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IS0 13485:2016 MEDICAL DEVICES
QUALITY MANAGEMENT SYSTEMS
COURSE

PRIOR KNOWLEDGE REQUIREMENTS

Before starting this course, Learners
are expected to have the following
prior knowledge:

¢ Knowledge of the requirements of
ISO 13485, which have been gained
from any previous course attended on
ISO 13485.

e Use and application of ISO 13485,
by the Attendees, as part of their role,
would be an advantage.

COURSE DESCRIPTION

The objective of this Course is

to provide attendees with the
knowledge of ISO 13485:2016 along
with interpretive skills necessary to
understand the requirements of ISO
13485:2016.

LEARNING OBJECTIVES

Having completed this course,
learners will gain the:

* Knowledge of ISO 13485:2016

* Interpretative skills necessary to
understand the requirements of ISO
13485:2016.

Learners will need to demonstrate
acceptable performance in all areas
and attend the full course duration
in order to complete the course
successfully.
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