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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 29

1 If, within the period laid down in Article 28(4), a Member State cannot approve the
assessment report, the summary of product characteristics, the labelling and the package leaflet
on the grounds of potential serious risk to public health, it shall give a detailed exposition of the
reasons for its position to the reference Member State, to the other Member States concerned
and to the applicant. The points of disagreement shall be forthwith referred to the coordination
group.

2 Guidelines to be adopted by the Commission shall define a potential serious risk to
public health.

3 Within the coordination group, all Member States referred to in paragraph 1 shall use
their best endeavours to reach agreement on the action to be taken. They shall allow the applicant
the opportunity to make his point of view known orally or in writing. If, within 60 days of
the communication of the points of disagreement, the Member States reach an agreement, the
reference Member State shall record the agreement, close the procedure and inform the applicant
accordingly. Article 28(5) shall apply.

4 If the Member States fail to reach an agreement within the 60-day period laid down in
paragraph 3, the Agency shall be immediately informed, with a view to the application of the
procedure under Articles 32, 33 and 34. The Agency shall be provided with a detailed statement
of the matters on which the Member States have been unable to reach agreement and the reasons
for their disagreement. A copy shall be forwarded to the applicant.

5 As soon as the applicant is informed that the matter has been referred to the Agency,
he shall forthwith forward to the Agency a copy of the information and documents referred to
in the first subparagraph of Article 28(1).

6 In the circumstances referred to in paragraph 4, Member States that have approved the
assessment report, the draft summary of product characteristics and the labelling and package
leaflet of the reference Member State may, at the request of the applicant, authorise the medicinal
product without waiting for the outcome of the procedure laid down in Article 32. In that event,
the authorisation granted shall be without prejudice to the outcome of that procedure.]

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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