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Manufacturer declaration

The Minebea Intec Bovenden GmbH & Co. KG in Bovenden, Germany is certified according to DIN EN ISO
9001:2015 and DIN EN ISO 14001:2015 by the German Association for Certification of Management Systems

(DQS).
Additionally our management system complies with the following certifications and/or accreditations:
- EU Directive 2014/31/EU making available on the market of non-automatic weighing instruments

- EU Directive 2014/34/EU equipment and protective systems intended for use in potentially explosive

atmospheres

- CSA /UL / FM Global (international approval certificates and corresponding production inspections/audits)

Continually we verify the compliance with legal requirements, in particular concerning environment, health and
safety. We have also implemented and meet further standards imposed by European Directives and laws, for
example concerning the electric safety and electromagnetic compatibility. We document this in our
Declarations of Conformity in the installation and operating instructions for our products.

The certifications stated above require our processes to be documented, carried out under controlled
conditions, monitored, and continuously improved using suitable measures. There are extensive qualification
programs for our employees. Our integrated management system is continuously improved and modified to
match existing and new requirements. It is approved by various notified bodies and audits / inspections

conducted several times each year.
By complying to the standards listed above, we also cover requirements of GMP-guidelines.

Our products are not classified as medical devices according the European Medical Device Regulation (MDR)
(EU) 2017/745 or US 21 CFR part 820.
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Minebea

The following quality-assurance measures and documentation procedures are performed:

Monitoring and measurement of processes.

Within our processes, various methods for measurement and control are used with respect to customer
requirements, process results and process capability. We use:

- Process capability analyses - Risk analyses
- Test series - Project management
= SPC (Statistical Process Control) - Preventative maintenance and repair

- Statistical methods

The results of each process are evaluated by the responsible person and if the results do not match the

requirements corrective actions are taken.
Monitoring and measurement of the product

Throughout the entire development and manufacturing of each product we have integrated quality checks in
the processes. All relevant product features, their conformity to the requirements and established criteria for
product release are checked, verified where necessary and documented. In case of deviations there are
procedures and written organizational instructions set up how to handle these non-conformities.
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