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ref. Essential requirements of the Medical Devices Directive 93/42/EEC and European Regulation 745 (MDR)
for the applicable parts of art.120 (“transitional period")

The Phitogen Holding SpA is
active in the production and sale of Medical Devices and defines as the primary objectives of its policy:

o the complete customer satisfaction

o the full compliance with the Quality System for the ISO 13485 and ISO 9001 Certifications and
the adaptation to the Essential Requirements of the Medical Devices Directive 93/42/EEC and
European Regulation 745 (MDR), in particular for the parts applicable today, as we are in the
transitional regime pursuant to art. 120 for the CE marking

o the compliance with the legal requirements and other provisions signed by the organization,
laws and regulations, a constant commitment to Quality in every sector of the company
organization

o the respect for Human Health and for Environment

o the guarantee of the Safety and Performance of the Medical Device throughout the life cycle of
the product up to the patient

Our organization defines as the primary objective of its Policy, the full satisfaction of medical customers,
distributors, patients.

Customers and Interested Parties
Our objective is to understand the needs and expectations of stakeholders who interact with our business by
aiming to exceed their expectations, evaluating the interaction that these activities can have with the
environmental matrix.

Resources
Our objective is to ensure the adequacy of human and infrastructure resources through continuous training of
our internal company resources supported by the technical director, both for quality and for environmental
management and through maintenance and operational monitoring of our machines.:!:

Suppliers
Our objective is to establish mutually beneficial relationships to create a proper supply management.
Suppliers are chosen based on the quality of their products/services, on the assessment of the indirect
environmental aspects that they generate and on the response and delivery times.

Systemic approach
Our organization is committed to compliance with the requirements contained in the quality and environment
management system and to immediately report any anomaly that may occur.
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The objective of our reality is the implementation of continuous improvement.
To achieve such results, each activity is managed as a process, We have thus identified a system of related
processes capable of improving the effectiveness and efficiency of the organization both in terms of quality
and environment, by monitoring the performance of our organization.

In addition, our organization is committed to improving environmental performance by:
- involving and empowering our staff on environmental issues;
- involving stakeholders in environmental issues;
- prioritising recovery activities rather than disposal;
- communicate the principles of environmental sustainability to stakeholders.

The management defines the objectives for quality and the environment, with the task of monitoring and
periodically reviewing them to assess the results achieved and to identify the new ones, in order to implement
the continuous improvement. Policy and objectives shall be communicated to workers to diffuse its principles.

The Policy is available to the interested parties.
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