@vAro ooV piong: IIAnpogopics yra Tov ypijotn

Flucelvax Tetra - evécLpo evor@pnua 6€ TPOYEUIGUEVT] GOPLYYA.
Eppoiio ypinng (avtiydvo emoaveiog, adpovomromuévo, TopUcKEVAGUEVO GE KOAMEPYEIEG KUTTAP®OV)

vTo QAPHOKO CVTO TELEL LTTO CLUTAN POUATIKY TOPaKoAOVONGN. AVTO Ba emITPEWYEL TO YPNYOPO
TPOGIOPIoUO VEOV TANPOPOPLOV acpdAeloc. Mmopeite va PonBnoete pécw g avagopds mbavmv
AVETOOUNTOV EVEPYEIDV TTOL EVOEYOUEVMG TTapovatilete. BA. T€hog e mapaypdpov 4 yio Tov TpOmo
avaQOPAg aveETOOUNT®V EVEPYELDV.

AP aoTe TPOGEKTIKA OLOKANPO TO QPVAAO 0ONYLOV YP1ONGS TPV UPYIGETE VU TAIPVETE AVTO TO

PappoKo, O10TL TEPLAAUPAVEL ONUAVTIKES TANPOPOPIES Y10 GUG.

- DvraEte avtd To EOALO 0dNYIBV Yprons. Towg ypelaotel va to dwfdcete Eava.

- Edv &yete mepartépm amopiec, poTNoTE TOV Y1ATPY, TOV POPUAKOTOLO 1) TOV VOGOKOLO GOG.

- Edv mapotnphoete KOmolo avemBOunTn eVEPYELX, EVILEPMDGTE TOV YIATPO, TOV POUPUAKOTOLO 1|
TOV VOGOKOUO G0G. ALTS 1oy0et Kot Yo KB mBavn avemBOunTn evépyela Tov OV AVAPEPETOL
670 TapHY PUALO 0dNYIdV Ypiong. BAéne mopdypago 4.

T Tepréyer 1o Tapév Ao 00N YLOV:

T etvon to Flucelvax Tetra kot oo eivon n yprion tov

T mpéner va yvopilete mpv mapete 1o Flucelvax Tetra
g yopnyeitar to Flucelvax Tetra

[MBavég avemBounTeg evépyeteg

Iag va puidcoete To Flucelvax Tetra

[epreydpeva g cvokevaciog Kot Aomég TAnpopopieg

Sk wdE

1. T givor To Flucelvax Tetra kon oo givan i yp1161 Tov

To Flucelvax Tetra givar éva guffdito katd g ypinng. To Flucelvax Tetra mopackevdletol o
KUTTOPIKEG KOAMEPYELEG KA, G EK TOVTOV, OEV TTEPLEXEL OfYO.

Orav yopnyeitar to gpforio og Eva GTopo, TO OVOCOTOMTIKO GUGTNHA (TO GUGTNLLA PLGIKNAG GHVVOC
TOV 6MUTOG) Bo Tapdyetl T Ok TOL TPOGTAGia EvavTt TO 100 TG yYpinne. Kavéva amd ta cuetatikd
Tov guPolriov dev pumopel va Tpokarécel ypimn.

To Flucelvax Tetra ypnoyomoteitat yio Tnv TpoAnym g ypIinng o€ eVAKESG Kol Taitdid, amd v
nAkio Tov 2 ETmV.

To euPforio dpa evavtiov TEGGAPMY GTEAEYDV TOL 100 TNG YPITNG, COUG®VA UE TIG GVOTAGELS TOV
IMoaykdéouiov Opyaviepod Yyeiog yio v mepiodo 2022/2023.

2. T apéner vo yvopilets npw napete to Flucelvax Tetra

Mnyv napete 10 Flucelvax Tetra:
e mepintwon ariepylog:
®  OTIG OPUCTIKEG OLGIEG 1) GE OTMOLOONTOTE AAAO OTO TOL GLGTATIKA AVTOD TOL PUPLLAKOV
(avapépovtat otny mapdypoapo 6).
e o Prta TpomorakTdv, T0 Ppoodyo keTvAoTPIUEVACUI®VIO 1 TO ToAvGopPikd 80, mov
glvar katdAouro arnd T S10dKaGi0 TOPUCKEVTG.

IIposgidomou|oelg Kon TPoPLAGEELS
Amevbuvbeite oTov yaTpd, TOV QUPUAKOTOLO 1] TOV VOGOKOLO cog mpty tdpete 1o Flucelvax Tetra.



IIPIN tn yopriynon tov gpforiov

o O y10tpd¢ i 0 VOsoKOpoc Ba dtacparicovy 6Tl VTAPYEL AeETa SBEGIUN 1 KATAAANAN
BepamenTikn aywyn Kot eTifAeyn, 6TV GTAVIO TEPITTMON OVAPLAOKTIKNG avTidpaong (o
TOAD PBapld aAAEPYIKT OVTIOPOOT) LLE CUUTTOUOTO OTWS SuoKOoAia GtV avomvon, (AAn,
adHVOLO KoL YPYOPO KAPOLOKO TOALO KOl OEpUATIKO e£avONUa) LETE TN Yopnynon. Avti M
avtidpaon propel va gppoavictel pe 1o Flucelvax Tetra, 6nmg ko pe OAa ta evéoia epuPforta.

. Evnuepaote tov yratpd cag av £xete o&eio voco mov cvoyetiletat pe mopetd. O yaTpds 6o
propel va amopacicet vo Kafuotepnoetl Tov EUPOALAGHO GOG LEXPL VO DTTOYWPNGEL O TVPETAC.
. [Ipénel va evnuepdoete ToV yoTpd cag, edv Exete e£ooBevnuévo ovoGomonTikd choTnua 1 €6V

vroPdAileote og Bepameio 1 omoia ExNPEALEL TO AVOGOTOMTIKO GOGTNUA, T.X. LE AVTIKOPKIVIKA
oappaxa (ynueodepameio) 1| KOPTIKOGTEPOEWN PAPLHaKa (BA. Tapdypapo «AAAa @apLLoio Kot
Flucelvax Tetra»).

. Evnuepoote tov yratpd cag av £xete TpoPAnUa arpoppayiog ) av kévete e0KOAN LEAAVIES.

. Mmropei va vdpEet AmoBupia HeTA, 1) 0KOUA KOl TPV, O OTOLONTOTE EVEST| L PeAdva. G
€K TOVTOV, EVNUEPDOTE TOV YIOTPO 1) TOV VOGOKOUO GOG OV EYETE ATOOLUNGEL KAT, TN
yopnynon éveong oto moperdv.

Onwg pe 6 ta guPoria, to Flucelvax Tetra pmopei va unv tpoctatedost TANPp®G OAo To GTOUO TOV
guporalovrat.

Alra @appoxa kor Flucelvax Tetra

Evnuepmdote Tov y1atpd 1 TOV VOGOKOWO GOG £V TOIPVETE, EXETE TPOCPATA TAPEL 1] UTOPEL VO TAPETE
GAAD PAPLLOKOL, CUUTEPIAAUPOVOUEVOV KOl OLTAOV OV OV GO £XovV yopnynOel pe cuvtayn 1 edv
€xete MPel TPOGPATO OTOOMTOTE AAAO ELPOALO.

To Flucelvax Tetra pmopei va, yopnyn0et tantoypova pe ahia uforta.

Kinon kot Oniaopog

Kbnon:

Evnuepaote tov yratpd cag edv giote £ykvoc, vouilete 0TL umopei va giote £ykvog 1 oxedialete va
amoxtioete Toudi. Ta epuPforia yio ) ypinn emrpémeton va yopnynbovv 6€ onotodmote TPIUNvo g
EYKLHOOVVTG.

Oniooudc:
H ypnon tov Flucelvax Tetra xotd ™ didpkeio Tov Onloacuov dev £xetl peretnOei. To Flucelvax Tetra

umopei va yopnynOei katd ™ dudpkela Tov Oniacov.

Odnynon ko yEPLGROS PNy avRdTOV
To Flucelvax Tetra dgv éyetl kapio 1| yel acnpuavtn enidpoon oty KavOTTd 60¢ v 0dnyeite Kat va

yepileote pnyaviLoTa.

To Flucelvax Tetra wepiéyel yAmprovyo vaTpiro Kot yAoPLovyo Kdilo

To guPoito awtd mepiéyel Arydtepo amd 1 mmol vatpiov (23 mg) avd d6on, dNA. OLGLUGTIKG,
«ehevBepo vatpiovy.

To guPoiio awtd mepiéyetl ko, Ayotepo amd 1 mmol (39 mg) avd 86om, k. ovelaoTIKA «EAeDBEPO
KaAlov».

3. ITag yopnysitor to Flucelvax Tetra

To Fucelvax Tetra yopnysitot o€ €56G amd TOV Y1TPO 1] TOV VOGOKOUO GAG LE TN LOPPT EVECT|G GTOV
o oL Ppicketal 6To v UEPOC TOL Ppayiova (SEATOEIONG HVC).

EvAMxkeg ko wondid omd v nMKio Tomv 2 Tmv:

Mia 6601 Twv 0,5 mi



4. IIBavéc avemBOunTES EVEPYELEG

Onwg 6ha Ta eAppOK, £TGL KOL GVTO TO PAPUAKO UTOPEL VO TPOKAAEGEL AVETIOOUNTEG EVEPYELEG, OV
Kol 0gv Tapovctdlovtal 6 GAOLS TOVG AvVEPAOTOLG.
O1 axo6lovBeg avemBountes evépyetes £xovv avapepBel KaTd T StipKeLd KAVIK®OV SOKIL®V Kol Kot

T S1apKEL TNG YEVIKNG XPNONG:

oAV cofapéc avemBOunTeg evépyeres

Edv mapovcidcete v axoAovOn avemBOunt evépyela, EVNUEPMDGTE TOV YITPO GOG GUEST 1|
emokepeite tov Xtabuo [pmtov Bonbeidv 6to TAnciéstepo vosokopeio — evoéyetot va ypetdleote
dipeon 1atpikn mepiBoiym 1| el6ay®YN 610 VocokouEio:

. dvokoAio oty avamvon, {AAT, adOVOLOG KOl YPTYOPOS KAPIIOKOC TAAUOS Kot OEPLOTIKO
eEavOnua, To omoio aOTEAOVY GUUTTOLLATO AVOPUAOKTIKNG avTidpaong (pa moAd Bapid
aAAEPYIKT avTiOpaoT))

YoPapéc avemBopnTeS evépyereg
Edv mapovcidcete omoladnmote omd TG 0KOAoLOES avemBOUNTEG EVEPYELES, EVILEPDOTE TOV Y1TPO
oag apeco. Evoéyetar va ypeldleote wtpikn mepifaiym:

. EKTETAEVO 010N 6TO EUPOMAGUEVO AKPO
"Hmeg avemOounteg evépyereg

[ToAd cuyvéc (umopel va epeavicTody o€ TePIGGoTEPOLS 0mtd 1 otovg 10 avBpdnovg):
. [16vog 61N Béom g éveong, LOAOTIGHOG, EpLBPOTNTA Kl GKANpLVOT 1 0idN e ot BEom NG

éveong
. IMovoképarog
. Muikdg mévog
. Konwon
. Andreo TG opeéng
. Evepebiototra (avaeépOnke povo o modid nikiog amod 2 éog < 6 eTdv)
. Yrvnia (avagépbnke povo oe moadid nakiog 2 €wg < 6 etdv)

TAfpuven 1 oidnpa ot B€om g £veong, TOVOKEPOUAOG, UVTKOC TOVOG KOl KOTMGT ELPAUVIGTNKOY
GLYVA OTOVG NAKLOUEVOLG,.

O poromopds otn BEon g £veong Ntav cuyvOS GTOVS EVIIAIKES, TOVG NAKIOUEVOLS KO T, TondLd
niwiog 9 éwc < 18 etdv

O TovoKEPAAOG NTAV GLYVOC GTOVG NMKI®UEVOVG

H anoliela g 0peéng ftav Guyvi| 6TOVG EVAAKES, TOVG NAMKIOHUEVOVS Kot To Totdud NALKiog 9 €wg
<18 etwv

2uyvég (Lmopet va eppaviotovy £m¢ kat o€ 1 otovg 10 avBpodmovg):

. Noavtia, gpetog, Sappoia

. ITovog otig apbpdoelg

. Piyn

. Alhayn| oTig Satpogikég auvndeteg (avapépdnie pnovo o modd nhkiog amod 2 Emg < 6 eTmV)

. TTvpetdc (> 38°C)
O euetds NTaV OYL GLYVOS GTOVE NAMKIOUEVOLG,.
O moupeTdc NTOV OYL GLYVOG GTOVG EVITAIKEG KOl TOLG NAKLOUEVOLG

Mn yvoot cuyvotra, (1) cuyvotnta dev umopei va ektiundei pe fdon ta drebéoipa dedouévar):

. Mohdloopa Kol LOpHUNYKLOG Lo

. Ievikevpéveg depratiKég avTIdpACELS, CUUTEPIAAUPOVOUEVEOV TOV KVI|GHOD, TOV OEPUATIKOV
g€oykoudtov 1 Tov un e1d1kon e&ovOnuatog




Avapopd avemOOunTmV evepyetdv

Edv mapotnpricete Kamowo avemBOUnTn eVEPYELL, EVIUEPDOGTE TOV YIATPO, TOV PAPLOKOTOLO 1] TOV/TNV
VOGOKOWO Gag. AVTO 1oyveL Kot Yio kéBe mhavy| avemBountr evépyela Tov deV aVOQEPETAL GTO TOPOV
@OALO 0OMY1DV Yprionc. Mmopeite emiong vo avapépete avemBounteg evépyeleg anevbeiag, HEC TOL
€0VIKOO GLGTAUATOG AVOPOPAC:

EBvikdc Opyaviopog @apudxmv
Meooyeiov 284

GR-15562 Xohapydg, AbMva
TmA: + 30 21 32040380/337
dag: + 30 21 06549585
Iotétomog: http://www.eof.gr

Méow g avapopdg avemBOuNToOV evepyel®V pmopeite va fondncete 6t GLAAOYY TEPIGGOTEP®V
TANPOPOPLDY GYETIKA LLE TNV ACPAAELD TOV TOPOVTOG QPOPLAKOV.

5. IHog va puraooete To Flucelvax Tetra
To guPforio awtd TPETEL VO QUAACCETOL GE PEPT] TOV OgV TO PAETOVY Kal dev TO POAVOLY TO TOIdLA.

Ddvidcoete og yoyeio (2 °C émg 8 °C). Mnv katayOyeTe.
DVAACCETE TNV TPOYEUIGUEVT] GUPLYYO GTO EEMTEPIKO KOVTI Y10 VO TPOGTATEVETAL OO TO POC.

Na pn ypnoiponoteite avtd 1o eUPOAL0 PETA TNV NUEPOUNVIN ANENG TOL AVOPEPETAL BTNV EMLGT|LAVON
kot oto kovti petd to EXP / AHZEH. H nuepopnvia Aéng sivon n teAevtaio nuéP Tov punvo mov
OVOQEPETAL EKEL.

Mnv metdite @ApHLAKA GTO VEPD TNG ATOXETELONG 1| GTA OKLOK(A aroppinpata. Potmote tov
(OPUOKOTOLO GOG YOl TO MG VO TETAEETE TO. PAPLAKO TTOL JEV YPMOIULOTOlEiTE o AvTtd T pétpa Oa
BonBncovv oty Tpoctacia Tov TEPPAAAOVTOC.

6. Iegpreydpeva TS 6LOKELAGIOG KO AOLTTEG TANPOPOPiEg
T nepréyer to Flucelvax Tetra

O1 dpacTikég ovoieg ival avtlydva, empaveiog Tov 100 TS YpImNg (ApocLYKOAANTIVY Kot
VELPOUWVIOACT]), AOPAVOTOUEVA, TV AKOAOLO®V oTEAEYDV:

Ytéheyog ouoto ue A/Wisconsin/588/2019 (HIN1)pdmO09 (A/Delaware/55/2019 CVR-45)
15 pikpoypoupdpio HA**

Xtéheyog opoto pe A/Darwin/6/2021 (H3N2) (A/Darwin/11/2021, guoukod tomov)

15 wkpoypoppdpro HA**

Xtéheyog ouoto ue B/Austria/1359417/2021 (B/Singapore/WUH4618/2021, gpuoikod T0T0V)
15 pikpoypoppdpio HA**

Xtéheyog ouoto ue B/Phuket/3073/2013 (B/Singapore/INFTT-16-0610/2016, puctkol tomov)
15 pikpoypoupdpio HA**

ava 66on 0,5 ml
* nolamiacioouéva o kottapa Madin Darby Canine Kidney (MDCK) (ovtr| eivot 1 €161k
KUTTOPIKT KOAMEPYELD OTIV OOl OVOTTOGGETAL O 106 TNG YPITNG)

** QUOCLYKOAANTIVY


http://www.eof.gr/

Av16 10 ePPoOrio givar cvpPvo pe ™ ovotaon tov [aykdopov Opyavicpod Yyeiag (ITIOY) (v to
Bopeto nuiceaipto) kai tn cvatact g Evponaikic Evoong (EE) ywo tv epfoliactikn mepiodo
2022/2023.

Ta GAha cvotatikd givat: yhoplodyo vaTplo, YAmplovyo Ko, YA®PLovyo HLayviolo eEadopikod,
SIPIKO POGPOPIKO SVATPLO, POCEOPIKO KAALO dIGOEIVO KoL DO®P Yo EVEGTLA.

Ep@dvion tov Flucelvax Tetra ko epireyopeva TG 6VOKELAGIOG

To Flucelvax Tetra glvat £va eVEGILO EVOLDPTLLOL OE TPOYEUOUEVT cOPLYYQ (GVPLYY ETOLUN TPOC
xpfion).

To Flucelvax Tetra givar £va d100YEg £m¢ ELaQPOS 0TOAoV EValmPNUaL.

Mo pepovopévn ovpryyo mepiéxet 0,5 ml evéoyov evolmPnLOTOC.

To Flucelvax Tetra dwatifetan 6€ cuokevacieg mov tepiéyovv 1 mpoyepopuévn cvptyya e 1 xopig
Behova 1 10 mpoyepicuéveg oOpryyeg pe 1 xopig ferdvec.

Mmopei va unv Kokho@opohv OAEG Ol GLCKEVAGIEG.

Kéroyog Aderag Kvkrhogopiag
Seqirus Netherlands B.V.
Paasheuvelweg 28

1105BJ Amsterdam

OAavoio

Hopackevactiig
Seqirus Netherlands B.V.
Paasheuvelweg 28
1105BJ Amsterdam
OAMovdio

INo omoladnmote TANPOPOPIo. GYETIKG, LLE TO TAPOV PAPUAKEVTIKO TPOTOV, TAPUKAAEIGTE VU
amevbovvleite otov TomIKO avTITpdowmo Tov Katdyov tng Adstog Kvukhopopiog:

EA\LGoa

WIN MEDICA A.E.

Owinodoc 1-3 & Iapdadpopog Attikng Odov 33-35, 15238 Xardavopt, Attikn
TnA: 210 7488821

To mwapdv @UAA0 00N YLOV ypioNs avademp1)Onke Yo TeEAELTALIR QOpd ToV 07/2023

Alreg INYEG TANPOYOPLAOY

Aentopepeic TANpoeopieg Yo To pAPROKO LT givar dtaféciec 610 d1KTLOKS TOTO Tov Evpmmaicod
Opyoviopot Goppdkmv: http://www.ema.europa.eu.

Ot TAnpogopieg mov akorovBolv amevfivovtal PLOVO og EmayyEALATIEG VYELOG:

[pénerl vo vadpyel mévtote dueca dtabéoiun KatdAAnin Bepomevutikn aywyn Kot exifreyn yio,
OTAVIO TEPIMTMOT] OVAPVACKTIKNG AVTIOPAONG HETA TN XOP1YNoT TOov gRPoAriov.

AvokivieTe TPV amod T xpNon. Metd v avakivnon, N eUGIoA0YIKN Euedvion Tov eufoiiov gival
SoyEc £¢ EAAPPOS 0TOAILOV EVOLDPTLLOL.



To gpporio Ba mpémet va eEeTAlETOL OMTIKA Y10, COUOTIONKT VAN 1) ATOYPOUOTICUO TPV Ao TN
yopnynon. Xe mepintwon mov mapatnpndei EEvn copatidrokn VAN 1/Kot petafoin TG PUOIKNG
EUPAVIONG, U1 XOPNYNOETE TO EUPOALO.



