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Ayannté/n,

H Janssen EAadag oo anoctéAAel uvnupéva pa «Aneubeiag emkowvwvia pe EnayysApatieg
Yyelag» oxetkd pe: ovvdeon petay tov epBoliov katda tng COVID-19 tng Janssen, kat Tng
gpdaviong Opoppwong oe ouvduaopo pe Bpopponevia, OTwe anatteitat anod tov Eupwnaikd
Opyaviopd Qappakwy (EMA) Kot HETA TNV £yKpLon TS HETAPPACNC KAL TWV ATIOSEKTWY Qo ToV
EBvikd Opyaviopd Qappakwy (EOD) (AN Eykplong EOQ 37717/23.4.2021).

'OAec o1 YNE: NapakadeicBe, wg anaitnon tou EOD, Bdoel tne avwtépw £ykplonc, va TpowbroeTe
GUECH TNV ETUOTOAN QUTH 0 OAOUG TOUG EMAYYEAUATIES LYEIQS OAWY TWV VOONAEUTIKWV LEpUHATWY
Kot OAwv Twv povadwy mapoyng mpwrtofaduiag kot deutepoBadutag dppovridag uyeiac,
appodLdTNTAag oag kal Wutépwe ota Tunpata Eneyoviwy Meplotatikwy koL ta Kévipa Yyeiog.

Yroupyeio Yyeiac: MapakadeioBe, we anaitnon tou EOQ, Aol TN avwTépw EYKPLONG, VL
TpowBnoeTe AUeETa TNV EMUOTOAR auTr o dAoug Toug amaoyoholpevoug EnayyeApatieg Yyeiog otig
ETUHEPOUG SONEG OTIOU TIPOYHATOTOLOUVTAL EMBOALACHOL, TL.X. KEVTPO PUXLIKAC LYLEWEC, HOVABEC
dpovtidag nAkiwpévwy, Sopég Pplofeviag aTOUWY LE ELBIKEC AVAYKECS K.0L.

I.I. NpwrtoBabiuac Ppovridag Yroupyeiou Yyeiac: MapakaleioBe, we anaitnon tou EO®, Baoel
NG AVWTEPW EYKPLONG, VO IpowBROETe Apeca TNV ETUOTOAR AUTH 6 OAOUC TOUG ANACKOAOUHEVOUS
EnayyeApatieg Yyeiag ota empépoug euBohaotika KEVIpa.

‘Oleg oi EMiotnpovikeg ETaipeieg 6AWV TwV LGTPLKWV e1bikotritwv: Mapakaieiobe, we anaitnon tou
EOQ, Bdoel tng avwiépw £YKpLONG va TIpowbrjoete dpeoa TNV EMOTOAS ot ota MEAn ooc.

larpikoi FUMoyot (MaveAAjviog kan empépoug): MapakaheioBe, we anaitnon Tou EO®, BaceL TNG
avwTépw £YKPLONG va TIPOWBNCETE AUESA TNV ETILGTOAN auTh ota M£An Tou JuAAdyou cac.

NaveAAiviog Qappakeutikog ZuMoyog, Emuépouc Qappakeutikoi ZUAoyol, MEDONI, Evwon
NoonAsutwv EAGSog, EAAnvik OSoviiatpiki Opoonovdia:

NapakaleioBe, w¢ anaitnon touv EOD, Bhoel Tng avwtépw £yKplonc va TpowdRosTe dueca tTnv
€mLoToAr) auTr ota MEAn Tou ZuAAdyou oag.

Ma tnv mnpoddpnon cag, tnv tpéxovca MepiAndin Twv XapaktnploTikwy Tou Mpoidvrog (MXM) tou
doppakeuTikol tpoidviog COVID-19 Vaccine Janssen, unopeite va tn Bpeite otnv wotooeAido tou
Evpwnaikot Opyoaviopot Qoppdkwy:

https://www.ema.europa.eu/en/medicines/human/EPAR/covid-19-vaccine-janssen#product-
information-section

H NXN eivaw StaBéoyun kat oto eAAnvKa Kat emikapornoleital kabe dpopd mou TpomomnooelvToL To.
otoyela Tou mpoidvToc.

Edv xpeldleote nepatépw mAnpodopiec, MAPAKAAEICTE VO ETUKOWWVACETE UE TO ANOKAEIOTIKO
Kévrpo Enkoivaviag Tng Janssen yia To COVID-19 VACCINE JANSSEN, To onoio sivar Sia8toipo 24
WPEC, 7 NUEPEC TNV pdopada:

* TnAfpwvo gnikoivwviag Xwpig xpéwon: 00800 565 4008 8



+« Tonikd TRAEPwvO emikovewviag: +30 21 19 90 60 06
« Email: JGCC_emea@its.jnj.com

H lanssen Ba ouvexiost va cuvepydletal OTEVA HE TIC UYELOVOMLKEC OPXEC TIPOKELMEVOU v
Staodaliost Tn cwoth Xprion tou epPoliou katd Tng COVID-19 tng Janssen.

Me ekTipnon,

JANSSEN-CILAG G APMAKEYTIKH AFBE
AEQO. EIPHNHI 56- 151 $1NEYKH
THA 210-6140061FAX210-8000845
ARHG94070303-A0Y OAE AGHNQN

MiguBuvThg IaTpikoU Tunpatog Tng Janssen EAAaSog
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V¥ COVID-19 Vaccine Janssen: cUvdeon avapeoa oto uBoAio kai
TNV EQPavion Bpoppwong o cuvduaopuo pe BpopBonevia

W To npoidv autd TeAel und oupPNANPWHATIK napakoAouBnon. AuTo 8a EMITPEWEl TOV YPriyopo
NpoodIopICUO VEWY NANPOPOPIHY ACPAAEIac. ZnTeiTal and Toug enayyeAPaTies uyeiac va
avagepouv onolsodnnoTe niavoloyoUpeveg avemBUUNTEG eVEPYEIEC.

26 AnpiAiou 2021
AyannTé enayyeAuaria uyeiag,

H Janssen-Cilag International NV os cupgwvia pe Tov Eupwnaikd Opyaviopd ®appakmv Kal Tov

EBviko Opyaviopo Qapudkwy (Al Eykplong EOD® 37717/23.4.2021), 6a RBeAe va cac evnuep®OOE
yia Ta g&Enc:

Zovown

'Evag ouvduaopog BpopBwong kai OpoBONEVIaG, NoU G OPICHEVES
NEPINTWOEIG CUVODEVUETAI anod aigoppayia, £xs1 napatnpnOsi o€ NoAU
ONAvieG NEPINTAOOEIG HETA TOV ERoAIacpd e COVID-19 Vaccine
Janssen. Mia aimiwdng cuvageila Je 1o ePBOAIo Bswpeital miBavn.

e Ta NEPIOTATIKA AUTA CNUEIOONKAV HECA OTIG TPEIG NPATES £BIOPAdEG
HETA TOV EPBOAIAOHO, KAl KUPIWG OE YUVAIKEG NAIKIGC KaGTw TV 60
ETWV.

e Z£ auTtd TO OTADIO, DEV £XOUV EVTONIOTEI £1531K0I NAPAYOVTEG
KIVOUvou.

e O1 enayyeApartieg vyeiag Oa npénel va enaypunvoUlv yia Ta ONUEia Kal
oupnTOPara Tng 8popBoeuBoAng n/kai TnG BpouBoneviag.

e Zta aropa nou gpBoliadovral O6a npénel va diveral n odnyia va
avalnTnoouv AUEcA 1aTpIKN PPovTida v EPPAVICOUV CUNNTOPATA
OpouBoepBoAng n/kai Bpopponeviag HeTa Tov EPROAIACHO.

e O cuvduaopog Bpoppwong kai OpoppBoneviag anaiTei eEe1dIkeUpEVn
KAIVIKF) aVTIHETOMNION. AVATPEETE OTIG OXETIKEG 0dNYieg N NTRHOTE TN
OUUBOUAR £EEIBIKEUPEVOV IATP®OV (MN.X. AIHATOAOY®V, EISIKAOV OL
6épara nAENG) yia Tn didyveon Kal TH BEpANEUTIKI AQVTIHETONION
auTnG TNG Naénong.

CP-226320/VAC/0421/001



Fevikéc nAnpogopisc OXETIKG HE TO JHTNHAG AoPAaAeiag

To evéoipo evauwpnpa COVID-19 Vaccine Janssen evBEIKVUTAL YL TNV EVEPYNTLKY avoooroinon yla
TV mpoAnYPn tng COVID-19 mou mpokaAsital and Tov 16 SARS-CoV-2 e dropa nALkiag 18 eTwv Kal
avw.

‘Evac cuvbuaouoc 8pouBuwonc kal BpopBomeviag, mou o OPIOUEVES TIEPUTTWOELG CUVOSEUETAL QIO
alloppayia, £xeL mapatnpnBel o MOAU OTIAVIES MEPUTTWOELG PETE ToV elfoAloopd pe COVID-19
Vaccine Janssen. OL OpouBwoelg mou éxouv mapatnpnBel o cuvbuaopoé pe Bpopfonevia
nephapBavouv copapég dAeBikéC BpopBwoetlg oe acuvnBloteg BEoeLs, Omwc oL pAePwdelg kKOATIOL
Tou eykeddAou Kal To. omAQXVIKG ayyeia kot aptnplakés Bpoppwoelg. Exel avadepBel Bavatndopog
éxkBaon. To MEPLOTATIKA QUTA ONUELWONKAV LECA OTLG TPELG TPWTEG EBSoUAdeC HETA TOV
guPoAiaoud, kal Kupiwg og yuvaikeg nAikiag kaTw Twv 60 ETWV.

OL emayyelpaties uyeiog Ba Tpémel va emaypumvolV yLOL Ta GNHELR Kal CUMITTWOHATA TG
BpopposuBoAic /kat tg Bpopporneviag. Zta dropa mov spfoAidlovral Ba npéneL va divetal n
odnyia va avaintrioouv dueoa aTpkn dpovrida edv epdavicouvy supntwpaTa 6nwg ddomnvola,
novoc oto otrifoc, oidnpa okéhoug i eMipovo KOLako GAyog petd Tov epfoAlacpd. Enumhéov, kdbe
dtopo pe VEUPOAOYIKE cupTtwpata énwg cofapn A enipovn kedahadyia, Oappog opdoswg Petd
ToV PBOALOGUA, ) TO oTtoio epdavilel PWAWTEC TOU BEPLOTOC ) TETEXELEG MEPAV TOU CNUEiOU TOU
EUBOMOOUOU META QIO MEPLKEC NUEPES, B TIPEMEL v avalNTHOEL GUECT LATPLKN PpovTida.

J€ QPKETEC TIEPUTTWOELG ATOMWY HE TawTdpovn Bpoupwon kat Bpopfonevia, o EAeyxog yla
QVTLOWHATO KATA TOU aLUOTETAALOKOU Tapdyovia-4 (PF-4) ftav BeTkog 1 éviova DeTikog. EKTEVAG
Slepelivnon TwWV SUVNTIKWY HnYavicpwy ou Ba propovcayv va nipokarécouv OpopBwan f/koal
Bpopponevia éxel yivel og pia peloPndia avtwy twv neputtwoswy. Maviwg, dev éxouv aveupebei
dAhec avwpaliee mou va Bewpeital dtL epunvetouy Ta cuuBavra ou éxouv napatnpeneil. Qotdoo,
0 akpLBr¢ maBodualodoykdc pnxaviopds o BpicKeTal miow amd TNV ERGAvVIon AUTWY TWV
BpopBwtikwy cupBaviwy Sev £xelL kaboplotel akopa. & auTo To oTddLo, Sev éxouv eviomiotel
g181kol mapdyovieg kwdUvou.

0 cuvbuaopog Bpoppwonc kat Bpopponeviag amattel e§eldikevpévn KALVIKN avTiueTwion. Ot
emayyelparieg vyslag Oa mpénet va avatpefouv oL oxeTikég odnyieg f/kat va Intnoouv T
GUUBOUAN ££EIBIKELHEVWV LATPWV (TLY. aLOTOAOYWY, el8IKWY ot BEpata mRENg) yia tn Sudyvwon
KoL TN BEPOTEVTIKE QVTILETWILON QUTAG TNG TdBnong.

H Enttponr Qappakosnaypinvnons-AfloAdynong tou Kwvduvou (PRAC), pial omo TG EMOTNHOVIKES
emutpotég Tou EMA, tpoéPn ae 81e€081kr) Slepeuvnon mou cupneplEAafe enavesETaon Twy
TEPLOTATIKWV BpduBwong kal Bpopponeviag oe dtopa tou éAapav o eBOALO KaL emtiong
Q€LOAOYNOE JLo aVAAUON TWV QVAPEVOUEVWY O OYEGN JE T TTapatnpnBEvia anoteAéopata.

Me Baon ta Tpéxovta otolxeia, n PRAC cuvE£otnoe va yivel enkalponoinon tTwv mAnpodopuwv Tou
TPOTOVTOC WOTE VA AMOTUTVOVTAL OL TPEXOUTES YVWOELS YIa TO OUYKEKPLUEVD TNTnpa acddiewad. H
gnkatponoinon avtr nephappavel avabswpnon g rapaypddou pe T npoeldonotiosLs, kabwg
kot cupnepAnn tg BpdpBwong os cuvduacpd pe Bpopponevia oTIC AVEMIBUUNTEG EVEPYELES ME
TIOAU OTIAVLO, CUXVOTNTA.

Ma Tnv TpExouoa eykekpiuevn MXM, napakaholpe eMOoKePBEiTE TOV 10TOTONO ToUu EMA:

https://www.ema.europa.eu/en/medicines/human/EPAR/covid-19-vaccine-janssen#product-
information-section




¥ MNpéokAnon yia ava@opd sikalopevov/niéavoloyolpsvav aven@UpnTov EVEPYEIQV
TOU (papHaKou

MapakaAeioBe va avagpEpeTe onoleodnnoTe aveniBUUNTEG EVERYEIEG NapouciafovTal oToug aoBeveig
oacg ol onoiol AapBavouv suB()?\lo COVID-19 Vaccine Janssen. Eival onpavTiko va KaTaypagei pe
ocaQrvela TOGO 1 EUNOPIKD 0v0pc10|c1 000 Kal 0 uplepoq napﬂéoq TOU NPOIOVTOC NMou AduBavel o
aoBsviic. Katd Tnv avaeopd, napakaAeiobe va napExeTe 600 To duvatov nspwcompsq
NANpPoQopiec, cupnspl)\uuﬁavouavmv TV NANPOPOPIHV CXETIKA UE TO 1ATPIKD IGTOPIKG,
onoménno*ra ouyxopnynan aAiou cpappqmu KaBw¢ Kal TIg nNEEpOUNVIES )\mpnq TWOV QApHAK®V Kal
EUEAVIONG TV avameupnm)v evepyel®v. YnevBupileTal oTi ol uvameupmaq svapyasq nou
cuvd£ovTal Pe TN Xpron Tou gpBoAio COVID-19 Vaccine Janssen pnopouv va avagépovral
oUPP®VA [E To £0VIKG cUOTNHA AUBOPUNTWYV aVAPOPWY OTOV EBVIKO Opyuvnouo dappakwv, TUAKA
AvemBlupnTwv Evepyeiwv, pe TNV unoBoAn Tng Kitpivng KapTtag pe Toug £En¢ Tponoug:

. HAgkTpovik unoBoAn Tng KiTpivng Kaptag péow Tng IoTooeAidag Tou EO®
http://www.eof.gr
® "EvTunn poppn anooToAn HECw TaxXudpouEiou, cws)\mq, oro Tunpa Avanleupn'rmv Evepysiav

Tou EO® (Meooysinv 284, 15562) TnAZpwvo enikoivwviag: 213-2040380 n 213-2040337.

EvaAAakTika unopsws va ava@peTe onolscdNNOTE aveniBUPNTEG EVEPYEIEG napoucialovrdl gToug
acBeveic oac ol onoiol AauBavouv To gupdiio COVID-19 Vaccine Janssen dT1o ANOKAEIOTIKO KEVTPO
Enikolveviag yia To guBdAio yia Tnv COVID-19, To onoio gival diaBéoigo 24 mpec, 7 NHEPEG TNV
£Bdopdada:

e TnAfpwvo enikoivoviag xwpig xpéwon: 00800 565 4008 8
»  Tomkd TRAEPWVO enikoivaviag: +30 21 19 90 60 06
e Email: JGCC_emea®@its.jnj.com

Enikoivavia pe Tnv €Taipgia

[la onoladANOTE NANPOPOPIa CXETIKA PE AUTO TO PAPHAKO CUUNEPIAGLBAVOPEVWY napanovey yia
TNV NOIGTNTA TOU NPOIGVTOG, NAPAKAAOULE ENIKOIVWVICTE PE TO KévTpo Enikolvwviag anokAeloTIKG
yia To gpPOAI0 yia Thv COVID-19, To onoio eival diaBéaipio 24 @peg, 7 NHEPEG TNV eRdopada:

e« TnAfépwvo smikovwviag xwpig xpéwan: 00800 565 4008 8
e Tonikd TRAEPWVO enikoivoviag: +30 21 19 90 60 06
¢ Email: JGCC_emea@its.jnj.com

Me gkTipnon,

AlcuBuvTric IaTpikol TprjuaTtog TG Janssen EAAGDOG



