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2XET.. a. N.4412/2016 «Anuooieg ZuuBdoeic Epywy, MpounBeiwv Kai
Ytnpeoiwv (Trpooapuoyr) oTig Odnyieg 2014/24/EE ko 2014/25/EE)»
(A’ 147), 6TTWG €xel TpoTTOTTOINOEI KAl I0XUEI
B. Hut apiBu. 03/2024 AiokApuén Tou 401 M'ENA (EXHAHS: 344438)

1. A@ou eAflpbnoav uttéyn:

a. O1 di1atagelg Tou () OXETIKOU , TO OTTOIO AVAPEPETAI GTO I0XUOV
VOMOBETIKG TTAQiCI0, TTOU BIETTEI TIG TTPOPNBEIEC TOU Anuoaiou.

B. Tn (B) oxetiki Aiakripuén Tou 401 MZNA (EXHAHZ: 344438),
TTou a@opd oTtn TrpounRbeia «MNMAAPWGS AUTOUATOTTOINUEVOU CUCTIUATOG EAEYXOU
ToIOTNTAG £EWTEPIKAG aKTIVOBEpaTTeEiag aoBevwv (patient QA) Kal in-vivo eAéyxwv
QA Twv dUo (2) Mpapuikwyv Emraxuvtwy (e€OTTAICUOG yIa OOCIUETPIA, TTOIOTIKO
€Aeyxo kai emReRaiwaon TTAdvou oxedlaouoU akTIVOBEPATTEIQG), yIa TIG AVAYKES TOU
TunRuarog AkTivoBepaTreiag Tou NOOOKOUEIOU».

ATTopaoci{oupe

a. Tnv rpoodnkn oto Mapdptnua | TNG (B) OXETIKAG dlaknpugng,
oUpewva ue Ta apbpa 54 kar 121 Tou (a) OpoioU , TwV TTIPOCOETWY TEXVIKWV
TTPOdIayPaAPWYV we £EAG:

“10. Na mapéxerar TeXVIKN UTTOOTAPIEN UE OPYAVWUEVO Service armmo EUTTEIPO,
KATAAANAQ eKTTAIOEUEVO TEXVIKO KAl ETTIOTNUOVIKO TTPOCWITIKO, UE TTITOTTOINTIKO
ekmraideuonc  kai  €€ouadiodoTnon aqutroU ammd  TOV  KATAOKEUAOTH 1 TOV
eouaiodoTnuéVO avTITpOowWTTO Tou aTnv Eupwrraikn Evwon.

11. Na mpookouioTei TTARPES EYXEIPIOIO LE OaQEIc 00nyies XPHOEWS Kai
Agiroupyiac Tou unTpIikoU KaraokeuaaTikou oikou (Operation Manuals) ue avaAurikn
TTEQIYPAPN TWV QVTIOTOIXWV TTPWTOKOAAWYV Kal AEITOUPYIWV YIa OAES TIC QVTIOTOIXES
epapuoyéc atnv AyyAikn n/kai otnv EAAnvikn yAwooa.

12.  27IC TTEQITITWOEIS TTOU TO OUCTHUA OEV KATAOKEUAZETAl QTTO TOV UTTOWN QIO
OIKOVOUIKO QOopéa O€ OIKI TOU KATAOKEUQATIKN Jovada, atnv mPOoo@oPd TOU TTPETTE
EMTPO0OETA va ETIOUVAYEI
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a. [lioTommoinTiIKd@ ToOU KATaQOKEUAOTIKOU Oikou oUu@wva ue 1a lporurra
ISO 9001 «2uoriuara Aiaxeipions tng loiotntag — Amairioeicy n 1SO 13485
«2uarnua Aiaxeipiong lNoidtnrac yia larporexvoAoyika lpoiovra»

B. BeLaiwon Tou vOUILOU EKTTPOOWITOU TOU KATAOKEUQOTN OTI ugioTarai
gmionun ouvepyaoia e Tov giloaywyéa / dlavouéa, (N avriypago tne CUUQWVIAS
TOUC Kal EVTOANC TTPOC TOV El0aywyéa)

y. Eéouoiodotnon Kai eKmaideuon armrd Tov KAQTAOKEUAOTIKO OiKO yia TNV
TEXVIKN) UTTOOTHPIEN Kal 0pBR Xpron ToU CUCTUATOS

0. Eyypago TOU KATAOKEUAOTIKOU OIKOU OTO OTT0i0 va dnAwverar o
UTTEUBUVOC YIa TNV TEXVIKN UTTOOTNPIEN TOU oUaTAUATOS OTHV EAAGOQ Kail TO XpoVIKO
olaornua yia 1o orroio Ba egivar urmreuBuvog. ETmiong o umown@iog OIKOVOUIKOS
QOPEAS va avaQEéPEl OTNV TEXVIKN TTPOOQOPA TOU AETTTOUELWS TN dlAdIKAoia Kal TOV
TPOTTO ETTIKOIVWVIAS VI TEXVIKH KAAUWN CUUTTERIAQUBAVOUEVWY Kal TWV ApYIWV yId
KaAuwn Kar’ eEAGXIOTOV TwV UTTNPETIWYV TNS EYyUnong. ,,

B. Tnv TPOTTOTTOINON TWV TTPOBECTUIWV-NUEPOUNVIWV
TTapaAaBng Kal atroo@pdyiong TTPoc@opwyv TnNG TTapaypdeou 1.5 TnG (B) OXETIKAG
dlaKnpugng, wg €§NG:

Huepounvia kar wpa 12 ®ef3 2024, nuépa Acutépa Kal wpa
évapéng UTTOBOAAG TTPOCPOPWV 10:00 7.
KataAnKTIKr) nUEPOUNVIa Kal wpa 08 Map 2024, nuépa MNMapaokeun Kal
UTTOBOARG NAEKTPOVIKAG TTPOCPOPWV wpa 10:00 T1.4
KataAnKTIKr) nUEPOUNVIa Kal wpa 11 Map 2024, nuépa Asutépa Kal wpa
EVTUTTWV TTPOCPOPWYV 10:00 T171.
Huepounvia atroo@pdyiong Trpoc@opwv 1g:g/loasri024, NiEpa Tpim kai wpa

2. Xepiotig 0Oépatog: YmAyog (O) ABavdoiog KaAdynpog, ETmTEANS
Tu.MpounBeiwv, TNA. 2107494063, email: 401.grafeio.promithion.gmail.com.

YTrryog KwvaoTtavTivog Alaokwvng
AKpIBEG AvTiypago AI0IKNTAG

YT1TAyog (O) ABavdaoiog KaAdynpog
EmteNAg T MpounBeiwyv

MINAKAZ AMMTOAEKTON
AtrodékTec via Evépyela

E>XHAHZ

AtTodékTec via [MAnpo@opia

401 N'ENA/AQY/TuAua MNpounbeiwv
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