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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 23

1 After a marketing authorisation has been granted, the marketing authorisation holder
shall, in respect of the methods of manufacture and control provided for in Article 8(3)(d) and
(h), take account of scientific and technical progress and introduce any changes that may be
required to enable the medicinal product to be manufactured and checked by means of generally
accepted scientific methods.

Those changes shall be subject to the approval of the competent authority of the Member
State concerned.

2 The marketing authorisation holder shall forthwith provide the national competent
authority with any new information which might entail the amendment of the particulars or
documents referred to in Article 8(3), Articles 10, 10a, 10b and 11, or Article 32(5), or Annex L.

In particular, the marketing authorisation holder shall forthwith inform the national
competent authority of any prohibition or restriction imposed by the competent
authorities of any country in which the medicinal product is marketed and of any other
new information which might influence the evaluation of the benefits and risks of the
medicinal product concerned. The information shall include both positive and negative
results of clinical trials or other studies in all indications and populations, whether or
not included in the marketing authorisation, as well as data on the use of the medicinal
product where such use is outside the terms of the marketing authorisation.

3 The marketing authorisation holder shall ensure that the product information is kept
up to date with the current scientific knowledge, including the conclusions of the assessment
and recommendations made public by means of the European medicines web-portal established
in accordance with Article 26 of Regulation (EC) No 726/2004.

4 In order to be able to continuously assess the risk-benefit balance, the national
competent authority may at any time ask the marketing authorisation holder to forward data
demonstrating that the risk-benefit balance remains favourable. The marketing authorisation
holder shall answer fully and promptly any such request.

The national competent authority may at any time ask the marketing authorisation
holder to submit a copy of the pharmacovigilance system master file. The marketing
authorisation holder shall submit the copy at the latest 7 days after receipt of the request.]
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Textual Amendments
F1  Substituted by Directive 2010/84/EU of the European Parliament and of the Council of 15 December
2010 amending, as regards pharmacovigilance, Directive 2001/83/EC on the Community code relating
to medicinal products for human use (Text with EEA relevance).
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