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Directive 2001/83/EC of the European Parliament and of the Council of 6 November
2001 on the Community code relating to medicinal products for human use

TITLE III

PLACING ON THE MARKET

CHAPTER 3

Procedures relevant to the marketing authorization

[ Article 22¢
1 The marketing authorisation holder shall incorporate any conditions referred to in
Articles 21a, 22 or 22a in his risk management system.
2 The Member States shall inform the Agency of the marketing authorisations that they

have granted subject to conditions pursuant to Articles 21a, 22 or 22a.]

Textual Amendments
F1  Inserted by Directive 2010/84/EU of the European Parliament and of the Council of 15 December

2010 amending, as regards pharmacovigilance, Directive 2001/83/EC on the Community code relating

to medicinal products for human use (Text with EEA relevance).
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