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Ap1Bu6g 423

OI TEPI TYTIOMNOIHZHE, AIAMIZTEYZHZ KAl TEXNIKHZ MAHPO®OPHZHZ NOMOI TOY 2002 éwg 2012

MNvwaoTotroinon Bdaoel Tou dpbpou 5 Tou Baaikot Néuou 156(1) Tou 2002
Kal Tou dpBpou 6 Tou TpotrotroinTikod Nouou 57(1) Tou 2011

Me 1o TTapdV yvwoToTtroigital 611 Bdcel Twv apBpwv 5 Tou Bacikou Nopou 156(1) Tou 2002 kal Tou GpBpou 6 TOU
TpotrotroinTikoU Noépou 57(1) Tou 2011 1mou pubpifouv TIg dpacTnEIdTNTEG TNG TuTroTroinong, AlamioTeuong Kal TEXVIKAG
MAnpo@dpnong, o Kutrpiakdg Opyavioudg Tutrotroinong (CYS) yvwoTotrolei T Tn dnuooicuon tng 16™ Maptiou 2012,
K.A.IMT 96/2012 tng Emionung Eenuepidag tng Anuokpariag pe ap. 4554 otn OTAAN Twv ATTOCUPUEVWY TTPOTUTTWV
atouciadel o apiBuédg Tou TpotUTrou CYS EN ISO 13485:2013-iss1.

To ouykekpipévo TTpoTuTTo (CYS EN ISO 13485:2013-iss1) pe Tn dnuoaoicuon Tng véag ékdoong 2012, £xel amooupOei
atrd TG Bdoeig dedopévwy 1600 Tou KutrpiokoU Opyaviopou Tutrotroinong (CYS) 6oo kai Tou Eupwiraikot Opyaviopou
Tutromroinong (CEN) kai éktoTe b€ BpiokeTanl o€ 10XU.
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Tpotrotroinon yia Tnv ékdoan CYS EN ISO 13485:2012 £xel dnuoaieubei otig 31.8.2012, K.A.M 320/2012 otnv
Emionun E@nuepida Tng Anpokpartiag pe ap. 4589.
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