MAD

MACRO ARRAY DIAGNOSTICS

MacroArray Diagnostics GmbH (MADXx)

Manufacturer .
Lembdckgasse 59, Top 4
1230 Vienna, Austria
SRN AT-MF-000030541

We declare that this EU declaration of conformity is issued under our sole responsibility and that
the below mentioned in vitro diagnostic medical devices meet all the provisions of the Regulation
(EU) 2017/746 and the applicable legislation which apply to it.

Products: See Annex 1

Intended Purpose: See Annex 1

Gonformily Assessment: ,Ior:ni(;ioﬁii?ce with Reg. (EU) 2017/746 Article 48 (10) and
Notified Body: N/A

Notified Body Number: N/A

Certificates Issued by N/A

Notified Body:

Applicable Legislation: The in vitro diagnostic medical devices described above are in

conformity with the following legislations:
Regulation (EU) 2017/746
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MAD

MACRO ARRAY DIAGNQOSTICS

Vienna, Austria
20.05.2026

Chief Executive Officer,

MacroArray Diagnostics GmbH

Document Change History

C€

istian Harwanegg, www.macroarraydx.com ‘

1.0 Initial version for the IVDR according to AA — 24042020. -
2.0 Translation, SRN added. 1.0
3.0 Applicable Legislation, CE Marking added, translation moved to 2.0
another document.
4.0 No changes in the content of the document, but the document is 3.0
now based on an officially approved template.
Declaration of Conformity [MAX 9k — 17-DOC-EN-04] Page 2/3

DoC Template English V1.0



0°LA ysibuz speidws] o0g
€ / ¢ obed [¥0-N3-00a-21 — 6 XV Awiouo) jo uoielepsq

‘Aiojeioge| |edipaw e uj sjeuolssajold [eolpsw pue [puuosiaed

Kiojesoge| pautesy Aq pasn si }] *8soy) Jo sainjoid salinboe pue uni auo ul skelse paseq
-ABojouyds) X371V 01 01 dn sassaooud Ajjeonewoine jonpoud |esipaw gA| YL “s1onpoid
80.126¢CL0CL6 e VARATAAN AN paseq-ABojouyosy X3y 0} A10SS800E Se papusiul pue Juswnisul ue si 46 XVIA UL qs 9|ny ‘v sse|9 10-0000-£} %6 XYIN




