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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 XIII

GENERAL PROVISIONS

[F1Article 127a

When a medicinal product is to be authorised in accordance with Regulation (EC) No
726/2004, and the Committee for Medicinal Products for Human Use in its opinion
refers to recommended conditions or restrictions as provided for in points (c), (ca),
(cb) or (cc) of Article 9(4) thereof, the Commission may adopt a decision addressed
to the Member States, in accordance with Articles 33 and 34 of this Directive, for the
implementation of those conditions or restrictions.]

Textual Amendments
F1 Substituted 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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