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Understanding ISO 13485: The Quality Standard 
Behind Every Safe Implant

22 July 2026  |  by jkadmin

ISO 13485:2016 is the international quality management standard specific to medical device 
manufacturers. Unlike ISO 9001 (a general quality standard), it incorporates regulatory requirements 
unique to medical devices: sterile product controls, traceability, risk management and post-market 
surveillance.

Key Requirements
The standard’s core clauses cover: documented QMS with controlled procedures; management review 
and quality objectives; competency records for all QMS personnel; design and development control 
(design history files); supplier qualification and approved supplier lists; process validation for sterilisation 
and other non-verifiable processes; complaint handling and CAPA procedures.

How to Verify a Certificate
Any manufacturer can produce a professional-looking certificate. Verify by: checking the certification 
body is accredited by a recognised national body (UKAS, DAkkS, ANAB); confirming the scope covers 
your specific product category; checking the expiry date and requesting the latest surveillance audit 
report; and verifying the manufacturing site address matches actual production.

Beyond the Certificate
ISO 13485 confirms quality processes exist — not that the engineering design is adequate. 
Complement your due diligence with: mechanical test reports (ASTM F543 for screws; ISO 7206 for hip 
prostheses); biocompatibility reports to ISO 10993; and clinical literature review of the specific implant 
design.



Demo

Demo — generated 5 October 2026 Page 2 of 2

Contact
• Address: 14 Harley Medical Court, London W1G 9PF, United Kingdom

• Telephone: +91 9319821922

• Email: exports@orthomedimplants.com

This document was generated from https://www.jksigma.in/iso-13485-quality-standard-implants/
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