
Status: EU Directives are being published on this site to aid cross referencing from UK legislation. After
IP completion day (31 December 2020 11pm) no further amendments will be applied to this version.

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 VII

[F2WHOLESALE DISTRIBUTION AND
BROKERING OF MEDICINAL PRODUCTS]

Article 76

[F11.] Without prejudice to Article 6, Member States shall take all appropriate action to
ensure that only medicinal products in respect of which a marketing authorization has been
granted in accordance with Community law are distributed on their territory.

[F12 In the case of wholesale distribution and storage, medicinal products shall be covered
by a marketing authorisation granted pursuant to Regulation (EC) No 726/2004 or by the
competent authorities of a Member State in accordance with this Directive.]

[F23 Any distributor, not being the marketing authorisation holder, who imports a medicinal
product from another Member State shall notify the marketing authorisation holder and the
competent authority in the Member State to which the medicinal product will be imported of his
intention to import that product. In the case of medicinal products which have not been granted
an authorisation pursuant to Regulation (EC) No 726/2004, the notification to the competent
authority shall be without prejudice to additional procedures provided for in the legislation of
that Member State and to fees payable to the competent authority for examining the notification.

4 In the case of medicinal products which have been granted an authorisation pursuant
to Regulation (EC) No 726/2004, the distributor shall submit the notification in accordance with
paragraph 3 of this Article to the marketing authorisation holder and the Agency. A fee shall
be payable to the Agency for checking that the conditions laid down in Union legislation on
medicinal products and in the marketing authorisations are observed.]

Textual Amendments
F1 Inserted by Directive 2004/27/EC of the European Parliament and of the Council of 31 March 2004

amending Directive 2001/83/EC on the Community code relating to medicinal products for human use.
F2 Substituted 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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