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DIRECTIVE 98/8/EC OF THE EUROPEAN PARLIAMENT AND
OF THE COUNCIL

of 16 February 1998

concerning the placing of biocidal products on the market

THE EUROPEAN PARLIAMENT AND THE COUNCIL OF THE
EUROPEAN UNION,

Having regard to the Treaty establishing the European Community, and
in particular Article 100a thereof,

Having regard to the proposal from the Commission ('),

Having regard to the opinion of the Economic and Social Committee (?),

Acting in accordance with the procedure laid down in Article 189b of
the Treaty (°) in the light of the joint text approved on 16 December
1997 by the Conciliation Committee,

(1) Whereas, in their resolution of 1 February 1993 on a Community
programme of policy and action in relation to the environment
and sustainable development (%), the Council and the represen-
tatives of the Governments of the Member States, meeting
within the Council, approved the general approach and strategy
of the programme presented by the Commission, in which the
need for risk management of non-agricultural pesticides is
emphasised,;

(2)  Whereas, both when the eighth Amendment (°) to Council
Directive 76/769/EEC of 27 July 1976, on the approximation
of the laws, regulations and administrative provisions of the
Member States relating to restrictions on the marketing and use
of dangerous substances and preparations (°) was adopted in 1989
and during the discussion in the Council on Directive
91/414/EEC concerning the placing of plant protection products
on the market (7), the Council expressed concern at the lack of
harmonised Community provisions for biocides, formerly known
as non-agricultural pesticides, and invited the Commission to
examine the situation in Member States and the possibility for
action at Community level;

() OJ C 239, 3.9.1993, p. 3, OJ C 261, 6.10.1995, p. 5 and OJ C 241,
20.8.1996, p. 8.

(?) OJ C 195, 18.7.1994, p. 70 and OJ C 174, 17.6.1996, p. 32.

(®) Opinion of the European Parliament of 18 April 1996 (OJ C 141, 13.5.1996,
p- 191), Council common position of 20 December 1996 (OJ C 69, 5.3.1997,
p- 13) and Decision of the European Parliament of 13 May 1997 (OJ C 167,
2.6.1997, p. 24). Council Decision of 18 December 1997. Decision of the
European Parliament of 14 January 1998.

(*) OJ C 138, 17.5.1993, p. 1.

(®) OJ L 398, 30.12.1989, p. 19.

(®) OJ L 262, 27.9.1976, p. 201. Directive as last amended by Directive
97/16/EC (OJ L 116, 6.5.1997, p. 31).

() OJ L 230, 19.8.1991, p. 1. Directive as last amended by Directive 96/68/EC
(OJ L 277, 30.10.1996, p. 25).
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3)

“

(6]

(6)

(M

®)

©

Whereas biocidal products are necessary for the control of
organisms that are harmful to human or animal health and for
the control of organisms that cause damage to natural or manu-
factured products; whereas biocidal products can pose risks to
humans, animals and the environment in a variety of ways due
to their intrinsic properties and associated use patterns;

Whereas the Commission review showed differences in the regu-
latory situation in the Member States; whereas such differences
may constitute barriers not only to trade in biocidal products but
also to trade in products treated with them, thereby affecting the
functioning of the internal market; whereas, therefore, the
Commission proposed the development of a framework of rules
relating to the placing on the market for use of biocidal products,
taking as a condition a high level of protection for humans,
animals and the environment; whereas, having regard to the
principle of subsidiarity, decisions taken at Community level
should be restricted to those necessary for the proper functioning
of the common market and to avoid duplication of work by
Member States; whereas a directive on biocidal products is the
most appropriate way of establishing such a framework;

Whereas the framework of rules should provide that biocidal
products should not be placed on the market for use unless
they have complied with the relevant procedures of this Directive;

Whereas, to take account of the specific nature of some biocidal
products and the risks associated with their proposed use, it is
appropriate to provide for simplified authorisation procedures,
including registration;

Whereas it is appropriate that the applicant submit dossiers which
contain information which is necessary to evaluate the risks that
will arise from proposed uses of the product; whereas a common
core data set for active substances and for biocidal products in
which they are contained is necessary so as to assist both the
applicants seeking authorisation and those carrying out the
evaluation to decide on the authorisation; whereas, furthermore,
specific data requirements need to be elaborated for each of the
product types covered by this Directive;

Whereas it is necessary, when biocidal products are being auth-
orised, to make sure that, when properly used for the purpose
intended, they are sufficiently effective and have no unacceptable
effect on the target organisms such as resistance or unacceptable
tolerance, and, in the case of vertebrate animals, unnecessary
suffering and pain, and have, in the light of current scientific
and technical knowledge, no unacceptable effect on the
environment and, in particular, on human or animal health;

Whereas it is necessary to provide common principles for the
evaluation and authorisation of biocidal products to ensure a
harmonised approach by Member States;
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(10)

()

(12)

(13)

(14)

(15)

Whereas Member States should not be prevented from imposing
additional requirements on the use of biocidal products in so far
as these additional requirements are in conformity with
Community law and in particular do not run counter to the
provisions of this Directive; whereas such provisions are
intended to protect the environment and human and animal
health by means such as epidemic control and food and feed-
ingstuff protection;

Whereas, in the light of the diversity of both the active
substances and the biocidal products concerned, the data and
test requirements should suit the individual circumstances and
result in an overall risk assessment;

Whereas it is necessary to establish a Community list of active
substances permitted for inclusion in biocidal products; whereas a
Community procedure must be laid down for assessing whether
or not an active substance can be entered in the Community list;
whereas the information that interested parties must submit with a
view to admission of an active substance to the list has to be
specified; whereas active substances on the list should be
reviewed periodically, and, if appropriate, compared with each
other under specific conditions, to take account of developments
in science and technology;

Whereas, when due account is taken of products which pose only
a low risk, their active substances should be incorporated in a
specific annex; whereas substances the main use of which is non-
pesticidal but which have some minor use as a biocide either
directly, or in a product consisting of an active substance and a
simple diluent should be incorporated in a separate specific
annex;

Whereas when an active substance is evaluated for its entry or
otherwise in the relevant annexes of the Directive, it is necessary
for such an evaluation to cover, where appropriate, the same
aspects as those covered by the evaluation made under
Directive 92/32/EEC of 30 April 1992 amending for the
seventh time Directive 67/548/EEC on the approximation of the
laws, regulations and administrative provisions relating to the
classification, packaging and labelling of dangerous substances (1)
and Council Regulation (EEC) No 793/93 of 23 March 1993 on
the evaluation and control of the risks of existing substances (%)
as far as the risk assessment is concerned; whereas, therefore, the
risks associated with the production, use and disposal of the
active substance and materials treated with it are to be considered
in a similar way as they are in the aforementioned legislation;

Whereas it is in the interest of the free circulation of biocidal
products, as well as of materials treated with them, that auth-
orisation granted by one Member State should be recognised
by other Member States subject to the specific conditions
contained in this Directive;

L 154, 5.6.1992, p. 1.
L

84, 5.4.1993, p. 1.
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(16)

amn

(18)

(19)

(20)

@1

(22)

Whereas, while envisaging harmonised provisions for all biocidal
product types, including those intended to control vertebrates, the
actual use of such types might give rise to concern; whereas
therefore Member States should be allowed, subject to the
Treaty, to derogate from the principle of mutual recognition for
biocidal products falling under three particular types of biocides
whenever intended to control particular kinds of vertebrates, in so
far as such derogations are justified and do not jeopardise the
purpose of this Directive;

Whereas it is therefore desirable that a system for the mutual
exchange of information should be established and that
Member States and the Commission should make available to
each other on request the particulars and scientific documentation
submitted in connection with applications for authorisation of
biocidal products;

Whereas it should be possible for Member States to authorise, for
a limited period of time, biocidal products which do not comply
with the abovementioned conditions, especially in the event of an
unforeseen danger threatening humans, animals or the
environment which cannot be contained by other means;
whereas the Community procedure should not prevent Member
States from authorising, for a limited period of time for use in
their territory, biocidal products containing an active substance
not yet entered in the Community list, provided that a dossier
meeting Community requirements has been submitted and the
Member State concerned believes that the active substance and
the biocidal product satisfy the Community conditions set for
them;

Whereas it is essential that this Directive help to minimise the
number of tests on animals and that testing should be made
dependent on the purpose and use of a product;

Whereas close coordination should be ensured with other
Community legislation and in particular with Directive
91/414/EEC, the Directives concerned with the protection of
water and those concerned with the contained use and deliberate
release of genetically modified organisms;

Whereas the Commission is to draw up technical notes for
guidance in particular on the implementation of the authorisation
procedures, the entry of active substances in the appropriate
Annexes, the Annexes relating to data requirements and the
Annex dealing with the common principles;

Whereas, in order to ensure that the requirements laid down in
respect of authorised biocidal products are satisfied when they are
placed on the market, Member States should make provision for
appropriate control and inspection arrangements;
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(23) Whereas the implementation of this Directive, the adaptation of
its Annexes to the development of technical and scientific
knowledge and the inclusion of active substances in the appro-
priate Annexes necessitate close cooperation between the
Commission, the Member States and the applicants; whereas, in
cases where the procedure of the Standing Committee on
Biocidal Products is to be applied, this constitutes a suitable
basis for such cooperation;

(24)  Whereas an agreement on a modus vivendi between the European
Parliament, the Council and the Commission concerning the
implementing measures for acts adopted in accordance with the
procedure laid down in Article 189b of the EC Treaty was
reached on 20 December 1994 (1);

(25) Whereas the Commission will apply the modus vivendi to the
implementing measures flowing from this Directive that it
envisages adopting, including those concerning Annexes IA and
1B;

(26) Whereas, since the full implementation of this Directive, and
especially the review programme, will not be achieved for
several years, Directive 76/769/EEC provides a framework to
complement the development of the positive list by limitations
of the marketing and use of certain active substances and
products or groups thereof;

(27)  Whereas the review programme on active substances will need to
take account of other work programmes within the framework of
other Community legislation concerned with the review or auth-
orisation of substances and products or relevant international
Conventions;

(28)  Whereas the costs of the procedures associated with the operation
of the Directive need to be recovered from those seeking to place,
or placing, biocidal products on the market and from those
supporting the entries of active substances in the relevant
Annexes;

(29) Whereas minimum rules concerning the use of biocidal products
at work are laid down under Directives on health and safety at
work; whereas it is desirable to develop further rules in this area,

HAVE ADOPTED THIS DIRECTIVE:

Article 1

Scope

1.  This Directive concerns:

(a) the authorisation and the placing on the market for use of biocidal
products within the Member States;

(b) the mutual recognition of authorisations within the Community;

(c) the establishment at Community level of a positive list of active
substances which may be used in biocidal products.

(') OJ C 102, 4.4.1996, p. 1.
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2. This Directive shall apply to biocidal products as defined in
Article 2(1)(a) but shall exclude products that are defined or within
the scope of the following instruments for the purposes of these
Directives:

(a) Council Directive 65/65/EEC of 26 January 1965 on the approxi-
mation of provisions laid down by law, regulation or administrative
action relating to proprietary medicinal products (1),

(b) Council Directive 81/851/EEC of 28 September 1981 on the
approximation of the laws of the Member States on veterinary
medicinal products (%),

(¢) Council Directive 90/677/EEC of 13 December 1990 extending the
scope of Directive 81/851/EEC on the approximation of the laws of
the Member States relating to veterinary medicinal products and
laying down additional provisions for immunological medicinal
products (3),

(d) Council Directive 92/73/EEC of 22 September 1992 widening the
scope of Directives 65/65/EEC and 75/319/EEC on the approxi-
mation of provisions laid down by law, regulation or administrative
action relating to medicinal products and laying down additional
provisions on homeopathic medicinal products (%),

(e) Council Directive 92/74/EEC of 22 September 1992 widening the
scope of Directive 81/851/EEC on the approximation of provisions
laid down by law, regulation or administrative action relating to
veterinary medicinal products and laying down additional
provisions on homeopathic veterinary medicinal products (),

(f) Council Regulation (EEC) No 2309/93 of 22 July 1993 laying
down Community procedures for the authorisation and supervision
of medicinal products for human and veterinary use and estab-
lishing a European Agency for the Evaluation of Medicinal
Products (°),

(g) Council Directive 90/385/EEC of 20 June 1990 on the approxi-
mation of the laws of the Member States relating to active
implantable medical devices (7),

(") OJ 22, 9.2.1965, p. 369. Directive as last amended by Directive 93/39/EEC
(OJ L 214, 24.8.1993, p. 22).

(®») OJ L 317, 6.11.1981, p. 1. Directive as last amended by Directive 93/40/EEC
(OJ L 214, 24.8.1993, p. 31).

(®) OJ L 373, 31.12.1990, p. 26.

(*) OJ L 297, 13.10.1992, p. 8.

(®) OJ L 297, 13.10.1992, p. 12.

(°) OJ L 214, 24.8.1993, p. 1.

() OJ L 189, 20.7.1990, p. 17. Directive as last amended by Directive
93/68/EEC (OJ L 220, 31.8.1993, p. 1).
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(h) Council Directive 93/42/EEC of 14 June 1993 concerning medical
devices (1),

(i) Council Directive 89/107/EEC of 21 December 1988 on the
approximation of the laws of the Member States concerning food
additives authorised for use in foodstuffs intended for human
consumption (?), Council Directive 88/388/EEC of 22 June 1988
on the approximation of the laws of the Member States relating to
flavourings for use in foodstuffs and to source materials for their
production (*) and European Parliament and Council Directive No
95/2/EC of 20 February 1995 on food additives other than colours
and sweeteners (%),

(j) Council Directive 89/109/EEC of 21 December 1988 on the
approximation of the laws of the Member States relating to
materials and articles intended to come into contact with
foodstuffs (%),

(k) Council Directive 92/46/EEC of 16 June 1992 laying down the
health rules for the production and placing on the market of raw
milk, heat-treated milk and milk based products (°),

(1) Council Directive 89/437/EEC of 20 June 1989 on hygiene and
health problems affecting the production and the placing on the
market of egg products (7),

(m) Council Directive 91/493/EEC of 22 July 1991 laying down the
health conditions for the production and the placing on the market
of fishery products (*),

(n) 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 (°),

(o) Council Directive 70/524/EEC of 23 November 1970 concerning
additives in feedingstuffs ('), Council Directive 82/471/EEC of
30 June 1982 on certain products used in animal nutrition ()
and Council Directive 77/101/EEC of 23 November 1976 on the
marketing of straight feedingstuffs (12),

() OJ L 169, 12.7.1993, p. 1.

(®» OJ L 40, 11.2.1989, p. 27. Directive as amended by Directive 94/34/EC (OJ
L 237, 10.9.1994, p. 1).

() OJ L 184, 15.7.1988, p. 61. Directive as amended by Directive 91/71/EEC
(OJ L 42, 15.2.1991, p. 25).

(*) OJ L 61, 18.3.1995, p. 1. Directive as amended by Directive 96/85/EC (OJ
L 86, 28.3.1997, p. 4).

(°) OJ L 40, 11.2.1989, p. 38.

(°) OJ L 268, 14.9.1992, p. 1. Directive as last amended by Directive 94/71/EC
(OJ L 368, 31.12.1994, p. 33).

() OJ L 212, 22.7.1989, p. 87. Directive as last amended by the 1994 Act of
Accession.

®) OJ L 268, 24.9.1991, p. 15. Directive as last amended by Directive
95/71/EC (OJ L 332, 30.12.1995, p. 40).

() OJ L 92, 7.4.1990, p. 42.

(1% OJ L 270, 14.12.1970, p. 1. Directive as last amended by Directive 97/6/EC
(OJ L 35, 5.2.1997, p. 11).

(") OJ L 213, 21.7.1982, p. 8. Directive as last amended by Directive 96/25/EC
(OJ L 125, 23.5.1996, p. 35).

(%) OJ L 32, 3.2.1977, p. 1. Directive as last amended by the 1994 Act of
Accession.
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(p) Council Directive 76/768/EEC of 27 July 1976 on the approxi-
mation of the laws of the Member States relating to cosmetic
products (1),

(qQ) Council Directive 95/5/EC of 27 February 1995 amending
Directive 92/120/EEC on the conditions for granting temporary
and limited derogations from specific Community health rules on
the production and marketing of certain products of animal
origin (?),

(r) Council Directive 91/414/EEC of 15 July 1991 concerning the
placing of plant protection products on the market (%),

(s) Directive 98/79/EC of the European Parliament and of the Council
of 27 October 1998 on in vitro diagnostic medical devices (%).

3.  This Directive shall apply, without prejudice to relevant
Community provisions or measures taken in accordance with them, in
particular, to:

(a) Council Directive 76/769/EEC of 27 July 1976 on the approxi-
mation of the laws, regulations and administrative provisions of
the Member States relating to restrictions on the marketing and
use of certain dangerous substances and preparations (%),

(b) Directive 79/117/EEC of 21 December 1978 prohibiting the placing
on the market and use of plant protection products containing
certain active substances (°),

(c) Council Regulation (EEC) No 2455/92 of 23 July 1992 concerning
the export and import of certain dangerous chemicals (7),

(d) Council Directive 80/1107/EEC of 27 November 1980, on the
protection of workers from the risks related to exposure to
chemical, physical and biological agents at work (¥), 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 (°) and individual Directives based on these
Directives,

() OJ L 262, 27.9.1976, p. 169. Directive as last amended by Directive
97/18/EC (OJ L 114, 11.5.1997, p. 43).

(®» OJ L 51, 8.3.1995, p. 12.

() OJ L 230, 19.8.1991, p. 1. Directive as last amended by Directive 96/68/EC
(OJ L 277, 30.10.1996, p. 25).

(*) OJ L 331, 7.12.1998, p. 1. Directive as last amended by Regulation (EC) No
1882/2003 (OJ L 284, 31.10.2003, p. 1).

(°) OJ L 262, 27.9.1976, p. 201. Directive as last amended by Directive
97/16/EC (OJ L 116, 6.5.1997, p. 31).

(¢) OJ L 33, 8.2.1979, p. 36. Directive as last amended by the 1994 Act of
Accession.

() OJ L 251, 29.8.1992, p. 13. Regulation as last amended by Regulation (EC)
No 1492/96 (OJ L 189, 30.7.1996, p. 19).

(®) OJ L 327, 3.12.1980, p. 8. Directive as last amended by the 1994 Act of
Accession.

(°) OJ L 183, 29.6.1989, p. 1.
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(e) Council Directive 84/450/EEC of 10 September 1984 relating to the
approximation of the laws, regulations or administrative provisions
of the Member States concerning misleading advertising (*).

4. Article 20 shall not apply to the carriage of biocidal products by
rail, road, inland waterway, sea or air.

Article 2

Definitions

1. For the purposes of this Directive the following definitions shall
apply:

(a) Biocidal products

Active substances and preparations containing one or more active
substances, put up in the form in which they are supplied to the
user, intended to destroy, deter, render harmless, prevent the action
of, or otherwise exert a controlling effect on any harmful organism
by chemical or biological means.

An exhaustive list of 23 product types with an indicative set of
descriptions within each type is given in Annex V.

(b) Low-risk biocidal product

A biocidal product which contains as active substance(s) only one
or more of those listed in Annex I A and which does not contain
any substance(s) of concern.

Under the conditions of use, the biocidal product shall pose only a
low risk to humans, animals and the environment.

(¢) Basic substance

A substance which is listed in Annex I B, whose major use is non-
pesticidal but which has some minor use as a biocide either directly
or in a product consisting of the substance and a simple diluent
which itself is not a substance of concern and which is not directly
marketed for this biocidal use.

The substances, which could potentially enter Annex IB in
accordance with the procedure laid down in Articles 10 and 11,
are inter alia the following:

— carbon dioxide,
— nitrogen,

— cthanol,

— 2-propanol,

— acetic acid,

— kieselguhr.

(1) OJ L 250, 19.9.1984, p. 17.
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(d) Active substance

A substance or micro-organism including a virus or a fungus having
general or specific action on or against harmful organisms.

(e) Substance of concern

Any substance, other than the active substance, which has an
inherent capacity to cause an adverse effect on humans, animals
or the environment and is present or is produced in a biocidal
product in sufficient concentration to create such an effect.

Such a substance, unless there are other grounds for concern, would
be normally a substance classified as dangerous according to
Council Directive 67/548/EEC of 27 June 1967 on the approxi-
mation of laws, regulations and administrative provisions relating
to the classification, packaging and labelling of dangerous
substances ('), and present in the biocidal product at a concentration
leading the product to be regarded as dangerous within the meaning
of Article 3 of Council Directive 88/379/EEC of 7 June 1988 on the
approximation of the laws, regulations and administrative provisions
of the Member States relating to the classification, packaging and
labelling of dangerous preparations (?).

(f) Harmful organism

Any organism which has an unwanted presence or a detrimental
effect for humans, their activities or the products they use or
produce, or for animals or for the environment.

(g) Residues

One or more of the substances present in a biocidal product which
remains as a result of its use including the metabolites of such
substances and products resulting from their degradation or reaction.

(h) Placing on the market

Any supply, whether in return for payment or free of charge, or
subsequent storage other than storage followed by consignment
from the customs territory of the Community or disposal.
Importation of a biocidal product into the customs territory of the
Community shall be deemed to constitute placing on the market for
the purposes of this Directive.

(i) Authorisation

An administrative act by which the competent authority of a
Member State authorises, following an application submitted by
an applicant, the placing on the market of a biocidal product in
its territory or in a part thereof.

(j) Frame-formulation

Specifications for a group of biocidal products having the same use
and user type.

(") OJ 196, 16.8.1967. Directive as last amended by Directive 94/69/EC (OJ

L 381, 31.12.199%4, p. 1).
() OJ L 187, 16.7.1988, p. 14).



1998L0008 — EN — 01.03.2012 — 020.001 — 13

This group of products must contain the same active substances of
the same specifications, and their compositions must present only
variations from a previously authorised biocidal product which do
not affect the level of risk associated with them and their efficacy.

In this context, a variation is the allowance of a reduction in the
percentage of the active substance and/or an alteration in percentage
composition of one or more non-active substances and/or the
replacement of one or more pigments, dyes, perfumes by others
presenting the same or a lower risk, and which do not decrease
its efficacy.

(k) Registration

An administrative act by which the competent authority of a
Member State, following an application submitted by an applicant,
after verification that the dossier meets the relevant requirements of
this Directive, allows the placing on the market of a low-risk
biocidal product in its territory or in a part thereof.

(1) Letter of access

A document, signed by the owner or owners of relevant data
protected under the provisions of this Directive, which states that
these data may be used by the competent authority for the purpose
of granting an authorisation or a registration of a biocidal product
under this Directive.

2. For the purposes of this Directive the definitions for:
(a) substance,

(b) preparation,

(c) scientific research and development,

(d) process-orientated research and development

laid down in Article 2 of Council Directive 67/548/EEC shall apply.

Article 3

Authorisation for placing on the market of biocidal products

1.  Member States shall prescribe that a biocidal product shall not be
placed on the market and used in their territory unless it has been
authorised in accordance with this Directive.

2. By way of derogation from paragraph 1:

(1) Member States shall, subject to registration, allow the placing on
the market and use of a low-risk biocidal product, provided that a
dossier in accordance with Article 8(3) has been submitted and
verified by the competent authorities.

Unless otherwise specified, all provisions relating to authorisation
under this Directive shall also apply to registration.
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(il)) Member States shall allow the placing on the market and use of
commodity substances for biocidal purposes once they have been
entered in Annex IB.

3. (i) Every application for authorisation shall be decided on without
undue delay.

(i) For applications for biocidal products that require registration,
the competent authority shall take a decision within a period of
60 days.

4. Member States shall, on request, or may, on their own initiative,
and where relevant, establish a frame-formulation and communicate it to
the applicant when issuing an authorisation for a particular biocidal
product.

Without prejudice to Articles 8 and 12 and providing that the applicant
has a right of access to the frame-formulation in the form of a letter of
access, when a subsequent application for authorisation for a new
biocidal product is based on this frame-formulation, the competent
authority shall take a decision with regard to this application within a
period of 60 days.

5. Member States shall prescribe that biocidal products are to be
classified, packaged and labelled in accordance with the provisions of
this Directive.

6.  Without prejudice to Article 7(1), authorisations shall be granted
for a maximum period of 10 years from the date of first or renewed
inclusion of the active substance in Annex [ or I A for the product type,
without exceeding the deadline specified for the active substance in
Annex I or I A; they may be renewed after verification that the
conditions imposed in Article 5(1) and (2) are still satisfied. Renewal
may, where necessary, be granted only for the period necessary to allow
the competent authorities of the Member States to make such verifi-
cation, where an application for renewal has been made.

7.  Member States shall prescribe that biocidal products are to be
properly used. Proper use shall include compliance with conditions
established pursuant to Article 5 and specified under the labelling
provisions of this Directive. Proper use shall also involve the rational
application of a combination of physical, biological, chemical or other
measures as appropriate, whereby the use of biocidal products is limited
to the minimum necessary. Where biocidal products are used at work,
use shall also be in accordance with the requirements of Directives for
the protection of workers.

Article 4

Mutual recognition of authorisations

1. Without prejudice to Article 12, a biocidal product that has already
been authorised or registered in one Member State shall be authorised or
registered in another Member State within 120 days, or 60 days
respectively, of an application being received by the other Member
State, provided that the active substance of the biocidal product is
included in Annex I or I A and conforms to the requirements thereof.
For the mutual recognition of authorisations, the application shall
include a summary of the dossier as required in Article 8(2)(a) and
Annex II B, Section X and a certified copy of the first authorisation
granted. For mutual recognition of registration of low-risk biocidal
products, the application shall include the data requirements of
Article 8(3), except for the efficacy data for which a summary shall
suffice.
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The authorisation may be subject to provisions resulting from the imple-
mentation of other measures in accordance with Community law,
relating to the conditions for distribution and use of biocidal products
intended to protect the health of the distributors, users and workers
concerned.

This mutual recognition procedure shall be without prejudice to
measures taken by Member States pursuant to Community law
intended to protect the health of workers.

2. If, in accordance with Article 5, a Member State establishes that:

(a) the target species is not present in harmful quantities,

(b) unacceptable tolerance or resistance of the target organism to the
biocidal product is demonstrated, or

(c) the relevant circumstances of use, such as climate or breeding
period of the target species, differ significantly from those in the
Member State where the biocidal product was first authorised, and
an unchanged authorisation may therefore present unacceptable risks
to humans or the environment,

the Member State may request that certain conditions referred to in
Article 20(3)(e), (f), (h), (j) and (1) be adjusted to the different circum-
stances, so that conditions for issue of an authorisation laid down in
Article 5 are satisfied.

3. Where a Member State believes that a low-risk biocidal product
which has been registered by another Member State does not comply
with the definition provided for in Article 2(1)(b), it may provisionally
refuse registration thereof and shall immediately communicate its
concerns to the competent authority responsible for the verification of
the dossier.

If, within a maximum period of 90 days, an agreement is not reached
between the authorities concerned, the matter will be forwarded to the
Commission for a decision in accordance with the procedure laid down
in paragraph 4.

4. Notwithstanding paragraphs 2 and 3, where a Member State
believes a biocidal product authorised by another Member State
cannot meet the conditions set out pursuant to Article 5(1) and
consequently proposes to refuse the authorisation or the registration or
to restrict the authorisation under certain conditions, it shall notify the
Commission, other Member States and the applicant and shall provide
them with an explanatory document containing the name of the product
and its specification and setting out the grounds on which it proposes to
refuse or to restrict the authorisation.

The Commission shall prepare a proposal on these matters in
accordance with Article 27 for a decision in accordance with the
procedure laid down in Article 28(2).

5. If the procedure laid down in paragraph 4 leads to the confir-
mation of a refusal of a second or subsequent registration by a
Member State, the Member State that had previously registered the
low-risk biocidal product shall, where deemed appropriate by the
Standing Committee, take this refusal into consideration and review
its registration according to Article 6.
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If this procedure confirms the initial registration, the Member State
having introduced the procedure shall register the low-risk biocidal
product concerned.

6. By way of derogation from paragraph 1, Member States may
refuse, subject to the Treaty, mutual recognition of authorisations
granted for product types 15, 17 and 23 of Annex V provided that
such a limitation can be justified and does not jeopardise the purpose
of the Directive.

Member States shall inform each other and the Commission of any
decision taken in this respect and indicate the reasons therefor.

Article 5

Conditions for issue of an authorisation
1. Member States shall authorise a biocidal product only if

(a) the active substance(s) included therein are listed in Annex I or IA
and any requirements laid down in these Annexes are fulfilled;

(b) it is established, in the light of current scientific and technical
knowledge, and is shown from appraisal of the dossier provided
for in Article 8, according to the common principles for the
evaluation of dossiers as laid down in Annex VI, that, when used
as authorised and having regard to:

— all normal conditions under which the biocidal product may be
used,

— how the material treated with it may be used,
— the consequences from use and disposal,
the biocidal product:

(i) is sufficiently effective,

(i) has no unacceptable effects on the target organisms, such as
unacceptable resistance or cross-resistance or unnecessary
suffering and pain for vertebrates,

(ii1) has no unacceptable effects itself or as a result of its residues,
on human or animal health, directly or indirectly (e.g. through
drinking water, food or feed, indoor air or consequences in the
place of work) or on surface water and groundwater,

(iv) has no unacceptable effect itself, or as a result of its residues,
on the environment having particular regard to the following
considerations:

— its fate and distribution in the environment; particularly
contamination of surface waters (including estuarian and
seawater), groundwater and drinking water,

— its impact on non-target organisms;

(c) the nature and quantity of its active substances and, where appro-
priate, any toxicologically or ecotoxicologically significant
impurities and co-formulants, and its residues of toxicological or
environmental significance, which result from authorised uses, can
be determined according to the relevant requirements in Annex IIA,
1IB, IIIA, IIB, IVA or IVB;
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(d) its physical and chemical properties have been determined and
deemed acceptable for purposes of the appropriate use, storage
and transport of the product.

2. A biocidal product classified according to Article 20(1) as toxic,
very toxic or as a category 1 or 2 carcinogen, or as a category 1 or 2
mutagen or classified as toxic for reproduction category 1 or 2, shall not
be authorised for marketing to, or use by the general public.

3. Authorisation may be conditional on, and must stipulate the
conditions relating to marketing and use necessary to ensure compliance
with the provisions of paragraph 1.

4. Where other Community provisions impose requirements relevant
to the conditions for the issue of an authorisation and for use of the
biocidal product, and particularly where these are intended to protect the
health of distributors, users, workers and consumers or animal health or
the environment, the competent authority shall take these into account
when issuing an authorisation and where necessary shall issue the auth-
orisation subject to those requirements.

Article 6

Review of an authorisation

During the period for which an authorisation has been granted, it may
be reviewed at any time, e.g. following information received according
to Article 14, if there are indications that any of the conditions referred
to in Article 5 are no longer satisfied. In such instances the Member
States may require the authorisation holder, or the applicant to whom a
modification of the authorisation has been granted in accordance with
Article 7, to submit further information necessary for the review. If need
be, the authorisation may be prolonged only for the period necessary to
complete the review, but shall be prolonged for the period necessary to
provide for further information.

Article 7

Cancellation or modification of an authorisation

1.  An authorisation shall be cancelled if:

(a) the active substance is no longer included in Annex I or IA as
required by Article 5(1)(a);

(b) the conditions within the meaning of Article 5(1) for obtaining the
authorisation are no longer satisfied;

(c) it is discovered that false or misleading particulars were supplied
concerning the facts on the basis of which the authorisation was
granted.

2. An authorisation may also be cancelled if the authorisation holder
so requests and states the reasons for the cancellation.
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3. When a Member State intends to cancel an authorisation, it shall
inform and hear the authorisation holder. When cancelling the auth-
orisation, the Member State may grant a period of grace for the
disposal or for the storage, marketing and use of existing stocks, of a
length in accordance with the reason for the cancellation without
prejudice to any period provided for by decision taken pursuant to
Directive 76/769/EEC or in connection with paragraph 1(a).

4. Where a Member State considers it necessary, on the basis of
developments in scientific and technical knowledge and to protect
health and the environment, it shall modify the conditions of use of
an authorisation and, in particular, the manner of use or the amounts
used.

5. An authorisation may also be modified if the authorisation holder
requests it and states the reasons for the modification.

6.  Where a proposed modification concerns an extension of uses, a
Member State shall extend the authorisation subject to the particular
conditions placed on the active substance listed in Annex I or IA.

7.  Where a proposed modification of an authorisation involves
changes to the particular conditions placed on the active substance
listed in Annex I or IA, such changes can be made only after evaluation
of the active substance, with regard to the proposed changes, in
accordance with the procedures laid down in Article 11.

8. Modifications shall be granted only if it is established that the
conditions within the meaning of Article 5 remain satisfied.

Article 8

Requirements for authorisation

1. Application for authorisation shall be made by, or on behalf of, the
person who will be responsible for the first placing on the market of a
biocidal product in a particular Member State and shall be to the
competent authority of that Member State. Every applicant shall be
required to have a permanent office within the Community.

2. Member States shall require that an applicant for authorisation of a
biocidal product shall submit to the competent authority:

(a) a dossier or a letter of access for the biocidal product satisfying, in
the light of current scientific and technical knowledge, the
requirements set out in Annex IIB and, where specified, the
relevant parts of Annex IIIB, and

(b) for each active substance in the biocidal product, a dossier or a
letter of access satisfying, in the light of current scientific and
technical knowledge, the requirements set out in Annex IIA and,
where specified, the relevant parts of Annex IITA.

3. By way of derogating from paragraph 2(a), Member States shall
require a dossier comprising the following data for a low-risk biocidal
product:

(1) applicant:

1.1. name and address,
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1.2. manufacturers of the biocidal product and the active
substances,

(names and addresses including location of manufacturer of
the active substance)

1.3. where appropriate, a letter of access to any relevant data
needed,

(1) identity of the biocidal product:
2.1. trade name,
2.2. full composition of the biocidal product,

2.3. physical and chemical properties as referred to in
Article 5(1)(d),

(iii) intended uses:
3.1. product type (Annex V) and field of use,
3.2. category of users,
3.3. method of use,

(iv) efficacy data,

(v) analytical methods,

(vi) classification, packaging and labelling, including a draft label,
according to Article 20,

(vii) safety data sheet prepared in accordance with Article 10 of
Council Directive 88/379/EEC of 7 June 1988 on the approxi-
mation of the laws, regulations, and administrative provisions of
the Member States relating to the classification, packaging and
labelling of dangerous substances (1), or Article 27 of Directive
67/548/EEC.

4. The dossiers shall include a detailed and full description of the
studies conducted and of the methods used or a bibliographical
reference to those methods. The information in the dossiers supplied
in accordance with Article 8(2) shall be sufficient for an evaluation to
be made of the effects and properties referred to in Article 5(1)(b), (c)
and (d). It shall be submitted to the competent authority in the form of
technical dossiers, containing the information and results of the studies
referred to in Annexes IIA and IIB and, where specified, the relevant
parts of Annexes IITA and IIIB.

5. Information which is not necessary owing to the nature of the
biocidal product or of its proposed uses need not be supplied. The
same applies where it is not scientifically necessary or technically
possible to supply the information. In such cases, a justification,
acceptable to the competent authority must be submitted. Such a justifi-
cation may be the existence of a frame-formulation which the applicant
has the right to access.

1 OJ L 187, 1671988, . 14. Directive as amended by Directive 93/18/EEC
p. 14 Y
(OJ L 104, 29.4.1993, p. 46).
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6. If the evaluation of the dossier shows that further information,
including data and results from further testing, is necessary to
evaluate the risks of the biocidal product, the competent authority
shall ask the applicant to submit such information. The time period
for the evaluation of the dossier shall start only after the dossier is
complete.

7. The name of an active substance must be given as registered in the
list contained in Annex I to Directive 67/548/EEC or, if the name is not
included therein, as given in the European Inventory of Existing
Chemical Substances (Einecs), or, if the name is not included therein,
the active substance must be given its International Standards Organi-
sation (ISO) common name. If the latter is not available, the substance
must be designated by its chemical designation according to Inter-
national Union of Pure and Applied Chemistry (IUPAC) rules.

8. As a general principle, tests must be conducted according to the
methods described in Annex V to Directive 67/548/EEC. In the event of
a method being inappropriate or not described, other methods used
should, whenever possible, be internationally recognised and must be
justified. Where appropriate, tests must be conducted in accordance with
the provisions laid down in Council Directive 86/609/EEC of
24 November 1986 on the approximation of laws, regulations and
administrative provisions of the Member States regarding the protection
of animals used for experimental and other scientific purposes (!) and
Council Directive 87/18/EEC of 18 December 1986 on the harmon-
isation of laws, regulations and administrative provisions relating to
the application of the principles of good laboratory practice and the
verification of their applications for tests on chemical substances (?).

9.  Where test data exist that have been generated before the adoption
of this Directive by methods other than those laid down in Annex V to
Directive 67/548/EEC, the adequacy of such data for the purposes of
this Directive and the need to conduct new tests according to Annex V
must be decided on a case-by-case basis, taking into account, among
other factors, the need to minimise testing on vertebrate animals.

10.  Competent authorities as referred to within the meaning of
Article 26 shall ensure that a file is compiled on each application.
Each file shall contain at least a copy of the application, a record of
the administrative decisions taken by the Member State concerning the
application and concerning the dossiers submitted in accordance with
paragraph 2, together with a summary of the latter. On request, Member
States shall make available to the other competent authorities and to the
Commission the files provided for in this paragraph; they shall supply to
them, on request, all information necessary for full comprehension of
applications and shall, where requested, ensure that applicants provide a
copy of the technical documentation laid down in paragraph 2.

! L 358, 18.12.1986, p. 1.

() 0J
() OJ L 15, 17.1.1987, p. 29.
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11.  Member States my require that samples of the preparation and of
its ingredients be provided.

12. Member States may require that applications for authorisation be
submitted in their national or official languages or one of these
languages.

Article 9

Placing on the market of active substances

Member States shall prescribe that where a substance is an active
substance for use in biocidal products it may not be placed on the
market for such use unless:

(a) where the active substance was not on the market before the date
referred to in Article 34(1), a dossier has been forwarded to a
Member State, which satisfies the requirements of Article 11(1)
and is accompanied by the declaration that the active substance is
intended for inclusion in a biocidal product. This shall not apply to
substances for use pursuant to Article 17,

(b) it is classified, packaged and labelled in accordance with the
provisions of Directive 67/548/EEC.

Article 10

Inclusion of an active substance in Annexes I, IA or IB

1. In the light of current scientific and technical knowledge, an active
substance shall be included in Annex I, Annex IA or IB for an initial
period not exceeding 10 years if it may be expected that

— biocidal products containing the active substance,

— low-risk biocidal products complying with the definition in
Article 2(1)(b),

— commodity substances complying with the definition in
Article 2(1)(c),

will fulfil the conditions laid down in Article 5(1)(b), (c¢) and (d), taking
into account, where relevant, cumulation effects from the use of biocidal
products containing the same active substances.

An active substance cannot be included in Annex IA if it is classified
according to Directive 67/548/EEC as:

— carcinogenic,

— mutagenic,

— toxic for reproduction,
— sensitising, or

— is bioaccumulative and does not readily degrade.
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Where appropriate, the entry of an active substance in Annex A shall
refer to the concentration ranges between which the substance can be
used.

2. Inclusion of an active substance in Annexes I, IA or IB shall,
where appropriate, be subject to the following:

(i) requirements on:

(a) the minimum degree of purity of the active substance,

(b) the nature and maximum content of certain impurities,

(c) product type in which it may be used,

(d) manner and area of use,

(e) designation of categories of users (e.g. industrial, professional
or non-professional),

(f) other particular conditions from the evaluation of the
information which has been made available in the context of
this Directive;

(i1) the establishment of the following:

(a) acceptable operator exposure level (AOEL), if necessary,

(b) where relevant, an acceptable daily intake for man (ADI) and a
maximum residue limit (MRL),

(c) fate and behaviour in the environment and impact on non-target
organisms.

3. The inclusion in Annex I, IA or IB of an active substance shall be
restricted to those product types in Annex V for which relevant data
have been submitted in accordance with Article 8.

4. The inclusion of an active substance in Annex I, IA or IB may be
renewed on one or more occasions for periods not exceeding 10 years.
The initial inclusion, as well as any renewed inclusion, may be reviewed
at any time if there are indications that any of the requirements referred
to in paragraph 1 are not longer satisfied. Renewal may, where
necessary, be granted only for the minimum period necessary to
complete a review, where an application has been made for such
renewal, and shall be granted for the period necessary to provide
further information requested in accordance with Article 11(2).

5. (i) An entry of an active substance in Annex I and, where relevant,
IA or IB may be refused or removed,

— if the evaluation of the active substance in accordance with
Article 11(2) shows that, under normal conditions under
which it may be used in authorised biocidal products, risks
to health or the environment still give rise to concern, and
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— if there is another active substance on Annex I for the same
product type which, in the light of scientific or technical
knowledge, presents significantly less risk to health or to
the environment.

When such a refusal or removal is considered, an assessment of
an alternative active substance or substances shall take place to
demonstrate that it can be used with similar effect on the target
organism without significant economic and practical disad-
vantages for the user and without an increased risk for health
or for the environment.

vM10
The assessment shall be circulated in accordance with
Article 11(2) for a decision to be adopted by the Commission
in accordance with the procedure laid down in Article 27. That
decision, designed to amend non-essential elements of this
Directive, shall be adopted in accordance with the regulatory
procedure with scrutiny referred to in Article 28(4).

(i) The refusal or removal of an Annex I and, where relevant, TA or
IB entry shall be carried out under the following conditions:

1. the chemical diversity of the active substances should be
adequate to minimise occurrence of resistance in the target
organism;

2. it should be applied only to active substances which, when
used under normal conditions in authorised biocidal products,
present a significantly different level of risk;

3. it should be applied only to active substances used in products
of the same product type;

4. it should be applied only after allowing the possibility, where
necessary, of acquiring experience from use in practice, if it is
not already available;

v MI0
5. the complete data dossiers of the evaluation serving or having
served for entry in Annexes I, IA or IB shall be put at the

disposal of the committee referred to in Article 28(1).

(iii) A decision to remove an Annex I entry shall not have immediate
effect but shall be delayed for a period of up to a maximum of
four years from the date of that decision.
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Article 11

Procedure for inclusion of an active substance in Annex I, IA or IB

1. Inclusion, or subsequent changes to the inclusion, of an active
substance in Annex I, IA or IB shall be considered when:

(a) an applicant has forwarded to the competent authority of one of the
Member States:

(1) a dossier for the active substance satisfying the requirements of
Annex IVA or the requirements of Annex IIA and, where
specified, the relevant parts of Annex IIIA;

(i1) a dossier for at least one biocidal product containing the active
substance satisfying the requirements of Article 8, with the
exception of paragraph 3 thereof;

(b) the receiving competent authority has verified the dossiers and
believes them to satisfy the requirements of Annex IVA and
Annex IVB or the requirements of Annex ITA and Annex IIB
and, where relevant, Annexes IIIA and IIIB, accepts them and
agrees to the applicant forwarding a summary of the dossiers to
the Commission and the other Member States.

2. The receiving competent authority shall, within 12 months of
accepting the dossiers, carry out an evaluation thereof. A copy of the
evaluation shall be sent by the competent authority to the Commission,
the other Member States and to the applicant, together with a recom-
mendation for the inclusion, or otherwise, of the active substance in
Annex I, IA or IB.

If, when the dossiers are evaluated, it appears that further information is
necessary for full evaluation to be made, the receiving competent
authority shall ask that the applicant submit such information. The
12-month period shall be suspended from the date of issue of the
competent authority's request until the date the information is
received. The competent authority shall inform the other Member
States and the Commission of its action when it informs the applicant.

3. To avoid dossiers being evaluated by only a few Member States,
the evaluation can be carried out by Member States other than the
receiving one. A request for this shall be given when the dossiers are
accepted, and the decision shall be taken in accordance with the
procedure laid down in Article 28(2). The decision shall be taken at
the latest one month after receipt by the Commission of the request.

VYM10
T 4. On receipt of the evaluation, the Commission shall, in accordance
with Article 27, prepare a proposal without undue delay for a decision
to be taken at the latest 12 months after the receipt of the evaluation
referred to in paragraph 2. That decision, designed to amend non-
essential elements of this Directive, shall be adopted in accordance
with the regulatory procedure with scrutiny referred to in Article 28(4).
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Article 12

Use of data held by competent authorities for other applicants

1.  Member States shall not make use of the information referred to in
Article 8 for the benefit of a second or subsequent applicant:

(a) unless the second or subsequent applicant has the written agreement
in the form of a letter of access of the first applicant that use may
be made of such information, or

(b) in the case of an active substance not on the market on the date
referred to in Article 34(1), for a period of 15 years from the date of
first inclusion in Annex I or IA, or

(¢) in the case of an active substance already on the market on the date
referred to in Article 34(1):

(1) until 14 May 2014 for any information submitted for the
purposes of this Directive, except where such information is
already protected under existing national rules relating to
biocidal products. In such cases, the information shall
continue to be protected in that Member State until the
expiry of any remaining period of data protection provided
for under national rules, but not beyond 14 May 2014 or, if
applicable, not beyond the date to which the transitional period
referred to in Article 16(1) is extended in accordance with
Article 16(2);

(ii) for a period of 10 years from the date of entry of an active
substance onto Annex I or A for information submitted for the
first time in support of the first inclusion in Annex I or IA of
either the active substance or an additional product type for
that active substance,

(d) in the case of any further information submitted for the first time for
any of the following:

(1) variation of the requirements of the entry on Annex I or IA;

(i) maintenance of the entry of Annex I or 1A

for a period of five years from the date of decision following receipt
of further information unless the five-year period expires before the
period provided for in paragraphs 1(b) and (c), in which case the
period of five years shall be extended so as to expire on the same
date as those periods.
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2. Member States shall not make use of the information referred to in
Article 8, for the benefit of a second or subsequent applicant:

(a) unless the second or subsequent applicant has the written agreement
in the form of a letter of access of the first applicant that use may
be made of such information; or

(b) in the case of a biocidal product containing an active substance not
on the market on the date referred to in Article 34(1) for a period of
10 years from the date of first authorisation in any Member State,
or;

(c) in the case of a biocidal product containing an active substance
already on the market on the date referred to in Article 34(1);
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(i) until 14 May 2014 for any information submitted for the
purposes of this Directive, except in the case where data are
already protected according to existing national rules relating
to biocidal products, in which case such data shall be protected
in that Member State until the expiry of any remaining period
of data protection provided for under those national rules, but
not beyond 14 May 2014 or, if applicable, not beyond the date
to which the transitional period referred to in Article 16(1) is
extended in accordance with Article 16(2);

(ii) for a period of 10 years from the date of entry of an active
substance onto Annex I or IA, for information which is
submitted for the first time in support of the inclusion in
Annex I or IA either of the active substance or of an additional
product type for that active substance;

(d) in the case of any data submitted for the first time for either of the
following:

(1) variation of the conditions of authorisation of a biocidal
product;

(i) submission of data necessary to maintain entry of an active
substance onto Annex I or TA

for a period of five years from the date of first receipt of further
information, unless the five-year period expires before the period in
paragraphs (b) and (c), in which case the period of five years shall
be extended so as to expire on the same date as those periods.

3.  For decisions to be taken in accordance with Article 10(5), the
information referred to in para