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[Fll.

ANNEX VII

EC DECLARATION OF CONFORMITY

The EC declaration of conformity is the procedure whereby the manufacturer or his
authorised representative who fulfils the obligations imposed by Section 2 and, in
the case of products placed on the market in a sterile condition and devices with a
measuring function, the obligations imposed by Section 5 ensures and declares that
the products concerned meet the provisions of this Directive which apply to them.]

Textual Amendments

F1

Substituted by Directive 2007/47/EC of the European Parliament and of the Council of 5 September 2007
amending Council Directive 90/385/EEC on the approximation of the laws of the Member States relating
to active implantable medical devices, Council Directive 93/42/EEC concerning medical devices and
Directive 98/8/EC concerning the placing of biocidal products on the market (Text with EEA relevance).
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