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Introduction

The Chemicals Legislation European Enforcement Network (CLEEN) is a voluntary network
of chemical inspectorates in the European Union, Norway and Switzerland which aims to
coordinate the enforcement of EU chemical legislation by developing common strategies and
tools for the inspectors in the member countries. It is basically a forum for information

exchange and it performs enforcement projects as proposed by its members.

The EuroBiocides working group was set up on the 6th CLEEN Conference in Bonn in 2005.
Since then, developing working methods and tools for making inspections has been an
ongoing process. This also includes a workshop with the members of CLEEN at the 7th
CLEEN Meeting in Vienna in 2006. The active phase of distributing the final Manual and
obtaining participant commitments to the project was concluded by the end of 2007. The
operational phase of the project ran from spring 2007 until autumn 2008. Analysis and the
compilation of data, including the coordination between the 15 participating countries, began
in spring 2009. Finally, the report was introduced to the CLEEN members on the 11" CLEEN
Conference in Sucevita, Romania in September 2010 and published at the CLEEN

homepage http://www.cleen-europe.eu in 2011.

The project aims to provide an insight into the extent to which the industrial sector complies
with the Biocidal Product Directive (BPD), also including classification and labelling (Directive
67/548/EEC and Directive 1999/45/EEC);and into the enforceability of this Directive, taking
into account the numerous and complicated borderline cases arising in respect of the Biocidal
Product Directive (BPD) and other EU provisions.

Glossary and definitions are placed in APPENDIX 1 to this report.

Annmette Carline Sggard of the Chemical Inspection Service of the Danish Environmental
Protection Agency has been leading the project together with a working Group, represented
by Andrea Mayer-Figge, Ministry of Employment, Integration and Social Affairs, North Rhine-
Westphalia, Germany; Rosario Alonso Fernandez, Deputy Directorate General for
Environmental and Occupational Health, Directorate General for Public Health, Ministry of
Health and Social Policy, Madrid and Maria Taracén Estrada, Directorate General of Health
and Participation, Regional Department of Public Health for Andalucia, Sevilla, Spain; Sipke
Havinga Inspectorate for Housing, Spatial planning an the Environment, The Hague, The
Netherlands and Heribert Blrgy, Federal Department of Home Affairs FDHA, Federal Office
of Public Health FOPH Consumer Protection Directorate, Liebefeld, Switzerland

Final report, May 2011 4



1 Summary

The exchange of information and experience among the Member States to avoid differences
in the way the Directive 98/8/EC is enforced in the different EU Member States and EES
(European Economic Space) and thus to avoid inconsistent competitiveness of the relevant
enterprises was obtained through examination of 1346 biocidal products according to:

¢ Problems and borderline cases in enforcing the Directive;

e Packaging, classification and labelling,

e The marketability of active substances;

e SDSs and chemical contents in the products;

¢ Providing support and disseminating information to the enterprises;

15 participating countries in the CLEEN network were involved in developing the
EuroBiocides project. The participating countries were Austria, Belgium, Denmark, Estonia,
Finland, France, Germany, Latvia, the Netherlands, Norway, Poland, Slovenia, Spain,
Switzerland and Romania.

An EuroBiocides manual was developed from 2005 to 2007, the manual included specific
tools, working methods for selection and collection of products, product and enterprise
questionnaires and corresponding excel database (with the same questions), in which the
data was calculated and analysed.

More than 450 inspectors have been trained in examination of the specific BPD rules and
participated in the enforcement of the biocidal products. Names of country responsible and
inspectors are listed in APPENDIX 9 and 10.

Results of enforcement

50 percent of the 1346 biocidal products examined in the 15 European countries were
not in compliance with the BPD legislation.

Around 12 percent of the products contained forbidden active substances. More than 20
percent of the inspected products were not classified and labelled with the correct indication
for physical or health danger. In addition, 11 percent of the products were not correct
classified as environmentally dangerous. The number of wrongly labelled products increased
when risk and safety-sentences (R- and S-sentences) were counted in. 30 percent of the
products did not meet at least one of the 8 specific labelling rules for biocidal products.
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Furthermore, 130 products (around 9.7 percent) had a borderline to either medical
devices/pharmacies, plant protection agents, cosmetics or disinfectants. The majority of
enterprises selling those products were not aware that these products were included to the
BPD legislation.

23 product types are included in the BPD, and 18 of those were examined in this project.

In particular 6 product types, PT2, PT4, PT8, PT14, PT18 and PT19, represented the
recommended selection criteria: “many borderlines”, “high volume* and “high risk”, and were
well documented in the project, both in number of products (1133 products, 84.2 %) and in
number of countries who examined those products.

The number of products not in compliance was highest in PT2, PT18 and PT19. These
products are widely spread in the supply chain and many are intended for consumers or both
consumers and professionals. And accordingly, the number of forbidden active substances
was highest in PT18 and PT19 for which the deadline for submission of data was among the
first (“high risk”) in the review programme.

480 enterprises were inspected; a majority, 176 (36.7 %) out of 480 visited enterprises were
producers and importers; 140 (29.2 %) were retailers / supermarkets, 94 (19.6 %) were users,
and 70 (14.6 %) were wholesale traders.

Consumer products were represented with 567 (42.7 %) examined products for all
participating countries, compared to 502 (37.3 %) products purposed for professionals and
276 products (20.5 %) for both consumers and professionals.

During the project phase different measures where undertaken by inspectors to improve
compliance as shown in table 1-1

The main differences in the analysed results for each country approach depend among others
on whether the products were registered or not, whether national authorisation was in force or
not and of the intensive repetition of BPD enforcement, the purpose of the products, the
enterprises and the product types inspected.

Enforcement results and actions taken against products not in compliance are reported

collectively for all participating countries in chapter 5.1, p. 49 and separately on a national
level for each participating country in chapter 5.2.
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Sanction Number of products Percentage
Removed from market 169 12.6
Product substance prohibited 18 1.3
Sanction — not defined 52 3.9
Advice to enterprise 188 14.0
Further inspection 37 2.7
Information to focal point 100 7.4
Violation — ((no specifications)* 109 8.1
None/blank 673 50

Table 1-1: Results from the enforcement of biocidal products in all participating countries
during the project phase. In some cases inspections could not be completed during
the project phase because further clarification was necessary; “further inspection”
or “information to focal point” were mainly reported in these cases. In the cases
when no further specific and / or detailed information about enforcement
measurements was documented during the project phase they were counted as
“violation”.

Because of follow-up actions undertaken by inspectors and because of slightly different time
schedules in the participating countries, the final results were not always available at the end
of the project phase, January 2009. Reasonably the question about results could not be fully
compared, but the following results have been calculated:

e 149 (11.1 %) of the examined products had been legalised (re-labelled, active
substances changed to legal etc.), and

e enforcement of 108 (8 %) products was still in process when the inspection phase
finished in January 2009.

Conclusion
The EuroBiocides project has ensured that enforcement was carried out successfully,
harmonized and that the results was comparable between the participating countries.

The process of developing the manual, the examination of the BPD legislation for each
product and the coordination between 15 countries was immense. Consequently, with respect
to the workload future common enforcement projects will focus on and be limited to specific
product types.

The results showed that half of the examined products were not in compliance with the
regulation, which, of course, is not acceptable. Having in mind that the BPD entered into force
more than ten years ago, the results are worrying and indicate the necessity of further
inspections, not only in relation to the BPD legislation in the intermediate stage but also in
relation to classification and labelling.
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Unfortunately many of those biocidal products not in compliance were classified with both
dangerous to health and the environment and many were intended for consumers, which

have little or no knowledge about the BPD-legislation.

As a result of this observation, enterprises dealing with biocidal products shall be forced to
reduce the risk to humans from using these products, and give sufficient information to
downstream users about any change in the chemical contents of the products.

Furthermore, the propounding EuroBiocides results have clarified the need for selective
information to enterprises, customers and professionals and accordingly, recommendations to
the Commission, Competent Authorities and Enterprises are elaborated in the end of this

report.

This final report will be introduced and forwarded to the Competent Authorities in 2011.
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2 Background and Goals
2.1 Legislation

Directive 98/8/EC (BPD) of the European Parliament and of the Council of 16 February 1998
concerning the placing of biocidal products on the market entered into force on 14 May 1998.
The Member States had to implement the Directive not later than 24 months after its entry

into force.

The BPD concerns the authorisation for placing on the market of biocidal products within the
Member States. Article 1(2) of Directive 98/8/EC applies to biocidal products as defined in
Article 2(1)(a) but excludes products that are defined or within the scope of the 18 other
Directives.

According to Article 1(2) of Directive 98/8/EC the Directives and Regulations listed in
APPENDIX 2 of this report are exempted from the scope of the BPD.

Further, Article 1(3) of the Directive applies without prejudice to relevant Community
provisions or measures taken in accordance with five other Directives, which are explicitly
listed.

2.2 Definitions

Article 2 of Directive 98/8/EC provides definitions on concepts; this includes biocidal products,
low-risk biocidal products, basic substance, and active substance, substance of concern,
harmful organism, and residues, placing on the market, authorisation, frame-formulation,
registration and letter of access.

Pursuant to the Directive 98/8/EC the definitions for biocidal products, active substances and

basic substances apply as written below. These definitions are the key to solving whether or
not a product is included in the scope of the Biocidal Product Directive.
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An exhaustive list of the 23 product types with an indicative set of descriptions within each
type is provided in ANNEX V to the Directive. ANNEX V is repeated and placed in APPENDIX
3 of this report.

2.3 Review of notified existing substances

According to the BPD, active substances in biocidal products, placed on the EU market prior
to 14 May 2000 (all notified active substances)'; will be reviewed in a Community programme
that has to be carried out within 14 years. If, after the review, they are accepted for use in
biocidal products in specific product types, they will be included in ANNEX I, IA or IB to the
BPD.

Identification of existing substances

The first phase of the review programme was established by Commission Regulation (EC)
No. 1896/2000 of 7 September 2000, which lays down the procedures for identification and
notification of existing active substances. Only substances, which were notified acceptably,
are reviewed in the programme.

! Postponed until 14 Mai 2014: Commission Regulation (EU) No 298/2010 of 9 April 2010 amending Regulation (EC) No
1451/2007 as regards the extension of the duration of derogations allowing the placing of biocidal products on the market
http://eur-lex.europa.eu/LexUriServ/LexUriServ.do?uri=0J:L:2010:090:0004:0005:EN:PDF
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The second phase of the review programme was established by Commission Regulation No.
2032/2003 of 4 November 2003 (last amended by Commission Regulation No. 1849/2006 of
14 December 2006)? which lays down the procedures and details for the rest of the review
programme. ldentified active substances, notified active substances, prioritisation of the
product types to be reviewed, designated Rapporteur Member States, and time tables are
listed in the Annexes to the second Regulation.

Biocidal substances which are neither identified nor notified into ANNEX | can not be placed
on the market according to Commission Regulation 1451/2007, Article 4(1).

An exhaustive list of existing active substances to be examined under the review programme
is set out in ANNEX Il of 1451/2007/EC. The list specific to each existing active substance
includes the product types in respect of which the substance would be examined under the
review programme. A designated Member State was chosen to implement each substance.

First, active substances used in product type 8, wood preservatives, or product type 14,
rodenticides, will be assessed.

Deadline for dossier Product type Comment
submission under the
review programme

28 March 2004 8,14 Combinations of an active

30 April 2006 16,18,19, 21 substance and a product type for
31 July 2007 1,2,3,4,5,6,13 which no dossiers have been

31 October 2008 7,9,10,11,12,15,17,20,22,23% | submitted are withdrawn from the

review programme.

Table 2.3-1: Deadline for dossier submission under the review programme

Not notified and new active substances
From the date of entry into force of Commission Regulation No 1451/2007/EC, any active

substances not listed in ANNEX | shall be deemed not to have been placed on the market for
biocidal purposes before 14 May 2000 (Article 4(3) of 1451/2007/EC).

2 Commission Regulation No 1451/2007, 4 Dec 2007 repeals Commission Regulation (EC) No 2032/2003,

available at http://eur-lex.europa.eu/JOHtml.do?uri=0J:L:2007:325:SOM:EN:HTML
Product type 10, 11, 20 and 22 will be included in these projects.

3
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As any substances not listed in the Regulation (EC) No 1451/2007, are prohibited and must
be authorised or registered as a new substance, and the necessary dossier for submission
and authorisation are to be laid down according to the rules and procedures set out in Articles
3 and 5 of Directive 98/8/EC. The assessment and decision on the inclusion of the
substances into ANNEX | of the Directive must be made at community level, and placing on
the market is assumed to be in compliance with the BPD (no “intermediate stage”).

Non-inclusion and phasing-out

Commission Regulation (EC) No 1451/2007 Article 4(1) stipulates that biocidal products
containing active substances listed in ANNEX Il for which no notification to a specific product
type has been accepted of the second Review Regulation may not be placed on the market.

In accordance with Article 4(2) of Regulation 1451/2007/EC, biocidal products containing
active substances for which a decision was taken not to include for certain and all of their
notified product types in ANNEX |, IA or IB to the Biocidal Product Directive within the Review
programme, shall be withdrawn from the market within 12 months after the decision to
withdraw has come into force, unless otherwise stated in the non-inclusion decision. A list of
non-inclusion decisions (with phasing-out phase) is available at
http://ec.europa.eu/environment/biocides/pdf/list_dates_product_phasing_out.pdf.

Decision concerning non-inclusion in ANNEX I, IA or IB to Directive 98/8/EC of the
European Parliament and of the Council of 16 February 1998 concerning the placing of
biocidal products on the market of certain substances to be examined under the 10-year
work programme as referred to in Article 16(2) concerning substances and products types
for which no company or Member State indicated an interest in taking over the role of
participant for. These decisions shall apply from the day following its publication in official
Journal of the European Union.

All decisions of non-inclusion in ANNEX |, IA or IB to Directive 98/8/EC are available:

http://ec.europa.eu/environment/biocides/non inclusions.htm.

2.4 Hazardous substance information on biocidal products

General
Biocidal products and active substances, which have not yet been authorised, must be

classified and labelled by the marketing enterprise according to the information available and
to Article 20 (despite Article 20(3) b, d, e, and k) of Directive 98/8/EC.
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General rule for the classification and labelling of biocidal products

Since 30 July 2004 biocidal products and active substances must be classified, labelled and
packed according to the regulations of Directive 1999/45/EEC due to the statutory provisions
in Directive 98/8/EC Article 20.

Safety Data Sheet (SDS) for biocidal products
Under Directive 91/155/EEC, as amended by Directive 2001/58/EEC (Safety Data Sheet
Directive) Safety Data Sheets must be available for biocidal products from 30 July 2004* .

Thus according to Directive 1999/45/EEC a Safety Data Sheet must be available if the
biocidal product is a dangerous preparation, and in case of professional use. For biocidal
products not classified as dangerous but containing dangerous substances a Safety Data
Sheet must be available on request®. This should be mentioned on the packaging of the
product®.

Additional labelling and duties to supply information of biocidal products according to
Directive 98/8/EC (if Article 20 (3) is in national force, e.g. products with legal authorisation)

Active substances and products containing new active substances must be classified and
labelled according to all items of Article 20 of the Biocidal Product Directive.

Under Article 20(3) of Directive 98/8/EC, it is, in addition to the mentioned requirements,
necessary to acquire specific information on products with legal authorisation (products
outside the “intermediate stage”). This information is also necessary for biocidal products,
which are not dangerous preparations under Directive 1999/45/EC. Labels shall not be
misleading or give an exaggerated impression of the product and, in any case, not mention
the indications “low-risk biocidal product”, “non-toxic”, "harmless” or similar indications. In
addition, the label must show clearly and indelibly items a) to m), which are listed below.

It is necessary to distinguish where and at which time the information needs to be provided:

4 replaced by REACH-regulation Article 31(6) (EC) No 1907/2006
5 REACH-regulation Article 31(1) and (3) (EC) No 1907/2006 and
Annex V character C of Directive 1999/45/EEC
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The following information is always necessary on the label of a biocidal product with a
national authorisation:
a) the identity of every active substance and its concentration in metric units;
b) the authorisation number allocated by the competent authority (after authorisation);
c) the type of preparation (e.g. liquid concentrates, granules, powders, solids, etc.)
d) the uses for which the biocidal product is authorised (e.g. wood preservation,
disinfection, surface biocide, anti-fouling, etc.) (after authorisation);
(e) directions for use and the dose rate, expressed in metric units, for each use provided
for under the terms of the authorisation; (after authorisation)
(f) particulars of likely direct or indirect adverse side effects and any directions for first
aid,
g) if accompanied by a leaflet, the sentence 'Read attached instructions before use;
(i) the formulation batch number or designation and the expiry date relevant to normal
conditions of storage;
(J) the period of time needed for the biocidal effect, the interval to be observed between
applications of the biocidal product or between application and the next use of the
product treated,[...] and if applicable (after authorisation) the categories of users to
which the biocidal product is restricted;
k) information on any specific danger to the environment particularly concerning
protection of non-target organisms and avoidance of contamination of water;
m) for microbiological biocidal products, labelling requirements according to Council
Directive 90/679/EEC of 26 November 1990 on the protection of workers from risks
related to exposure to biological agents at work.

Member States shall require that items 3(a), (b), (d) and where applicable (g) and (k) always
be carried on the label of the product.

Member States shall permit items 3(c), (e), (f), (h), (i), (j) and (l) to be carried elsewhere on
the packaging or on an accompanying leaflet integral to the packaging. These items of
information shall be regarded as label information for the purposes of Directive 98/8/EC.

Biocidal products and active substances, which have not yet been authorised, must be

classified and labelled by the marketing enterprise according to the information available and
according to national legislation.
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Advertisement for biocidal products

It is necessary to distinguish advertising from classification and labelling.

According to Article 22(1) of Directive 98/8/EC every advertisement for a biocidal product is
accompanied by the sentence “Use biocides safely: Always read the label and product

information before use”.

Member States shall prescribe that advertisers may replace the word 'Biocides™ in the
prescribed sentences with an accurate description of the product-type being advertised, for
example wood preservatives, disinfectants, surface biocides, anti-fouling products, etc

According to Article 22(2) advertisements for biocidal products do not refer to the product in a
manner which is misleading in respect of the risks from the product to human or the
environment. Under no circumstances may the advertising of biocidal products mention “low-

risk biocidal products”, “non-toxic” or “harmless” or any similar indications.

Important deadlines for relevant enforcement according to BPD can be seen in APPENDIX 4.

2.5 Scope

Borderline cases

In the preparation prior to the identifications and notifications, Member States and the
industrial sector submitted a number of questions on various issues, in particular, questions
about borderline cases between the BPD and other Directives, and between the 23 product
types covered by the BPD.

Questions about the scope of the BPD and the answers are collected and published by the
European Commission in a Manual of Decisions on the Commission website’, and further
information about scope issues can be viewed under “scope documents” and “rules of

provisions”, and under “guidance documents”.

7 Manual of decision:
http://ec.europa.eu/environment/biocides/manual.htm
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Borderline cases between the BPD and other Directives

First, if the products in APPENDIX 5 to this report are covered by any of the Directives
mentioned in Article 1(2) of the BPD these are exempted from the purposes of the 98/8/EC
Directive.

As a consequence of Article 1(2) of BPD, the definition of “biocidal products” includes the
necessary individual scopes of the related areas of regulations on medicinal products,
medical devices, commodities, feeding stuffs and plant protection products (PPPs).

Scope of borderline cases and the criteria (which are not legally binding) in relation to
medicinal products, medical devices, foodstuffs and commodities, feeding stuffs, plant
protection products and detergents on

http://ec.europa.eu/comm/environment/biocides/borderline.htm can be used in the event of

doubt. Furthermore, the scope of the borderline cases is summarised in an overview in
APPENDIX 5 to this report.

Borderline cases between product types and solutions within the definition of biocidal
products

Another important borderline case to be discussed under the scope of the implementation of
Directive 98/8/EC concerning the placing on the market of biocidal products, which shall be
handled in the Manual of Decision, includes solutions as to whether a product is biocidal or
not, and when they are extended to one or more of the 23 product types. The phrasing of
biocidal product in the definitions under Article 2 of the BPD is very important:

(A) ”Active substances“: Substances with a general or specific effect on harmful organisms:
Whether a product contains any active substances included in one of the product types and
whether the product has a specific or harmful effect on any harmful organism.

(B) ”put up in the form in which they are supplied to the user...“

A distinction between production and downstream users as to find out whether the active
substance in the final product is a raw material or used in the final product with and without
biocidal functions.

(C) “... intended to ...”

The intended use of the product is the relevant criterion for the decision whether or not a
product is a biocidal product. Decisive for the determination of a biocidal product is its
predominating earmarking claim according to objective criteria, as documented and judged
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objectively by an average informed user. Objective criteria could be e.g. the public offer of a
reward or the presentation of a product. If it is offered e.g. as a product with ,antibacterial®,
Jdisinfectant®, “sanitise”, “fumigate”, “fungicidal” or ,biocidal® properties the product is a
biocidal product, if it is not exempted by Article 1 (2) of Directive 98/8/EC (as e.g. cosmetics).

Furthermore a so called “dual use” is also possible: If a product has a non-biocidal main
function and a biocidal secondary function and a claim for the biocidal secondary function is
made, then it is possible that the product has to fulfil either both regulations or only one. An
example could be a cosmetic product which also has some biocidal effects. Here it depends
on the rules laid down in the Cosmetic Product Directive (CPD). If the product has properties
that are allowed by the CPD it is covered by the CPD and subsequently excluded from the
BPD. If the product is not covered by the CPD it shall be considered a biocidal product. For
example: A mosquito repellent which also has skincare effects is covered by the BPD.

“Under the BPD a biocidal product is defined as such and therefore it is not necessary to put
a claim on the label. However, it is reasonable to expect that an intended biocidal effect
would be reflected in a relevant claim. In absence of such a claim, on the label or elsewhere,
some other relevant indication or user instruction in which the product is presented beyond
its formulation, e.g. presentation of the product, user instruction would be needed to justify a
conclusion that it was “intended” to be biocidal. In case of doubt it may be helpful to refer to
the “judgement of an average informed user” or to check the claim of similar products placed
on the market.

(D) ”by chemical or biological means and*
Products with physical effects (e.g. plane flaps) are not biocidal products.

ANNEX V of the Directive 98/8/EC includes a list of 23 product types. Many active
substances have been notified as being used in more than one product type (ANNEX Il to
Commission Regulation (EC) 1451/2007). Specific questions about whether certain products
and substances are biocidal products, or whether the function of a product with several
potentially active substances and a product with a notified and a non-notified substance, are
biocidal have already been discussed and described in the Manual of Decisions.
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3 Objectives and goals

The objectives of the EuroBiocides project were

to carry out harmonised European enforcement of the Directive 98/8/EC;

to find out which industries and enterprises are dealing with biocidal products and
substances;

to produce better and clear information for the industries and retailers who are in charge
of placing biocidal products and substances on the market;

to elaborate recommendations to the Commission, the national authorities and the
industries;

to advise industries and to examine the degree of knowledge on the legislation.

The main goals were:

to exchange information and experience among the Member States to avoid differences
in the way the Directive 98/8/EC is enforced in the different Member States and thus to
avoid different competitiveness of the relevant enterprises;

to reduce risks to human health and the environment from using biocidal products, which
are not in compliance with the legislation;

to prepare enforcement strategies for each country suitable for the national situation;

to map out similar market conditions on a joint and national level.

In order to support the EuroBiocides’ objectives and goals the inspectors were facing the

following challenges as to the enforcement:

examination of classification and labelling to ensure safe use

active substances and products which have not been identified or where no notification
has been accepted (non-inclusion), and substances, which have not been notified in a
specific product type according to ANNEX Il of the consolidated Review Regulation and
are removed from the EU market from 1 September 2006;

non-included substances which were to be removed from the EU market in compliance
with non-inclusion decisions and phasing-out of substances after 1 September 2006;
paying attention to problems that might occur, if the inspectors have to deal with a high

number of unclear borderline cases.

In order to ensure effectiveness, enforcement of the legislation must be comparable within the

Member States of the European Union and the European Economic Area and thus

inspections and enforcement should be carried out as part of this project.
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4 Project description

As the EuroBiocides project comprises training as well as inspections, the preparation of
inspectors was carried out in three phases, which according to the project manual were as

follows:

4.1. Preparation phase
4.2. Inspection phase
4.3. Reporting phase

4.1 Preparation phase

The preparation phase was carried out on CLEEN-meetings with a German proposal for the
project in Bonn in 2005, followed up by group work in Vienna, Austria in 2006, and finally
adopted in Krakow, Poland, May 2007. In this phase the participating countries, the working
group and the schedule of the project was decided on.

4.1.1 Participating countries, working group and preparation of checklist

The working group included Denmark, Germany, Spain, the Netherlands and Switzerland.
Since 2007, the project management has been carried out by Denmark who acted as focal
point for all administrative tasks including completion and coordination of the manual, drafting
the time schedule and handing over the manual, as well as distribution of other general
information to the participating countries.

15 countries in the CLEEN network decided to participate in the EuroBiocides project. The
participating countries were Austria, Belgium, Denmark, Estonia, Finland, France, Germany,
Latvia, the Netherlands, Norway, Poland, Slovenia, Spain, Switzerland and Romania.

The project was organised by using the EuroBiocides manual, including the necessary tools
for preparation of inspectors and training in the relevant legislation, as well as a step by step
checklist and working method (APPENDIX 6). The checklist was prepared by the WG and
complied with the legislation and the topics of the project in general.
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4.1.2 Preparation of the participating countries

Preparation of the participating countries included implementation of the proposed strategies.
The national authorities selected enterprises for the purpose of carrying out inspections and
examining their products.

Each country had to:

e train the national inspectors in order to become familiar with the technical guidelines,
the working methods, tools and the results form.

¢ inform involved authorities and trade organisations about the project;

¢ finalise the completion of procedure documentation;

e prepare their inspection, i.e., company visits

e provide information about the project to trade associations and enterprises;

e draw up a working plan taking into account the Manual and the inspection tools:
"Questionnaire Enterprises” and “Questionnaire Product”.

4.2 Inspection phase

During this phase the inspections were carried out:

4.2.1 Selection of products and product groups:
At the 7" CLEEN meeting a proposal was put forward that every participating country should

inspect at least 10 enterprises and 5 different products/active substances. Furthermore, the
suggested working method in APPENDIX 6, to select products by the criteria: “many
borderlines”, “high volume” and “high risk”, has been followed by most of the participating

countries.

It was proposed to make inspections of product types 1, 2, 5, 8, 18, 19 and 21 under the
scope of the preliminary Manual in 2006, but because of the change of time schedule and
deadlines, product types 3, 4, 6, 7, 13, 14 and 16 were recommended as well. It was even
accepted that some countries inspect product types 10, 11 and 20.

Dossier submission under the review programme for each product type is shown in table
2.3.-1.

Prolongation of the review programme from 2012 to 2014 meant that only active substances
in PT14 and PT18 with a deadline 28 March 2004, and PT16, PT17, PT19 and PT21 with a
deadline 30 April 2006 could easily be among the non-inclusion decisions, but only few for
PT1, PT2, PT3, PT4, PT5, PT6 and PT13 with a deadline 31 July 2007, when the inspection
phase was nearly finished.
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PT7, PT9, PT10, PT11, PT12, PT15, PT17, PT20, PT22 and PT23 had a deadline 31
October 2008 and no decisions were taken for those product types when the project finished.
Non-inclusion decisions among those product types with a later deadline were found, e.g. in
PT2, PT4 and PT10, because some active substances were phased out from 1 September
2006 or because no company or Member State have showed an interest in the substance.

The 23 product types covered by the legislation are placed in APPENDIX 3.

4.2.2. Inspection working method
Inspection tools “Questionnaire Enterprises” and “Questionnaire Products” are placed in
APPENDICES 7 and 8 of this report.

APPENDIX 7: “Questionnaire Enterprises” (one form per inspection).

This questionnaire mainly includes questions which answer the objective of the project.
The form is very convenient in order to have an ambitious dialogue with all enterprises.

The entire “Questionnaire Enterprises” form, APPENDIX 7, was voluntary to hand in.
APPENDIX 8: “Questionnaire Products”

This questionnaire about the collected products was submitted in order to meet the goals of
the project, and it mainly constitutes a checklist of subjects which should be controlled.

The questionnaire includes:
e examining problems and borderline cases in enforcing the Directive;
e examining labelling, classification and packaging;
e examining SDSs and advertisement;
e examining the marketability of the biocidal products;

e providing support and disseminating information to the enterprises;

The questionnaire checklist includes 35 questions for which between 1 and 7 different
answers are possible.

An Excel format “Excel Questionnaire and result form” (corresponding to APPENDIX 8 of the
EuroBiocides Project Inspection Manual) was developed to deal with all the data. The format
included 7 excel sheets, of which 6 sheets corresponded to the “Questionnaire Products” in
APPENDIX 8; the 7" sheet was the “Inspection Result form” where the results of the
enforcement were filled in.
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A drop boxes with the possible answers were given in the Excel sheets and the possible

answers chosen in accordance with the results for the examined product.

All questions in the “Questionnaire Products” in APPENDIX 8 had to be transferred to the
"Excel Questionnaire” and result form” before it was handed in to the working group.

APPENDIX 9: Names of countries and contact persons.
The 15 national co-ordinators can be found in APPENDIX 9.
APPENDIX 10: Focal points, national co-ordinators and list of participating inspectors

More than 450 inspectors participated in the project and were skilled in the enforcement of
biocidal products. A list with names of focal points, national co-ordinators and names of the
participating inspectors can be found in APPENDIX 10.

4.3 Reporting phase

All results concerning the inspection of the companies, specific problems, product data and
enforcement results were submitted by the Member States after the inspection phase ended
January 2009.

All participating countries submitted their results into the Excel Results Form which was
prepared for the EuroBiocides project. APPENDIX 7 was not obligatory and only 1 country
(Latvia) handed in that enterprise information, however, many countries added comments to
this subject in their specific country overview presentation.

An introduction to the final report was prepared by the WG in spring 2010, and was presented

1th

to the CLEEN group by the participating countries at the 11" CLEEN conference in Sucevita,

Romania, 7-8 September 2010.

4.3.1 Evaluation of the “questionnaire product” form and the data filled in

The parameters for considering the selected companies as well as the products are well
defined, and the working group found most of the information in the reports from the
participating countries acceptable in order to keep the results comparable and sufficient.

However, some minor mistakes, such as blank, no answer and non comparable data, were

observed in 6 specific areas of the Excel result form in APPENDIX 8:
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69 percent of the answers for national fee (question 1.4) were “blank”. Furthermore,
the question about national authorisation was not clear enough, because national
authorisation was mistaken for national registration in many approaches. And several

of the participating countries have later been asked to clarify this specific question.

Question 2.12 and 2.13 about “Indication of danger” had the following options: “OK”,
“‘not OK”, “not applicable”, “uncertain” and “blank”. The answers were somewhat
confusing as “blank” in some approaches referred to “not applicable” with the
interpretation “not dangerous product” and in other approaches “blank” was used if the
product had not been checked. The mistakes have been clarified case by case and
“blank” was changed to “not applicable” and decreased from 165 products to 95 in this
process.

10 questions (question 2.16 to 2.25) represented the 8 specific BPD-requirements for
labelling. Legally binding provisions are only in force for products with an
authorisation; but some countries even seem to have a general procedure (legally
binding for biocidal products with and without national authorisation), e.g. Germany.
An additional question whether the requirements were legally binding or not, would
have fulfiled the analysis and consolidated the final result of products not in-

compliance with these requirements.

Furthermore a question about the penetration of the products on the market (national
or international brand) would also have supported the interpretation of the results and
would in general have improved the interchange between the participating countries

Safety Data Sheets must be available, if the biocidal product is a dangerous
preparation (question 3.1a) intended for professional use, according to Directives
1999/45/ EEC as statuted in Article 21 of Directive 1998/8/EC.

Or safety Data Sheets must be available on request, if the biocidal product is not
classified as dangerous (question 3.1b). Question 3.1b may have been unclear, or
should have been separated into two questions: one for dangerous products and one
for not dangerous products; in addition, the possibility to answer “not checked” would
have been appropriate.
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Examination of SDSs (question 3.1c to 3.1d) was difficult to work out, mainly because
not all countries are in charge of checking the SDSs (question 3.1 d) and other
countries only checked the content of chemical substances available in the SDS.

5. Questions 4.1 to 4.4 about advertisement were not answered on a regular basis for all
participating countries and were treated as voluntary/not analysed in this report.
However, non-compliance with regards to misleading sentences and labelling
impression could be analysed within the questions regarding packaging (question 2.1
to 2.10).

6. The answers for the final questions (“prohibited”, “further enforcement necessary” etc)
depended on if the enforcement process was finished when the results were handed
in or not. The results were not comparable, and in some cases the answers were
blank. (Explanations or enforcement status and strategies can be found under each

country and some countries, Spain and Germany, also added overview comments).

Furthermore, to improve the handling of the results in the Excel results form, all the sheets
should have been better connected: question 1.2 (Product type) under “Sheet Section 1”
should be repeated as a first column under question 3.2, “Please indicate active substances
and concentration; as well as EINECS or CAS number (if available)” under “Sheet
Section_3_3.1 — 3.2” . The same was the case in tasks for National Authorisation, question
1.3, which should have been repeated in “section_2_2.16-2.25” with the Specific BPD

requirement for classification.

As a result of all the evaluation work, a list with definitions of specific terms in the database
and the glossary which was used is prepared in APPENDIX 1 in order to avoid those
mistakes in future joint projects.

As all countries have handed in sufficient data to the Excel result form, all countries have
been included in the presentation of the results without reservation to numbers of examined
products, specific themes or extractions. Those parameters can be obtained and studied in
the following presentations of the countries.
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5 Enforcement and results

5.1 All countries (summary and averages)

In total, 1346 products were examined. The total number of examined products in each

product type and the number and names of countries who have dealt with the specific product

types are shown in the figure below.

Figures

PTs examined in the participating countries

Romania

France
Switzerland
Norway
Slovenia

Austria

The Netherlands

Denmark

Belgium

Finland

Poland

Latvia

Estonia

EEEE-H

Germany

Spain

4.6 %

18.5 %

23.3 %

|

Total [N TN

53.6 %

0

200

400

600

800

1000

1200

1400

1600

o PT1
mPT2
OPT3
@mPT4
mPT5
@ PT6
mPT7
mPT8
mPT9
mPT10
OoPT11
oPT12
mPT13
mPT14
B PT15
mPT16
@ PT17
OPT18
mPT19
0O PT20
oPT21
oPT22
oPT23

O Detergents

Figure 5.1-1: Overview of collected products in each country (more details under national
chapters and in table 5.1.2)

According to the Figure above the projects can be grouped into four types based on the

number of examined products handed in.

Spain and Germany examined more than 350 products each, which totals 53.6 % of all

examined products.
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Estonia, Latvia, Poland and Finland, examined between 70 and 82, a total of 313 products,
23.3 %.

Countries with more specific approaches Belgium, Denmark, the Netherlands, Slovenia and
Austria examined between 48 and 55 products, a total of 249 products, 18.5 %.

Norway, Switzerland, France and Romania reported a total of 62 products, 4.6 %

1305 (97 %) of the examined products were preparations, 37 were active substances (2.7 %)
and 4 were blank (0.3 %). The 37 active substances were examined in 7 countries: Spain
(16), Estonia (10), Germany (3), the Netherlands (3), Belgium (3),

Latvia (1) and Austria (1)

In total, about 70 (5.2 %) products had similar names, (but not necessarily the same content).

In fact, products with the same name were very different with regards to classification,
labelling and ingredients. The reasons were:

e The products were “old products” which were no longer manufactured but still offered
by retailers. Sometimes classification and labelling of these older products were not
OK.

e Packaging was changed by the manufacturer but the product name stayed the same.

e Products with the same name contained different active substances. Sometimes
manufactures substituted active substances when they have the status of “phase-out”
with other active substances, but the product was placed on the market with the same
name.

e Sometimes products with the same name were manufactured or imported by different

companies.

The project was conducted in a very efficient way: Only few products seemed to be inspected
twice but the products may have been different because of the above mentioned reasons: 14
products (around 4 %) in the German project seemed to be repeated (similar name on
product/checked more than once). 3 products (less than 1 %) in the Spanish approach
seemed to be repeated, those products were inspected in five different regions in Spain.

2 products in the Polish project (around 2 %) had similar names. 1 product with a
similar/repeated name was found in the German and Austrian project; 1 product with a
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similar/repeated name was found in the Latvian and Estonian project, 1 product with a
similar/repeated name was found in the Estonian and German project, 1 in Latvia and Poland
and 1 in Latvia and Germany.

Comparing the number of inspected products with the number of inhabitants most products
were examined in Estonia, followed by Latvia, Slovenia, Finland and Denmark. This can be
seen in the table below.

Country Number of Number of Inspected products per
inspected products | inhabitants (M)® 1 M inhabitants
Estonia 82 1.3
Latvia 81 2.3
Slovenia 45 2
Finland 70 54
Denmark 51 5.5
Spain 369 46.1
Belgium 55 10.6
Norway 25 4.9
Austria 48 8.3
Germany 353 82.3
Netherlands 50 16.6
Switzerland 22/200* 7.8
Poland 80 38.1
Romania 5 21.5 0.2
France 10/450* 64.3 0.2/7.0*
Total 1346 317

Table 5.1-1: Inspected biocidal products in relation to inhabitants of participating countries
*Number of products not handed in to the project, but mentioned as part of the
national approaches/strategies in France and Switzerland

Product types

18 out of 23 product types included in BPD were reported in the final project.

8 http://www.auswaertiges-amt.de, downloaded 29.07.2010.
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PT # 1 2 (3/4|5/6 |7 | 8 |9/10(11 12| 14 |16 | 18 | 19 | 20 | 21
Austria 48 1110 | 4| 6 4 16 | 7
Belgium 55 16 10 25 | 4
Denmark 51 6 7 122 7 5 2 2
Estonia 82 1124 | 5|11 8 1 5 17 | 8 | 2
Finland 70 | 3137 | 3|6 2 3 1 8 3 4
France 10 4 6
Germany 353 | 1 | 61 | 11 3 16 |1 ] 7 10 | 1 | 109 | 87 46
Latvia 81 27 19 13 18 | 4
The 50 |2 |11 |2 23 | 12
Netherlands
Norway 25 1 7 16 1
Poland 80 | 5|10 | 4 |18 111 |22 1 10 4 4
Romania 5 S
Slovenia 45 1 6 7 2 7 4 15 | 3
Spain 369 | 2 | 56 |1 [|41 21418 | 30 92| 68 122 | 8 1
Switzerland | 22 | 2 | 8 1] 2 4 |1 2 2
Sum # 1346 |18 | 273 |31 (91 |5 |28 |44 (122 |1 |14 |16| 2 [ 127 | 1 | 382|138 | 2 | 51
Table 5.1-2:  Number of biocidal products examined and the distribution on PTs in each participating
country. 1 borderline product in the Danish approach claimed to be a detergent were
examined in the project. This product was included to PT2 in table 5.1-2 and 5.1-3 below
Between 91 and 382 products were examined in PT2, PT4, PT8, PT14, PT18 and PT19
(in total 84.2 %).
Product types: PT2 (disinfectants), PT4 (food and feed area disinfectants), PT8 (wood
preservatives), PT14 (rodenticides), PT18 (insecticides), PT19 (repellents) included more
than 91 products each, and counted 84.2 % of all examined products.
¢ Disinfectants, PT2 included 272 products (20.2 %); insecticides, PT18 included 382
products (28.4%), in total 48.6 % of all examined products. Both PT2 and PT18 were
examined in 13 countries.
e Repellents, PT19 included 138 (10.3 %); wood preservatives, PT8, included 122 (9.1
%) products; rodenticides, PT14, included 127 (9.4 %); and food and feed area
disinfectants, PT4, included 91 products (6.8 %), in total 35.6 % of all examined
products. PT8 and PT19 were inspected in 11 countries and PT4 and PT14 in 7 and
8 countries respectively.
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MAIN Disinfectants and general Number of Country examined
GROUP | biocidal products (PT1 to PT5) products
1 (percent %)
Product Human hygiene biocidal 18 (1.3%) 9: Spain, Germany,
type 1 products Estonia, Finland, Poland,
The Netherlands, Austria,
Slovenia, Switzerland
Product Private area and public health 273 (20.3 %) | 13: All except France and
type 2 area disinfectants and other Romania
biocidal products.
Product Veterinary hygiene biocidal 31 (2.3%) 8: Spain, Germany,
type 3 products Estonia, Finland, Poland,
The Netherlands, Austria,
Switzerland
Product Food and feed area 91(6.8 %) 7: Spain, Estonia, Finland,
type 4 disinfectants. Poland, Slovenia, Austria,
Switzerland
Product Drinking water disinfectants 5 (0.4%) 2: Spain and Germany
type 5
MAIN Preservatives (PT6 to PT13)
GROUP
2
Product In-can preservatives 28 (2.2 %) 5: Spain, Poland, Finland,
type 6 Denmark and Switzerland
Product Film preservatives 44 (3.3%) 5: Spain, Poland, Slovenia,
type 7 Denmark and Switzerland
Product Products used for the 122 (9.1%) 11: Spain, Germany,
type 8 preservation of wood, from and Estonia, Latvia, Finland,
including the saw-mill stage or Poland, Denmark, Austria,
wood products by the control of Slovenia, Switzerland and
wood-destroying or wood- France
disfiguring organisms.
Product Fibre, leather, rubber and 1 (0.1%) 1: Germany
type 9 polymerised materials
preservatives.
Product Masonry preservatives 14 (1.0%) 4: Germany, Poland,
type 10 Finland and Denmark
Product Preservatives for liquid-cooling 16 (1.1%) 3: Spain, Estonia and
type 11 and processing systems. France
Product Slimicides 2 (0.1%) 1: Spain
type 12
Product Metalworking-fluid preservatives 0
type 13
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MAIN Pest control (PT14 to PT19) Number of Country examined
GROUP products
3 (percent %)
Product | Rodenticides 127 (9.4 %) 8: Spain, Germany,
type 14 Estonia, Latvia, Poland,
Belgium, Norway, Slovenia
Product | Avicides 0
type 15
Product | Molluscicides 1(0.1%) 2:Germany
type 16
Product | Pesticides 0
type 17
Product | Insecticides, acaricides and 382 (28.4%) All, except France and
type18 | products to control other Romania
arthropods
Product | Repellents and attractants 138 (10.3%) 11: Spain, Germany,
type 19 Estonia, Finland, Poland,
Belgium, the Netherlands,
Denmark, Austria, Slovenia
and Norway
MAIN Other biocidal products (PT20
GROUP | to PT23)
4
Product Preservatives for food or 2 (0.1%) 1: Estonia
type 20 feedstock
Product Antifouling products 51 (3.9 %) 3: Spain, Germany and
type 21 Finland
Product Embalming and taxidermist fluids 0
type 22
Product | Control of other vertebrates 0
type 23

Table 5.1-2: Examined products in PTs included to the BPD.

products per country.

In the right column, examined

Between 14 and 51 products were examined in PT1, PT3, PT6, PT7, PT10, PT11 and
PT21 (in total 15.0 %)
e Human hygiene biocidal products, PT1 (1.3 %); veterinary hygiene biocidal products,
PT3 (2.3 %); in-can preservatives, PT6 (2.2 %); film preservatives PT7, (3.3 %);
masonry preservatives PT10, (1.0 %); preservatives for liquid-cooling and processing
systems, PT11 (1.2 %) and antifouling, PT21 (3.9 %), 15.0 % of all products were
examined in those product types.

e PT1 (1.3 %) were examined in 9 countries and PT3 (2.3 %) in 8 countries, but PT6
(2.2 %), PT7 (2.2%) PT10 (1.0%), PT11 (1.1%) and PT21 (3.9 %) were examined in 3

or 5 different countries.
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Up to 5 products examined in PT5, PT9, PT12, PT16 and PT20 (below 1 %)

Up to 5 products were examined in PT5, food and feed area disinfectants, (0.4%);
fibre, leather, rubber and polymerised materials preservatives, PT9 (0.1%); slimicides,
PT12 (0.1%); and molluscicides, PT16 (0.2 %) and PT20 Preservatives for food or

feedstock were examined in 1 and 2 countries.

No products examined in PT13, PT15, PT17, PT22 and PT23

No products were examined in metalworking-fluid preservatives (PT13), avicides
(PT15) pesticides (PT17) preservatives for food or feedstock (PT20) embalming and
taxidermist fluids (PT22) and control of other vertebrates (PT23).

The division into types of enterprises and purpose of the products for all participating

countries was as in the figures below:

Type of inspected enterprises

70

176 @ Producers/importers
W User
O Retailer/supermarket

140
0 Wholesale trader

Figure 5.1-2: Overview of type of enterprises inspected in all participating countries.

Inspections took place in 480 enterprises.

A majority, 176 out of 480 (36.7 %) visited enterprises were producers and importers.
It is assumed that knowledge about regulations and products is generally higher
among professionals and importers compared to retailers/supermarkets and
wholesale traders who are at the end of the supply chain. The majority were inspected
in Spain (50), Belgium (19), Poland (19), Finland (16) and Switzerland (15)

140 (29.2 %) inspections took place at retailers/supermarkets. Here the expected
infringement is usually higher compared to products from professionals, depending on
the information in the supply chain from producers to retailers. The majority were
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inspected in Germany, 102 retailers/supermarkets, in Spain 14, in Denmark 8 and the
Netherlands 5.

Information about health and safety does not always reach the
retailers/supermarkets.: It is a fact that manufacturers or importers do not always
provide SDSs or other relevant information through the supply chain.

e 94 (19.6 %) inspections took place at users, e.g. 56 in Spain, 21 in Poland and 10 in
France. Knowledge about legislation is usually moderate in this category; some are

down stream users and use chemicals in the working process.

e 70 (14.6 %) inspections took place at wholesale traders; their knowledge about
biocidal legislation is largely based on information from producers/importers; and the
expectation about knowledge and infringement is close to being the same as for
retailers and supermarkets. The majority were inspected in Poland (23), Spain (11),
Latvia (7) and Slovenia (7).

Purpose of examined products

276

o Consumer
567 .
| Professional
0O Both

0O Empty

Figure 5.1-3: Overview of examined products in all participating countries

e Consumer products were represented with 567 (42.7 %) examined products for all
participating countries, compared to 502 (37.3 %) products purposed for professionals
and 276 products (20.5 %) for both consumers and professionals.

The impression is that professionals generally have greater knowledge on both legislation
and protection against chemical exposure than consumers.
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Labelling and packaging
Packaging was examined on 1307 (97.1 %) out of all 1346 products.

According to questions 2.1 to 2.8 in the “Questionnaire product” form and Article 20 in the
BPD, the following results were found:

1. General comments on packaging were filled in for 9 products (0.7 %), 1 in Denmark
and 8 in Spain. Another 3 (0.2 %) products in PT19 were packed like mints (sweets for
children) in the Belgian approach.

2. Labelling was unclear and not indelible on 35 (2.7 %) products in 6 different countries,
the majority with 4 (18.2 %) in Switzerland; 7 in Finland (10 %) and 19 (5.1 %) in
Spain.

3. Misleading sentences were found on 36 (2.8 %) products in 8 different countries, a
majority in Spain with 22 (6 %) followed by the Netherlands with 6 (12 %)

4. Labelling indicating low risk was found in 66 (5.1 %) products in 8 different countries,
a majority in Germany, 35 (10 %); the Netherlands 5 (10 %) and Denmark 4 (9 %)

5. 2 (0.1%) products, 1 in Germany and 1 in Slovenia did not have a regular trade name
on the product

6. Chemical names were missing on 19 (1.5 %) products in 4 different countries, 5 (50
%) in France; 9 (12.9 %) in Finland; 4 (5.1 %) products in Estonia and 1 (2.2 %) in
Slovenia.

7. All national languages were not present on 27 (2.1 %) products in 7 different
countries, as many as 16 (29 %) products in Belgium (3 national languages), 4 (6.6 %)
in Finland (2 national languages) and 2 in Denmark (4 %).

8. Company name, address, telephone number etc. were missing on 226 (17.3 %)
products in 11 different countries; a majority, 126 (35.7 %) in Germany; 16 (34.5 %) in
Belgium; 15 (30 %) in the Netherlands; 1 (20 %) in Romania; 42 (11.4 %) in Spain; 5
(13..2 %) in Austria 4 (9.1 %) in Denmark; 5 (8.2 %) in Finland; 5 (6.6 %) in Latvia
etc.

Additionally, the questionnaire checklist questioned whether the products were dangerous or
not, and whether there were chemical names of the component on the preparations

9. 257 (19.1 %) products were not dangerous products. Only few products have not

been examined according to dangerous properties, and no information/blank about
danger was filled in for 57 products. Altogether, 1294 products were examined
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according to danger labelling (including not applicable/not dangerous), 51 products
were blank/no information/not checked, and with this calculation another 6 products
were identified dangerous.

10. 63 preparations out of approximately 1031 dangerous preparations (6.1 %) had no
chemical names on the product; Latvia reported 34 products missing chemical names,
Estonia reported 4 products, Finland reported 9 products, Slovenia reported 1 product
and France reported 5 products.

The results for the specific participating countries are placed in chapter 5.2.1 to 5.2.15.

Danger symbols

905 (67.2 %) of the examined products had at least one danger symbol. 257 (19.1 %)
products were not dangerous and had no danger symbols. Furthermore, danger symbols
were not necessary on approximately 132 products (but R- and S-sentences were). 57
products were blank/not checked.

Approximately a third of all products had more than one symbol, e.g. both Xn (dangerous for
the health) and N (environmental danger) or/and O (oxidising) symbols; or other

combinations.

Symbol Figures % of products with a
symbol out of 905
T+ 9 1.0
T 26 2.9
Xn 352 38.9
C 133 14.7
Xi 196 21.7
F+ 121 13.4
F 66 7.3
@) 35 3.9
E 0 0
N 369 40.8

Table 5.1-4: Calculation of danger symbols of examined products
The symbols were mentioned as “not OK” for approximately 179 (13.3 %) products, for which

the labelling with symbols were missing or the symbols on the products were wrong.

57.5 % of the examined products, shown in table 5.1-4, with a symbol had danger symbols
higher than dangerous for health, meaning dangerous for health (Xn), corrosive (C), toxic (T)
and very toxic (T™).
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More than a third of all products with symbol, 352 (38.9 %), had dangerous for health symbols
and 369 (40.8 %) of the examined products had dangerous for the environment symbols.

Some product types share specific characteristics with a majority of the danger symbols
(warnings) in specific classes, e.g. products in PT2 included all danger symbols, but a
majority of the products were classified as irritant: Specific characteristics have been pointed
out in the following.

Very toxic (T+) and toxic (T) substances
9 of the examined products were very toxic and 26 were toxic

Very toxic substances were found in 6 different product types: PT2 (1), PT4 (1), PT8 (2),
PT12 (1), PT14 (1) and PT18 (2), mainly among the well represented product types.

Toxic substances were found in 9 out of the 17 examined product types: PT2 (3), PT4 (2),
PT6 (1), PT7 (3), PT8 (3), PT9 (1), PT12 (1), PT14 (1) and PT18 (11)

Harmful (Xn); (PT14 and PT8)

Products with dangerous for health were found in many different product types, but over the
average value (38.9 %) in PT14 and PT8 but they were also well represented in PT2 and
PT18. Examples can be studied in the Spanish, German, Latvian, The Netherlands and
Belgian approach.

Corrosive (C); (PT4)
14.7 % of the examined products were corrosive, the majority were found in PT4, examples
are shown in the Spanish, Estonian, Polish, Finnish, Slovenian and Austrian approach.

Irritant (Xi); (PT2)
Irritant products were found in almost every examined product type, but were highly
represented and over average value (21.7 %) for PT2 products.

Very flammable (F+); (PT18)
Most of the very flammable products were found in PT18 and PT19, but over the average
value, 13.4 %, in PT18.

Flammable (F); (PT2 and PT19)
Flammable products were found in PT2, PT8, PT18 and PT19, but over the average value
7.3 % in PT2 and PT19.

Oxidising (O); (PT2 and PT4)

Oxidative products were mainly found in PT2 and PT4, and over the average value 3.9 % in
both product types.
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Dangerous for the environment (N); (PT8, PT14, PT18 and PT19)
Products with environmental danger symbols were found in most of the examined product
types, but over the average value 40.8 % in PT 8, PT14, PT18 and PT19.

Risk and Safety sentences (Results — indication of danger)

The number of examined products according to their classification was 1295 (96.2 %) out of a
total of 1346 products filled in. The examined products included “not dangerous” as the
procedure was that “not dangerous” products were examined in order to find out if they were
dangerous or not, but some countries answered “not applicable” instead of “OK”, the last
would have indicated that the product had been examined.

Germany, Poland, Finland, Austria, Norway, Switzerland and Romania filled in “uncertain” for
some products, mainly because the examination had not finished or because data were

missing.

Indication of danger (Non-compliance around 20 %)

A total of 263 (20.3 %) of those products examined according to danger labelling (including
mistakes with symbols and R-sentences) were not OK. 4 countries: the Netherlands (2.0 %),
Slovenia (2.2 %), Belgium (3.6 %) and Estonia (3.7 %) showed results for this parameter at
an acceptable level, set to around 4 % of non-compliances.

Indication of danger was uncertain for 73 (5.6 %) of all the examined products.

Indication of safety (Non-compliances around 21 percent)

For safety (S-sentences) the number of products which were not in compliance/not OK were
calculated to 274 (21.2 %). Only Poland (2.5 %) and Slovenia (0 %) came up with a result
under an acceptable limit, in this case set to around 4 %. All other countries found mistakes
with indication of safety in more than 4 % of the examined products.

Indication of safety was mentioned uncertain for 8 (0.6 %) of all the examined products.
Indication of environmental danger (Non-compliances around 11 percent)
Calculations showed that Environmental danger labelling was not in compliance in 138 (10.7

%) of the examined products, uncertain was mentioned for 9 (0.6 %) of the examined
products.
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5 countries: Estonia (3.7 %), Latvia (3.7 %), Finland (2.9 %), Poland (0 %), Slovenia (0 %)
and France (0 %) showed results for this parameter at an acceptable level, set to around 4 %

of non-compliances.

For some specific product types (PT8, PT14, PT18 and PT19) non-compliances with the
environmental danger symbol were remarkable higher, because those product types include
higher percentages of products with environmentally dangerous substances.

The results for the specific participating countries are placed in chapter 5.2.1 to0 5.2.15.

Safety Data Sheets (SDS)

As indicated in section 4.3.1: Evaluation of the “questionnaire product” form and the
data filled in, sources of error and shortcomings in the questions about SDSs in the
questionnaire products form were a problem, and shall be an object for further investigation of
the BPD.

However, the following data were obtained and compiled from the data filled in:

e SDSs availability:
For 873 (80.2 %) out of approximately 1089 dangerous products SDS were available.
No SDSs were available for 114 (10.5 %) of the examined preparations; further 359
products were not dangerous preparations or not checked).

e SDSs available only on request:
258 were available only on request (compared to 257 products, which were not
dangerous), but 237 were not available on request. No answers were given for 840
products. It was not possible to clarify whether the SDSs were available only on request or
not necessary.

¢ Information on ingredients was available on 887 SDS, not available on 54 (further 404
SDS were not inspected with that focus)

e Content (SDS) was checked on 834 products, not checked on 189 and blank on 313

e Active substances examined: Active substances were examined in 1284 (95.4 %)
products in accordance with the information in the SDSs or other sources with information
about contents of chemicals in the products.
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Borderlines

The following results were found for borderlines for which all (1346) products were examined:

MAIN GROUP I: Disinfectants Il: Preservatives lll: Pest
Control
PT 1 2 3 4 5 6 7 8 | 11 18 19
Borderlines 7 60 | 2 12 1 6 7 7 1 8 21
Percent % out of
examined PTs 38.9|220(65|13.2|20.0|21.4|159|5.7 6.3 | 2.1 15.2

Table 5.1-5: Borderlines found in examined PTs

132 (around 9.7 %) of the 1346 examined products were borderlines.

Borderines were found in 11 different products types:

Remarkably many borderlines (over the average value out of the examined products in
the PTs) were found in PT2 (22 %), PT4 (13.2 %), PT7 (15.9 %) and PT19 (15.2 %).
Borderlines in PT2 respective PT19 were found in 10 and 8 countries, PT4 in 3
countries, P6 in 2 countries and PT7 in 1 country (Denmark).

5 respectively 4 countries found borderlines in PT8 (7) and PT18 (8), but in

percent values in PT8 (5.7 %) and PT18 (2.1 %) under the found average value.

The percentage of borderlines in PT1 (38.9 %) and PT5 (20 %) was high too, but

the number of examined products in those product types was low, and the result

was therefore less documented.

A majority of 69 (5.1 %) out of all examined products had a borderline to detergent,
mainly in PT2, but also products in PT4 and PT8.

34 (2.5 %) products had a borderline to others, the majority in PT8, PT7 and PT6.

13 (1 %) products with borderlines to cosmetics were found in PT1 (4), PT6 (3)

and PT19 (6).

7 (0.5 %) products had a borderline to plant protection agents found in 4 different
product types, PT2, PT8, PT18 and PT19, the majority in PT18.

Borderlines to medical devices were found in 6 (0.5 %) products; in PT18 (2) and

in PT19 (4).

The number of borderlines was different for each country approach, but remarkably
high (over the average value) in many of those countries which examined PT2, e.g.
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Latvia (13), Estonia (9) and Spain (17) and for products in PT6, PT7 and PT8, e.g. in
Denmark and Spain. For products in PT18, e.g. the Netherlands (3) and Slovenia (2)
and PT19, e.g. the Netherlands (9) and Austria (3) (see under the specific country
approach) reported borderline cases.

e Countries which examined products from either professionals/importers, retailers or
wholesale traders for which the majority were intended for consumers or both, e.g.
borderlines in Denmark (33.3 %), the Netherlands (30.0 %), Finland (21.4 %) and
Latvia (21.0 %) generally found more (over the average value) borderlines.

Specific BPD-rules for labelling
8 specific BPD-requirements (always necessary on the label of a biocidal product with a

national authorisation) were examined.

The answers filled in for products which already had a national authorisation were
approximately 697 (51.8 %), (this question was also affected by mistakes, because some
answered yes in the meaning national registration, not authorisation, but the mistakes have
later been clarified). The answers for no authorisation were 514 (38.2 %) and blank 135 (10
%).

Norway and Finland did not fill in data (blank) for these questions, and were not included in
the calculation.

The question as to whether a procedure was in force (legal binding) for those products
examined or not was not included in the questionnaire. And whether the products without
authorisation were included to a legally binding procedure for the specific requirements or not,
has not been proved on a regular basis for all examined products.

The calculation of products not in compliance with the 8 specific BPD-requirements was
analysed in three scenarios 1: for all examined products, 2: products with legally binding
provisions and 3: products without national authorisation for which no legal provision was
provided, as reported in the following:

The average value was calculated for the 10 questions covering the 8 specific BPD
requirements in each of the 3 scenarios and for the countries which have examined the BPD-
rules. The average calculation does not give information about the number of products not in
compliance; it is a simple estimate which is useful for comparison of the results found in each

country.
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1: Results of the 8 BPD-requirements for all examined products.

The 10 questions for labelling (8 specific BPD-requirements) have been examined in 13
countries involving 1210 products, for which the average of the 10 questions was calculated
to 18.4 %. A majority of the findings were found in question h) and last part i), indicating that
around 30 % of the products were not in compliance with a least 1 of the 8 specific

requirements.

The results for the 10 questions varied between 8.1 % (lowest for the first question about
identity of every active substance) and among the highest, 30.6 % (for the question about
safe disposal and reuse of packaging) and 31.2 % (question about expiry date) for all
examined products. 4 questions: f), h), last part i) and I) were identified (grey in the table) as
being among those less known to the enterprises dealing with biocidal products.

f) Particulars of likely direct or indirect adverse side
effects and any directions for first aid

g) If accompanied by a leaflet:
Sentence ,read instructions before use”

h) Directions for safe disposal of the biocidal product
and its packaging, including, where relevant, any
prohibition on reuse of packaging

First part i) Formulation batch number or designation

Last part i) Expiry date relevant to normal conditions
of storage

j) Period of time needed for the biocidal effect, if
relevant

l) Information on any specific danger to the

target organisms and avoidance of contamination of
water

environment particularly concerning protection of non-

Average value for the following 10 questions (8
requirements):

Examined BPD-requirements: Figures for Percent (%)
1210 examined Not OK
products
First part a) Identity of every active substance 98 8.1
Last part a) Concentration in metric units 137 11.4
c¢) Indication of the type of preparation 177 14.6

158

13.1

18.4

Table 5.1-6: 8 Specific BPD-rules for biocidal products, set out in Article 20(3), point (a) to (l)

(always necessary on the label of a biocidal product with a national authorisation).

The average calculation is a simple mathematical estimate useful for comparison
between participating countries and products with and without legally binding

provisions.

Final report, May 2011

40



2: Results of the 8 BPD-requirements for the products with authorisation/legally
binding provisions

Belgium, Estonia, Latvia, the Netherlands, Poland, Slovenia, Spain and Switzerland, had a
majority of products with national authorisation for which provisions of the legally binding
procedure were provided. In addition, Germany informed that they have a legally binding
procedure for the specific BPD-requirements. With this calculation, approximately 1050 of all
examined products were provided with a legally binding provision for the specific requirement,
the average value for the 10 questions was calculated to 12.1 % (compared to 18.4 % for all
examined products). Again a majority of the findings were found in question h) and last par i),
indicating that around 30 % of the examined products were not in compliance with a least 1 of
the 8 requirements, similar to the results found for all products.

In general, the results were 1 to 7 % better than for the calculation of all products, questions
h), j), last part i) and l) were still among those with the highest percentage of products not in
compliance with the specific BPD-rules.

3: Results of the 8 BPD-requirements for the products without national
authorisation (no legal provision assumed)

The countries which had products both with and without national authorisation in their
approaches were divided and calculated separately, e.g. Belgium, Estonia, Latvia, Spain,
Slovenia and the Netherlands.

In addition, Austria, Denmark, Romania and France reported products without national
authorisation for which no legally binding provisions were provided; the average value for the
10 questions was calculated to 38.1 %.

Of course, the results showed that more products without national authorisation were not in
compliance compared to those with and without authorisation (all), compiled in table 5.1-6.

The Worst “statistical calculation” (46.3 %) were in question f) about direct or indirect adverse
side effects and any directions for first aid followed (44.4 %) by question [) about any specific
danger to the environment, particularly concerning protection of non-target organisms and

avoidance of contamination of water,
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The average results were remarkably good for those products bearing in mind that no legally

binding provisions were provided for those products. More detailed analyses of each country

approach are placed in sections 5.2.1 to 5.2.15.

Evidently, further inspections focusing on these BPD rules are necessary.

Most of the BPD-requirements seem to be considered by the companies, but in order to

increase the attention of the companies and to increase compliance with the BPD

requirements, the development of guidelines may be useful for both enterprises and

inspectors.

Country Products with legal provision Provision unknown
Examined Average (%) Examined | Average (%)
products products

Slovenia 44 5.9 1 10
Estonia 78 6.7 4 30
Poland 79 7.3

Latvia 71 11.8 10 35
The Netherlands 32 12.2 18 56.7
Belgium 50 154 5 72
Germany 353 19.9

Spain 321 19.3 13 36.2
Switzerland 22 22.3

Austria 48 20.8
Denmark 46 28
France 10 50
Romania 5 42.2
Sum/average of the 10

specific BPD questions 1050 12.1 160 38.1

Table 5.1-7: Overview of the average calculation for the 10 questions (8 specific BPD
requirements) in the participating countries, distributed in products with a legally
binding procedure and products without authorisation for which no knowledge
about legally binding procedure was available. The average calculation is a simple
mathematical estimate useful for comparison between participating countries and

products with and without legally binding provisions.
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Products with active substances only on Annex | (Not notified to specific PT)

Active substances which were not notified to a specific product type in ANNEX Il of REG (EC)
1451/2007, but identified as an existing active substance in ANNEX |, have been forbidden
since 1 September 2006, provided that the function of the substance in the product was
biocidal.

Function of the active substances in the product was sometimes difficult to assess in these
cases as substances were filled into the questionnaire with notes like: “function of the
substance in the product unclear”, “only in ANNEX I, but concentration of substance in the
product not biocidal”. For all examined active substances, uncertainties about function were
mentioned in approximately 15 cases.

These active substances (only in ANNEX 1) were found in 11 different product types, indicated
in table 5.1-8 below:

PT 2 3 4 5 6 7 10 | 14 | 18 | 19 | 21 #
Austria 1 1 2
Belgium 2 2
Denmark 0
Estonia 2 2 4
Finland 2/5* | 0/3* | 0/2* 2/10
France 0
Germany 9 1 1 1 2 1 19 | 4 38
Latvia 3 3
The 1 2 3 6
Netherlands

Norway 1 1 2
Poland 0
Romania 2 2
Slovenia 1 2 1 4
Spain 6 6 1 5 9 4 2 1 34
Switzerland 0
Sum # 21/5* | 1/3* | 8/2* | 1 1 5 1 13 | 15 | 28 | 5 | 99/109
Examined

products 263 | 31 | 89 5 |26 | 41 10 [ 127 | 379 | 122 | 51 | 1284
Percentage 80 |32 |90 |20.0|3.8|12.2|10.0|10.2| 4.0 | 23.0|9.8 | 7.7/8.5

Table 5.1-8: Products with ANNEX | active substances (not notified to specific PT in ANNEX II)
in the participating countries. In the table above “not found” and non-inclusion-
decisions are not taken into account (Figure of non-inclusion-decisions and “not
found are counted below). * (Function unclear)
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1284 (95.4 %) of all the products filled in were examined according to marketability of the
active substances. The calculation showed that between 99 (7.7 %) and 109 (8.5 %) products
contained active substances only in ANNEX | to regulation 1451/2007 when the inspection
phase was running and the data was filled in.

Among the well documented product types, 78 out of 103 products with illegal active
substances were found: in PT2 ( 9.9 %), in PT4 (11.2 %), in PT14 ( 10.2 %) and in PT19 (23
%), but in PT18 “only” 4 %.

Country Examined | Product with | Biocidal function | Product with active
products active of active substances only in
substances substance (only ANNEX | (percent %
(only notified | notified in ANNEX | of examined
in ANNEX 1) 1) unclear products)
Romania 5 2 40
Finland 70 2 10 2.9/117.1
The 39
Netherlands 6 15.4
Germany 319 38 11.9
Spain 369 34 9.2
Slovenia 45 4 8.9
Norway 25 2 8.0
Estonia 82 4 4.9
Austria 48 2 4.2
Latvia 81 3 3.8
Belgium 55 2 3.6
Denmark 34 0 0
France 10 0 0
Poland 80 0 0
Switzerland 22 0 0
Sum/average 1284 99 10 7.7/8.5

Table 5.1-9: Figures of active substances (only notified in ANNEX I), ranged in accordance with
the numbers of finding in the participating countries. Function was unclear for 10
products with those active substances in the Finnish approach.

20 (5.9 %) out of the 2020 active substances examined (in total) were only notified in
ANNEX I.

After finalization of the inspection phase in 2008, approximately 15 of these active substances
found in PT18, PT19 and PT21, but only notified in ANNEX |, were phased out on a specific
date, (mainly because no company or Member State indicated an interest in taking over the
role of participant for the substances) published and listed on the non-inclusion list for the
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specific product type, and for that reason left out of the inclusion list: ANNEX I, IA and IB to
the BPD.

A list with the most frequently found names of substances which were not notified in the
specific product types (only in ANNEX ), when the inspection phase was running, are shown

in table below.
CAS no / EINECS no Active PT Non-inclusion
substances, decision
Not notified on
ANNEX II
1310-73-2/215-185-5 Sodium 2and 4
hydroxide
10043-01-3 / 233-135-0 Aluminium 2
trisulfate
64-19-7 / 200-580-7 Acetic acid 2and 4
120-51-4 / 204-402-9 Benzyl benzoate | 14 and 18 | Commission Decision
2007/565/EC (22-08-
2008)
2921-88-2 / 220-864-4 Chlorpyrifos 18 Commission Decision
2007/565/EC (22-08-
2008)
121-75-5 / 204-497-7 Malathion 18 Commission Decision
2007/565/EC (22-08-
2008)
8000-29-1 / 289-753-6 and Qils, Citronella 19
106-22-9 / 203-375-0
91722-61-1 / 294-461-7 Juniperus 19 Commission Decision
mexicana 2007/565/EC (22-08-
extract 2008)
330-54-1 / 206-354-4 Diuron 21 Commission Decision
2007/565/EC (22-08-
2008)
67-63-0/ 200-661-7 Propan 2-ol 18 and 19 | Commission Decision
2008/809/EC

Table 5.1-10: Table with the 10 most frequently found illegal active substances (only on
ANNEX1). For some of the active substances, the phase-out-decision has
entered into force later.

Non-inclusion decisions

In addition to the above mentioned biocidal products, further 48 (3.7 %) of the inspected
biocidal products contained active substances notified in the review programme (ANNEX I of
REG (EC) 1451/2007) for which a non-inclusion decision entered into force during the
project phase. Such products placed illegal on the market were found in 7 countries, as

shown in table 5.1-11 next page:
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For all (2020) examined active substances, the number was 51 (2.8 %) active substances for
which a non-inclusion decision to a specific product type had been taken.

Non-inclusion decisions were found in 7 different product types. The product types for which
many products have been examined (> 91 products), among others PT8 (4), PT19 (4) and
PT18 (31) included many findings.

In total, 8 countries examined 17 products in PT1. 2 of those, Germany and Spain, which
examined respectively 1 and 2 products discovered products with active substances for which
a non-inclusion decision had been taken.

The Danish approach included Decanoic acid (CAS nr. 334-48-5) in PT10 products, which
has been on the non-inclusion list since 1 September 2006, because no company or Member
state showed interest in defending the specific active substance and substitutes were found.

PT 1 2 4 6 8 10 18 19 #
Austria 1 1
Belgium 0
Denmark 2 2
Estonia 0
Finland 0
France 0
Germany 1 19 2 22
Latvia 1 1
The 0
Netherlands

Norway 0
Poland 1 1 2
Romania 3 3
Slovenia 0
Spain 1 2 1 1 3 8 1 17
Switzerland 0
Sum # 2 2 2 1 4 2 31 4 48
Examined 17 267 | 89 26 | 121 11 378 122 | 1284
products

Percent 11.8 | 0.7 | 22 | 3.8 | 3.3 | 18.2 8.2 3.3 3.7

Table 5.1-11: Products with active substances for which a non-inclusion decision
had come into force in the participating approaches.

3 of the examined products contained butyl-3-iodo-2-propinyl ester carbamic acid (CAS no
55406-53-6) which according to Commission Decision 2007/565/EC was to be phased out for
products in PT18 from 22-08-2008, but several non-inclusion decisions for some of the
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frequently found substances have continuously entered into force since the inspection phase
ended, e.g. non-inclusion decisions were on the non-inclusion list for Boric Acid for PT1, PT2,
PT3, PT6, PT13 and PT18.

The following table 5.1-12 shows the calculation of products with active substances not
notified in ANNEX Il since 1. September 2006 and others which were listed on the non-
inclusion decision list since 22-08-2008:

Examined Products Products Products Percent
products illegal on the illegal on the illegal on (%)
market (non- market the market
inclusion (only on
decision) ANNEX 1)

Sum # 1284 48 99/109 147/157 11.4/12.2
Romania 5 3 2 5 100
Germany 319 22 38 60 201
The 39 0 6 6 15.4
Netherlands
Spain 369 17 34 52 16.3
Slovenia 45 0 4 4 8.9
Norway 25 0 2 2 8.0
Austria 48 1 2 3 6.3
Denmark 34 2 0 2 5.9
Latvia 80 1 3 4 5.0
Estonia 82 0 4 4 4.9
Belgium 55 0 2 2 3.6
Finland 70 0 2 2 2.9
Poland 80 2 0 2 2.5
France 10 0 0 0 0
Switzerland 22 0 0 0 0

Table 5.1-12: Products placed illegally on the market while containing not marketable active
substances (listed only in ANNEX | and / or non-inclusion-decision entered into
force (few ( 2 or 3) products included both active substances not notified in a
specific product type in ANNEX Il and in the non-inclusion list).
The enforcement of active substances for those products illegally on the market since 1
September 2006 (not notified in ANNEX I, only in ANNEX 1) and decisions for non-
compliances, discovered high percentages (around 11 to 12 %) of forbidden active
substances and therefore there is a need for further enforcement of the BPD in the
intermediate stage. In addition, the review programme was in its early stages when the
project started, and the results may not be sufficient to illustrate the current situation as

several new decisions have come into force

Final report, May 2011 47



Frequently found active substances

13 different substances were the most frequently found substances among the inspected
biocidal products. These substances were found in at least 10 to more than 30 of all
examined products. 3 of them were classified as toxic; 6 of them were classified as

dangerous for the environment:

In relation to all the substances for which at least one non-inclusion-decision was taken, only
few of them were found in the examined products. Not all of these substances were legal on
the market in all product types, this was the case when a substance was notified in different
product types and the decision was taken only in one or part of these product types; it is
useful for further inspection projects to know how broadly the substances are spread on the

market:
Active substance CAS no EU classification
Piperonylbutoxid 51-03-6 no legally binding
classification
Permethrin 52645-53-1 Xn, N
Didecyl dimethyl ammonia Chloride 7173-51-5 C, Xn
Chlorpyrifos 2921-88-2 T,N
Sodium hypochlorite 7681-52-9 C,N
Quaternary ammonia compound, benzyl-C12- | 68391-01-5 no legally binding
18-alkyldimethyl-, chloride classification
Quaternary ammonia compounds, benzyl-C12- | 68424-85-1 no legally binding
16-alkyldimethyl-, chloride classification
Butyl-3-iodo-2-propinyl ester carbamic acid 55406-53-6 no legally binding
classification
Cypermethrin 67375-30-8 T, Xn, Xi, N
Propiconazol 60207-90-1 Xn, N
Quaternary ammonia compound, C12-14- | 85409-23-0 no legally binding
alkyl[(ethylphenyl)methyl]ldimethyl-, chloride classification
Boric acid 10043-35-3 T
N,N’",N""-trichloroisocyanuric acid 87-90-1 Xn, Xi, O, N

Table 5.1-13: Overview of the most frequently found substances in the inspected biocidal
products for which a non-inclusion decision has entered into force before the
start of EuroBiocides

Not found substances

47 (3.7 %) products contained substances which could not be found in the regulation to the
BPD (EC) 1451/2007. Evaluation of the list of not found substances showed that many of the
substances have other functions than being biocidal. Only 10 of those “not found substances”
were by individual assessment identified as “new active substances” and could have biocidal
functions even not proved according to the specific products in all cases.
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These new active substances were found in Spain, 2 products in PT7, in Germany, 1 product
in PT19, and 2 or 3 product in the Netherlands, in PT2, PT18 and PT19, 4 products in
Slovenia 2 in both PT14 and PT18.

For all (2020) examined active substances, 47 (2.3 %) substances could not be found in
regulation EC 1451/2007.

Infringement and sanctions

Every second product examined in the project was not in compliance with the legislation.

During the project phase different measures were undertaken by inspectors to improve

compliance.
Sanction Number of products Percentage of products

Removed from market 169 12.6

Product substance prohibited 18 1.3

Sanction — not defined 52 3.9

Advice to enterprise 188 14.0

Further inspection 37 2.7
Information to focal point 100 7.4

Violation (no specifications)* 109 8.1
None/blank 673 50

Table 5.1-14: Results of enforcement of biocidal products in all participating countries during
project phase. In some cases inspection could not be finished during project
phase because further clarification was necessary, mainly answered further
inspection or “information to focal point”.

Many of the products including ANNEX | (not notified in a specific PT) active substances

(7 to 8 %) and non-inclusion substances (3.7 %) — approximately 11 to 12 % were either
among those removed from the market (12.6 %), prohibited (1.3 %) or met with not specified
sanctions (calculated to less than 3.9 %).

Some products which had serious mistakes with classification and labelling (e.g. no label,
missing symbols etc.) and products which did not have a legal national authorisation were
also represented among those products which were removed from the market.

Around 400 of the products which had problems with classification, labelling and packaging
received either sanctions like administrative orders or issued enforcement notice on; or
advice to enterprises or information to focal point (importers/producers/other responsible).
Information to focal point was given by inspectors for different reasons; mainly because
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communication about the product was an undergoing process between the responsible and
the administrative authority. In the cases when no further specific and / or detailed information
about enforcement measurements was documented during the project phase they were

counted as “violation”.

Because of follow-up actions undertaken by inspectors and because of slightly different time
schedules in the participating countries, the final results were not always available at the end

of the project phase.

Reasonably the question about results could not be fully compared and blank or undefined
“none” was filled in for approximately 800 (59.4 % ) products. The following results have been
calculated:

e QOut of those 169 products in table 5.1-14, another 13 products, which were already
prohibited, were during further inspections/follow-ups with the enterprises removed
from the market. In total (169 +13 = 182) (13.5%) products were removed from the
market;

e About 149 (11.1 %) of the examined products had been legalised (re-labelled, active
substances changed to legal etc.), and

e Further inspection were necessary for 108 (8 %) products when the project finished in
January 2009.
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The results of examined biocidal products not in compliance in the participating countries are

shown in the following figure:

Country Examined Products not in Percent of products not in
products compliance compliance with the BPD
legislation
Average 1346 673 50 %
Romania 5 5 100.0 %
Norway 25 20 80.0 %
Austria 48 36 75.0 %
Belgium 55 37 67.3 %
Finland 70 46 65.7 %
Denmark 51 31 60.8 %
Latvia 81 40 49.4 %
Estonia 82 40 48.8 %
Germany 353 172 48.7 %
Spain 369 174 47.2 %
The Netherlands 50 23 46.0 %
Poland 80 29 36.3 %
Slovenia 45 14 31.1%
Switzerland 22 5 22.7 %
France 10 1 10.0 %

Table 5.1-15: Overview and ranging of the number of products not in compliance in the

participating countries

Details for each country are presented and pointed out in the following chapters with tables

and result overviews for all participating countries concerning classification and labelling,

biocidal control and enforcement strategies.
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5.2 Participating countries

5.2.1 Austria

Austria handed in 48 products from the inspections in 7 regions: Carinthia, Salzburg, Styria,
Tirol, Upper Austria, Vienna and Vorarlberg.

Biocidal products were examined in 7 product types with a majority in PT18: 16 insecticides;
PT2: 10 disinfectants; PT19: 7 repellents and PT4: 6 food and feed disinfectants

Product type Figures
PT1 1
PT2 10
PT3 4
PT4 6
PT8 4
PT18 16
PT19 7

Table 5.2.1-1: Number of biocidal products in relation to product types inspected in Austria

Carinthia: PT8

Salzburg: PT18 and PT19

Styria: PT18 and PT19

Tirol: PT19 and PT2

Upper Austria: PT2, PT3 and PT18
Voralberg: PT2 and PT18

Vienna: PT1, PT2, PT3 and PT4.

The division into types of enterprises and purpose of the products was as shown in the
figures below:
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Type of inspected enterprises

@ Producers/importers
m User

0O Retailer/supermarket
13 0 Wholesale trader

—_

Figure 5.2.1-1: Number of products in types of enterprises inspected in Austrian project.

More than 20 enterprises were inspected. 1 to 4 products were collected from each
enterprise, around 13 of the inspections took place at producers/importers (66.5 %). 6 at
wholesale traders (30 %) and 1 at users (5 %).

Purpose of examined products

o Consumer
m Professional
O Both

Figure 5.2.1-2: Overview of the purpose of examined products in the Austrian project.

23 of the collected products were intended for professionals (47.9 %). 21 products were
intended for consumers (43.8 %) and 4 for both (8.3 %).

None of the examined products are subject to national authorisation due to the fact that in
Austria a national authorisation regime does not exist.

Labelling and packaging
1. Labelling and packaging were examined on 38 products out of 48; packaging was
in compliance for those products examined
1 product in PT3 had a misleading sentence
Insecurity with regard to low risk phrases were mentioned for 2 products in PT19
which claimed: “Free of preservatives”
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4. 3 products in PT19 with R43 were labelled “also for people with sensitive skin”
National language and trade name were OK on all examined products

6. 5 products did not have complete address, but had an old company name or
address

7. All products had chemical names on the product

8. 4 products were not dangerous products

SDS and chemical composition
J In general all SDSs were available
J Salzburg examined 3 out of 6, Vorarlberg 6 out of 6, Tirol 4 out of 8, Upper
Austria 0 out of 5, Vienna 8 out of 9, Carinthia 4 out of 4, Styria did not give
information about examined SDSs — in total, 25 examined SDSs out of 48
possible.

Classification

Austria Examined | T+ | T | Xn |C| Xi | F+ | F | O | N Not
products applicable
(not
PT dangerous)
1 1 1
2 10 1 1 6 1 2 1
3 3
4 1] 4
8 1 1 2
18 16 6 2 2 8 2 | 14 1
19 1 1 1
# 48 9 |5/13| 3 |11 | 3 | 15 4

Table 5.2.1-2: Danger labelling of the examined biocidal products. The total number of examined
biocidal products and the indication of danger are given. Because some products
were hot dangerous or because some products contained more than one symbol,
there are differences when the results are summarized.

¢ None of the examined products included T+ or T substances

e 9 of the examined products were classified with Xn, a majority 6 (37.5 %) in PT18 out of
16 examined, 1 in PT2, PT8 and PT19.

e 13 products were classified as corrosive, 1 in PT2, 3in PT3 and 1 in PT4.

e 13 products were classified as irritant, 1 in PT1, 6 in PT2, 4 in PT4 and 2 in PT18.

e 3 products, 1in PT2 and 2 in PT18 were classified as very flammable.
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11 products, 2 in PT2, 8 in PT18 and 1 in PT19 were classified as flammable
None of the examined products were classified as oxidising
In total 15 products, a majority 14 (87.5 %) out of 16 examined in PT18 and 1 in PT8

were classified with environmental danger.

Indication of danger (classification)

Mistakes with indication of danger (other than dangerous for the environment) were
found in 17 out of 48 examined products, 35.4.1 %. (1in PT1,2in PT2,1in PT4, 10
in PT18 and 3 in PT19

Uncertainty about indication for danger was mentioned for 1 product in PT2 (lack of
data)

Mistakes with indication of safety-phrases were mentioned in 13 out of 48 products,
271 %, (4inPT2,2in PT4,5in PT18 and 2 in PT19.)

Uncertainty about safety-phrases was mentioned for 1 product in PT2 (lack of data)
Mistakes with indication of environmental danger were not OK for 7 out of 48 products
(14.6 %), 2 products in PT2, 2 in PT4 and 3 in PT18.

Uncertainty about indication of environmental danger was mentioned for 1 product in
PT19 (lack of data)

Biocidal investigation

Borderlines:
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7 borderlines out of 48 examined products (14.6 %) were detected within PT2 and
PT19 in Austria

4 products in PT2 had borderlines to detergents — although the examined products
were within the scope of BPD (horizontal legislation)

3 product in PT19 had a borderline to cosmetics (the use on skin was mentioned)
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Specific BPD-rules for labelling:

National authorisation was not in force for the examined products. Legally binding procedures

were assumed not in force for the products examined in table 5.2.1-3. The average

calculation is a simple estimate useful for comparison between the participating countries.

Worst “statistical calculation” (35.5 %) were found in question | concerning labelling for non-

target organisms and avoidance of contamination of water.

Examined BPD- requirements:

Figures for
products without
authorisation

Percent (%)

(Not OK)

No legal provision

First part a) Identity of every active 5 10.4
substance

Last part a) Concentration in metric units 6 12.5
f) Indication of the type of preparation 15 31.3
g) Particulars of likely direct or indirect 13 271
adverse side effects and any directions for

first aid

g) If accompanied by a leaflet: 6 12.5
Sentence ,read instructions before use”

h) Directions for safe disposal of the 5 10.4
biocidal product and its packaging,

including, where relevant, any prohibition

on reuse of packaging

First part i) Formulation batch number or 14 29.2
designation

Last part i) Expiry date relevant to normal 10 20.8
conditions of storage

j) Period of time needed for the biocidal 9 18.0
effect, if relevant

l) Information on any specific danger to the 17 35.4
environment particularly concerning

protection of non-target organisms and

avoidance of contamination of water

Average for the following 10 questions

( 10 requirements): 20.8

Table 5.2.1-3:  Specific BPD-rules for biocidal products, set out in Article 20(3), point (a) to (I)
(always an obligation on the label of a biocidal product with a national

authorisation). The average calculation

comparison between the participating countries.
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Active substances:

J 1 product in PT19 contained citronella oil, cedar wood oil, essential oil of eugenia
caryophyllus, peppermint oil and lemongrass oil; all of these 5 active substances are
listed in ANNEX | of the Review Regulation (EC) No 1451/2007 (but not in the specific
product type in ANNEX Il). 1 disinfectant in PT2 contained certain active substances
(alkyldimethyl ammonium), which were not notified to the specific product type in
ANNEX 11 (only in ANNEX 1).

J Non-inclusion decision has been taken for active substance bone oil in PT19
(CAS 8001-85-2 / EINECS 232-294-3).

48 products containing at least 1 active substance were examined (95 active substances), 21
products contained 1 active substance, 14 contained 2 active substances (most in PT4), 8
products (1 in PT2, 1 in PT8 and 2 in PT18) contained 3 active substances, 4 products (3 in
PT18 and 1 in PT19) contained 4 active substances, 1 product in PT19 contained 5 active
substances.

Enforcement

2 products were prohibited and 4 removed from the market because of mistakes with legality
of active substances. Sanctions were given in 4 cases because of incompleteness with first
aid measures, misleading sentences etc. Furthermore, advice was given to enterprises in 23
cases, because of mistakes with classification and labelling. For 3 products the result column
was not filled in, but violation was detected in 3 products in PT19 (infringement with
classification and labelling):

Non-compliances were found in 36 (75 %) of all examined products and those products were
not in compliance with the BPD legislation in the Austrian approach.

When the project period finished in January 2009, 11 products out of the 36 not in-compliance
were legalised. Besides that 1 of those products already given sanction were finally
prohibited.

Final report, May 2011 o7



5.2.2 Belgium

Belgium handed in 55 products. The biocidal products were examined in 4 product types,
mainly represented with 25 insecticides in PT18, 16 disinfectants in PT2 and 10 rodenticides
in PT14.

Product type Figures
PT2 16
PT14 10
PT18 25
PT19 4

Table 5.2.2-1: Number of biocidal products in relation to product types inspected in Belgium

22 companies were inspected. The division in types of enterprises and purpose of the

products was as shown in the figures below:

Type of inspected enetrprises

@ Producers/importers
m User

O Retailer/supermarket
O Wholesale trader

19

Figure 5.2.2-1: Overview of type of enterprises inspected in the Belgian project.

The majority of the inspected enterprises, 19, were producers/importers (86.4 %), 1 (4.5 %)
was a user and 2 (9.1 %) were wholesale traders.

32 of the examined products were intended for consumers (58.2 %), 18 for professionals
(32.7 %) and 5 for both (9.1 %) as shown in figure 5.2.2-2.

National authorisation/registration is mandatory for all biocidal products in Belgium, and all
biocides are subject to a fee. 5 products without national authorisation were detected: 4
biocides in PT19 (with active substances like naphthalene and paradichlorobenzene) and 1
preparation in PT2.
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Purpose of examined products

@ Consumer
| Professional
O Both

Figure 5.2.2-2: Overview of the purpose of examined products in the Belgian project.

Labelling and packaging

1. 4 products in PT19 were packaged like mints (sweets for children). The same
products were subject to authorisation.
All labelling was clear and indelible.
2 products had misleading packaging, 1 product was transparent (difficult to read the
R- and S-phrases) and 1 looked like a flower.
“Bio”, “irritant” and other low-risk messages were present on 4 products.
16 products, from 6 different importers were not in all 3 official national languages.
Trade name was generally present.
Company name, address and telephone number were not complete on 19 products.

© N o g &

15 of the verified products were not classified as dangerous (no dangerous
substances above the threshold).
9. Chemical names were on all products, if applicable.

SDS and chemical composition
e All SDSs were available, but 12 safety data sheets were not examined in detail

e Non-conformities were detected in 15 SDSs.

Classification
e 1 toxic substance was found in PT18
e 14 of the examined products were classified as harmful to health, Xn, (13 (81.3 %) out
16 of the examined products in PT2).
e 3 products were classified as corrosive, 2 in PT2 and 1 in PT18.

e 3 products were classified as irritant, 1 in PT2 and 2 in PT18.
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4 products in PT14 were classified as very flammable.

13 out of 16 examined products in PT2 were classified with oxidising (81.3 %).

25 products were classified as dangerous to the environment, the majority in PT18 (13
out of 25 examined, 52 %) and in PT2 (9 out of 16 examined, 56.3 %).

The 10 examined rodenticides in PT14 were not classified as dangerous, neither were
the 5 insecticides in PT18.

Belgium | Examined | T+ T Xn | C | Xi | F+ | F| O N Not
PT products applicable
2 16 13 | 2 1 131 9
14 10 10
18 25 1 1 1 2 4 13
19 4 4 3
# 55 1 18 | 3 | 3 4 13 | 25 15

Table 5.2.2-2: Danger labelling of the examined biocidal products. The total number of

examined biocidal products and the indication of danger are given. Because
some products were not dangerous or because some products contained more
than one symbol, there are differences when the results are summarized.

Indication of Danger

Mistakes with labelling for indication of danger (other than dangerous to the
environment) on 2 products, 1 in PT2 and 1 in PT19. (2 out of 55 examined products,
3.6 %)

Mistakes with labelling for indication of safety-phrases in 15 out of 55 products
(27.3%),5in PT2,9in PT18 and 1 in PT19.

Mistakes with labelling for indication of environmental danger were not OK on 17 out
of 55 products (31 %): 10 products (55.6 %) out of 25 examined in PT18, 6 (60 %) out
of 10 examined in PT14 and 1 (25 %) out of 4 examined in PT19.

Biocidal investigation

Borderlines:

1 product in PT18 was a borderline case to a medical device (a Scalibor dog collar).

Specific BPD-rules for labelling:

National authorisation was in force for 50 out of 55 examined products. 5 products did by

mistakes not have authorisation and were banned. Products with and without legally binding

procedures were shown in table 5.2.2-3. Most of the products not in compliance were found in
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question last part i) about expiry date for those products with authorisation, indicating that

around 48 % (grey in table 5.2.2-3) of the products were not in compliance with at least one of

the 8 specific BPD-rules.

Examined BPD-
requirements:

Estimates of
figures for 50
products with
authorisation

Percent
(%)

Not Ok

Figures for 5
examined
products
without
national
authorisation

Percent
(%)

Not OK

Legal provision

No legal pr

ovision

First part a) Identity of
every active
substance

0

0

0

0

Last part a)
Concentration in
metric units

40

¢) Indication of the
type of preparation

80

f) Particulars of likely
direct or indirect
adverse side effects
and any directions for
first aid

12

24

100

g) If accompanied by
a leaflet:

Sentence ,read
instructions before
use”

60

h) Directions for safe
disposal of the
biocidal product and
its packaging,
including, where
relevant, any
prohibition on reuse
of packaging

14

100

First part i)
Formulation batch
number or
designation

14

40

Last part i) Expiry
date relevant to
normal conditions of
storage

24

48

100

j) Period of time
needed for the
biocidal effect, if
relevant

18

36

100
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l) Information on any 6 12 5 100
specific danger to the
environment
particularly
concerning protection
of non-target
organisms and
avoidance of
contamination of
water

Average value for
the following 10 15.4 72
questions (8
requirements):
Table 5.2.2-3: Specific BPD-rules for biocidal products, set out in Article 20(3), point (a) to (I)
(always an obligation on the label of a biocidal product with a national
authorisation). The average calculation is a simple mathematical estimate useful
for comparison between participating countries and products with and without
legally binding provisions.

Active substances:
49 examined products contained only 1 active substance, 6 products contained 2 active
substances (5in PT 18 and 1 in PT2). In total, 61 active substances were examined.

e 2 products in PT19 contained active substances only notified in ANNEX I.
(Infringement with active substances not notified to specific product type in ANNEX ||
on 2 out of 55 products (3.6 %) or 2 out of 61 examined active substances 3.3 %)

Enforcement
Advice to enterprise was given with regard to 15 products, mainly because of inconsistency
between the label, the safety data sheet and the packaging (language and text).

The indication of the environmental danger was not in compliance for 17 products, mainly in
PT18 and PT2; those products were given sanctions in the form of warnings. The products

which were removed from the market were those with no national authorisation.

Advice to enterprise 15
Removed from market 5
Sanctions (warning) 17

Table 5.2.2-4: Results of enforcement of biocidal products in Belgium.

Violations were found in (15+5+17=37), (65.7 %) of all examined products and those products
were not in compliance with the BPD legislation in the Belgian approach.
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Results

Removed from market 5
Product prohibited after sanction 1
Product legalised after advice and sanctions 31

Table 5.2.2-5: Results after 1% contact to enterprises/enforcement, January 2009.

5.2.3 Denmark

Denmark handed in 51 products from the inspection in 24 enterprises.

Biocidal products were examined in 7 product types. The majority of the inspected products
belonged to PT6, PT7 and PT8 and the remaining in PT2, PT10, PT18 and PT19.

Product type Figures
PT2 5
PT6 7
PT7 22
PT8 7
PT10 5
PT18 2
PT19 2
Detergent agent 1

Table 5.2.3-1: Number of biocidal products in relation to product types inspected in Denmark.
1 borderline product in the Danish approach claimed to be a detergent agent were
examined in the project.

The division in types of enterprises and purpose of the products was as shown in the figures
below:

Type of inspected enterprises

O Producers/importers
11 m User
0O Retailer/supermarket

0O Wholesale trader

Figure 5.2.3-1: Overview of types of enterprises inspected in the Danish project.
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24 enterprises were inspected. 11 producers/importers (45.8 %), 8 retailers/supermarkets
(33.3 %) and 5 wholesale traders (20.8 %).

Purpose of examined products

10

1 @ Consumer
B Professional
O Both

40

Figure 5.2.3-2: Overview of the purpose of examined products in the Danish project.

40 (78.4 %) of the examined products were intended for both consumers and professionals,
10 products were intended for consumers (19.6 %), and 1 product was intended for
professionals.

2 different campaigns supplied data for the Danish project: a wood preservatives control
(PT6, PT7 and PT8) and a biocidal products campaign of products collected from retailers
and supermarkets (Consumer products).

10 importers/producers, 1 retailer/supermarket and 1 wholesale trader were visited during the
Wood Protection Campaign in 2007, 33 products were examined in this approach. 8
retailers/supermarket and 4 wholesale traders were inspected in the Biocides in the Retail
Chain Campaign and 18 products were collected. The wood protection enterprises were
notified before inspection, but the retailer campaign was performed without notification to the

enterprises.

Registration in Denmark is central and mandatory for all Biocidal products which according to
BPD came into force in 2003.

Before the BPD entered into force and in the intermediate stage, a central national
authorisation was a legal requirement for biocidal product types: PT2 (algae products, but not
disinfectants), PT8 (wood protection), PT10 (Masonry preservatives claiming algae), PT14
(rodenticides), PT18 (insecticides) and PT19 (repellents). The Danish Environmental
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Protection Agency was the responsible body for this authorisation. Those products were

subject to a fee, at that point.

8 products without the demanded national authorisation were detected and therefore banned:
2 products in PT10, 3 products in PT8, 2 in PT19 and 1 in PT18.

Labelling and packaging

1.

= © ® N O

Labelling, but not packaging was examined on 7 products from one specific enterprise
which made “label-products”.

3 products had SDSs, but danger labelling was missing, 1 product had a leak or
broken cap - the whole pallet in the supermarket was wet - and was pointed out.

No claim for wood protection on 4 products, but they contained high concentrations of
active substances.

None of the examined products had misleading or exaggerated phrases, or low
biocidal sentences etc.

1 product in PT19 was Swedish (similar to a Danish product with a national
authorisation); another product in PT19 was in Swedish and was unknown/illegal
according to national authorisation.

Trade name was present on all products.

All examined products were preparations, no single active substances.

The 3 products without danger label did not have address information

1 product was not a dangerous product

0. Chemical names were missing on 6 of the 42 examined products

SDS and chemical composition

33 SDSs were available (9 requested)

For 9 products the SDSs were requested at the inspection or following the inspection
8 products were not examined according to composition / chemical ingredients,
because they did not have a national authorisation and were therefore prohibited.

Chemical substances were examined in 47 products

Classification

None of the examined products were classified as very toxic T+ or toxic T

18 of the examined products were classified with Xn, 9 out of 22 in PT7 (40.1 %),
3outof 7in PT8 and PT6 (42.9 %)

4 products classified as corrosive were found in PT2, PT6, PT7 and PT10
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e 7 products were classified as irritant, 5 of these were in PT7

e None of the examined products were classified as flammable or oxidative

e 1 productin PT18 were classified with N

e The examination detected that 7 of these products examined were missing N

(environmental danger symbol). 4 in PT7, 2 in PT6 and 1 in PT8

Denmark | Examined T+ | Xn | C | Xi | F+ O N Missing
products Authorisation/

PT Not

applicable
2 5 1 1 /1
6 7 3 |1 /3
7 22 9 1 5 /6

8 7 3 3/2

10 5 2 1 2 2/

18 2 1 1 1/

19 2 2
Deter- 1 "
gents

# 41 18 | 4 | 8 1 8/12

Table 5.2.3-1: Danger labelling of the examined biocidal products. The total humber of
examined biocidal products and the indication of danger are given. Because
some products were not dangerous or because some products contained
more than one symbol, there are differences when the results are

summarized. (All PT10 products were examined)

Indication of danger (classification and labelling)

e Mistakes with indication of danger (other than dangerous for the environment) were
detected in 13 products, 3 in PT6, 6 in PT7, 3in PT8 and 1 in PT10. (13 out of 42
examined products, 31 %). (Label and content of chemicals was inconsistent for
products in PT8.)

e Mistakes with indication of safety-phrases in 8 out of 42 products (19 %), 1 in PT6, 3

in PT7,3in PT8 and 1 in PT19.

e Mistakes with indication of environmental danger were found in 19 out of 42 products,

(45.0 %):

- 4 products in PT2 (9.8 %), 3 in PT6 (42.9 %), 8 in PT7 (36.4 %), 3 in PT8 (42.9
%) and 1in PT10 (20 %) of which 1 product in PT6, 4 products in PT7, 2
products in PT8 and 1 in PT10 should change from R52/53 to R51/53,
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- 7 products were missing N; environmental danger symbols, 4 in PT7,2in PT6

and 1in PT8; and

- R51/52 was missing in 4 products in PT2).

Biocidal investigation

Borderlines:

e 17 borderline cases were found in the Danish approach.

e 12 products had a borderline between PT6, PT7 and PT8. The distinction
between products with fungicidal effect and surface products with active

substances intended only for in-can preservatives (PT6) and film preservatives

(PT7) has to be resolved.

e 4 products in PT2 were borderlines to detergents.

e 1 Mosquito spray was a borderline to a medical device, and was claimed as

such — but was included to the BPD-scope in PT19.

Specific BPD-rules for labelling:

National authorisation was not in force for these 46 examined products. Legally binding

procedures were assumed not in force for the products examined in table 5.2.3-3. Worst

“statistical calculation” (45.7 %) were found in question f concerning “side effects and any

directions for first aid”.

Examined BPD-requirements:

Figures for
products without
authorisation

Percent (%)

Not OK

No legal provision

First part a) Identity of every active substance 15 32.6
Last part a) Concentration in metric units 15 32.6
¢) Indication of the type of preparation 3 6.5
f) Particulars of likely direct or indirect adverse 21 45.7
side effects and any directions for first aid

g) If accompanied by a leaflet: 17 37,0
Sentence ,read instructions before use”

h) Directions for safe disposal of the biocidal 8 17.4
product and its packaging, including, where

relevant, any prohibition on reuse of packaging

First part i) Formulation batch number or 6 13.0
designation

Last part i) Expiry date relevant to normal 15 32.6

conditions of storage
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j) Period of time needed for the biocidal effect, if 14 30.4
relevant

l) Information on any specific danger to the 15 32.6
environment particularly concerning protection
of non-target organisms and avoidance of
contamination of water

Average value for the 10 questions (8
requirements): 28.0

Table 5.2.3-2: 8 Specific BPD-rules for biocidal products, set out in Article 20(3), point (a) to
() (Always an obligation on the label of a biocidal product with a national
authorisation). The average calculation is a simple estimate useful for
comparison between the participating countries.

Active substances:

Out of the 34 examined products, (48 examined active substances), 21 products contained
only 1 active substance, 12 products contained 2 active substances (1 in PT6, 3 in PT7, 4 in
PT8 and 5 in PT19) and 1 product in PT8 contained 3 substances..

e 2 products in PT10 contained fatty acids, for which a non-inclusion decision came
into force 1 September 2006.

e 16 products were not examined, 8 products because national authorisation was
missing, 2 products did not have a Danish label and some because of
inconsistencies between information about the chemical content and the labels.

Enforcement

Advice to enterprise was given to 11 products, mainly because of mistakes with the SDSs
(inconsistencies between label and SDS), the packaging (language and text) and
classification and labelling (mainly problems with environmental danger classification).

Environmental danger was not OK for 19 products, mainly in PT6, PT7 and PT8. 15
borderlines were detected in the same product types.

8 products did by mistakes not have a national authorisation and were therefore prohibited, 2
products contained non-inclusion active substances, and the other 3 were prohibited because
danger labels were missing.

Advice to enterprise 11
Prohibited 13
Information to another Ministry 1

Table 5.2.3-3: Results of enforcement of biocidal products in Denmark.
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Violations were found in (11+13+1= 35), 68.8 % of all examined products and those products
were not in compliance with the BPD legislation in the Danish approach.

Results
Removed from market 5
Product legalised after advice and prohibition 24
Further inspection necessary 12

Table 5.2.3-4: Results after follow-ups to enterprises/enforcement, January 2009.

The strategy for further biocidal enforcement in Denmark is the intention of performing at least
one biocidal campaign every year. In 2009, Denmark participated in a joint Nordic Pool
Chemicals Campaign and examined 92 pool chemicals (disinfectants) in PT2.

5.2.4 Estonia

Estonia handed in 82 products. The biocidal products were examined in 10 product types,

mainly represented with 24 disinfectants in PT2, 17 insecticides in PT 18 and 11 food and
feed disinfectants in PT4.

Product type Figures
PT1 1
PT2 24
PT3 5
PT4 11
PT8 8

PT11 1
PT14 5
PT18 17
PT19

PT20

Table 5.2.4-1: Number of biocidal products in relation to product types inspected in Estonia

The division into types of enterprises and purpose of the products were as shown in the
figures below:
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Type of inspected enterprises

@ Producers/importers
m User

0O Retailer/supermarket
O Wholesale trader

oo

Figure 5.2.4-1. Overview of type of enterprises inspected in the Estonian project.

12 enterprises were inspected in the Estonian approach. 8 (66 %) of the visited enterprises
were producers and importers, 2 (17 %) were retailers and 2 (17 %) were wholesale traders.

Purpose of examined products

@ Purpose
@ Consumer
0O Professional

Figure 5.2.4-2: Overview of examined products in the Estonian project.

The majority of the examined products in Estonia, 41 (50 %), were intended for professionals,
23 (28 %) products were intended for consumers, and 18 (22 %) for both.

All registered products were subject to a fee.
In 2009 the national register included about 3000 biocidal products.
Labelling and packaging
1. The labelling on 5 products was not examined; this was because the products could

only be ordered in tanks (big containers).
2. The labelling was clear and indelible on all examined products
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3. 1 product in PT2 had misleading phrases with “Harmless for people staying in the
room”.
Name and address was insufficient on 5 products
12 products were not dangerous

6. Chemical names were missing on 4 products

SDS and chemical composition
e All SDSs were available and examined

e All active substances were examined

Classification

Estonia Products | T+ | T | Xn | C | Xi | F+ | F| O | N | Notapplicable
PT examined
1 1 1
2 24 1 4 7 8 2 1 2 3
3 5 1 2 1 2
4 11 1 7 2 2
8 8 5 1 1 3
11 1 1
14 5 1 5
18 17 2 2 7 1 15
19 8 1 2 2 |3 2
20 2 2
# 82 3,13 (14|18 |11 (6| 2 | 24 12

Table 5.2.4-2: Danger labelling of the examined biocidal products. The total number of examined
biocidal products and the number of indication of danger is given. Because some
products are not dangerous and because some products contained more than one
label there are differences when the results are summarized.

e In PT18, 2 products contained toxic T substances:
Permethrin (CAS nr. 52645-53-1) and Cypermethrin (CAS nr 52315-07-8) both
collected from user intended for professional use. Another toxic substance was found
in PT2 (Ethanol CAS 64-17-5), indented for professional use.

e 13 of the examined products were classified with Xn, the majority, 4 in PT2 and 5
in PT 8.

e 7 products classified as corrosive were found in both PT2 and PT4.
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e 18 products were classified as irritant, found in 8 of the examined product types, but a
majority 8 out of 21 (33 %) examined products in PT2)

e 11 products, (majority 7 out of 17 (41.2 %) in PT18) were classified very flammable

e 6 products of which 3 out of 8 (37.5 %) in PT19 were classified as flammable.

e 2products, 1in PT1 and 1 in PT2, were classified as oxidative.

e 24 products were classified with environmental danger, the highest numbers

e 150utof 17 (88.2 %) examined in PT18, and 3 out of 8 (37.5 %) in PT8.

e 12 products were blank (not applicable), the same number as the

e not dangerous products.

Indication of danger (classification)
L Mistakes with indication of danger were detected for 2 products in PT2 and 1 product
in PT4. (3 out of 82 products, 3.7 %)
o Mistakes with indication of safety-phrases for 2 products in PT2, 4 in PT4 and 1 in
PT8 (7 out of 82 examined products, 8.5 %)
L Mistakes with indication of environmental danger for 1 product in PT2 and 1 product
in PT8. (2 out of 82 examined products, 2.4 %)

Biocidal investigation

Borderlines:
o 9 borderline cases (11 %) were detected within PT2 in Estonia

o These were borderlines to detergents

Specific BPD-rules for labelling:

National authorisation was in force for 78 out of 82 examined products 4 products did not
have authorisation, Products with and without legally binding procedure were shown in table
5.2.4-3.. Most products not in compliance were found in question g) about “reading the
instruction before use”, indicating that around 29.5 % (grey in table 5.2.4-3) of the products
with legally binding provision were not in compliance with at least 1 of the 8 specific BPD-

requirements.
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Examined BPD- Figures for Percent | Figures for all | Percent
requirements: 78 examined (%) 4 examined (%)
products with products
authorisation | Not OK without
authorisation Not OK
Legal provision No legal provision

First part a) Identity of every 1 1.3 0 0
active substance
Last part a) Concentration in 4 5.1 2 50
metric units
c¢) Indication of the type of 6 7.7 1 25
preparation
f) Particulars of likely direct or 0 0 2 50
indirect adverse side effects
and any directions for first aid
g) If accompanied by a leaflet: 23 29.5 0 0
Sentence ,read instructions
before use*
h) Directions for safe disposal 5 6.4 3 75
of the biocidal product and its
packaging, including, where
relevant, any prohibition on
reuse of packaging
First part i) Formulation batch 5 6.4 0 0
number or designation
Last part i) Expiry date 5 6.4 0 0
relevant to normal conditions
of storage
j) Period of time needed for the 2 2.6 1 25
biocidal effect, if relevant
l) Information on any specific 1 1.3 3 75
danger to the environment
particularly concerning
protection of non-target
organisms and avoidance of
contamination of water
Average value for the 10
questions (8 requirements): 6.7 30

Table 5.2.4-3: Specific BPD-rules for biocidal products, set out in Article 20(3), point (a) to (j)
(always required on the label of a biocidal product with a national authorisation).
The average calculation is a simple mathematical estimate useful for comparison
between participating countries and products with