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QUALITY POLICY

U-Care Medical S.r.l. carries out its activity in the following field of application:
e EN: Design, production, placing on the market, installation and assistance of stand-alone software medical devices
for clinical decision support.
e ITA: Progettazione, produzione, immissione sul mercato, installazione e assistenza di dispositivi medici software
stand-alone per il supporto clinico decisionale.
The main objective is to consolidate the activity linked to software development in the field of medical devices with the aim also of
implementing new technologies. The goal is to always improve the devices made with the quality and efficiency of the processes in
order to ensure compliance with the applicable regulatory requirements and maintain a high level of customer satisfaction. The
objective is the development of new functions and new products to keep pace with technological and scientific progress.
The company commitment to pursuing the quality objective is defined by the setting, implementation, verification and updating of
the quality system (structured according to EN ISO 13485:2016/A11:2021) described in the quality manual from which the following

points stand out:

e  Priority of the organization is to guarantee the conformity of the product according to the applicable regulatory and
customer specifications.

e  Customer needs are priority.
e  Customer suggestions should always be considered and responded to.
e Customer complaints must always be analyzed and given the utmost consideration.

e Corporate objectives, related to product compliance, business process effectiveness and customer satisfaction are
monitored and evaluated.

e Resources are guaranteed and qualified.
e The quality system is systematically managed by all figures in the organization.

e A post-sales consistency analysis is carried out in order to guarantee the maintenance of product conformity.

The management undertakes to re-evaluate and/or confirm this quality policy at least annually, during the management review.

Furthermore, this document is made available to the entire organization through the creation of a specific Teams channel “U-Care
Medical — Ufficio” open to all employees. A folder has been inserted within the channel for all documents relating to the quality
management system which must be accessible to all employees. Understanding the quality policy document is part of company
training.
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