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Has participated in the training course

Introduction to GxP & GAMP 5

(Content is available on next page)

Online 7" of September 2021

Sara Odmark

Consultant Manager, Senior Consultant
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Content:
e Introduction to GxP
o From a GCP perspective
o Regulatory Processes: Change Control, Deviations
¢ Introduction GAMP 5
o Background: History, Purpose
o Key Definitions
o System Life Cycle
o Roles and Responsibilities
e Practical implementation in the organisation
o Good Documentation Practice
o Supplier Management
o Effective Validation

e Value of Data Integrity
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