@viro ooV ypiong: IIAnpoeopics yra Tov yprjot

IMVANEX gvéopo gvaropnpa
Epoito katd e evhoyidg kot g evAoyldg tav moMkov ({ovtavog Tpomomoinuévos 106 dapaiitidog
tOomov Ankara)

V¥ To @apuoko ovtd teAel VO GVUTAN POUATIKT TopakoioVONoN. Avtd Ba emiTpéyel To Yp1yopo
TPOGIOPIoUO VEOV TANPOPOPLOV acpdAelac. Mropeite va PonBnoete pécw g avagopds mbavmv
AVETIOOUNTOV EVEPYEIDV TTOL EVOEYOUEVMG TTapovatilete. BA. T€hog e mapaypdpov 4 yio Tov Tpomo
avoQOPAG aAVETIOOUNT®V EVEPYELDV.

AP aoTE TPOGEKTIKA OLOKAN PO TO QVAAO 0ONYLOV Ypriong TPy LaPete avTo TO gRPorro, H10TL

nsptkap[iavm ONLAVTIKES TANPOPOPLES YIX GUC.
DoraEte avTo TO EOALO 0N YDV Yprone. Towg ypelaotel va to duPfdcete Eavd.

- Edv éxete mepartépm anopieg, poTNOTE TOV Y1ATPO 1| TOV VOGOKOLO GOG.

- Edv mapotnpricete Kamoa avemBOpunTn evépyela, EVIUEPMGTE TOV YATPO 1] TOV VOGOKOUO GO,
Av10 1oyt Kot Yo kéOe mhavr avemBountn evépyela TOL OEV AVOPEPETAL GTO TOPOV PUALO
oonywmv ypnone. Biéne mapdypago 4.

T Tepréyer 1o mTapév vAro 00N YLOV

T1 etvon to IMVANEX kot mowa givat  gprion tov

T mpénet va yvopilete npv AaPete 1o IMVANEX
[Mog yopnyeitonr to IMVANEX

[MBavég avemBOunTeg evépyeteg

[og va puidocoete 1o IMVANEX

[epreydpeva g cvokevaciog Kot Aomég TANpopopieg

Uk wdE

1. Th givar To IMVANEX kot wowa givon ) xpfion 100

To IMVANEX eivat éva eufOA10 yia TV TpoAnw Tng EVA0YLIS, TG EVAOYIAG TV TOKOV Kol VOGO
OV TPOKOAELTAL OO TOV 10 TNG SOUAAITIONG GTOVG EVIAIKESG KOt EPNIoug NAtkiag 12 etV kol Avo.

Oroav og éva dTopo yopnysitat To EUPOAL0, TO AVOGOTOUNTIKO GOGTN O (TO PVOIKO AUVVTIKO GOGTNUO
TOL GOUOTOG) Ba TapaydyeL TN S1KN TOV TPOCTAGIO LLE T LOPPT OVTICOUATOV KATA TOV 1OV TNG
€VAOY4G, TNG EVAOYLAG TV TIOMKOV Kot TNG SapaAiTIdNg.

To IMVANEX dev mepiéyet 16 g evhoyidg (Variola) 1 10 tng evAoyldg tov mnkov 1 100¢ g
dopaitidag. Agv pmopel va eEamAdoel 1 vo TPoKaAESEL AoTUmEN Kot VOGO amd VA0V, ELAOYIH TV
mONKoV 1| SopaAitida.

2. Tvnpéner vo yvopilete mpwv Aafete o IMVANEX

Agv pémer vo Mafete To IMVANEX:

. o€ MEPIMTO®ON aALEPYIOG N EUPAVIONG KOTA TO TOPeAOOV Eapvikng, amenTikng yia ™ {on
OAAEPYIKNG OVTIOPOOTC OTN OPUCTIKY OLGIN 1) GE OTOLOONTOTE AAAO OO TO, GVGTOTIKG CVTOV
TOV QAPUAKOL (avVOoPEPOVTUL GTNV ToPdypago 6) 1| oty TpwTeivn opvibac, T Peviovaon 1 ™
YEVTOUIKIVI | oupo@Ao&acivn Tov pumopel va eivol Topovcses 6To EUPOAL0 0 TOAD UIKPES
TOGOTNTEC.
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IIposgidomou|oelg Kon TPoPLAGEELS

AmevBuveite otov YiaTpd 1 TOV VOGOKONO oag mpv AdPete o IMVANEX:
o &qv &xete atomikn depuatitido (PAéne mapdypago 4).
o eav éxete HIV holpwén 1| omoladnmote AN katdotaon 1 Bepaneio mov odnyel o€
e€aoBevnévo avocomomMTIKO GUGTNUA.
®  &lv a1oBavesTe VELPIKOTNTO GYETIKA e TN dadtkacio eufoAlacpov 1 £xete moté Mmobovuncet
petd and omoladnmote Eveon pe Pehdva.

H mpocrtatevtikng amoterespotikotnto tov IMVANEX katd tng evloyildg, Tng evA0YIG TV TONKoOV
Kol VOGO Tov TtpokaAeital amd Tov 16 g dopaiitidag dev Exel peketn el oTovg avBpdITOLG.

e mepinton achévelag pe VYNAO Topetd, o yaTpdc cag Ba avaPdirel Tov eUPoAlOcHO pHéEYPL vV
aicBavieite kaddtepa. H mopovsio eAappiic Aoipuméng, 0nwme KpuoAdynua, oev omortel avafoAn Tov
gufolacuov, oAhd argvBuvleite TpdOTA GTOV Y1OTPO 1) TOV VOGOKOUO GOGC.

To IMVANEX umopei va pnv mpoctatenel TANP®S OA0. T0. ATopo ToL £XouV euPollacOel.

O mponyovpevog epfortacpoc pe to IMVANEX umopel va tpomomotfcet T depuatikn avtidpaon oe
aKoA0VOmG YOpN YOO UEVO EUPOALO EVAOYIAG LE TKOVOTNTO OVTIYPOPNC, OOTYDVTAG GE UELOUEVN T
amoHG0 SEPUATIKY avTIOpaoN.

Adlha @appoxa 1 epPorra ko IMVANEX

Evnuepdote tov yratpd 1 Tov VOGOKOUO GOG GV TOIPVETE 1] EXETE TPOGOATA TAPEL AAAO PAPLLOKA 1)
€4V €xete TPOGPATO AGPEL 0OTO100NTOTE AAAO EUPOALO.

Kinon kol Oniaopog

Edv giote éykvog 1 Onhalete, vouilete 0T umopei va gicte £ykvog N oxedalete vo amokTNGETE TOLdI,
{ntiote ) cupPfovin Tov Yatpov cog. H ypnon avtod tov gpfoliiov Katd T dtdpkela TG KONGNG Kot
oV OnAacpov dev cuviotdtat. 201060, 0 Y1aTPOG oag Ba a&loAoYNoEL £V TO EVIEXOUEVO OPELOG OO

TNV Aoy TG TPOANYNC TG EVAOYLAC, TG EVAOYIAG TOV TOMK®V Kol VOGOL TTOV TPOKOAELTOL OTO TOV
10 NG dapaiitidag Oo vreptepel TOV THAVOY KIVOIVOVY Y10 €GAC Kot TO EUPpuo/Bpépoc cag.

Odnfynon ko LEPLOROS POV RLATOV

Agv vdpyovv mAnpoeopieg oxetika pe v enidpacn tov IMVANEX oty wavottd cog yuo
odnynon M xepopd pnyovnudtov. Qotdco, eival Thavo 0Tt €6V TUPOVGIACETE OTOLUONTOTE OO TIC
avemBvunTeg EVEPYELEC TOV TTaPaTiOEVTOL GTNV TTOPAYPaPO 4, TOTE OPICUEVEC OO VTEC UTTOPEL VO
EMNPEACOVY TNV IKOVOTNTE GOC Yo 00N YNoN N YEWPIGUO pnyavnuatov (m.y. CoAn).

To IMVANEX mepiéyer vatpro

To @appaxo ovtd mepiEyel Aydtepo amd 1 mmol vatpiov (23 mg) avd d6om, ival avtd mov
ovopdlovpe «eredBepo vatpiovy.
3. Hog yopnyeitan 1o IMVANEX

Av10 10 EUPOAI0 pmopel va, cog yopnyn et aveaptnta amd to edv £xete AaPet Katd To TapeAbOV
guforacud Katd g ELAOYNG.

To guPoro Oa evebei kKatm omd 10 dEPUA, KATE TPOTIUNOT 6TO TAV® PEPOG TOL Ppayiova, omd Tov
YTpd 1 TOV VOGOKOUO GOG. AgV TPEMEL VO EVIETOL GE QLOPOPO aryyeio.
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Edv o¢ev éyete epPorracOsei moté KaTa TNG EVAOYLAS, TNG EVAOYLEG TOV TONKOV 1] 1OV TG
dopariTiong:

e Oa AdPete dH0 evéoelc.

e H devtepn éveom Ba yopnynOei oyt Aryodtepo amd 28 nuépec LETA TNV TPAOTY.

e BePawwbeite 611 Exete OAOKANPOGEL TOV KOKAO EUPOAMACLOD TOV dVO EVEGEMV.

Eav éyete mponyovpévag epporactei katd tng vAoYLdS, TNG EVAOYLAS TOV TONKOV 1] 1OV TNG
daparitidoag:
e Qo AdPete pia Eveon.
e Edv 10 avocomomtikd cog cuotnpa eivar eEacBevnuévo, Ba AaPete 600 evéaelg e T devtepn
éveon Oy Ayotepo amd 28 nuEPeg LETA TNV TPAOTN.

Edv ydoete éva pavrefod yia v éveon oo IMVANEX

Edv mapodreiyete pio mpoypopuuatiopévn EVEGT), EVIUEPDGTE TOV YIUTPO 1] TOV VOGOKOUO GOG KoL
KavovioTe pio GAAN enickey.

Edv &yete meplocdtepeg EpOTNOELS GYETIKG. LLE TN XPNOT 0LTOV TOV ERPOAiOV, pPMTAGTE TOV Y1OTPO 1
TOV VOGOKOLO GOG,.

4, IMBavég avemBOUNTES EVEPYELES

Onwg 6ha ta pappoka, £T61 Kot avTtd T0 ERPOAI0 pumopel va Tpokarécel avemBOUNTES EVEPYELES, OV
ka1 0gv Tapovoldlovtal 6 GAOVG TOVE AVOPOTOLG,.

YoPapéc avemBopnTes evépyereg
EmwowvmvnoTte pe tov y1atpo cag auécmd, 1 LETOPETe apUEc®mG GTO TN EKTAKTOV TEPIOTATIKAOV
TOV KOVTIVOTEPOV VOGOKOUEIOV EQV TOPOVGLAGETE OTOLOONTOTE OO TOL AKOAOVOO GLUTTAOLLALTOL:

e dvoKoAio otV avoTvon

* (oAn

® 0i0NH 6TO TPOGOTO Kol GTO AUO.

Av1d T0 cLUTTONOTO UTOPEL VO 0OTELODY oMueio GoPapng aALEPYIKNG ovTidpaoTS.
Alrec avemBOuNTEG EVEPYELES

Edv €yete O atomikn depuotitidn, UTOPEL Vo, TAPOVCIAGETE TIO EVIOVEC TOTKEG OEPUATIKES
avtidpdoelc (dnwg epuBpdTNTA, 0IOM U KoL KVIGUO) KOl GAAD YEVIKA CUUTTOMOTO (0T TOVOKEPAAO,
Loikd wovo, vautio 1| KOTmon), kabdc kot EEapon N EMOEIVOOT TG KOTAGTUGTC TOV OEPUATOC GOC.

O1 mo ovyvég avemBounteg evépyeteg mov avapepnkav Nrav ot Béon éveonc. O tepiocdTepes Amod
AVTEG NTOV NTLOG £0C PETPLOG PVOTG Kot EMAVON KAV Ywpig Kopia Oepaneio evToOg EXTA NUEPDOV.

Edv mapovcidcete kamolo amd Tig aKOA0VOEC avemBOUNTES EVEPYELEC, EVNLEPMGTE TOV YIUTPO GUGC.

IoAd ovyvég (Lmopel va ennpedoovy nepiocdtepa omd 1 ota 10 dropa):
o  TOVOKEPUAOC,
puikoi moévot,
vowTia,
KOTwon,
wovog, epubpotnta, oidnua, cKARPLVEN N KVNordc ot Béom éveong.
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Yoyvég (umopet va emmpedoovy péypt 1 ota 10 dropa):

pim,

TopeTdC,

oVo¢ 6TIS apBpmacelg, Tovog ota dKpa,

ammAeln 6peéne,

eEdykopa, SuoYpPOUATIGHOS, LOAOTAG 1 BeppotnTa 61N BEom €veonc.

'Oy ovyvég (umopet va exmpedoovv uéxpt 1 ota 100 dropa):

Aofpmén g poTng Kot Tov Aopov, AoTU®EN TOV AVMTEPOL AVATVEVGTIKOV,

SoyK®UEVOL AEPQASEVEG,

LN pLGLOA0YIKOS VTTVOG,

£aAn, un eucloroykés acOnoelg 6To dépLa,

Lk dSvokapyio,

TOVOLOLLLOG, PLVIKY KOTappOT], Brxoc,

dugppota, EUETOC,

eEavOnua, Kvnopdg, PAEYHOVY| TOL OEPLLOTOC,

apoppayic, epeBiopog, oldnua otn LacydAn, aicOnua adabecioc, EEaym, Bmpokikcdg TOVOC,
avENomn TV KapOK®V EPYACTNPLOKOV TIHOV (0ntmg Tpomovivn 1), avénuéva nratikd Eviopa,
UELMUEVOG aPOUOG AEVKOKVTTAP®Y, UELOMUEVOG LEGOG OYKOG OUUOTETOAIMV.

Yrdwieg (umopei va enmnpedoovy puéxpt 1 ota 1 000 dropa):

TOPOPPLVOKOATITIO O,

ypimn,

epuOpOTNTA KOt SucPopio. 6TO PATL,

Kvidwon (kvidwTikd eEavinua),

SVGYPOUOTIGHOG TOV SEPUATOG,

epidpwon,

LOAMIEG TOL OEPUATOC,

VUKTEPIVOL 10pDTEC,

eEOyKmp 6T0 dEpUAL,

0GQLOAYia,

TOVOG GTOV avyéva,

LUTKEG KPAWTES,

poikog movog,

WLIKT advvapia,

010N L0l T®V 0GTPAYAA®VY, TOV AKP®V TOSOV 1 TOV SAKTOA®V,
YPNYOPOC KAPIIUKOC TAAUDC,

GVOG GTO QVTL KOl GTOV A0,

KOUMOKOG TOVOC,

Enpootopia,

aicOnua mepiotpoenc (iAyyog),

nukpavia,

VEVPIKT dlotapayf] TOL TPOKOAEL advvapic, popunkioon 1| LOVOIAGHLO,
vIVNAa,

OTOAETION, PAEYUOVT, U1 GLGLOAOYIKT aicOnon oto 6épua, avtidpacn oty B8on ¢ éveong,
eEavonua, povdlacpa, ENpotnta, LEI®pPEVT KIVTIKOTNTA, KUOTIO 6T B€om veong,
advvaia,

YPIAMONG cuvdpoun,

010110l TOL TPOGMTTOV, TOL GTOUATOG KL TOV AQLULOV,

UELMUEVOG aPlOUOG AEVKOKVTTAP®Y,

UOADTOC.

Mn yvooTiig ovvoTnTeg (dgv Pmopolv va ektiunBovv pe faon ta dabéoia dedopéva):
® TPOGMPVI LOVOTAELPT TAPAAVGT] TOL TPOSHOTOL (Tapdivcm tov Bell).
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Avapopd avemOOunTmv evepyetdv

Edv mapotnproete Kamolo avemBOpunTn evEpYyELd, EVILEPMDGTE TOV YATPO 1] TOV/TNV VOGOKOUO GOG.
Av10 1oyvet Kot Yo kéBe mbavr avemBountn evépyela Tov Ogv avaPEPETAL GTO TAPOV GUALO 0dNYIDV
xpNons. Mnopeite emiong va avagépete avemBounteg evépyeleg anevbeiog, Lécm:

DQappoxevtikég Ynnpeoieg

Yrovpyeio Yyeiag

CY-1475 Asvkooia

TnA: +357 22608607

Dag: + 357 22608669

Iotétomog: www.moh.gov.cy/phs

Méow g avagopds avemBOunToV gvepyeldv pumopeite va fondncete 61 cLALOYN TEPIGGOTEP®V
TANPOPOPLDY GYETIKA LLE TV OUGPAAELD, TOV TOPOVIOC POPLAKOV.

5. [®g va pvracoete To IMVANEX
To @apuako ovtd TPETEL VO UAACCETAL GE PEPT] TOV OgV TO PAETOVV Kot 6gV TO POAVOLV Ta, TOLSA.

Na un ypnoiponoteite ovtd 10 eUPOAL0 PETE TNV NUEPOUNViE ANENG TTOV AVOPEPETOL GTNV ETICTUAVON
petd v AHEH (EXP). H nuepopnvio AnéEng eivor ) tedevtaio nuépa Tov pive mov avapEpeTal eKel.

dvldooete oty katdyvén (otovg -20°C +/-5°C 1 -50°C +/-10°C 1} -80°C +/-10°C). H nuepounvia
MENg e€aptatar amd ™ Bepuokpacio pOAacNc. Mnv kataydyete Eovd to uforio apod amoyvydei.
Metd v andyoén, to eufoito pmopel va puAaydei otovg 2°C — 8°C Ge GKOTEWO YDPO Y1 £MC

2 UAVeEG eVTOC TNG EYKEKPIUEVNC OLapKeLag CoNg Tpv T (pnon.

DuAdooeTe GTNV OPYLIKN] CLCKEVAGIN Y10l VO TPOGTATEVETAL OO TO PWG,.

6. Iegpreydpeva TG 6LOKELAGIOG KL AOUTTEG TANPOPOPiEg
T nepréyer to IMVANEX

Mia, 86om (0,5 ml) mepiéyet:
- H épaoctiky ovoia givar tpomomomuévog Lovtovog 10g dapaitidog Ankara — Bavarian
Nordic?, 6yt Aryotepo amd 5 x 107 Inf.U*
*LOAVOUATIKEG LOVADES
Mopdyetar o koTTOpa euPpdov 6pvidac

- Ta dAha cvototikd givol: TPOUETAROAT, YADPLOVYO VATPLO, KOl DOWMP Y10, EVEGLULAL.

Av10 10 EUPOLIO TEPIEYEL TY VN KaTaAoimwV TpwTeivy OpviBag, Beviovdong, yevrapukivng Kot
ompoproEacivn.

Epoeavien tov IMVANEX kot TEPLEYOUEVA TS GVOKEVOGIOG

AoV to kateyvypévo gufoito amoyvybet, to IMVANEX eivat éva vrokitpvo £mg amaid Agvko,
YOAOKTMOEC EVEGLLLO EVOLDPTLLOL.

To IMVANEX napéyetol og evéouo evardpnua o€ eroridio (0,5 ml).

To IMVANEX dwatifston o cuokevacicg mov mepiéyovy 1 groridio piag 66ong, 10 @loiiow piog
d0oong 1 20 proridwa piog d6omc.

Mmropei va, pnv KuKAOQOpPOUV OLEG Ol GLOKEVAGIECS.
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Katoyog Aderog kukrhopopiog ko Iapackevaotig

Karoyoc Adgrog Kvkhogopiac:
Bavarian Nordic A/S

Philip Heymans Alle 3

DK-2900 Hellerup

Aavia

Hopaockevaostic:
Bavarian Nordic A/S
Hejreskovvej 10A,
3490 Kvistgaard
Aavia

To mapov pOALo 0dNYLAV xpioNS avadempOnke Yo TeAevTaio popd otig 10/2025.

AvT106 10 POapUOKEVTIKO TPOIOV ExEl £YKp1Oel pe TN SlodiKacio TOV «EEAPETIKOV TEPIOTACEDVY.

Av16 onuaivel 6Tt AOY® Tng omaviotnTog TS 0obévelog dev £yl KOTAOTEL dLVOTOV va AneOel TANPNC
TANPOPOPNOT] Y10 TO PAPUAKEVTIKO TPOTOV.

O Evponaikoc Opyaviopog Gapudkmv Ba agloloyei etnoimg kabe véa tAnpopopia mwov Ba eival
Stabéotun yio o eapuako ovtd kot to Topdv DAL Odnyidv Xpnong Bo extkaiporoleitol avoroymc.

Agntopepeic TANpoopieg Yo 1o pApROKO avTd givarl dtaféoies 610 d1kTLOKS TOTO Tov Evpmmaikod
Opyavicpov Papudkmv: https://www.ema.europa.eu

To mapov eOALO 0dnyudV ¥priong elvar dtabéoipo og OAeg TIC enionpeg YAwooeg g EE/EOX otov
dktvakd tomo tov Evponaikod Opyavicpod Ooapuakov.

O tinpogopics wov axkorovBovv anevBivovrar povo o emayyelporics vyeiog:
Oonyieg Yo v TpogTOLROGio Kol (op1iynon Tov euforiov:

To @uaiidio pémel va apedel va pbdcel og Bepuoxpacio petaly 8°C kai 25°C mpv ) ypnon.
Ytpofikiote amord mtpiv T xpron. To IMVANEX eivar vrokitpivo £mg amaiod AevKob ¥p®dUATOG,
SloyEg £mg YOAUKTOOEG Evadpnpo. Mmopel va TepLEyel VITOKITPIVEG EMG AOA0D AEVKOD YPDOUOTOG
KpoKideg.

EXéyEte omTiKd TO EvOdpMUO TTPLY TN XOPNYNoN. L€ mePinTmon vrapéng TVYOV eEmYEVOV cOUATIOIMV
/Kot P QUGLOAOYIKNG ELPAVIONC, TO EUPOA0 Ba Tpémel va amoppiLedel.

Kdabe @raridto mpoopileton yia pio ypnon.

Mo 86om v 0,5 ml avtieiton péoa og o oOpryyo yio Eveon).

Metd v andyvén, 1o guPoio pmopel va pouiayfel otoug 2°C — 8°C o€ GKOTEIVO YMPO Y10 EMG
2 UNVveg evtOC NG EYKEKPIUEVNC dLapkelag Cong mpv T xpnon.

Mnv kotoyoyete Eava 1o euPoAlo apov amoyvydel.

Y7o v amovcio peAeTdv cuuPatdmrag, ovTd To EUPOAI0 OEV TPETEL VO, AVOUELYVDETOL UE AAAA.
gupora.
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http://www.ema.europa.eu/

