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LEARNING OBJECTIVES: SPEAKERS
e Key updating of revised EU GMP Annex

* How can we apply to Filtration & D S R
Validation of Filtration as sterilization @
process

e What are the EU GMP Annex 1
expectations on the use and control of
single-use systems.

e Which measures to take assuring the
integrity of a single-use system

 How collaboration between supplier and
end-user can support a risk-based
contamination

e Overview of the new regulatory guidance
on Environmental Monitoring

e Understand the changes and implement
necessaries actions to comply to the
latest
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