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MacroArray Diagnostics GmbH (MADx)

Razotajs .
Lembdckgasse 59, Top 4
1230 Vine, Austrija

SRN AT-MF-000030541

Meés apliecinam, ka ST ES atbilstibas deklaracija ir izdota uz masu atbildibu un ka turpmak
minétas in vitro diagnostikas mediciniskas ierices atbilst visiem Regulas (ES) 2017/746 un tai
piemérojamo tiestbu aktu noteikumiem.

Produkti: Skattt pielikumu 1
Paredzetais noliiks: Skattt pielikumu 1
Atbilstibas novértésSana: IX pielikuma | + lll nodala
Pazinota iestade: QMD Services GmbH

Pazinotas iestddes numurs: 2962

Sertifikati, ko izdevusi

e i EU QMS certificate: IQMS/00003/0 v002
pazinota iestade:

Piemérojamie tiestbu akti: lepriek$ aprakstitas in vitro diagnostikas mediciniskas ierices
atbilst $adiem tiesibu aktiem:
Regula (ES) 2017/746
Pieméroti $adi standarti:
EN ISO 9001:2015, EN ISO 13485:2016 + AC:2018 +
A11:2021, EN 13612:2002, EN 13641:2002, EN ISO
14971:2019, EN I1SO 15223-1:2022-02, EN ISO 17511:2020,
EN ISO 18113-1:2022, EN ISO 18113-2:2022, EN ISO 18113-
3:2022, EN 1SO 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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an Harwanegg,
Chief Executive Officer,
MacroArray Diagnostics GmbH

www.macroarraydx.com

Dokumentu izmainu vésture:

1.0 Initial compilation in Latvian language according to the following -
English version of the document: 06-DOC-EN-02.
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