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‘Medical devices —

Qualify managerient system

To gain the chance to enter local and oversea markets for
medical devices and related services, you need to ensure your
quality management system meets ISO 13485 requirements.
ISO 13485 is applicable to any medical device organization,
including design and development, production, storage and
distribution, installation, or servicing of a medical device and
design and development or provision of associated activities
(e.g. technical support). It can also be used by suppliers or
external parties that provide product, including quality
management system-related services to such organizations.

ISO 13485 contains requirements for improvement, using
feedback from sources such as complaint handling, post market
surveillance, handling of nonconformities, corrective actions and
preventive actions. To ensure that worthwhile and cost effective
improvements are being achieved.

It is applicable to all types of organizations, whether public or
private sector, regardless of the type, size and nature of the
organization or geographical location. It is a basis for such
organizations to demonstrate her ability to meet customer and
applicable regulatory requirements.

Benefits:

€ Improve company’s credibility and image

€ Meet the requirement of laws and regulations of oversea
countries and expectation of public, in order to expand the
oversea market

€ Improve processes & facilitate greater efficiency & cost
savings

@ Better employee engagement & to prove the products or
services are effective & safe

€ Improve customer satisfaction
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TMD 1 ISO 13485 Introduction 3 hours

Details

~ Discuss the needs for and benefits of the ISO 13485

~ Introduce the terms and definitions

~ Familiarize participants with basic concepts

~ Understand the certification process and its necessary requirements

TMD 2 ISO 13485 Effective Application 1 day

Details

~ Introducing ISO 13485

~ Interpretation on the requirements and implementation of ISO 13485
~ Introduction to Medical Devices — Quality Management Systems

~ Interpretation of all ISO 13485 clauses

TMD 3 ISO 13845 Documentation 1 day

Details

~ ISO requirements for documentation and why documentation required
~ Process approach to create practical documents

~ System Documentation

~ Updating and Maintenance of ISO 13485 Quality Management Systems

TMD 4 ISO 113485 Internal Auditor Training 2 days

Details

~ ISO 13485 Documentation review

~ Understand ISO 13485 Quality Management Systems audit model

~ Comparison between internal and external audit

~ Internal auditing (including audit planning, auditing methodology, auditing skills

BRI AR A A . . : . -
Accredited Comtioation Intemational Limited (preparation and monitoring), Internal audit results evaluation and reporting
www.aci-limited.com Date Courses are organized once a month. Detailed schedule

can be found on our website.

Venue ACI Training Centre

Methodology Presentation, Workgroup Discussion,
Case Study & Exercise

TEL: (852) 3977 8988 FAX:(852) 2806 1940
EMAIL: ENQUIRY @ACI-LIMITED.COM Certificate Certificate of successful completion will be issued to
WEBSITE: WWWACLLIMITER.COM delegates who have attended full course
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