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Directive 2001/83/EC of the European Parliament and of the Council of 6 November

1

2001 on the Community code relating to medicinal products for human use

[F'TITLE VIIIa

INFORMATION AND ADVERTISING]
Article 98

The marketing authorization holder shall establish, within his undertaking, a scientific

service in charge of information about the medicinal products which he places on the market.

2

[F 13
holder of the marketing authorisation and one or more companies nominated by him.]

The marketing authorization holder shall:

keep available for, or communicate to, the authorities or bodies responsible for
monitoring advertising of medicinal products, a sample of all advertisements
emanating from his undertaking together with a statement indicating the persons to
whom it is addressed, the method of dissemination and the date of first dissemination,
ensure that advertising of medicinal products by his undertaking conforms to the
requirements of this Title,

verify that medical sales representatives employed by his undertaking have been
adequately trained and fulfill the obligations imposed upon them by Article 93(2) and
3,

supply the authorities or bodies responsible for monitoring advertising of medicinal
products with the information and assistance they require to carry out their
responsibilities,

ensure that the decisions taken by the authorities or bodies responsible for monitoring
advertising of medicinal products are immediately and fully complied with.

The Member States shall not prohibit the co-promotion of a medicinal product by the
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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.
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