IS0 13485:2016

Certificate of compliance

Scarlet certifies that the
following company:

Tandem Health AB

Malmskillnadsgatan 111 57
Stockholm
Sweden

Holds certificate number:

SCAR-9110

This certificate is valid from:

15th October 2025
to 14th October 2028

Scope

This certifies that the company’s operational processes comply with the
requirements of ISO 13485:2016 within the following scope:

Design and manufacture of Software Medical Devices for documentation
management to support healthcare professionals with clinical
documentation and related administrative tasks.

This certificate supersedes all certificates issued by Scarlet NB B.V. with
certificate number beginning with SCAR-911.

Certified by
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ISO 13485 MGMT.SYS.
RAC 683

Scarlet NB B.V.

Keizersgracht 555
1017 DR, Amsterdam
The Netherlands
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