@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 1o EUPOAL0, TO OVOGOTONTIKO GOGTNIE (TO PVGIKO AUVVTIKO GCOGTNU
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 TaPeAOOV EQQVIKNG, ameinTikNG Yo T {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 &dv éxete HIV Aolpwén 1 omoladnimote GAAN katdotaon 1 Beponeio 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 mponyovpevos epfortacpoc pe to IMVANEX pmopel va tpomomotfcet tn 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 Edv TO EVOEYOLEVO OQELOG 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 @apuaxo avtd mepiEyel Aydtepo amd 1 mmol vatpiov (23 mg) avd d6om, ival avtd Tov
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 euPoro Oa evebei kKdtm 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 tov IMVANEX

Edv mapodreiyete pio mpoypapuaticpévn EVEGT), EVIUEPDGTE TOV YIOTPO 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
Emcowvmvnote pe tov y1atpo cog auécmd, 1 LETOPEITE ApECMG GTO TUNUO EKTUKTOV TEPICTATIKMDY
TOV KOVTIVOTEPOV VOGOKOUEIOV EQV TOPOVGLAGETE OTOLOONTOTE OO TOL AKOAOVOO GLUTTAOLLALTOL:

e dvoKoAio otV avoTvon

* (oAn

® 0i0NH 6TO TPOGOTO Kol GTO AUO.

AVt T0 cLUTTONOTO UTOPET VO 0tOTELODY oTpeio GoPapng alAepyIkng avTidpacng.
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,
Woikd wovo, vautio 1| KOTmon), kabdc kot £Eapon N EMSEIVOOT TG KOTAGTUGNC TOL dEPLUTOC GOG.

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,

TOVOS GTOV Aapd, pviKY| Katappon, iyag,

dugppota, EUETOC,

eEavOnua, Kvnopdg, PAEYHOVY| TOL OEPLLOTOC,

aoppayia, epediopog otn BEon éveong,

oidnua otn paoydAn, aictnua adabesiog, E&oym, Bmpakikdg movoc,
avENoT TOV KOPOK®Y EPYACTNPLOUKAOV TIHAV (0ntmg Tpomovivn 1), avEnuéva nratikd Eviopa,
UELMUEVOG aPOUOG AEVKOKVTTAP®Y, UELOMUEVOG LEGOG OYKOG OUUOTETOAIMV.

Yréwieg (umopei va enmnpedoovy péxpt 1 ota 1 000 dropa):

TOPOPPLVOKOATITIO O,

ypimn,

gpuOpOTNTA KOt SucPopio. 6TO UATL,

TOVOAULUOG,

Kvidwon (kvidwTtikd eEdvinua),

SVGYPOUOTIGHOG TOV SEPUATOG,

LOADIEG TOL OEPUATOC,

epidpwon,

VUKTEPIVOL 10pDTEC,

eEOyKmpa 6T0 dEpUA,

010110l TOL TPOGMTOV, TOL GTOUATOG KL TOV AULLOV,
0GQLUAYia,

LOTKEG KPAWTES,

TOVOG GTOV avyéva,

Hoikog mdvoc,

WLIKT advvapia,

YPNYOPOS KaPIOKOG TOAUDC,

GVOG GTO QVTL KOl GTOV A0,

KOUMOKOG TOVOC,

Enpootopia,

aicOnua mepioTpoenc (iAyyog),

nukpavia,

VEVPIKT dlatapay] TOL TPOKOAEL advvopic, popunkiooT 1 LOVSIOGHA,
vIVNAa,

aicOnpuo Amobupiog 1 advvapiog,

TOVOG TN HaoyGAn,

OTOAETION, PAEYLOVT], U] PLGIOAOYIKY aicOnon oto 6épua, e€avinua, podduoua, ENpotnta,
UEI®UEVT KIvNTIKOTNTA, KVOTIO otn Béom éveonc,
01010l TV OGTPAYAADVY, TOV AKP®V TOSOVY 1 TOV SAKTOA®Y,
aduvapia,

YPIRMING GLuVOpOuN,

HEL®UEVOG aplOIOG AEVKOKVTTAP®V,

LOADTOC.
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Mn yvoetiig ovyvoTnTag (1 cuyvotnta dev pmopel va ektiun et pe faon ta dtubéoyia dedopéva):
® TPOGMPWVI LOVOTAELPT TAPAAVGT| TOL TPOSHOTOL (Topdivom tov Bell).

Ava@opd avemOOunTOV gvepyet®OV

Edv mapotnpricete Kamowa avemBOunTn evépyela, EVIUEPMDOTE TOV YATPO 1] TOV/TNV VOGOKOLO GOG.
Av10 1oyvet Kot Yo kéBe mbavr avemBountn evépyela Tov Ogv avaPEPETAL GTO TAPOV GUALO 0dNYIDV
ypnons. Mropeite emiong va avapépete avemBounteg evépyeleg anevbeing, péow:

DQappoxevtikég Ynnpeoieg

Yrovpyeio Yyeiag

CY-1475 Asvkooia

TnA: +357 22608607

Dag: + 357 22608669

Iotdtomog: www.moh.gov.cy/phs

Méow g avapopdg avemBOuNToV evepyel®v pmopeite va fondncete ot GLAAOYY TEPIGGOTEP®V
TANPOPOPLDY GYETIKE LLE TNV ACPAAELD TOV TOPIVTOS POPLAKOV.

5. Hog va pvracoete To IMVANEX
To @dppaxo ovtd TPEMEL VO UAACCETAL GE PEPT] TTOV OgV TO PAETOVV Kot Ogv TO POAVOLVY Ta TOLILEL.

Na un ypnoiponoteite ovtd 10 eUPOAL0 PETE TNV NUEPOUNVIE ANENG TOV AVOPEPETOL GTNV ETIGTLAVON
petd v AHEH (EXP). H nuepounvia AnéEng eivat n tehevtaio nuépa Tov Pive Tov ovapEPETaL EKEL

dvldooete oty katdyvén (otovg -20°C +/-5°C 1} -50°C +/-10°C 1} -80°C +/-10°C). H nuepounvia
MENG e€aptdtar amd ™ Bepuokpacio pOAaENS. Mnv kataydyete Eava to eufoiio apod amoyuydei.
Metd v andyoén, to eufoito pmopel va puAaydei otovg 2°C — 8°C Ge GKOTEWO YDPO Y1 £MC

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

DuAdooeTe GTNV APYIKN] CLOKEVAGIN Y10l VO TPOGTATEVETAL OO TO PWG,.

6. Iegpreydpeva TS 6LOKELAGIOG KO AOLTTEG TANPOPOPIEg
T wepréyer to IMVANEX

Mia 8601 (0,5 ml) mepiéyet:
- H épaoctiky ovoia givar tpomomomuévog Lovtovog 10g dapaiitidag Ankara — Bavarian
Nordic?, 6yt Myotepo omd 5 x 107 Inf.U*
*LOAVOUATIKEG LOVADEC
Mopdyetar o koTTOpa euPpdov 6pvidac

- Ta dAho cvotoTikd gival: TPOUETAUOAT, YADPLODYO VATPLO, KOl DOWMP Y10, EVEGIULAL.

Av10 10 EUPOLIO TTEPIEYEL 1YV KaTaAoimwV TpwTeiv 0pvibag, feviovaong, Yevtapukivng Kot
ompoPrOEAGivn.

Epoeavien tov IMVANEX kot TEPLEYOUEVA TS GVOKEVOGIOG

AoV to kateyvypévo gufoito amoyvydet, to IMVANEX eivar éva vokitpivo £m¢ amaAid Agvko,
YOAOKTMOEC EVEGLLO EVOLDPT L.

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
doomg 1 20 guokidia pioag ddonc.

V5.0


http://www.moh.gov.cy/phs

Mmopei va, unv KoKAoQopovV OAEC 01 GLCKEVAGIEG.
Kéroyog Aderag kokrogopiog kot Iapackevaostic

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 xpHoNS avadempOnke Yo TeAevTaio popd otig 02/2026.

Av10 TO POPUAKEVTIKO TPOTOV EXEL £YKPLOEl e TN SLodIKAGI0 TOV «EEUPETIKMOV TEPIOTAGEDVY.

Av1o onuaivel 6Tt AOY® Tng omavioTnTog TS 0obévelog dev £yl KOTAOTEL dLVOTOV va AneOel TANPNC
TANPOPOPNGT Y10 TO PAPUAKEVTIKO TPOTOV.

O Evponaikoc Opyaviopog Gapudkav Ba agloloyei etnoimg kabe véa TAnpopopia mwov Ba eival
Stabéotun yro o eapuako ovtd kot to Topdv DAL Odnyidv Xpnong Bo extkaiporoleitol avoroywc.

Agntopepeic TANpoopieg Yo To0 pApROKO avTd givarl dtaféoiec 610 d1kTLOKS TOTO Tov Evpmmaikod
Opyoviepod ®opudkmv: https://www.ema.europa.eu

To mapov eOALO 0dnyudv ¥prong etvar dtabéoipo og OAeg Tig enionpeg YAwooeg g EE/EOX otov
dwtvaxd toémo tov Evponaikod Opyavicpod Oopuakov.

O Tinpogopics wov axkorovBovv anevBivovtal povo og emayyeiporics vyeiog:
Oonyieg Yo v TpogTOLRAGio Kl (op1iynon Tov eufoiiov:

To @laridio pémel va apedel va pbacel og Bepuoxpacio petaly 8°C kai 25°C mpwv ) ypnon.
Xtpofihiote amord mpiv T xpron. To IMVANEX eivar vrokitpivo £mg amaiod AevKob ¥p®dUATOG,
SloyEc £¢ YOAUKTOOEG evaumdpnpo. Mmopel va TepLEYEL VITOKITPIVES £G ATOAOD AEVKOD YPDHOTOG
KpoKideg.

EXéyEte omTiKd TO evOdpnuo TpLY TN XopNynon. L& mepintmon vrapéng TuyOV eEmYEVOV cOUATIOIMV
N/Kat PN QUGLOAOYIKNG ELPAVIONC, TO EUPOA0 Ba Tpémel va amoppiLedei.

Kabe prolidio mpoopiletar yio pia ypnomn.

Mo d6om v 0,5 ml avtieiton péoa oe po cOpryyo yio Eveon).

Metd v andyvén, o euPoio pmopel va puiayfel otoug 2°C — 8°C o€ GKOTEIVO YMPO Y10l EMG
2 UNveg evtoOc NG EYKEKPIUEVNC dLapkelag Cong mpv T xpnon.

Mnv kotoyoyete Eava 1o euPoAlo apov amoyvydel.

Y7rd v amovcio peAeTdv cuuPatdmrag, ovTd TO EUPOAI0 OEV TPETEL VO, AVOUELYVDETOL UE AAAA.
gupora.
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