
1

 STABILITY AND SHELF LIFE OF 
PHARMACEUTICAL PRODUCTS  

  Ranga   Velagaleti  
  BASF Corporation, Florham Park, New Jersey                          

    Contents   

  1     Introduction  
  2     Stability Requirements in GMP Regulations and Guidelines  

  2.1     Finished Products  
  2.2     Excipients  
  2.3     Active Pharmaceutical Ingredients    

  3     Stability Requirements for Excipients  
  4     Stability Requirements for Drug Substances (APIs) 

   4.1     Selection of Batches and Container Closure System  
  4.2     Storage Conditions and Testing Frequency  
  4.3     Stress Studies and Stability - Indicating Methods for Analysis of API 

 Stability  
  4.4     Evaluation of Stability Results  
  4.5     Stability Commitment  
  4.6     Storage Statement and Labeling    

  5     Stability Requirements for Drug Products 
   5.1     Selection of Batches and Container Closure System  
  5.2     Bracketing and Matrixing  
  5.3     Storage Conditions and Testing Frequency  
  5.4     Stress Studies and Stability - Indicating Methods for Analysis of Drug Product 

Stability  
  5.5     Evaluation of Stability Results  
  5.6     Stability Commitment  
  5.7     Storage Statement and Labeling    

  6     Photostability Studies 
   6.1     Photostability of APIs  
  6.2     Photostability of Drug Products    

Pharmaceutical Sciences Encyclopedia: Drug Discovery, Development, and Manufacturing
Edited by Shayne C. Gad 
Copyright © 2010 John Wiley & Sons, Inc.


	pse390



