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EKTEAEXTIKOX KANONIZMOZX (EE) 2022/ 1418 THX EIIITPOITHX
¢ 22ag Avyototou 2022

yia TV Tpomnomnoinon tou ekteeotikov kavoviopoy (EE) 2015/1375 ocov agopa tov #Aeyxo Tou
napaoitov Trichinella (tpixivy) o€ oxton pe Tov Tepaxiopd 6eayiov kat Tic eVaANAKTIKEG avaAUTIKEG
pedodoug

(Keipevo mou mapoveraler evdiagépov yia tov EOX)

H EYPQITATKH EIMITPOITH,
'Exovtag undyn ) Tuvdnkn yia ) Aerroupyia g Evpenaikng Eveorg,

Exovtag unoyr tov kavoviopd (EE) 2017/625 tou Eupwenaikov Kowofouhiou kat tou Zupfouliou, g 15n¢ Maptiou 2017, yia
TOUG EMONHOUG EAEYXOUG Kat TIG GANEG EMIONES dPACTNPLOTITES TIOU dievepyouvTal fe OKOTO THY E5a0QANLON TG EQUPHOYNG TNG
VOpoUEDiag yia Ta TPOPIA Kat TiG {OOTPOPEG KAl TOV KAVOVOV yia TNV Uyela Kat TV Kahi petayelpion tov {oov, Ty vyela tov
QUTAY KOl TO QUTOTPOCTATEVTIKA TIPOIOVTA, YO TNV TpOmomoinon Twv kavoviepov tou Euponaikov Kowofouliou kar tou
TupPouhiou (EK) ap. 999/2001, (EK) apw. 396/2005, (EK) apd. 1069/2009, (EK) apw. 1107/2009, (EE) apw. 1151/2012,
(EE) apw. 652/2014, (EE) 2016429 «a (EE) 2016/2031, v kavoviopdv tou Supfoudiov (EK) apd. 1/2005 kar (EK)
apw. 1099/2009 kat twv odnyiv tou upfouliou 98/58/EK, 1999/74/[EK, 2007/43EK, 2008/119/EK ka1 2008/120/EK kat
yio TV Katapynon tev kavovicpov tou Eupendikou Kowofouliou kat tou Supfouliou (EK) apw). 854/2004 kau (EK)
apw. 882/2004, twv odnywwy tou Supfouliou 89/608/EOK, 89/662[EOK, 90/425/EOK, 91/496 EOK, 96/23[EK, 96/93/EK
kar 97/78[EK kot ¢ anogaons 92/438/EOK tou Supfoudiou (kavoviopog yia Toug emionpoug ehéyyouq) (), kat ding To
apdpo 18 mapaypagog 8 otoryeio a),

Extpovrag ta akohouda:

(1) O xavoviopog (EE) 2017/625 Deomilet kavoves yia T dievépyeta emionpwy eAéyxov kat yia tm dpaon mou avalapfavouy ot
appodies apyes 0GoV apopa TNV napaywyr mpoidviwy Lotkne npotheuons mou mpoopitovial yia avdpamiv KatavaAwor).

(2)  To napdorro Trichinella pmopel va unapyet oTo kKpeag eunadnv 106V, OTIWG 0L XOIPOL, Kal TPOKAAELTAL TPOPLHOYEVEG VOOT|HA
otov avdpeno and v Katavalwor] polucpévou kpéatog. O ekteleotikog kavoviopog (EE) 2015/1375 g Emtpornrs ()
Yeomiler edikolc kavoveg oxeTIka pe TOUG enionpoug eAéyyoug yia aviyveuon Trichinella oto kpéag, oupmepihapfavopévig
MG epyaotrpiakng eEétaon Setypatov kpéatog and Katowidloug yoipoug.

(3) O exteheotikog kavoviopog (EE) 2015/1375 emrtpénel Tov TERAyIONO o@ayiey KAToKidlov Xoipev ot epiocotepa anod £
TERAYLOL TPV YiVEL YVOOTO TO anoTéleopa Tov dokipev yia aviyveuon Trichinella, uno opopéves mpoimovéoels. Mia ano Tig
TIPOUTIOVECEIS €lval OTL O TERAYIOHOGC v VEPHE EIVaL AVAYKAIOG VIOl TV TIAPAYWYT OUYKEKPLHEVOV TIPOIOVTLY.

(4) O meplopiopdc oV MAPAYWYT] CUYKEKPIHEVOV mpoioviav €xel anodeylel om dev éxer emotnuovikn faon. Emméov, o
kavoviopog (EK) apd. 853/2004 tou Eupwnaikou Kowofouliou kat tou Zupfoulou (%) (uyiewr twv mpoidviev {oikng
nipoéheuot|c) dev TPOPAENEL TETOLO TEPLOPLOLO OGOV APOPA TOV TEHAYIOHO &V Deppa. QG €K TOUTOU, 0 TMEPLOPLOHOG auTOS Ja
nipénet va katapyndel and tov exteheotikd kavoviopo (EE) 2015/1375.

(5) O exteheotikog kavoviopog (EE) 2020/1478 g Enttporris () tponomoinoe tov exteheotikd kavoviopo (EE) 2015/1375,
avukadiotavtag oto kepalato 1 tou mapaptipatog 1 Aemtopepr] pédodo aviyveuons avagopds yia v efétaon
deypatov ocov agopd to mapaotto Trichinella pe Swotavpwtiky) mapanopnr) oto mpotuno ISO 18743:2015. To
kepahato II tou mapaptipatog I tou exteheotikol kavoviopou (EE) 2015/1375 mpofhéner 1w0oduvapeg evahhaktikeég
1edod0UG ToU MEPIEYOUV SLACTAUPWTIKEG TIAPATOUNES O GUYKEKPIIEVEG TITUXEG TWV TIPONYOUHEVWY [edodwv avagopac. Qg
€K TOUTOU, Ol & AOy® OlaoTaupeTIKEG mapamopnss da mPEmel va emkaipomomdouy kat va avikatastadolv and
napanopnég oto npotuno ISO 18743:2015.

(6)  Ta pétpa mou mpoPAEmovtal 0TOV TAPOVTA KAVOVIOHO €ival CUHQGYA HE TN YVOUN TG HOVIHNG ENTPONNG QUTGY, (Mwv,
TPOYIHWY Kat {OOTPOPEV,

() EEL95mc7.4.2017,0.1.

() Exteheomikog kavoviopos (EE) 2015/1375 g Emtpomrig, g 10ng Auyovotou 2015, yia T Yeomion edikdv Kavovey CYETIKA 1€ TOUG
enionpoug eENEyxoug yia aviyveuon Trichinella (tpixivic) oto kpéag (EE L 212 g 11.8.2015, 0. 7).

() Kavoviopog (EK) apd. 853/2004 tou Eupwnaikov Kowofouliou kat tou Tupfoudiou, g 29n¢ Anpihiou 2004, yia tov kadopiopod edikov
KavoveV uyLevig yia ta Tpogia (eikng npogkevors (EE L 139 g 30.4.2004, o. 55).

() Exteheotikog kavoviopog (EE) 20201478 g Emtpon, g 14n¢ Oktwfpiov 2020, yia v tpononoinon tou ekteheotikol kavoviopol (EE)
2015/1375 doov agopa T detypatohnyia, ) pédodo avixveuong avapopls kat Toug OpouG E6aYWYNS Tou cuvdEovtal e Tov EAeyXo Tou
napaottou Trichinella (EE L 338 ¢ 15.10.2020, o. 7).



L 218/8 Enionun Egnuepida g Evpwnaikng Evaorng 23.8.2022

EEEAQXE TON [TAPONTA KANONIZEMO:

‘Apdpo 1

0 exteleotikog kavoviopog (EE) 2015/1375 tpononoteitar wg €&
1) oto apdpo 3 mapaypagog 5 ototyeio ), To onpeio ii) avrikadiotatar and o akoloudo Keipevo:
«i) 0 TEHAXIONOG 1] 1] APALPEDT] TOV OOTGY, TIPOTOU ENtTeUXVeL 1] Jeppokpacia mou avapepeTal oTo onpelo 2 Tou otoieiou fj)
Tou kepahaiou V tou turpatog I tou mapaptpatog Il tou kavoviopot (EK) apd. 8532004, epappolovial sUp@ova e
T0 onpeio 4 tou kegalaiou V tou tprpatog I tou napaptipatog Il tou ev Aoye kavoviopou
2) To kepahaio II tou mapaptipatog I tpononoteitar wg €&
a) oto onpeio A.1:
i) o otowyeio ) avtikadiotatar and to akoloudo Kelpevo:
«aa) Oegppopetpo akpifeiag 0,5 °C oy meproyn deppokpaciag 20 °C €wg 70 °Cor
ii) o orouyeio te) avuikadiotatal and To akOAoudo Keipevo:

«g) TpuPNia Petri dapétpou mepimou 90 mm pe TAéypa TeTpayovey mepinou 1 cm 1) 160duvapog egonhiopog yio Ty
KATAPETPI|OT] TWV TPOVUHY®V, OTIWG 0To onjelo 6.14 tou mpotumou ISO 18743:2015.»

iii) To orotyeio 1) avuikadiotatar and o akdAoudo Keijievo:
at) Tlewivn pe v akdAoudn neptektikoTTa:

— o€ okovn 1} kokkoug: 1:10 000 NF (US National Formulary), mou avuotorei oe 1:12 500 BP (British
Pharmacopoeia) kat oe 2 000 FIP (Fédération internationale de pharmacie),

— 0g uypr| Hop@1): oTadeponotpévn uypr TEWiv) e, kat' eayiotov, 660 povadeg European Pharmacopoeia/
ml.

Mmnopolv va ypnotponomdoly a\keg dpaotikdtnteg mewivg, umod Ty mpoimoveot 0T 1) TeNikr] dpaoTkdTTa 6TO
uypo méynG ivat 16oduvapn e T dpactikotnta twv 10 g npog 1: 10 000 NF, 6nwg opiletat oto onpeio 5.3 Tou
npotumou 1SO 18743:2015.»

iv) o otoiyeio W) avukadiotatal and to akdhoudo Keipevo:

«av) Badpovopnuévr khipaka, yia t CUyton Setypdrtov kay/ mewivig (akpifea £ 0,1 g).r

B) o onueio A.2 avukadiotatar and To akOAoudo Keijievo:

«2. Zul\oyr| Tov detypdtev kal TocoTTa TPog MéEYT

'Onwg opiletar oo onpeio 4.2 tou npotunou ISO 18743:2015 (BAéne eniong mapaptpata A kat B yia mepiocotepeg
\emrtopépeiec).»

y) oto onueio A.3, ta onueia I kat IV avtikadiotavtat and to akoloudo kelpevo:

Il Amopdveon v TpovuReaY fe kadilnon

— Y10 uypo méyng mpootivetar mayos (300 £wg 400 g AentodpuppaTIopEVOU TAyou) PEXPL GUVOMKOU Oykou 2 MiTpwv
niepinou. To uypo méYng avadeletar péxpt va Mgl 0 mayo. Av ot opddeg eivar pkpotepeg [PAéne tprpa IT ototyeio
B)], n mocdTTa TOU MAYOU pEIGVETAL AVTIOTOTXC.

— To uypo mewne mou &yel Yuxdel Katd TV TPOTO AUTO HETAPEPETAL 0 YWVi SlaywPLOHOU XwpnTKOTTAS 2 NTPWY, TO
omoio elvar eQodiacpEvo e SoviTr| OTEPEHEVO [E XWPLOTO OQLYKTHpa.

— To uyp6 agrvetat va katakadioet eni 30 Aenta, katd T diapkeia Tov onolwy To yevi unoPaNietal ot enavelnppeves
daxontopeves dovroeig, Snhadn dovion diapkeiag evog Aemtou akoloudeitar and mavern evog Aemtou.

— Meta my napodo 30 hertav, 60 ml wipatog petayyilovrat Tayutata o 0yKopeTptkd kUAOpo twv 100 ml. (To ywvi
EKMAUVETAL [lE AmopPUTAVTIKO SLAAURA HETA TN Xprion.)
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— To belypa tTwv 60 ml agrvetar oe npepia ent 10 Nemtd Touldyiotov kat ot cuvéxela 1 umepkeipevn oufada
QMOPAKPUVETAL PE avappOPI|or, OUTLG WOTE va mapapieivel oykog povo 15 ml yia tov Ekeyyo e tuxodv napousiag
TPOVURPGHV.

— T v avappogron pmopel va yprotponotmdel oUptyya pag Xprione pe mAaotikd owhva. To HKog Tou cwAiva
TIPETEL VAL €LVAL TETOL0 MOTE GTOV OYKOPETPIKO KUAVOpO va mapapévouv 15 ml uypou, otav 1) otegavr g ouptyyag
otnpiletar oto yeihog Tou kuhivdpou.

— Ta evanopévovta 15 ml yvovtat o tpufhio petri 1] oe 1008Uvapo eE0MMOHO yia TV KATAHETPIOT TV TPOVUHPGY
Kkat egetaovtat pie ) Pforjdeia TpIyVOoKOTIOU 1] GTEPOGKOTIKOU [IKPOOKOTIOU.

— O oykopetpikos kUAvOpog exmAUvetar pie 5 g 10 ml vepou e fpuong, kot ta ekmAUpata mpootidevial oTo delypa.

— Ta mpoidvta TG MEYNG MPEMeL va egeTalovial apiéons pONG eivar €towpa. Ze kapia mepimtwor dev mpémet va
avapaNietar ) eéétaot) Toug yia TV ENOpEVN NEPa.

Av ta mpoidvta g néyng eivar JoAd, mpénet va SrauyacTtou e Tov akoAoudo Tpomno:

— 10 tehiko Setypa tov 60 ml xbvetar oe oykopetpikd kKUAOPO Kot agrvetal oe npepia eni 10 Aemtdr ot ouvéyela,
avappogouvtar 45 ml unepkeipevou uypoU kat ota 15 ml mou anopévouv mpootidetar vepo e Ppuong pExpt va
mpokUeL 6ykog 45 ml.

— ‘Enerta and pia nepartépo nepiodo kavinong 10 Aentav, anopakpuvovtal pe avappognor 30 ml unepkeipevou uypou
kat ta 15 ml mou anopévouv yuvovtat ae TpuPMio petri 1] o€ 1608Uvapo e£OMAIGHO yia KATARETPTON TOV TIPOVUHOGY
Kkat e€etalovtat e ) fordeta TpLVOOKOTIOU 1] GTEPOGKOTIKOU [KPOOKOTILOU.

— O oykopetpikdg kuAvdpog ekmAivetar pe 10 ml vepot g fpuong, kat ta ekmAUpata autd mpootideviat yia eEétaot
oto detypa Tou tpuPAiou petri 1 o€ 100dUVaHO €EOMAIGHO Yia KATAPETPION TV TPOVUHQAGY Kat eEetalovtal pie T
Pondeia Tpryvookomiou 1} GTEPOOKOMIKOU HIKPOGKOTIOU.

IV.  @euxa f afefaia anoteléopata

Av and v eEétaon opadikou 1 atopkol deiypatog mpokvwel Vetiko 1) apgifolo anotédeopa, Aapfavetar emmiiov
detypa 20 g and kade yoipo, Onwg opiletar oTo onpeio 4.2 tou mpotinou ISO 18743:2015 (BAéme emiong napaptripata
A xai B yia mepioodtepes Aemtopépeies). Ta deiypata tov 20 g and mévie yoipoug mpémel va opadomotolvtar Kat va
eEetalovrar pe ) pedodo mou meprypagetar oo mapdv kegdhato. Kata tov tpono autd da eketactotv Selypata and 20
opddec, ke pia and g omnoieg Yo anoteheitar and mévte yoipoug. Av aveupedel Trichinella oe opdda derypdtov
TIPOEPYOHEVOY amd MEVTE Yoipoug, Tpénet va cUNAEyovta emmAov atopka Seiypata 20 g and kdde yoipo g opadag
kar kade detypa va efetaletar Ywpiotd, pe ™ pedodo mou meptypagnke oto mapdv kepdhato. Ta delypata napacitwy
npénel va guldooovtat oe didhupa adulikrs aAkooAne 70-90 % (tehikr) GUYKEVTP®OT) yia GUVTHPNON Kal TIPOGOLOPIOHO
ot eminedo €idoug oto epyactrplo avagopag s EE 1 edvikd epyaotipto avagopdc. Ta m Swadikacia anolvpavonc,
PAéne onueio 12 tou mpotinou ISO 18743:2015.»

d) o onueio B.2 avukadiotatar and to akdloudo keipevo:

«2. TulNoyn Serypdtev

'Onwg opiletar oto onpeio 4.2 tou npotunou ISO 18743:2015 (BAéne eniong mapaptpata A kat B yia mepiocdtepes
\emrtopépeiec).»

€) 7o onueio B.3 tpononoeitat wg e&nc:
i) To onpeio III otoryeio 1) avrikadiotatar anod to akdAoudo Keipevo:

«)) Metd v ndpodo tov 3 \emtav, n mhactikr cakoula mou mepiyel to dndnmiko Sioko kar to SdAupa Trg
rennilase agaipeitar and tov opoyevorowyt) Stomacher kat avoiyetar pe waidt. To uypod mepiexdpevo YUvetal
oe TpuPMio petri 1) oe 10oduvapo eEomhiopod yia v katapgtpron Twv mpovupgev. H cakoUla ekmhivetar pe 5
¢og 10 ml vepol kot To Uypd exm\Uoewg mpootidetar oto TpuPAio petri 1) oe 10odlvapo efomhiopd yia
KATAPETPT|OT) TV TPOVULQAY Kat egetaletar e T forjdeia TpIXIvOOKOMIOU T OTEPOOKOTIKOU HIKPOOKOTIOU. »

i) To onueio IV avuikadiotatar and to akoAoudo keipevo:

V. @etika 1} aféfara anoteléopata

'Onwg opietar oto onpeio IV tunua A napaypagog 3.»
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ot) To onueio I.1 Tpomomnoteitar wg €&ic:

i) o oroiyeio o) avrikadiotatal anod to akdAoudo Keipevo:
«ot) Tleyivn pe my akoloudn meplektikoT T

— o€ okOVN| 1] kOkkoug: 1§) 1:10 000 NF (US National Formulary), nou avtiotoret oe 1:12 500 BP (British
Pharmacopoeia) kat oe 2 000 FIP (Fédération internationale de pharmacie), 1)

— o€ UypI| pop@r): oTadepomouuévn uypr) Tewivn e, kat’ e\dyiotov, 660 povades European Pharmacopoeia/
ml.

Mnopolv va ypnotponomdoly aAAeg dpactikOTTeS meWivig, und TV mpolinddeor) Ot 1 Tekkn dpactikdTTa GTO
uypo mEYNG eivar 10odUvaprn pe t dpaotikdtTa Twv 10 g mpog 1: 10 000 NF, dmwg opiletar oto onueio 5.3 tou
npotumou ISO 18743:2015.»

ii) o otouyeio {) avukadiotatar and to akoloudo Keipevo:
«() Badpovopnpévn khipaka, yia ) CUyion Setypdrtov kay/r mewivng (akpifea £ 0,1 g).

iii) To orotyeio ty) avukadiotatal and To akdhouvdo keipevo:
ay) Ogppopetpo akpifeiag 0,5 °C oy neployr Jeppokpaoiag 20 ¢wg 70 °Cor

70 onpeio I.2 avuikadiotatar and to akoAoudo Keipievo:

«2. Zuloyn detypdrtov

'Onwg opiletar oto onpeio 4.2 tou npotunou ISO 18743:2015 (BAéne eniong mapaptpata A kat B yia mepiocdtepes
\emrtopépeiec).»

oto oneio I.3, to onpeio VI avukadiotatal and to akolouvdo keipevo:

VL. @eukd 1 aféfora anoteNéopata

'Onwg opiletar oto onpeio IV tprpa A napaypagog 3.

10 onpelo A.1 tpononoteital wg €&

i) o oroiyeio ty) avukadiotatal and To akdhouvdo Keipevo:
ay) Tewivn pe v akoloudn mukvotnTa:

— o€ okovn 1} kokkoug: 1:10 000 NF (US National Formulary), mou avuiotoryei oe 1:12 500 BP (British
Pharmacopoeia) kat oe 2 000 FIP (Fédération internationale de pharmacie),

— 0g uypr| HopY1: otadeponoupevn uypr) mewivn e, kat ekdyiotov, 660 povades European Pharmacopoeiaf
ml.

Mnopolv va ypnotpornomdolyv aA\eg dpaoTikOTTES MeWivig, und TV mpolinddeor) OTL 1 ek dpactikdTTa 0TO
uypo mEYNG ivar 1oduvaun pe T dpaotikotnta twv 10 g mpog 1: 10 000 NF, énwc opitetar oo onueio 5.3 tou
npotunou ISO 18743:2015.»

ii) o otouyeio 1) avukadiotatar and to akdloudo keipevo:
«tg) Badpovopunpévn khipaka, yia ) CUyion Setypdrtov kay mewivng (akpifea £ 0,1 g).r

iii) To ototyeio ka) avukadiotatar and o akdAoudo Keijievo:
«a) Ogppopetpo akpifeiag 0,5 °C oy mepoyn Jeppokpaociag 20 wg 70 °Cor

0 onpeio A.2 avuikadiotatar and to akohoudo Keipevo:

«2. TuNoyn Serypdtev

'Onwg opiletar oo onpeio 4.2 tou mpotUmou ISO 18743:2015 (B\éne eniong mapaptpata A kat B yia mepiocotepeg
\entopépeiec).»
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1) oto onpeio A.3, ta onpeia II kot 1T avuikadiotavrar and to akolouvdo keipevo:

dL. Tuvevopéva detypata fapoug kate tov 100 g, onwg opiletar oto onpeio 8 tou mpotimou ISO 18743:2015

'Otav ypelaletat, pmopolv va mpootedouy péxpt 15 g oe ouvolikr] opada 100 g kot va egetaotoly padi pe ta &v Aoyw
detyparta ovpgova pe ta opilopeva oto turpa I Mepiocotepa and 15 g mpénet va efetaloviat wg mhrjpng opada. Ta
opdadec pexpt 50 g, TO UYPO MEYNG KaL Ta GUOTATIKA Pmopolv va pelwdolv o 1 Nitpo vepou, 8 ml udpoyhwpikol oféog
Kat 5 g meyivnge.

. Oeuxa r aféfaa anoteéopata

Av an6 v e&étaon opadikov delypatog mpokuyel Jetiko 1) aféfato anotéhespa cuykONAnong tou Aatét, mpénet va
Medei and kade yoipo mpoodeto deiypa 20 g, dnwg meprypagetar oto onuelo 4.2 tou mpotumou ISO 18743:2015
(PAéne eniong mapaptipata A kot B yia mepioootepes Aemtopépeieg). Ta deiypata twv 20 g and mévie yoipoug
ouvevovovtal kot eEetalovrar pe T pédodo mou meprypagetal oto tprpa I Me Tov Tpomo autdv mpémet va egetaotouy
detypata and 20 opadeg mévte Yoipwv.

Av mpokuyel Detikd anotéheopa ouykOAnong tou AateE and opdda mévie yoipwv, mpénet va cuANéyoviar emimAéov
atopkd Setypata 20 g and kdde xoipo e opadag kar kie Selypa va efetaleton yopiotd, pe ) pedodo mou
neplypagetal oto tprpa L.

Av mpokUyet Jetiko 1) aféfato anotéeopa cuykdAnone tou Aaté€, mpémet va anootéNoviar oto €dvikd epyaotrplo
avagopdg toukdytotov 20 g puikol 10tol Yoipoedav yia entfefaiwon pe xprion tou ISO 18743:2015 1} piag and Tig
1000Uvapeg pedddoug Tou TEPLYPAPOVTAL AVOTEPE.

Ta Setypata napaocitwy mpénet va guldocovtar oe didAupa awdulikig akkoohng 70-90 % (tehikr ouykévipwor) yia
OUVTIPT|OT] KAl TIPOOOIOPLOHO o€ eMinedo idoug oo epyaotiplo avapopas e EE 1 edviko epyactiplo avagopas.

Meta ) oul\oyr] tev tapacitey, Ta Jetikd uypa npénet va anoupavdoly pe Déppavor| oe Jeppokpaoia toukdyiotov 60 °
Co.
‘Apdpo 2

O mapav kavoviopog apyiler va oxlel v eootr) nuépa ano T dnpocievor] tou oy Emionun Epnuepida ¢ Evpwmnaikig
‘Evwore.

O mapov kavoviopog gival SeopEUTIKOG K¢ TPOG OAa Ta pépn Tou kat 1oXVeL apeoa o KAde Kpatog
peNoc.

Bpu&éeg, 22 Auyouotou 2022.

Ia v Emtport
H Ipbedpog
Ursula VON DER LEYEN
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