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 New legislation/regulatory texts published 

The following regulatory texts have been published since the last meeting of the 

Pharmaceutical Committee: 

 Commission Implementing Decision (EU) 2015/1057 amending Implementing 

Decision 2012/715/EU establishing a list of third countries having standards of 

manufacture and supervision of active pharmaceutical ingredients equivalent to 

those of the EU (Israel and Brazil have been added to the list) 

 Notice to Applicants: Guideline on the packaging information of medicinal 

products for human use (update July 2015) 

 Notice to Applicants: Updates of volume 2A (chapter 1 – marketing 

authorisation), Volume 2B (electronic application forms) 

 Commission Report on the use of delegated powers provided by the EU 

pharmaceutical legislation 

 EudraBook – Compendium of EU pharmaceutical legislation: the main body of 

the legislation in e-book format – free to download from the EU bookshop 
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http://ec.europa.eu/health/files/eudralex/vol-1/dec_2015_1057/dec_2015_1057_en.pdf
http://ec.europa.eu/health/files/eudralex/vol-2/2015-07_14_3_packaging.pdf
http://ec.europa.eu/health/files/eudralex/vol-2/a/vol2a_chap1_201507.pdf
http://ec.europa.eu/health/files/documents/2015_delegated_power_v3/act_part1_v3_en.pdf
http://bookshop.europa.eu/en/eudrabook-pbNB0615186/?CatalogCategoryID=Dyaep2OwDPcAAAFH2zdqoBpl

