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Ewdikol Opol - EAG)Loteq AMQUTOELG

O npoodepdpevog ITUAEOC HAektpoxelpoupykrG AwaBepuiag piag xpriong mpéneL va
dépel Inpavon CE, cupdwva pe tov Kavovioud (EE) 2017/745 yia ta latpoteXxvoAoyikd
Mpoiovta (MDR).

Na cuvoSeUetal and texvika dedtia, Afdwon Zuppdpdwong (DoC) kat odnyieg xpriong
otnv EAAnviki i AyyAwkn yAwooa.

O KaTaoKEVAOoTAC va epappdlet iotonownpévo Zuotnua Ataxeipong Notdtntag kata ISO
13485.

O mpoodepduevog OTUAEOG va dEPEL TLOTOMOWNTIKO cupBatotntag 1 dnAwon tou
KATALOKEVAOTH, N ornoia va avadEpeL pntd Tn cUUPBATOTNTA LE CUYKEKPLUEVOUG TUTIOUG 1
MOVTEAQ NAEKTPOXELPOUPYLKWY povadwy (Slabeppiwv), nwg avadpépetal oTo aitnpa.
To kdBe mpoodepdpevo mpoidv mpénet va ocuvodevetal and cadn avaypadn Tou
gpunopikov ovopatog (brand), tou kwdikou/povtédou (model) kat tng xwpag npoéAeuons.
Ot mAnpodopieg AUTEG va avadEpovTal UNIOXPEWTIKA 0To GUAAO cuppdpdwong, otnv
TEXVIKN Tipoodopd Kal 0Ta CUVOSEUTIKA EVTUTIA TOU KOTAOKEUAOTH.

O npoodepdpevog OTUAESG, W TPOIOV piag xpnong mpénel va mnopadidetal
QMOoTELPWHEVOG KaL va dEpeL oadn Evoelfn tng pebddou anocteipwong (r.x. EO, Steam,
Plasma), kaBw¢ KoL OXETIKN TEKUNplwon.

0 otuAed¢ npémeL va eivat BooupBatog, cupdwva pe ta npotuna EN 1SO 10993-1, -5 kat
-10, KOl VoL TEKUNPLWVETOL N CURHOPdWOoN HEOW KATAAANAWY TULOTOTIONTIKWY 1} SOKpwV.
EmutAéov, va TEKMNPLOVETAL OTL 0 oTUAedG eival cupPatdg HE NAEKTPOXELPOUPYLKES
povadec mou mAnpolUv to mpotumo IEC 60601-2-2, péow OxeTkAg SnAwong tou
KOTOLOKEUQLOTH 1] TILOTOTIOLNTIKOU cupfatotntas.

O npopnBeutrig va Stabétel muotomnoinon 1ISO 9001, 1ISO 13485 kat va ebappOTEL TIG OPXES
KaL TLS KATEVBUVTAPLEG ypappé yia Tnv OpBn Mpaktikr Alavopng latpoTEXVOAOYIKWY
Npoidvtwy, cUpdwva pe v Yrmoupywkn Amnddacn AY88/r.M. OIK/1348/2004. Na
KOTateOoUV TA OXETIKA TILOTOTOLNTIKA.

Anapaitntn npoinéBeon yia va afohoynbouv ot mpoodopég, eivat n Omapén ¢vAAou
ouppopdwaong, oto onoio Oa amavrdtal pe kaBe AemTopEpeLa (OXL HOVOAEKTIKA) KAl WE
N oelpd mou avadpépovral ot TexvikEG podiaypadég kat ot Eldikoi Opot — EAdxioteg
AmaltioeLC.

Ouoiwg anapaitntn mpoindbeon yia va aloloynBolv oL mpoadopég, n cuvdpoprn ot
EevoyAwooa GpUAAGSIA TOU KATAOKELQOTIKOU Oikou TpoG amodel§n Twv {NTOUHEVWY
OTOLELWV (TapaTOUTEG TEXVIKWY TtpoSiaypadwv), n oroia Ba yivetal pe cadn avadopd
otn ogAiba kaL ntapdypado tou pullasdiou, 6Tov EuNEPLEXOVTAL T OTOLXELD QUTA.
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