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QUALITY POLICY

Robota S.r.l. considers Quality a key element of its strategy and promotes a commitment to quality at all levels
of the organization. Aware of the importance of Quality Management as a driver for the growth of the entire
organization, Robota disseminates the principles expressed in this policy and, in accordance with the Quality
Management System provided for by UNI EN I1SO 9001 and UNI CEI EN ISO 13485 standards, supports the
commitment to meet the requirements of the standards and to continuously improve their effectiveness.

ROBOTA’S MISSION

Robota S.r.l. is committed to developing cutting-edge robotic solutions, ensuring the highest level of quality
at every stage of the process, through to after-sales support. We are dedicated to continuously exceeding the
standards of the surgical instrument sterilization sector to provide products that not only meet but exceed
the expectations of our customers, healthcare professionals, and patients.

We address the need to innovate obsolete sterilization processes that involve biological risks, long cycle times,
and potential human errors, by creating technologies that improve people’s lives and optimize sterilization
services, through constant attention to quality, safety, sustainability, and standardization.

Robota is focused on the needs of the market, healthcare professionals, and patients, as well as on service
quality, and pursues—through know-how and continuous innovation—the objective of creating value for the
social context in which it operates, for Customers, and for all people working within the organization. From
the company mission, a number of core principles of Robota are derived, aimed both at the internal
organization and at customers and stakeholders.

The Quality Policy commitments defined by Management, the values, and the general strategy of the
organization are addressed both internally and externally and are based on the following principles:

Sustainability: Robota aims to meet the needs of the present generation without compromising those
of future generations, taking into account environmental, economic, and social dimensions;

Safety: The value of safety extends from ensuring the safety of the medical device with respect to
users, operators, and the performance of the device itself. A global approach that places the customer
and the patient at the center;

Innovation: A core objective of Robota is to use its own knowledge and skills to create cutting-edge
and innovative solutions that allow optimization of space and operators’ time, thereby creating
added value, performance, and safety for users and their patients;

Confidentiality and personal data protection: Robota recognizes the importance of personal data
protection and is committed to processing information in full compliance with Regulation (EU)
2016/679 (GDPR). Data processing is carried out according to the principles of lawfulness, fairness,
transparency, minimization, and integrity, and is integrated into the Quality Management System to
ensure compliance with privacy regulations within business processes.

Based on the identified principles, the objectives of the Quality Management System are defined. For each
objective, targets, indicators, any programs, and responsibilities are defined.

Quality objectives are pursued at all levels through constant commitment so that, in daily operations:
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All activities are carried out according to the procedures and operating instructions provided by the
Quality Management System, fully in compliance with regulatory and mandatory aspects related to
Regulation (EU) 2017/745;

Risk management is kept under control throughout the entire lifecycle of medical devices; each
activity is properly planned;

Vigilance activities are established;

The post-market surveillance phase is managed in order to maintain the effectiveness and safety of
the devices;

Every activity at the customer produces the expected result;

Every activity is completed within the established timeframes;

Any complaints are managed;

Continuous improvement is pursued, based on the analysis of company performance.

Management is committed to making available adequate resources and means to achieve the defined
objectives and targets, in terms of competence, equipment, information, and economic and financial
resources, and to constantly monitor their adequacy. Management intends to base its decisions on the
analysis of data and information and promotes within the organization a methodological approach focused
on systematic data collection and their accurate analysis.

Management also ensures that responsibilities regarding privacy are clearly defined and assigned, promotes
awareness and training of personnel on data protection, and is committed to managing any reports or
violations in compliance with internal procedures and applicable regulations.

In this context, Top Management is committed to achieving and maintaining UNI EN ISO 9001 and UNI CEI EN
ISO 13485 certifications, adopting the necessary measures and ensuring the resources required to ensure
that the concept of Quality is properly understood, ensured, and applied.

All functions that are part of the Quality Management System are responsible for applying the requirements
contained in the Quality Manual, job descriptions, and procedures and instructions within their scope of
responsibility.

The Quality Policy and the objectives defined within it are constantly monitored and updated by Management
in order to ensure that they are, at all times, clear and well defined for all purposes of the organization.

Borgosesia , li 10/06/25.
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