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_______________________________________________________________________ 

 New legislation/regulatory texts published 

The following legislation and regulatory texts have been published since the last meeting 
of the Pharmaceutical Committee: 

• Delegated Regulation (EU) No 1252/2014 with regard to principles and 
guidelines of good manufacturing practice for active substances for medicinal 
products 

• Guidelines for good manufacturing practices: New versions of Chapter 3 and 
Chapter 5 have been published providing transitional arrangements for 
toxicological evaluation. The chapters are otherwise unchanged – apart from an 
editorial correction of footnote 2 in Chapter 5 – and will become operational on 1 
March 2015 for all other aspects. 
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http://ec.europa.eu/health/files/eudralex/vol-1/reg_2014_1252/reg_2014_1252_en.pdf
http://ec.europa.eu/health/files/eudralex/vol-4/chapter_3.pdf
http://ec.europa.eu/health/files/eudralex/vol-4/chapter_5.pdf
http://ec.europa.eu/health/files/eudralex/vol-4/chapter_5.pdf

