EU DEC

Manufacturer’s name: Attain Technologies B.V.

Business address: Van Benthuizenlaan 2
1701 BZ Heerhugowaard
The Netherlands

SRN: NL-MF-000020626

This EU declaration of conformity is issued under the sole responsibility of the manufacturer.
In vitro diagnostic medical device(s) covered by this Declaration of Conformity:
See Appendix A.

The devices covered by this EU declaration of conformity are in conformity with the In Vitro Diagnostic Medical
Devices Regulation (EU) 2017/746.

Common Specifications used and in relation to which conformity is declared:

CS Description ‘-

Other Directives / Regulations
No other directives/ regulations applicable to in-vitro diagnostic devices mentioned on this declaration of
conformity.

Notified Body involved in the conformity assessment procedure:
This device is a non-sterile class A device, therefore it is self-declared. No notified body involved in the
conformity assessment procedure.

Conformity assessment was performed in accordance with the requirements of Annex Il and Ill: Conformity
assessment based on technical documentation of the In Vitro Diagnostic Medical Devices Regulation (EU)
2017/746. .

QMS certificate: SZ 1381217
Additional information The EU declaration of conformity has a validity period limited by the
issue of a revised declaration of conformity.
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