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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

[F1[F1CHAPTER 4

Mutual recognition and decentralised procedure]

[F1Article 28

1 With a view to the granting of a marketing authorisation for a medicinal product in
more than one Member State, an applicant shall submit an application based on an identical
dossier in these Member States. The dossier shall contain the information and documents
referred to in Articles 8, 10, 10a, 10b, 10c and 11. The documents submitted shall include a list
of Member States concerned by the application.

The applicant shall request one Member State to act as ‘reference Member State’ and to
prepare an assessment report on the medicinal product in accordance with paragraphs
2 or 3.

2 Where the medicinal product has already received a marketing authorisation at the
time of application, the concerned Member States shall recognise the marketing authorisation
granted by the reference Member State. To this end, the marketing authorisation holder shall
request the reference Member State either to prepare an assessment report on the medicinal
product or, if necessary, to update any existing assessment report. The reference Member State
shall prepare or update the assessment report within 90 days of receipt of a valid application.
The assessment report together with the approved summary of product characteristics, labelling
and package leaflet shall be sent to the concerned Member States and to the applicant.

3 In cases where the medicinal product has not received a marketing authorisation at the
time of application, the applicant shall request the reference Member State to prepare a draft
assessment report, a draft summary of product characteristics and a draft of the labelling and
package leaflet. The reference Member State shall prepare these draft documents within 120
days after receipt of a valid application and shall send them to the concerned Member States
and to the applicant.

4 Within 90 days of receipt of the documents referred to in paragraphs 2 and 3,
the Member States concerned shall approve the assessment report, the summary of product
characteristics and the labelling and package leaflet and shall inform the reference Member
State accordingly. The reference Member State shall record the agreement of all parties, close
the procedure and inform the applicant accordingly.

5 Each Member State in which an application has been submitted in accordance with
paragraph 1 shall adopt a decision in conformity with the approved assessment report, the
summary of product characteristics and the labelling and package leaflet as approved, within
30 days after acknowledgement of the agreement.]
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Textual Amendments
F1 Substituted 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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