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Magnetic Resonance Imaging

The Management of PHYSIO MRI TECH. S.L. has implemented and maintains a Quality Management System based on the
requirements of the UNE-EN ISO 9001:2015 and UNE-EN ISO 13485:2016 standards “Quality management systems.
Medical devices”, as well as on Regulation (EU) 2017/745 of the European Parliament and of the Council, concerning
medical devices. The Quality Management System covers the activities of:

“Design, Development, and Manufacturing of Medical Imaging Equipment for Clinical Diagnosis (Traumatology
and Physiology)”

The purpose of the Quality Management System is to ensure the satisfaction of PHYSIO MRI TECH. S.L.’s customers,
compliance with all requirements—whether specified by the customer, legal or regulatory—and those necessary for the
proper functioning of the organization. To achieve this, the management of PHYSIO MRI TECH. S.L. commits to the
following general objectives:

® Promote innovation in design, technology, and processes to remain a benchmark in the medical device industry.

e Commitment to comply with applicable legal requirements, customer requirements, and the requirements of the
implemented Quality Management System, based on UNE EN ISO 13485:2016 and Regulation (EU) 2017/745.

e Commitment to promote the maintenance and improvement of the implemented Quality Management System,
deploying all necessary resources to strengthen these foundations and achieve our objectives.

e The organization commits to effectively controlling all its activities, ensuring that subcontracted services and
materials used in processes meet established quality requirements. Continuous monitoring is maintained to ensure
compliance with this policy regarding product quality, product safety, industrial safety, customer service, and
customer satisfaction.

e Commitment to promote understanding and dissemination of our Quality Policy within our organization through
ongoing training and communication with our employees.

e Empower and enable our team to become experts in their roles and responsibilities, fostering an environment of
continuous learning and growth, which directly contributes to the quality of our products.

o Identify, reduce, mitigate, or transfer potential risks by establishing prevention and monitoring programs.

e (Carry out activities in an environmentally respectful manner, under the principles of pollution prevention, waste
reduction and recycling, and savings in raw materials, energy, and water.

e Review this policy to adapt it to new requirements and make it available to any company, institution, or interested
party that requests it.

The Management of PHYSIO MRI TECH. S.L. signs this policy and assumes the commitment to maintain and make its
content available to the public.

In Valencia, 11/09/2025
CEO PHYSIO MRI TECH. S.L.



