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Council Directive 93/42/EEC of 14 June 1993 concerning medical devices

Article 9

Classification

1 Devices shall be divided into Classes I, IIa, IIb and III. Classification shall be carried
out in accordance with Annex IX.

2 In the event of a dispute between the manufacturer and the notified body concerned,
resulting from the application of the classification rules, the matter shall be referred for decision
to the competent authority to which the notified body is subject.

[F13 Where a Member State considers that the classification rules set out in Annex IX
require adaptation in the light of technical progress and any information which becomes
available under the information system provided for in Article 10, it may submit a duly
substantiated request to the Commission and ask it to take the necessary measures for adaptation
of classification rules. The measures designed to amend non-essential elements of this Directive
relating to adaptation of classification rules shall be adopted in accordance with the regulatory
procedure with scrutiny referred to in Article 7(3).]

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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