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Status: EU Directives are being published on this site to aid cross referencing from UK legislation. After
IP completion day (31 December 2020 11pm) no further amendments will be applied to this version.

ANNEX V

EC DECLARATION OF CONFORMITY
(Production quality assurance)

3. Quality system

3.4. The manufacturer must inform the notified body which approved the quality system
of any plan for substantial changes to the quality system.

The notified body must assess the changes proposed and verify whether after these changes the
quality system still meets the requirements referred to in Section 3.2.

After the abovementioned information has been received the decision is notified to the
manufacturer. It must contain the conclusions of the inspection and a reasoned assessment.


