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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 IV

MANUFACTURE AND IMPORTATION

Article 45

The competent authority of the Member State may require from the applicant further
information concerning the particulars supplied pursuant to Article 41 and concerning
the qualified person referred to in Article 48; where the competent authority concerned
exercises this right, application of the time-limits referred to in Article 43 and 44 shall
be suspended until the additional data required have been supplied.


