
Quality Statement 

In Onalabs Inno-Hub SL our commitment to quality is the cornerstone of our mission, to ensure 

the efficient provision of devices, to deliver products and services of the highest quality to 

enhance patient care and improve health outcomes through innovative devices. 

Excellence in Design and Manufacturing 

We have developed meticulous design and manufacturing processes, adhering to the highest 

industry standards to ensure the safety, efficacy, and reliability of our products. Our quality 

commitment helps us to deliver devices that meet and exceed regulatory requirements and 

customer expectations. 

Regulatory Compliance and Certifications 

Compliance with global regulatory standards is integral to our operations. Our Quality 

Management System is certified to ISO 13485:2016 and FDA CFR Title 21 Part 820, and we 

adhere to Good Manufacturing Practices (GMP) and have the Manufacturing License by 

AEMPS. These certifications underscore our dedication to maintaining the highest levels of 

quality and safety. 

Continuous Improvement 

Quality is not a static goal but a continuous journey. We are committed to ongoing improvement 

through rigorous internal audits, feedback loops, and employee training programs. By 

implementing a culture of continuous improvement, we ensure that our products remain at the 

forefront of innovation. 

Customer-Centric Approach 

Understanding and addressing the needs of our customers is central to our strategy. We actively 

seek and incorporate feedback from healthcare professionals and patients to refine and enhance 

our products. Our dedicated customer support team is always available to address inquiries and 

aid, ensuring a seamless experience for our users. 

Commitment to Safety 

Patient safety is of the upmost importance for us. We have implemented complete risk 

management processes to identify and mitigate potential hazards, ensuring that our products are 

safe for their intended use. We conduct thorough testing and validation at every stage of 

development and manufacturing to guarantee the highest levels of safety and performance. 

 

 



Innovation and Research 

Innovation is the main driving force of Onalabs. We have invested heavily in research and 

development to bring very innovative monitoring devices to market. By leveraging the latest 

scientific advancements and technological breakthroughs, we can deliver innovative solutions 

that improve user outcomes and advance healthcare and wellness. 

Employee Expertise 

Our team, comprised of highly skilled professionals, is the backbone of our quality commitment. 

From engineers and researchers to quality assurance specialists and customer support 

representatives, each member of our team plays a vital role in upholding our high standards. 

Continuous education and professional development ensure that our employees remain leaders in 

their respective fields. 

This statement emphasizes Onalabs Inno-Hub SL dedication to quality in various aspects, from 

regulatory compliance and continuous improvement to customer focus and innovation. 

 


