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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 II

SCOPE

Article 4

1 Nothing in this Directive shall in any way derogate from the Community rules for
the radiation protection of persons undergoing medical examination or treatment, or from the
Community rules laying down the basic safety standards for the health protection of the general
public and workers against the dangers of ionizing radiation.

2 This Directive shall be without prejudice to Council Decision 86/346/EEC of 25 June
1986 accepting on behalf of the Community the European Agreement on the Exchange of
Therapeutic Substances of Human Origin(1).

3 The provisions of this Directive shall not affect the powers of the Member States'
authorities either as regards the setting of prices for medicinal products or their inclusion in
the scope of national health insurance schemes, on the basis of health, economic and social
conditions.

4 This Directive shall not affect the application of national legislation prohibiting or
restricting the sale, supply or use of medicinal products as contraceptives or abortifacients. The
Member States shall communicate the national legislation concerned to the Commission.

[F15 This Directive and all Regulations referred to therein shall not affect the application
of national legislation prohibiting or restricting the use of any specific type of human or animal
cells, or the sale, supply or use of medicinal products containing, consisting of or derived
from these cells, on grounds not dealt with in the aforementioned Community legislation. The
Member States shall communicate the national legislation concerned to the Commission. The
Commission shall make this information publicly available in a register.]

Textual Amendments
F1 Inserted by Regulation (EC) No 1394/2007 of the European Parliament and of the Council of 13

November 2007 on advanced therapy medicinal products and amending Directive 2001/83/EC and
Regulation (EC) No 726/2004 (Text with EEA relevance).
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(1) OJ L 207, 30.7.1986, p. 1.
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