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MANAGEMENT SYSTEM

CERTIFICATE

Certificate no.:
C627603

Initial certification date:
2017-12-15

Expiry Date:
2026-12-14

This is to certify that the management system of

Atos Medical AB
Kraftgatan 8, SE-242 35, Hörby, Sweden

F006983

has been found to conform to the Quality Management System standard:

ISO 13485:2016 and the requirements of the following regulatory
authorities

Australia: 

- Therapeutic Goods (Medical Devices) Regulations, 2002, Schedule 3 Part 1
(excluding Part 1.6) – Full Quality Assurance Procedure

Japan:

- MHLW Ministerial Ordinance 169, Article 4 to Article 68

- PMD Act

Brazil:

- RDC ANVISA n. 665/2022

- RDC ANVISA n. 551/2021

- RDC ANVISA n. 67/2009

United States:

- 21 CFR 803

- 21 CFR 806

- 21 CFR 807 – Subparts A to D

- 21 CFR 820

Canada: 

- Medical Devices Regulations – Part 1- SOR 98/282

This certificate is valid for the following scope:

Design, development, manufacture and distribution of voice restoration systems including
instruments for insertion, pulmonary rehabilitation systems including attachments, covers
and accessories, jaw motion and swallowing rehabilitation systems, electrolarynx and
tympanostomy tubes.
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