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Mnproxz:
KAOE ENAIAGEPOMENO

ANAKOINQzH

OEMA: «EVNUEPWOT OXETIKA HE VEEC AEITOUPYIKEG BEATIWOEIG OTN
diaxeipion aiIrTnoswv oto Apyeio NMpoiovrwv, EEonAiocpoU kai
Ynnpeoiwv TG EKANY>»

Y& guvéxela TnG ano 25/6/2026 ouvavtnong pe Tov XEIB kal Ta Ogparta nou
TEBNkav pe okonod Tn PeATiwon Tncg dO1adikaciac KaTaxwpnone €WV OTo
MnTpwo MpoidvTwy, Ynnpeoiwv kai MpopnBeutwv, n EBvIkA Kevrpikr Apxn
MpounBeiwv Yyeiac (EKAMY) evnuUEPWVEI TOUG OIKOVOMIKOUG (POPEIC Mou €ival
EYYEYPAUUEVOI 0TO MNnTpwo MpopnOsutwv kal unoBAalouv aITuaTa n
EYYPAPEC KATAXWPIONG NPoiovTwv oTo Apxeio Mpoidvtwv, EEonAiopou kai
Ynnpeoiwv OTI, €XOUV UAONOINOEI AEITOUPYIKEG PBEATIWOEIG OTNV
€pappoyn, HE okono TN diIEukOAuvon TNG UNOBOANG AITNHATWV KAl TV
opOOoTEPN JIAXEIPION TWV OXETIKWV OESOHEVMV.

EiIdIKOTEPA, €XOUV €eVOWHATWOEI OTNV €Papuoyry akOAOUBEC AEITOUPYIKEC
BeATIWOEIC:

1. H emoUvayn @wToypa®iag Tou €idoug dev anoteAei nAéov
UNOXPEWTIKO nedio karaxwpionG. H oupnAnpwon Tng eivai
MPOQIPETIKN Kal N Mn unoBoAn ¢wtoypagiag dev ennpealel Tnv
0AOKARPWON TNG KaTaxwpiong n Tnv a&ioAdynon Tou aIiriuaToc.

2. Z10 Apxeio Mpoiovrwv, EEonAiopoU kal YNNPECI®OV KaATd TRV
unoBoAn aiTnong KaTaxwpPIiong IaTPOTEXVOAOYIKOU eEonAICHOU,
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Oev nepiAapgBavovTal NAEOV OTA UNOXPEWTIKA ENICUVANTOHEVA
dikaioAoynTika Ta €yypaga nmioronoinong ISO 9001 kai ISO
13485, kabwg £xouv NON kaTaxwpnOei aTo MNTpwo MpounbeuTwy,
OUMQWVA WE TIG I0XUOUCES ANAITNOEIG KATAXWPIONG.

. H nepiypa®n Tou €idoug gival npoaipeTIkO Nedio kal av oTo apxeio
Tou EO® To nedio €ival kevo dev ennpeadlel TNV KaTaxwpenon Tou €idouc.
. Tia 0Aa Ta €idn nou dev avikouv otnv Karnyopia I i ornv
Katnyopia A (In Vitro), spgavifovral Ta nedia «Kwdikog CE Mark»
kal «Huepopnvia AnENg». O1 TINEG Twv nedinv «Kwdikog CE Mark» kal
«Huepopnvia AREnc» avrAouvrar autopaTa and To Aapyeio Tou
EO® kal dev kaTaxwpouvTal XEIPoKivnTa and Tov XpnoTn. X1nv
«Huepopnvia ARENG» e@apuoleTal EAeyXoG eykupOTNTAG, WOTE va PNV
yiveTal anodekTny nuepopnvia npoyeveatepn TG 01/01/2024. 3¢
NEPINTWON NMOU N NUEPOUNVia nou €xel kataxwploTei otov EOP cival
npoyeveaTepn n anoucialel, n diadikacia unoBoAng Tng aitnong dev
eMTPENETal va oAokAnpwOei kal Ba sugavifeTal To akoAoubo prvupua:
«Ta oToixeia CE Mark nou £xouv karaxwpioTei otov EO® cival
eAAINN N BN €ykupa. NMNapakaloUpe aneuBuvOeite oTtov EOD yia
TNV ENIKAIPONOINCT TOUG».

lMa Ta €idn nou avrkouv otnv Katnyopia I ; otnv Katnyopia A (In Vitro),
Ta nedia «Kwdikdc CE Mark» kai «Hpepounvia Angnc» Oev Oa
epavilovrai.

Aev 0a epappolerar EAeyxog povadikoTnrag Tou Kwdikou CE
Mark peTa&U Twv £1dmv, kabwc o id10¢ KwdIKOC dUvaTdl va avTIoTOIXE
0€ NEPIOTOTEPA TOU EVOG €idN.

5. To nedio «Hpepopnvia ARENG» oT0 Eyypago <«ARAwon

ZUHHOPPWONG» EXEI HETATPANEI OE NPOAIPETIKO, XWPIC va
anaiTeiTal N CUPNANPWOTN TOU Yia TNV anoBbrikeuon i TNV ENicuvayn Tou
gyypagou.

. 2Tn @OpHa «EneEepyacia Aitnong Eidoug», TO nedio  «Tiun
>uokeuaoiac» unoAoyileTal Kal OUPNANPWVETAl aQuTOPATa and To
ovoTnua, Baosl TnG akoAoubng oxéonc: Tipn Zuokeuvaciag = TIPA
ava Tepayio x ApiOpog Tepaxiov ava Zuokeuaaoia. O UNoAoyIoHOG
npaypaTonolsiTal autopaTa kabe popd nou peTaBaleral n Tiyn ava
Tepaxio 1 o ApiIBuOC Tepaxinv ava Zuokeuaaia, Je AUEON EVNUEPWON
Tou nediou «TIUN ZUOKEUAOIAC».

. To nedio «Barcode» perovopaleral oe «Kwdikog EOD>» kal
opileTal MG UNOXPEWTIKO NEedio, NPOKEIYEVOU va €ival duvaTh n
ava{lnTnon kal TauTonoinan Tou €idoug aTo apxeio Tou EO®. Kata tnv
npwTn 000vN KATaxwpiong, CUMNANPWVETAl UNOXPEWTIKA TOUAAXIOTOV
éva ano Ta nedia «UDI-DI/EUDAMED DI» i «EAN>», npoKeIUEVoU



va eAEYXETAl €AV TO €i00C £xel NON kaTaxwploTel oTo Apxeio Eidwv Tng
EKATITY.

8. Mapéxeral n duvaroTnTa enioUvayng eyxeipidiou xpnong oTnv
ayyAikn YAwood, cUPdQwva e TIG IoXUouoeg diaTageic, onou dev eival
d1a0gaio aTnv eAANVIKN YAwooa.

O1 avwTépw alayeg BpiokovTal 0 napaywyikn AEIToupyia kal anookonouv oTn
dleukOAuvon Tn¢ 01adikaoiag KaTaxwpiong Kar dlaxeipiong Twv OTOIXEIWV ano
TOUG OIKOVOUIKOUG (POpEic, oTn Meimon Twv dIoIKNTIKWV nBapUvoswy Kai oTn
BeATiwon TNG AeiroupyikoTNTag Tou Apxeiou Mpoidvtwy, EEonAiopou.

M@ TUXOV JIEUKPIVIOEIC ) TEXVIKN UMOOTNPIEN, oI vOIapPEPOUEVOI UMOPOUV vVa
aneuBuvovTal oTnv EKAMNY pEow Twv enionpwv kavaliwv ENIKOIVWVIAG.
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AKPIBEZ ANTITPA®O

APHZ ANOZTOAOY

Kowonoinon:

lpadeio Yrioupyou Yyeiag,

lpadeio Youmoupyou Yyeiag,

Mpadeio Mevikng Npappatéwg Ynnpeowwy Yyeiag

Eowtepikn Atavoun péow HAektpovikou Taxudpopeiou:

lpadeio Mpoédpou, Mpadeio Avtumpoédpou, levikn AleuBuvipla Zxedloopol &
ZupBaocewy, Mevikog AteuBuvtric Opyavwaong kat OlkovopLkwe Yrinpeowwy, AlevBuvon
Itpatnylkol Xxedlaopol, AtevBuvon Awaxeipiong YAkwv, YTNpeowwv Kol
Edodlaotikig AAucidag, AlevBuvon HAektpovikrig AlakuBépvnonc.
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