EYPOMAIKO FENIKO AIKAZTHPIO

*

AITH>H NAPEMBAZEQ3 TON NMNPOZOEYIONTQN

oUu@wva pe 10 dpBpo 142 kai eropeva. KANONIZMOZ AIAAIKAZIAEZ TOY
CENIKOY AIKAXTHPIQY oTn diadikacia T-165/21

*

Ymoé0eon:
T-267/21 - Npooguyn akupwoews Bdaoel Tou dpBpou 263 ZAEE

Kipia képpara:

Heidi Amort kai 22 GAAeg TTpoo@elyouces Katd NG EupwtraikAg ETTpoTTAg

OVOMUATETTWVUHO KAl KATOIKIO TWV AITOUVTWYV:

ANO®AZIH EKTEAEZHZ THZ EYPQMAIKHZ ENITPOMHZ 1n¢ 11n¢ Maptiou 2021
yia Tn XopARynon d4d&iag KUKAOQOpPIag Utmé O6poug yia TO QAPHOKO Yid
avOpwtivn xpnon "EpBoAio COVID-19 Janssen-COVID-19 vaccine
(Ad26.COV2-S [avaocuvduaopévo])" ocupewva pe Tov Kavovioud (EK) api®.
726/2004 Tou EupwtraikoUu KoivoouAiou kail Tou ZupBouliou, KaBwg Kal TIg
O01080XIKEG TPOTTOTTOINOEIG KOl EVOWHATWOEIG TOU.

O/H utroyeypapuévog/n Kupia/kKuplog............ (OVOUATETTWVUNO) TTOU YEVVRAONKE OTIG ...
OTIG.... KOI KATOIKEI OTNV ....., EKTTPOCWTTOUNEVN a1TO ToV RA ... ... , OTO .... (KPpATOG) TTOU
gival dIKNydpog, eyyeypappévn 010 AIKNYOPIKO ZUANOYO TNG KO .oeeeeeeeeeeeeeeeeeeeeeeeeeeeeee
ME YPA®EIO ........ oTo,

ME THN NMPOYMNO®EZH OTI

H mpoo@euyouca Bswpeital 0TI ATTOOXOAEITAI OTOV TOPED TNG UYEIAG/VOONAEUTIKAG
(eTIOUVATITETAI TO ATTOBEIKTIKO OTOIXEIO A.1) Kal, OTTWG Kal Ol TIPOCPEUYOVTEG OTNV
utméBeon T-267/21, avTiyeTwtifel auavouevn Trieon amod Toug €PyodOTEG, TNV
Kolvwvia Kal TNV KuB€pvnon va uttoBAnBei otov "epgBoAiaocpd” pe Covid. H trieon autn
OUMTTUKVWVETOI OAOEVA KOl TTEPICOOTEPO O€ MIa APECN UTTOXPEWwON EUBOAIaCUOU, N
otroia oTnV ITaAia €xe1 Non iocaxOei atrd TNV ITAAIKA KUBEpvnon Tnv 1n AtrpiAiou 2021
ylo TO TTPOOWTTIKO TTOU €PYACETal OTOV TOPED TNG UYEIQG Kal TNG TTEPIBaAWNG, Kal
eCetadetan emTiong AdN OUYKEKPIPEVA ATTO TNV KUBEPVNON OTNV (AVOQEPETE TN XWPA
dlapovng otnv EE) (TTpookopioTe ouykekpipéva aTTodEIKTIKA OToIXEIO AV

TT.X. ETMOTOAN AiTnONG aT1rd TOV 1aTPIKO CUAAOYO, TOV €pyodoTn K.ATT.). A.2.) Kal O
AITWV BPIOKETAI ETTOPEVWG OE KATAOTAON AVAAOYN ME €KEIVN TWV KUPIWV QITOUVTWV.
Emouévwg, ommwe Ndn €€Aynoav AETTTOPEPWC O TTPOCPEUYOVTEG E TNV TTPOCPUYN



akUpwaong, N TTpoo@eUyouca BiyeTal TTPOCWTTIKA Kal Aueca atro TNV TTPOCRAANSUEVN
epappoyn amoégaon TnG Eupwtraikng EMmMTPOTTAG (CUPTTEPIAGUBAVONEVWY  TWV
METAYEVEOTEPWY TPOTTOTTOINCEWV KAl EVOWUATWOEWV) YIa TOUG akOAouBoug Adyouc.
Qg amoTéAeopa TNG KEVTPIKAG éykpiong tou " COVID-19 Vaccine Janssen-
COVID-19 vaccine (Ad26.COV2-S [avacuvduaopévo])" otig 11.03.2021, n
EuvpwTtraikfp ETITpotry evékpive autdépata TNV €v Adyw SpaoTIKy oucia o€ KdBe
KPATog MEAOG, dnNAadN Sev atmraITEITAl TTEPAITEPW ATTOPAON TOU HEMOVWHEVOU
KPATOUG MEAOUG yia TNV £yKpion TnG &v AOyw OpPAOCTIKAG OuCiag Kol oTnv
EMIKPATEIO TOU KpdTOUG MéEAOUG TNG EE.

QG €K TOUTOU, O TTPOAVOPEPOUEVOS TIPOCPEUYWV £XEI 0APWG TO DIKAIWHPA VA AOKNOEI
TTPooQuUYl cUNQWvVa PE TO GpBpo 263 ZAEE, dedouévou OTI n TTpocBaAlduevn
EKTEAEOTIKN atmogaon Tng Emrtpotm¢ Tng EE kai n 1Tponyouluevn yvwun tou EMA
€Xouv APECO QVTIKTUTTO OTNV TIPOOWTTIKY B€0n Tou TIPOCQPEUYOVTOG Kal OTO
BepeAIOES BIKAIWUA TOU OTN CWHATIKI AKEPAIOTNTA, TO OTTOIO TTPOCTATEUETAI ATTO TN
2uvonkn Tng EE.

H mapdvoun adcia kukhogopiag Tou “"egupoAiou COVID-19 Janssen-COVID-19
(Ad26.COV2-S [avaouvduacopévo])" Biyel dueoca Kal TTPOOWTTIKA TNV
TTpoo@peuyouca, Oedopévou OTI Ta BepeAiwdn diKaIWPATd TNG OTN CWHATIKA
akepaldTnTa (GpBpo 3 ToU XAptn ™G EE), og uywnAd emimedo TrpooTaciag tng
avBpwtivng uyeiag (apbpo 168 2AEE, apbpo 35 tou Xdptn tng EE) kai otnv
TTpooTacia Twv KatavoAwTtwyv (dpBpo 169 ZAEE, dpBpo 38 tou Xdptn tng EE)
TTapapialovial Katdgwpa aTrd TNV TTapoUca EKTEAEOTIKN aTTOQAOCN, OTTWG EKTIOETAI
KATWTEPW.

ZUuQwva Pe 10 GpBpo 168 Tng ZAEE, katd Tov KaBopIoud Kal TNV £Qapuoyr 0Awv
TWV TTONITIKWV Kal dpacTnpIloTATwY NG ‘Evwong tpétrel va dlao@aliletal upnAo
emimedo mpooTaciag Tng avlpwirivng uyeiag. O1 ToAite¢ Tng EE éxouv 1O
0epeAIWOEG SIKAiWHPA OTN CWHATIKA OKEPAIOTNTA TTOU KATOXUPWVETAI OTO dpBpo
3 Tou XdpTtn NG EE kal 10 BepeAideg dikaiwpa o€ upnAo etitredo TTPpOooTACIAG
TNG AvOPWTITIVNG UYEIAg TTOU KaToxupwveTal oTo dpBpo 35 Tou XdpTtn Tng EE.

Eival n Emtpom 1ng EE 1Mou oTig 17 louviou 2020 Trapouciace pia "eupwIraiki
oTpaTnyIKf €uPBOAiwV" yia TNV Taxeia avarrtugn, Trapaywyr kar diadoon &vog
eupBoAiou Corona (éyyp. A.5.1), Bdocel Tng otoiag ouvAgObn oupfacn HE TN
QapuaKeUTIK €Talpeia Janssen Pharmaceutica NV tov Oktwfpio Tou 2020, yia Tnv
ayopd evog mmlavou guBoliou COVID-19.

H "eupwTraikr)y otpatnyiki €uBoAlacuou” tmou kaBopilel n Emrpommr tng EE 6Ba
TPETTEL va OTOXeUEl OTn "Slac@daAion Tng moloTNTAG, TNG ACQPAAELIAG KAl TNG
OTTOTEAECHATIKOTNTAG TWV EUPOAIWV". To yeyovdg OTI N EUPWTTAIKI) OTPATNYIKN
eMBOAIaopOU dev TTANpoUCE AUTH TN VOUIKA aTraitnon al condicio sine qua non, 18iwg
o6oov agopd TnVv £ykpion TG OpacTikAg ouciag " COVID-19 Vaccine Janssen-
COVID-19 vaccine (Ad26.COV2-S [avaouvduaop€vo))”, EnyeiTal Kal TEKUNPIWVETAI
KATWTEPW.

27116 19.01.2021, n Evpwtraiki EmITPOTT TTapouciace avakoivwon oTnv otroia
KaAgi Ta KpdTn PéEAN va emiTaxuvouv Tov gURoAlacud o€ oA6kAnpn Tnv EE Twv
AON EYKEKPIYEVWYV TTEIPAMATIKWY "euPBoAiwv” (e1ri TOU TTAPOVTOG UTTAPXOUV
Téooegpa: COVID-19 Vaccine Comirnaty, Moderna, AstraZeneca- Twpa
Vaxzevria-, ka1 Janssen). Méxpr 10 KoAokaipl Tou 2021 Ba TTpETTel va €xel
eMBoAiaaTei TouhdxioTov T0 70% Twv evnAikwyv otnv EE. H Emitpot Tng EE aokei
ETOl adlap@IOBATNTES KAl ca@eig MIECEIG TTPOG TNV KATEULBuUvOon TOU
eMBOAIGOMOU TOU TTANBUCHOU ME TTEIPAMATIKEG oucieg TTou Bacifovral oTn
YEVETIKN pnxavikn (BA. Tapakdtw). Asdopévou OT1 Ta KpdTn PEAN (1Biwg n ITaAia)
€XOUV KaTOaOTEI O€ MEYAAO PBaBud olkovouika egaptnuéva atrd Tnv Eupwtraikn



10.

1.

12.

Koivdtnta AOyw TwWV KATACTPOQPIKWY OIKOVOMIKWY CUVETTEIWV TWV ETTAVEIANUUEVWV
AOUKETWYV, TTPOOdIdEl OTNV TTiEon TTOU aOKEi N EupwTrdikh ETITpOTI oTa £TMINEPOUG
KPATN PMEAN TTPOG TNV KaTEUBUvVAON Tou eUBoAIacuoU pe covid pia 1diaitepn "moidéTnTa".
H "eupwtraikil oTtparnyikn €uBoAlacuou” ToTroBeTEI TOUG £pYyalOUEVOUG OTOV
TOMEN TNG UYEIOG OTNV KOPU®PIK TOU KATOAOYOU TWV OMAdWYV TrpoTEPAIOTNTAG
TTou TTPETTEl va "gaBoAIaoTOUV".

21ig 17.03.2021, n Emitpoml Tng EE mrapouciace oxédio kavoviopou yia Tn
0éommion wnelokoU Tpdoivou TioToTroIinNTIKoU (§yyp. A. 6.3). To ywn@lako
mpAocIvo

TO TTICTOTTOINTIKO XPNOIUEUEl WG ATTOdEIEN OTI éva dToHo £XEI EYBOAIOOTEI KATA
Tou COVID-19, éxe1 AdBel apvnTIKO ATTOTEAEOHA £EETAONG N £XEI AVAPPWOEI ATTO
10 COVID-19.

O dnAwpévog oTdXoG6 cival va Bpedei Evag aoc@AAng TPOTTOG yia TNV Apon TWV
TEPIOPIOCPWYV Kal Ta Tagidia otnv Eupwtrn. Ztig 25/03/2021, To Eupwtraiko
KoivoBouAio atro@doioe va €mMIOTTEUCElI TNV E€100YWYH TOU TTIOTOTTOINTIKOU
eupoAiaopol oe 6An tnv EE. ZTmig 28/04/2021, 10 Eupwtraiké KoivofouAio
evékpive Tn 0éon Tou oxeTika pe 1o diaBaripio Covid. H Emitporrog Yyeiag
2TEAAa Kuplakidn TTposTpewe TIG XwpPeS TNG EE va emiTayUvouv TIG EKOTPATEIEG
ggupBoAiaopoU kard Tou Corona. Eival "{wTIKAG onUaCiag va Punv UTTApXEl KEVO
METASU TwV 860ewV TToU Trapadidovral Kal Twv S0CEWV TTOU XOopnyouvTal Kal
va pnv pével kavéva guBoAio axpnoipomointo” SAAwoe o Kupiakidng oe

S1adikTUuaK Sidokeyn Twv uttoupywv Yyeiag Tng EE. H padikn micon T1rou
aokei n Eupwtraiky EmiTporr ota kpdrtn péAn Tng EE mpog Tnv KarevBuvon
TOU YEVIKOU UTTOXPEWTIKOU EUBOAIOCHOU gival TTPOPAVAG.

ouoieg YeVETIKAG Bdong (6Tmwg 10 euféAio COVID-19 1ng Janssen).

O 1Tpoc@eUywyv PAETTEI TOV €AQUTO TOU, AQPEVOG, EKTEDEINEVO OE PIO TEPAOTIA TTiEON,
n omoia éxel amodedeiyyéva dnuioupynbei amwd tnv Emitpomn tng EE kai
EVTEIVETAI O€ PIA AUECN UTTOXPEWON EMBOAIAOMOU, Kal, APETEPOU, WG TTONITNG TNG
EE tou mAATTETOn 1010iTEpa aTTd auTd (£TTEId QVAKEI O€ I OMAda ATOMWV ME
TTPOTEPAIOTNTA OTO TTPOYPANMKA EJBOAIGCUOU TTOU KaBopiletal atrd Tnv EmTpoTTA TG
EE), yia Toug akdAouBboug AOyoug, eKTEBEINEVO O€ Evav OUYKEKPIPEVO, adIKAIOAOYNTO
Kal TTapdvouo TEPAOTIO KivOUVO yIa TNV UyEid, Tov otToio TTpokdAece n ETITPOTTA TNG
EE pe tnv TTpOoCPaAAOUEVn €KTEAEOTIKA atmé@acn (CUPTTEPIAAUBAVOUEVWY TwV
ETTAKOAOUBWYV TPOTTOTTOINCEWYV KOI EVOWHATWOEWY).

ZUVETTWG, N TTpoava@epBeioa TTpoo@elyouca £XEl EVVOUO, APNECO KOl EVEOTWG
oup@épov va Trapéufer otn Siadikacia T-165/21 wg mapegupaivouca Twv

TTPOCPEUYOVTWV.

TOTTOG KaI NuEPOUNVia

RA ....(YToypagr RA)



KartaTtiBevTal 1o akdAouBa £vypaoa:

A1ATOd£1ENn ox£0nG epyaciag r} dpactnpIdTNTAS WG AOKOUVTOG TO ETTAYYEANQO TOU
YIAaTPOU K.ATT,

A2ATTOd£1ENn TNG €I0IKAG ATTaAiTNONG EUPOAIACHOU TTOU ICXUEI YIA TOV QITOUVTA
YEVIKA YIQ TNV ETTAYYEAUATIKI) KATNYOPIQ OTO OIKEIO KPATOG UENOG, £TTIONG EUPEDTOQ.



