
 

 

 

 

Bureau Veritas Certification 

ISO 13485 Certification 
Business Challenge 

Meet medical industry 
and customer requirements 

Meeting legislative regulations and customer requirements for the 

manufacture and sale of medical devices in a global marketplace can be 

confusing. With so many regulations, differing from country to country, 

an organization must address a complex array of quality, process, and 

management issues in order to compete internationally. 

Solution 

ISO 13485 Certification 

ISO 13485 defines the requirements that medical device manufacturers must incorporate into their management 

systems in order to achieve compliance in the medical device industry. Based on ISO 9001, the emphasis on continu- 

al improvement is replaced with an emphasis on meeting regulatory and customer requirements, risk management, 

and maintaining effective processes, namely the safe design, manufacture, and distribution of medical devices. 

It is important to note that being certified to ISO 13485 does not fulfill the requirements of either the FDA or foreign 

regulators; however, the certification provides a solid framework on which to build compliance to various regulatory 

and customer requirements. 

Benefits of implementing ISO 13485 

• Potentially gain entrance into international markets since certification to ISO 

13485 is seen as a first step toward achieving compliance with European 

regulatory requirements. 

• Help protect your organization’s financial investment through harmonized 

quality management system requirements for regulatory purposes. 

• Create a framework for implementing a systematic approach to monitoring 

your organization’s processes and your customer’s feedback 
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Why Choose Bureau Veritas Certification 
We perform a systematic, independent audit of the 

management system to identify strengths and areas 

for improvement. 

We use a planned audit schedule to ensure the 

management system meets objectives and provides 

continual improvement in key areas. 

Certification from Bureau Veritas is recognized and 

well-respected globally. 

We can certify your management system to ISO 9001 

in conjunction with ISO 13485, bringing further benefits 

to your organization. 

Our Certification Process 
• Key steps in our certification process are: 

• Definition of certification scope 

• Pre-audit (optional): audit of your current position 

against the standard’s requirements 
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• Certification audit: Stage 1 Initial audit and Stage 2 Main Audit (certificate issued) 

• Surveillance audits to follow continual improvement 

• Recertification after 3 years 

 

 
Related Services 

Bureau Veritas Certification offers services 

to a large range of management system 

standards including: ISO 9001, ISO 14001, 

OHSAS 18001 
 

 
 

 

 
 

 
 

 
 

 

390 Benmar Drive, Suite 100 

Houston, TX 77060 

Phone: 800-937-9311 

2550 Matheson Blvd. E. Ste. 126 
Mississauga, ON L4W 4Z1 
Phone: 888-866-5666 

salesleads@us.bureauveritas.com 

www.us.bureauveritas.com/bvc 
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