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3911 TZ Rhenen

The Nederlands

DECLARATION OF CONFORMITY
medical devices

We hereby declare that the CE marked Class lla and Class llb medical devices, specified in the annexed
product list, are covered by the "CE Marking of Conformity Certificate", reference number: 2036399CE02,
issued on 28 January 2014 delivered by DEKRA Certification B.V., Arnhem, The Netherlands, Notified Body
Identification Number 0344, and conform to the quality system and technical documentation requirements
in accordance with Annex Il of the "EC-Directive", the Council Directive 93/42/EEC of 14 June 1993,
concerning Class lla and Class Ilb medical devices.

This declaration is supported by the Quality Management System certification based on the harmonized
standards EN ISO 13485:2016, Quality System Certificate with reference number: 2166303, issued on 19
December 2014 and issued by DEKRA Certification B.V.

This Declaration of Conformity covers the product as listed in Annex 1 to this Declaration and is valid for all
products concerned bearing the CE marking.

This Declaration of Conformity is issued under the sole responsibility of the manufacturer.
Bfactory Health Products B.V.

Remmerden 58
3911 TZ Rhenen

The Netherlands

Represented by:

Name: Tineke Creemers-Molenaar Name: Willem Jan Bosma

Function: Director & RA Manager Function: Director & Manager Representative

Date: 2 »? - 202y Date:: 2 (AL 02
Signature: - Signature: ‘ /
JI
:

© This document is property of Bfactory Health Products B.V..
Al information is CONFIDENTIAL and may not be reproduced or used without the prior written consent of Bfactory Health Products BV.
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