 (86,9, 92,7) 71,0 (66,5, 75,2)
% Opoamokpion™* 77,1 (72,9, 81,0) 49,7 (44,8, 54,5)
hSBA GMT 101 (83,8, 123) 24,7 (20,7, 29,5)
W N=433 N=431
% >1:8 (Opompoctacio) 774 (73,1,81,2) 63,1 (58,4, 67,7)
% Opoamdkpion** 62,6 (57,8, 67,2) 44,8 (40,0, 49,6)
hSBA GMT 28,1 (23,7, 33,3) 15,5 (13,0, 18,4)
Y N=433 N=431
% >1:8 (Opompoctacio) 91,7 (88,7,94,1) 67,7 (63,1,72,1)
% Opoomdkpion** 74,4 (70,0, 78,4) 43,4 (38,7, 48,2)
hSBA GMT 69,1 (58,7, 81,4) 21,0 (17,4, 25,3)

* Avayvoplotikh kKhivier dokiury NCT02842866

N: apBpdg atdp®V 6T0 GHVOLO TNG AVAAVONG OVE TPOTOKOALO [UE £YKVPO OPOAOYIKA AOTELEGLLOTAL.
95% CI g eviaiog avoloyiog mov vroAoyiletar amd v axpiPr| dtwvopy péhodo.

** [IAnpeiton To KPUNPLo pn KotoTepOTNTIC.

Alotiipnon NS oVOGOAOYIKNC KOl OVOUVNGTIKNC ardkpionc tov MenQuadfi

H dwatipnon tov ovIitcopdTov HETA TOV TPOTOYEVT EUPOALNGHO KOL 1| OVOGOYOVIKOTNTO L0
avapvnotikig 06ong MenQuadfi a&loloynOnkav oe Tpeig peréteg oe mandid (nAkiog 4-5 etdv), eprifovg
Kot eviAkes (nAkiog 13-26 etdv) kot peyaddtepoug o nAkia evilikeg (Mlkiog >59 etmv).

Awatiipnon e ovosoAoYIKNC Kot avopuvnotikic anokpione tov MenQuadfi og madid nhkiac 4 €mc 5
ETOV

H MET62 (NCT03476135) a&iohdynce n d10T1pnoT TOV aVTICOUATOG LIS TPMTOYEVODS d00TS, 1|

OVOGOYOVIKOTNTA Kol 1) as@AAElo piag avapvnotikng d6ong MenQuadfi og moudid nAikiog 4 €mg 5 etdv.
AT To Todé ey apyikd epPoltacuéva pe pio epana 6o MenQuadfi 1 MenACWY-TT 3 ypovia.
TPW O¢ HEPog ¢ eaong Il g uekétmg METS54, 6tav frav nhkiag 12 éog 23 unvav. H dtethpnon tov
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OAVTICOUOTOC TPV amd TNV avapvnotiky 06on MenQuadfi kot 1 avocoAoyiKY| amdKpion g
aVOPVNGTIKNG 000G a&loroynOnkav coppova pe to eufoito (MenQuadfi 1 MenACWY-TT) nov giyav
MaPet To, mondid mpy amod 3 ypodvia (PA. mivaxo, 10).

To 6heg T1c opoopadeg, ot hSBA GMTS ftav vynidtepot v Huépa 30 petd mv mpmtoyevn d6on and
o,1u v Hpépa 0 petd v avapvnotiky 66on yio 1o MenQuadfi 1 MenACWY-TT. Ot GMTS petd v
avapVNoTIKY 0661 MTay VYNAGTEPOL OO AVTOVS LETA TV TPMOTOYEVT] dOGT), EVOEIKTIKA TNG LAKPOYPOVIOG
STNPNONG TNG AVOGOAOYIKNG OTOKPLOTG.

Metd v avouvnotikn 8001, T0 T060GTA 0poTPocTaciog NTav oyedov 100% yio OAEG TIG OPOOUAdEG OE
o018 oL MTay apykd epfoitacuéva pe MenQuadfi.

Mivaxag 10: Zoykpion TG 0wdKpLong TOV PAKTNPLOKTOVOV avTicopdtov 30 nuépes petd Tov
avopRvVIGTIKO gpfoiiacpud kKot oot pn o o€ Tadld (MAkiag 4 £mg 5 eTAV) apykd epporracpéva pe
MenQuadfi 1 MenACWY-TT 3 ypévia wprv T pehétn MET54* - (uerétn MET62**)

Telko Avapvnetiki 6061 MenQuadfi o Avapvnotiki 866 MenQuadfi o€ Avapvnotikn 866 MenQuadfi o€
onueio pe apykd eppohracpévovg pe MenQuadfi apykd epporacpévovg pe MenACWY- | apyikd eppoiracpévovg pe MenQuadfi +
Opoopdda (95% CI) TT (95% CI) MenACWY-TT (95% CI)
AwTipnon’ Avapvnotik AwTtipnon’ AvopvnoeTik Awtipnon’ AvopvnoeTik
N=42 " N=49 n® N=91 n®
Hpépa 30 - | Hpépo 0 - N=40 Hpépa 30 - | Hpépa 0 - N=44 Hpépa 30 - | Hpépo 0 - N=84
Meta v Hpw v Meta v Hpw v Meté v Hpw v
MPOTOYEVH] | GVARVIIOTL TPOTOYEV] | GAVOUVIIOTL TPOTOYEVY] | GVOPVI|OTL
d6om K1} 600n doon K1} 6001m d6om K1} 6001m
A
% >1:8 97,6 66,7 100 89,8 83,7 100 93,4 75,8 100
(Opompo- (87,4,99,9) | (50,5,80,4) | (91,2,100) | (77,8,96,6) | (70,3,92,7) | (92,0,100) | (86,2,97,5) | (65,7,84,2) | (95,7,100)
otacia)
% - - 100 - - 95,5 - - 97,6
Opoamoxpt (91,2, 100) (84,5, 99,4) (91,7, 99,7)
on
hSBA 83,3 11,9 763 49,6 14,7 659 63,0 13,3 706
GMT (63,9,109) | (8,11,17,4) | (521,1.117) | (32,1, 76,7) | (10,7,20,2) | (427,1.017) | (48,3,82,2) | (10,5, 17,0) (531, 940)
C
% >1:8 100 100 100 87,8 57,1 100 934 76,9 100
(Opompo- (91,6, 100) | (91,6, 100) (91,2,100) | (75,2,954) | (42,2,71,2) | (92,0,100) | (86,2,97,5) | (66,9,85,1) | (95,7,100)
otacia)
% - - 95,0 - - 100 - - 97,6
Opoamoxpt (83,1, 99,4) (92,0, 100) (91,7, 99,7)
on
hSBA 594 103 5.894 29,4 11,6 1.592 118 31,8 2.969
GMT (445,793) | (71,7,149) (4.325, (20,1,43,1) | (7,28, 18,3) (1.165, (79,3,175) | (21,9, 46,1) (2.293,
8.031) 2.174) 3.844)
w
% >1:8 100 97,6 97,5 95,9 83,7 100 97,8 90,1 98,8
(Opompo- (91,6, 100) | (87,4,99,9) | (86,8,99,9) | (86,0,99,5) | (70,3,92,7) | (92,0,100) | (92,3,99,7) | (82,1,95,4) | (93,5, 100)
otacia)
% - - 97,5 - - 100 - - 98,8
Opoamdkpt (86,8, 99,9) (92,0, 100) (93,5, 100)
on
hSBA 71,8 50,0 2.656 40,1 21,2 3.444 52,5 31,5 3.043
GMT (53,3,96,7) | (35,9, 69,5) (1.601, (30,6, 52,6) | (14,6, 30,9) (2.387, (42,7,64,5) | (24,2,41,0) (2.248,
4.406) 4.970) 4.120)
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Y
% >1:8 100 97,6 100 100 89,8 100 100 934 100
(Opompo- | (91,6,100) | (87.4,99,9) | (91.2,100) | (92,7,100) | (77.8,96,6) | (92,0,100) | (96,0,100) | (86,2, 97,5) | (95,7,100)
otacia)
% - - 100 - - 100 - - 100
Opoamdkpt (91,2, 100) (92,0, 100) (95,7, 100)
on
hSBA 105 32,5 2.013 75,8 18,2 2.806 88,1 23,8 2.396
GMT (73,9, 149) | (24,8, 42,7) (1.451, (54,2,106) | (13,8, 24,0) (2.066, (69,3, 112) | (19,4,29,1) (1.919,

2.792) 3.813) 2.991)

* Avayveptotikn kKAwvikn dokiun MET54 — NCT03205358. H pedétn dieéryon oe vima nhikiag 12-23 pnvov.
** Avayvoprotikn khvikn dokiury MET62 — NCT03476135

$ N vroloyiomke ¥PNOLHOTOLOVTOG TO GHVOAO TG AVAAVGNG avd TP@TOKOAAD (PPAS) e £yKkupa 0poAOYIKG OMOTEAEGLLOTA, AVOLVIGTIKY) S0GT

= Hpépa 30 MET62.

# N VTOAOYIGTNKE YPNCILOTOIDVTAG TO GUVOAO TNG TANPOVG avdivong avd dtatipnon (FASP) pe éykvpa oporoyikd amoteléopota. Metd v
npotoyevn d6on = Huépa 30 MET54, tpwv v avapvnotikn 66on = Huépo 0 MET62.

Opoandipion gpPoriov: o tithog eivar <1:8 katd v Evapén pe titho petd tov euPoitacud >1:16 1 o tithog givar >1:8 katd v Evapén pe >4
Popég avENom HeTd Tov epPfolacpo.

95% CI g eviaiog avoloyiog mov vroAoyiletar amd v axpiPr| Stwvopy péhodo.

Al TnpNon TNe avVoSOAOYIKNE Kol oVoUVNoTIKNC amokptone tov MenQuadfi og epnovuc kot evAMKEC
niaxkiac 13 fwc 26 e1dv

H METS59 (NCT04084769) a&lohdynce ) datipnon ToV avIIcOUATOV TG TPMTOYEVOVS d0oNS, TV
OVOGOYOVIKOTNTO KoL TV 0CQAAELN HOG ovapvnoTikng d6ong MenQuadfi og epnfoug kot evijlikeg
nikiog 13 émg 26 etdv mov giyov AdPet pia epdmaé d6on MenQuadfi otn perétn METS0  MET43 7
MenACWY-CRM o1 perétn METS0 1 extdg tov dokipudv g Sanofi Pasteur 3-6 ypovia mpwv. H
STNPNON TOV OVIICOUATOV TPV 0O TNV avapvnotikn 60or tov MenQuadfi kot 1 avapynotiky
avoGoAoYIKN andkpion agloloynnkay copupava pe o epPpoio (MenQuadfi 1 MenACWY -CRM) mov
elyav AaPet ta dropa Tpv amd 3-6 ypovia (PA. Iivaxe 11).

Mo 6)eg t1c opoopddeg, ot hSBA GMTS ftav vyniotepor tnv Huépa 30 petd v tpwtoyevn d6on amd
6,71 v Huépa 0 oty mtpo-avapvnetikny 666n yia dtopa mov giyav apyikd epporactel pe MenQuadfi
kot MenACWY-CRM. Ot GMTS mpv v avopuvnotikny 866m fTay vynAdTePOL 0md auToVG TPV TNV
TPMTOYEVH OOGT, EVOEIKTIKO TNG LOKPOYPOVIAG OLOTHPNOTG TG (VOGOAOYIKNG AOKPLIONG.

Metd v avopvnotik 8061, To ToG0oTd opompoctaciog Ntay oxedov 100% o OAeg Tig opoopddes oe
epNPoug kat eviihikeg mov eiyav apykd epPoriacdei ue MenQuadfi.

Hivakag 11: Zoykpron TS andkpLong TOV BaKTnplokTovVEOVY aviicopdtov 6 ko 30 nuépeg neta Tov

OvVOUVIIGTIKO gpfollacpud ko draTiipnon o€ epffoug kot evijmkeg (MMkiag 13 £0g 26 eT@V) apyikd

gupoiacpévoug pe MenQuadfi § MenACWY-CRM 3-6 ypévia prv ™ peréty METS0*, MET43**

1 ekTog TOV dokpudv g Sanofi Pasteur - (pedétn MET59***)

Telké onpeio pe Avapvnetiki 6061 MenQuadfi o€ apykd Avapvnetiki 661 MenQuadfi o apyika
Opoopada gnporacpévovg pe MenQuadfi (95% CI) gupoiacpévoug pge MenACWY- CRM (95%
Cl)
Awrtipnon” Avapvnotikn® Awtipnon” Avapvnotikn®
Hpépa 30 | Hpépa 0 - | Hpépo 06 | Hpépa 30 | Hpépa 30 | Hpuépa O - | Hpépa 06 | Hpépa 30
- Meta IIpw v - Meta - Meta - Meta IIpw v - Meta - Meta
mv (AT (Tead mv mv mv OVOUVIOT mv ™mv
TPOTOYEV | KN 6061 | GVOUVIIGT | GVOUVIIOT | TPOTOYEV | KN 0661 | AVOUVIOT | GVOUVIGT
1 06on K1) 060om | K1) d6om 1 06om K1 060om | w1 6601
N=379- N=140
N=376 380 N=46 N=174 N=132- N=45 N=176
133
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A
% >1:8 94,7 72,8 91,3 99,4 81,2 71,4 95,6 99,4
(Oponpooracia) (91,9, (68,0, (79,2, (96,8, (73,5, (63,2, (84,9, (96,9,
96,7) 77,2) 97,6) 100) 87,5) 78,7) 99,5) 100)
% Opoomokpion 82,6 94,8 77,8 93,2
- - (68,6, (90,4, - - (62,9, (88,4,
92,2 97,6) 88,8) 96,4)
hSBA GMT 45,2 12,5 289 (133, | 502 (388, 32,8 11,6 161 (93,0, | 399 (318,
(39,9, (11,1, 625) 649) (25,0, (9,41, 280) 502)
51,1) 14,1) 43,1) 14,3)
C
% >1:8 98,1 86,3 100 (92,3, | 100 (97,9, 74,2 49,3 97,8 100 (97,9,
(Oponpooracia) (96,2, (82,4, 100) 100) (65,9, (40,7, (88,2, 100)
99,2 89,6) 81,5) 57,9) 99,9)
% Opoamdxpion 89,1 97,1 93,3 98,9
= - (76,4, (93,4, - - (81,7, (96,0,
96,4) 99,1) 98,6) 99,9)
hSBA GMT 417 (348 37,5 3.799 3.708 49,7 11,0 919 (500, 2.533
500) ' (31,6, (2.504, (3.146, (32,4, (8,09, 1.690) (2.076,
44,5) 5.763) 4.369) 76,4) 14,9) 3.091)
w
% >1:8 100 (99,0, 88,9 100 (92,3, | 100 (97,9, 93,2 76,4 100 (92,1, | 100 (97,9,
(Opompoortacio) 100) (85,3, 100) 100) (87,5, (68,5, 100) 100)
91,9) 96,9) 83,2)
% Opoamdkpion 97,8 97,7 88,9 98,9
- - (88,5, (94,2, - - (75,9, (96,0,
99,9) 99,4 96,3) 99,9)
hSBA GMT 82,7 28,8 1.928 2.290 451 14,9 708 (463, 2.574
(73,6, (25,1, (1.187, (1.934, (34,3, (11,9, 1.082) (2.178,
92,9) 33,0) 3.131) 2.711) 59,4) 18,6) 3.041)
Y
% >1:8 97,9 81,8 97,8 100 (97,9, 88,7 52,1 100 (92,1, | 100 (97,9,
(Opompoocrtacio) (95,9, (77,5, (88,5, 100) (82,1, (43,5, 100) 100)
99,1) 85,5) 99,9) 93,5) 60,7)
% Opoomokpion 95,7 98,9 91,1 100 (97,9,
- - (85,2, (95,9, - - (78,8, 100)
99,5) 99,9) 97,5)
hSBA GMT 91,0 21,8 1.658 2.308 36,1 8,49 800 (467, 3.036
(78,6, (18,8, (973, (1.925, (27,2, (6,50, 1.371) (2.547,
105) 25,1) 2.826) 2.767) 47,8) 11,1) 3.620)

*METS50 — H pedétn die&fxon og epnfovg (nhuciog 10-17 etcv).

**MET43 — H pelétn S1e&fybn o maudid, eprifoug kot eviikeg (nAuciog 10-55 g1dv)

***MET59 — NCT04084769

$N vrodoyiotnke YPNOWOTOIOVTOG TO GUVOAO TG 0vaAveTS ove TpwTokolho (PPAS 1 kot 2) pe §ykupa 0poroytkd omote éoHoTa, HeTd v
avapvnotikh 86on = Huépa 06 1 Huépa 30 tng METS9.

AN VTOAOYIGTNKE YPNOLOTOIDVTAG TO GOVOAO THG TANPOLG avaAvong avd dwatipnon (FASP) pe £ykupa oporoywcd anoteléopata. O apBuog tav
GUUUETEXOVIMV TOWKIAAEL OvVALOYQL e TaL XpOVIKE onpeio Kot Tnv opoopdda. Metd v mpwtoyevn d6om = Huépa 30 g METS50 9 tng META43,
TP TV ovopvnotikh 86omn = Huépa 0 METS9.

Opoamndkpion epPoriov: o tithog eivar <1:8 katd v Evapén pe titho petd tov epPoriacud >1:16 1 o Tithog eivor >1:8 katd v Evapén pe > 4
Popég avEnon petd Tov eUfoliacpo.

95% CI g eviaiog avoloyiog mov vroAoyiletor amd v akpiPr| dtwvopuy péhodo.

Alotpnon g 0VOGoA0YIKNG Kot avauvnoTIKiG amokpiong tov MenQuadfi o eviikeg nlkiag 59 etov
Ko dve

H MEQO00066 (NCT04142242) a&loloynce tn S0t pnon TV avTICOUATOV TS TPOTOYEVODE d0GNS, TV
OVOGOYOVIKOTNTO KOl TNV 0CQAAELN LOG ovapvnoTikig 06ong MenQuadfi og eviiikeg nlikiog >59 etmv
nov elyov AdPet pio epdmal d6on MenQuadfi | MenACWY-PS >3 ypovia npv ) perétn MET49 1
MET44.
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3 xpovia dratnpnon

H dwatpnon tov avilcopdtov Ipy omd TNy avouvnotikn d06cn tov MenQuadfi kot n avosoroyikn
OTOKPLOT| TG VOV OTIKNG 600mMG a&loloynhoniay coupova pe to epporto (MenQuadfi 1 MenACWY -
PS) nov elyav AdPet ta dropa 3 ypdvia tpty t MET49 (ITivaxog 12).

IMa 6)eg t1c opoopddeg, ot hSBA GMTs fitav vynAdtepor tv Huépa 30 petd v mpwtoyevn d6om omd
o,t1 v Hpépa 0 mpv v avapvnotikr| 601 1060 yio eviAikeg mov giyov apytkd epfortactel pe
MenQuadfi 660 kot yro eviidikeg mov etyov apykd eppfortactel pe MenACWY-PS. EmmAéov, kot yua Tig
V0 apyd epfortocuéveg opddeg, ot GMTS mpv Tov avapvnotikd epfoilacud fray vYnAGTEPOL UTo
OVTOVG TIPLV TNV TPMTOYEVH 0061 Yo TIG 0poopddeg C, W kot Y (EVOEIKTIKO TNG LOKPOYXPOVIOG

ST PNONG TNG AVOGOAOYIKNG ATOKPLOTG Y10 CVTES TIG OPOOUADES) KOt TV GUYKPIGLES Yol TV
opooudda A.

MMivokog 12: Zoykpion ¢ 0moKpLong TOV PUKTNPLOKTOVOV OVIICONATOV 6 Kot 30 nuépeg petd tov
avopvVNGTIKO gpforiacpd ko draTi)pnon o€ evijhikeg (Nhkiog =59 eT@v) apyika epfoiracpévoug pe
MenQuadfi 1 MenACWY-PS 3 ypévia wpwv ) pehétny MET49* - (uehétn MEQO0066#)

TeMké onpeio pe Avapvnotiki 6061 MenQuadfi o€ apykd Avapvnetiki 6061 MenQuadfi o apyika
Opoopdda gpupomacpévovg pe MenQuadfi (95% CI) gufolaspuévovg pg MenACWY- PS (95% ClI)
Awtipnon” Avapvnotiki® Awtipnon” Avapvnotiki®
Hpépa 30 | Hpépa 0 - | Hpuépa 06 | Huépa 30 | Hpuépa 30 | Huépo 0 - | Huépa 06 | Hpépa 30
- Mera Hpw v - Meta - Meta - Meta Hpw v - Meta - Meta
mv OVOpVIoT mv mv mv OVOpUVIeT mv ™mv
APOTOYEV | KN} 366N | avapuvnoT | avapvnot | TPOTOYEV | K1 866N | GVOUVIOT | AVOPVIGT
1 d6om K 060om | w1 d6om 1 d6om K1 d6om | wkn} d6om
N=169
N=212 N=214 N=58 N=145 N=168 N=62 N=129-
130
A
% >1:8 89,6 65,0 91,4 93,8 85,7 65,7 72,6 87,7
(Opompoortacio) (84,7, (58,2, (81,0, (88,5, (79,5, (58,0, (59,8, (80,8,
93,4) 71,3) 97,1) 97,1) 90,6) 72,8) 83,1) 92,8)
% Opoomokpion 36,2 79,3 8,127, 60,8
- - (24,0, (71,8, - - 17,8) (51,8,
49,9) 85,6) 69,2)
hSBA GMT 48,9 12,2 43,7 162 (121, 37,7 11,6 13,1 56,6
(39,0, (10,2, (26,5, 216) (29,3, (9,53, (9,60, (41,5,
61,5) 14,6) 71,9) 48,7) 14,1) 17,8) 77,2)
C
% >1:8 88,2 73,4 98,3 99,3 71,4 479 51,6 85,3
(Opompoocrtacio) (83,1, (66,9, (90,8, (96,2, (64,0, (40,2, (38,6, (78,0,
92,2) 79,2) 100) 100) 78,1) 55,7) 64,5) 90,9)
% Opoomokpion 77,6 93,1 8,127, 55,0
- - (64,7, (87,7, - - 17,8) (46,0,
87,5) 96,6) 63,8)
hSBA GMT 84,8 17,7 206 (126, | 638 (496, 26,7 8,47 111 56,0
(64,0, (14,3, 339) 820) (19,8, (6,76, (7,17, (39,7,
112) 21,9) 36,0) 10,6) 17,1) 78,9)
w
% >1:8 78,8 66,8 89,7 98,6 60,1 39,6 46,8 80,8
(Oponpoortacia) (72,6, (60,1, (78,8, (95,1, (52,3, (32,2, (34,0, (72,9,
84,1) 73,1) 96,1) 99,8) 67,6) 47,4) 59,9) 87,2)
% Opoomodkpion 70,7 90,3 - 6,5 (1,8, 49,2
- - (57,3, (84,3, - 15,7) (40,4,
81,9) 94,6) 58,1)
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hSBA GMT 28,0 14,2 118 (64,0, | 419 (317, 147 6,54 9,89 31,0
(22,2, (11,6, 216) 553) (11,0, (5,28, (6,45, (22,6,
35,3) 17,4) 19,8) 8,11) 15,2) 42,6)

Y
% >1:8 92,5 68,2 94,8 100 (97,5, 65,5 40,8 45,2 81,5
(Opompoortacio) (88,0, (61,5, (85,6, 100) (57,8, (33,3, (32,5, (73,8,
95,6) 74,4) 98,9) 72,6) 48,6) 58,3) 87,8)
% Opoomokpion 72,4 92,4 - - 8,1(27, 49,2
- - (59,1, (86,8, 17,8) (40,4,
83,3) 96,2) 58,1)
hSBA GMT 65,3 15,3 151 (83,4, | 566 (433, 19,6 7,49 11,1 40,5
(51,8, (12,3, 274) 740 (14,4, (5,72, (6,31, (29,0,
82,2) 19,1) 26,7) 9,82) 19,4) 56,4)

* Avayvoptlotikh kKhvikn dokiun: NCT02842866

# Avoyvopiotiky kKhvikn dokyur: NCT04142242

AN vroAoyiotnke ypnoponoudvag 1o chvoro g TAfpovg aviivong avd dwothpnon (FAS3) pe éykupo oporoyikd anotedéopota. Metd tnv
npotoyevn 60omn = Huépa 30 g MET49, TTpwv v avapvnotikn 66on = Huépa 0 g pelétng MEQOO066

SN VITOAOYIoTNKE YPNGIOTOIOVTAS TO GHYOAO avél TP TOKOAAO avéhvong Zet 2 kat 1 (PPAS2 kat PPASI) pe éykvpa 0poloyiké amoteléopato.
O apfuds TV GUUUETEYOVTOV TOWKIAAEL AVAAOYOL LLE TOL YPOVIKE onueia Kot TV opoopdda. Metd thv avapvnotikh 86on = Huépa 06 1 Huépa
30 g MEQO0066

Opoandipion gpPoriov - o tithog givar <1:8 kotd tnv Evapén pe titho petd tov epPforiacpd >1:16 M o Tithog givor >1:8 kotd v évapén pe >4
Qopég avéEnon petd tov epforiocud.

95% ClI g eviaiog avaroyiog mov vroloyiletat and v akpiPn Stwvopkn péhodo.

6-7 ypovia dratipnon
H dwathpnon tov aviicoudtov agloloyndnke oopemva pe to upoio (MenQuadfi H MenACWY-PS)
mov glyav AdPetl ta dtopa 6-7 xpovia mpwv ) perétn MET44 (Ilivaxag 13).

[Ma 6)eg T1c opoopddes, ot hSBA GMTs ftav vyniotepor v Huépa 30 petd v mpwtoyevn d6om and
o,t1 v Hpépa 0 mpv v avapvnotiky] 001 Yo Toug EVIALKES oL glyav apykd eppolactel pe
MenQuadfi. Ot GMTS ztpv v avapuvnotikn 8661 Nty VYNAOGTEPOL 0O AVTOVE TPV TIV TPOTOYEVT
doom yio v opoopdda C, W kot Y og eviilikeg mov eiyov apykd epfortactel pe MenQuadfi, evoeiktikd
NG LOKPOYPOVING S1OTPNONG TG AVOGOAOYIKTG OOKPIOTG Y10l AVTEG TIG OPOOUAOES KoL 1TV
GLYKPIGUUES YioL TNV Opooudda A.

IMivaxog 13: Xoykpion g datpnong TOV BoKTNPLOKTOVOVY OVIIGORATOV 6 evijMKeg (MAkiag
>59 gr®v) mov giyav apykd sppohactei pe MenQuadfi 1 MenACWY-PS 6-7 ypévia tpv
MET44” — (nehétny MEQO0066%)

Telko onpeio pe 6-7 ypévia Avotipnon”
Opoopada
Apyka epporacpévor pe MenQuadfi (95% Apyka gpporraocpévor pg MenACWY-PS
Cl) (95% CI)
Hpépa 30 - Meta v Hpépa 0 - Ipwv v Hpépa 30 - Meta v Hpépa 0 - TIpw v
npoToYyEV d601$ avapvnoTikn 66on# npoToyevi d6on$ avapvinoTiKn 06on#
N=58 N=59 N=26 N=26
A
% >1:8 91,4 (81,0,97,1) 55,9 (42,4, 68,8) 76,9 (56,4, 91,0) 50,0 (29,9, 70,1)
(Opompocracio)
GMT 48,0 (30,6, 75,4) 9,00 (6,44, 12,6) 27,3 (13,8, 54) 9,64 (5,18, 17,9)
C
% >1:8 74,1 (61,0, 84,7) 59,3 (45,7, 71,9) 76,9 (56,4, 91,0) 42,3 (23,4, 63,1)
(Opompocracio)
GMT 52,2 (27,4, 99,7) 11,9 (7,67, 18,5) 23,9 (11,9, 48,1) 7,58 (4,11, 14,0)
W

21




%>1:8 759 (62,8, 86,1) 66,1 (52,6, 77,9) 73,1 (52,2, 88,4) 38,5 (20,2, 59,4)

(Opornpooracia)

GMT 31,2 (18,8, 52,0) 11,9 (7,97, 17,8) 18,8 (10,1, 34,9) 4,95 (3,39, 7,22)
Y

% >1:8 81,0 (68,6, 90,1) 59,3 (45,7, 71,9) 73,1 (52,2, 88,4) 46,2 (26,6, 66,6)

(Oponpooracia)

GMT 45,8 (26,9, 78,0) 11,2 (7,24, 17,5) 259 (12,4, 53,8) 7,19 (4,09, 12,6)

N Avayvopiotikn kKivikn dokuur: NCT01732627

# Avayvopiotic Kuvikn Sokum: NCT04142242

N: ap1Bpog atép®v 610 6UVOLo TG TAPoVS aviivong ava dtatnpnon (FAS3) pe Eykvupo 0poAOYIKA OOTEAEGHOTAL.
$ Metd v tpwtoyevh 86on = Huépa 30 tng MET44

# Ipw v avapvnotikn d6on = Huépa 0 tng MEQO0066

95% CI g eviaiog avaroyiog mov vroloyiletat and v akpiPr diwvopkn pnédodo.

Andkpion avapvnotikng 86ong o€ eenPoug Kot evilikeg NAMKioG TOLAGYIGTOV 15 etV apyiKd
eupfohacuévoug pe diia epfféio MenACWY

H perétn MET56 (NCT02752906) Guvékpive TV (vOGOYOVIKOTNTO L0 OVOLLVIOTIKNG OGN
MenQuadfi pe wia avapvnotiky 66on MenACWY-DT og dtopa nAikiag tovAdyiotov 15 etdv. Avtd to
dTopa NTOV aPyIKA ELPOAAGUEVO e Eva TETPASHVOUO GVLEVLYUEVO EUPOALO UNVIYYITIOOKOKKOL
(MenACWY-CRM (11,3%) 1 pe MenACWY-DT (86,3%) 4 £wg 10 ypovia vopitepa.

Katd v évapén, n oportpootacio hSBA kot GMT ftav mapdpola yia tig opoopddeg A, C, W kar Y.

Hivaxag 14: ZOyKpion TOV dTOKPIGEOY TOV PUKTIPLOKTOVOV AVTICOUATOV TOV gpuforimv
MenQuadfi kax MenACWY-DT 30 nuépec petd tov avopuvinotiko sppfoitocué oc aropo nikiog
ToVAaYLIoTOV 15 TV apykd epfoiacpéve pe MenACWY-CRM 1 MenACWY-DT 4 émg 10 ypovia
vopitepa (perétn MET56%)

Telko onueio pe MenQuadfi MenACWY-DT (95% CI)
Opoopdda. (95% CI)
A N=384 N=389
% >1:8 (Oponpootacio) 100,0 (99,0, 100,0) 99,0 (97,4, 99,7)
% Opoomdkpion** 92,2 (89,0,94,7) 87,1 (83,4, 90,3)
hSBA GMT 497 (436, 568) 296 (256, 343)
C N=384 N=389
% >1:8 (Oponpootacio) 99,5 (98,1, 99,9) 99,0 (97,4, 99,7)
% Opoomdkpion** 97,1 (94,9, 98,6) 91,8 (88,6, 94,3)
hSBA GMT 2.618 (2.227,3.078) 599 (504, 711)
W N=384 N=389
% >1:8 (Opompoctacio) 100,0 (99,0, 100,0) 99,7 (98,6, 100,0)
% Opoomdkpion™* 98,2 (96,3, 99,3) 90,7 (87,4, 93,4)
hSBA GMT 1.747 (1.508, 2.025) 723 (614, 853)
Y N=384 N=389
% >1:8 (Opomnpoctacio) 99,7 (98,6, 100,0) 99,5 (98,2, 99,9)
% Opoomdkpion** 97,4 (95,3, 98,7) 95,6 (93,1, 97,4)
hSBA GMT 2.070 (1.807, 2.371) 811 (699, 941)

* Avayvopioticr ki) dokiuny NCT02752906

N: ap1Bpog atop®Y 6T0 GHVOLO TNG AVAAVGONG OVE TPOTOKOAAO pE £YKVPO OPOAOYIKA OTOTEAEGLLOTAL
95% CI g eviaiog avoloyiog mov vroAoyiletor amd v akpiPr| Stwvopky pédodo.

** [TAnpeiton 70 KPITHpLo U1 KoTOTEPOTNTAS.
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O Evpomnaikoc Opyoaviopuog oapudkmv Exel dOGEL avaPorn amd TNV VTOYPEMGT VITOPOANG TV
OTOTELECUATOV TV LEAETMV GE LA 1] TEPICGOTEPES VIOKATNYOPIEG TOL TAUAATPIKOV TANBVGLOV KAT®
Tov 12 unvav (PAéne 4.2 yio TAnpogopleg oYeTIKA e TNV TOUSLOTPLKN XP1oT).

5.2 ®@appokoKivnTIKES 1O10TNTES

Agv &yovv TparypatonomOel apUoKoKVNTIKEG LEAETEC,

5.3 IIpoxivika dgdopéva yia TNV a6QaieLd

Ta pn kKhvikd dedopéva dev amokdAvLY OV 1010iTEPOVE KIVOHVOLS Y10, TOV AvOpmTo pe Baon pio peAétn
TOEIKOTNTOG Y10 TNV AVATTLEN KO TNV OVOTOpOY@YIKT TKOVOTNTO 6T0 KOLVEALD OnAvko yévouc.

H yopfiynon tov MenQuadfi o kovvéla OnAvkod yévoug pe TAnpn avBpdmvn d6on dev £0€1Ee Kapio
eMidpaon oIV amdd0cT ToL LEVYUPDUATOS, TN YOVILOTNTA TOV ONAVKAOV, KOVEVO TEPATOYOVO EVOEYOUEVO
KoL Koo Midpaon oTNV TPOYEVVNTIKN 1] LETOYEVVITIKY aVOTTUED.

6. OAPMAKEYTIKEXZ IAHPO®OPIEX

6.1 Kotaroyog ekdoyv

Natpro yhoprovyo

Ndatpro 0&iko

"Yomp yio evéoipa

6.2 AcvpPatoéTnTeg

EAAetyel peletdv oyeTikd pe tn cupfototnTa, T0 TopodvV QUPUOKEVLTIKO TPOIOV OV TPEMEL VA
OVOULETYVOETOL LUE OALD POPUOKEVTIKE TPOTOVTOL.

6.3 Awdpkero Long
4 ypovia
6.4 Idwitepeg Tpo@PuLAGEELS KATA TN PVLAEY TOV TPOTOVTOG

dvldooete ot yoyeio (2°C — 8°C).
Mnv katoyoyete.

Ta, dedopéva 6TadePOTNTAG VTOSEIKVVOVY OTL TA GLGTATIKA TOL eUPoAiov sival otabepd og Bepuokpacieg
€16 25°C ywo 72 dpec. 1o TEAOC ALTNG TNG XPOVIKTS TePLOdov, To MenQuadfi Oa mpénetl va
y¥pNoLonToleital 1} va omoppintetal. Avtd to dedopéva tpoopilovral daTe Vo Kabodnyncovy Toug
emoyyeApatieg vyeiog LOVo og TEPITTOOT TPOSWPIVIG LETOPOANG TG Oeprokpaciog EKTOC TV
KkafoplopéEVeV opimv.

6.5 ®Vo1 Kl GLGTUTIKA TOV TEPLEKTT
Awddopa og dapaveg foplomupitikd Tomov I yvddvo elaAidlo pe mdpo yAopofovtidiov 13 mm pe

OTTOGTOUWOVT GOPOYIda.
Yvokevacio g 1 1 tov 5 epdna docewv (0,5 ml) eroldiov.
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Yvokevaoio 1 epdmag d6ong (0,5 ml) praidiov oe cuvdvacud pe 1 ddeto ovpryya luer-lok piag yprong
(morvavOpakikd) pe Euporo-topa (cuvletikd ehactouepés) kat 2 Eeympiotég Peloveg (avoeidwto
0TGAAL) E TPOGTATEVTIKO KAALLLULO BEAOVAG (TOADTPOTLAEVIO).

Mmnopet va. unv KuKAOQopoLV OAEG Ol GUGKEVAGIEC.
6.6 Idwitepeg mpoPULLAEEIS TOPPIYNS KOL AAAOG YEIPLGUOG

To epforio Bo Tpémet va eEAEYYETOL OTTTIKE Y100 TV TOPOVGIO TVYOV EEVOV COUUTIOI®V 1Y/KoL
dpopoToineNg NG ELPAVIGNC TOL (1] ATOYPOUATICUOC) TPV ATd T YOPNYNON. L€ TEPITTOOT TOL
napatnpndel kamowo and Ta dVo, amoppiyte 10 gpPdito.

[Ipogtopacio

2vokevacia e 1, twv 5 i twv 10 epdrol déoewv (0,5 ml) pralidiowv

AQaIPESTE TNV OMOCTMUEVT GPPAYIdO TOL PLOAII0V KOt YPNGILOTOMGTE TNV KATAAANAT GOptyyo Kot
Berdva, apopéote 0,5 ml Stedlvdportog and 10 Proridio, dtac@arilovtag 6Tt 6V VILAPYOLY PLCAAIdES aépaL
PV amd TV EVEDT.

2voxevaoia 1 epdraé doong (0,5 ml) pratidiov ge ovvovooud ue 1 docia oopryya uiog ypHong kot 2
Peroveg

Ewdwéc 0dnyieg yia ) ovpiyya luer-lok:

[Na vo tomoBetnoete T Peddva ot cVpLyya, oTpiyte amaid tn Perdva deEldoTpopa 6T cLPLYYL LEYPL
va yivel cuoOnt pia ehaepid avtictacon. Ipw v éveon, aQoaipEGTE TNV ATOCTOUEVT] GOPAYION TOV
eraAdiov kot apopéote 0,5 ml StoAdpatog and to PLokidio, dtuc@arilovtag 6Tl dEV VITAPYOVY PLGOAIdES
aépa. Mia véa Pelova Ba mpémel va ypnotponomBei yia ) xoprynon tov gppolriov.

Kd&0e aypnoyonointo eoprokevtikd Tpoidv 1 VIOAEWN TPETEL VO OTOPPITTETOL GOUPDVO, LE TIG KOTH
TOMOVG 16YV0VOEG GYETIKEG HATAEELS.

7. KATOXOX THZ AAEIAY. KYKAO®OPIAX
Karoyog Adsiog Kvkhogopiac:

Sanofi Pasteur

14 Espace Henry Vallée

69007 Lyon

TaAlio

8. APIOMOZXZ(OI) AAEIAY. KYKAO®OPIAXZ
EU/1/20/1483/001

EU/1/20/1483/002

EU/1/20/1483/003

EU/1/20/1483/004

9. HMEPOMHNIA ITPQTHYE ETKPIZHX/ANANEQXYXHY. THX AAEIAX

Hpepounvia mpotng £ykpiong: 18 Noeufpiov 2020
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10. HMEPOMHNIA ANAGEQPHXHX TOY KEIMENOY

Aemtopepeic TANPOPOpiES Yo TO TOPOV PUPLOKEVTIKO TPOiOV gival d1abéaieg oTov SikTLOKO TOTO
10V Evponaikod Opyoavicpod @appdaxkev: hitp://www.ema.europa.eu.

25


http://www.ema.europa.eu/

IHAPAPTHMA 11

MMAPAXKEYAXTHE(EX) THE (TQN) BIOAOTIKQX
APAXTIKHE(QN) OYZIAZ(QN) KAI
MAPAXKEYAXTHX(EX) YHEYOYNOZ(OI) I'IA THN
AIIOAEZMEYZH TON HAPTIAQN

OPOI'H ITEPIOPIXMOI XXETIKA ME TH AIAGEXH KAI
TH XPHXH

AAAQOI OPOI KAI AITAITHXEIX THX AAEIAX
KYKAO®OPIAX

OPOI'H HEPIOPIXMOI XXETIKA ME THN AX®AAH KAI

ATIOTEAEXMATIKH XPHZH TOY ®PAPMAKEYTIKOY
MPOIONTOX
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A. HAPAXKEYAXTHX(EX) THX (TQN) BIOAOT'IKQX APAXTIKHXE(QN) OYZIAX(QN)
KAI TTAPAXKEYAYXTHX(EYX) YIIEYOYNOZX(OI) I'TA THN AITIOAEXMEYXH TQN
MMAPTIAQN

Ovopa kat d1evfvvon tov(twv) TopookevoostH(®V) TNe(Tmv) Broloyikde dpoaotikng(dv) ovoiac(dv)

Sanofi Pasteur Inc.
One Discovery Drive
Swiftwater PA 18370
Hvouéveg IoMrteieg

Ovopa kat d1evfuvon tov(twv) TopookeLosTN(M®V) oL givor VTevhuvoc(ol) yia TNV AT0dEGUEVCT) TV
TAPTIO®V

Sanofi Pasteur

Parc Industriel d’Incarville
27100 Val de Reuil
ToAria

Sanofi-Aventis Zrt.
Building DC5
Campona utca 1.
Budapest, 1225
Ovyyopia

270 £VTUTIO PUALO 0ONYLOV YPNONG TOV PAPUOKELTIKOD TPOIOVTOG TPETEL VAL AVOLYPAPETOL TO OVOLLOL KOL 1
d1evBvvon Tov TaPACKELAGTH TOV gival VTELHLVOG Y10 TNV ATOSEGUEVLGT] TNG CYETIKNG TAPTIONS.

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

DoppoKELTIKO TPOTOV Y10 TO OTOT0 ATALTEITAL LUTPIKT] CLUVTOYT.

. Erionun amodéopsvon noptiowv

Sopemva pe to dpbpo 114 g odnyiag 2001/83/EK, 1 exionun 0modécevon T@v TapTtidny
TPOYUATOTOLELTOL OTTO KPATIKO EPYAGTNPLO 1} GO EPYOCTNPLO TOL £XEL OPLobEl Y10 TOV GKOTO QVTO.

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

. Ex0£6g1g Teprodikiic wapaxorovdnong g ac@disiag (PSURS)

Ot amaitioelg yio v vrofoAin tov PSURS yio to ev Adym @apuakevtikd mpoidv opiloviatl otov
KaTGAOYO UE TIg nuepounvieg avapopdg e Evoong (katdioyog EURD) mov mopatifeton oty
napdypoeo 7, tov dpBpov 107y, tng odnyiag 2001/83/EK kot kaOe emakdiovdng emkaipomnoinong 6rmg

ONUOGIEDETOL GTNV EVPOTAIKT SIKTLOKT TOAN Y10 TO POPLLOKCL.

O Karoyog Adelag Kvkiogpopiag (KAK) Ba vrofdiier nv tpdytn PSUR yia t0 mpoidv péca oe 6 pnveg
oamd TV £yKpion.
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A. OPOI'H IIEPIOPIXMOI XXETIKA ME THN AX®AAH KAI AITIOTEAEXMATIKH
XPHXIH TOY ®PAPMAKEYTIKOY ITPOIONTOX

. Xyéo10 owyeipiong Kivovvov (XAK)

O Kdroyog Adetag Kvkiogpopiag (KAK) Ba dieEaydyet Tig amattodpeveg SpacTnploTnTeS Kot
TaPEUPAGELS PAUPLOKOETOYPVTVIOTG 0TS Tapovctldlovtal 6to cuppmvnBév XAK nov tapovcialetat
oV evotnta 1.8.2 ¢ ddelog KuKAOQOPIog Kol 0TOIEGONTOTE ETOKOAOLOES EYKEKPIUEVEC avaBempnoelg
tov ZAK.

"Eva emcaiporompévo XAK 0o npémnet va katatedei:

. Metd and aitnuo tov Evponaikod Opyavicpotd @apudkov,

. OmoTEdNTOTE TPOTOMOLEITAL TO GVOTNUA SLOYEIPLONE KIVOHVOD, EIOIKE MG ATOTEAEG O ANYNG VEOV
TANPOPOPUDY TOV UTOPOVV VO ETMUPEPOVLY CNUAVTIKT OAAAYT OTN GYECT 0PEAOVG-KIVOHVOL 1) O
OTOTELEC O TNG EMITEVENG EVOC OTULOVTIKOD OPOGTILOV ((POPUAKOETAYPOTVION 1] EALAYIGTOTOINGT
KIvdOvov).

28



ITAPAPTHMA I1I
ENIZXHMANXH KAI ®YAAO OAHI'IQN XPHXHX
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A. EINIXHMANXH
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ENAEIZEIX ITIOY ITPEIIEI NA ANATPA®ONTAI XTHN EEQTEPIKH XYXKEYAXIA

EEQTEPIKH XYXKEYAZXIA

‘ 1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

MenQuadfi, evéopo dtdAvpa
Yulevypévo guPorto Evovtt Tov UNviyytiookokkov opoopddwv A, C, W kot Y
MenACWY

2. XYNGOEZXH XE APAXTIKEX OYZXIEX

Kabg 66om (0,5 ml) mepiéyer 10 pukpoypappdpia moivcokyapitn kabe opddag Neisseria meningitidis: A,
C, W ka1 Y (ovlevyuévo pe 55 pukpoypoppdpia mpoteivng eopéa 10E01600¢ TETAVOD).

3. KATAAOTI'OX EKAOXQN

"Exdoya: vatplo yAwprovyo, vaTplo 0&ikod, DVOMP Yo EVESLLN

4, OAPMAKOTEXNIKH MOP®H KAI ITIEPIEXOMENO

Evéowo didivpa

1 proridio piog d6omc (0,5 ml)

5 glodido piog d6omg (0,5 ml)

1 erokidro piag 66omg (0,5 ml) + 1 cvpryya + 2 Berdveg
10 groridio piog 66ong (0,5 ml)

| 5. TPOMOX KAI OAOX(OI) XOPHTHEHX

AwPaote 1o PUALO 0INYIDOV XPNONG TPV OO TN XPTON.
Evdopvikn yprion.

6. EIAIKH ITPOEIAOIIOIHXEH XYM®QNA ME THN OIIOIA TO PAPMAKEYTIKO
IPOION MPEIEI NA ®YAAXXETAI XE OEXH THN OITIOIA AEN BAEIIOYN KAI
AEN ITPOXEITIZOYN TA ITAIAIA

Na puidooetar o€ 0éon, v onoia dev PAETOLY Kot dev Tpooeyyilovv Ta TALd1d.

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

AHEH

9. EIAIKEYX XYNOHKEX OYAAEHX

dvidooete og yoyeio.
Mnv kaToyOyETE.

10. TAIAITEPEX TIPO®YAAEEIX I'TA THN AITOPPIYH TQN MH
XPHZIMOIIOIHOENTOQN ®APMAKEYTIKOQN ITPOIONTQN 'H TOQN
YIHOAEIMMATQN IIOY ITPOEPXONTAI AIIO AYTA, EOOXON AITAITEITAI

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

Sanofi Pasteur

14 Espace Henry Vallée
69007 Lyon

TaAlio

12. APIOMOZX(OI) AAEIAYX KYKAO®OPIAX

EU/1/20/1483/001 - 1 raAidio piog d66mG

EU/1/20/1483/002 - 5 proridio, piag d6ong

EU/1/20/1483/003 - 1 grokidio piag 66omg + 1 ddeto ovpryya piag ypriong + 2 ferdveg
EU/1/20/1483/004 - 10 giaAidio piog d66mG

13. APIOMOX ITAPTIAAX

[oprtida

‘ 14. TENIKH KATATAEH I'lA TH AIAGEXH

‘ 15. OAHTI'IEX XPHXHX

‘ 16. TMAHPO®OPIEX XE BRAILLE

H attioldynon yia vo, pnv nepiAnedei n ypaon Braille sivon amodext.
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17. MONAAIKOX ANATNQPIZTIKOX KQAIKOX — AIZAIAXTATOZ TPAMMQTOX
KQAIKAX (2D)

A60146T0TOG YPOUR®TOS KMOWKAS (2D) mov pépet tov TepAn@BEva Lovadtkd avayveoplioTikOd KOJKO.

18. MONAAIKOX ANAI'NQPIZETIKOX KQAIKOX - AEAOMENA ANAT'NQXIMA AIIO
TON ANOPQITIO

PC
SN
NN
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EAAXIXTEX ENAEIZEIX [TIOY ITPEIIEI NA ANAT'PA®ONTAI XTIX MIKPEX
XTOIXEIQAEIX XYXKEYAXIEX

OIAAIAIO

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

MenQuadfi, evécipo didlopa
Men A, C, W, Y cvlevypévo
IM

‘ 2. TPOIIOX XOPHI'HXHX

3. HMEPOMHNIA AHEHE

EXP

4. APIOMOZX ITAPTIAAX

Lot

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

1 8660m (0,5 ml)

| 6. AAAA LTOIXEIA

Sanofi Pasteur
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B. ®’YAAO OAHI'IQN XPHXHX
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@Dviro oonYLOV ypiong: IIAnpoopics yia Tov ypiictn

MenQuadfi, gvéoypo drdgiopa
Yvlevypévo epPforo katd tov pnviyyrtidoxokkov opoopddac A, C, W kot Y

vTo QAPUOKO CVTO TELEL LTTO CLUTANPOUOTIKY TOPUKOAOVONGN. AVTd B eMITPEWYEL TO YP1IYOPO
TPOGIOPIoUO VEOVY TANPOQOPLOV ac@aielos. Mmopeite va fonbioete pécw g avagopds mbavov
OVETBOUNTOV EVEPYEIDY TTOV EVOEYOUEVMG TTapovatalete. BA. T€log tne mapaypdpov 4 yia tov TpOTo
avapopdg avemBOUNTOV EVEPYELDV.

AW PaoTe TPOCEKTIKA OLOKANPO TO PULAO 00N YLDV Yp1ioNs TPy AAPeTe €0€ig 1] TO A1 GO AVTO TO

gnPorro, 610TL TEPLAAPPAVEL CNUAVTIKEG TANPOPOPIES YLO GOG 1] TO TOLOL GUC.

o DvAd&te avTd TO PUALO 0dNYIDV YpNonG. Towg ypelootel va to dufdcete Eovd.

o Edv éyxete mepourtépm amopieg, pOTAGTE TOV YLOTPO, TOV POPLOKOTOLO 1| TOV VOGOKOWO GOGC.

o H cuvvtayn yio awtd 1o uPoiio yopnynOnke amokAeloTikd o 6ag 1 Yo To Toudi cog. Aev
TPENEL vaL ODGETE TO EUPOAL0 G AAAOVG.

o Edv eogig M 10 moudi oog mopatnpnoete KAmToLo avemfOUNTN EVEPYELD, EVILEPDOTE TOV YLOTPO, TOV
(OPLOKOTOLO 1] TOV VOGOKOUO GaG. AVTO 1oyVeL Kot Yo kébe mbav avemBountn evépyeia mov dgv
aVaQPEPETAL GTO TTAPOV PUALO 0dNYIdV Ypriong. BAEme moapdypago 4.

T epréyer To mapév eOAro 00NYLAOV

Tt eivon To MenQuadfi kot mowa givar n yprion tov

T npénet va yvopilete Tpv ypnooromoete to MenQuadfi eogig 1y to mandi cog
IMwg yopnyeitan to MenQuadfi

[MBavég avemBounteg evépyeteg

Iog vo puidooete To MenQuadfi

[epreydpeva g cvokevaciog Kot AOES TANPOPOpieg

oML E

1. T eivan To MenQuadfi ko ore givar 1 yprjon Tov

To MenQuadfi (MenACWY) givon £va gpBoAto mov pmopei va yopnynOei e moudid nikiog amd 1 étovug,
epnPoug Kol EVAMKEC.

To MenQuadfi Bonbd otnv npootacio Evavit AoumEemy Tov mpokaiodvral amd éva THTo Boktnpiov
(pdPra) ov ovopdovron “Neisseria meningitidis ” e1dwkd évavtt tov tomwv A, C, W kar Y.

Ta Baxtipro. Neisseria meningitidis (ovoudlovtat exiong meningococci) uropodv vo, petadobodv and
GTOUO G€ ATOUO KOl LTOPOLV VO TPOKAAEGOLY GOPOPES KO LEPIKES POPES AMEIANTIKES Y1 TN (o
Aoméets, onmg:

o Mnviyyitida — pio Aoipwén Tov 16700 1oL TEPPAALEL TOV EYKEPAAO KO T GTTOVOLAIKT GTHAN

o Ynyoupio — pio Aoipwén Tov aiporoc.
Kot ot 800 AopudEelg pmopovv va 0dnynoovy e cofapn vOco LE LOKPOXPOVIEG EMTTMOGELS 1| TOAVMG
Bdvaro.

To MenQuadfi O mpémet va ypnolponoteital cOUP@Va pe TG enionueg e0vikég odnyiec.
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g dpa To gnPoéino
To MenQuadfi dpa dieyeipovtag ™ QLK dpvva (avoGoTOMTIKG GVGTNI) TOV EUPOAMACUEVOD ATOUOL,
Y10l TNV TOPAY®YN TPOCGTATEVTIKAV AVIICOUATOV KATH TV PakTnpimv.

To MenQuadfi Bonbd poévo oty Tpooctacio amd acbiveieg Tov Tpokarovvrar amd Neisseria meningitidis
tonwv A, C, Wxar Y.

o Agv mpootatedetl and AoU®OEELG TOL TPOKaAOVVTOL 0o dAlovg Thmovg Neisseria meningitidis.

. Agv mpoctatevel omd unviyyitida | onyoipio to oroio TpokoAovvtal omd dAla BokTiplo 1 100C.

2. T péner va yvopilete Tpwy mapete o MenQuadfi

Mnyv napere To MenQuadfi eav gogig 1| To Tdi cog

o o€ mePInTOOT aAlepYing GTN OPAUGTIKY OLGIN 1) GE OTOOONTOTE AAAO OO TO GLGTATIKE CVTOV TOV
euporiov (avapépoviol oTny mapdypapo 6) 1 £xeTe PLOCEL 0L TPOTYOVUEVT] OAAEPYIKN AVTIOpOAON
o€ aToO TO EUPOALO.

Edv bev elote BéPatot, evnuep®dote TOV Y10TPO, TOV QUPUOKOTOLO 1] TOV VOGOKOUO GOG TPy AAPete £0gig
10 Tondi oog To MenQuadfi.

IIpocdomou]oeis Kot TPoPVAGEELS

Amevbuvieite oTov Y1aTpo, TOV EOPUOKOTOL0 1] TOV VOGoKOUo cag mpwv tapete to MenQuadfi edv eogig 1

To Tadi cog Exete:

. po Aoipwén pe vynin Bepuokpacio (mévo amd 38°C). Xe avtiv v Ttepintoon, o eufoilacudc
cag Oa mpaypoatoromBel apod 1 Aoipmén vroympnoet. Agv yperdleTon va kabvotepnceL 0
euporacrdc Yo pio nocovog onuaciog Aoipnmsn, 6twg éva kKpuoAdynua. 261060, EVIUEPDGTE
TPAOTO TOV YLOTPO, TOV PUPHOKOTOLd 1] TO VOGOKOLO GG,

. &va opoppoytko mpoPAnua 1 epeavilete eOKoAd POAMTEC.

° MmofBvpunoet moté amod pa éveon. H Mmwobupia, pepikég popég cuvodevetal omd TTdor, WTopei va
ouuet (kupimg oTovg €pNPOLS) HETE N AKOUN Kot TPV Ad OTOLUONTTOTE EVEDT.

° éva 000gvég avocomoTikd cveTN U (0TTmg A0Ym Aoipméne amd HIV, dAlov acbeveldv 1 xpnong

(QOPLLAKOV OV EMNPEALEL TO OVOGOTONTIKO GUGTNUA), KAOMG £0gic 1) To Tandl cog evoEyeTon val
unv Aapete to TAnpeg 6¢pehoc Tov MenQuadfi.
Edv xémoto amd to mopandvm 1oyvel yio €6dg 1 to Toudi cog (1 dev eiote PEParot edv 1oydovv),

EVILEPMOTE TO YALTPO, TO PUPLOKOTOLO 1] TO VOGOKOUO 0aG TPoTov AdPETe £0€lg 1) TO Todi cog TO
MenQuadfi.

Onwg pe omorodfmote gpforo, o MenQuadfi evdéyeton va unv tpootatedel TAPOG OA TO ATOUN TOV
éyovv gpPfollootei.

Al gappoxa kot MenQuadfi

Evnuepdote tov ylotpd, Tov Qapuokorold 1| ToV VOGOKOUO0 Go¢ EAV £0€ig 1 TO modi oG maipvete, £xete
TPOGPUTO, TAPEL | LWITOPEL VO TAPETE GALN POAPLLOKOL, CUUTEPIAAUPOVOUEVOV TOV PUPUAK®Y TOV UTOPEL
va AneBovv yopig wTptkn cuvtayn.

SVYKEKPIUEVE, EVIUEPDOTE TOV YIUTPO, TOV (POPLOKOTOLO 1 TOV VOGOKOWO GOG EAV EGEIG 1) TO TTodl GOG
TaipveTE PAPLOKO TOV EMNPEALOVY TO OVOCOTOMTIKO GOG CVGTN LA, OTMG:

. KOPTIKOGTEPOELDN VYNANG dOGNG

. ynueobepomeiog
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To MenQuadfi umopei vo. yopnyeitor tavtdypova pe dAla eppora oe Egxmpiot Béon Eveong katd v
O emiokeyn. Xe avtd TepriopPfavovral apd, Tapotitida, epuOpd, avepofroyid, dipbepitida, TéTavo,
KokkOTN, ToAlopveditida, Haemophilus influenzae tomov b, nratitida B, AowwdEeig amd mvevpovidkokko,
10 avBporvov Inkopdtov kot euBoia Neisseria meningitidis tomov B.

Kinon ko Onioopoc

Edv giote éyxvog, OnAdlete, vopilete 611 pmopei va, giote £yKv0g 1) GYEOIALETE VO ATOKTHOETE TTOUOH,
{ntote T GVUPOVAT TOL YIOTPOV, TOV PUPLAKOTOLOD 1) TOV VOGOKOLOL GG TPOTOV AUPBETE TO
MenQuadfi.

Odonynon ko yE1Popos pnyovnudTomy

To MenQuadfi dev givar TBavo vo ETNpedosl TV IKAvOTNTAE GOg Yo 031 yNoT, TodnAooia 1 XEPIopon
punyovnudtov. Qotoco, unv odnyeite, KAvete TOONAOTO 1 YPNCUYLOTOLEITE UNYOVILLOTA EQV OEV
a1c0davecte KoAd.

To MenQuadfi wepiéysr vatpro

Av16 10 Pappako mepEyEL Aryotepo and 1 mmol vatpiov (23 mg) avd d6om, owtd onpaivel 0Tt givor
OVLGLACTIKA «EAeVOEPO VaTPioUY.

3. Haog yopnyeitor o MenQuadfi

To MenQuadfi yopnyeitar amd yrotpd 1 voookduo og pia Eveon tov 0,5 ml oto pv. Xopnyeitol 610 Gveo
GKpo M TO UNPO, avVAAOYQ LE TV NAIKIC Kot TO TOCO0 U £XETE £0€IG N TO TOd GaG.

4. MBavéc avemBOuNTES EVEPYELEG

Onwg 6Aa to gpPora, £tot ko To MenQuadfi umopei va mpoxarécstl avemBOunteg evépyeieg, av Kot dev
TapoLvoldfovtol oe OAOVG TOVG avOpOTOVG.

Edv eoeig 1 10 Toudi o0,¢ £YETE KATOL0 0td OVTA TOL GUUTTMOUOTO LETO TOV EUPOAAGUO:

. (ayoOpa 0TO dEPLUAL
. OVCKOALN GTNV AvVOTVOT
. TPNEO 6TO TPOGOTO 1 TN YADCOH

Emwowvmviote apécmg pe 1o yotpo coc. Avtd umopei va givar onudote aAAepyIKiG avtidpaonc.
MBavég avemBOuNTES EVEPYEIEG 68 TAOLG NAKiag 12 £0¢ 23 unvov:

IToA% evyvég (umopei va ennpedoel tepiocdtepa and 1 oto 10 woudid)

. evaiodnoia, epuBpotnTa 1 oldnpa exel OOV £yive 1 €veon
. evepebioTotnTOl

. KAGpo

. anmAelo Opeéng

. aicOnua vrvnidog

Yuyvég (umopel va emmpedoet éog 1 oto 10 moudid)
. TLPETOC
. €UETOG
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. dppota

‘O ovyvég (umopet va emnpedost €og 1 ota 100 dropa):

. duoKoAia 6Tov VITVO

. Kvidmon

. KVNoUoc, poAmmag, okApuven 1 eEavinua ot Béon g £veong

IMOavig avemBOuNTES EVEPYELES 68 TAOLE (MMKIOG 2 ETOV Kot Avm), EP1)fovg Kot EVijMKEG:

IToAd ovyvég (umopei vo emnpedost tepiocotepa amd 1 oto 10 dropa)

. TOVOG GTO OMEl0 NG EveONG
. LuiKog THVOC

. KeQaAAAyioL

. aicOnua adrabeciog yevika

Yoyvég (umopet va enmpedoet £mg 1 ota 10 dropa)
. epuBpoTNTA N 0idN U 6TN B€0M TNG Eveong
. TLPETOC

‘Oy1 ovyvég (umopel va emnpedoet éoc 1 ota 100 droua)

. Kvnouog, Bepuotnto, pororog 1 e&avinua otn Béon g éveonc
€UETOG

aioOnua {aAng

vavtio

Kkonwon (aicHnpo kovpaong)

Yaavieg (umopei va emnpedost £éo¢ 1 ota 1.000 droua)
SOYK®GN TOV AEUPUSEVOV

S1ppota, GTOROYIKOC THVOG

Kvidwon, kvnopuog, eEavonua

GVOG OTO. XEPLOL 1) TO, TTOOLOL

piyn, TOVOC GTI LOCYAAT

oKAnpuven ot Béom g éveong

Avo@opd avemOOunTOV EVEPYELOV

Edv mopoatmpnoete Kamoto avemBOun evEpyeLa, EVILEPDOTE TOV YIOTPO, TOV PAPUAKOTOL 1) TOV
VOGOKOUO 60G. AVTO 1oyYveL Kot Yo kGOe mhov avemBountn evépyela Tov 6gv avaPEPETUL GTO TAPOV
@OALO 0OMYIDV YprionG. Mmopeite emiong va avaeépete avemBounteg evépyeteg amgvbeiog, HEcw Tov
€0VIKoD GLOTAITOC OvVaPOPaG TTov avaypdpetatl ato Hapdptnua V. Méocw g avagopds averifountov
gvepyel®V pnopeite va fondnoete ot GLALOYN TEPIOTOTEPOV TANPOPOPIDV GYETIK LIE TNV ASPHAELN
TOV TOPOVTOG PAPUAKOL.

5. Mog va pvrdaccete To MenQuadfi
To @apuako owtd TPETEL Vo PUAACCETOL GE UEPT) TOV OgV TO PAETOVVY Kol d&V TO POAVOLV T, TOSLA.

Na pn gpnowonoteite ovtd 10 EUPOAO PETE TNV MUEPOUNViL ANENG TOV OVOPEPETAL GTO KOVTL LETH TNV
AHZEH.
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duvrdooete og yoyeio (2°C — 8°C).
Mnv katoyoyeTe.

Mnv metdte ApLOKA GTO VEPDH TNG ATOYETELONG 1 OTA OIKLOKA amoppipata. Potiote tov pappokomold
00 Y10 TO TMG Vo TETAEETE TO PAPLOKO TTOV OgV ¥pNoonoleite mo. Avtd To uétpa Ba fondncovy oty
TpocTocia Tov mePPaAlovtog.

6. epreydpeva TS 6VOKELAGLUG KOL LOUTEG TANPOPOPIEg

T agpréyer to MenQuadfi

Mo, 86om (0,5 ml) :

- O1 0paoTiKEG OVGieg glvat:

- Tolooxyopitn® Neisseria meningitidis opoopddac A 10 wkpoypouupia
- IMolvcoaxyapitn® Neisseria meningitidis opoopddag C 10 wikpoypoppdpio
- Tolooxyopitn® Neisseria meningitidis opooudadog Y 10 wkpoypoupdpia
- Tolvooxyopitn® Neisseria meningitidis opooudadog W 10 wkpoypoupdpia

- Xvlevypévo oe mpwteivy popéa Tov T0£0£1800¢ TOL TETAVOL 55 pukpoypappdpia

- Ta dAla cvotatikd givor
VATpLo yAwpLovyo
vatpro oo

- VOwp Yo eVESLULNL

Ep@avien tov MenQuadfi ko wepieydpeva g 6vokevaciog

To MenQuadfi givat éva davyig ko dypmpo evéoyo dtdAvpa.

To MenQuadfi eivar dtabéoipo og ovokevaoieg g 1, Twv 51 tev 10 gpdana docemv (0,5 ml) praldiov
Kot ovokevaoia 1 epdmag d6on (0,5 ml) prokidiov og cuvdvacuod pe 1 adeia cOpryya piag yprHong Ko 2
Beloveg . Mmopei va unv KokAo@opohv OAEG Ol GLGKEVAGIEC.

Karoyog Adsrog Kvkhogopiog ko [lapackevaosti)g

Karoyog Adcrog Kvkhopopiag
Sanofi Pasteur

14 Espace Henry Vallée

69007 Lyon

TaAAia

Hopookevactiig

Sanofi Pasteur

Parc Industriel d’Incarville
27100 Val de Reuil
TaAAdia

Sanofi-Aventis Zrt.
Building DC5
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Campona utca 1.
Budapest, 1225
Ovyyapia

["o omoladrmote TANpoPopio GYETIKA e TO TOPOV PUPUAKEVTIKO TPOTOV, Tapakaleiote va angvBuvleite
GTOV TOTIKO avTImpocsmno Tov Katdyov e Adsiag Kukiogpopiag:

Belgié/ Belgique /Belgien Lietuva

Sanofi Belgium Swixx Biopharma UAB
tel.: +32 2 710.54.00 Tel.: +370 5 236 91 40
Boarapus Luxembourg/Luxemburg
Swixx Biopharma EOOD Sanofi Belgium

Ten.: +359 (0)2 4942 480 tel.: +32 2 710.54.00
Ceska republika Magyarorszag

Sanofi s.r.o. sanofi-aventis zrt

Tel: +420 233 086 111 Tel.: +36 1 505 0055
Danmark Malta

Sanofi A/S Sanofi S.r.l.

Tel: +45 4516 7000 Tel: +39 02 39394275
Deutschland Nederland
Sanofi-Aventis Deutschland GmbH Sanofi B.V.

Tel.: 0800 54 54 010 Tel: +31 20 245 4000
Tel. aus dem Ausland: +49 69 305 21 130

Eesti Norge

Swixx Biopharma OU Sanofi-aventis Norge AS
Tel.: +372 640 10 30 Tel: + 47 67 10 71 00
E\ado. Osterreich

BIANEE A.E. Sanofi-Aventis GmbH
TnA: +30.210.8009111 Tel: +43 (1) 80185-0.
Espafia Polska

sanofi-aventis, S.A. Sanofi Pasteur Sp. z 0.0.
Tel: +34 93 485 94 00 Tel.: +48 22 280 00 00
France Portugal

Sanofi Pasteur Europe Sanofi — Produtos Farmacéuticos, Lda.
Tél: 0800 42 43 46 Tel: + 351 21 35 89 400

Appel depuis I’étranger : +33 1 57 63 67 97

Hrvatska Roménia
Swixx Biopharma d.0.0 Sanofi Romania SRL
Tel.: +385 1 2078 500 Tel.: +40(21) 317 31 36
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Ireland
sanofi-aventis Ireland T/A SANOFI
Tel: + 353 (0) 1 4035 600

Island
Vistor
Tel : +354 535 7000

Italia
Sanofi S.r.l.
Tel: 800536389

Kvzpog
C.A. Papaellinas Ltd.
TnA.: +357 22 741741

Latvija
Swixx Biopharma SIA
Tel.: +3716 616 47 50

Slovenija
Swixx Biopharma d.o.0.
Tel.: +386 1 23551 00

Slovenska republika
Swixx Biopharma s.r.o.
Tel.: +421 2 208 33 600

Suomi/Finland
Sanofi Oy
Tel: +358 (0) 201 200 300

Sverige
Sanofi AB
Tel: +46 8-634 50 00

United Kingdom (Northern Ireland)
sanofi-aventis Ireland Ltd. T/A SANOFI
Tel: +44 (0) 800 035 2525

To mapov evIAo 0dNYLOV yp1oNs avadewpnOnke yia televtaia gopd otic{MM/EEEE}.

Aldeg T YEG TANPOPOPLAV

Aemtouepeic TANPoPopieg Yo TO0 QAPLOKO AVTO givol S100EGIES GTO JIKTLOKO TOTO TOV Evpmmaikod

Opyavicpov Papudkev: http://www.ema.europa.eu
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