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In the aseptic processing of medicinal products, the product quality usually cannot
be ensured by means of lab controls of the final product. Process validation by
means of media fills is one of the accepted norms to furnish proof of product

safety, which is why it justly is the focus of regulatory requirements and official
inspections. A number of revised and harmonised international regulations,
especially the FDA Guidance for Industry, Sterile Drug, Products Produced
by “Aseptic Processing”, the EU GMP Guide Annex 1, ISO 13408 and the

PIC/S Guide “ Recommendation on the Validation of Aseptic Processes”, :
define highly detailed requirements, the implementation of which is Ny
critically examined within the framework of official inspections. In ;
general, the required media fills should be able to simulate both routine
operation and worst-case conditions.

For the first time PDA India Chapter brings a platform for
discussion , to provide interpretation of guidelines and
regulatory action for Media Fill with live case studies and
examples.

Participants will have the unique opportunity to discuss -
® Principles of Media Fill

® Regulatory expectations and practical elements

® Designing Media fill studies

e Defining and executing interventions

e Evaluation of Media Fill Failures

e What to do when a run fails

Who will benefit

e Production
e Quality Assurance
e Microbiological Quality Control

who are responsible for the planning and evaluation of Media fill
programmes. It is also valuable for decision makers who have to deal
with media fill data within the framework of production release and
Aseptic Process validation.




2016 MEDIA FILL WORKSHOP
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