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POLÍTICA DE CALIDAD 

 

 
Biosfer Teslab, S.L. is committed to developing and providing high-quality products and services in 
the field of in vitro diagnostics and biomedical research, ensuring compliance with applicable 
regulatory requirements, including ISO 9001, ISO 13485 and IVDR. 
 
The organization establishes the following principles: 
 

1. To ensure customer satisfaction by consistently delivering products and services that meet 
applicable requirements and expectations. 

2. To guarantee the safety, performance, and clinical reliability of in vitro diagnostic software, 
with a strong focus on patient safety and risk minimization. 

3. To apply a risk-based approach in all processes, particularly in the design, development, and 
maintenance of software for in vitro diagnostic use. 

4. To ensure the integrity, confidentiality, and traceability of data used in the development and 
operation of diagnostic solutions. 

5. To maintain effective control over design and development processes, including verification 
and validation activities, ensuring that products meet their intended use. 

6. To ensure that all personnel are appropriately qualified, trained, and aware of their 
responsibilities within the Quality Management System. 

7. To promote continuous improvement of the Quality Management System and its processes. 
8. To establish strong collaboration with suppliers and external partners, ensuring they meet 

quality and regulatory requirements. 
9. To ensure full compliance with applicable regulatory and statutory requirements, including 

those related to medical devices and in vitro diagnostics. 
 

Top Management is fully committed to the implementation, maintenance, and effectiveness of the 
Quality Management System and to providing the necessary resources to achieve these objectives. 
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