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ANNEX II

PROCEDURE FOR CERTIFICATION OF CONFORMITY

6. EC UNIT VERIFICATION

6.1. EC unit verification is the procedure whereby the manufacturer or his authorised
representative established within the Community ensures and declares that the
appliance concerned, which has been issued with the certificate referred to in point 2,
conforms to the requirements of this Directive that apply to it. The manufacturer or
his authorised representative must affix the CE marking to the appliance and draw up
a written declaration of conformity which he must keep.

6.2. The notified body must examine the appliance and carry out the appropriate tests,
taking account of the design documentation in order to ensure its conformity with the
essential requirements of this Directive.

The notified body must affix, or cause to be affixed, its identification number to the approved
appliance and must draw up a written certificate of conformity concerning the tests carried out.

6.3. The aim of the technical documentation relating to the design of the instrument, as
referred to in Annex IV, is to enable conformity to the requirements of this Directive
to be assessed and the design, manufacture and operation of the appliance to be
understood.

The design documentation referred to in Annex IV must be made available to the notified body.

6.4. If deemed necessary by the notified body, the examinations and tests may be carried
out after installation of the appliance.

6.5. The manufacturer or his authorised representative must ensure that he is able to supply
the notified body's certificates of conformity on request.


