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Question:

What actions must a notified body take where a manufacturer wishes to add new Models / Type to their existing Module D scope following
either additional Module B certificate(s) being issued, or extension(s) of (an) existing Module B certificate(s)?

Solutions:

The notified body may include the new Model / Type / Module B certificate(s) within the existing Module D scope provided:
1) They are of the same generic type (e.g. Filtering Face Pieces, or Firefighting helmets); and

2) The documented quality system is unchanged; and

3) The general manufacturing process (e.g. equipment) is unchanged; and

4) The production locations are unchanged.

This should be done without an additional audit (i.e. between regularly scheduled audit visits), and on the basis of a statement /
application confirming the above, subject to successful review and decision.

Where one (or more) of the above 1-4 provisions is (are) not met, and the manufacturer does not wish to wait until the next
regularly scheduled audit visit, the notified body should conduct an additional audit (remote or on-site), targeted to the specific
change identified.




