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Ayannté/n,

H lanssen EAMGBag oog anmooTEANEL cUVNLEVE pia «ATiEUBEelaC emkowwvia Je EmayyeApories
Yyeiag» oxetikd pe: ovBeon petadd tou epPoliov katd tng COVID-19 tng Janssen, Kot Tng
gpdavnong Bpopufwong os cuvduaopod pe BpopBonevia, 6rwe anawteltal and tov Eupwnaikd
Opyaviopd Qappdkwy (EMA) KoL HETE TV £ykpLon Tng LETADPOONE KAl TWY amoSeKTWV omd Tov
EBviko Opyaviopd Qappdkwy (EOD) (AN Eykprang EOM 37717/23.4.2021).

OAeg oL YME: NapakaleioBe, we anaitnon tou EOQ, Bdoel tng avwTépw £yKpionc, va Tpowdroete
dpeaa TV entoToAn autr o€ GAoug Toug enayyehpatieg uyelag GAWY Twv VOOHAEUTIKWOV L8pURATWY
Ko OAWY Twy Hovadwy mapoxic npwtoBabulacg kol ssutepoBdduiac dpoviidag uyeiag,
appodLoTNTag oog kat Lotattépwe ota TuAuata Enelyoviwy MNeplototikwy Kal ta Kévipa Yyeiac.

Ynoupyeio Yyeiog: NapokaleioBe, wg analtnon tou EO®, Bdoet tng avwtépw éykplonc, va
TIPOWBNOETE GUEST TNV ETILOTON QUTH 08 GAOUE Touc amacyoAovuevoug EnayyeApaties Yyeiog otic
EMLUEPOUG BopEg OTToU TIpaYHATONOLOUVTAL EHBOALOOMOL, TLY. KEVIPA WUXLKAG UYLEWNC, LOVASES
dpovtidag nAtkiwpévwy, Sopuéc plofeviag aTOMWY HE ELSIKEC AVAYKEC K.a.

I.I. NpwroBdaBuiag Ppovribag Yroupyeiov Yyeing: Napakahelobs, we anaitnon tou EOO®, Bdoel
TNG AVWTEPW EYKPLONG, VA TIPOWBIOETE GLeTa TV EMLOTOAY QUTH 08 OAOUC TOUC AOCXOAOUHEVOUC
EmoyyeAparieg Yyelag oto emipépouc epBohlooTikd kEvpa.,

OAgg oL EmigTnpovikég ETaipeisg SAwv Twv Lopkdy eldsotitwy;: MopakaleicBe, we anaitnon Tou
EQ®, Bdoel tng avwTépw) EyKpLong va powdoete aueoa thv emtotolr auth ota MEAn oac.

latpicoi ZuMoyol (MaveAAvioc ko enépouc): MNapaxaleiaBe, we anaitnon Tov EO®, Bacel TN
avwIEpw Eykplang va TpowBroete dpeca Ty emotolr auth aTa MéAn Tou SuAdyou oac.

NaveAAiviog Qapuakeutikde ZuAdoveg, Enmuépous Oapuakevtikoi EHAAoyor, NEDONI, ‘Evwon
NognAeutwy EAMGS0g, EAAnVIKA OBovriatpikr) Opoonovsia:

NapakaleicBe, we anaitnon Tou EO®, BAoEL TNG avWTEPW £YKPLONG VA TPOWBACETE AUESA TAY
ETLOTOAN UTHA ota MéAn Tou ZuAldyou cac.

MNa v minpodopnar oag, Ty Tpéxouca Mepinn twv Xapaktnplotikwy Tou Mpoidvrog (NXM) tou
$appakeuTikoL ipoidvrog COVID-19 Vaccine Janssen, propeite va tn Bpeite oty wotooehiba tou
Eupwrnaikoy Opyavicpot Qappdrkwy:

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

H NXN eival SiaBéaiun kot oTo EMNVIKG KoL emkatponoleitat kiBe dopd ou TpomonoLoUvVIaL Ta
otolxeia Tou Tpolovroc.

Edv xpewdleote mepoutépw mAnpodopleg, mapakalelote vo ETUKOWWVAOETE KE TO GMNOKAEIOTIKO
KévTpo Enikoivaviag Tng Janssen yia To COVID-19 VACCINE JANSSEN, To onoio eivar Biabéoio 24
tpES, 7 NUépeg TNV eBBoNada:

¢ Tnhéowve enikoivwviag xwple xpéwan: 00800 565 4008 8



»  Tomkd TRAdpwvo enikoiveviag: +30 21 19 90 60 06
+ Email: JGCC_emea@its.jnj.com

H Janssen Ba ouvexloel va cuvepyGletol OTEVA E TLC UYELOVOUIKEG OPXEC TIPOKELHEVOU va
Slacdahioel tn swoth xprion Tou epfoliou kord tng COVID-19 Tne Janssen.

Me extipnon,

AMNS

JANSSEN - CILAG 0 APMAKEYTIKH ABGE
AEO® EIPMNHI 56 151 21NEYEN
THA 21001 40081FAK210-2090448
ABMB94070503-A0Y OAE AGHNON

AleuBuvtng TaTpikel TuAKaATog Tng Janssen EAAGSOG
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V¥ COVID-19 Vaccine Janssen: oUvdgon avdpeoa oto £dBOAIO Kal

TV EHPAavion 0popBwong o ocuvduaopd pue Opopponevia

W To npoidy auté Tehel unod oupnNAnpwUaTikh napakoAouBnan. AuTd Ba ENITPEWEI TOV YPrYopo
NPoadiopicud VEMY NANPOMOPILY ACMAAEIAc. ZNTEITal and Toug enayyeALaTies uysiac va
avapEPOUY onalecBAnoTe MABavoAoyoUNEVES avernBUPNTEG EVEPYEIECG,

26 Anpidiou 2021

AyannTe enayyehpatia uyeiac,

H Janssen-Cilag International NV oe oupgwvia pe Tov Eupwnaiks Opyaviouo ®appudkey KoL Tov
EBviko Opyaviopo Qappdkwy (AN Eykpiong EOO® 37717/23.4.2021), 8a ABehe va 6ac evaUEPDOE!
yia Ta gEAc:

Zovown

L]

'Evag ouvduaopog BpopBmong kai BpoHBoneviag, Nou G OPICHEVES
NEPINTAOOEIC CUVOBSEUETAI and aipoppayia, £Xel napaTnpnOei o NoAv
ONAvIEG NEPINTOOEIG HETA TOV edBOAIaCHO pE COVID-19 Vaccine
Janssen. Mia aIm®dng ocuvagpeia pe To epPoOAio BewpeiTtal mbavi.

Ta NEPICTATIKG QUTA ONUEIKONKAV PECA OTIC TPEIG NPATEC EBBOHABEC
HETA Tov epBoAIaopd, kal kuping o€ yuvaikeg nAIKIOC KAT® TV 60
ETOV,

Ze auTo 1o oradlo, Sev £Xouv evromoTei £181koi NAPAYOVTEG
Kivilvou.

O1 enayyeAparieg uyeiag 8a npénel va enaypunvolv yia Ta onpeia Kai
oupnTaouara TG OpopBospBoAng n/kai Tng Bpopponsviac.

Zra atopa nou epBoliaZovral 8a npéngl va Siveral n odnyia va
avalnTioouv dpEcA 1aTPIKE) PPOVTIda EAV EHPAVICOUV CUNNTOHATA
BpopBospPoAng 1/ kal BpopBoneviag peTa Tov EHBOAIACHO.

O ouvdudopog BpopBwong kar Bpoponseviag anartei eEa1dikeupévn
KAIVIKF) QVTIHETONION. AVaTpEETE OTIG OXETIKEG O3NYIES 1) {NTAHOTE ™m
oUpBouAn eEe1BiIkeupivmV 1aTpOV (N.X. AIHATOAOYMYV, EIBIKAOV OF
8gpara nREng) via Tn didyveon kal Tn O£panzuTIKN AVTIHETOMION
auTh§ TG NAdnong.

€P-226320/VAC/0421/001



Fevikég nAnpo@opisg axerikd pe ro Znrnua aoc@dlciag

To evéoipo evawwpnpa COVID-19 Vaccine Janssen evBelkvutal ywa tnv EvepynTikh avogonoinon yla
™V 1ipeAnyin g COVID-19 mou npokaAeitol amod tov 1o SARS-CoV-2 ot dtopa nAkiog 18 eTwv Kat
avw,

Evag ouvBuacpég Bpdupwong kal BpopuBoneviag, Mou ce 0pPLOPEVES TIEPLTTWOELS CUVOSEVETAL Artd
aupoppayia, éxel mapatnpnBel og MOAU OMAVIEG TIEPUTTWOELS UETE TOV EUBOALACUO pe COVID-19
Vaccine Janssen, Ot Opopfwoetg mou éxouv nopatnpnBel o cuvbuaoud pe Opoppornevia
nephapBavouv coPapéq dhefikés BpouPwoeis oe aouviBLOTEC BéoeLg, OTIWE oL GPAEPWSELC KOATIOL
Tou eyKedEAoL Kat Ta oTAAXVLKE ayyela Kot aptnpLakéc BpopBwosts. Exet avadepBei Bavatndopog
éxBaon. Ta meptoTatikd autd onpelOnKoy HEco OTIC TPELS TIPWTES EBSOUASEC HETA TOV
euPoiioopo, kat Kuplwe oe yuvaikes nAkioc KATw Twv 60 ETWV.

Ot enayyehuartieg vyeiag Bo MPENEL va EMAYPUTIVOUV yLa TAL ONHELD KO GUUTITWHOTA TG
BpouPoepBolng n/kat tng Bpouponeviag. Ita dropa nou epPoAidlovial Ba mpénel va Sivetal n
obnyla va avalnticouv dueca atpiki dpoveiba edv epdavicouy supnTwuata dTwe SYonvola,
névog oto otrBog, oibnpa okéAoug fj enipovo kothlakd dAyoc LETA Tov eBOALaGO. EtmAéoy, kdBe
GITOMO ME VEUPOAOYLKG SUPNTWHAT OTiwg cofaph 1 entipovn kebarodyia, B&uBoC opdoswe petd
Tov epfolaapd, 1 to onolo epdavitet pwAwreg Tou S£pUaTOC i) METEXELEC TTéPaAV TOU onpeiou Tou
epPoAiacpol petd and pepké nuépeg, Ba npénel va avalnTthoel duesa LoTpikn Gppovtida.

Z€ OPKETEG TIEPUTTWOELS ATOPWY UE TAUTOXpovh Bpoppuwan kot Bpoppornevia, o Eheyxoc yia
AVTLOWHOTA KaTA Tou auponeTaAlaKkoy ntapdyovia-4 (PF-4) ftav BeTkoc i éviova Betikdc. EkTeviic
Slepelvnon Twy SuVNTIKWY UNXaviopwy o Ba unopoloav va pokahécouv BpopBwon f/kat
BpopPomevia éxel yivel oe pla petowndia autv Twy nepuTIWoEWV, NMAVTWE, Sev £X0UV aveupefel
GMeg avwpaliee ou va Bewpeital 6Tt eppunvetouy Ta oupBEvVTa IO Exouv napotnpn@ei. Qotdoo,
0 akpLPiic maboduolodoyikog LNXaviouss ou Bpicketatl miow armd thv gLbAVION AUTWV TWV
Opoupwrikiv oupBdvtwy Sev éxel kaBopiotel akdpa. Se autd To oTdd10, Sev ExoUV EVIOTIOTEL
eldikol napdyovrecg kivSlvou.

O ouvbuaouog BpopBwaong ko BpopBorneviac amattel £EEIOIKEUMEYT KALVLKN avTETWrLGn. Ot
emayyeApatieg uyeiog Ba MpEnel va avatpéfouy oTIC OXETLKEC odnyieg A/kal va {ntricouv th
OUHPOUAN eEelBikeupéviy LaTPWV (TLY. atatoddywy, ELSIKWY OE Bépara migng) yia tn Sdyvwon
KaL TN BEPamEUTIKY QVTLHETWITLON QUTAC TS TdBnonc.

H Emeportiy Qappakoenaypinvnong-AfloAdynonc tou Kivduvou (PRAC), pio artd Tig emoTnUOVIKEC
emutporeg tou EMA, ipoéPn oe Siefobikn Siepetivon mou ouuneplédafe emaveéétaon Twy
neplatatikwy BpopBwong kot BpopBoneviac oe dropa nou EAaBayv To elBONO Kal emtiong
aflohéynoe pa avdhuon Twy avapevopevwy ot axéon HE Ta mapatnpnbévia anoteAéopata.

Me Bdon ta tpéxovra otoeia, n PRAC OUVESTNOE vl V{VEL ETLkaLpOTIOiNGN TWY TANPOGOPLDY TOU
TpOlAVTOC WOTE VA ANOTUTIMVOVTOL oL TPEXOUOEC YVUIOELG VIO TO CUYKEKPLUEVO (AT aoddreiac, H
emikaiponelnan auth nepdappavel avaBedpnan the napaypddbou HE TIG tPOoELBOTOLOELS, KOBWC
Kal oupnepiAnpn tne Bpdppwong ot cuvBuaopd e BpopPonevia otiq averBlunTeg evépysLec ue
TIOAL oTtdvia ouxvaTnTa.

Fla TNV TpEXouoa eykekpiugvn MNXM, napakaAoupe eMoKe@BEITE ToV 10TOTOMO Tou EMA:

hjps:/ﬁwww.ema.europa.eu;’en;’medicinesr’human/EPARKcovid-lS—vaccine-Ianssen#product-
information-section




¥ NpookAnon yia avagopda £1kafopevmV/MBavoAoyoUEVOV aVEMBUPNTOV EVEPYEIQV
TOU (papHaKou

NapakaleioBe va avapépeTe onoleodninoTe avernBUUNTEG EVEPYEIEG NAPOUCIGZOVTal OTOUG AUBEVEIC
oag o onoiol AapBavouv eufoiio COVID-19 Vaccine Janssen. Eival onuavTiké va KaTaypagsi pe
OaPrVEID TOOO N EUNOPIKN OVONATia 600 Kai 0 apIBuoS NapTidag Tou NpoidvTog nou AdpPaver o
aoBeviic. KaTtd Tnv avagopd, napakaheioBs va napexets 600 To SUvaTdY NEPICOOTEPEC
MANPOYOPIEG, CUHNEPIAAUBAVOHEVWLY TWV NANPOEOPIDY OXETIKA [E TO ITPIKO ITTOPIKO,
onoiadnnoTe cuyxoprynan ailou Gapudkou, KABME Kal TIG NIEPOUNVIEC ARWNE TOV PAPHAK®Y KAl
EPPAVIONG TwV aVEMBUUNTWY EVEQYEIDY. YnevBupileTal OTI o1 avenBUUNTEG EVEPYEIEC NOU
ouvdeovTal e Tn xprion Tou euBoAio COVID-19 Vaccine Janssen unopolyv va avagépovral
oUNEWVA PE To £BVIKO OUOTNHA auBOPUNTWY avapophy aTov EBvike Opyavioud ®apudkwov, TUAKa
AverBipnTov Evepyeiayv, HE TRV LnoBoAn Tng KiTpivng KdpTag pe Touc eEAC TpdNouc:

. HAekTpoviki unoRoAn Tng KiTpivng KapTag péow Tne 1oToogeAidac Tou EQ®
http://www.eof.gr
. EvTunn Hopen anooToAn péow Taxudpopeiou, aTEA®S, oTo TuApa AvemBiunTwv EVEpyEinV

Tou EO® (Megoyeiov 284, 15562) TnAépwvo enikoivwviac: 213-2040380 ) 213-2040337.

EvaAAakTikd WnopelTe va avagépeTe onoleadnnoTe aveniBUUNTEG eVEPYEIEC NapoucialovTal aToug
aoBeveig gag ol onoiol AapBavouv To euBolio COVID-19 Vaccine Janssen oTo anokAgioTikd KévTpo
Enikoivwviag yig To epBoMo yia Tny COVID-19, To onoic givai 810880140 24 Gpec, 7 nuEPEC TNV
efbopada:

«  TnAL®®VO ENIKOIVOVIAG XWPIG Xpiwon: 00800 565 4008 8
»  Tomikéd TNAEQwvo enikoivwviag: +30 21 19 90 60 06
* Email: JGCC_emea®@its.jnj.com

Emkoivmvia pe Tnv £Taipeia

Ma onoladnnoTe NAnpo@opia OXETIKA HE QUTO TO PAPHAKO CUUNEPIAGUBAVOLEV®Y Napandvey yia
TAV NOIOTATA TOU MPOIOVTOE, NAPAKAAOUHE ENIKOIVWVACSTE HE To KEvTpo Enikovaviac anokAEIoTIKG
yia To epBoAio yia Tnv COVID-19, To onoio eival 51a0E01H0 24 MPEC, 7 Nuépec TNV epBopdda:

»  TnAEQuvo enikovwviag Xwpic xpéwon: 00800 565 4008 8

¢ Tonikd TnNA2Pwvo enikoivoviag: +30 21 19 90 60 06
« Email; JGCC_emea@its.jnj.com

Mg ekTiynon,

AteuBuvTAg IaTpikot TpApaTog TG Janssen EAAGSOC



