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Relation to PED:
Annex I

Module B(design
type), (3.2)(6)

and

Module H1, (12)(4.3)

CABF Recommendation

Question: Is it possible to use an EU-type examination certificate — design type issued under
Module B (design type) by Notified Body “X” to satisfy the design examination
requirements for a manufacturer’s Quality System under Module H1 which is
approved by Notified Body “Y"?

Answer: No

Reason: Both Module B (design type) and Module H1 require a Certificate to be issued by a

Notified Body following a successful design examination. However, it is Notified
Body “Y”, responsible for the Quality System that is required to issue the EC
Design Examination Certificate under Module H1

[PED Annex Ill, Module H1, (12)(4.3)].
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