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Additional “The Rules governing medicinal products in the European Union” consist of several velumes prepared

K by the Eurepean Commission in order to provide the pharmaceutical industry with the main legislative
texts and guidelines relating to the development. manufacture and registration of medicinal products
4_Volu cientific for human and veterinary use

r medicinal
products for human use

3
information

2. Volume 1: Pharmaceutical legislation for medicinal products for human use

5. Volume 4: Good

Manufacturing Practice This volume compiles the body of European Union legislation in the pharmaceutical sector for medicinal

(GMP) guidelines products for human use. Cortellis already covers the same texts officially published in the Official
Journal of the European Union. Furthermore, provides the initial text. as well as all the amending texts if
any and unamended version (or “consolidated version”) when necessary.

3. Volume 2: Notice to applicants

Volume 2, also known as Notice to Applicants (NTA), presented in three parts (2A, 28 and 2C), contains a
list of regulatory guidelines related to procedural and regulatory requirements such as renewal
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