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Stability Studies During the Authorisation Phase of 

Medicinal Products 

Excerpt from the GMP Compliance Adviser, Chapter 14.E.5.3 

How many batches must be placed on stability? 

mailto:service@gmp-publishing.com
http://www.gmp-publishing.com/
https://www.gmp-publishing.com/en/gmp-compliance-adviser/
https://gmpcadviser.com/index.html?action=infounit&value=Jnw6xig6Hk&anchorlink=Practice_14_Qualitaetskontrolle_14E_019_xml


How are the storage conditions and testing frequency defined? 

What insights should the studies provide? 

▪ 

▪ 

▪ 

▪ 



What data are required for the marketing authorisation application? 
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