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1. Guideline on process validation for finished 
products - information and data to be provided 
in regulatory submissions EMA/CHMP/CVMP/
QWP/BWP/70278/2012-Rev1 27 February 2014

2. Eudralex volume 4 (GMP guidelines), Annex 15 
(Qualification and validation).

3. Guidelines on the details of the various 
categories of variations, on the operation of 
the procedures laid down in Chapters II, IIa, 
III and IV of Commission Regulation (EC) No 
1234/2008 of 24 November 2008 concerning 
the examination of variations to the terms of 

marketing authorizations for medicinal products 
for human use and veterinary medicinal products 
and on the documentation to be submitted 
pursuant to those procedures.

4. ICH Q8 (R2) (Pharmaceutical development).

5. ICH Q9 (Quality risk management).

6. ICH Q10 (Pharmaceutical quality system).

7. ICH Q11 (Development and manufacture 
of drug substances (chemical entities and 
biotechnological / biological entities).

8. WHO TRS 937 ANNEX 4 TRS 937 ANNEX 4
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