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Bu AB uygunluk beyaninin tamamen kendi sorumlulugumuz altinda diizenlendigini ve asagida
belirtilen in vitro tani amagh tibbi cihazlarin (AB) 2017/746 sayili Tzigun ve ilgili mevzuatin tim
hikUmlerini karsiladigini beyan ederiz.

Uriinler:

Kullanim Amaci:

Uyumluluk Degerlendirmesi:
Onaylanmis Kurulus:

Onaylanmis Kurulus
Numarasi:

Onaylanmis Kurulus

Tarafindan Verilen Sertifikalar:

Yiirirliikteki Mevzuat:

Ek 1'e bakiniz

Ek 1'e bakiniz

Ek IX, bolum | + Il
QMD Services GmbH

2962

EU QMS certificate: IQMS/00003/0 v002

Yukarida aciklanan in vitro tani amach tibbi cihazlar
asagidaki mevzuatlara uygundur:

Yonetmelik (AB) 2017/746
Asagidaki standartlar uygulanmistir:

EN ISO 9001:2015, EN I1SO 13485:2016 + AC:2018 +
A11:2021, EN 13612:2002, EN 13641:2002, EN ISO
14971:2019, EN ISO 15223-1:2022-02, EN 1SO 17511:2020,
EN ISO 18113-1:2022, EN ISO 18113-2:2022, EN ISO
18113-3:2022, EN ISO 20417:2021, EN ISO 20916:2021, EN
ISO 23640:2015, EN 61010-2-101:2017, EN 61326-2-6:2013,
EN 62304:2006, IEC 62304:2006 + A1:2015, IEC 62366-
1:2015 + COR1:2016 + A1:2020
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Dr. ian Harwanegg, www.atrosrraydx.com
Chief Executive Officer,
MacroArray Diagnostics GmbH

Belge Degisiklik Gegmisi:

1.0 Initial compilation. =
2.0 Update of the document according to the changes that were 1.0
reflected in the English version of the following document: 06-
DOC-EN-02.
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