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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 VII

[F1WHOLESALE DISTRIBUTION AND
BROKERING OF MEDICINAL PRODUCTS]

[F1Article 85a

In the case of wholesale distribution of medicinal products to third countries, Article
76 and point (c) of the first paragraph of Article 80 shall not apply. Moreover, points
(b) and (ca) of the first paragraph of Article 80 shall not apply where a product is
directly received from a third country but not imported. However, in that case wholesale
distributors shall ensure that the medicinal products are obtained only from persons who
are authorised or entitled to supply medicinal products in accordance with the applicable
legal and administrative provisions of the third country concerned. Where wholesale
distributors supply medicinal products to persons in third countries, they shall ensure
that such supplies are only made to persons who are authorised or entitled to receive
medicinal products for wholesale distribution or supply to the public in accordance with
the applicable legal and administrative provisions of the third country concerned. The
requirements set out in Article 82 shall apply to the supply of medicinal products to
persons in third countries authorised or entitled to supply medicinal products to the
public.]

Textual Amendments
F1 Substituted by Directive 2012/26/EU of the European Parliament and of the Council of 25 October

2012 amending Directive 2001/83/EC as regards pharmacovigilance (Text with EEA relevance).
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