QA Documentation check used in Opportunities

A documentation check is used to establish if the product on offer is manufactured with a
recognised QMS and the product offered conforms to the Standards required of it.

And if those manufacturers are outside the EU, that the documentation has evidence of a
connection with a recognised notifiable body.

The process used is as follows:

Review documentation for evidence that the supplier/manufacturer/ distributor/third party provider
has the following. This come in many forms.

Certificate of QMS

Certification should show the Manufacturer has accreditation to a recognised Quality management
system that supports the manufacturing of the Product on offer.

Evidence within the certificate that it is in line with Medical device directive 93/42/EEC. Evidence of
the Classification of the medical device should also be evident

And relevant standards i.e PPE standards

If the manufacturer is outside the EU and states it is CE marked it must have evidence of an
European Authorised representative. (l.e. notified body) within the document.
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Certificate of compliance / conformity

This document should relate to the product that is being manufactured using the accredited QMS
certificate, it provide evidence that provide has been manufactured and tested to the relevant
technical standards example.
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And if the certificate refers to a standard that has a performance level designated in it, the
certificate should make it clear at what performance level the product being made to. Example

Declaration of
Conformity Type IIr
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If not, a supporting set of test data that refers the product line in question needs to be provided
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If a Marketing leaflet is provided, reject and request the above

To Query and ask for Clarification on documentation

Documentation review certificates are certificates that Shows the manufacturer has had their QMS
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93_42_EEC

checked (Does not prove anything on the validity of the product) example DIRECTIVE copy Type

These can probably be used as evidence of QMS system accreditation but need to be supported with
the appropriate Certificate on compliance/conformity.

Documentation not in English. If the above documents do not align, using the test data may bring
clarity. But if in Chinese, they need to be rejected.

Harmonisation of standards.

Opportunities that quote US / Chinese standards will require clarification that these standards are
acceptable.

l.e. Respiratory protection equipment standards.
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