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To whom it may concern,

Medical Devices classified as Class | could be marketed with declaration of conformity according
to Medical Device Directive 93/42/EEC, Article 11 Conformity assessment procedures Clause.5,
which is stated as below. Having ISO13485 Medical devices — Quality Management Systems

certificate is required instead of EC Certificate.

Avticle 11
Conformits assessmen! procedures

5 in the case of devices falling within Class 1. other than devices

which ure custom-made or sntended  for clinical  investigations,  the
mamgdacturer shall, in order w0 aflix the CE purking, follow the
procedure weferred 10 in Annex VIT and drw up the EC declaration
of conformity required betore plucing the deviee on the market.

On this basis, Mucus Collector being IVD products is sold with declaration of conformity and ISO

13485:2016 certificate.
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