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H Janssen EAAGBag oag anooTéAAEl cuvnupeva pia «AnguBeiag enikolvevia pe EnayyeAparieg
Yyeiag» oxeTIka e Tov Kiviuvo yia autoavoon 8popBonevia (AG) kar pAeBikn
BpopBospfoAn (POE), 6nwg anaireital and Tov Eupwnaikd Opyavioud ®appdkwy (EMA) kal HETA
TNV £YKPION TNG HETAPPACNG KAl TWV anodekTmV ano Tov EBvikd Opyavioud dappdakwy (EOD) (A

‘Eykpiong EO®: 92923/6-10-2021).

OAgg ot YNE: MNapakaleioBe, wg anaitnon tou EOD, BAoeL TG avwTépw EYKPLONG, Vo TIPowBroeTe
QUECQ TNV EMLOTOAN QUTH O OAOUG TOUG EMAYYEARATIES UYELOG OAWVY TWV VOONAEUTIKWY LBpUHGETWY
Kot OAwv Twv povadwyv mapoxng npwropadutag kat Seutepopaduiag dppovtidag vyeiag,
appodLotntdg oag kot Wlattépw  ota TpApata Enewyoviwy Meplotatikwy kol ta Kévepa Yyeiag.

Ynoupyeio Yyeiag: NapakaAeioBe, wg anaitnon tou EOQ, BAGEL TN avwTépw £yKPLONG, Va
nPowBnoeTe ApeTa TNV EMLOTOAN QUTH 0 OAOUG TOUG amaoyoloUpevouc EnayyeAparieg Yyeiog
OTLG EMLUEPOUG SOMEG OTOU TipayHaTonolovvTaL ERBOALAGHOL, TLY. KEVTpa PUXLKAC UVLEWVAC,
povadeg dpovtibag nAkiwpevwy, Sopeg drhoeviag atopwY HE ELSIKEC OVAYKECS K.,

LI NpwrtofdaBuiac Mpovridag Yroupysiou Yyeiac: NMapakaleloBe, we anattnon touv EOO, fdost
NG AVWTEPW EYKPLONG, VO IPOWBONOETE GueECA TNV EMLGTOAN QUTH GE OAOUC TOUC QIOXOAOULEVOUC

EmayyeApartieg Yyelag ota empépoug epBoAlactikd kévipa.

EOAY: MNapakaheloBe wg amaitnon tou EO®, BACEL TG AVWTEPW EYKPLONG, VA POWBRoeTE Auesa
TNV EMLOTOAN QUTH 08 GAOUG TOUG EMAYYEARATIEG UYELOC TTOU amavtoUV OE EPWTHLOTO TIOALTWY-

eppolalopevwy

DAeg ot Emotnpovikég Eratpeiseg 6Awv Twv atplkiv siSikotitwy: NapakaleioBe, we anaitnon

Tou EOQ, Bdoel TG avwTépw EyKpLong va TpowBnoete Gueoa tnv eMLOTOAN auth ota MéAn oag.

laxpwoi ZUAAoyol (MaveAArviog kat enpépouc): MapakaleioBe, we amaitnon tou EOQ, Bdoel tng
aVWTEPW EYKPLONG Vo MPOwBOAOETE GUesd TNV EMLOTOAN autr ota MEAR tou ZuAAGYOU oag,.

NaveAAnviog Qappaksutikdg ZUAAoyog, Emupépoug Qappaksutikol ZVAAoyor, MEDNI, Evwon

NoonAgutwv EAAGSo¢, ENAnvikr) Odovtiatpukr) Opoomovsio:

Napakaieiobe, wg anaitnon tou EOD, BAoel TNG AVWTEPW EYKPLONG va TPpowBNoeTe dpeca TNV

emLotoAr autr) ota MéAn tou ZuA\oyou oag.

Ma tnv mAnpodopnan oag, T tpéxovoa MepiAndn Twv Xapaktnplotikwy tou MNpoidvrog (MXN) tou
dappakeutikol npoiovtog COVID-19 Vaccine Janssen, pnopeite va tn Bpeite otnv wtoosAida tou

Eupwrnaikol Opyavicpot Qapudakwv:

nttps://www.ema.europa.eu/en/medicines/human/EPAR/covid-19-vaccine-janssen#fproduct-

information-section




H NMXN eival §laB<owun kat ota eAANVIKA Kal emikalporoleital KaBe hopd mou TpomomoLUvVTaL Ta
OTOLYELQ TOV TIPOLOVTOC.

Edv ypeldleote nepattépw MANPodopieg, MapakaAeioTe va EMIKOWWVIGETE PE TO ATOKAELOTIKO
Kévtpo Emikowwviag tng Janssen yia to COVID-19 VACCINE JANSSEN, to omoio eival StaBéoio 24
wpeg, 7 nuépeg tnv efdopada:

e TnAépwvo enikolvwviag Xwpig xpewon: 00800 565 4008 8
o Tomkd TNAEQWVO enikolvwviag: +30 21 19 90 60 06
e Email: JGCC_emea@its.jnj.com

H Janssen Ba ouveyioel va cuvepyQletal OTEVA LE TIC UYELOVOWULKEC OPXEC TIPOKELMEVOU v
Siaodatioel tn owaoth xprion tou guBoldiou kard tng COVID-19 tn¢ Janssen.

Me extipnon,
Eppavounh KoutaAdg, M.D.

AlguBuvTng IaTpikoU Tunuartog Tng Janssen EAAGadog



)

anssen PHARMACEUTICAL COMPANIES
J | OF t}(}f‘"’m‘“gc!l‘lml

WV COVID-19 Vaccine Janssen: Kivuvoc yia autoavoon 8pouBonevia (A®) kai @AsBIkA
BpoppospupoAn (POE)

WV To npoidv autd TeAei und cupnAnpEATIKY NnapakoAoldnon. Autd Ba eNITPEWE! TOV YPryopo
npoadiopioHd VEWV NANPOPOPILV acpAaAelag. ZnNTEITAl and Toug enayyeApLaTieg uyeiag va ava@épouv
onoleadinoTe NiIBavoAoyoUNEeVES aveniBUUNTEG EVEPYEIEC.

AyannTé enayyeAparia uysiag,

H Janssen-Cilag International NV, og cupg@wvia pE Tov Eupwnaikd Opyaviopd ®@appakwy Kal Tov
EBviko Opyaviopo ®appdkwy, Ba nbele va oag evNUEPWUE! yIa Ta €ENG:

Zuvown

AuTtodvoon 6popBonevia (A®):

= [loAU onavia éxouv avapepOei nepioTaTika AQ, opiopéva pPE noAu XapnAd enineda
aigoneraliov (<20.000 ava pl), cuviBmG EVTOC TOV NPOTWV TECCApWV
eBBSopadwv pera Tnv Afjwn Tou COVID-19 Vaccine Janssen. Autd nepisAGupavav
NEPICTATIKG HE aipoppayia kal NEpICTATIKG e Bavarn@odpa ékBaon. Opioguéva anod
auTa NPoéKUWav oc ATopa HE 1I0TOPIKO AO.

« Eav £va daropo £xel 10TOPIKO AG, o1 Kiviuvol and Tnv spgavion xapnAol api®pou
aigoneralinv 8a npEnsil va AapuBdavovTtal undwn npiv and Tov egBoAiacuo, Ve
£niong cuvioTATal napakoAolBnon TV aiponeraAinv HeTa Tov euBoAiacud.

« Ta aropa Ba npénsl va BpiokovTal O eypriyopon yia onUeia kai cugnTopara Tng
A©, onwg gival n autopaTn aigoppayia, 0 HWAWMICUOC I} 01 NETEXEIEG.

o 'ATopa nou diayiyvookovTal pe BpoppBonevia evrog 3 eBIoAdWY HETE TOV
epBoAiaocpd pe To COVID-19 Vaccine Janssen 8a npénei va eEstafovral evepya yia
onpeia OpopuBwong npokeipévou va aglohoynBei pia miBavi diayvwon cuvdpdyou
8popBwong pe BpouBonevia (TTS), yia To onoio anaiteital EEEIBIKEUHEVN KAIVIKE
diayeipion.

®AeBikn OpoppospuBoin (®OE):

«  ®AeBixkn BpopBospBoAn £xel napaTnpnBei ondvia peta and spBoliacpd pe To
COVID-19 Vaccine Janssen.

» O kivduvog Tng ®OE Ba npénel va AapBAaveral unown yia Ta Aropa e auEnpévo
kivduvo B8popBospBoAnc.

o O1 enayyeAparieg uysiag 8a npénel va BpickovTal o€ eypRyopon yia Ta ongsia kai
cupntT@pata Tng ®OE. Z1a aropa nou epPohiaovrar 8a npénel va diveral n odnyia
va avadnTrjoouv aGueoa 1aTpIK @povTida av EpPavicouv CUPNTRHATA ONKe
Aayaviaopa, noévo oro oTrj@og, ndévo ora nodia, oidnua ora nédia f enipovo
KOo1AlakO aAyog peTda Tov epBoliaopo.
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e Atopa nou napouoctalouv 8poppwon evrég 3 eBSopadwv and Tov epBoAtacud Ba
npénel va a§loAoyolvral yia 6popBonevia, npokeipévou va aEioAoynOel pta mBavi
Sdiayvmon cuvdpdpou 8pdpuBwong ue Bpopponevia (TTS), yia To onoio anaireitar
egeiBikeupgvn KAIviki) Siaxeipion.

Ta opéAn and rtov éuBoAlodué eEakoAouBoUv va unepTepolV EvavTl TV KIVOUVOV.

Fevixég nAnpogopieg oxXeTIka pE TO iTnHa aoPpdaAciag

To COVID-19 Vaccine Janssen evégiyuo evaimpnia ev3eikvuTal yia Trv EVEPYNTIKI] avooonoinon yia
TNV npoAnyn Tng COVID-19 nou npokaAeital and Tov 16 SARS-CoV-2 o€ aropa nAikiag 18 eT®dv kal
avw

Autoavoon 8pouBonsvia (A®)

Av ka1 oTIG KAIVIKEG HEAETEG Dev unifpEe avicopponia oTn BpopBonevia, n avaokonnon Twv
NEPIOTATIKWY UETA TNV KUKAOPOpIa EVIOXUOUV TO EVOEXONEVO OTI n AO anoTeAei aveniBupunTn
€VEPYEIO ~Tou eRBoAlacpoU pe To COVID-19 Vaccine Janssen.

H avaAuon -Twv onpavTIKOTEPWV NEPICTATIKMV KAB®G kal TnE BIBAIoypapiag unodeikvuel 6TI Ta
arTopa Pe 1aTPIKO 10TOPIKO AO evdexopévwg diaTpéxouv auEnuévo KivBuvo PEIWoNE Tou apIBpol Twv
aigoneTaAiwv Kal GUPNTWHATIKAG A© HETG and epBoAiacud pe To COVID-19 Vaccine Janssen. Eav
éva aTopo Exel 10TOPIKO AB, o1 Kivduvol and Tnv eppavion xapunAoU.apiBpol aigoneraliov Ba npénel
va AapBavovral undyn npiv and Tov epBOAIACHO, EV® £niong guviagTaral napakoAolenon Twv
QIHONETAAIWV HETA TOV EMROAIACHO.

O1 enayyeApartieg uyeiag 8a npénel va BpiokovTal O€ eypriyopon yia Ta onpeia ka1 oupnNTOEATa TNG
8pouponeviag. Z1a dropa nou epBoliaZovral Ba npéner va Siverai n odnyia va avalnricouv Gueon
1aTpIKn @povTida edv ppavicouv auTépaATn aIpoppayia, HWAWNICPO Tou 3&pPaTog (NETEXEIEG) EKTOG
TnG 6€ong xopriynong Tou epBoliou PETG and pepIkES NUEPEC.

Atopa nou diaylyvaokovTtal pe Bpopponevia evrog 3 eBSopadwy peTa Tov UBOAIGONS pe To COVID-
19 Vaccine Janssen 8a npénel va e&etaovTal evepyd yia onpeia 8popBwonG Npokeipivou va
aElohoynOei pia mdavi didyvwon cuvdpopou BpduBwong e BpopBonevia (TTS), yia To onoio
anarreital e§eidikeupévn kAiviki diaxeipion.

O®AeBixr) BpopBocsupoln (POE)

®AeBIkn BpopPoepBoAn £xel napaTnpnOei onavia perd and spBoAiaopd pe To COVID-19 Vaccine
Janssen. AuTo 8a npénel va AapBdveral undyn yia Ta dtopa nou diarpéxouv auEnuévo kivduvo
PAeBIKNG BpouBoeuBOAfC.

Kata tn didpkeia TnG SINAG TUPANG nepiddou (S1dpeon napakoloUdnon 123 nuep®v) piac
ouvexIlopevng peAETNG @aong 3 (COV3001), ouppavTa PAeBikiG 8pouBoeuBoArig naparnpnénkav oe
26/21.894 (0,1%) Twv atépwv nou ¢AaBav To COVID-19 Vaccine Janssen kal o 9/21.882 (0,04%)
TWV aTopwv nou €AaBav To g1kovikd ePBOAI0. EE auTav, oupBavra QAEBIKNAG OpopBoEBOARG
napatnpiénkav evrog 28 nueplV o€ 8 dTopa nou £€AaBav To COVID-19 Vaccine Janssen kai o€

4 aropa nou éAaBav To eikovikod euBOAI0. NePICCOTEPO NapaTnpRdnkav v Tw BABE! PAEPIKR
8popBwon kai nvaupbvuxﬁ epBoAr (o€ 21 dtopa nou éAaBav To COVID-19 Vaccine Janssen Kal O

8 aTopa nou éAapav To eikoviko euBdAIo kad’ dAN Tn didpkela TG SINAG TUPARG pdong). H



nAglovoTnTa TV CUPRBAVTLY ava@EpBnke oe ATOPA UE TOUAGXIOTOV Evav npodiaBecikd napdayovta
KIVOUVoU yia pAEBIKT) BpopBosuBoAn.

Ze Hia GAAN cuvexIfopevn peAeTn gaang 3 (COV3009, 15.708 daropa £AaBav To epBolio kal 15,592
To €IKOVIKO UBOAI0), Bev onueimBnke alEnon Twv gupBavTwy QAERIKNG BpopBosuBoAnc PETAEY TwV
aropwv nou gAafav To COVID-19 Vaccine Janssen (o xpdvog didpeonc napakoAouBnong Arav

70 NUEPEG).

01 enayyeApaTieg uyeiag Ba npénel va BpiokovTal € EYPryopon yia Ta onueia Kal ougnTopara mne
®OE. ZTa dtoua nou guBoiiaovral Ba npenel va diveral n odnyia va avalnTroouv APEca 1aTPIKNA
(ppovTida edv eppavicouv ocupnTOPaTa 6nwg Aaxaviaoya, ndévo aro otnBog, Novo ora nddia, oidnua
oTa nodia f enipovo KoIANIakO AaAyog PeTa Tov eufoAiaopd. Atopa nou napouaialouv BpouBwan
evTog 3 eBdouadwy and Tov epBoAiacpd Ba npénel va afioAoyolvTal yia Bpopfonevia, NPoKEIPEVOU
va aloAoynBei pia mbavn didyvwaen cuvdpopou BpopBwong pe BpouBonevia (TTS), yia To onoio
anarteital eEaidikeupévn kAivikn diaxeipion.

Ma Tnv TpExouaa eykekpipevn MXMN, napakaholUpe enioke@BeiTe Tov 10TOTONO Tou EMA:

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

H MXN eival diaB£oipn kar ota eAANVIKA Kal NIKAIPONoIEiTal KABe @opa nou TpononoloUvTal Ta
OTOIXEIQ TOU NPOIOVTOC.

¥V NpéokAnon yia avapopd sikaZOPeve v/ niBavoAoyoUuHEV®Y aveEMIBUUNTOV EVEPYEIGOV
TOU Papuaxou

MNapakaAeioBe va avapépeTe onolegdnnoTe aveniBUUNTEC eVEPYEIEC NapouaialovTal oTouc aoBEeveic
oag ol onoiol AapBavouv To euBoAlo COVID-19 Vaccine Janssen. Eival onpavTiko va Kataypagei Je
CapnVvela TOOO | EYNOPIKN ovopacia 6go kal o apiBuog napTidac Tou npoidvToc nou Aappavel o
aoBevnG. Katd Tnv avagopd, napakaAeioBe va NapEXETE 600 To dUVATOV NEPICTOTEPEC
NAnpowpopieg, CUKNNEPIAQUBAVOUEVLY TwWV NANPOYOPINYV TXETIKA HUE TO 1ATPIKO 10TOPIKO, ON0IAdANOTE
ouyxoprynan dAhou gpappdakou, kaBag kal TNV NUEPopNnvia Afyng Tou epBoAiou Kai Ep@aviong Twv
avemBupnTwy evepyei®v. MapakaAeiobe va ONUEIWVETE TO KPITAPIO OBaApOTNTAG YIA TIG
avapepOPEVEG WG ooRapeg aveniBUUNTEG eVEPYEIEC Kal TNV €kBaon kGBe avemBUPNTNG EVEPYEIAC.

YnevBupiZeral 0TI o1 avemBUPnNTEG EVEPYEIEC Nou ouvdEovTal PE TR Xpron Tou epfoAiou COVID-19
Vaccine Janssen pnopoUv va ava@épovtal oup@eva He To €0vikd oloTnua aubopunTwV avagopmy
atov EBvikd Opyaviopo ®appdakwy, TuRua AvemBiunTwv Evepysidv, pe TV unoBoAn Tne Kitpivag
Kaprag pe Toug €&n¢ Tponouc:

. HAgkTpovikn unofoAn Tng Kitpivng Kaprag HEow Tng 1otooeAidag Tou EQ® http://www.eof.gr

o ‘EvTunn Hop@r anooToArn péow Taxudpoueiou, aTeAme, oto Tufua AvemBipntwv Evepyeimyv
Tou EO® (Meooysiwv 284, 15562) TnA£@wvo enikoivwviag: 213-2040380 ) 213-2040337.

EvaAAakTIKG HMOPEITE VO avaQEPETE OMNOIECANNOTE avemBUUNTEC evépyelec napouaialovTal oTouc
aoBeveig oag o1 onoiol AapBavouv To gufoiio COVID-19 Vaccine Janssen oTo anokA£IOTIKO Kévrpo
Enmikoivwviag yia To guBoAio yia tnv COVID-19, To onoio civar diaBégipo 24 wpeg, 7 NUEPES TNV
eBdopada:



. TnA&pwvo enikoivaviag xwpic xpewon: 00800 565 4008 8
° Tonikd TNAEPwVo enikoivwviag: +30 21 19 90 60 06
o Email: JGCC_emea@its.jnj.com

Enikoivwvia HE TNV €Taipeia

Ma onoiadnnoTe nAnpogopia OXeTIKA PE AUTO TO PAPPAKO CUPNEPIAGUBAVOUEVWV NApandovwV yia
TNV NOIGTNTA TOU NPOIOVTOG, NApakaAoUWe eniKoIVWVAOTE e To KEvTpo Enkolvwviag anokAEIoTIKA
yia To eppoMio yia Tnv COVID-19, To onoio eival diaBegipo 24 wpeg, 7 nuUépeg Tnv eRdopada:

e TnAfpwvo enikoivwviag Xwpig xpewaon: 00800 565 4008 8
e Toniko TNAEPWVO enikoivwviag: +30 21 19 90 60 06
e Email: JGCC_emea@its.jnj.com

Me ekTipgnan,

EppavounA KoutaAag, M.D.

AieuBuvTng IaTpikoU TuApaTog TnG Janssen EAAGd0G





