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Safety and quality are unavoidable when it comes to medical devices. The ISO 13485
Certification is developed specifically to help businesses in the medical device
industry demonstrate consistency, dependability, and safety of their products while
ensuring compliance with international standards. ISO 13485 is a global standard
operating in more than 30 countries. Certified businesses find it easier to negotiate
regulatory environments, thus making it an investment in quality, customer trust, and
brand reputation rather than just compliance.

What is ISO 13485: 2016 Medical Device Management
System?

It is an international standard of quality system specific to medical devices.
Originally established to assist with corresponding ISO 9001 standards, the standard
has been revised for manufacturers, particularly in health-relevant gadgets. It
focuses on a risk-based approach to certification, which is used as one of the tools
manufacturers can apply from product development through distribution,
emphasizing that any firm should prioritize the safety of its products.

The following are the main features of ISO 13485:2016
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e Itis applicable to all organizations that are involved in the lifecycle of a
medical device, from design and development to manufacturing, distribution,
and maintenance.

e Enhances product safety by emphasizing risk-based thinking.

e Improves regulatory adherence to international medical device standards.

e Places a strong emphasis on keeping documentation and procedures
efficient.

e Strives to increase patient and consumer trust by guaranteeing dependable,
secure, and superior medical equipment.

Key components of ISO 13485: 2016 Medical Device

Building a solid foundation for quality, safety, and dependability in the medical
device industry is the main goal of ISO 13485: 2016. Some of the core areas it includes:

e Quality Management System Requirements:
Creating a structured approach to preserve quality at every production level.

e Risk Management:
Preventing product failure by concentrating on risk assessment and
mitigation.

e Product Realization:
Meeting the standards for the safe development, testing, and validation of

products.

Benefits of ISO 13485: 2016 Medical Device Management
System

ISO 13485: 2016 provides a structured framework that helps organizations consistently
produce reliable, safe, and high-quality medical devices. It ensures legal
compliance, boosts output, builds trust with clients, and reduces product failure



rates—all of which lead to safer healthcare and a better reputation for the company
globally.

Some of the important advantages of ISO 13485: 2016 Certification include:

e Reliable and secure medical equipment delivery.

e Enhanced access to international markets as a result of regulatory
compliance.

e Improved risk management lowers the likelihood of product failures.

e Enhance trust in goods and services among patients and customers.

For whom are ISO 13485 Certifications necessary?

The ISO 13485 accreditation was created especially for businesses that manufacture
medical devices. It applies not only to companies that manufacture or design
medical devices, but also to companies that distribute, supply, or provide services
that support the medical device industry. By ensuring that all goods and services
related to medical devices adhere to the strict quality, safety, and dependability
requirements, this standard helps protect patients and foster confidence in the

medical community.
Several organizations benefit from the ISO 13485 standard:

e Medical Device Manufacturers.

e Medical Device Designers and Developers.

e Supplier and Component Manufacturers.

e Distributors and Importers of Medical Devices.
e Service Providers in the Medical Device Field.

Why choose us?

Looking to get ISO 13485 Certification? At SQC Certification, we pride ourselves on
being a reliable and experienced certification body dedicated to guiding
organizations through every stage of the certification process. With a team of



industry experts, a proven track record, and an unwavering commitment to
excellence and client satisfaction, we ensure a smooth, transparent, and
value-driven certification experience.

Contact us

e Apply Now- https://forms.gle/LWSsSNAqyDbW38eU76
e Visit our website- www.sqgccertification.com

e Callus now-9990747758

e Emuail- info@sqgccertification.com

e Address-2nd Floor, B, 205, 158, B Block, Sector 63, Noida, Uttar Pradesh 201301

#iso #isoindia #isostandard #sqccertification #iso13485
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