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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 XII

STANDING COMMITTEE
[FArticle 121¢

1 The European Parliament or the Council may object to a delegated act within a period
of 2 months from the date of notification.

At the initiative of the European Parliament or the Council that period shall be extended
by 2 months.

2 If, on expiry of the period referred to in paragraph 1, neither the European Parliament
nor the Council has objected to the delegated act, it shall be published in the Official Journal of
the European Union and shall enter into force on the date stated therein.

The delegated act may be published in the Official Journal of the European Union and
enter into force before the expiry of that period if the European Parliament and the
Council have both informed the Commission of their intention not to raise objections.

3 If either the European Parliament or the Council objects to the delegated act within
the period referred to in paragraph 1, it shall not enter into force. The institution which objects
shall state the reasons for objecting to the delegated act.]

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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