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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 V

LABELLING AND PACKAGE LEAFLET

Article 63

[F11 The particulars for labelling listed in Articles 54, 59 and 62 shall appear in an official
language or official languages of the Member State where the medicinal product is placed on
the market, as specified, for the purposes of this Directive, by that Member State.]

The first subparagraph shall not prevent these particulars from being indicated in several
languages, provided that the same particulars appear in all the languages used.

[F2In the case of certain orphan medicinal products, the particulars listed in Article
54 may, on reasoned request, appear in only one of the official languages of the
Community.]
[F3[F12 The package leaflet must be written and designed in such a way as to be clear and
understandable, enabling users to act appropriately, when necessary with the help of health
professionals. The package leaflet must be clearly legible in an official language or official
languages of the Member State where the medicinal product is placed on the market, as
specified, for the purposes of this Directive, by that Member State.]

The first subparagraph shall not prevent the package leaflet from being printed in several
languages, provided that the same information is given in all the languages used.

[F13 Where the medicinal product is not intended to be delivered directly to the patient,
or where there are severe problems in respect of the availability of the medicinal product, the
competent authorities may, subject to measures they consider necessary to safeguard human
health, grant an exemption to the obligation that certain particulars should appear on the
labelling and in the package leaflet. They may also grant a full or partial exemption to the
obligation that the labelling and the package leaflet must be in an official language or official
languages of the Member State where the medicinal product is placed on the market, as
specified, for the purposes of this Directive, by that Member State.]]

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).
F2 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.
F3 Substituted 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.
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