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Directive 2011/62/EU of the European Parliament and of the Council of 8
June 2011 amending Directive 2001/83/EC on the Community code relating to
medicinal products for human use, as regards the prevention of the entry into

the legal supply chain of falsified medicinal products (Text with EEA relevance)

Article 2

1 Member States shall bring into force the laws, regulations and administrative
provisions necessary to comply with this Directive by 2 January 2013. They shall forthwith
inform the Commission thereof.

2 Member States shall apply those measures from 2 January 2013.

However, the Member States shall apply:
a the provisions necessary to comply with point 6 of Article 1 of this Directive in so far

as it relates to Article 46b(2)(b) and Article 46b(3) and (4) of Directive 2001/83/EC as
inserted by this Directive from 2 July 2013;

b the provisions necessary to comply with points 8, 9, 11 and 12 of Article 1 of this
Directive from 3 years after the date of publication of the delegated acts referred to in
point 12 of Article 1 of this Directive.

Nevertheless, Member States which, on 21 July 2011, have systems in place for the
purpose referred to in point 11 of Article 1 of this Directive shall apply the provisions
necessary to comply with points 8, 9, 11 and 12 of Article 1 of this Directive at the
latest from 6 years after the date of application of the delegated acts referred to in point
12 of Article 1 of this Directive;

c the provisions necessary to comply with point 20 of Article 1 of this Directive in so far
as it relates to Article 85c of Directive 2001/83/EC as inserted by this Directive at the
latest from 1 year after the date of publication of the implementing acts referred to in
Article 85c(3) as inserted by this Directive.

3 When Member States adopt the measures referred to in paragraph 1, they shall contain
a reference to this Directive or be accompanied by such a reference on the occasion of their
official publication. The methods of making such references shall be laid down by Member
States.

4 Member States shall communicate to the Commission the text of the main provisions
of national law which they adopt in the field covered by this Directive.


