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Medical Device Quality
Management System Certification

ISO 13485

What Are the Benefits

o Accelerate Production Processes and Equipment Allocation: Enhance production efficiency, reduce time-to-market, and gain a
competitive edge.

« Strengthen Market Competitiveness and Buyer Confidence: Build a strong brand image through an internationally recognized
quality management system, earning trust and fostering partnerships with domestic and international clients.

« Drive Systematic Process Optimization: Establish and continuously improve internal management systems to minimize waste and
improve overall operational efficiency.

« Ensure Continuous Supply Chain Monitoring and Optimization: Strengthen supplier management and oversight to guarantee the
quality of raw materials and components, reducing supply chain risks.

« Explore and Implement Efficient Operational Strategies: Adopt advanced management principles and tools, innovate operational
models, reduce costs, and maximize profit margins.

« Quality Management Enhancement: Support businesses in establishing a comprehensive quality management system, including
quality planning, control, assurance, and improvement.

Certification Journey

Understand Requirements > Quotation and Application > App"cat';:‘:::vcontrad > Stage 1 Audit
4 N\

Provide a tailored
quote and gather the
necessary forms and
documents.

Verify company details, Assess the company's
confirm category, audit qualifications and
duration, and schedule certification details to
auditors. determine whether it
meets the requirements
for the Stage 2 audit.

Clarify the company's

specific needs and use
cases

. Report Assessment and .
Annual Audits: < P Certification < Stage 2 Audit < -
. N\ (o N\ [~ . ,
Annual audits ensure Based on the audit Conduct a deeper assessment to confirm the company's
compliance, with a findings, a certification system aligns with the standard. Note: Any non-conformities
recertification audit decision will be made, identified in Stage 1 must be rectified and verified before
required every three and the certification proceeding to Stage 2. Similarly, any issues found in Stage 2
years. will be awarded. must be resolved and validated before moving on to
subsequent steps.
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Risk Management
Regulatory Compliance

Quality Control
Documentation and Traceability

Why You Should Choose Amtivo

Amtivo Group is proud to hold accreditation from internationally respected bodies such as UKAS (United Kingdom Accreditation
Service), ANAB (American National Standards Institute and American Society for Quality), and INAB (Irish National Accreditation Board).
With the support of the Group's extensive resources, Amtivo China is equipped to deliver UKAS-accredited certification services
worldwide,

« Global Expertise with Localized Services: Drawing on Amtivo Group's presence in over 40 countries worldwide and a deep
understanding of the Chinese market, we provide tailored solutions that ensure certification services meet international standards
while aligning with practical needs.

« Professional Team with Extensive Experience: Our team of experienced auditors ensures a scientific, efficient, and impartial
certification process, helping businesses achieve certification smoothly.

« High Customer Recommendation Rate: Many renowned companies have established long-term partnerships with us, reflecting
the high quality of our services. 94% of clients have expressed willingness to recommend our services.

Contact us to Get a Quote

Amtivo China, as a professional certification body, offers ISO 13485 Medical
Device Quality Management System certification services. This certification
ensures that a company's products meet user and regulatory
requirements across all stages, including production, storage, distribution,
and installation.

By achieving ISO 13485 certification, Amtivo China supports businesses in
enhancing their quality management, improving efficiency and safety, and
gaining better access to larger and more competitive markets.

Bl Contact us

contact@amtivocn.com


https://www.amtivocn.com/

