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Objective:

Participants will be able to understand the most important concepts and activities of microbiological
and environmental control in the production of medical devices.

Audience:

e Personnel requiring a basic knowledge of microbiological and environmental control operations in
medical device and drug manufacturing environments.

Contents:
o Definitions and key concepts .

e Principles of microbiology and environmental control
o Control of contamination of medical devices

e Microbiological and environmental control programs
e Clean rooms, ISO 14644 and ISO 14698 standards
¢ Cleanroom classification

e Cleanroom operation and control

. Mode:
o Face-to-face or virtual

« Methodology:

e The seminar is a combination of keynote presentations and individual and group exercises.
Participants will learn the relevant terms and definitions for each topic.

Equipment and materials:
e No special equipment or materials are required.
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