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ANNEX VI

EC VERIFICATION

4. The notified body must carry out the appropriate examinations and tests taking account
of section 2.2 in order to verify the conformity of the product with the requirements of
the Directive either by examining and testing every product as specified in section 5
or by examining and testing products on a statistical basis as specified in section 6,
as the manufacturer decides. When carrying out statistical verification according to
section 6, the notified body has to decide when statistical procedures for lot-by-lot
inspection or isolated lot inspection have to be applied. Such decision must be taken
in consultation with the manufacturer.

In as far as the conduct of examinations and tests on a statistical basis is not appropriate,
examinations and tests may be carried out on a random basis provided that such procedure in
conjunction with the measures taken in accordance with section 2.2 ensures an equivalent level
of conformity.


