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Directive 2001/82/EC of the European Parliament and of the Council of 6
November 2001 on the Community code relating to veterinary medicinal products

TITLE III

MARKETING

CHAPTER 3

Procedure for marketing authorization

[F1Article 21

1 Member States shall take all appropriate measures to ensure that the procedure for
granting a marketing authorisation for a veterinary medicinal product is completed within a
maximum of 210 days after the submission of a valid application.

Applications for marketing authorisations for the same veterinary medicinal product in
two or more Member States, shall be submitted in accordance with Articles 31 to 43.

2 Where a Member State notes that another marketing authorisation application for
the same medicinal product is being examined in another Member State, the Member State
concerned shall decline to assess the application and shall advise the applicant that Articles 31
to 43 apply.

Textual Amendments
F1 Substituted by Directive 2004/28/EC of the European Parliament and of the Council of 31 March 2004

amending Directive 2001/82/EC on the Community code relating to veterinary medicinal products.

Article 22

Where a Member State is informed, in accordance with point (n) of Article 12(3), that
another Member State has authorised a veterinary medicinal product which is the subject
of an application for authorisation in the Member State concerned, that Member State
shall reject the application unless it was submitted in compliance with Articles 31 to 43.

Textual Amendments
F1 Substituted by Directive 2004/28/EC of the European Parliament and of the Council of 31 March 2004

amending Directive 2001/82/EC on the Community code relating to veterinary medicinal products.

Article 23

In order to examine the application submitted pursuant to Articles 12 to 13d, Member
States' competent authorities:

1) shall check that the documentation submitted in support of the application complies
with Articles 12 to 13d and ascertain whether the conditions for the issue of the
marketing authorisation have been fulfilled;
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2) may submit the medicinal product, its starting materials and if necessary intermediate
products or other constituent materials for testing by an Official Medicines Control
Laboratory or a laboratory that a Member State has designated for that purpose, in
order to ensure that the testing methods employed by the manufacturer and described
in the application documents, in accordance with point (i) of the first subparagraph of
Article 12(3), are satisfactory;

3) may similarly check, in particular through consultation of a national or Community
reference laboratory, that the analytical method used for detecting residues presented
by the applicant for the purposes of Article 12(3)(j), second indent is satisfactory;

4) may, where appropriate, require the applicant to provide further information as regards
the items listed in Articles 12, 13a, 13b, 13c and 13d. Where the competent authorities
take this course of action, the time-limits specified in Article 21 shall be suspended
until the further data required have been provided. Similarly, these time-limits shall be
suspended for any period which the applicant may be given to provide oral or written
explanations.]

Textual Amendments
F1 Substituted by Directive 2004/28/EC of the European Parliament and of the Council of 31 March 2004

amending Directive 2001/82/EC on the Community code relating to veterinary medicinal products.

Article 24

Member States shall take all appropriate measures to ensure that:

(a) the competent authorities ascertain that the manufacturers and importers of veterinary
medicinal products from third countries are able to manufacture them in compliance
with the details supplied pursuant to Article 12(3)(d), and/or to carry out control tests
in accordance with the methods described in the application documents under Article
12(3)(i);

(b) the competent authorities may authorize manufacturers and importers of veterinary
medicinal products from third countries, where circumstances so justify, to have
certain stages of manufacture and/or certain of the control tests referred to in (a) carried
out by third parties; in such cases, checks by the competent authorities shall also be
carried out in the establishments concerned.

[F1Article 25

1 When granting a marketing authorisation, the competent authority shall inform the
holder of the summary of product characteristics that it has approved.

2 The competent authority shall take all necessary measures to ensure that information
concerning the veterinary medicinal product, and in particular the labelling and package leaflet,
is in conformity with the summary of product characteristics approved when the marketing
authorisation was granted or subsequently.

3 The competent authority shall make the marketing authorisation publicly available
without delay, together with the summary of product characteristics for each veterinary
medicinal product that it has authorised.

4 The competent authority shall draw up an assessment report and comments on the file
as regards the results of the pharmaceutical, safety and residue tests and the pre-clinical and
clinical trials of the veterinary medicinal product concerned. The assessment report shall be
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updated whenever new information becomes available which is of importance for the evaluation
of the quality, safety or efficacy of the veterinary medicinal product concerned.

The competent authority shall make the assessment report and its reasons for the opinion
publicly available without delay, after deleting any information of a commercially
confidential nature.]

Textual Amendments
F1 Substituted by Directive 2004/28/EC of the European Parliament and of the Council of 31 March 2004

amending Directive 2001/82/EC on the Community code relating to veterinary medicinal products.

Article 26

[F11 The marketing authorisation may require the holder to indicate on the immediate
packaging and/or the outer wrapping and the package leaflet, where the latter is required, other
particulars essential for safety or health protection, including any special precautions relating
to use and any other warnings resulting from the clinical and pharmacological trials prescribed
in Article 12(3)(j) and in Articles 13 to 13d or from experience gained during the use of the
veterinary medicinal product once it has been marketed.]
F22 . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .

[F13 In exceptional circumstances, and following consultation with the applicant, the
authorisation may be granted subject to a requirement for the applicant to introduce specific
procedures, in particular concerning the safety of the veterinary medicinal product, notification
to the competent authorities of any incident relating to its use, and action to be taken. Such
authorisations may be granted only for objective, verifiable reasons. Continuation of the
authorisation shall be linked to the annual reassessment of these conditions.]

Textual Amendments
F1 Substituted by Directive 2004/28/EC of the European Parliament and of the Council of 31 March 2004

amending Directive 2001/82/EC on the Community code relating to veterinary medicinal products.
F2 Deleted by Directive 2004/28/EC of the European Parliament and of the Council of 31 March 2004

amending Directive 2001/82/EC on the Community code relating to veterinary medicinal products.

Article 27

1 After a marketing authorization has been issued, the holder must, in respect of the
manufacturing methods and control methods provided for in Article 12(3)(d) and (i), take
account of scientific and technical progress and introduce any changes that may be required to
enable that veterinary medicinal product to be manufactured and checked by means of generally
accepted scientific methods.

These changes shall be subject to the approval of the competent authorities of the
Member State concerned.

[F12 The competent authority may require the applicant or the marketing authorisation
holder to provide sufficient quantities of the substances to enable controls to be made on the
identification of the presence of residues of the veterinary medicinal products in question.

At the competent authority's request, the marketing authorisation holder shall provide
his technical expertise to facilitate the implementation of the analytical method for
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detecting residues of the veterinary medicinal products in the national reference
laboratory designated under Council Directive 96/23/EC of 29 April 1996 on measures
to monitor certain substances and residues thereof in live animals and animal products(1).

3 The authorisation holder shall immediately supply the competent authority with any
new information that might entail the amendment of the particulars or documents referred to in
Articles 12(3), 13, 13a, 13b and 14 or Annex I.

In particular, he shall immediately inform the competent authority of any prohibition or
restriction imposed by the competent authorities of any country in which the veterinary
medicinal product is placed on the market and of any other new information which might
influence the assessment of the benefits and risks of the veterinary medicinal product
concerned.

In order to permit continuous assessment of the risk-benefit balance, the competent
authority may at any time ask the marketing authorisation holder to forward data
demonstrating that the risk-benefit balance remains favourable.]
F24 . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .

[F15 The marketing authorisation holder shall immediately inform the competent
authorities, with a view to authorisation, of any alteration which he proposes to make to the
particulars or documents referred to in Articles 12 to 13d.]

Textual Amendments
F1 Substituted by Directive 2004/28/EC of the European Parliament and of the Council of 31 March 2004

amending Directive 2001/82/EC on the Community code relating to veterinary medicinal products.
F2 Deleted by Directive 2004/28/EC of the European Parliament and of the Council of 31 March 2004

amending Directive 2001/82/EC on the Community code relating to veterinary medicinal products.

[F3Article 27a

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 the actual
placing on the market of the veterinary medicinal product in that Member State, taking
into account the various presentations authorised.

The holder shall also notify the competent authority if the product ceases to be placed
on the market of the Member State, either temporarily or permanently. Such notification
shall, otherwise than in exceptional circumstances, be made no less than two months
before the interruption in the placing on the market of the product.

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 veterinary medicinal product,
and any data in his possession relating to the volume of prescriptions.]

Textual Amendments
F3 Inserted by Directive 2004/28/EC of the European Parliament and of the Council of 31 March 2004

amending Directive 2001/82/EC on the Community code relating to veterinary medicinal products.
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[F4Article 27b

The Commission shall adopt appropriate arrangements for the examination of variations
to the terms of marketing authorisations granted in accordance with this Directive.

The Commission shall adopt these arrangements in the form of an implementing
regulation. That measure, designed to amend non-essential elements of this Directive,
by supplementing it, shall be adopted in accordance with the regulatory procedure with
scrutiny referred to in Article 89(2a).]

Textual Amendments
F4 Inserted by Directive 2009/53/EC of the European Parliament and of the Council of 18 June 2009

amending Directive 2001/82/EC and Directive 2001/83/EC, as regards variations to the terms of
marketing authorisations for medicinal products (Text with EEA relevance).

[F1Article 28

1 Without prejudice to paragraphs 4 and 5, a marketing authorisation shall be valid for
five years.

2 The authorisation may be renewed after five years on the basis of a re-evaluation of
the risk-benefit balance.

To this end, the marketing authorisation holder shall submit a consolidated list of all
documents submitted in respect of quality, safety and efficacy, including all variations
introduced since the marketing authorisation was granted, at least six months before
the marketing authorisation ceases to be valid in accordance with paragraph 1. The
competent authority may require the applicant to submit the listed documents at any
time.

3 Once renewed, the marketing authorisation shall be valid for an unlimited period,
unless the competent authority decides, on justified grounds relating to pharmacovigilance, to
proceed with one additional five-year renewal in accordance with paragraph 2.

4 Any authorisation that is not followed within three years of its granting by the actual
placing on the market of the authorised veterinary medicinal product in the authorising Member
State shall cease to be valid.

5 When an authorised veterinary medicinal product previously placed on the market in
the authorising Member State is no longer actually present on the market in that Member State
for a period of three consecutive years, the authorisation granted for that veterinary medicinal
product shall cease to be valid.

6 The competent authority may, in exceptional circumstances, and on human or animal
health grounds, grant exemptions from paragraphs 4 and 5. Such exemptions shall be duly
justified.]

Textual Amendments
F1 Substituted by Directive 2004/28/EC of the European Parliament and of the Council of 31 March 2004

amending Directive 2001/82/EC on the Community code relating to veterinary medicinal products.
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Article 29

The granting of authorization shall not diminish the general legal liability of the
manufacturer and, where appropriate, of the authorization holder.

[F1Article 30

The marketing authorisation shall be refused if the file submitted to the competent
authorities does not comply with Articles 12 to 13d and Article 15.

The authorisation shall also be refused if, after examination of the documents and
particulars listed in Articles 12 and 13(1), it is clear that:

(a) the risk-benefit balance of the veterinary medicinal product is, under the authorised
conditions of use, unfavourable; when the application concerns a veterinary medicinal
product for zootechnical use, particular regard shall be had to the benefits for animal
health and welfare and to consumer safety; or

(b) the product has no therapeutic effect or the applicant has not provided sufficient proof
of such effect as regards the species of animal which is to be treated; or

(c) its qualitative or quantitative composition is not as stated; or

(d) the withdrawal period recommended by the applicant is not long enough to ensure
that foodstuffs obtained from the treated animal do not contain residues which might
constitute a health hazard to the consumer, or is insufficiently substantiated; or

(e) the labelling or the package leaflet proposed by the applicant does not comply with
this Directive; or

(f) the veterinary medicinal product is offered for sale for a use prohibited under other
Community provisions.

However, when a Community legislative framework is in the course of being adopted,
the competent authority may refuse authorisation for a veterinary medicinal product
where such action is necessary for the protection of public health, consumer or animal
health.

The applicant or marketing authorisation holder shall be responsible for the accuracy
of documents and data submitted.]

Textual Amendments
F1 Substituted by Directive 2004/28/EC of the European Parliament and of the Council of 31 March 2004

amending Directive 2001/82/EC on the Community code relating to veterinary medicinal products.
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(1) [F1OJ L 125, 23.5.1996, p. 10. Directive as amended by Regulation (EC) No 806/2003 (OJ L 122,
16.5.2003, p. 1).]

Textual Amendments
F1 Substituted by Directive 2004/28/EC of the European Parliament and of the Council of 31 March 2004

amending Directive 2001/82/EC on the Community code relating to veterinary medicinal products.
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