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QUALITY SYSTEM

CERTIFICATE

ISO 13485:2016
Bittium Biosignals Ltd.

Pioneerinkatu 6, FI-70800 Kuopio
Finland

Eurofins Expert Services has assessed the company's quality system and
found that it meets the requirements of ISO 13485:2016.
This certificate covers the following functions/services:

Design and development, production and distribution of active medical devices and software
related to ECG, EEG and sleep disorders
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Annex to the Certificate EUFI129-21000175-S

o
Finnish Accreditation Service
$021 (EN ISO/IEC 17021-1)

Organisation:

Bittium Biosignals Ltd.
Pioneerinkatu 6, FI-70800 Kuopio
Finland

The scope of the certification includes the following sites

Site 1

Bittium Biosignals Ltd.
Pioneerinkatu 6, FI-70800 Kuopio
Finland

Site 2

Bittium Biosignals Ltd.
Pioneerinkatu 20, FI-70800 Kuopio
Finland

Site 3

Bittium Biosignals Ltd.
Ritaharjuntie 1, FI-90590 Oulu
Finland

Site 4

Bittium Biosignals Ltd.
Lars Sonckin kaari 16, FI-02600 Espoo
Finland

Date:

Valid from: 31% January 2022
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