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Quality Policy

The mission of Rethink Medical S.L. is to provide customers—institutions, healthcare professionals and
patients—with safe, innovative and effective medical devices that contribute to improving users’ quality of life
and health.

The management of Rethink Medical S.L. has implemented a Quality Management System in accordance with
the applicable requirements of Regulation (EU) 2017/745 on medical devices, incorporating quality

management principles aligned with the UNE-EN ISO 13485 standard.

The Quality Management System covers the activities of: ‘Design, development, manufacture and distribution

of urethral catheters and related non-sterile accessories/components’.

The purpose of the Quality Management System is to maintain the effectiveness of the system and the proper
functioning of the organisation. To this end, Rethink Medical works daily to ensure the required level of safety

and quality in its products and processes.
To this end, the management of Rethink Medical S.L. undertakes to:

e Comply with applicable legal and regulatory requirements, as well as with customer requirements and

the requirements of the implemented Quality Management System.

¢ Maintain and continuously improve the effectiveness of the Quality Management System, ensuring the
necessary resources are provided in a sustainable manner and in proportion to the organisation’s

activities.

o Effectively control the organisation’s activities, guaranteeing the quality and safety of products and

promoting customer satisfaction.
o |dentify and minimise sources of error, progressively reducing non-conformities and complaints.

e To promote the professional development and continuous training of all members and collaborators of
Rethink Medical S.L.

The Management of Rethink Medical S.L. makes this Quality Policy available to all members of the

organisation and relevant stakeholders.
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