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Subject: Comprehensive overview of EU legislation on the manufacturing and importation 
of medicines

In the context of ongoing discussions on pharmaceutical security and the recently proposed 
critical medicines act, it is essential to take stock of the existing legal framework governing 
the production and importation of medicinal products within the EU.

Can the Commission answer the following questions:

1. What current EU legislation is regulating the manufacture of medicinal products within 
the EU, including relevant regulations, directives and delegated and implementing acts?

2. What current EU legislation is governing the importation of medicinal products from 
non-EU countries into the EU, including applicable procedures, quality control 
requirements and oversight mechanisms?

Submitted: 7.4.2025


