IYITHMA NAPAKOAOYOHIHE YTIEINHI AYAODOPQON OPTANON

ITYAO EAETXOY NPOTEINHI AYAODOPQON OPTANQN

fhotnua mapaxkoAoVBnong uylewrng mou amoteAeitar and ovoTnua avixveuong kat
afloAdynong/mocotikonoinong tng UMOAEWHATIKAG TPWTEWVIKAG HOAUVONG OTa LATPIKE
dpyava péow MOOTIKOY Kal MOCOTIKOU Tpoodioplopol ovpdwva pe ta npétuna @ ISO
15883-1:2024 , ISO 15883-4:2018, ISO 15883-5:2021, HTM 01-01, HTM 01-06

Na SwaciBetal ISO 13485 TOU KATAOKELAOTIKOU OiKOU.

Na napéxet nocotikd Sedopéva énerta and enwaon (4-7min) o€ e18kd enwaoctipa.
Na SiariBeran nivakag otk napakoAouBnong Twv anOTEAECUATWY.

Na £xet 6pLo noootikol mpooboptopou : 1, 0 pg.

KaBe ouokevaoia otulewv va cuvodeletal and ta avriotoya paxtpa ta onoila va
SrariBevral oe Stapérpous: 1,7cm, 2cm, 2,7cm kat 3 cm.

Na untdpyet Suvatdtnra ontikou eAéyxou péow xpwpatikrig aAhaync.

Na napéyovrat dpraiidia evudatikol vypol Tou otuleol oe kdBe cuokevaoia.

Na napéxetat Swpedv ouvodoc e§omiopds (enwaotripag) pe Suvardrnra extinwong
TWV MOOOTIKWY OamoteAeoudtwy ywx tn Swatrpnon apxeiou (wotopkol) kat ywa
Suvntikd éAeyxo. Na éxeL tn Suvardtnra Swacvvéeong pe ovothpata TEXVNTAG
VONUOoUVNG yLa MOLOTIKG EAEYXO Kat (XVNAQOWOTNTA TwV Stadikaouwy.




ITYAO EAENXOY NPQTEINHZ

NPOAIATPAMEL :

1.

O 98-S QUGN e, 0. 3

Loupmva pe 1o tpdtumo ISO 15883-1 2006 ko 1ic Evponaixés odnyieg HTM
01-01:2016, HTM 01-05:2013 (UK Health Technical Memorandum )

Na sweriferar ISO 13485 10V KUTaGKEVAGTIKOD 0iKOV

Na napéye rocotikd dedopéva Enerta amd endaon o€ E191K0 ENMACTHPA.
Na vrapyet £1eYy0S 16TOPIKoD AMOTELEGPATOV (EKTOTOGT) 10TOPIKOD)

Na Swrifeton mivakag onTKig TupaKoiovinomg Tov ATOTEAECPUATOV

Na vaapyet dSuvardmnra oxTikod ehEyyov pécw LPORATIKAS WIS,

Na éxet evaotnoia 0.3pg TpoTeivng Ko opro avigvevong and 1ug.

Na napéyetal evodatikd vypd tov oTuAe0D ot k(b cvokevacia .

Na vrapyst omodsiktiké £yypugo mov va empefardver T0 MOGOTIKG
anotéheopa (amddeln)

10. Na mapéyetar dopedv cuvodos eE0monds (enmactipog)
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