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SHORT JUSTIFICATION

The purpose of the proposal for a regulation concerning the placing on the market and use of 
biocidal products is to revise the existing European Union regulatory framework; this is 
currently provided by Directive 98/8/EC, which would consequently be repealed.

Biocides are products, containing one or more active substances, intended to destroy, deter, 
render harmless, prevent the action of, or otherwise exert a controlling effect on any organism 
which is harmful to human or animal health and to the environment.  Biocides, used with 
care, are part of everyday life in our society, in that they prevent the spread of diseases and 
promote a high standard of hygiene in a heavily populated environment. Some of these 
products may be intrinsically hazardous. 

The biocides market in the European Union is estimated to be worth some € 900 million 
annually, and around 90 000 tonnes of products are placed on the market every year. Directive 
98/8/EC constitutes the first legislative framework to regulate the placing on the market and 
use of such products. In this proposal for a regulation the Commission has introduced a series 
of improvements to several aspects of the regulatory framework, such as the length of the 
procedures for authorising and evaluating active substances and biocidal products, and the 
lack of a centralised procedure, of specific rules on parallel trade and of a requirement to 
share vertebrate animal studies.  

The proposal for a regulation under consideration duly responds to the need that was felt for 
revision and simplification, and addresses the existing problems properly.  However, the 
rapporteur considers that the proposal could be further improved so as to achieve:

- maximum simplification of the procedures for authorising and evaluating active substances 
and biocidal products, of research and development activities and of the national tariff system;

- greater harmonisation of the European market and of national regulatory approaches, 
primarily through a clearer definition of the procedures for mutual recognition, central 
authorisation and the protection of sensitive data;

- a reduction in the costs, and the abolition, of administrative obstacles, especially for small 
and medium-sized firms, ensuring that they have appropriate technical, linguistic and 
administrative support in a system which may be very complex, particularly for those without 
the requisite experience;

- greater consumer protection, providing an appropriate labelling system which is in keeping 
with the level of risk and conveys useful and pertinent information with the aim of protecting 
the health of all types of consumers, especially non-experts.

This is why the rapporteur has proposed a series of amendments to the Commission text 
which are along the lines described above and which concern matters which are being dealt 
with under the joint competence of the Committee on the Internal Market and Consumer 
Protection in accordance with the procedure with associated committees (Rule 50 of the Rules 
of Procedure).  In addition to the changes proposed to Articles 25, 28, 44, 47, 54, 58 and 62, 
which are matters of joint competence, the rapporteur considered it appropriate to table 
further improvements to other parts of the text, as well, with the aim of:
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(a) improving the procedures and requirements for access to data, in order to create the 
conditions for regulating the phenomenon of 'free riders', in particular by tightening up 
Article 83;

(b) reducing the time, and hence the cost, involved in the procedures for validating and 
evaluating applications, for decision-taking by the Commission and the competent authorities, 
or for renewing authorisations;

(c) defining more clearly administrative or non-substantive changes to frame formulations or 
to products authorised under the same frame formulation;

(d) getting rid of the arbitrary discrimination against those disinfectant products which cannot 
benefit from the exclusion criteria described in Article 5;

(e) examining the appropriateness of replacing a product once the requisite experience with it 
has been obtained;

(f) improving the procedures for mutual recognition of national authorisations;

(g) balancing the conditions for parallel trade in identical products based on the same source 
and the same co-formulants;

(h) improving the labelling of the items and materials dealt with, drawing a distinction 
between those which can release a biocidal product and those which cannot do so; defining 
more clearly the details to be included on the label, apart from the positioning thereof, in 
order to provide effective and appropriate information;

(i) bringing the provisions of the regulation into line with the existing legislation, with 
particular reference to REACH and to the rules on plant protection products and concerning 
the abolition of the distinction between new and existing data, the provisions relating to 
research and development and the role of the Agency.

The rapporteur will not include in this opinion the changes needed to adjust to the new system 
of delegated acts introduced by the Lisbon Treaty, since these will be made by the committee 
responsible. 
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AMENDMENTS

The Committee on the Internal Market and Consumer Protection calls on the Committee on 
the Environment, Public Health and Food Safety, as the committee responsible, to incorporate 
the following amendments in its report:

Amendment 1

Proposal for a regulation
Recital 11 a (new)

Text proposed by the Commission Amendment

(11a) In order to achieve the highest level 
of protection of human and animal health 
and of the environment, the Commission 
should submit, within two years of the 
entry into force of this Regulation, a 
report to the European Parliament and 
the Council regarding adequate measures 
to promote the sustainable use of biocidal 
products across the different product 
types. That report may  cover issues 
concerning the training, certification and 
re-certification of professional users; the 
provision of dedicated information points 
for non-professional users; the adoption 
of national plans for reducing the risks 
associated with the use of biocidal 
products; the use of the best technologies 
available; the requirement to notify the 
competent authorities of incidents; the use 
of the requisite equipment and other risk-
reduction measures; the development of 
risk indicators per product category; 
measures against illegal products; 
guidelines with regard to the storage; the 
recycling and disposal of products; soil 
and air contamination; and use in densely 
populated areas or in those with a high 
concentration of food resources. On the 
basis of this report, the Commission 
should present, where appropriate, 
legislative proposals. 

Amendment 2
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Proposal for a regulation
Recital 20 

Text proposed by the Commission Amendment

(20) As products used for the preservation 
of food or feedstocks by the control of 
harmful organisms, previously covered by 
product type 20, are covered by Council 
Directive 89/107/EEC and Regulation 
(EC) No 1831/2003 of the European 
Parliament and of the Council, it is not 
appropriate to maintain this product type.

deleted

Justification

It is necessary to keep former Directive 98/80/EC’s biocidal product type 20 (‘Preservatives 
for food or feedstocks’), but its definition needs to be amended, given that these biocidal 
products are not preservatives but disinfectants (as a consequence, the older definition led to 
confusion). For instance, products used to disinfect feed from human pathogens such as 
Salmonella do not meet the requirements of the feed additives regulations. Indeed, the 
products do not ‘favourably affect the feed’ nor enhance its performance.

Amendment 3

Proposal for a regulation
Recital 45

Text proposed by the Commission Amendment

(45) In view of the benefits for the internal 
market and for the consumer, it is desirable 
to establish harmonised rules for parallel 
trade of substantially identical biocidal 
products that are authorised in different 
Member States.

(45) In view of the benefits for the internal 
market and for the consumer, it is desirable 
to establish harmonised rules for parallel 
trading of identical biocidal products 
which are authorised in different Member 
States.

Justification

By restricting parallel trade authorisation to identical products based on the same source of 
active substances and co-formulants, a more reasonable balance is achieved between free 
trade in goods and a safe market environment. The same approach was used for the placing 
of plant protection products on the market.
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Amendment 4

Proposal for a regulation
Recital 48

Text proposed by the Commission Amendment

(48) Applicants that have invested in 
supporting the inclusion of an active 
substance in Annex I or in the authorisation 
of a biocidal product in accordance with 
the provisions of this Regulation should be 
able to recover part of their investment by 
receiving equitable compensation 
whenever use of proprietary information 
which they submitted in support of such 
inclusions or authorisations is made for the 
benefit of subsequent applicants.

(48) Applicants who have invested in 
supporting the inclusion of an active 
substance in Annex I or in the authorisation 
of a biocidal product in accordance with 
the provisions of this Regulation or those 
of Directive 98/8/EC should be able to 
recover part of their investment by 
receiving equitable compensation 
whenever use of proprietary information 
which they submitted in support of such 
inclusions or authorisations is made for the 
benefit of subsequent applicants.

Justification

In the interests of greater clarity it is worthwhile to insert a reference to Directive 98/8/EC, 
so as not to exclude those who have made investments under the existing regulatory 
framework.  

Amendment 5

Proposal for a regulation
Recital 66 

Text proposed by the Commission Amendment

(66) Taking into consideration that some 
products were not previously covered by 
the Community legislation in the field of 
biocidal products, it is appropriate to allow 
for a transitional period for the companies 
to be prepared to apply the rules 
concerning in situ generated active 
substances, treated articles and materials
and food contact materials.

(66) Taking into consideration that some 
products were not previously covered by 
the Community legislation in the field of 
biocidal products, it is appropriate to allow 
for a transitional period for the companies 
to be prepared to apply the rules 
concerning in situ generated active 
substances and treated articles and 
materials.

Justification

Food contact materials should not be within the scope of the Proposal as this would lead to 
double regulation and assessment. Food contact materials are already regulated by the Food 
Contact Materials Framework Regulation (EC) No 1935/2004. Should any changes be made 
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to the rules governing food contact materials, they should be addressed through a revision of 
the food contact legislation, not by extending the scope of the BPR.

Amendment 6

Proposal for a regulation
Article 1 – paragraph – 1 (new)

Text proposed by the Commission Amendment

-1. This Regulation establishes a
framework for achieving the free 
movement of biocides in the internal 
market, while ensuring a high level of 
protection of human and animal health 
and of the environment. 

Amendment 7

Proposal for a regulation
Article 1 – paragraph – 1 a (new)

Text proposed by the Commission Amendment

1a. The provisions of this Regulation are 
based on the precautionary principle in 
order to ensure that the active substances 
or products placed on the market do not 
adversely affect human or animal health 
or the environment. In particular, 
Member States shall not be prevented 
from applying the precautionary principle 
where there is scientific uncertainty as to 
the risks with regard to human or animal 
health or the environment posed by the 
biocidal products to be authorised in their 
territory. 

Amendment 8

Proposal for a regulation
Article 1 a (new) 
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Text proposed by the Commission Amendment

Article 1a
Aim

The aim of this Regulation shall be a high 
level of health and environmental 
protection. Special attention shall be paid 
to protecting children, pregnant women 
and the sick.

Amendment 9

Proposal for a regulation
Article 2 – paragraph 2 – point p a (new)

Text proposed by the Commission Amendment

(pa) Regulation (EC) No 1935/2004 of the 
European Parliament and of the Council 
of 27 October 2004 on materials and 
articles intended to come into contact with 
food and repealing Directives 80/590/EEC 
and 89/109/EEC1;
________
1 OJ L 338, 13.11.2004, p. 4.

Justification

Food contact materials should not be within the scope of the Proposal as this would lead to 
double regulation and assessment. Food contact materials are already regulated by the Food 
Contact Materials Framework Regulation (EC) No 1935/2004. Should any changes be made 
to the rules governing food contact materials, they should be addressed through a revision of 
the food contact legislation, not by extending the scope of the BPR.

Amendment 10

Proposal for a regulation
Article 3 – paragraph 1 – point f

Text proposed by the Commission Amendment

(f) 'substance of concern' means (f) 'substance of concern' means
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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 present risks of 
such an effect;

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 present risks of 
such an effect.

Such a substance, unless there are other 
grounds for concern, should normally be a 
substance classified as dangerous within 
the meaning of Directive 67/548/EEC of 27 
June 1967 on the approximation of the 
laws, regulations and administrative  
provisions relating to the classification, 
packaging and labelling of dangerous 
substances1 and be present in the biocidal 
product at a concentration leading the 
product to be regarded as dangerous within 
the meaning of Directive 1999/45/EC or 
Regulation (EC) No 1272/2008;
________
1 OJ 196, 16.8.1967, p. 1.

Justification

The additional text reflects the definition already included in Directive 98/8/EC and has been 
inserted, updated in line with the existing legislation, to ensure greater clarity and 
consistency.

Amendment 11

Proposal for a regulation
Article 3 – paragraph 1 – point k

Text proposed by the Commission Amendment

(k)'treated material or article' means (k) 'treated material or article' means
any substance, mixture, material or article 
which was treated with or incorporates one 
or more biocidal products with the 
intention to protect the substance, 
mixture, material or article from 
deterioration caused by harmful 
organisms;

any substance, mixture, material or article 
which was treated with or incorporates one 
or more biocidal products with the aim of 
performing the biocidal function for 
which it is intended;
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Justification

This amendment broadens the definition of treated articles and materials to include both 
articles such as paints and varnishes, which contain preserving agents, and articles with 
external effects, such as mosquito nets, which contain a biocidal product. The assessment is 
thus a chemical one.

Amendment 12

Proposal for a regulation
Article 3 – paragraph 1 – point q

Text proposed by the Commission Amendment

(q) 'letter of access' means (q) 'letter of access' means
an original document, signed by the owner 
or owners of information, which states that 
the information may be used by the 
competent authorities, the European 
Chemicals Agency, or the Commission for 
the purpose of evaluating an active 
substance or granting an authorisation;

an original document, signed by the owner 
or owners of information or their 
representative, which states that the 
information may be used by the competent 
authorities, the European Chemicals 
Agency, or the Commission for the 
purpose of evaluating an active substance 
or granting an authorisation for the benefit 
of a third party;

Justification

The clarifications inserted into the text of this point are intended to improve the definition of 
'letter of access'.

Amendment 13

Proposal for a regulation
Article 3 – paragraph 1 – point s 

Text proposed by the Commission Amendment

s) "food contact materials' means deleted
any material and article intended to come 
into contact with food which are covered 
by Regulation (EC) No 1935/2004;

Justification

Food contact materials should not be within the scope of the Proposal as this would lead to 
double regulation and assessment. Food contact materials are already regulated by the Food 
Contact Materials Framework Regulation (EC) No 1935/2004. Should any changes be made 
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to the rules governing food contact materials, they should be addressed through a revision of 
the food contact legislation, not by extending the scope of the BPR.

Amendment 14

Proposal for a regulation
Article 3 – paragraph 1 – point u a (new)

Text proposed by the Commission Amendment

(ua) 'administrative change' means
a variation to an existing authorisation of 
a purely administrative nature, which 
does not involve a reassessment of the risk 
for public health or the environment or 
the efficacy of the product; 

Justification

The kinds of variation which may be made to an existing authorised biocidal product (change 
of address, changes to the name of the producer, etc.) should be defined.

Amendment 15

Proposal for a regulation
Article 3 – paragraph 1 – point u b (new)

Text proposed by the Commission Amendment

(ub) 'minor change' means
a variation to an existing authorisation 
which cannot be deemed to be an 
administrative variation as it requires a 
limited reassessment of the risk for public 
health or the environment or of the 
efficacy of the product, and does not 
adversely affect the level of risk for public 
health or the environment or the efficacy 
of the product;

Justification

The kinds of variation which may be made to an existing authorised biocidal product should 
be defined.
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Amendment 16

Proposal for a regulation
Article 3 – paragraph 1 – point u c (new)

Text proposed by the Commission Amendment

(uc) 'major change' means
a variation to an existing authorisation 
which cannot be deemed to be an 
administrative change or a minor change.

Justification

The kinds of variation which may be made to an existing authorised biocidal product should 
be defined.

Amendment 17

Proposal for a regulation
Article 3 a (new)

Text proposed by the Commission Amendment

Article 3a
Prospective applications for inclusion

1. A prospective applicant seeking the 
inclusion of an active substance in 
Annex I shall inquire of the Agency 
whether:
(a) the active substance is included in 
Annex I;
(b) an application has already been made 
to have the same active substance 
included in Annex I;
(c) the same substance is registered 
pursuant to Regulation (EC) 
No 1907/2006.
2. The prospective applicant shall forward 
the following information to the Agency 
with the application:
(a) the general information on the 
applicant’s identity as laid down in 
section 1 of Annex VI to Regulation (EC) 
No 1907/2006, with the exception of 
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sections 1.2 and 1.3;
(b) the identity of the active substance as 
laid down in section 2 of Annex VI to 
Regulation (EC) No 1907/2006;
(c) which requests for information will 
require new vertebrate animal studies;
(d) which requests for information will 
require other new studies.
3. If the same active substance is not 
included in Annex I or is not registered 
pursuant to Regulation (EC) 
No 1907/2006 the Agency shall inform the 
prospective applicant accordingly, 
otherwise the Agency shall supply the 
prospective applicant, without delay, with 
the names and addresses of previous 
applicants and registrants and with the 
summaries of the studies already supplied.  
4. The Agency shall at the same time 
inform the previous applicant or 
registrant of the name and address of the 
prospective applicant seeking inclusion in 
Annex I. The available vertebrate animal 
studies shall be shared with the 
prospective applicant in accordance with 
Chapter XI of this Regulation.

Justification

The procedures described are necessary in order to avoid duplicating tests on vertebrate 
animals and to comply with requests for Annex II information. The 'obligation to provide 
information' under the REACH Regulation is made mutual, as the Agency will have the 
requisite infrastructure and experience to apply this procedure.

Amendment 18

Proposal for a regulation
Article 4 – paragraph 1 

Text proposed by the Commission Amendment

1. An active substance shall be included in 
Annex I for an initial period not exceeding 
10 years if the biocidal products containing 
that active substance fulfil the conditions 

1. An active substance shall be included in 
Annex I for an initial period not exceeding 
10 years if at least one of the biocidal 
products containing that active substance 
fulfils the conditions laid down in point (b) 
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laid down in point (b) of Article 16(1). of Article 16(1).

Justification

The proposed addition reflects the concept of inclusion in Annex I more clearly. At the time of 
inclusion the dossier must be submitted for at least one representative biocidal product the 
active substance of which meets the conditions laid down.

Amendment 19

Proposal for a regulation
Article 4 – paragraph 3 – introductory part

Text proposed by the Commission Amendment

3. An active substance shall, where 
appropriate, be included in Annex I 
together with any of the following 
conditions:

3. An active substance and a statement of 
the reference source of the active 
substance, for determining technical 
equivalence referred to in Article 3(1)(u), 
shall, where appropriate, be included in 
Annex I together with any of the following 
conditions:

Justification

To ensure consistency with the information included in the dossier submitted with the 
application for inclusion, for the purpose of determining technical equivalence it is necessary 
to specify the source of the active substance to be included. In the interests of greater 
consistency it is important to link the chemical substance described in Annex I to the data 
which have supported its inclusion in the annex. 

Amendment 20

Proposal for a regulation
Article 5 – paragraph 1 – point a

Text proposed by the Commission Amendment

(a) the exposure of humans to that active 
substance in a biocidal product, under 
normal conditions of use, is negligible, in 
particular where the product is used in 
closed systems or strictly controlled 
conditions;

(a) the exposure of humans to that active 
substance in a biocidal product, under 
prescribed conditions of use, is negligible 
or adequately controlled, taking account 
of the intrinsic hazards presented by the 
substance, in particular where the product 
is used in closed systems or strictly 
controlled conditions;
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Justification

Exclusion should be decided on the basis of a risk analysis (a combination of hazardousness 
and exposure). If it is scientifically proven that all the risks associated with the use of these 
products are properly controlled, the active substances should be authorised.

Amendment 21

Proposal for a regulation
Article 5 – paragraph 1 – subparagraph 2

Text proposed by the Commission Amendment

Point (c) shall not apply to active 
substances for product types 4 and 14 
to 19.

deleted

Justification

The deletion of the provision which discriminates against certain types of product, when there 
are no scientific grounds for doing so, is a matter of importance. Preventive exclusion is 
counter-productive for trade, and above all for innovation, since it curtails the range of 
substances which could potentially be used as biocides in future. Such products, ranging from 
rodenticides to disinfectants and insecticides, are hugely beneficial, in particular in some 
regions of Europe, where it is vital to combat rat or insect infestations for hygiene and 
environmental reasons.

Amendment 22

Proposal for a regulation
Article 5 – paragraph 2 – point d

Text proposed by the Commission Amendment

(d) active substances identified under 
Article 57(f) of Regulation (EC) 
No 1907/2006 as having endocrine 
disrupting properties.

(d) active substances identified under 
Article 57(f) of Regulation (EC) 
No 1907/2006 as having endocrine 
disrupting properties. The scientific 
criteria for determining endocrine 
disrupting properties pursuant to 
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 and repealing Council 
Directives 79/117/EEC and 91/414/EEC1

shall apply.
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______
1OJ L 309, 24.11.2009, p. 1.

Justification

Since no criteria exist at present for the approval of endocrine disrupters, these should be 
adopted pursuant to Regulation (EC) No 1107/2009 on the placing on the market of plant 
protection products, which entered into force on 24 November 2009.

Amendment 23

Proposal for a regulation
Article 6 – paragraph 1 – points a and b 

Text proposed by the Commission Amendment

(a) a dossier for the active substance 
satisfying the requirements set out in 
Annex II;

(a) a dossier or, where appropriate, a letter 
of access for the active substance 
satisfying the requirements set out in 
Annex II;

(b) a dossier for at least one representative 
biocidal product that contains the active 
substance satisfying the requirements set 
out in Annex III. 

(b) a dossier or, where appropriate, a letter 
of access for at least one representative 
biocidal product that contains the active 
substance satisfying the requirements set 
out in Annex III. 

Justification

Applicants may not be in legitimate possession of all the data in support of the application: it 
makes sense to provide for the possibility of using a letter of access to the data.

Amendment 24

Proposal for a regulation
Article 7 – paragraph 1 

Text proposed by the Commission Amendment

1. The applicant shall submit an application 
to include an active substance in Annex I, 
or to make subsequent amendments to the 
conditions of inclusion of an active 
substance, to the European Chemicals 
Agency (hereinafter referred to as 'the 
Agency') and inform it of the name of the 
competent authority of the Member State 
that he chooses to evaluate his application. 

1. The applicant shall submit an application 
to include an active substance in Annex I, 
or to make subsequent amendments to the 
conditions of inclusion of an active 
substance, to the European Chemicals 
Agency (hereinafter referred to as 'the 
Agency'). The Agency shall indicate the 
name of the competent authority of the 
Member State that it has chosen to 
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That competent authority (hereinafter 
referred to as 'the evaluating competent 
authority') shall be responsible for the 
evaluation of the application.

evaluate the application. That competent 
authority (hereinafter referred to as 'the 
evaluating competent authority') shall be 
responsible for the evaluation of the 
application.

Justification

Steps must be taken to ensure that certain Member States are not required to deal with a 
plethora of applications, thereby guaranteeing a balanced division of tasks among the 
Member States.

Amendment 25

Proposal for a regulation
Article 7 – paragraph 1 a (new)

Text proposed by the Commission Amendment

1a. The Agency shall assign a reference 
number to each application, which shall 
be used for all correspondence 
concerning the application until the active 
substance is included in Annex I, and a 
submission date corresponding to the date 
of receipt by the Agency. 

Justification

A reference number assigned to each application would enable the relevant administrative 
procedure to be clearly identified, thus permitting speedy detection and speedy access, if need 
be, to the relevant data and information.

Amendment 26

Proposal for a regulation
Article 7 – paragraph 3 – first subparagraph – introductory part

Text proposed by the Commission Amendment

3. Within two months after the receipt of 
an application, the Agency shall validate 
the application if it complies with the 
following requirements:

3. Within three weeks of the receipt of an 
application, the Agency shall validate the 
application if it complies with the 
following requirements:
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Justification

In order to ensure greater consistency with the existing legislation the Agency should keep to 
the same time limits as those laid down in the REACH Regulation (Article 20) where the 
validation of applications is concerned.

Amendment 27

Proposal for a regulation
Article 7 – paragraph 4 – subparagraph 2

Text proposed by the Commission Amendment

The Agency shall, within two months from
the receipt of the additional information, 
determine whether the additional 
information submitted is sufficient to 
validate the application.

The Agency shall, within three weeks of
the receipt of the additional information, 
determine whether the additional 
information submitted is sufficient to 
validate the application.

Justification

Additional time may be allowed for entering all the data in the Community register, but this 
should not delay the evaluation of applications.

Amendment 28

Proposal for a regulation
Article 7 – paragraph 4 a (new)

Text proposed by the Commission Amendment

4a. Within two months of receipt of an 
application, the Agency shall register 
each part of the information in the dossier 
with a unique identifying code.

Justification

Together with the inclusion of the active principles and the name of the firm in Annex 1, 
registering each part of the information is a further appropriate and effective means of 
preventing 'free-riding'. Registering this information will also provide for transparency and 
data sharing.
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Amendment 29

Proposal for a regulation
Article 8 – paragraph 5 

Text proposed by the Commission Amendment

5. On receipt of the opinion of the Agency, 
the Commission shall adopt a decision on 
the application to include the active 
substance in Annex I. That decision, 
designed to amend non-essential elements 
of this Regulation by supplementing it, 
shall be adopted in accordance with the 
regulatory procedure with scrutiny referred 
to in Article 72(4).

5. On receipt of the opinion of the Agency, 
the Commission shall adopt a decision on 
the application to include the active 
substance in Annex I. That decision, 
designed to amend non-essential elements 
of this Regulation by supplementing it, 
shall be adopted in accordance with the 
regulatory procedure with scrutiny referred 
to in Article 72(4). When the Commission 
decides to include the active substance in 
Annex I, the name(s) of the applicant(s) 
shall be indicated.

Justification

Including the active principle in Annex 1, together with the name of the firm, is an 
appropriate and effective way of preventing 'free-riding', since it makes it possible to quickly 
identify the firm which has supported the substance. The inclusion of a substance in Annex 1 
is always the result of an application made by an applicant. In accordance with REACH, the 
'no data, no market' principle should also apply to this regulation.

Amendment 30

Proposal for a regulation
Article 8 – paragraph 5 a (new)

Text proposed by the Commission Amendment

5a. With the decision to include the active 
substance in Annex I, the Agency shall 
assign to the substance in question a 
specific registration number for the 
substance and for the applicant. The 
Agency shall without delay inform the 
applicant of the number and the date of 
registration. This registration number 
shall be used in all further 
correspondence regarding the active 
substance and for product authorisation 
as referred to in Chapter IV of this 
Regulation.
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Justification

Including the active principle in Annex 1, together with the name of the firm, is an 
appropriate and effective way of preventing 'free-riding', since it makes it possible to quickly 
identify the firm which has supported the substance. Only firms which have requested 
inclusion of an active substance in Annex 1 are authorised to issue letters of access to the 
dossier for that substance. In accordance with REACH, the 'no data, no market' principle 
should also apply to this regulation.

Amendment 31

Proposal for a regulation
Article 9 – paragraph 1

Text proposed by the Commission Amendment

1. An active substance fulfilling at least 
one of the following criteria shall be 
considered a candidate for substitution in 
accordance with the procedure referred to 
in paragraph 2:

1. Active substances shall be considered  
candidates for substitution in accordance 
with the procedure referred to in paragraph 
2, where:

(a) its acceptable daily intake, acute 
reference dose or acceptable operator 
exposure level is significantly lower than 
those of the majority of the active 
substances included in Annex I for the 
same product type;

(a) they are persistent, bio-accumulative 
and toxic as defined in Annex XIII to
Regulation (EC) No 1907/2006;

(b) it meets two of the criteria to be 
considered as a persistent, bio-
accumulative and toxic substance as set 
out in Annex XIII of Regulation (EC) No 
1907/2006;

(b) they are very persistent and bio-
accumulative in accordance with the 
criteria set out in Annex XIII to 
Regulation (EC) No 1907/2006;

(c) there are reasons for concern linked to 
the nature of the critical effects, in 
particular developmental neurotoxic or 
immunotoxic effects, which, in 
combination with the use patterns, 
amount to use that could still cause 
concern, even with very restrictive risk 
management measures;

(c) they meet the criteria to be classified, 
in accordance with Regulation (EC) No 
1271/2008, as category 1A or 1B 
carcinogens, category 1A or 1B mutagens 
or toxic for reproduction category 1A or 
1B;

(d) it contains a significant proportion of 
non-active isomers;

(d) they are active substances, such as 
those with endocrine disrupting properties 
or persistent, bioaccumulative and toxic 
properties or and very bioaccumulative 
properties which do not comply with the 
criteria referred to in points (a) or (b) –
for which scientific evidence exists of 
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probable serious effects on public health 
or the environment giving rise to a level of 
concern equivalent to that applicable to 
the substances referred to in points (a) or 
(b).

(e) it is classified or meets the criteria to 
be classified, in accordance with 
Regulation (EC) No 1272/2008, as 
carcinogen category 1A or 1B, mutagen 
category 1A or 1B or toxic for 
reproduction category 1A or 1B; 
(f) it is considered to have endocrine 
disrupting properties that may cause 
adverse effect on humans on the basis of 
the assessment of Community or 
internationally agreed test guidelines or 
other available data.

Justification

The criteria for identifying active substances which are candidates for substitution should be 
aligned with the criteria laid down in the REACH Regulation (Article 57)  for reasons of 
harmonisation between the two regulations.  As the Agency (ECHA) will have the task of 
examining whether an active substance meets the criteria, harmonisation between the two 
regulations is advisable.

Amendment 32

Proposal for a regulation
Article 10 – paragraph 3 

Text proposed by the Commission Amendment

3. Unless otherwise specified in the 
decision to renew the inclusion of an active 
substance in Annex I, the renewal shall be 
for an unlimited period of time.

3. Unless otherwise specified in the 
decision to renew the inclusion of an active 
substance in Annex I, the renewal of the 
inclusion shall be reviewed every 10 years.
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Amendment 33

Proposal for a regulation
Article 12 – paragraph 5 – subparagraph 1a (new) 

Text proposed by the Commission Amendment

In the event that the Commission decides 
to renew the inclusion of the active 
substance in Annex I, the name of the 
applicant shall be indicated.

Justification

In the interests of greater transparency and data sharing mention should be made of the 
applicants' names to enable them to be swiftly identified, including in cases where inclusion 
of an active substance in Annex 1 is being renewed. 

Amendment 34

Proposal for a regulation
Article 15 – paragraph 2 – subparagraph 1

Text proposed by the Commission Amendment

2. Application for authorisation shall be 
made by, or on behalf of, the person who 
shall be responsible for the placing on the 
market of a biocidal product in a particular 
Member State or in the Community.

2. Application for authorisation shall be 
made by, or on behalf of, the person who 
will be the holder of the authorisation. 
This person may be, but is not necessarily, 
the person responsible for the placing on 
the market of a biocidal product in a 
particular Member State or in the 
Community.

Justification

The industry needs more flexibility in the supply chain. In fact it is not uncommon that a 
product is imported in one country and placed on the market under the responsibility of a 
distributor which is not the holder of the authorisation or, in case of multinational companies, 
that each individual sister company is responsible for placing the product on the market in 
their own country. The provision that the holder of the authorisation and the person 
responsible for placing the product on the market are the same would create a very rigid and 
unpractical framework for industry to work with.
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Amendment 35

Proposal for a regulation
Article 15 – paragraph 2 – subparagraphs 2 and 3

Text proposed by the Commission Amendment

Application for national authorisation in a 
Member State shall be submitted to the 
competent authority of that Member State 
(hereinafter referred to as 'the receiving 
competent authority').

Application for authorisation shall be 
submitted to the Agency.

Application for Community authorisation 
shall be submitted to the Agency.

When an application for national 
authorisation in a Member State is 
submitted, the applicant, in agreement 
with the Member State concerned, shall 
identify the evaluating competent 
authority in the application itself, as laid 
down in Article 22.

Justification

The ECHA should carry out the initial validation of all applications throughout the 
Community, so that the evaluating competent authorities can concentrate on the actual 
evaluation of applications. The possibility of choosing the evaluating competent authority is 
an advantage for small and medium-sized enterprises in particular, since they are able to 
work with their national authorities.

Amendment 36

Proposal for a regulation
Article 15 – paragraph 2 – subparagraph 3 a (new)

Text proposed by the Commission Amendment

An applicant seeking authorisation for a 
group of products as part of a frame 
formulation may submit a single 
application for authorisation.

Justification

The regulation should make it clear that, where the applicant wishes to obtain authorisation 
for a frame formulation, he must submit a single application for authorisation to cover all 
products to be included in the formulation.
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Amendment 37

Proposal for a regulation
Article 16 – paragraph 1 – point a

Text proposed by the Commission Amendment

a) the active substances included therein 
are listed in Annex I and any conditions 
included in that Annex together with those 
active substances are complied with;

a) the active substances included therein 
are listed in Annex I, a registration 
number is assigned to them in accordance 
with Article 8(5a), and any conditions 
included in that Annex together with those 
active substances are complied with;

Justification

In the interests of consistency with the evaluation procedure described in Article 8(5a).

Amendment 38

Proposal for a regulation
Article 16 – paragraph 2 – subparagraph 1 a (new)

Text proposed by the Commission Amendment

The evaluation of the compliance of the 
biocidal products with the criteria set out 
in point (b) of paragraph 1 shall be based 
as far as possible on existing information 
on the substances of concern contained in 
the biocidal product in order to keep tests 
on animals to a minimum, in accordance 
with the procedures laid down in Directive 
1999/45/EC or Regulation (EC) No 
1272/2008 on identifying the danger 
posed by biocidal products and 
consequent risk assessment.

Justification

The aim is to prevent unnecessary animal testing, by providing a clearer definition of the 
procedures for comparing existing information, while also complying with the REACH 
requirement regarding Chemical Safety Report thresholds.
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Amendment 39

Proposal for a regulation
Article 16 – paragraph 2 a (new)

Text proposed by the Commission Amendment

2a. The evaluation of the compliance of 
the biocidal product with the criteria set 
out in points (b) and (c) of paragraph 1 
shall not take into account a substance 
contained in the biocidal product if it is 
present in a preparation at a 
concentration lower than any of the 
following:
(a) the applicable concentrations laid 
down in Article 3(3) of Directive 
1999/45/EC;
(b) the concentration limit values given in 
Annex I to Directive 67/548/EEC;
(c) the concentration limit values given in 
Part B of Annex II to Directive 
1999/45/EC;
(d) the concentration limit values given in 
Part B of Annex III to Directive 
1999/45/EC;
(e) the concentration limit values given in 
an agreed entry in the classification and 
labelling inventory established under Title 
V of Regulation (EC) No 1272/2008;
(f) 0.1% weight by weight (w/w), if the 
substance meets the criteria in Annex 
XIII to Regulation (EC) No 1907/2006.

Justification

The aim is to avoid unnecessary animal testing by providing a clearer definition of the 
procedures for comparing existing information, while complying with the requirements of 
REACH with regard to the Chemical Safety Report thresholds.
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Amendment 40

Proposal for a regulation
Article 16 – paragraph 6 a (new)

Text proposed by the Commission Amendment

6a.  The Commission, where necessary in 
cooperation with the Agency, shall 
provide all necessary scientific and 
technical assistance to the competent 
authorities of the Member States in 
respect of the authorisation of products, 
particularly as regards uniform 
requirements for data, evaluation 
procedures and decisions by Member 
States.

Justification

In order to ensure uniform implementation of the regulation throughout the Community, the 
Commission must provide all necessary scientific and technical assistance to the competent 
authorities of the Member States in respect of the authorisation of products.

Amendment 41

Proposal for a regulation
Article 17 – paragraph 2 a (new) 

Text proposed by the Commission Amendment

2a. The applicant for an authorisation 
shall, in the circumstances defined in 
paragraphs 1 and 2, provide the 
competent authorities with:
(i) the information to be specifically 
provided at the point of sale; 
(ii) specific instructions  on the use of 
protective equipment;
(iii) a brochure on the risks, benefits and 
responsible use of the product;
(iv) an annual report on incidents, if any.
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Justification

The intrinsic characteristics of an active substance, alone, should not determine its suitability 
for low risk products since the risks may come more from the exposure to the product than 
from the hazard of the active substance. Given that some biocides are used by non-
professionals, it is important to guarantee the safety of these products through better 
information and precautions regarding their use. Finally, industry needs to be encouraged to 
focus its research and innovation efforts towards developing low risk products.

Amendment 42

Proposal for a regulation
Article 18 – paragraph 3 

Text proposed by the Commission Amendment

3. The receiving competent authority may 
require that applications for a national 
authorisation be submitted in one or more 
of the official languages of the Member 
State where that competent authority is 
situated.

3. The receiving competent authority may 
require that applications for the sole 
purpose of a national authorisation be 
submitted in one of the official languages 
of the Member State where that competent 
authority is situated.

Applications for a national authorisation 
which involve a mutual recognition 
procedure may be submitted, along with 
the documents referred to in paragraph 1, 
to the competent authority in English.

Justification

It is critical that in the case of applications involving subsequent mutual recognition 
procedures the application and all related documents are accepted in English by the 
receiving competent authority. This is very important in order to avoid time-consuming and 
expensive translation procedures for the same documentation in several European languages.

Amendment 43

Proposal for a regulation
Article 18 – paragraph 5 a (new)

Text proposed by the Commission Amendment

5a. The Commission may, where 
necessary in cooperation with the Agency, 
provide a non-binding technical and legal 
guide available in all official languages of 
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the European Union, intended to facilitate 
the submission of applications for  
authorisation under Articles 18, 19 and 
20, particularly applications from SME.

Justification

Assistances and guidelines from the Commission may be particularly important for SME as 
they may not have the necessary resources or experience to adapt to the regulation. The 
Commission should also ensure that this service is linguistically accessible to SME.

Amendment 44

Proposal for a regulation
Article 20 – paragraph 2 – point e

Text proposed by the Commission Amendment

(e) qualitative and quantitative composition 
in terms of the active substances and non-
active substances, knowledge of which is 
essential for proper use of the biocidal 
product;

(e) qualitative and quantitative composition 
in terms of the active substances and non-
active substances, taking into 
consideration the concentration limit 
values given in Article 16, in so far as
knowledge of these is essential for proper 
use of the biocidal product;

Justification

In the interests of consistency with Article 16(2a).

Amendment 45

Proposal for a regulation
Article 20 – paragraph 2 – point g

Text proposed by the Commission Amendment

(g) manufacturers of the active substances 
(names and addresses including location of 
manufacturing sites); 

(g) manufacturers of the active substances 
(names and addresses including location of 
manufacturing sites) and registration 
number of the active substance, in 
accordance with Article 8(5a);

Justification

To avoid disseminating confidential information, if the manufacturer of the active substance 
is authorised through registration in Annex I, the location of the manufacturing site should 
remain confidential and should not be included in the information linked to the biocidal 
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product authorisation. However, the registration number must be published, in accordance 
with Article 8(5a).

Amendment 46

Proposal for a regulation
Article 20 – paragraph 3 – point b

Text proposed by the Commission Amendment

(b) the permitted alteration of the 
composition of this reference biocidal 
product expressed in percentage of the 
non-active substances contained in the 
biocidal products which are considered to 
belong to that frame formulation; 

(b) the permitted alteration of the 
composition of this reference biocidal 
product expressed as a percentage 
reduction in the active substances or as a 
percentage alteration of the non-active 
substances contained in the biocidal 
products which are considered to belong to 
that frame formulation;  

Justification

Paragraph 3b needs to be fully consistent with Article 16(6). The substance of the 
authorisation must also make provision for this possibility.

Amendment 47

Proposal for a regulation
Article 20 – paragraph 3 a (new)

Text proposed by the Commission Amendment

3a. In the case of a framework 
formulation, a single authorisation 
number shall be assigned to all biocidal 
products belonging to the frame 
formulation. 

Justification

A new paragraph is needed to stipulate that, in the case of a frame formulation, a single 
authorisation number should be assigned to all biocidal products belonging to the frame 
formulation. This is not clear from the existing text of the proposal.
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Amendment 48

Proposal for a regulation
Article 21 – paragraph 1

Text proposed by the Commission Amendment

1. The receiving competent authority or, in 
the case of evaluation of an application for 
a Community authorisation, the evaluating 
competent authority shall perform a 
comparative assessment as part of the 
evaluation of an application for an 
authorisation or a renewal of an 
authorisation of a biocidal product 
containing an active substance that is a 
candidate for substitution in accordance 
with Article 9(1).

1. The receiving competent authority or, in 
the case of evaluation of an application for
renewal of a Community authorisation, the 
evaluating competent authority shall 
perform a comparative assessment as part 
of the evaluation of an application for a 
renewal of an authorisation of a biocidal 
product containing an active substance that 
is a candidate for substitution in 
accordance with Article 9(1).

Justification

The comparative assessment should take account first and foremost of whether sufficient 
experience has been gained in the use of the product. This should be the rule and not the 
exception. Use of comparative assessment should therefore be confined to the renewal of 
authorisations for those biocidal products which contain active principles that have been 
identified as candidates for substitution in accordance with Article 9.

Amendment 49

Proposal for a regulation
Article 21 – paragraph 1 – subparagraph 1 a (new)

Text proposed by the Commission Amendment

The comparative assessment shall be 
carried out for all biocidal products 
having the same purpose, once they have 
been in use for at least five years.

Justification

The comparative assessment should take account first and foremost of whether sufficient 
experience has been gained in the use of the product. Five years is an appropriate period for 
this purpose.
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Amendment 50

Proposal for a regulation
Article 21 – paragraph 1 – subparagraph 1 b (new)

Text proposed by the Commission Amendment

By way of derogation from paragraph 1, a 
comparative assessment shall not be 
required for biocidal products whose use 
has been shown to be safe.

Justification

To assess whether a product may be removed from the market after being the subject of a 
comparative evaluation, consideration should always be given in the risk/benefit assessment 
(see paragraph 3) to the effectiveness of the product and the availability of existing products 
in sufficient numbers and variety to treat the contamination or infestation concerned. The 
comparison should focus on biocidal products for which there is an identified risk and where 
alternatives are needed.

Amendment 51

Proposal for a regulation
Article 21 – paragraph 2

Text proposed by the Commission Amendment

2. The results of the comparative 
assessment shall be forwarded, without 
delay, to the competent authorities of other 
Member States and the Agency and, in the 
case of evaluation of an application for a 
Community authorisation, also to the 
Commission.

2. The results of the comparative 
assessment shall be forwarded, without 
delay, to the competent authorities of other 
Member States and the Agency and, in the 
case of evaluation of an application for
renewal of a Community authorisation, 
also to the Commission.

Justification

Comparative evaluations should apply only to applications for renewal of an authorisation. 
This should be the rule and not the exception.
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Amendment 52

Proposal for a regulation
Article 21 – paragraph 3 – introductory part

Text proposed by the Commission Amendment

3. The receiving competent authority or, in 
the case of a decision on an application for 
a Community authorisation, the 
Commission shall prohibit or restrict the 
placing on the market or use of a biocidal 
product containing an active substance that 
is a candidate for substitution where the 
comparative assessment weighing up the 
risks and benefits in accordance with 
Annex VI demonstrates that all the 
following criteria are met:

3. The receiving competent authority or, in 
the case of a decision on an application for
renewal of a Community authorisation, the 
Commission shall prohibit or restrict the 
placing on the market or use of a biocidal 
product containing an active substance that 
is a candidate for substitution where the 
comparative assessment weighing up the 
risks and benefits in accordance with 
Annex VI demonstrates that all the 
following criteria are met:

Justification

Comparative evaluations should apply only to applications for renewal of an authorisation. 
This should be the rule and not the exception.

Amendment 53

Proposal for a regulation
Article 21 – paragraph 3 – point a

Text proposed by the Commission Amendment

(a) for the uses specified in the application, 
another authorised biocidal product or a 
non-chemical control or prevention method 
already exists which presents significantly 
lower risk for human or animal health or 
the environment;

(a) for the uses specified in the application, 
another authorised biocidal product or a 
non-chemical control or prevention method 
already exists which presents significantly 
lower or reduced risk for human or animal 
health or the environment and which 
proves equally effective and involves no 
significant increase in the risks for any 
other parameter;

Justification

As the comparative evaluation should focus on those biocidal products for which there is an 
identified risk and for which alternatives are needed, any substitute product must be equally 
efficient and involve a similar level of risk.



PE439.175v03-0034/69 AD\817224EN.doc

EN

Amendment 54

Proposal for a regulation
Article 21 – paragraph 7 a (new)

Text proposed by the Commission Amendment

7a. The Commission shall adopt delegated 
acts, in accordance with Article [...], 
specifying the procedure to be followed in 
the comparative assessement of biocidal 
products for the purposes of the decision 
referred to in paragraph 3 and the criteria 
and algorithms to be used when 
undertaking such assessment.

Amendment 55

Proposal for a regulation
Article 22 – paragraph 1

Text proposed by the Commission Amendment

1. Within one month after the receipt of 
an application for a national 
authorisation referred to in Article 15, the 
receiving competent authority shall 
validate the application if it complies with 
the following requirements:

1. The person responsible for the placing 
of a biocidal product on the market, or his 
representative, shall submit an application 
for a national or Community 
authorisation to the Agency and inform 
the Agency of the name of the competent 
authority of the Member State of his 
choice which shall be responsible for the 
evaluation of the application (hereinafter 
'the evaluating competent authority'). 

(a) the information referred to in Article 
18 has been submitted;

The Agency shall, one month after the 
receipt of the application, notify the 
evaluating competent authority that the 
application is available in the Agency 
database.

(b) it is accompanied by the fees payable 
under Article 70.
The validation shall not include an 
assessment of the quality or the adequacy 
of any data or justifications for the 
adaptation of data requirements 
submitted.
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Justification
ECHA should carry out the initial validation of all applications throughout the Community, 
so that the evaluating competent authorities can concentrate on the actual evaluation of 
applications. Currently, where the evaluating competent authorities consider both the 
administrative and the scientific aspects of applications, there have been inconsistencies in 
their approach. The Agency should observe the same timeframes for the validation of 
applications as those introduced under REACH (Article 20).

Amendment 56

Proposal for a regulation
Article 22 – paragraph 2

Text proposed by the Commission Amendment

2. If the receiving competent authority 
considers that the application is 
incomplete, it shall inform the applicant 
as to what additional information is 
required for the validation of the 
application and shall set a reasonable 
time limit for the submission of that 
information. 

2. Within three weeks of the receipt of an 
application, the Agency shall validate the 
application if: 

(a) the information referred to in Article 
18 has been submitted; and
(b) it is accompanied by the fees payable 
under Article 70. The validation shall not 
include an assessment of the quality or 
the adequacy of any data or justifications 
for the adaptation of data requirements 
submitted.

The receiving competent authority shall, 
within one month from the receipt of the 
additional information, determine 
whether the additional information 
submitted is sufficient to validate the 
application. 
The receiving competent authority shall 
reject the application if the applicant fails 
to submit the requested information 
within the deadline and inform the 
applicant thereof.
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Justification
ECHA should carry out the initial validation of all applications throughout the Community, 
so that the evaluating competent authorities can concentrate on the actual evaluation of 
applications. Currently, where the evaluating competent authorities consider both the 
administrative and the scientific aspects of applications, there have been inconsistencies in 
their approach. The Agency should observe the same timeframes for the validation of 
applications as those introduced under REACH (Article 20).

Amendment 57

Proposal for a regulation
Article 22 – paragraph 3

Text proposed by the Commission Amendment

3. If the receiving competent authority, on
basis of the validation made pursuant to 
paragraph 1, considers that the 
application is complete, it shall without 
delay inform the applicant thereof.

3. If the Agency considers that the 
application is incomplete, it shall inform 
the applicant as to what additional 
information is required for the validation 
of the application and shall set a 
reasonable time limit for forwarding that 
information. 
The Agency shall, within three weeks of 
receipt of the additional information, 
determine whether the additional 
information submitted is sufficient to 
validate the application. 
The Agency shall reject the application if 
the applicant does not submit the required 
additional information on time, and shall 
notify the applicant and the evaluating 
competent authority of the rejection. In 
such cases, part of the fees payable to the 
Agency under Article 70 shall be 
reimbursed.

Justification
ECHA should carry out the initial validation of all applications throughout the Community, 
so that the evaluating competent authorities can concentrate on the actual evaluation of 
applications. Currently, where the evaluating competent authorities consider both the 
administrative and the scientific aspects of applications, there have been inconsistencies in 
their approach. The Agency should observe the same timeframes for the validation of 
applications as those introduced under REACH (Article 20).
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Amendment 58

Proposal for a regulation
Article 22 – paragraph 3 a (new)

Text proposed by the Commission Amendment

3a. An appeal may be brought, in 
accordance with Article 67, against 
Agency decisions under the third 
subparagraph of paragraph 2.

Justification
ECHA should carry out the initial validation of all applications throughout the Community, 
so that the evaluating competent authorities can concentrate on the actual evaluation of 
applications. Currently, where the evaluating competent authorities consider both the 
administrative and the scientific aspects of applications, there have been inconsistencies in 
their approach. The Agency should observe the same timeframes for the validation of 
applications as those introduced under REACH (Article 20).

Amendment 59

Proposal for a regulation
Article 22 – paragraph 3 b (new)

Text proposed by the Commission Amendment

3b. If the Agency, on the basis of the 
validation made pursuant to paragraph 2, 
considers that the application is complete, 
it shall without delay inform the applicant 
and the evaluating competent authority 
thereof.

Justification

ECHA should carry out the initial validation of all applications throughout the Community, 
so that the evaluating competent authorities can concentrate on the actual evaluation of 
applications. Currently, where the evaluating competent authorities consider both the 
administrative and the scientific aspects of applications, there have been inconsistencies in 
their approach. The Agency should observe the same timeframes for the validation of 
applications as those introduced under REACH (Article 20).
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Amendment 60

Proposal for a regulation
Article 23 – paragraph 1

Text proposed by the Commission Amendment

1. The receiving competent authority shall, 
within twelve months after the validation 
referred to in Article 22, decide on the 
application in accordance with Article 16.

1. The receiving competent authority shall, 
within six months after the validation 
referred to in Article 22, decide on the 
application in accordance with Article 16.

Justification

The active substances used in the biocidal products have already been fully evaluated by their 
inclusion in Annex I of the regulation.  There is no need to provide for such a long evaluation 
period to authorise a biocidal product based on authorised active substances.

Amendment 61

Proposal for a regulation
Article 24 – paragraph 1 – subparagraph 1

Text proposed by the Commission Amendment

1. The authorisation holder or his 
representative shall submit an application 
for renewal of a national authorisation to 
the receiving competent authority at least 
18 months before the expiry date of the 
authorisation. 

1. The authorisation holder or his 
representative shall submit an application 
for renewal of a national authorisation to 
the receiving competent authority at least 
12 months before the expiry date of the 
authorisation.

Justification

An 18-month period is not necessary to renew a product's authorisation, unless there are new 
data to be evaluated. 12 months is more appropriate.

Amendment 62

Proposal for a regulation
Article 25 – paragraph 5

Text proposed by the Commission Amendment

5. The receiving competent authority shall 
authorise the biocidal product concerned 
under the same conditions as the reference 

5. The receiving competent authority shall 
authorise the biocidal product concerned 
under the same conditions as the reference 
competent authority. A single 
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competent authority. authorisation number shall be used in all 
the Member States involved.

Justification

To simplify matters, a single authorisation number should be assigned in all Member States in 
the case of products for which a mutual recognition procedure has been followed.

Amendment 63

Proposal for a regulation
Article 25 – paragraph 6 a (new)

Text proposed by the Commission Amendment

6a. The Commission shall adopt delegated 
acts, in accordance with Article [...], 
specifying the criteria and procedures for 
assigning the single authorisation number 
referred to in paragraph 5 of this Article.

Amendment 64

Proposal for a regulation
Article 27 – paragraph 1 – subparagraph 2

Text proposed by the Commission Amendment

The Commission shall adopt a decision on 
whether the grounds set out by the 
competent authority justify refusal to 
recognise, or restriction of, the national 
authorisation in accordance with the 
procedure referred to in Article 72(3). 

The Commission shall, following 
consultation of the applicant, adopt a 
decision on whether the grounds set out by 
the competent authority justify refusal to 
recognise, or restriction of, the national 
authorisation in accordance with the 
procedure referred to in Article 72(3). 

Amendment 65

Proposal for a regulation
Article 27 – paragraph 1 – subparagraph 2 a (new)

Text proposed by the Commission Amendment

This decision shall be taken within three 
months of the notification by the 
competent authority referred to in 
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subparagraph 1. If the Commission 
requests an opinion from the Agency 
pursuant to Article 30, the three-month 
period shall be suspended until the 
Agency submits its opinion.

Justification

The legislative text should clearly specify the timeframe required for a procedure that can 
effectively resolve disputes between Member States. Three months is an adequate period of 
time for the Commission to make a proposal for a decision setting out the grounds for 
refusing to recognise authorisations or recognising them with restrictions.

Amendment 66

Proposal for a regulation
Article 28 – paragraph 8

Text proposed by the Commission Amendment

8. The reference competent authority and 
the competent authorities of the other 
concerned Member States shall authorise 
the biocidal product on the basis of the 
approved assessment report and the 
summary of the biocidal product 
characteristics within one month after the 
end of the period referred to in paragraph 
7.

8. The reference competent authority and 
the competent authorities of the other 
concerned Member States shall authorise 
the biocidal product on the basis of the 
approved assessment report and the 
summary of the biocidal product 
characteristics within one month after the 
end of the period referred to in paragraph 
7. A single authorisation number shall be 
used in all the Member States involved.

Justification

To simplify matters, a single authorisation number should be assigned in all Member States in 
the case of products for which a mutual recognition procedure has been followed.

Amendment 67

Proposal for a regulation 
Article 28 – paragraph 9 – subparagraph 2

Text proposed by the Commission Amendment

The Commission shall adopt a decision on 
whether the grounds set out by the 
competent authority justify refusal to 
recognise, or restriction of, the national 

The Commission shall, following 
consultation of the applicant, adopt a 
decision on whether the grounds set out by 
the competent authority justify refusal to 
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authorisation in accordance with the 
procedure referred to in Article 72(3). 

recognise, or restriction of, the national 
authorisation in accordance with the 
procedure referred to in Article 72(3). 

Amendment 68

Proposal for a regulation 
Article 28 – paragraph 9 – subparagraph 2 a (new)

Text proposed by the Commission Amendment

This decision shall be taken within three 
months of the notification by the 
competent authority referred to in 
subparagraph 1. If the Commission 
requests an opinion from the Agency 
pursuant to Article 30, the three-month 
period shall be suspended until the 
Agency submits its opinion.

Justification

The legislative text should clearly specify the timeframe required for a procedure that can 
effectively resolve disputes between Member States. Three months is an adequate period of 
time for the Commission to make a proposal for a decision setting out the grounds for 
refusing to recognise authorisations or recognising them with restrictions.

Amendment 69

Proposal for a regulation
Article 28 – paragraph 11 a (new)

Text proposed by the Commission Amendment

The Commission shall adopt delegated 
acts, in accordance with Article [...], 
specifying the criteria and procedures for 
assigning the single authorisation number 
referred to in paragraph 8.
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Amendment 70

Proposal for a regulation 
Article 29 – paragraph 2 – subparagraph 2

Text proposed by the Commission Amendment

The Commission shall adopt a decision on 
the proposed adjustment of the conditions 
of the national authorisation to local 
circumstances in accordance with the 
procedure referred to in Article 72(3). The 
competent authority of the concerned 
Member State shall without delay adopt all 
appropriate measures to comply with that 
decision.

The Commission shall, following 
consultation of the applicant, adopt a 
decision on the proposed adjustment of the 
conditions of the national authorisation to 
local circumstances in accordance with the 
procedure referred to in Article 72(3). The 
competent authority of the concerned 
Member State shall without delay adopt all 
appropriate measures to comply with that 
decision.

Amendment 71

Proposal for a regulation 
Article 29 – paragraph 2 – subparagraph 2 a (new)

Text proposed by the Commission Amendment

Within three months of the notification, 
the Commission shall submit a proposal 
for a decision. If the Commission requests 
an opinion from the Agency pursuant to 
Article 30, the three-month period shall be 
suspended until the Agency submits its 
opinion.

Justification

The legislative text should clearly specify the timeframe required to resolve disputes between 
Member States. Three months is an adequate period of time for the Commission to make a 
proposal for a decision setting out the grounds for refusing to recognise authorisations or 
recognising them with restrictions.

Amendment 72

Proposal for a regulation
Article 33 – paragraph 1 – point b a (new) 
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Text proposed by the Commission Amendment

(ba) biocidal products designed to be used 
by consumers in domestic settings, or by 
professional users, according to 
conditions and instructions of use which 
are similar within the European Union, 
and which meet the criteria listed in 
Article 33a.

Justification

One of the key objectives of the Union authorisation system is to ensure consistent product 
safety assessments, equal standards of consumer protection and harmonised implementation 
of the requirements within all Member States. Biocidal products, which are used in a similar 
way across the EU, should benefit from the Union authorisation scheme. These products are 
used in domestic or in professional settings as a pragmatic and cost effective means to protect 
public health, thereby reducing the burden of infectious diseases. These products have simple 
and clear use instructions.

Amendment 73

Proposal for a regulation
Article 33 a (new) 

Text proposed by the Commission Amendment

Article 33a
Biocidal products with similar conditions 

of use
In accordance with point (ba) of Article 
33(1), a product shall be considered a
biocidal product with similar use 
conditions if all of the following criteria 
are met: 
(i) it has similar conditions of use across 
the European Union, according to use 
instructions;
(ii) it is already placed or is intended to be 
placed on the market in at least [...] 
Member States within two years of the 
authorisation being granted;
In order to define or adapt the number of 
Member States referred to in point (ii), the 
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Commission shall adopt delegated acts in 
accordance with Article [....].    

Justification

The criteria are based on the targeted and consistent application and use of those types of 
products across the EU (number of Member States to be specified), as well as their positive 
contribution to human and animal safety protection. Annex VI lays down the principles for the 
evaluation of dossiers for biocidal products to ensure a harmonised high level of protection 
for humans and the environment. This involves detailed risk assessment of products during 
their use.

Amendment 74

Proposal for a regulation 
Article 35 – paragraph 3 – subparagraph 1

Text proposed by the Commission Amendment

3. Within nine months from the receipt of 
the conclusions of the evaluation, the 
Agency shall prepare and submit to the 
Commission an opinion on the 
authorisation of the biocidal product.

3. Within three months from the receipt of 
the conclusions of the evaluation, the 
Agency shall prepare and submit to the 
Commission an opinion on the 
authorisation of the biocidal product.

Justification

The nine-month period is too long for the Agency to prepare and submit an opinion which is 
based on an evaluation already available and carried out by the evaluating competent 
authority: three months is more appropriate.

Amendment 75

Proposal for a regulation 
Article 36 – paragraph 1 – subparagraph 1

Text proposed by the Commission Amendment

1. The authorisation holder or his 
representative shall submit an application 
for renewal of a Community authorisation 
to the Agency at least 18 months before 
the expiry date of the authorisation.

1. The authorisation holder or his 
representative shall submit an application 
for renewal of a Community authorisation 
to the Agency at least 12 months before 
the expiry date of the authorisation.
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Justification

An 18-month period is not necessary to renew a product's authorisation, unless there are new 
data to be evaluated. 12 months is more appropriate.

Amendment 76

Proposal for a regulation 
Article 38 – paragraph 1 – point c a (new)

Text proposed by the Commission Amendment

(ca) changes in the source or composition 
of the active substance.

Justification

 Notification of changes in the source of an active substance used in a biocidal product is 
required because it could have an impact on the product's safety.

Amendment 77

Proposal for a regulation
Article 41 – paragraph 2 – subparagraph 1 a (new)

Text proposed by the Commission Amendment

An amendment to an existing
authorisation should fall under one of the 
following categories referred to in points 
(ua), (ub) and (uc) of Article 3: 
(a) Administrative change,
(b) Minor change or
(c) Major change.

Justification

The legislative text should clearly outline the main principles which shall be applied when 
amending authorisations, although the details of the procedures can be specified in the 
implementing measures. In particular, it is necessary to specify the types of changes that can 
be made to existing product authorisations.
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Amendment 78

Proposal for a regulation 
Article 42 – paragraph 1 a (new)

Text proposed by the Commission Amendment

The criteria and the procedures referred 
to in paragraph 1 shall be based on, but 
not limited to, the following principles:
(a) a simplified notification procedure 
shall be applied for administrative 
changes to the authorisation;
(b) a reduced evaluation period shall be 
established for minor changes to the 
authorisation;
(c) a period of time proportional to the 
size of the variations requested in the 
event of significant variations.  

Justification

While the details of procedures can be specified in the implementing measures, the legislative 
text should clearly define the fundamental principles to be applied to the different types of 
change that may be made to the authorisations for existing products.

Amendment 79

Proposal for a regulation 
Article 44 – paragraph 1 – subparagraph 1

Text proposed by the Commission Amendment

1. A competent authority of a Member 
State (hereinafter referred to as 'Member 
State of introduction') may grant a parallel 
trade permit for a biocidal product that is 
authorised in another Member State 
(hereinafter referred to as 'Member State of 
origin') to be placed on the market and 
used in the Member State of introduction, 
if it determines that the biocidal product is 
substantially identical in composition to a 
biocidal product already authorised in that 
Member State (hereinafter referred to as 
'the reference product'). 

1. A competent authority of a Member 
State (hereinafter referred to as 'Member 
State of introduction') may grant a parallel 
trade permit for a biocidal product that is 
authorised in another Member State 
(hereinafter referred to as 'Member State of 
origin') to be placed on the market and 
used in the Member State of introduction, 
if it determines that the biocidal product is 
identical in composition to a biocidal 
product already authorised in that Member 
State (hereinafter referred to as 'the 
reference product').
(This amendment applies to Article 44 as a 
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whole. Adopting it will necessitate 
corresponding changes throughout.)

Justification

Parallel trade permits should be restricted to identical products based on the same source of 
active substances and co-formulants in order to achieve a reasonable balance between free 
trade in goods and a safe market environment.

Amendment 80

Proposal for a regulation 
Article 44 – paragraph 3

Text proposed by the Commission Amendment

3. A biocidal product shall be considered 
as substantially identical to the reference 
product if one of the following conditions 
is met:

3. A biocidal product shall be considered 
as identical to the reference product if: 

(a) the source of the active substances it 
contains is the same in terms of 
manufacturer and location of the 
production plant; 

(a) it has been produced by the same 
manufacturer or a manufacturer 
associated with him or under licence, on 
the basis of the same manufacturing 
process; 

(b) it is either the same or similar with 
regard to the non-active substances 
present and the type of formulation; 

(b) it is the same with regard to the 
specifications and content of the active 
substances and the type of formulation; 
and

(c) it is either the same or equivalent in 
terms of the potential adverse impact on 
the safety of the product with regard to 
human or animal health or the 
environment.

(c) it is the same or equivalent in the co-
formulants present and the packaging 
size, material or form, in terms of the 
potential adverse impact on the safety of 
the product with regard to human or 
animal health or the environment. 

Justification

For the purpose of consistency, the conditions relating a substantially identical product 
should be replaced with those for an identical product.
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Amendment 81

Proposal for a regulation 
Article 44 – paragraph 4 – point a a (new)

Text proposed by the Commission Amendment

(aa) registration number of the active 
substances contained in the product  and, 
where appropriate, the applicant's letter 
of access in accordance with Article 50;

Justification

To be consistent with Article 8(5a) and to ensure that the applicant has the document 
required for access to the data.

Amendment 82

Proposal for a regulation 
Article 44 – paragraph 4 – point c

Text proposed by the Commission Amendment

(c) name and address of the authorisation 
holder in the Member State of origin;

(c) name and address of the authorisation 
holder in the Member State of origin and, 
where appropriate, the letter of access in 
accordance with Article 50;

Justification

To ensure that the applicant has the document required for access to the data.

Amendment 83

Proposal for a regulation 
Article 46

Text proposed by the Commission Amendment

1. By way of derogation from Article 15, 
an experiment or a test for the purposes of 
research or development involving the 
placing on the market of an unauthorised 
biocidal product or an active substance 
intended exclusively for use in a biocidal 
product may only take place in the case of 
scientific research and development or in 

1. By way of derogation from Article 15, 
an experiment or a test for the purposes of 
research or development involving the 
placing on the market of an unauthorised 
biocidal product or an active substance 
intended exclusively for use in a biocidal 
product may only take place in the case of 
scientific research and development or in 
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the case of product and process-oriented 
research and development, and under the 
conditions laid down in the second and 
third subparagraphs.

the case of product and process-oriented 
research and development, and under the 
conditions laid down in the second and 
third subparagraphs.

In the case of scientific research and 
development, the person who intends to 
carry out the experiment or the test shall 
notify the competent authority prior to the 
start.  The person shall draw up and 
maintain written records detailing the 
identity of the biocidal product or active 
substance, labelling data, quantities 
supplied and the names and addresses of 
those persons receiving the biocidal 
product or active substance, and shall 
compile a dossier containing all available 
data on possible effects on human or 
animal health or impact on the 
environment. The persons concerned shall, 
if requested, make this information 
available to the competent authority.

In the case of scientific research and 
development, the person who intends to 
carry out the experiment or the test shall 
notify the competent authority prior to the 
start, provided that the quantities of active 
substances or biocidal products that may 
be released during the experiment or test 
do not exceed one tonne per year. The 
person shall draw up and maintain written 
records detailing the identity of the 
biocidal product or active substance, 
labelling data and quantities supplied, and 
shall compile a dossier containing all 
available data on possible effects on human 
or animal health or impact on the 
environment. The persons concerned shall, 
if requested, make this information 
available to the competent authority.

In the case of product and process-oriented 
research and development, the person who 
intends to carry out the experiment or the 
test shall, prior to the placing of the 
biocidal product or the active substance on 
the market, notify the information required 
in the second subparagraph to the 
competent authority of the Member State 
where the placing on the market occurs.

In the case of product and process-oriented 
research and development, the person who 
intends to carry out the experiment or the 
test shall, prior to the placing of the 
biocidal product or the active substance on 
the market, notify the information required 
in the second subparagraph to the 
competent authority of the Member State 
where the placing on the market occurs.

2. An unauthorised biocidal product or an 
active substance for exclusive use in a 
biocidal product shall not be placed on the 
market for the purpose of any experiment 
or test which may involve, or result in, 
release of the biocidal product into the 
environment unless the competent 
authority has assessed the data submitted 
by the person interested in the placing of 
such product on the market and issued a 
national authorisation for this purpose 
which limits the quantities to be used and 
the areas to be treated and which may
impose further conditions. The competent 
authority shall without delay inform the
Commission and other competent 
authorities about the issued national 

2. An unauthorised biocidal product or an 
active substance for exclusive use in a 
biocidal product shall not be placed on the 
market for the purpose of any experiment 
or test which may involve, or result in, 
release of the biocidal product into the 
environment unless the competent 
authority has assessed the data submitted 
by the person interested in the placing of 
such product on the market and issued a 
positive opinion for this purpose which 
may impose further conditions. In the 
absence of an opinion from the competent 
authority within 30 days of the 
notification of the information required in
paragraph 1, the biocidal product or 
active substance may be placed on the 



PE439.175v03-0050/69 AD\817224EN.doc

EN

authorisation. market for the purpose of the notified 
experiment or test.

3. Where any experiment or test takes 
place in a Member State other than the 
Member State where placing on the market 
of the biocidal product occurs, the 
applicant shall obtain experiment or test 
authorisation from the competent 
authority of the Member State in the 
territory of which the experiments or tests 
are to be conducted.

3. Where any experiment or test takes 
place in a Member State other than the 
Member State where placing on the market 
of the biocidal product occurs, the 
applicant shall notify the competent 
authority of the Member State in the 
territory of which the experiments or tests 
are to be conducted. The applicant shall 
draw up and maintain written records 
detailing the identity of the biocidal 
product or active substance, labelling data 
and quantities supplied, and shall compile 
a dossier containing all available data on 
possible effects on human or animal 
health or impact on the environment. The 
applicant shall, if requested, make this 
information available to the competent 
authority.

If the proposed experiments or tests 
referred to in paragraphs 1 and 2 may have 
harmful effects on human or animal health 
or any unacceptable adverse effect on the 
environment, the competent authority of 
the Member State concerned may prohibit 
them or allow them subject to such 
conditions as it considers necessary to 
prevent those consequences. The 
competent authority shall without delay 
inform the Commission and other 
competent authorities about such measures.

If the proposed experiments or tests 
referred to in paragraphs 1 and 2 may have 
harmful effects on human or animal health 
or any unacceptable adverse effect on the 
environment, the competent authority of 
the Member State concerned may prohibit 
them or allow them subject to such 
conditions as it considers necessary to 
prevent those consequences. The 
competent authority shall without delay 
inform the Commission and other 
competent authorities about such measures.

4. The Commission shall adopt measures to 
specify the overall applicable maximum 
quantities of active substances or biocidal 
products that may be released during 
experiments and the minimum data to be 
submitted in accordance with paragraph 2. 

4. The Commission shall adopt measures to 
specify the overall applicable maximum 
quantities of active substances or biocidal 
products that may be released during 
experiments and the minimum data to be 
submitted in accordance with paragraph 2. 

Those measures designed to amend non-
essential elements of this Regulation by 
supplementing it shall be adopted in 
accordance with the regulatory procedure 
with scrutiny referred to in Article 72(4).

Those measures designed to amend non-
essential elements of this Regulation by 
supplementing it shall be adopted in 
accordance with the regulatory procedure 
with scrutiny referred to in Article 72(4).
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Amendment 84

Proposal for a regulation
Article 47 – paragraph 2 

Text proposed by the Commission Amendment

2. Treated articles or materials shall be 
labelled with the following information:

2. Treated articles or materials that 
incorporate one or more biocidal products 
that might, under normal and foreseeable 
conditions of use, be released into the 
environment or come into direct contact 
with humans, shall be labelled with the 
following information:

(a) the name of all active substances that 
were used to treat the article or materials 
or that were incorporated in the articles or 
materials;

(a) the name of all active substances that 
were used for the treatment or were 
incorporated in the articles or materials, 
using, where possible, internationally 
recognised nomenclature;

(b) where relevant, the biocidal property 
attributed to treated articles or materials;

(b) where relevant, the biocidal property 
attributed to treated articles or materials;

(c) the authorisation number of all 
biocidal products that were used for the 
treatment or were incorporated in the 
articles or materials;
(d) any hazard statement or precautionary 
statement set out in the authorisation for 
the biocidal product.

(c) any hazard statement or precautionary 
statement set out in the authorisation for 
the biocidal product.

The labelling shall be clearly visible, easily 
legible and appropriately durable.

The labelling may be printed on the 
treated article or material, on the 
packaging, on the instructions for use or 
on the warranty of the treated article or 
material, provided that it is clearly visible, 
easily legible and appropriately durable.

Where this is necessary because of the 
size or the function of the treated article 
or material, the labelling shall be printed 
on the packaging, on the instructions for 
use or on the warranty of the treated 
article or material.

This paragraph shall be without prejudice 
to labelling or information 
requirements laid down in sector specific 
legislation applicable to treated articles 
and materials.
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Amendment 85

Proposal for a regulation 
Article 48 – paragraph 1 – point a

Text proposed by the Commission Amendment

(a) the subsequent applicant has written 
agreement in the form of a letter of access
from the first applicant that he can use 
that information, 

(a) the subsequent applicant has written 
agreement in the form of a letter of access, 
as provided for by Article 50, 

Justification

The first applicant is not necessarily the owner of the information. The option must also be 
allowed for a second applicant to be or become the co-owner of the information, as a result of 
sharing or joint development of the information.

Amendment 86

Proposal for a regulation 
Article 48 – paragraph 1 – point b a (new)

Text proposed by the Commission Amendment

(ba) the subsequent applicant is also 
regarded as an owner of the information.

Justification

The first applicant is not necessarily the owner of the information. The option must also be 
allowed for a second applicant or business to be or become the co-owner of the information, 
as a result of sharing or joint development of the information.

Amendment 87

Proposal for a regulation 
Article 48 – paragraph 4

Text proposed by the Commission Amendment

4. The list referred to in paragraph 2 shall 
be entered by the Agency in the Biocides 
Data Sharing Register.

4. All information contained in the list 
referred to in paragraph 2 shall be entered 
by the Agency in the Biocides Data 
Sharing Register, identified by a single 
code and complete with all identifying 
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details and with a link to the identity of 
the first applicant and of the owner of the 
information.

Justification

All parts of the items of information and documents that are on the list must be contained in 
the register. It is preferable to identify numerically each document sent in order to avoid 
confusion when titles or corrections to studies with similar names are sent. Linking the items 
of information to the information owners and applicants will ensure that property rights are 
respected.

Amendment 88

Proposal for a regulation 
Article 49 – paragraph 1 

Text proposed by the Commission Amendment

1. Information submitted for the purposes 
of Directive 98/8/EC or of this Regulation 
shall benefit from data protection under the 
conditions laid down in this Article. The 
protection period for this information shall 
start when the information is submitted.

1. Information submitted for the purposes 
of Directive 98/8/EC or of this Regulation 
shall benefit from data protection under the 
conditions laid down in this Article. The 
protection period for this information shall 
start when the information is submitted. A 
date of submission shall be assigned 
separately to each document, identified 
with the single code pursuant to Article 
48(4).

Information protected under Directive 
98/8/EC or under this Article or for which 
the protection period expired under 
Directive 98/8/EC or under this Article 
shall not be protected again.

Justification

Data protection requirements were never unequivocally established by Directive 98/8/EC. As 
the date on which a dossier is submitted may not be the date of submission of all the 
information, submission dates are to be assigned individually when each subsequent 
submission of information is made. Protecting the individual items of information reflects the 
real situation more faithfully in that each individual item of information is the result of 
investment by its owner.
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Amendment 89

Proposal for a regulation 
Article 49 – paragraph 4

Text proposed by the Commission Amendment

4. By way of derogation from the first 
subparagraph of paragraph 2, the 
protection period for information 
submitted to a Member State under 
national systems or practices for the 
approval of biocidal products, before it 
was submitted for the purposes of 
Directive 98/8/EC or of this Regulation, 
shall end at the expiry of any remaining 
period provided for under national rules 
or on 14 May 2014, whichever is the 
earlier, unless this information has been 
generated after 14 May 2000.

deleted

Justification

Even if this article represents an improvement in comparison with the provisions of Directive 
98/8/EC as regards data protection, there is no justification for distinguishing between new 
and existing information. This is because national legislative frameworks cover only a small 
fraction of the biocides market. Where such frameworks exist, some Member States have not 
in fact applied them. Moreover, eliminating this distinction would bring the provisions of the 
present Regulation more into line with REACH.

Amendment 90

Proposal for a regulation 
Article 52 – paragraph 3

Text proposed by the Commission Amendment

3. Where no such agreement is reached two 
months after the request was made 
according to Article 51(2), the prospective 
applicant shall without delay inform the 
Agency and the owner of the information 
thereof. Within two months of being 
informed about the failure to reach an 
agreement, the Agency shall give the 
prospective applicant the right to refer to 
the tests or studies involving tests on 
vertebrate animals. National courts shall 

3. Where no such agreement is reached two 
months after the request was made 
according to Article 51(2), both the data 
owner and the prospective applicant shall 
without delay inform the Agency thereof. 
Within two months of being informed 
about the failure to reach an agreement, the 
Agency shall give the prospective applicant 
the right to refer to the tests or studies 
involving tests on vertebrate animals. An 
arbitration body within the Agency shall 



AD\817224EN.doc 55/69 PE439.175v03-00

EN

decide on the proportionate share of the 
cost that the prospective applicant shall pay 
to the data owner.

decide on the proportionate share of all 
costs associated with the production and 
use of the information that the prospective 
applicant shall pay to the data owner.

Justification

If it is not possible to reach agreement between the two parties, both parties should inform the 
Agency, as both are responsible for the failure to agree. In order to ensure that the 
compulsory sharing of information proceeds in a harmonised manner at EU level, the 
Commission should establish an arbitration body for the Union. 

Amendment 91

Proposal for a regulation 
Article 53 – paragraph 1 – subparagraph 1

Text proposed by the Commission Amendment

1. In the case of a biocidal product which 
has already been authorised in accordance 
with Articles 15, 25 or 28, and where all 
periods of protection of information 
according to Article 49 have expired, the 
receiving competent authority or the 
Agency may agree that a subsequent 
applicant for authorisation may refer to 
data provided by the first applicant in so 
far as the subsequent applicant can provide 
evidence that the biocidal product is 
similar to and its active substances are 
technically equivalent to the one formerly 
authorised, including degree of purity and 
nature of impurities. 

1. In the case of a biocidal product which 
has already been authorised in accordance 
with Articles 15, 25 or 28, and where all 
periods of protection of information 
according to Article 49 have expired, the 
receiving competent authority or the 
Agency may agree that a subsequent 
applicant for authorisation may refer to 
data provided by the first applicant, and if 
the periods of protection of information 
according to Article 49 have not expired, 
the receiving competent authority or the 
Agency may agree that a subsequent 
applicant for authorisation may share the 
data provided by the first applicant 
pursuant to Article 52, in both cases in so 
far as the subsequent applicant can provide 
evidence that the biocidal product is 
similar to and its active substances are 
technically equivalent to the one formerly 
authorised, including degree of purity and 
nature of impurities.

Justification

Similarity and technical equivalence must also be demonstrated where the protection of 
information has not yet expired but a subsequent applicant wishes to share data.
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Amendment 92

Proposal for a regulation 
Article 54 – paragraph -1 (new)

Text proposed by the Commission Amendment

-1. The competent authorities shall 
perform official controls in order to 
ensure that manufacturers of active 
substances which are placed on the 
market for use in biocidal products have 
submitted to the Commission the 
information about the active substances 
referred to in Annex II or are in 
possession of a letter of access to a dossier 
which complies with the requirements of 
Annex II.

Justification

Compliance with the provisions of the Regulation must be guaranteed by official controls by 
the national competent authorities.

Amendment 93

Proposal for a regulation
Article 54 – paragraph 3 – introductory part 

Text proposed by the Commission Amendment

3. Every three years, starting in 2013, 
competent authorities shall submit to the 
Commission a report on the 
implementation of this Regulation in their 
respective territories. The report shall 
include:

3. Every year, starting in 2013, competent 
authorities shall submit to the Commission 
a report on the implementation of this 
Regulation in their respective territories. 
The report shall include:

Amendment 94

Proposal for a regulation
Article 54 – paragraph 3 – point b 

Text proposed by the Commission Amendment

(b) information on any poisonings (b) information on any poisonings 
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involving biocidal products. involving biocidal products and the 
possible health implications for 
vulnerable groups, such as children, 
pregnant women or the sick;

Amendment 95

Proposal for a regulation
Article 54 – paragraph 3 – point b a (new) 

Text proposed by the Commission Amendment

(ba) information on the impact on the 
environment.

Amendment 96

Proposal for a regulation 
Article 54 – paragraph 4

Text proposed by the Commission Amendment

4. The Commission shall draw up a report 
on the implementation of this Regulation 
and, in particular, on the functioning of the 
Community authorisation procedure and 
mutual recognition, by 1 January 2023. 
The Commission shall submit the report to 
the European Parliament and the Council.

4. The Commission shall draw up a report 
on the implementation of this Regulation 
and, in particular, on the functioning of the 
Community authorisation procedure and 
mutual recognition, by 1 January 2019 
and every three years thereafter. The 
Commission shall submit the report to the 
European Parliament and the Council.

On the basis of the report, the 
Commission shall assess the desirability 
of proposing amendments to this 
Regulation. 

Justification

The Commission report should be the basis for a process of revision with the aim of 
remedying as much as possible the main difficulties identified. 
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Amendment 97

Proposal for a regulation 
Article 55 – paragraph 2 – point d a (new)

Text proposed by the Commission Amendment

(da) manufacturers of active substances 
(names and addresses including location 
of manufacturing sites); 

Justification

Production sites are commercial information with implications for competition and should 
not be published. Applicants have the right to seek authorisation for many final uses of a 
product, which however are not necessarily all used, so some of these must be reserved for 
future use.

Amendment 98

Proposal for a regulation 
Article 55 – paragraph 2 – point d b (new)

Text proposed by the Commission Amendment

(db) the location of the site where a 
biocidal product is manufactured; 

Justification

Production sites are commercial information with implications for competition and should 
not be published. Applicants have the right to seek authorisation for many final uses of a 
product, which however are not necessarily all used, so some of these must be reserved for 
future use.

Amendment 99

Proposal for a regulation 
Article 55 – paragraph 2 – point d c (new)

Text proposed by the Commission Amendment

(dc) date of the authorisation and its date 
of expiry; 
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Justification

It is essential that some information contained in authorisations concerning the applicant 
should be treated in confidence. The date of the authorisation and its date of expiry are also 
sensitive information and should be protected.

Amendment 100

Proposal for a regulation 
Article 55 – paragraph 2 – point d d (new)

Text proposed by the Commission Amendment

(dd) doses and instructions for use. 

Justification

It is essential that some information contained in authorisations concerning the applicant 
should be treated in confidence. Doses and instructions depend on the type of use, as well as 
on the intrinsic properties of the product and of the co-formulants, and it is therefore 
necessary to protect them adequately.

Amendment 101

Proposal for a regulation 
Article 58 – paragraph 2 – first subparagraph – introductory part

Text proposed by the Commission Amendment

2. Labels shall not be misleading and, in 
any case, shall not mention the indications 
‘low-risk biocidal product’, ‘non-toxic’, 
‘harmless’ or similar indications. In 
addition, the label must show clearly and 
indelibly the following information: 

2. Labels shall not be misleading and, in 
any case, shall not mention the indications 
‘non-toxic’, ‘harmless’ or similar 
indications. In addition, the label must 
show clearly and indelibly the following 
information: 

Justification

Those who place low-risk products on the market should be encouraged and allowed to 
publicise them appropriately.
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Amendment 102

Proposal for a regulation 
Article 58 – paragraph 2 – first subparagraph – point e

Text proposed by the Commission Amendment

(e) directions for use and the dose rate, 
expressed in metric units, for each use 
provided for under the terms of the 
authorisation;

(e) directions for use and the dose rate, 
expressed in metric units and/or in a 
manner which is meaningful and 
comprehensible to the user, for each use 
provided for under the terms of the 
authorisation;

Justification

The dose must be expressed in a manner which is meaningful and comprehensible to the user. 
Particularly in the case of non-professional users, a dose in metric units is sometimes hard 
for users to understand. The dose in metric units should be translated into terms which are 
significant, comprehensible and appropriate for the consumer if necessary. 

Amendment 103

Proposal for a regulation 
Article 58 – paragraph 3 a (new)

Text proposed by the Commission Amendment

3a. The Commission shall make available 
on the internet a list of all active 
substances available within the internal 
market.
The persons responsible for the placing 
on the market of biocidal products shall 
make available on the internet a list of 
such products. This website shall serve to 
increase transparency for consumers and 
to facilitate an easy and fast collection of 
data on the properties and conditions of 
use of these products. 
Access to the aforementioned websites 
shall not be subject to any restriction or 
condition and their content shall be kept 
up to date. The relevant website addresses 
shall be indicated on the labelling of the 
biocidal products in a visible manner.
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Justification

It must be possible for all users to obtain detailed and timely information, in the interests of 
completeness of the information and to enable consumers to obtain the correct information 
about the prescribed conditions of use, keeping and treatment of the product. The information 
on the website should supplement and add detail to the indications on the labelling, so as to 
ensure that users who require specific information, which can normally be obtained through 
additional medical consultation, can easily obtain it.

Amendment 104

Proposal for a regulation
Article 59 – paragraph 1 a (new) 

Text proposed by the Commission Amendment

Safety data sheets shall contain the 
following information:
(a) important categories of product whose 
active substance has been included in 
Annex I;
(b) the name of at least one Member State 
where the biocidal product has been 
authorised;
(c) the authorisation number of the 
biocidal product as such or present in a 
treated article or material.

Justification

Consistently with the information requested concerning manufacturers of active substances, 
safety data sheets accompanying biocidal products too should contain such information to 
help the supervisory authorities and competent authorities to check the origin of the 
substances in products placed on the market. 

Amendment 105

Proposal for a regulation
Article 62 – paragraph 3 

Text proposed by the Commission Amendment

3. Advertisements for biocidal products 
shall not refer to the product in a manner 
which is misleading in respect of the risks 
from the product to human health or the 

3. Advertisements for biocidal products 
shall not refer to the product in a manner 
which is misleading in respect of the risks 
from the product to human health or the 
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environment. In any case, the advertising 
of a biocidal product shall not mention 
‘low-risk biocidal product’, ‘non-toxic’, 
‘harmless’ or any similar indication.

environment. In any case, the advertising 
of a biocidal product shall not mention 
‘non-toxic’, ‘harmless’ or any similar 
indication.

Justification

Those who place low-risk products on the market should be encouraged and allowed to 
publicise them appropriately. 

Amendment 106

Proposal for a regulation
Article 70 – paragraph 2 – point d

Text proposed by the Commission Amendment

(d) an annual fee shall be paid by persons 
placing biocidal products on the market; 
and 

(d) the fee shall apply only when it is 
genuinely necessary; and

Justification

Fees should relate to the work requested and therefore be proportionate to it. An 
indiscriminate annual fee is not acceptable, and fees should be paid only when genuinely 
necessary.

Amendment 107

Proposal for a regulation
Article 77 – paragraph 1 – subparagraph 3 

Text proposed by the Commission Amendment

 During the work programme, the 
Commission shall decide pursuant to the 
procedure laid down in Article 72(4) that 
an active substance shall be included in 
Annex I of this Regulation and under 
which conditions, or, in cases where the 
requirements of Article 4 are not satisfied 
or where the requisite information and data 
have not been submitted within the 
prescribed period, that such active 
substance shall not be included in Annex I 
of this Regulation. The decision shall 
specify the date on which the inclusion in 

During the work programme, the 
Commission shall decide pursuant to the 
procedure laid down in Article 72(4) that 
an active substance shall be included in 
Annex I of this Regulation and under 
which conditions, or, in cases where the 
requirements of Article 4 are not satisfied 
or where the requisite information and data 
have not been submitted within the 
prescribed period, that such active 
substance shall not be included in Annex I 
of this Regulation. The decision shall 
specify the date on which the inclusion in 
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Annex I becomes effective. Annex I becomes effective, which shall be 
two years after the adoption of the 
decision.

Justification

The legislative text should clearly state the timelines applicable. Two years have previously 
been agreed upon by the Competent Authorities.

Amendment 108

Proposal for a regulation
Article 77 – paragraph 3 – subparagraph 3

Text proposed by the Commission Amendment

Biocidal products, for which an application 
for a product authorisation has not been 
submitted in accordance with the second 
subparagraph, shall no longer be placed on 
the market with effect from six months 
after the date on which the inclusion 
becomes effective. Disposal, storage and 
use of existing stocks of biocidal products 
for which an application for authorisation 
has not been submitted in accordance with 
the second subparagraph are allowed until 
eighteen months after the date on which 
the inclusion becomes effective.

Biocidal products, for which an application 
for a product authorisation has not been 
submitted in accordance with the second 
subparagraph, shall no longer be placed on 
the market after the date on which the 
inclusion becomes effective. Disposal, 
storage and use of existing stocks of 
biocidal products for which an application 
for authorisation has not been submitted in 
accordance with the second subparagraph 
are allowed until six months after the date 
on which the inclusion becomes effective.

Justification

This amendment lays down shorter periods for exclusion from the market, as downstream 
users of the biocidal product must be informed of their obligations and of the state of revision 
of active substances.

Amendment 109

Proposal for a regulation
Article 77 – paragraph 4 – subparagraph 1 a (new) 

Text proposed by the Commission Amendment

Disposal, storage and use of existing 
stocks of biocidal products for which the 
competent authority of the Member State 
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has rejected an application for 
authorisation submitted under paragraph 
3 or has decided not to grant 
authorisation are allowed until 18 months 
after such a rejection or a decision.

Amendment 110

Proposal for a regulation
Article 81

Text proposed by the Commission Amendment

By way of derogation from Article 47, 
treated articles and materials that 
incorporate biocidal products which are not 
authorised in the Community or in at least 
one Member State and which were 
available on the market on ... [OJ: insert 
the date referred to in the first 
subparagraph of Article 85] may, until the 
date of a decision granting authorisation to 
these biocidal products, continue to be 
placed on the market if the application for 
authorisation is submitted at the latest by 1 
January 2017. In the case of a refusal to 
grant an authorisation to place a biocidal 
product on the market, treated articles and 
materials that incorporate such biocidal 
product shall no longer be placed on the 
market within six months after such 
decision. 

By way of derogation from Article 47, 
treated articles and materials that 
incorporate biocidal products which are not 
authorised in the Community or in at least 
one Member State and which were 
available on the market on ... [OJ: insert 
the date referred to in the first 
subparagraph of Article 85] may, until the 
date of a decision granting authorisation to 
these biocidal products, continue to be 
placed on the market if the application for 
authorisation is submitted at the latest by 1 
January 2015. In the case of a refusal to 
grant an authorisation to place a biocidal 
product on the market, treated articles and 
materials that incorporate such biocidal 
product shall no longer be placed on the 
market within six months after such 
decision. 

Amendment 111

Proposal for a regulation
Article 81 – paragraph 1 a (new) 

Text proposed by the Commission Amendment

Disposal, storage and use of existing 
stocks of biocidal products which are not 
authorised for the relevant use by the 
competent authority or the Commission 
are allowed until 12 months after the date 
of the decision referred to in the first 
subparagraph of Article 80(2) or 12 
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months after the date referred to in the 
second subparagraph of Article 80(2), 
whichever is the later.

Amendment 112

Proposal for a regulation
Article 82 

Text proposed by the Commission Amendment

Article 82
Transitional measures concerning food 

contact materials

deleted

1. Applications for the authorisation of 
biocidal products which are food contact 
materials and which were available on the 
market on [OJ: insert the date referred to 
in the first subparagraph of Article 85] 
shall be submitted at the latest 1 January 
2017.
Food contact materials which were 
available on the market on [OJ: insert the 
date referred to in the first subparagraph 
of Article 85] for which an application 
was submitted in accordance with 
paragraph 1 may continue to be placed on 
the market until the date of the decision 
granting the authorisation or refusing to 
grant the authorisation. In case of a 
refusal to grant an authorisation to place 
such biocidal product on the market, such 
biocidal product shall no longer be placed 
on the market within six months after 
such decision.
Food contact materials which were 
available on the market on [OJ: insert the 
date referred to in the first subparagraph 
of Article 85] for which an application 
was not submitted in accordance with 
paragraph 1 may continue to be placed on 
the market until six months after the date 
referred to in paragraph 1.
2. Disposal, storage and use of existing 
stocks of biocidal products which are not 
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authorised for the relevant use by the 
competent authority or the Commission is 
allowed until twelve months after the date 
of the decision referred to in the second 
subparagraph of paragraph 1 or twelve 
months after the date referred to in the 
third subparagraph of paragraph 1, 
whichever is the later.

Justification

Food contact materials should not be within the scope of the Proposal as this would lead to 
double regulation and assessment. Food contact materials are already regulated by the Food 
Contact Materials Framework Regulation (EC) No 1935/2004. Should any changes be made 
to the rules governing food contact materials, they should be addressed through a revision of 
the food contact legislation, not by extending the scope of the BPR.

Amendment 113

Proposal for a regulation
Article 83 – paragraph -1 (new)

Text proposed by the Commission Amendment

As from 1 January 2014, all 
manufacturers of an existing active 
substance placed on the market for use in 
biocidal products shall submit to the 
Agency an application for the inclusion of 
the substance in Annex I. The competent 
authorities shall carry out official controls 
as required by Article 54(1).

Justification

Only manufacturers who contribute to the system should be allowed to manufacture and 
market active substances intended for use in biocidal products. This is the best way of 
overcoming the 'free rider' problem, by means of appropriate checks on the market for active 
substances.
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Amendment 114

Proposal for a regulation
Article 83 – paragraph 3 a (new)

Text proposed by the Commission Amendment

The competent authorities shall adopt the 
necessary measures as required by Article 
54(2).

Justification

Member States should be required to establish which biocidal products exist on their market 
and whether the manufacturer of the active substance has submitted a dossier for Annex I, 
and proceed accordingly.

Amendment 115

Proposal for a regulation
Article 83 a (new)

Text proposed by the Commission Amendment

Article 83 a
Reporting

By ...*, the Commission shall submit 
report to the European Parliament and 
the Council regarding adequate measures 
to promote the sustainable use of biocidal 
products across the different product 
types. On the basis of this report, the 
Commission shall present, where 
appropriate, legislative proposals.
___________

* Two years from the entry into force of this 
Regulation.

Amendment 116

Proposal for a regulation
Annex III – Title 1 - point 3.7 – subpoint 1 a (new)

Text proposed by the Commission Amendment

Storage stability and shelf life will be 
generally determined based on the 
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stability of the active substance. In the 
case of readily decomposable active 
substances, the storage stability and the 
shelf life may be determined by other valid 
scientific means, such as extrapolating 
the analytical data of the active substance 
from product aging experiments until 
reaching the efficacy threshold.

Justification

Standard stability tests that are based on the measurements and quantification of the active 
substance are not appropriate for products containing readily decomposable active 
substances, such as sodium hypochlorite. These substances are known to decompose beyond 
accepted guidelines (FAO, WHO limits). Therefore, in such cases, it is more appropriate that 
the stability and the shelf-life is determined by other means, such as extrapolating the 
analytical data of the active substance from product aging experiments until reaching the 
efficacy threshold.

Amendment 117

Proposal for a regulation
Annex V – Main group 4

Text proposed by the Commission Amendment

Product-type 20: - Product-type 20: Food and feed 
disinfectants
Products used for disinfecting food or 
feedstocks by the control of harmful 
organisms.

Justification

It is necessary to keep former Directive 98/80/EC’s biocidal product type 20 (‘Preservatives 
for food or feedstocks’), but its definition needs to be amended, given that these biocidal 
products are not preservatives but disinfectants (as a consequence, the older definition led to 
confusion). For instance, products used to disinfect feed from human pathogens such as 
Salmonella do not meet the requirements of the feed additives regulations. Indeed, the 
products do not ‘favourably affect the feed’ nor enhance its performance.



AD\817224EN.doc 69/69 PE439.175v03-00

EN

PROCEDURE

Title The placing on the market and use of biocidal products

References COM(2009)0267 – C7-0036/2009 – 2009/0076(COD)

Committee responsible ENVI

Opinion by
       Date announced in plenary

IMCO
14.7.2009

Associated committee(s) - date 
announced in plenary

17.12.2009

Rapporteur
       Date appointed

Amalia Sartori
28.9.2009

Discussed in committee 5.11.2009 27.1.2010 18.3.2010

Date adopted 28.4.2010

Result of final vote +:
–:
0:

24
3
9

Members present for the final vote Cristian Silviu Buşoi, Lara Comi, Anna Maria Corazza Bildt, António 
Fernando Correia De Campos, Jürgen Creutzmann, Christian 
Engström, Evelyne Gebhardt, Louis Grech, Małgorzata Handzlik, 
Malcolm Harbour, Philippe Juvin, Sandra Kalniete, Alan Kelly, Eija-
Riitta Korhola, Edvard Kožušník, Kurt Lechner, Toine Manders, Hans-
Peter Mayer, Robert Rochefort, Zuzana Roithová, Heide Rühle, 
Andreas Schwab, Róża Gräfin Von Thun Und Hohenstein, Kyriacos 
Triantaphyllides, Bernadette Vergnaud, Barbara Weiler

Substitute(s) present for the final vote Pascal Canfin, Cornelis de Jong, Anna Hedh, Othmar Karas, Emma 
McClarkin, Amalia Sartori, Catherine Soullie, Marc Tarabella, Kerstin 
Westphal


