Status: Point in time view as at 31/01/2020.
Changes to legislation: There are outstanding changes not yet made to Regulation (EU) No 528/2012
of the European Parliament and of the Council. Any changes that have already been made to the
legislation appear in the content and are referenced with annotations. (See end of Document for details)

1

Regulation (EU) No 528/2012 of the European Parliament and of
the Council of 22 May 2012 concerning the making available on
the market and use of biocidal products (Text with EEA relevance)

CHAPTER I

SCOPE AND DEFINITIONS

Article 2
Scope

This Regulation shall apply to biocidal products and treated articles. A list of the types

of biocidal products covered by this Regulation and their descriptions is set out in Annex V.

2

Subject to any explicit provision to the contrary in this Regulation or other Union

legislation, this Regulation shall not apply to biocidal products or treated articles that are within
the scope of the following instruments:

a

Council Directive 90/167/EEC of 26 March 1990 laying down the conditions governing
the preparation, placing on the market and use of medicated feedingstuffs in the
Community";

Directive 90/385/EEC, Directive 93/42/EEC and Directive 98/79/EC;

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®, 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® and Regulation
(EC) No 726/2004 of the European Parliament and of the Council of 31 March
2004 laying down Community procedures for the authorisation and supervision
of medicinal products for human and veterinary use and establishing a European
Medicines Agency;

Regulation (EC) No 1831/2003;

Regulation (EC) No 852/2004 of the European Parliament and of the Council of 29
April 2004 on the hygiene of foodstuffs® and Regulation (EC) No 853/2004 of the
European Parliament and of the Council of 29 April 2004 laying down specific hygiene
rules for food of animal origin®®;
Regulation (EC) No 1333/2008;

Regulation (EC) No 1334/2008 of the European Parliament and of the Council of 16
December 2008 on flavourings and certain food ingredients with flavouring properties
for use in and on foods”;

Regulation (EC) No 767/2009 of the European Parliament and of the Council of 13 July
2009 on the placing on the market and use of feed®;

Regulation (EC) No 1107/2009 of the European Parliament and of the Council of 21
October 2009 concerning the placing of plant protection products on the market®;
Regulation (EC) No 1223/20009;

Directive 2009/48/EC of the European Parliament and of the Council of 18 June 2009

on the safety of toys".
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Notwithstanding the first subparagraph, when a biocidal product falls within the scope
of one of the abovementioned instruments and is intended to be used for purposes not
covered by those instruments, this Regulation shall also apply to that biocidal product
insofar as those purposes are not addressed by those instruments.

3

Subject to any explicit provision to the contrary in this Regulation or other Union

legislation, this Regulation shall be without prejudice to the following instruments:

a

4

Council Directive 67/548/EEC of 27 June 1967 on the approximation of laws,
regulations and administrative provisions relating to the classification, packaging and
labelling of dangerous substances"";

Council Directive 89/391/EEC of 12 June 1989 on the introduction of measures to
encourage improvements in the safety and health of workers at work"?;

Council Directive 98/24/EC of 7 April 1998 on the protection of the health and safety
of workers from the risks related to chemical agents at work"”;

Council Directive 98/83/EC of 3 November 1998 on the quality of water intended for

human consumption™?;

Directive 1999/45/EC of the European Parliament and of the Council of 31 May 1999
concerning the approximation of the laws, regulations and administrative provisions of
the Member States relating to the classification, packaging and labelling of dangerous
preparations"?;

Directive 2000/54/EC of the European Parliament and of the Council of 18 September
2000 OI}I;L)hC protection of workers from risks related to exposure to biological agents
at work™";

Directive 2000/60/EC of the European Parliament and of the Council of 23 October

2000 establishing a framework for Community action in the field of water policy""”;

Directive 2004/37/EC of the European Parliament and of the Council of 29 April
2004 on the protection of workers from the risks related to exposure to carcinogens or
mutagens at work"®;

Regulation (EC) No 850/2004 of the European Parliament and of the Council of 29

April 2004 on persistent organic pollutants(w);

Regulation (EC) No 1907/2006;
Directive 2006/114/EC of the European Parliament and of the Council of 12 December

2006 concerning misleading and comparative advertising®”;

Regulation (EC) No 689/2008 of the European Parliament and of the Council of 17

June 2008 concerning the export and import of dangerous chemicals®”;

Regulation (EC) No 1272/2008 of the European Parliament and of the Council
of 16 December 2008 on classification, labelling and packaging of substances and

. 22
mixtures' );

Directive 2009/128/EC of the European Parliament and of the Council of 21 October
2009 establishing a framework for Community action to achieve the sustainable use of
pesticides®;

Regulation (EC) No 1005/2009 of the European Parliament and of the Council of 16
September 2009 on substances that deplete the ozone layer®?;

Directive 2010/63/EU of the European Parliament and of the Council of 22 September
2010 on the protection of animals used for scientific purposes®”;

Directive 2010/75/EU of the European Parliament and of the Council of 24 November

2010 on industrial emissions®®.

Article 69 shall not apply to the carriage of biocidal products by rail, road, inland

waterway, sea or air.
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5 This Regulation shall not apply to:
a food or feed used as repellents or attractants;

['d  biocidal products when used as processing aids within the meaning of Regulation (EC)
No 1831/2003 and Regulation (EC) No 1333/2008.]

6 Biocidal products which obtained final approval under the International Convention
for the Control and Management of Ships’ Ballast Water and Sediments shall be considered as
authorised under Chapter VIII of this Regulation. Articles 47 and 68 shall apply accordingly.

7 Nothing in this Regulation shall prevent Member States from restricting or banning
the use of biocidal products in the public supply of drinking water.

8 Member States may allow for exemptions from this Regulation in specific cases for
certain biocidal products, on their own or in a treated article, where necessary in the interests
of defence.

9 The disposal of active substances and biocidal products shall be carried out in
accordance with the Union and national waste legislation in force.

Textual Amendments
F1  Substituted by Regulation (EU) No 334/2014 of the European Parliament and of the Council of 11
March 2014 amending Regulation (EU) No 528/2012 concerning the making available on the market
and use of biocidal products, with regard to certain conditions for access to the market (Text with EEA
relevance).
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