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$021 (EN ISO/IEC 17021-1)

QUALITY SYSTEM

EC-CERTIFICATE

Directive 93/42/EEC

Manufacturer: Bittium Biosignals Ltd
Pioneerinkatu 6
FI-70800 Kuopio
FINLAND

Coverage of Certificate: Design, manufacture and final inspection

Product category: Electromyoraphs, electrocardiographs,
electroencephalographs and diagnostic and
therapeutic devices for urinary incontinence,
telemedicine and health care management
systems

Valid until: 27" May 2024

The manufacturer’s quality system for the design, manufacture and final inspection of
the aforesaid product category has been evaluated and meets the provisions of Council
Directive 93/42/EEC as set out in Annex II Section 3. This approval is valid until the
expiry date provided that the manufacturer fulfils the obligations imposed by Annex II
in Directive 93/42/EEC. Products covered by the certificate are specified in the
attachment(s).

Valid from: 20™ April 2020
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