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Question:   
When carrying out an EU type-examination, what is the responsibility of the notified body when the applicable harmonised product standard 
does not address all the relevant essential health and safety requirements? 

Solution: 
Where a relevant harmonised product standard does not address all the relevant essential health and safety requirements the manufacturer 
must identify those not addressed in the standard and also state how these are dealt with in his technical documentation. The notified body 
is responsible for confirming that all the relevant essential health and safety requirements have been identified, listed and adequately dealt 
with when carrying out their review, inspection and testing for the EU type-examination.  
Note 1: A harmonised product standard gives a presumption of conformity with those essential health and safety requirements which it 

identifies for the product and addresses.  
Note 2: It must be remembered that the Regulation is the law and must be complied with whilst standards are one means by which a 

manufacturer may demonstrate his compliance with the Regulation’s requirements.  
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