ITAPAPTHMA 1

MEPIAHYH TON XAPAKTHPIZTIKQN TOY ITPOIONTOX



vTo PAPLOKO 0VTO TEAEL LTTO GLUTANPOUATIKY TOPAKOAOVONGT. AVTO o EMTPEYEL TO YP1YOPO
TPOGIIOPIoUO VEDV TANPOPOPLOV OCOAAEING. ZNTEITOL OO TOLG EMAYYEALATIEG VYELNG VO AVOPEPOVY
omolecdnNToTe Thavoloyovueveg avemBounTeg evépyeleg. BA. mapdypapo 4.8 yia Tov TpOTO avapopag
OVETIOOUNTOV EVEPYELDV.

1. ONOMAZXIA TOY ®PAPMAKEYTIKOY IIPOIONTOX

Fluad Tetra, evécilo evoimpnuo G€ TPOYELGUEVT] GUPLYYA
Eppoiio ypinng (avtiydévo emipaveiog, adpovomompuévo, AVOGOEVIGYVUEVO)

2. IOIOTIKH KAI MOXOTIKH XYNOEXH

Avtiydvo emipaveiog Tov 100 ¢ YpImng (ApocvyKoAAN TV Kol VELPAUIVIOAGT), 0dPaVOTOINLEVO,
TV 0KOAOVO®V oTEAEYDV*:

Avéd d6om 0,5 ml

Xtéheyog opoto pue A/Victoria/2570/2019 15 wipoypappdpie HA™
(HINT)pdmO09
(A/Victoria/2570/2019 IVR-215)

Ytéheyog opoto pe A/Darwin/9/2021 (H3N2) 15 pkpoypoppdpio HA™
(A/Darwin/6/2021 IVR-227)

X1éleyoc opoto pe B/Austria/1359417/2021 15 wicpoypappdpta HA™
(B/Austria/1359417/2021 BVR-26)

Ytéheyog opoto pe B/Phuket/3073/2013 15 pkpoypoppdpio HA™
(B/Phuket/3073/2013 BVR-1B)

*TOAMOATAOCLOGUEVO GE YOVILOTOMUEVA afyd OpviBag amd VY GUNVI TOVAEPIKMY KOl AVOGOEVIGYVLLEVO, LLE
MF59C.1
**opocvuykolnTivn

Avocogvioyutiké MF59C.1 to omoio mepiéyet avd 66om twv 0,5 ml: okovarévio (9,75 mg),
moAvcopPuco 80 (1,175 mg), copPrrdvng tpleraikoc eotépag (1,175 mg), vatpilo kitpikod (0,66 mg) Kot
Kitpo o&Y (0,04 mg).

To guforio givarl ovoupwvo pe ™ cvotacn tov [aykodsuov Opyaviopov Yyeiog (ITIOY) (ywo to fopelo
nuoeaipto) kat tn cvetact g Evponaixng Evoong (EE) ywo v eufoliactikr mepiodo 2022/2023.

To Fluad Tetra pmopel va mepiéyet iyvn apydv, OTMG ®@OAEVK®UATIVI 7| TPOTEIVES OpviBoc,
Kavapokivn kot Beukn veopvkivn, popuardetion, vdpokoptildvn, PPoUIOVNY0 KETVAOTPIUEBVAAUUOVIO
(CTAB), ta omoio ypnoyLomolovvtal katd 1 dldpKela TG dtudkaciog Tapackevng (PA.

Tapdypoeo 4.3).

IMoa tov TA\pn KaTdloyo TV ekddy®V, PA. Tapdypapo 6.1.



3. OAPMAKOTEXNIKH MOP®H

Evéoo evaidpnpa og Tpoyepucpévn ouptyyo (eVEGIULO).

ToAaxtoypmpo evardprua.

4. KAINIKEX IIAHPO®OPIEX

4.1 OsgpamevTiKég VOEiEELg

IIpoVraén amd T ypinn 0To0VG NAKIOUEVOLS (65 ETOV KOl AV®).

To Fluad Tetra Oa mpénet v, Yp1GILOTOLEITAL GOUPOVO, LLE TIG EXIONUEG CLVGTACELS.

4.2 Aocoloyia kor TpOTOS YOPNYNONG

Aocohoyia

Mia 660m tov 0,5 ml.

Toudrazpixog ninBvouog

H acpdlelo ko amoterecpoticotnto tov Fluad Tetra og moudid amd tn yévvnon £mg KAT® TV
18 etddv dev €xovv axopo texpnpimbel. Ta tapodvra Sabéciua dedopéva Yo TV 0oQAAELN KA TV
OVOGOYOVIKOTNTO GE TAd18 NAKING amd 6 unvav £0¢ KATO TV 6 ETMV TEPLYPAPOVTUL OTIC

Tapaypaeovg 4.8 kat 5.1, aAAd dev umopel va yivel cuatact yio. T 60coAoYia.

Tpomog yoprynong

Movo Y10 evOopDTKT EVEOT).
H mpotiudpevn 0éom éveong gival 0 0eATOEONG VG 0TO EXAV® TUNLO TOL Bpayiova.

To guPorto dev mpémet va yopnyeitar evOopAePing, VITodopiwg 1 EVOOIEPLUKDS Kot deV TPETEL VOl
avaperyvoeTol pe GAla epufoia oty ida cvpiyya.

Mo 0d1yieg oYETIKA LE TNV TOPACKEVT TOV PUPUOKEVTIKOD TPOIOVTOC TPV Atd T YOpNyNnom, PA.
Toapaypaeo 6.6.

4.3 Avtevositeg

YrepevaicOnoio oTig OpUCTIKES OVGIES, GE OTOLOONTOTE OO TOL GUGTUTIKA TOV OLVOGOEVIGYVTIKOV, GE
KATO10 0md T EKJ0YN TOL OVUPEPOVTOL GTNV TTapdypao 6.1 1| og mBava KatdAloura, 0TS N
wolevkmopativn, 1 Kovopvkivn Kot 1 8eukn veopvkivn, 1 oppraideiion, to Ppoputodyo
ketvAotpuefviappmvio (CTAB) ko ) vdpokoptilovn.

YoBapng Hopeng aArepyikn avtidpaot (.. avaeviosio) o€ TPONYOLUEVO EUPOAACIO KOTA TNG
ypimng.

4.4 E101kéc mPogtdomONGELS KUl TPOPVAAEELS KATA TN Y p1 o1

IyynAooipdtnto
Ipokeévov va Pertiwbdei n yvnAooud e, TV PLOAOYIKGOV QOPUAKEVTIKOV TPOIOVI®V, TO OVOLLQ
KoL 0 0plOUOG TOPTIOAG TOV YOPTYOVUEVOL PAPLLAKOV TPEMEL VO, KATOYPAPETAL LLE GOPTVELL.



[péner va vdpyel mdvrote dueca dabéoiun KatdAAnin Bepomeutikn aywyn Kot exifAeyn yio )
OTAVL0L TTEPIMTMON OVAPLAOKTIKNG AVTIOPAOTG LETA T XOPNYNoT Tov pfoliov.

O guporacpog o mpénet vo avaPdiretor oe acbeveic pe eumdpetn VOGO, £ OTOL VITOYMPTCEL O
TUPETOC.

Onwg pe 6Aa ta evéoa gppoa, to Fluad Tetra npémet va yopnyeitan e mpocoyn og dToua e
Opopporevia 1 apoppayikn dtetapayn dedopévov 0Tt pumopei va vtapéel arpoppayia Emeita amd
EVOOLVTKN YOp1YNoN.

Yvykom (Mmobvpia) umopel va eméAbet petd, 1 akdpo Ko TpLy, omd 0ToloVONToTE EUPOAMOCUO MG
Yuyoyevng avtidpaon ot Beldva g Eveonc. Avti UTopel VoL GuVoOEDETOL ATtd TOAAG VEVPOAOYIKE
onueio, OTMG TOPOSIKEG OTTIKES SLoTapayEC, TapalcOnoio Kot TOVIKOKAOVIKES KIVIGELS TOV AKP®V
Katd TNV avavnyn. Etvat onpovtuco va epappolovran S10d1kacies yio TNV amopuyn TPOVUATICUOV
oo Amobupiec.

H avticopotikn avioandkpion ce acfeveic e EvOOYEVN 1 LOTPOYEVT OIVOGOKATAGTOAN TOAVOV va,
glval avemapKnG Yo TNV TPOANYM NG YPIING.

Mmopei va unv emitevyfel TPOGTATEVTIKH CVOGOAOYIKY OVTATOKPIOT GE OAOVS TOVG EUPoAlacOEVTES.
4.5 AlMnmiemopdosig pe iAo QUPUIKEVTIKG TPOIOVTA KO GAAES pOPPES arliniemiopaong

Agv vapyovv dabécipa KAvikd dedopéva yio v Tantoypovn xoprynon tov Fluad Tetra pe dAla
gupora. Av to Fluad Tetra mpoketrtan va ypnoiporon el tavtdypova pe kamolo dAro gppoito, Oa
TPETEL VO YOPNYELTAL G YOPLoTES BEGEIC £vEONC Kol KATO TPOTIUNGOT GE SLAPOPETIKA dKpa. Ba mpémet
Vo oNUEI®OEL OTL 01 avemBOUNTEG eVEPYEIEG UmOopel va vTabfoy amd TuyOV TAVTOYPOVT YOPYNON.
4.6 TovipétnTa, KOHNGN KO Yolovyio

Tuvaikec 6g avamapoy®yikn niucio

AvTO TO EApROKO gV EVOEIKVVTOL Y10 YUVaiKeES G€ avamapayyikn nAtkio (BA. Tapdypapo 4.1). Agv
TPETEL VAL YPNOILOTOLEITAL GE YVuVaikeg o1 omoieg lvan 1} umopel va givan £ykveg 1 ONralovv.

Konon
Agv dwotifevtor KAvikd dedopéva oyeTikd e tn ypnon tov Fluad Tetra og £ykveg yuvaikec. Meléteg
oe {da dev katédel&ov dueomn N EUpeoT ToEKOTNTA GTNV OVATOPOY®YIKN TKOVOTNTA.

4.7 Emopacels 6Ty IKAvOTNTA 001Y161G KOL YEIPLGHOV PN UVIILATOV

To Fluad Tetra dev €yet kapio 1 €€l AOCHUOVTY] EXIOPACT] GTNV IKAVOTNTO 001YNOTG KO XEIPIGLOD
UV ULETOV.

4.8 AvemOOunrteg evépyereg

2Hvoyn tov Tpoeil aocpdieiog

Hlxwopévog mAnbuopdc

H aocpddeia tov Fluad Tetra oe nhikiopuévoug coppetéyovieg nhikiog 65 etmv kot dve a&loloynonie

o€ Vo KAvikég peaéteg (V118 20 ko V118 18), otig omoieg 4.269 cvppetéyovieg éhafov Fluad
Tetra.

Ot aVOUEVOUEVES TOTTIKEG KOl GLUOTILOTIKEG AVETIOOUNTES EVEPYELEC GLAAEYOVTAV Y10 7 NUEPEG UETE
Tov gpportacpod. Ot un avapevopeveg avemBounteg evépyeleg GuAAEYovTay yuo 21 nuépeg LETA TOV
gufoiacpd.



O1 ouyva avagepopeves (= 10%) avemBounteg evépyeleg o€ AUEOTEPES TIG LEAETEG NTAV AAYOG OTN|
Béom éveong (16,3% war 31,9%), komwon (10,5% war 16,0%) xon kepararyio (10,8% kot 12,0%) (yio
Tig peréteg V118 18 kan V118 20, avrtictoyya). Ot TepIocOTEPES OVAUEVOUEVEG AVETIOOUNTES
gvépyeleg avapEpinkay mg NG 1 HETPLOG EVTOOTG KOL LITOYDPNCAY EVTOS TOV TPATOV 3 NUEPDV
UETd TOoV EUPOAAGHO.

Iowdrapkodc TAnfuvoude

To Fluad Tetra dev evdeikvutar yia yprion o€ maudid, PA. mapdypapo 4.2. Or TAnpo@opieg acPALELNG
oTOV TOdTPIKO TANBVoUd Tapovsidlovtar oty Tapdypago 5.1.

Iwvaxomonuévos katdAoyog avemBountwy evepyeimy

O avagepbeioec avemBounteg evépyeleg mapotifeviol GOUEOVA LE TIC 0KOAOLOES KaTnyopieg
ouyvoTNTOG: TOAD cLYVES (= 1/10), cuyvéc (= 1/100 éwg < 1/10), 6x1 cuyvég (= 1/1.000 émg < 1/100).

ivakag 1: AvemB0unteg evépyeleg mov ava@épdnkay Exerta amwd Tov enPforacud ce
NAMKIOPEVOVG COUPETEXOVTES MAMKING 65 eTOV KOl AV 68 KMVIKEG d0KINEG

Katnyopia/opyaviko oAb ovyvég Xoyvég Oy ovyvéc
cvoTNIA GONPOVE pE (21/10) (>1/100 £eg (>1/1.000 teg
™ Paon dedopivov <1/10) <1/100)
MedDRA
Awrapayés Tov Andrelo 6peéng
petafoiopot Ko TG
Opyng
Awrapayés Tov Kepaiaiyia
VELPLKOV GUGTILOTOS
Awrapayés Tov Noavrtia, "Epetog
YOOTPEVTEPLKOD Adppota
Awrapayés Tov Mooy,
JLVOOCKELETIKOV ApBpadyia
GUOTIHATOG KU TOV
GUVOETIKOV 16TOV
Ievikéc dwarapoyéc ko | I16vog ot 6éom | Exydpmon™, IMvpetog (= 38°C)
KOTOOTAGELS TNG 000V éveong, Piyn,
xopfiynong Konwon Epbobnpa,
ZApovon,
Iputddng
Guvopoun

“H poiomopdg tg 0éong éveong

AvemOounTtec evEPYELES IOV 0vOQEPONKAY 0O TNV TOPOEKOAOVON OGN NETA TNV KVKAOQOPiO

Emunpooheta mpog tig avemBounteg evépyeleg mov mapatnpnonkav Katd tn S1dpKeld KAVIKGOV
SOKIUMV, Ao TNV TapaKolovnon petd v KukAopopia avagépdnkav ta akdolovba averBounto
ocuppdvta og dropa nikiog 65 etodv kot dvo Yo to Fluad Tetra 1/xon to Fluad (tpidvvapo
OKELOG), 01 0TOlEG givarl cVVAPELG emeldN Kot Ta dVO RO TapackeLAlovTaL LE PO TS idog
Slodkaciog Kot YoV AAANAOETIKOAVTTOUEVEG GUVOEGELS:



A1070p0yES TOV QUOTOTIKOD KL TOD AEUPIKOD GVOTHILATOS
®popPonevia (optopéveg TOAD CTAVIEG TEPUTTMOGEIS NTAV Bapldg Lopeng pe aptBods apomeToAimv
YUIMAOTEPOLG 0md 5.000 avé mm?), Aeppadevonddeio

Tevikéc dioTapoyéc Kol KoTOoTAoELS THE 000D YOPHYHONS
Extetapévo oidnua tov gppforacpuévon dkpov, StapKELG LEYAADTEPNG TNG Hiag efdoudoag,
opotdfovoa pe kKuttapitida avtidpacn otn B€or €veonc, eSacbévion, aiocOnua kakovyiag, mopeéia

A10T0poyéS T0D AVOGOTOINTIKOD COOTHUOTOS
A\ epyucéc avTIdpAcES GUUTEPIAOLPOVOLEVOL TOV OVAPVANKTIKOD GOK (G€ GTAVIEC TEPTTMOELS),
avaeuia&io

A1070p0YES TOV HDOTKEAETIKOD CVGTAUOTOS KO TOD GOVOETIKOD 1GTOD
Mvikn advvapia, TOVOG AKpov

Aratopoyéc Tov vevpikod ovoTiUaTOS
Eyxepolopvedritida, cvvopopo Guillain-Barré, omacpoi, vevpitida, vevpadyia, mtapaicincia,
GUYKOTY|, TPOCLYKOTN

Arozapoyés Tov FEPUATOS Kol TOV DTOIOPIOV 1TOD
Ievikevpéveg depHOTIKEG AVTIOPAGELS, CUUTEPIAAUPAVOUEVEOV TOV TOAVLOPPOV EPLONUATOG, TOV
£PLONUOTOC, TNG KVIO®ONG, TOL KVNGLOV 1] TOV 1| €101K00 €EavONLOTOC KOl TOL 0y YELO0ONUOTOG

Ayyerares oraropayéc
Ayyeutida mov Umopel vo GLGYETIOTEL e TaPOdIKT VEPPIKT] GUUUETOYN

Hodrotpiicde minBuopog
Agv vtapyovv drabéciua dedopéva petd tnv kuklogopia yuo to Fluad Tetra kot meplopiopéva
dedopéva, yio to Fluad (tpidvvapo okedacua) otov madlotpikd TAnfucuo.

Avooopd mHoavoloyouULEVEV AVETIOVUNTOV EVEQPYELDV

H avagopd mbovoroyobuevov avemBounTov evepyelmv PETA amd T YopnyNnon &delog KukAopopiog
TOV QUPUAKELTIKOD TPOidVTOG eivan onpavtiky. Emtpénetl  ovveyn mapakorlovnon g oxéong
0PELOVG-KIVOHVOL TOV QUPLAKEVLTIKOD TPOIGVTOG. ZNTEiTOL ammd TOVG EmAyYEAUATIEC VYElOG VA
avaPEPOVY OTTOLEGONTOTE TOOVOAOYODUEVES OVETIOVUNTEG EVEPYELEG LECH TOV EOVIKOD GLGTILOTOG
avapopds mov avaypdeetal oto [Hapdptnua V.

4.9 Ynepdoooloyia

Agyv givorl mBovo 1 vepd0GoL0YiL VO EYEL OTTOL0ONTOTE OVGUEVT EMIOPACT).

5. DAPMAKOAOI'IKEX IAIOTHTEX
51 ®@oppokodvvopIKES 1O10TNTES
Ddoppokobepanevtikn katnyopio: Eufoiio ypinng, kootkog ATC: JO7TBB02

Mnyoavioudc dpdonc

To Fluad Tetra mapéyel evepyd ovocomoinoT £vavTl TEGGAPOV GTELEXDY TOV 10V TG YPITNg (dVo
VTOTOTTOVG A Kot dvo votvmovg B) mov mepiéyovtal oto euPorio. To Fluad Tetra exdyet yopuikd
AVTICOUOTO EVOVTL TOV OULOGVYKOAANTIVOYV. AVTA TO AVTICOUOTO EE0VOETEPOVOVY TOVG 100G TNG

ypimng.



YuyKekpyéva enimeda TITA®V OVTICOUATOV avasTOANG apocvykoAinong (HI) petd tov epfoiocpd
LE 0OPOUVOTOINUEVO EUPOALO YPITNG SEV EYOVV CUGYKETIGTEL LUE TNV TPOCTAGIN OO TOV 10 TNG YPINNG,
oALG ot titAotl avticopdtov HI £xouv yprnoyomondel og HETPO OMOTELECUATIKOTNTOG TOV ERPOAIOV.

To avticopo Evavtt €vOg TOTOV 1 VITOTVLIOV 10V TNG YPITNG TAPEYEL TEPLOPIGUEVT N DEV TOPEYEL KOLio
TPOGTACTH EVOVTL KATO10V AAAOL TOTTOL 1 LIToTLTOV. Tlepattépw, TO AVTIGOUA EVOVTL P0G AVTILYOVIKNG
TOPOUAAOYTC TOV 100 TNG YPIMNG EVOEYETOL VO U1V TOPEYEL TPOCTUCIN EVAVTL LLOG VENG OVTIYOVIKNG
TOPOUAAAYNG TOV 16100 TOTTOL 1} VTOTHTOV.

To Fluad Tetra mepiéyet to avocsoevioyvtiko MF59C.1 (MF59), to omoio £yl oyxediactel dote va
aLEAVEL Kot VoL SIEVPVVEL TNV OVTLYOVOELDIKT 0LVOCOOTAVTION KoL VO, TOPOTEIVEL TI SLOPKELD TNG
ovVOCOoUTAVINGNC.

2uVIeTATol 0 €TNG10G EMAvEUPOMAGHOG, O10TL 1| avooia e&achevel KOTA TN dLPKELN TOL £TOVS TOV
axolovbei Tov ufoillacpd Kot To KUKAOQOPOVUVTO GTEAEYN TOL 100 TNG Ypinng puetafdAiovTol amd

£10¢ o€ £10G.

DopULOKOOVVOLUKES ETLOPAGELS

Hixiouévos minbveuds (65 stdv kat dvew)

Avocoyovikoétnta

H avocoyovikétnta tov Fluad Tetra a&toloynOnke oty khvikn pedétn V118 20, po moAvKeVTpIK,
TUYOLOTOUN UEVT, OITAG TVOAT], ELEYXOLEV LE GUYKPLTIKO EUPOAO KAVIKT HUEAETN TTOV dtevepynOnke
Katd tn S1dpKeld Tng TEPLOdov Ypinng tov 2017 - 2018 oto Popeto nuceaiplo. HAkimpévor
GUUUETEYOVTEG 65 €TMV Kot v TuyotomomOnkoy (ne avaroyia 2 : 1 : 1) yio T Aqyn tov Fluad Tetra,
TOV AOEI000TNUEVOD OVOGOEVIGYVUEVOL TPIOVVALOL epPoriov ypinng (Fluad, aTIV-1) 1} evog
OVOGOEVIGYVLEVOD TPLOOVOUOD gUPoAiov Ypinng Tov Ttepieiye To evarlokTiko atédeyoc B (aTIV-2).
Ot emAEELLOL GUUPETEXOVTEG NTOV AVOPEG 1 YVVOITKES NALKING > 65 TV OV NTOV VYIEiC N ElYav
GULVVOOT|POTNTEG TOL ALEAVAY TOV KIVOLVO IOV SETPEXAY VO ELPAVIGOVV EMTAOKEG TNG Ypimng. H
péon MnAKio KoTd TNV €yypaen TV cuppetexovimv tov éhapav to Fluad Tetra fitav ta 72,4 £tn. O
YOVOIKEG GUUUETEXOVGEC AVTITPOSAOTELAY TO 58,2% Tov TANOLGHOD TNG PEAETNG.

Ta kataAnktikd onueio avosoyovikdtntag mov agtohoyndnkay 3 efdopdades petd tov eppfortacud
Ntav 0 YEOUETPIKOC HEGOG Tithog avticopdtwv (GMT) avacstoAing g apocvykoiinong (HI) kot o
pvOuoc opopetatponng HI (tithog HI mpv and tov gpPortacud < 1 : 10 ko tithog HI petd tov
euporoouod > 1 : 40 1 tovrayotov 4nidoia avénon tov tithov HI amod tov titho HI mpwv and tov
euporocud > 1 : 10). To Fluad Tetra enédeile un kotmtepdTa Kot yo ta 4 oteléym g ypinng Kot
OVOTEPOTNTA EVOAVTL TOV EVOAAAKTIKOD GTEAEXOVG B mov de cuumepthapfavotay oto cuyKpITiKd
eupora Fluad aTIV. Ta dedopéva un katwtepdmtag cvvoyilovtat otov [ivaka 2.

Mivakog 2: GMT petd tov pfoAlacpo Kol 10606TO 0POUETATPOTING 6E MAMKIOUEVOVS
GUUUETEYOVTES NAIKIOG 65 ETOV KUl AVE

GMT B
Adyog GMT*
(95% CI)
aTIV-1 aTIV-2
. Fluad Tetra L aTIV?/Fluad Tetra
XTéle)0g (B-Victoria) (B-Yamagata)
N =872 (95% CI)
N =436 N =433
65,0 75,2 1,2
A/HIN1
(57.,8,73,1) (66,7, 84,7) (1,1, 1,3)
294,9 2933 1,0
A/H3N2
(261,9, 332,1) (259.9, 331,0) 0,9, 1,1)




GMT i
Adyogc GMT*
(95% CI)
24,7 24,3 1,0
B/Yamagata A/E
(22,7, 26,8) (22,0, 26,8) (0,9, 1,1)
L 30,8 30,1 1,0
B/Victoria AE
(28,3, 33,5) (27,3, 33,2) (0,9, 1,1)

% opopetoTpomnig’ . B
Aw@opa opopstatporich

95% CI)
aTIV-1 aTIV-2 aTIV®— Fluad Tetra
i Fluad Tetra . .
XTéle)0G N=872 (B-Victoria) (B-Yamagata) 95% CI))
N =436 N =433 (95% CI) aTIV
35,2 38,4 32
A/HIN1
(32,0, 38,5) (35,2, 41,8) (-1,3,7,8)
39,3 39,7 0,4
A/H3N2
(36,1, 42,7) (36,4, 43,0) (-4,2, 5,0)
16,4 15,5 -0,9
B/Yamagata A/E
(14,0, 19,0) (12,2, 19,2) (-5,1,3,3)
L 13,4 12,2 -1,3
B/Victoria A/E
(11,2, 15,9) 9.2, 15,6) (-5.1,2,6)

Yuvropoypagieg: GMT = M'eopetpikdc pécog tithog aviicopdtov, CI = Aidomuo epumiotoodvig, A/E = Aev epappoletat.
aTIV-1: adetodotuévo, avocoevicyvpévo pe MFS9, tpidvvapo, adpavomompévo, mpoepydpevo omd afyd epforo
vropovadog ypinng FLUAD TIV nepiéyov otéleyog B-Victoria, aTIV-2: avocogvicyvpévo pe MF59, tpidvvapo,
adpavoromuévo, Tpogpxopevo amd afyd eppfoito vropovadag ypinng mepiéyov otéheyoc B-Yamagata

N = 0 ap1Opdg TV ePPoMACUEVOV CUUUETEXOVTOV Ue SlaBEoa SedOUEVA amd TO OVAPEPOUEVO KOTUANKTIKO onpeio
0VOGOYOVIKOTNTAG (GUVOAO KATE TO TPMTOKOALO).

*H pn kototepdmta yio tov Adyo GMT opilotav wg e&ng: To péytoto 6pto tov appirievpov 95% CI yuo tov Adyo Tmv
GMT dev vrepéforve to 1,5.

P H pn katotepdTTa Y100 T S10p0pd 0popeTaTpomth opidToy m¢ eEAG: TO HEYIGTO Oplo TOV aupimievpov 95% CI yia
Srpopd pHeta&d TV opopeTaTPOT®V dev vaepéPatve To 10%.

¥ Qg opopetatpomnt opotav o tithog HI mpwv omd tov epfortacpd < 1 : 10 ko o tithog HI petd tov epforacpd > 1 : 40 1
tovAdytotov 4mhdcio avénon g HI and tov titho HI wpv and tov gpPoracud > 1 : 10.

3 O1 opddeg tov epforiov aTIV-1 kot aTIV-2 éyovv cuykevipmbei y1a v avéivon tmv oteheymv A/HINT won A/H3N2.
INoa 1o otéheyog B/ Victoria aTIV = aTIV1, ywo to otéheyog B/Yamagata aTIV = aTIV-2.

Avoooyovikotnzo, tov aTlV

H avocoyovikétnta tov Fluad (tpiddvapo okevacpa) eivar cuvaeng yio to Fluad Tetra, d10tt
apQoTEPO TO, EPPOALD TOPACKEVALOVTOL LE XPTOT| TG 1010G d1adKacing Kot EYovV
OAANAOETIKOAVTTTOUEVEG GUVOEGELG.

H Melét V70 27 ftav o LeYAAT, TOYOOTOMmUEVT), EAEYYOUEVT], TVPAN WG TPOG TOV e&eTaoT,
TOAVKEVTPIKN HEAETN GAONC 3 Yia TNV a&loAdyNoN TG AVOGOYOVIKOTNTOG KOl TNG AGPAAELNS TOV
Fluad og oVykpion pe un avocogvioyvpévo gpforto kat dievepynnke to 2010 - 2011. O
GUUUETEYOVTEG TVYOoTOomMONKay pe avoroyia 1 : 1 yio ™ Aqyn epdmaé d6ong 0,5 ml tov Fluad 7
EPATOE 0O0MG EVOG UN AVOGOEVIGYLUEVOD guforiov ypinrg. OOl 0L GUUUETEXOVTES
TapakolovdobvTay yio TEPimov £va £T0¢ LETE TOV EUPOAIOGUO.

2uvolkd 7.082 cuppeTéyovteg TuyaomomOnKay Kot ELPOAIGCTNKAY, CUUTEPIAALPOVOLEVOY
3.541 ovppetexdvtwv og Kabe pia amod T LYKEVTPOTIKEG opddeg Tov Fluad kot tov pn
AVOGOEVIGYLUEVOD gUPoiiovn. Zvvoiwkd 2.573 coppetéyovteg (1.300 otnv opdda tov Fluad kon
1.273 otnv opdda Tov pn avocoeVIGYLUEVOD ERPOAIOV) BE@pobvTay «LYNAOD KVEHVOL
GUUUETEYOVTES (VTTOKEIIEVEG YPOVIEC TAONCELS, CUUTEPIAAUPBAVOUEV®V TNG CLUPOPTTIKNG KOPILOKNG
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OVETAPKELOG, TNG YPOVING ATOPPUKTIKTG TVELLOVOTTAOELG, TOL AoOUATOG, TNG NIATOTAOELNS, TNG
VEQPIKNG OVETAPKELNG 1/KOL TOV VEVPOLOYIKDOV/VEVPOUVIKADV 1) LETAPOMKDV dLOTOPUY DV
GUUTEPILAUPAVOUEVOD TOL GAKYAPMDOOVG JPNTN).

O KxVp1og 6ToY0¢ TG avatepdtnTag Tov Fluad évavtt tov pun avocogvioyvuévou gufoliov dev
emetedyOn Yo kavéva opodAoyo otéreyog. Ot Adyolt GMT koudvOnkav amo 1,15 éog 1,61 pe katdTePO
op1o tov 95% CI 1,08, evd o1 810.p0pEg GTAL TOGOGTA OPOUETATPOTN G KupLavONKay and 3,2% émg
13,9% pe xatwtepo 6pro tov 95% CI 1,1%.

To Fluad mpoxdrece vymhotepovg titAovg avticopdtov Yo to A/H3N2, ot onoiot dtatnpndnroay yo
€m¢ kot 12 punveg petd tov euPfortocud. Ta aroteléopata NTov TOPOHOLO Y10 TOVG GUUUETEXOVTES
VYNAOV KIvOOVOL e TPOKABOPIGIEVES GVVVOCT)POTNTEG.

ArnoteleopotikdTnTo

Agv &ovv devepynOei pekéteg anotehecpatikdmrag pe o Fluad Tetra. Ot pedétec mapotnpnong
OTTOTELECULATIKOTNTOG OV €YovV dlevepynbei pe to Fluad (tpidvvapo ckedaoua) eivor cuvaeeic yio to
Fluad Tetra, d10tt apedtepa to epuPfora Tapackevdlovtal Le ¥prion g idtug dtadikasciog Kot Exouv
OAANAOETIKOAVTTOUEVEG CLUVOEGELS.

Houdwazpinos minBoeuds (6 unvav éwg Kdtw TV 6 eTOV)

To Fluad Tetra dev gvdeixvutal yia ypnon o€ modid, PA. Tapdypapo 4.2.

H amotelecpatikotnta, n avocsoyovikdtnta kat 1 acedieia tov Fluad Tetra a&loloynOnkay otnv
KAvikn pedétn V118 05, pio ToAVKEVTPIKT], TUXOLOTOUNIEVT, TVPAT MG TTPOG TOV EEETAOTY,
eleyyouevn perétn mov devepyndnke katd v mepiodo ypinng 2013 - 14 (nepiodog 1) ko v mepiodo
vpinng 2014 - 15 (nepiodog 2) Tov POpeiov Nue@apiov o€ Todd nAkiog 6 pNvov Emg KAT® TV
6 etov. Ta Tadrd nhkiog kdto tov 3 etdv EAafav 0,25 ml epPoriov, evd Ta peyoivTepnc nikiog
wod1d Elafav 0,5 ml epPoriov. Tao modid wov gpPoidlovtay yio TpOTN POPE EVOVTL TNG YPITNG,
E\aPoav dvo d6cel; epPforion, o€ amdaTaon ToVAdYIeTOV 4 EBdouddmy petald tovg. 10.644 Toidid
gvtayOnkoy Kot ToyotorotOniay yio t Aqyn tov Fluad Tetra 1| Tov un ovocoevioyvpévon
ovYKpTIKov epforiov pe avaroyio 1 : 1: 5.352 moudid eviaydniov oty opdda tov Fluad Tetra kou
5.292 mondid eviaydnkov 6Ty opdde TOV PN BVOGOEVIGYVUEVOD GUYKPITIKOD gRoiiov.

Avocoyovikdétnta

"Eva vroohvolo maidicdv mov evidydnkav e avtv ™ perétn a&loAoynonkav g pog v
O0VOGOA0YIKT TOVG amokplon oto Fluad Tetra kot 610 Un avoGOEVIGYVUEVO GUYKPLTIKO EUPOALO.
A&oloynoelg avocoyovikotntog dtevepynnioay mpv and (kdbe) eufortocud kot 3 efdopddeg petd
TOV TEAELTAL0 EUPOMAGHO. ZVVOAIKA, 2.886 Tad1d CLUTEPIANPONKAY GTO VTOGVHVOAO Y10 TNV
a&lodldynon g avocoyovikdotnrag (Fluad Tetra: N=1.481, un evioyopévo uykpitikd gppoio:
N=1.405).

To Fluad Tetra enédei&e vymAOTEPT AVOGOAOYIKY] AVTATOKPION GE GUYKPLON LE TO N
OLVOGOEVIGYLUEVO GLYKPLTIKO gufoito. EmumAéov, o mpmtogpfolaldpeva katd tng ypinng maidid, o
tithot avticopdtov 4 efSopddeg petd Tov TpdTo UPforlacud, kabms kot 3 foouddes petd tov
dgvTEPO EUPOAIACUO NTOV HEYAADTEPOL GTOVG GLUUETEYOVTEG TToL EAafav To Fluad Tetra.

Xtovg 12 punveg petd tov epfoitacpo,  SloThpnon T avocoamdvTnong frav vynidtepn otnv opdoo
tov Fluad Tetra o€ cOyKkpion pe TNV OUASA TOV U1 AVOGOEVIGYVUEVOD GUYKPITIKOD EUPoAiov.

ATOTEAECUOTIKOTITO,

H anoteleopatikdtnTa 10U gUPoriov EXTIUNONKE ®G TPOG TV TPOANYN TNG TPDOTNG ELPAVIONG
gpyactnploKd emPefaiopévng ypinng mTov cuoyeTIOTAV UE CLUTTOUATIKY YPUT®ON cuvdpoun (ILI).
H ypumddng cuvdpopun opilotav wg mopetdg 37,8 °C Kot TAv® GUVOIEVLOUEVOG OO OTOL0ONTOTE OO
ta €ENG: P, TOVOLALIO, PIVIKT) GCULPOPNGT 1 PIVIKT KOTOpPOT| EppaviCopeva > 21 nuépeg

kol < 180 nuépec petd tov tedevtaio epfoMacpd 1 Emg 10 TEAOG THG TEPLOOOV YPImNE, OO Ao TIC
d00 TeP1Odovg NTav peyahdTepn. Ao Tovg cuppetéyovteg ne ILI cuAdiéyOnkav pvopopuyyid
emypiopota kot eAéyyOnkav yuo ypinn A (A/HINT xoaw A/H3N2) kot ypinn B (apeotepec o1 oelpéc)
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HEC® 0AVCIOMTAG avTidpaong molvpepdong ovtiotpopng petaypagng (RT-PCR). Xvvolikd

508 nepittdoelg mpdTNG EPPaviong emPeParopévng péosm RT-PCR ypinng mpoékuyoay Kotd ™
dupkela g peréme. Ot 10 katd tnv mepiodo Eva kot o1 498 katd v mepiodo dvo. H mieiovotnta
TOV TEPMTOGE®Y Ypinng rav A/H3N2. Mg Baon Tov Tpocdlopioid TV OVILYOVIK®V
YOPOUKTNPLOTIK®Y, TAV® 0O TO EVEVIVTO, TOLG €KATO TV otedey®v A/H3N2 amd v nepiodo dvo
TPOGOIOPIoTNKAY (O AVTIYOVIKA dLoKPLTd amd To moAhamhaciacuévo og afyd A/Texas/50/2012, to
otéleyog Tov gpfoiiov HIN2.

A&oloynOnke 1 amoteAecpOTIKOTNTO TOV EUPOAIOL GE GVYKPIOT LE TO LT OVOGOEVIGYVUEVO
oLYKPLTIKO gufoito ypimne. H oyetikn amotedespotikodtnta tov gpporiov (rVE) peta&d tov opddmv
tov Fluad Tetra kot tov GuyKp1TiKod EUPOAIOV GTOVE GUUUETEYOVTEG NAMKING =6 £¢ <72 UNVOV fTay -
0,67 [95% CI: -19,81, 15,41]), n omoia dev 1Kavomoince Tov TpmTeEHOVTA GTOYO TNG LEAETNS.

Acopdieln

Agdopéva, ac@AAELnG GLAAEYOVTAV Y10 £0¢ Kot 12 uriveg HeETd T Aqyn ToL TeAeVTaiov UPOoALOGHOD.
YynAotepn cuyvotnTa ELEAVICTC TOTIKMV KOl CUGTIUOTIKOV avTIOpAcE®V avapépOnke o
ovppetéyovteg mov Ehafov to Fluad Tetra oe 6OYKpIon LE TO [N VOGOEVIGYVUEVO CLYKPLTIKO

euporo ypimng.

O1 cuyvotepa avapepopeves avemBounteg evépyeteg (>10%) ftav svastncio (43,2%),
evepediotomta (27,1%), vevniia (26,3%), petaforn otic cuvnbeleg dratpoenc (22,5%), mopetdg
(19,1%), duappota (12,3%) ot Epetog (10,3%).

O Evponaikog Opyaviopoc Papudkwv €xel ddoel avaoin amd Tnv voyxpémaon VIOBOANS TV
amotelecpdtov Tov peret@v pe to Fluad Tetra og pia 1 meplocodTepeg vokaTnyopieg Tov
Tod10TPIKoD TANBLCUOY otV TPOANYT TNg Aoipnméng amd ypinn. BAéne mapdypapo 4.2 yia
TANPOPOPIEC GYETIKA LLE TNV TOOLUTPIKT XPNON.

5.2 ®@appoxokivTiKES 1O10TNTES

Agv gpappolertar.

5.3 IIpoxiwvikd dgdopéva Yo TNV 0.0Qarera

To un Kvika dedopéva dev amokaAVTTOLV 10104TEPO Kivouvo Yia Tov avBpwmo pe Bdon Tig
oLUPOTIKEG LEAETEG TOEIKOTNTOG EXAVOAOUPBAVOUEV®Y SOCEMV, TOEIKOTNTOG OTIV OVATOPOYMYIKT|
KOVOTNTO Kot ovAmTLEn, TOTIKNG avoyng Kot evaicdntomoinong.

6. OAPMAKEYTIKEX IAHPO®OPIEX

6.1 Katdaroyog ekddymv

I 10 avocogvioyvTikd: PA. emiong mopdypapo 2.

Ndtpio yAoprovyo

KaAo yrwplovyo

DoPopikd KAMO d160EVO

AHopKd OSPOPIKO dvATplo

Mayviclo yAwplovyo e&adopikod

AcPéotio yYloplovyo dwdpikd
Ydwp yia evéoipa



6.2 AovppatrétnTeg

EAetyet pedetav oyxetikd pe m cupfatdtnta, 10 Topdv QUPUOKEVTIKO TPOIOV gV TPEMEL VO
OVOUELYVOETOL UE GAADL POPUOKEVTIKG TPOTOVTAL.

6.3 Awdpkero {ong
12 punveg
6.4 Iowitepeg Tpo@LAGEELS KATE TN OVLAEN TOV TPOIGVTOG

dvidocetat og yoyeio (2 °C — 8 °C). Mnyv katoydyete. Amoppintete, av 1o euPfoiio Exetl kaToyuybet.
DvAAGoETE TNV TPOYEUIGUEVT] GUPLYYO GTO EEMTEPIKO KOVTL Y10 VO TPOGTATEVETAL OO TO PG,

6.5 ®@Von KU GVOTUTIKA TOV TEPLEKTN

0,5 ml evéoiov evalwpnLaTOg 0 TPOYEUITUEVT cVUpLYYa (YvaAl ToToL 1) pe Thpa eloydpnong
gUPorov (ehaotikd Ppmpofovturion), e N yopic ferdva.

Yvokevaocia 1 Tpoygpopuévng ovpryyag pe Perdva
Yvokevaocio 1 Tpoyepiopévng ovpryyag xopic ferdva
Yvokevaocio 10 Tpoyepucpévav cuplyymv pe felova
Yvokevaocia 10 Tpoyepicuévov cupilyyov yopic ferdva

Mmopel va unv Kokho@opoOv OAEG 01 GLGKEVAGIES.
6.6 Iowitepeg TPOPLAGEELS GTOPPLYNGS KUl GALOG YEIPIGIOG

AvVoKIVI6TE AmOAd TPV amd TN ¥PN oM.
Metd v avakivnomn, n eUGIOAOYIKN EULPAEVIoT ToV eUPforiov gival £va YOAOKTOXPOUO EVOLDPTLLOL.

EmbBempeite ontikd to mepieydueva. kb mpoyeiopévng cOpyyog yio Dopén COUATIOWKNG VANG
/Kot 0TOKAIGEL OTNV EUEAVIOT) TPV OO TN XopNynor. Av topatnpndel orotadnmote omd Tig 600
KATOOTAGELS, LN YopnYELTe TO UPOAI0. Mn ypnoponoteite, ov 1o epPforio Exet katoyvydel. Kabe
OLYPNCULOTOINTO POPUAKEVTIKO TPOTIOV 1) VITOAEIULO TPETEL VA ATOPPITTETOL GOUPDVOL LLE TIG KOTE
TOTMOVG 10YVOVOEG GYETIKEG OLATAEELS.

Koatd ) ypron pog mpoyepucpévng cvptyyag mapexOpevne yopic BeAdva, apapEote TO KAAVLLLO TOV
GKPOV amd TN CVPLYYO Kot ETEITO TPOGOPTHOTE Lol KOTAAANAN BeAova yia Tn yopnynon. ' cOpryyeg
tomov Luer Lock, apaipéote To kdAvpupo Tov dipov EEOOVOVTAG TO GTPEPOVTAG TPOG T APLOTEPC.
Ao agoaipebel To KAV TOL GKPOL, TPOCAPTHOTE Wi fELOVa 0N cVPLYYL Kot PLOdoTE T
STPEEOVTAG TTPOG Ta OeELl £0¢ 0TOV acPaAicel. Aol 1 Behdva acparicel ot BEom TG, APoIpESTE TO
TPOCTOTEVLTIKO TNG PEAOVAG KOl XOpPNYNOTE TO ELPOALO.

7. KATOXOX THX AAEIAY. KYKAO®OPIAX
Seqirus Netherlands B.V.

Paasheuvelweg 28

1105 BJ Amsterdam

OMavdia

8. APIOMOZXZ(OI) AAEIAY KYKAO®OPIAX

EU/1/20/1433/001
EU/1/20/1433/002



EU/1/20/1433/003
EU/1/20/1433/004

9. HMEPOMHNIA INPQTHY EI'KPIXHX/ANANEQYHY THX AAEIAX

Huepopnvia tpodng €ykprong: 20 Maiov 2020

10. HMEPOMHNIA ANAGEQPHXHX TOY KEIMENOY

Aemtopepeic TANPoPopieg Yo T0 TOPOV PUPUOKEVTIKO TPoioVY gival dlabéaiueg oTov SKTLAKO TOTO
tov Evponaikod Opyovicpod @appdkmv: http://www.ema.europa.cu.




ITAPAPTHMA 11

MHHAPAXKEYAXTHX(EY) THX (TQN) BIOAOT'IKQX
APAYXTIKHE(QN) OYXIAX(QN) KAI
HAPAXKEYAXTHX(EX) YHHEYOYNOZX(OI) I'TA THN
AIIOAEXMEYZXH TQN ITAPTIAQN

OPOI'H HEPIOPIEMOI XXETIKA ME TH AIAGEXH KAI
TH XPHXH

AAAOI OPOI KAI AITAITHXEIX THX AAETAX
KYKAO®OPIAX

OPOI'H MEPIOPIZMOI ZXETIKA ME THN AX®AAH KAI
ATIOTEAEXMATIKH XPHZH TOY ®PAPMAKEYTIKOY
MPOIONTOX



A. TAPATKEYALTHZ(EX) THZ(TQN) BIOAOTIKQY APAXTIKHE(QN) OYZIAL(QN)
KAI IAPAZKEYALTHZ(EX) YHIEYOYNOZX(OI) I'lA THN ATIOAEEMEYXZH TQN
MMAPTIAQN

Ovopa kai d1ievfuvon tov(twv) Topacskevosti(®V) Tne(tmv) Broloyikdc dpoaotikng(mv) ovoioc(dv)

Seqirus Vaccines Limited
Gaskill Road, Speke

L24 9GR Liverpool
Hvouévo Baciielo

Ovopa xat d1evbuvon tov(tmv) Tapackevacti)(®V) mov givor vaevhuvoc(ot) yio TNV ATodE£GUEVCT] TOV
ToPTId®V

Seqirus Netherlands B.V.
Paasheuvelweg 28

1105 BJ Amsterdam
OMavdia

B. OPOI'H HEPIOPIZMOI LXETIKA ME TH AIAGEXH KAI TH XPHXH
DoppoKeLTIKO TPOTOV Y10 TO OTOT0 AMUITEITAL LATPIKT CLVTOYT.
. Enionun amodéopgvon naptidomv

2opewvo pe to apbpo 114 g odnyiog 2001/83/EK, n emionun amodécouevon Tov toptidwov
TPOYUOTOTOLEITOL ATTO KPATIKO EPYUGTIPLO 1) OO EPYUCTNPLO TOL £XEL 0plabel Yo Tov oKomd aTo.

I AAAOI OPOI KAI AITAITHXZEIX THX AAEIAY KYKAO®OPIAX
. Ex0fcg1g meprodiknc mapaxorovdnong g ac@daretas (PSURS)

Ot amoutioelg yo tnv vroPoin twv PSURS yo 10 v Adym goppakevtikd mpoidv opilovion
GTOV KOTAAOYO UE TIG Nuepounvieg avapopdc ¢ Evoong (katdhoyog EURD) mov mapatifetot
otV mapdypapo 7, tov apbpov 107y, g odnyiog 2001/83/EK kot kGbe emaxorlovdng
EMKALPOTTOINONG OTWS OMLOGLEVETAL GTNV EVPOTAIKT SIKTVAKT TOAT Y10 TAL PAPLLOKAL.

A.  OPOI'H IEPIOPIZEMOI XXETIKA ME THN AX®AAH KAI ATIOTEAEXMATIKH
XPHZH TOY ®PAPMAKEYTIKOY ITIPOIONTOX

. Yyéo10 owayeiprong Kivovvov (XAK)

O Kéroyog Adetog Kukiopopiog (KAK) Ba die&aydyet Tig amontoOpeveg dpacTnploTnTES Kol
TOPEUPACELG PUPUOKOETOYPVTVIONG OTT¢ Tapovotdlovtal 6to cupenvndéy ZAK mov
mapovctdleTar otny evotnta 1.8.2 g doelog KukAoPopiag Kot OTOIECONTOTE EXAKOAOVOEG
gykekpipéveg avabempnoelg tov TAK.

‘Eva emucaporompévo XAK Oa npémnel va katatedei:
e Metd and aitnpa tov Evponaikov Opyovicpod @appdkaov,
e OnotedNMOTE TPOMOMOLEITAL TO GVGTNUA SlayElPLoNG KIvOHVOD, EO1KE MG AmOTELEGLO ANYNG
VEOV TANPOQOPLOV TTOV LITOPOVV VO ETLPEPOVY GTLLOVTIKT OAAAYT GTN 0XECT] 0QEAOVG-KIVOUVOU
N ®©¢ ATOTEAEG LA TG EMITEVENG EVOG OTLLOVTIKOV OPOGTLOV (QPOPUOKOETOYPOTVIION 1
gloy1oTomoinon Kvdvvov).



ITAPAPTHMA IIT

ENNIXHMANXH KAI ®YAAO OAHI'TQN XPHXHX



A. EINIXHMANXH



ENAEIZEIX ITIOY IIPEIIEI NA ANATPA®ONTAI XTHN EEQTEPIKH XYXKEYAXIA

Xdptivo kovTi Y10 60pryya(e5) pE 1 xopic ferdva
- 1 wpoyepiopévn ovpryya (0,5 ml) pe perdva

- 1 Tpoyemopévy cvpryya (0,5 ml) yopic perova

- 10 Tpoyepiopéveg ovpryyes (0,5 ml) pe ferdva

- 10 Tpoygmiopéveg ovpryyes (0,5 ml) yopic ferova

1. ONOMAZXIA TOY ®PAPMAKEYTIKOY ITIPOIONTOX

Fluad Tetra, evécio evol®PNO GE TPOYELGUEVT] GUPLYYO

Eppoio ypinng (avtiydévo empaveiog, adpovoromuévo, avoGoEVIGUUEVO)
IMTEPIOAOZX 2022/2023

|2. XYNOEXH XE APAXTIKH(EY) OYXIA(EY)

AvTiyova emipaveiog Tov 100 TS YpInng (0HocLYKOAANTIVI Kol VELPAUIVIOAGT)), 0OPOVOTOINIEV,
TV ak6AoVBwV oteleydv ava 0,5 ml:

Ytéheyog opoto pe A/Victoria/2570/2019

15 pixpoypappdpio HA*
(HIN1)pdm09

Xtéleyoc opoto pe A/Darwin/9/2021 (H3N2) 15 pkpoypoppdpro HA*

Xtéheyog opoto ue B/Austria/1359417/2021 15 pukpoypappdpro HA*

Y1éleyoc opoto pe B/Phuket/3073/2013 15 picpoypappdpio HA*

* QUOGVYKOAANTIVY

3. KATAAOI'OX EKAOXQN

Avocogvioyutiké MF59C.1: ckovarévio, moAvcopPiko 80, copPirdvng TpleAaikdc 0TéPAC, VATPLO
KITPIKO, KITPIKO 0EL

"Exdoya: vatplo yAwp1ohyo, KAAL0 YAmpltovyo, pOGEOPIKO KAALO S160EV0, STHOPIKO POGPOPIKO
dvaTp1o, poyvinolo yAmpovyo e£aidpikd, aoPECTIO YA®PLOUYO SdPIKO, VOWP YO, EVECTULOL

|4. OPAPMAKOTEXNIKH MOP®H KAI IIEPIEXOMENO

Evéoo evaidpnpa 6g TpoyepIcuévn coptyya

1 poyeopévn cvpryya (0,5 ml) pe Berova

1 mpoyeuopévn ovpryya (0,5 ml) yopig Berdva
10 wpoyepicpéveg ovpryyes (0,5 ml) pe Berova

10 mpoyepicpéveg ovpiyyes (0,5 ml) yopic Berdva



[5. TPONOX KAI OAOX(OI) XOPHTHEZHE

Evdopvixn ypnon.

AwPacte T0 POALO 0ONYIOV XPHONG TPV OO TN XPNOT.

6. EIAIKH ITPOEIAOIIOIHXH XYM®QNA ME THN OIIOIA TO ®PAPMAKEYTIKO
MPOION MPEIEI NA ®YAAXXETAI E OEXH THN OIIOIA AEN BAEIIOYN KAI
AEN ITPOXEITIZOYN TA ITAIATA

Na puidocoetar o€ 0éom, TV onoia dev PAETOLY Kot dev TPooeyYilovy Ta. TOLOLA.

[7. AAAH(EZX) EIAIKH(EX) IPOEIAONOIHZH(EIZ), EAN EINAI ATAPAITHTH(EX)

65 gtV Ko Gvo

|8. HMEPOMHNIA AHEHX

AHEH

9. EIAIKEYX XYNOHKEYX ®YAAEHX

dvAdooete og yoyeio. Mnv katoyOyeTe.
DuAdooeTe TNV TPOYEUIGUEVT] GUPLYYO GTO EEMTEPIKO KOVTL Y1 VO TPOGTATEVETAL OO TO PG,

10. TAIAITEPEX TIPO®YAAZEEIX I'TA THN AIIOPPIYH TQN MH
XPHEIIMOIIOTHOENTOQN ®APMAKEYTIKQN ITPOIONTQN 'H TOQN
YIHOAEIMMATQN ITIOY HPOEPXONTAI AIIO AYTA, EOOXON AITAITEITAI

[11.  ONOMA KAI AIEYOYNIH KATOXOY THE AAEIAX KYKAO®OPIAZ

Seqirus Netherlands B.V.
Paasheuvelweg 28

1105 BJ Amsterdam
OMavdia

|12. APIOMOX(0OI) AAEIAY KYKAO®OPIAX

EU/1/20/1433/001
EU/1/20/1433/002
EU/1/20/1433/003
EU/1/20/1433/004

[13. APIOMOZX NAPTIAAX

IToaptida



|14. I'ENIKH KATATAZH I'lA TH ATAOGEXH

[15. OAHTIIEX XPHEZHE

AVOKIVIOTE ATOAG TPV amd TN YP1on

|16. IHAHPO®OPIEX XE BRAILLE

H ottioAdynon yio va pmv meptinedei n ypoor| Braille sivon amodektn.

17. MONAAIKOX ANATNQPIZTIKOZ KQAIKOX — AIZAIAZTATOX TPAMMQTOX
KQAIKAY (2D)

A1Gd100T0TOC YPOUU®TOS KOdKAG (2D) Tov pépet Tov Tepn@BEvTa LOVASTKO OVOYVOPLOTIKO
KOOKO.

18. MONAAIKOX ANAI'NQPIXTIKOX KQAIKOX — AEAOMENA ANAI'NQXIMA AIIO
TON ANOPQIIO
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EAAXIXTEX ENAEIZEIX ITIOY ITIPEIIEI NA ANATPA®ONTAI XTIX MIKPEX
YTOIXEIQAEIX XYXKEYAXIEX

EINIXHMANXH IMNPOTI'EMIZMENHX XYPIT T AX- ntpoyspiopévn copryya. (0,5 ml) pe erova
- tpoygmopévy cvpryya. (0,5 ml) yopig ferdva

|1. ONOMAZXIA TOY ®PAPMAKEYTIKOY TPOIONTOX KAI OAOX XOPHI'HZHX

Fluad Tetra, evéoio

Epporto ypinng
[epiodog 2022/2023

M

|2. TPOIIOX XOPHI'HXHX

|3. HMEPOMHNIA AHEHX

AHEH

4. APIOMOX ITAPTIAAX

Moprida

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

0,5 ml
15 meg HA avd otéheyog/doom

|6. AAAA XTOIXEIA
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B. DYAAO OAHI'TQN XPHXHX
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®vrho oonyIOV ypions: [IAnpogopics yia Tov yprjoty

Fluad Tetra, evéowylo evar@pnpo 6€ TpoysPIGUEVY oOPLYYO.
Epporto ypinng (avtiyévo empaveiog, adpoavomotnuévo, 0VOGOEVIGYVIEVO)

vTo @Aapurako avtd TEAEL LTO CLUTANPO®UATIKY TOPaKoAOVONGN. AVTo B emTpéyeL TO Yp1YOPO
TPOGOIOPICUO VEOV TANPOQOPLDY 0opiielng. Mmopeite vo fondncete pécm tng avapopdg Thavav
AVETOOUNTOV EVEPYELDV TOV EVOEYOUEVMG Tapovctalete. BA. T€hog Tng mapaypdpov 4 yia Tov TpOmTo
AVAQOPAG AVETIOVUNT®V EVEPYELDV.

Awpaote TPOGEKTIKA 0AOKANPO TO PVLAO 00N YOV YPNGNS TPLY TAPETE AVTO TO PAPRAKO, OLOTL

TEPLLOPPAVEL SNUOVTIKES TANPOPOPIES Y1 GO,

- ®vAdEte avtd TO EUALO 0dNYIDV XpNonG. Towe ypelaotel va to dfdcete Eavd.

- Eav éxete mepartépm amopieg, pOTNOTE TOV YIOTPO, TOV POUPLOKOTOLO 1| TOV VOGOKOUO GOG.

- Edv mapatnpnoete kdmola avemBountn evépyela, EVUEPMOTE TOV YIATPO, TOV PUPLOKOTOLO 1] TOV
VOGOKOHO 6aG. AuTtd oyvet kot Yio kB mBavr avemBountn evépyela mov SeV AVAPEPETAL GTO
Tapov OALO 00T YLDV Yprione. BAére mapdypapo 4.

T epréyel To TOPOV QVAAO 00N YLOV:

T givon to Fluad Tetra ko oo, givor 1 yprion tov

T mpénet va yvopilete mpv mapete o Fluad Tetra
g yopnyeitor to Fluad Tetra

[TBavég avemBounTeC evEPyELEg

[og va puidooete to Fluad Tetra

[epreydpeva g cvokevaciog Kot AOTEG TANpoPopieg

A

1. Th givan 7o Fluad Tetra kot wowa givar n yp1jon Tov

To Fluad Tetra givat éva gpPoAto katd g ypinng.

Orav yopnyeitatl o uPoro o€ évo GTOWO, TO BVOGOTOTIKO GUGTNIO (TO GUGTNLO PUGIKAG GUVVOG
TOV GMUOTOG) B TapdyeL T O1KN TOV TPOGTUGIC EVOVTL TOL 100 NG Ypinng. Kavéva and ta cvotatikd
oL eUPoriov dev pmopel va TPOKAAESEL Ypim).

To Fluad Tetra ypnoionotgitot yio v TpOANYN TG YPIMNG 6TOVE NMKIOUEVOLG NAIKIG 65 ETGMV.

To gpPorio dpa evavtiov TE00APMV GTEAEYDV TOV 100 NG YPINNG, COLPOVO LE TIC GUCTAGELS TOV
Hoaykoouiov Opyaviepov Yyeiog yo tnv mepiodo 2022/2023.

2. Tvrpémer va yvopilete npwv napete 10 Fluad Tetra

Mnyv napete to Fluad Tetra
- og mepinTmon aAlepyiog

® OTIC OPACTIKEG OVGIEC 1 G€ OTO10ONTOTE AAAO ATTO TO GLGTOTIKG ALTOV TOV PAPLAKOV
(avagpépovtar otV Tapdypapo 6).

e o710 afyo N T1¢ TpwTEiveg OpviBag (OTwg 1 woAevK®UATIVY), OTNV Kavapvkivn 1 ot Bgukn
VEOULKIVY, 6TN POPRAAdEDOT, 6T0 Bprptovyo keTvAotpuedviappmvio (CTAB) § oty
vdpoxoptTiLdvn, ToL givorl Katdroma ond T O1001KaGI0 TUPUCKEVTC.

- Av giyote Bapidg popeng aArepyikn avtidpaot (m.y. avaevio&io) oe Tponyovuevo euforiocud

KOTd NG Ypimne.

Ipogidomomoeis kKot TPoPVAGEELS
AmevBuvheite 6TOV Y10TPO, TOV QOPLOKOTOLO 1 TOV VOGOKOWO cag tpty wdpete to Fluad Tetra
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OPIN 1 yopnynon tov gufoiiov

e O yuwpdg 1 0 vVoookoOpHog B S106QAAIGOVY OTL VTTAPYEL AUESH SL0OEGIUN 1] KATAAANAN
OepamenTikn| oy@yn Kol eXiPAeYT, GTNV GTAVIO TEPITTMOON AVAPLACKTIKNG aVTIOpaonG (Lo ToAD
Baptd aArepyikn avTidpaon HE CUUTTOUATO OTMG SVGKOAN GTNV avamvor], (AN, adbvapo Kot
YPYOPO KOPILaKO TOAUS Kot dEpPOTIKO EEAVONLA) HETA TN YOpTYNOT. AVTN 1 avTidpacn pmopei
va gppaviotel pe to Fluad Tetra, 6mwg kon pe OAa To evéaia gRBoAta.

e Evnuepmote tov Y10Tpo cog av £xete vOG0 mov cvoyetiletat pe mopetd. O yuoTpdg cog pmopet va
omopacicetl vo Kafvuotepn ol Tov EUPOAMAGHLO cag LEXPL VO VITOYWPNCEL O TUPETOG,.

o [lpémel va evnuepmoete Tov YiaTpd 60c, £6v Exete eEacBevnéEVO AVOGOTOMTIKO CUGTN A 1] €AV
vrofdirecte og Bepameio n omoia enNPedlel TO AVOGOTOMTIKO CUGTNLA, TT.X. LE OVTIKOPKIVIK(L
eappoka (ynueobepaneio) 1 KopTIKOoTEPOEWN PappoKa (PA. Tapdypapo « Ao ApLOK KoL
Fluad Tetray).

e Evnuepmote Tov y10Tpd GOg av £YETE TPOPANLLA OLOPPAYING 1) oV KAVETE EDKOAN LEAAVIES.
Mmropel va vdpéet AmoBupio LETA, 1 akOpa Kl TPLY, oo omoladnmote Eveon Ue Peddva. Q¢ ek
TOUTOV, EVIUEPMDOTE TOV YATPO 1| TOV VOGOKOWO GOC, oV EXETE AMTOBuUNOEL KATA T YOPNYNoN
€veong 6710 TopeoV.

Onwg pe 6Aa ta guPoria, to Fluad Tetra umopei va unv tpoctatedoel TANP®S OA0 T0 ATOLO TOV
guporalovrat.

Hoowa
To Fluad Tetra dev cuvictdral yio xpnomn o€ Totdid.

Alra @appoxa kot Fluad Tetra

Evnuepdote Tov y10Tpd M TOV VOGOKOWO GOC, EAV XPTCLOTOLEITE, EXETE TPOCPUTA YPTCLLOTOGEL 1}
UTTOPEL VO YPNCUYLOTOMGETE AAAD PAPLOKO, CUUTEPIAUUPAVOUEVAOV KOL GVTMV TOV OEV GOG EXOVV
xopnynOel pe cuvtayn N v Exete APt tpdopata orotodnmote Ao UPOALO.

Kinon kot Onhaopog
AvT16 T0 EUPOAI0 TPoOPILETAL VIO YPTOT) GTOVE NAIKIMUEVOLE EVAAIKEC NAIKiaG 65 €TV Kot Av. Agv
TPEMEL VAL YPTCILOTOLEITAL G YVVaiKkeG o1 omoieg givan 1} umopel va eivan ykveg 1 Inraovv.

Oonynon Kot YEPIGUOS PNYUVIILATOV
To Fluad Tetra dgv €xet kapio 1 €€l Ao LOVTY EXOPACT] GTNV IKOVOTNTA 0ONYNONE KOl XEPLOUOD

unxovnpéToy.

To Fluad Tetra mepiéyel kG0 Kon vaTplo

To epforio awtd mepiéyel Aydtepo and 1 mmol vatpiov (23 mg) avd 6661, ONA. OLGLUCTIKA
«erehBepo vatpiovy.

To euPorio avtd mepiéyel kAo, Ayodtepo and 1 mmol kodiov (39 mg) avd d6or, dSNA. OVCLUCTIKA
«ehevbepo KaAiovy.

3. Iag yopnyeitar To Fluad Tetra

To Fluad Tetra yopnyeitot amd 1oV y10Tpd 1 TOV VOGOKOWO GOG [LE TN LOPPT| EVECTG GTOV LV TOL
Bpioketan 0T0 eMAve HEPOC TOV Ppoyiovo (OEATOEIONG HVG).

EvijMkeg nhkiag 65 €TV Kol avo

Mia 660m twv 0,5 ml

4. MBavég avemBOUNTES EVEPYELES

Onwc 6Aa Ta QAPLLOKO, ETCL KOL 0VTO TO QAPLLOKO UTOPEL VO TPOKOAEGEL AVETIOOUNTES EVEPYELEC, OV
Kot 6gv TOPOVGLALoVTaL GE OAOVG TOVG AvOPMITOVC.

23



Evnuepmote apésmg Tov y1aTpd Gog 1 TNYOIVETE GTO TUNIO EXELYOVTWOV TEPICTATIKOV TOV
TANGIEGTEPOV VOGOKOUEIOD, EAV TOPOVGLAGETE TNV 0KOAOLOT GoPfapn averiBountn evépyelo — iowg
YPEWOTEITE ENElyovoa 1atpikn| PonBgia 1 voonieio:

* AvokoAia otV avamvorn, CaAn, adOVapo Kol ypiyopo ToApd Kot depuatikd eEavOnua, ta oroio
€VOL CUUTTOUOTO PIOG AVOPLAAKTIKTG avTIopaong (QALEPYIKNG avTidpaomg ToAy Paptic Lopenc)

Ot axorovBeg avemBOuNTEG eVEPYELEC €YoV OvOPEPDEL KOTA TN JdPKELD KAMVIK®Y SOKIUMV G
eviAKeg NAkiog 65 eT@V Kot GvVe.

oAb cvyvéc (umopel va epeaviotodv o€ TeplocdTepovs amd 1 otovg 10 avBpdmovg):
* TI6vog ot Béom €veong
* Kénwon
+ TTovoképaiog

2uyvég (Umopel var epeavioTovy £0¢ kot o€ 1 atovg 10 avBpmmovg):
+ [lovog otig apBpaoeig (apHpairyio)
* Mvikdg movog (Lvaiyia)
* Koxkwviia ot 0éom éveong (epvdnua)
» YAnpovon tov dépuatog ot Béon éveong
* AlGppota
* Piyn
* Novria
* AndAren 0peéng
* Molomopog ot 8éon Eveong (exyOImon)
* I'pum®dom cvumtdpata

Oy ovyvéc (umopel va emmpedoovy ¢ 1 atovg 100 avBpdmoug):
* 'Epetoc
* TTvpetdg (=38 °C)

Ot tep1ocoTEPES OVETIBOUNTEC EVEPYEIEG NTOV NTILEG 1 LETPIEG KOL DITOYMPNCOY EVTOG 3 NUEPADV ATt
™V ELPAVIOT| TOVC.

Metd Ti¢ Tapoundve avemBOunTeg evEPYELEC, 01 aKOAOLOES aVETIBOUNTEC EVEPYEIEG ELPOVIGTIIKOV
TEPIOTUCIAKA KOTA TN dtdpKeln TG YeEVIKNG ¥pnong Tov Fluad Tetra 1) mapopotov gpfoiriov.

* peiwon tov aplfpov opiGUEVEV TOTOV COUATISIOY TOL AHTOg TOV ovoudalovtot
«atpometdMoy. O yopmAOS aptOUdc TV OUOTETAAI®MY UTOPEL VA £YEL OC OUTOTELEC LA
vepPoiikd porlomicud 1 apoppayio (Bpopfomrevia)

o TPNEWO TOV AdEVOV 0TO AdLpd, TN pooydin 1 ™ PovPfavikn ydpa (Aeppoadevorddeia)

* mpN&o, TOVog Kal kKokkvika ot 0€om éveong (opotdlovoa pe KutTopitida aviidpacn ot
0éom éveong)

o eKTETANEVO TPNEUO GTO EUPOALAGHEVO GKPO TTOV SlapKel TavV® amd pio efdoudda.

* yevikn advvapio | EMAeym evépyelag (eacBévion), yeviko aicnuo adabesiog (kakovyio)

* mopeToc (mupeia)

* uoikn advvapio

* TOVOG OTN VELPIKT] 000 (Vevpadyia), acuvnBiom aichnon aeng, Tovoc, aichnor Beppov ko
Yuypov (Tapotcnoia), onacpol, vEuporoyIKEG dlaTapoyEs Ol 0Toiec LmoPEl va 0dNyNoovY GE
aKopyio 6ToV Aapd, cOyyLoT, LOVOACLH, TOVO Kol AdLVOLI OTO (KPO, OITMAELL TG
1COPPOTHOC, ATMAELN AVTOVAKAAGTIKMOV, TOPAAVGT) LEPOVG 1] OAOKAN POV TOV GAWUNTOG
(eykeparopveritida, vevpitida, obvdpopo Guillain-Barré)

* JepUATIKEG OVTIOPAGELS, Ol 0moieg evogyeTal va eEAMA®BOVY GE OAOKANPO TO GO,
oLUTEPTLOUPAVOUEVIC TNG PayoLPAG GTO OEPUA (KVIOUOS, KVIOWoT)), KOKKIVIAG TOV dEPUATOG
(epOOmpua), pn edwd e&avompo, Poptiac popeng deppaticd e&dvinua (tolvpopeo epvnua)
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o TPNEUO EULPAVESTEPO GTO KEPAAL KO TOV AQLUO, GUUTEPIAAUPAVOUEVOV TOV TPOGOTOV, TOV
YEWIDV, TNG YADGGOC, TOL PAPLYYH KOl OTOLOVINTOTE GAAOV LEPOVG TOL CAOUATOG
(ayyelooionpa)

* TPNEUO TOV UOPOPOV ayYEi®V TOL UTopEl va TpokaAécel deppatikd e&ovOnuata (oyyeuitioa)
KOl TPOCOPIVA VEPPIKE TpoPAnLaT

* AmoBvpia, tdon AuroBupiag (GVYKORY, TPOGVYKOTY|)

Ava@opa avemOOuNTOV EVEPYELOV

Edv mapotnproete Kamowo avemBOUNTN EVEPYEL, EVILEPDGTE TOV EVILEPMDGTE TOV YIATPO, TOV
(OPLOKOTOLO 1 TOV/TNV VOGOKOUO GaG. AVTO 1oy0eL Kot Yo kafe mhovr avemBountn evépyela mov
dgV avaQEPETAL GTO TOPOV EOAAO 0dNyL®dV YpnonG. Mmopeite emiong va avaeEpeTe avemBOUNTEG
gvépyeleg amevbeiog, péom Tov €6ViKOD GVGTNUATOS CVOPOPAS TOV avaypapeTal 610 [apdpmua V.
Méow g avapopdg avemBOUNT®V gvepyel®dV pmopeite vo fondncete 6T GLAAOYY TEPIGGOTEP®V
TANPOPOPLDY GYETIKA LLE TNV ACPAAELN TOV TOPOVTOG QPUPLAKOL.

5. Iog vo puidocoete To Fluad Tetra

To @appako avtd TPETEL VO PUAACCETAL GE LEPT TTOL OgV TO BAETOVV Kat dgvV TO POGVOVVY Ta TAd1G.

dvldocoete o yoyeio (2 °C €wg 8 °C). Mnv katayvyete. Anoppintete av to euPorlo €xel kaToyvyOei.
DVAGCCETE TNV TPOYEUIGUEVT] GUPLYYO GTO EEMTEPIKO KOVTL Y10 VOL TPOGTATEVETAL OO TO PWC.

Na pn xpnolonoteite 0vtd T0 PAPLOKO UETE TV Nuepounvia ANENG OV AVaPEPETAL GTNV
emonuavon kot to kovuti petd m AHEH. H nuepopnvia Aéng eivar | tedevtaio npépa Tov pivo Tov
ovVOQEPETAL EKEL.

Mnv metéite @APULAKO GTO VEPO TNG ATOYETEVONS 1] 0T OKLaKE amoppippata. Potiote tov
(POPLOKOTOLO GOG Y10, TO TAC VO TETAEETE TAL PAPUAKO TOV OEV YPTCIULOTOLEITE Tl AvTd T pétTpa Oa
Bonbncovv oty Tpoctacio Tov TEPPAAAOVTOC.

6. Iepreyodpeva TS ovokevaciog KO Aowég TANpoPoOpieg

T egpréyer 1o Fluad Tetra

- Ot dpoaoTikés ovoieg etvar avTrydvo empaveiog Tov 100 TG YPINg (ALOGUYKOAAN TV Kot
VEVPOLIVIOAGT)), AOPAVOTOINUEVE, T®V AKOAOLOWY oTEAEYDV*:

ava 66on tov 0,5 ml

Ytéheyog opoto pe A/Victoria/2570/2019
(HIN1)pdm09
(A/Victoria/2570/2019 IVR-215)

15 wixpoypappdapie HA™

Xtéheyoc ouoto pe A/Darwin/9/2021 (H3N2)

(A/Darwin/6/2021 IVR-227) 15 pucpoypappdpuo HA

Ytéleyoc opoto pe B/Austria/1359417/2021

(B/Austria/1359417/2021 BVR-26) 15 pucpoypappdpu HA

Ytéleyoc opoto pe B/Phuket/3073/2013

(B/Phuket/3073/2013 BVR-1B) 15 pucpoypappdpu HA

*TOAOATAOCLOGUEVO GE YOVILOTOMUEVA afyd OpviBag amd VY GUNVI TOVAEPIKMY KOl AVOGOEVIGYVLLEVO, LLE
MF59C.1
**opocvuykolnTivn
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AvT0 T0 EUPoOrio glvar cupP@vo e TN ovotact tov [aykdopuov Opyavicpod Yyeiag (ITIOY) (v to
Bopeto nuiceaipo) kot t cvotacn g Evpondikng Evoong (EE) v v epfoiioctikn

nepiodo 2022/2023.

- To MF59C.1 neptraufaverol o avtd 10 EUPOAIO O 0VOGOEVIGYLTIKO. To 0VOGOEVIoYLTIKG ival
ovoieg mov TepAapPdvoviol oe oplopéva eUPOALa Yo va emiTayhVoLy, va BEATIOGOLY 1/Kot va
TAPUTEIVOVVY TIC TPOGTATEVTIKES EMOPAoelg Tov gpPforiov. To MF59C.1 givar éva
OVOGOEVIGYVTIKO IOV TTEPLEYEL 0vE, 00om TV 0,5 ml: okovarévio (9,75 mg), moivcopPukd 80
(1,175 mg), copPrravng Tpieraixog eotépag (1,175 mg), vatpio xrtpikod (0,66 mg) kot Kitpikd 00

(0,04 mg).

- Ta dAAa cvotatikd givat vATplo YAmplovyo, KAAO YA®PLOVY0, POCPOPIKO KAAL0 d16OEIVO,
SOPIKO PMOSPOPIKO SVATPL0, LOYVGLO YA®PLovYo e£addptkd, acBéoTtio YAmplovyo dwdpikd Kot

VWP Yo EVESLAL.

Epg@avion tov Fluad Tetra ko wepreyépeva tng cvokevaociog

To Fluad Tetra givot éva evésuo evaimpnuo 6€ TPoyeGUéVT (§toun yia xprion) ovpryya. To Fluad
Tetra eivau £va YoAakTtOypmpo evaidpnpo. Mia coptyya mtepiéyet 0,5 ml evéoipov evaiwprpartog. To
Fluad Tetra dwatifeton oe cvokevacieg mov mepiéyovv 1 1 10 Tpoyepiopéveg cvpryyes pe N xopig

Beloveg.

Mmopei va unv kokho@opohv OAEG Ol GUGKEVAGIEG.

Karoyoc Adcrog Kvkrhogpopiog ko Iapackevaotig

Seqirus Netherlands B.V.

Paasheuvelweg 28, 1105 BJ Amsterdam, OALhavdia

INo omoladnmote TANPOPOPIo. GYETIKA LLE TO TAPOV PAPUAKEVTIKO TPOTOV, TOPUKAAEISTE VO
angvBouvbeite otov Tomikd avtimpdommo tov Katdyov tng Adetag Kuihopopiog:

Belgié/Belgique/Belgien
Seqirus Netherlands B.V.
Nederland/Netherlands

Tel: +31 (0) 20 204 6900

Bbbarapus
Seqirus Netherlands B.V. Hunepnanaus
Ten.: +31 (0) 20 204 6900

Ceska republika
Seqirus Netherlands B.V. Nizozemsko
Tel: +31 (0) 20 204 6900

Danmark
Seqirus Netherlands B.V. Holland
TIf: +31 (0) 20 204 6900

Deutschland
Seqirus GmbH Marburg
Tel: 08003601010

Eesti
Seqirus Netherlands B.V. Holland
Tel: +31 (0) 20 204 6900

EArada
Seqirus Netherlands B.V. OALavoio
TnA: +31 (0) 20 204 6900

Lietuva
Seqirus Netherlands B.V. Nyderlandai
Tel: +31 (0) 20 204 6900

Luxembourg/Luxemburg
Seqirus Netherlands B.V. Netherlands
Tél/Tel: +31 (0) 20 204 6900

Magyarorszag
Seqirus Netherlands B.V. Hollandia
Tel.: +31 (0) 20 204 6900

Malta
Seqirus Netherlands B.V. In-Netherlands
Tel: +31 (0) 20 204 6900

Nederland
Seqirus Netherlands B.V. Amsterdam
Tel: +31 (0) 20 204 6900

Norge
Seqirus Netherlands B.V. Nederland
TIf: +31 (0) 20 204 6900

Osterreich
Valneva Austria GmbH, Wien
Tel: +43 1 20620
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Espaiia
Seqirus Spain, S.L., Barcelona
Tel: 937 817 884

France
Seqirus Netherlands B.V. Netherlands
Tél: +31 (0) 20 204 6900

Hrvatska
Seqirus Netherlands B.V. Nizozemska
Tel: +31 (0) 20 204 6900

Ireland
Seqirus UK Limited Maidenhead
Tel: +44 1628 641 500

Island
Seqirus Netherlands B.V. Holland
Simi: +31 (0) 20 204 6900

Italia
Seqirus S.r.l. Siena
Tel: +39 0577 096400

Kvnpog
Seqirus Netherlands B.V. OALavdia
TnA: +31 (0) 20 204 6900

Latvija
Seqirus Netherlands B.V. Niderlande
Tel: +31 (0) 20 204 6900

Polska
Seqirus Netherlands B.V. Holandia
Tel.: +31 (0) 20 204 6900

Portugal
Seqirus Netherlands B.V. Paises Baixos
Tel: +31 (0) 20 204 6900

Roménia
Seqirus Netherlands B.V. Olanda
Tel: +31 (0) 20 204 6900

Slovenija
Seqirus Netherlands B.V. Nizozemska
Tel: +31 (0) 20 204 6900

Slovenska republika
Seqirus Netherlands B.V. Holandsko
Tel: +31 (0) 20 204 6900

Suomi/Finland
Seqirus Netherlands B.V. Alankomaat
Puh/Tel: +31 (0) 20 204 6900

Sverige
Seqirus Netherlands B.V. Nederldnderna
Tel: +31 (0) 20 204 6900

To wapov UAA0 00N YIOV YprioNs avaBewpnOnke Yo TeELevTOio Popd oTic {MM/EEEE}.

AdLeg TNYES TANPOPOPLOV

Agntopepeic TAnpopopieg yia 1o pappoko avtd givar dabéoieg oto diktvako tomo tov Evpomnaikon
Opyavicpov @appdakov: http:// www.ema.europa.eu.

O minpogopieg mov akoAovBolv amevBivovtal HOVO CE ETOYYEANATIEG VYELOG:

[Ipémer va, vdpyel Tavtote dpeca Sbéctun KATAAANAN BEpamELTIKY| aymyn Kol EXiPAey™N yio T
OTAVIO TEPIMTOOT AVAPVAAKTIKNG AVTIOPOCNC HETA TN YOPNYNoN TOL goriov.

Avokivinote amoAd Tpv amd T ¥p1ion. Metd v avakivnon, 1 pUGIOA0YIKT ELPAVIOT) TOVL EUPoiion
glvat €vo YOAOKTOYPOLO EVOIDPTLLAL.

To epPorio Ba mpémel va e€eTdleTan ONTIKA Y10 COUOTIONKT VAN 1] OTOYPOUATIGUO TPV omd TN

XOPNYNON. X mepinTmon mov mapatnpn el EEv cOUATIOOKT VAN 1)/Kat LETABOAN TNG PUOIKNG
ELOAVIONG, U1 YOPNYNOETE TO EUPOALO.
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Kotd ™ ypnon wog Tpoyeiouévng cuptyyag topeyOUEVNG Xopig BEAOVA, ApalpESTE TO KAAVUA TOV
GKpov amd TN GVPLYYQ Kot ETELTO TPOCUPTNOTE [0, KOTAAANAN BeAdva yia T yopnynon. ['a cvpryyeg
tomov Luer Lock, agpaipéote 10 kdAvppo Tov dpov EEPOOVOVTAS TO GTPEPOVTAG TTPOS TA. APLGTEPU.
AoV apapebei To KAAVUL TOL AKPOV, TPOCAPTNGTE Ui feAdVa 0T cOpLYYa Kol BOOGTE TN
oTpEPoVTaG TTPOG Tal 0518 G OTOL aoPalicel. Apov 1 felova acparicel otn BEon g, apapéote To
TPOGTATELTIKO TNG PEAdVOC KoL YOpnYNOTE TO EUPOALO.

28



	ΠΕΡΙΛΗΨΗ ΤΩΝ ΧΑΡΑΚΤΗΡΙΣΤΙΚΩΝ ΤΟΥ ΠΡΟΪΟΝΤΟΣ
	A. ΠΑΡΑΣΚΕΥΑΣΤΗΣ(ΕΣ) ΤΗΣ(ΤΩΝ) ΒΙΟΛΟΓΙΚΩΣ ΔΡΑΣΤΙΚΗΣ(ΩΝ) ΟΥΣΙΑΣ(ΩΝ) ΚΑΙ ΠΑΡΑΣΚΕΥΑΣΤΗΣ(ΕΣ) ΥΠΕΥΘΥΝΟΣ(ΟΙ) ΓΙΑ ΤΗΝ ΑΠΟΔΕΣΜΕΥΣΗ ΤΩΝ ΠΑΡΤΙΔΩΝ
	B. ΟΡΟΙ Ή ΠΕΡΙΟΡΙΣΜΟΙ ΣΧΕΤΙΚΑ ΜΕ ΤΗ ΔΙΑΘΕΣΗ ΚΑΙ ΤΗ ΧΡΗΣΗ 
	Γ. ΑΛΛΟΙ ΟΡΟΙ ΚΑΙ ΑΠΑΙΤΗΣΕΙΣ ΤΗΣ ΑΔΕΙΑΣ ΚΥΚΛΟΦΟΡΙΑΣ
	Δ. ΟΡΟΙ Ή ΠΕΡΙΟΡΙΣΜΟΙ ΣΧΕΤΙΚΑ ΜΕ ΤΗΝ ΑΣΦΑΛΗ ΚΑΙ ΑΠΟΤΕΛΕΣΜΑΤΙΚΗ ΧΡΗΣΗ ΤΟΥ ΦΑΡΜΑΚΕΥΤΙΚΟΥ ΠΡΟΪΟΝΤΟΣ 
	A. ΕΠΙΣΗΜΑΝΣΗ
	B. ΦΥΛΛΟ ΟΔΗΓΙΩΝ ΧΡΗΣΗΣ

