Course Code:TMD4

Medical Devices-Quality
Management System

ISO 13485:2016

COURSE CONTENT

> IS0 13485:2016 standard revie

» Understand ISO 13485:2016 Medical
Device — Quality Management System
audit and regulatory requirements

» Internal auditing (including audit
planning, auditing methodology,
auditing skills, reporting and CAPA
follow up

WHO SHOULD ATTEND?

» Person in charge of establishing and
implementing ISO 13485:2016
» Management Representatives

» Person wishes be trained as ISO
13485:2016 internal auditors

> Person is seeking for learning
essential knowledge in quality
management control in
medical device industry

» Medical Device professionals
interested in conducting first-party,
second-party, and/or third-party
audits

Email: training@aci-limited.com Tel: 30778083

Internal Auditor

OBJECTIVE

» To understand the application of Medical
Device - Quality Management System.

» To understand the importance of internal
auditing and the responsibilities of
internal auditors

» To plan and organize an internal audit

GENERAL INFORMATION

Venue: ACI Training Venue
Duration: 2day

Methodology:

Presentation, workshop and case study
Certificate:

Certificate of Successful Completion will
be awarded to delegates who have
attended full course

ACT

Fax: 28061940 www.aciHimited.com
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