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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 III

PLACING ON THE MARKET

['CHAPTER 2a

Specific provisions applicable to traditional herbal medicinal products
[ Article 16f

1 A list of herbal substances, preparations and combinations thereof for use in traditional
herbal medicinal products shall be established in accordance with the procedure referred to
in Article 121(2). The list shall contain, with regard to each herbal substance, the indication,
the specified strength and the posology, the route of administration and any other information
necessary for the safe use of the herbal substance as a traditional medicinal product.

2 If an application for traditional-use registration relates to a herbal substance,
preparation or a combination thereof contained in the list referred to in paragraph 1, the data
specified in Article 16¢(1)(b)(c) and (d) do not need to be provided. Article 16e(1)(c) and (d)
shall not apply.

3 If a herbal substance, preparation or a combination thereof ceases to be included in the
list referred to in paragraph 1, registrations pursuant to paragraph 2 for herbal medicinal products
containing this substance shall be revoked unless the particulars and documents referred to in
Article 16¢(1) are submitted within three months.]

Textual Amendments
F1  Inserted by Directive 2004/24/EC of the European Parliament and of the Council of 31 March 2004
amending, as regards traditional herbal medicinal products, Directive 2001/83/EC on the Community
code relating to medicinal products for human use.
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