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Directive 98/79/EC of the European Parliament and of the
Council of 27 October 1998 on in vitro diagnostic medical devices

Article 16

CE marking

1 Devices, other than devices for performance evaluation, considered to meet the
essential requirements referred to in Article 3 must bear the CE marking of conformity when
they are placed on the market.

2 The CE marking of conformity, as shown in Annex X, must appear in a visible, legible
and indelible form on the device, where practicable and appropriate, and on the instructions
for use. The CE marking of conformity must also appear on the sales packaging. The CE
marking shall be accompanied by the identification number of the notified body responsible for
implementation of the procedures set out in Annexes III, IV, VI and VII.

3 It is prohibited to affix marks or inscriptions which are likely to mislead third parties
with regard to the meaning or the graphics of the CE marking. Any other mark may be affixed
to the device, to the packaging or to the instruction leaflet accompanying the device provided
that the visibility and legibility of the CE marking is not thereby reduced.


