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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

[F1Article 52a

1 Importers, manufacturers and distributors of active substances who are established in
the Union shall register their activity with the competent authority of the Member State in which
they are established.

2 The registration form shall include, at least, the following information:

(i) name or corporate name and permanent address;

(ii) the active substances which are to be imported, manufactured or distributed;

(iii) particulars regarding the premises and the technical equipment for their activity.

3 The persons referred to in paragraph 1 shall submit the registration form to the
competent authority at least 60 days prior to the intended commencement of their activity.

4 The competent authority may, based on a risk assessment, decide to carry out an
inspection. If the competent authority notifies the applicant within 60 days of the receipt of the
registration form that an inspection will be carried out, the activity shall not begin before the
competent authority has notified the applicant that he may commence the activity. If within 60
days of the receipt of the registration form the competent authority has not notified the applicant
that an inspection will be carried out, the applicant may commence the activity.

5 The persons referred to in paragraph 1 shall communicate annually to the competent
authority an inventory of the changes which have taken place as regards the information
provided in the registration form. Any changes that may have an impact on the quality or
safety of the active substances that are manufactured, imported or distributed must be notified
immediately.

6 Persons referred to in paragraph 1 who had commenced their activity before 2 January
2013 shall submit the registration form to the competent authority by 2 March 2013.

7 Member States shall enter the information provided in accordance with paragraph 2
of this Article in the Union database referred to in Article 111(6).

8 This Article shall be without prejudice to Article 111.]

Textual Amendments
F1 Inserted by Directive 2011/62/EU of the European Parliament and of the Council of 8 June 2011

amending Directive 2001/83/EC on the Community code relating to medicinal products for human use,
as regards the prevention of the entry into the legal supply chain of falsified medicinal products (Text
with EEA relevance).
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