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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 3

Procedures relevant to the marketing authorization
[ Article 23a

After a marketing authorisation has been granted, the holder of the authorisation shall
inform the competent authority of the authorising Member State of the date of actual
marketing of the medicinal product for human use in that Member State, taking into
account the various presentations authorised.

[**If the product ceases to be placed on the market of a Member State, either temporarily
or permanently, the marketing authorisation holder shall notify the competent authority
of that Member State. Such notification shall, other than in exceptional circumstances,
be made no less than two months before the interruption in the placing on the market of
the product. The marketing authorisation holder shall inform the competent authority
of the reasons for such action in accordance with Article 123(2).]

Upon request by the competent authority, particularly in the context of
pharmacovigilance, the marketing authorisation holder shall provide the competent
authority with all data relating to the volume of sales of the medicinal product, and any
data in his possession relating to the volume of prescriptions. ]

Textual Amendments
F1  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.
F2  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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