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SHORT JUSTIFICATION

The safety of toys is covered by a directive adopted in 1988 and amended in 1993, which 
harmonised the rules in place within the Member States and ensured better protection for 
children. 

Suitable adjustments now need to be made to the directive to bring it into line with today's 
economic situation and the new scientific knowledge available and to incorporate risk-related 
statistics and take account of new societal requirements.

New factors to be taken into account

Economic context

The increase in trade has resulted in considerable changes in the toys sector.

Some 80% of the toys placed on the market in the EU are imported, and it should be 
remembered that in 2007 millions of toys manufactured in China were recalled because they 
failed to comply with European standards. Modern-day trade flows call for a review of the 
rules governing the placing on the market of goods and checks on compliance with standards.

New scientific knowledge

In view of the fact that toys contain increasing amounts of chemicals, the legislation needs to 
be adjusted to take account of the risks arising from the presence of such products in toys and 
of the way toys are used by children (sucking, throwing, etc.).

Statistics and risk management

In general, only serious toy-related accidents are reported. All types of accidents need to be 
taken into account in order to gain a clearer picture of the risks and hazards arising from the 
use of toys.

With a view to ensuring better toy-related accident prevention, we need to base our action on 
the scientific findings and risk assessments available.

The precautionary principle should not apply to one specific category of products but to all 
products.

New societal requirements

In line with the general trend in modern-day society, there are an increasing number and 
variety of toys. Toys form an integral part of a child's intellectual and emotional development, 
both at home and at school.

End users have a right to expect and demand high-quality products that do not pose a health 
risk to children or those looking after them.

Today's eco-aware consumers also expect products to be environment-friendly. This extends 
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to a toy's life cycle, its packaging and its durability. Research shows that many toys placed on 
the market are not sufficiently sturdy and swiftly become waste.

While the Commission proposal is a step forward, it requires clarification. Accordingly, 
a number of amendments have been tabled, in particular on:

The importance of warnings and the documents that must travel with the product

The terms used need to be defined in a readily understandable way, with reference to the 
Community nomenclature, for example as regards asphyxia.

Furthermore, the documents must be easy to read. It is also essential for them to be supplied 
in the official language(s) of the Member State(s) in which the relevant product is sold. 

The provisions on time limits for responding to requests and on warnings need to be made 
clearer, as do those on corrective measures and the withdrawal or recall of non-compliant 
toys.

Product quality and risks arising from the presence of chemicals

Toys are designed specifically for children. Proper account therefore needs to be taken of the 
fact that children are more sensitive to their environment than adults.

Children's organs are not fully developed. Therefore, CMRs represent a risk to a child's 
development and long-term health. Reference accordingly needs to be made to other pieces of 
legislation (on food packaging, cosmetics, etc.) in which limit values are set for the presence 
or migration of chemicals, to be assessed on the basis of the possible uses to which a child 
may put a toy (sucking, contact with the skin, etc.).

Your rapporteur considers that the provisions on chemicals should be extended to cover 
PBTs, etc.

The proposal gives freedom of movement precedence over toy safety. In this connection, in 
line with REACH, the burden of proof needs to be reversed, with economic operators being 
required to demonstrate that their toys are safe and are not a risk to children's health.

Following the relocation of a large number of manufacturing plants, 80% of the toys placed 
on the market in the EU are imported – mainly from China, where labour and environmental 
standards are low.

A large number of people therefore have a responsibility for toy safety. However, since large 
western toy manufacturers and buyers still dominate the market, it is their job, and the job of 
importers and distributors, to ensure that specifications in keeping with Community 
legislation are laid down and complied with, thus ensuring a high level of protection for our 
children's health.
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AMENDMENTS

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

Amendment 1

Proposal for a directive
Recital 3 a (new)

Text proposed by the Commission Amendment

(3a) The precautionary principle was 
expressly laid down in the Treaty in 1992 
and the Court of Justice of the European 
Communities has, on numerous 
occasions, clarified the substance and 
scope of this principle of Community law 
as one of the foundations of Community 
protection policy in the environment and 
health spheres1.
1 Judgment of 23 September 2003 in Case C-
192/01, Commission v Denmark, ECR 2003, p. I- 
9693; judgment of 7 September 2004 in Case 
C-127/02, Landelijke Vereniging tot Behoud van 
de Waddenzee, Nederlandse Vereniging tot 
Bescherming van Vogels v Staatssecretaris van 
Landbouw, Natuurbeheer en Visserij, ECR 2004, 
p. I-7405.

Justification

Owing to the lack of statistics on the risks and hazards that toys can pose to the safety and 
health of children, and given that children are classified as a vulnerable or very vulnerable 
social group, depending on their age, the precautionary principle needs to be incorporated 
into legislation on toy safety in order to enable the competent authorities in the Member 
States and economic operators to take action to prevent certain toys from being placed on the 
market. The principle must apply across the board.
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Amendment 2

Proposal for a directive
Recital 8

Text proposed by the Commission Amendment

(8) All economic operators intervening in 
the supply and distribution chain should 
take the appropriate measures to ensure 
that they make available on the market 
only toys which are in conformity with the 
applicable legislation. This Directive 
provides a clear and proportionate 
distribution of obligations which 
correspond to the respective role of each 
operator in the supply and distribution 
process.

(8) All economic operators intervening in 
the supply and distribution chain should 
exercise the responsibility and vigilance 
required to ensure that under normal and 
reasonably foreseeable conditions of use 
the toys they place on the market do not 
jeopardise the safety and health of 
children. Economic operators should take 
the appropriate measures to ensure that 
they make available on the market only 
toys which are in conformity with the 
applicable legislation. This Directive 
provides a clear and proportionate 
distribution of obligations which 
correspond to the respective role of each 
operator in the supply and distribution 
process. 

Justification

Simply stating that economic operators should take appropriate measures is not enough. It 
should also be made clear that they are liable. They must therefore remain vigilant in order to 
ensure the health and safety of the children using their toys, with due account being taken of 
the various uses to which those toys may be put.

Amendment 3

Proposal for a directive
Recital 16

Text proposed by the Commission Amendment

(16) In order to ensure protection of 
children against recently discovered risks, 
it is also necessary to adopt new essential 
safety requirements. In particular, it is 
necessary to complete and update 
provisions on chemical substances in toys. 
These provisions should specify that toys 
should comply with the general chemicals 

(16) In order to ensure a high level of 
protection of children's health and safety 
and of the environment against various 
risks, special vigilance should be 
exercised in respect of hazardous and very 
hazardous substances. It is also necessary 
to adopt new essential safety requirements. 
In particular, it is necessary to complete 
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legislation, in particular Regulation (EC) 
No 1907/2006 of the European Parliament 
and of the Council of 18 December 2006 
concerning the Registration, Evaluation, 
Authorisation and Restriction of Chemicals 
(REACH), establishing a European 
Chemicals Agency, amending Directive 
1999/45/EC and repealing Council 
Regulation (EEC) No 793/93 and 
Commission Regulation (EC) No 1488/94 
as well as Council Directive 76/769/EEC 
and Commission Directives 91/155/EEC, 
93/67/EEC, 93/105/EC and 2000/21/EC . 
These provisions should, however, also be 
adapted to the particular needs of children, 
who are a vulnerable group of consumers. 
Therefore, new restrictions on substances 
that are classified as carcinogenic, 
mutagenic or toxic for reproduction (CMR) 
according to Directive 67/548/EEC of 27 
June 1967 on the approximation of laws, 
regulations and administrative provisions 
relating to the classification, packaging and 
labelling of dangerous substances  and 
fragrances in toys should be provided for 
on account of the special risks that these 
substances may entail for human health. 
The specific limit values laid down in 
Directive 88/378/EEC for certain 
substances should be updated to take into 
account of the development of scientific 
knowledge.

and update provisions on chemical 
substances in toys. These provisions should 
specify that toys should comply with the 
general chemicals legislation, in particular 
Regulation (EC) No 1907/2006 of the 
European Parliament and of the Council of 
18 December 2006 concerning the 
Registration, Evaluation, Authorisation and 
Restriction of Chemicals (REACH), 
establishing a European Chemicals 
Agency, amending Directive 1999/45/EC 
and repealing Council Regulation (EEC) 
No 793/93 and Commission Regulation 
(EC) No 1488/94 as well as Council 
Directive 76/769/EEC and Commission 
Directives 91/155/EEC, 93/67/EEC, 
93/105/EC and 2000/21/EC . These 
provisions should, however, also be 
adapted to the particular needs of children, 
who are a vulnerable group of consumers. 
Therefore, new restrictions on substances 
that are classified as carcinogenic, 
mutagenic or toxic for reproduction (CMR) 
according to Directive 67/548/EEC of 27 
June 1967 on the approximation of laws, 
regulations and administrative provisions 
relating to the classification, packaging and 
labelling of dangerous substances  and 
fragrances in toys should be provided for 
on account of the special risks that these 
substances may entail for human health. 
The specific limit values laid down in 
Directive 88/378/EEC for certain 
substances should be updated to take into 
account of the development of scientific 
knowledge.

Justification

The Treaties and relevant Community legislation systematically refer to the objective of a 
high level of protection for human health and the environment. The revised legislation on toy 
safety should follow suit. Given that this recital deals with chemicals, it is essential for 
reference to be made to hazardous and very hazardous substances. 
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Amendment 4

Proposal for a directive
Recital 16 a (new)

Text proposed by the Commission Amendment

(16a) Economic operators applying for an 
exemption in respect of the use of a very 
hazardous substance in a toy should 
demonstrate that no safer alternative 
substance is available.

Justification

The use of very hazardous substances should be avoided as a general rule, owing to the 
impact that this could have on children's health, either directly or in the long term. The use of 
such substances should nonetheless be permitted where the manufacturer can demonstrate 
that no alternative (i.e. safer) substances exist. This amendment refers back to the 'principle' 
of the reversal of the burden of proof established in the REACH legislation, with the 
manufacturer being required to demonstrate that there is no alternative to the use of a very 
hazardous substance. 

Amendment 5

Proposal for a directive
Recital 16 b (new)

Text proposed by the Commission Amendment

(16b) Responsibility for management of 
the risks posed by toys, particularly those 
connected with the use therein of 
chemicals, should lie with the natural or 
legal persons who manufacture, import or 
market the toys.

Justification

Economic operators in the toy sector should also be fully aware of the potential adverse 
effects on children's health of the use of certain chemical substances or preparations. They 
must therefore ensure that risk management takes due account of the presence of any 
chemicals.

Amendment 6
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Proposal for a directive
Recital 17

Text proposed by the Commission Amendment

(17) The general and specific chemical 
requirements in this Directive should aim 
at protecting the health of children from 
dangerous substances in toys, while 
environmental concerns presented by toys 
are addressed in horizontal environmental 
legislation applying also to toys, in 
particular in Directive 2006/12/EC of the 
European Parliament and of the Council 
of 5 April 2006 on waste , Directive 
2002/95/EC of the European Parliament 
and of the Council of 27 January 2003 on 
the restriction of the use of certain 
hazardous substances in electrical and 
electronic equipment, in Directive 
2002/96/EC of the European Parliament 
and of the Council of 27 January 2003 on 
waste electrical and electronic equipment, 
in Directive 94/62/EC of the European 
Parliament and of the Council of 20 
December 1994 on packaging and 
packaging waste and in Directive 
2006/66/EC of the European Parliament 
and of the Council of 6 September 2006 on 
batteries and accumulators and waste 
batteries and accumulators and repealing 
Directive 91/157/EEC.

(17) The general and specific chemical 
requirements in this Directive should aim 
at protecting the health of children from 
dangerous substances in toys, while 
environmental concerns presented by toys 
are addressed in environmental legislation 
applying to electrical and electronic toys, 
in Directive 2002/95/EC of the European 
Parliament and of the Council of 27 
January 2003 on the restriction of the use 
of certain hazardous substances in 
electrical and electronic equipment and in 
Directive 2002/96/EC of the European 
Parliament and of the Council of 27 
January 2003 on waste electrical and 
electronic equipment. In addition, 
environmental issues concerning waste 
are regulated in Directive 2006/12/EC of 
the European Parliament and of the 
Council of 5 April 2006 on waste, those 
concerning packaging are regulated in 
Directive 94/62/EC of the European 
Parliament and of the Council of 20 
December 1994 on packaging and 
packaging waste, and those concerning 
batteries and accumulators are regulated 
in Directive 2006/66/EC of the European 
Parliament and of the Council of 6 
September 2006 on batteries and 
accumulators and waste batteries and 
accumulators and repealing Directive 
91/157/EEC.

Justification

The Commission text gives the impression that environmental concerns are explicitly 
considered for all toys when only electrical and electronic toys are addressed.

Horizontal legislation does not apply to toys explicitly and should not be grouped together 
with the directives on EEE and WEEE.
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Amendment 7

Proposal for a directive
Recital 18

Text proposed by the Commission Amendment

(18) It is appropriate to lay down specific 
safety requirements to cover the potential 
specific hazard presented by toys inside 
food in line with the precautionary 
principle, since the association of a toy and 
food could be the cause of a risk of 
choking that is distinct from the risks 
presented by the toy alone and which is, 
therefore, not covered by any specific 
measures at Community level.

(18) It is appropriate to lay down specific 
safety requirements to cover the potential 
specific hazard presented by toys inside 
food, since the association of a toy and 
food could be the cause of a risk of 
choking that is distinct from the risks 
presented by the toy alone and which is, 
therefore, not covered by any specific 
measures at Community level.

Justification

The precautionary principle should apply across the board in this revised directive. This 
amendment is linked to Amendment 1 (Recital 3a).

Amendment 8

Proposal for a directive
Recital 19

Text proposed by the Commission Amendment

(19) Since toys may exist or be developed 
which present hazards which are not 
covered by a particular safety requirement 
laid down in this Directive, it is necessary 
to set a general requirement of safety as the 
legal base for taking action against such 
toys. In this respect safety of toys should 
be determined by reference to the intended 
use of the product while taking into 
account the foreseeable use, bearing in 
mind behaviour of children, who do not 
generally show the same degree of care as 
the average adult user.

(19) Since toys may exist or be developed 
which present hazards which are not 
covered by a particular safety requirement 
laid down in this Directive, it is necessary 
to set a general requirement of safety as the 
legal base for taking action against such 
toys. In this respect safety of toys should 
be determined by reference to the intended 
use of the product while taking into 
account the reasonably foreseeable use, 
bearing in mind behaviour of children, who 
do not generally show the same degree of 
care as the average adult user.

Justification

While all possible uses that a child may make of a toy need to be taken into account when 
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assessing its safety, uses to which a child of a given age could not put that toy, owing to his or 
her stage of physical or intellectual development, etc., may be discounted.

Amendment 9

Proposal for a directive
Recital 21

Text proposed by the Commission Amendment

(21) The CE marking, materialising 
conformity of a toy, is the visible 
consequence of a whole process 
comprising conformity assessment in a 
broad sense. General principles governing 
the use of the CE marking, and rules as to 
its affixing should therefore be set in this 
Directive.

(21) The CE marking, indicating 
conformity of a toy, is the visible 
consequence of a whole process 
comprising conformity assessment in a 
broad sense. General principles governing 
the use of the CE marking, and rules as to 
its affixing should therefore be set in this 
Directive.

Justification

The considerable number of toys bearing the CE marking that were recalled in 2007 brought 
it home to European consumers that compliance is not synonymous with a high level of toy 
safety. It is therefore inappropriate to state that the CE marking ensures conformity, thus 
implying that it ensures safety.

Amendment 10

Proposal for a directive
Recital 22

Text proposed by the Commission Amendment

(22) It is crucial to make clear to both 
manufacturers and users that by affixing 
the CE marking to the toy the manufacturer 
declares that the product is in conformity 
with all applicable requirements and that 
he takes full responsibility thereof.

(22) It is crucial to make clear to 
manufacturers that by affixing the CE 
marking to the toy the manufacturer 
declares that the product is in conformity 
with all applicable requirements and that 
he takes full responsibility thereof.

Justification

The manufacturer has sole responsibility for affixing the CE marking to a toy. Manufacturers 
must be aware of the fact that, by using the CE marking, which attests to compliance with 
strict conditions, they become liable, and any misuse of the marking may be punished. Linked 
to Amendment 8.
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Amendment 11

Proposal for a directive
Recital 32

Text proposed by the Commission Amendment

(32) In particular power should be 
conferred on the Commission in order to 
adapt the chemical requirements in certain 
well defined cases and grant exemptions 
from the prohibition of CMR substances in 
certain cases as well as to adapt the 
wording of the specific warnings for 
certain categories of toys. Since those 
measures are of general scope and are 
designed to amend non-essential elements 
of this Directive and/ or to supplement this 
Directive by the addition of new non-
essential elements, they must be adopted in 
accordance with the regulatory procedure 
with scrutiny provided for in Article 5a of 
Decision 1999/468/EC.

(32) In particular power should be 
conferred on the Commission in order to 
adapt the chemical requirements in certain 
well defined cases and grant exemptions 
from the prohibition of very hazardous 
substances and CMR substances in certain 
cases as well as to adapt the wording of the 
specific warnings for certain categories of 
toys. Since those measures are of general 
scope and are designed to amend non-
essential elements of this Directive and/ or 
to supplement this Directive by the 
addition of new non-essential elements, 
they must be adopted in accordance with 
the regulatory procedure with scrutiny 
provided for in Article 5a of Decision 
1999/468/EC.

Justification

Amendment linked to the amendments to Recital 16, Article 47 and Annex II, part III.

Amendment 12

Proposal for a directive
Recital 34

Text proposed by the Commission Amendment

(34) Since the objectives of the proposed 
action, namely to ensure a high level of 
safety of toys whilst guaranteeing the 
functioning of the internal market by 
setting harmonised safety requirements for 
toys and minimum requirements for market 
surveillance, cannot be sufficiently 
achieved by the Member States and can 
therefore, by reason of scale and effects, be 

(34) Since the objectives of the proposed 
action, namely to ensure a high level of 
safety of toys with a view to ensuring 
children's health and safety whilst 
guaranteeing the functioning of the internal 
market by setting harmonised safety 
requirements for toys and minimum 
requirements for market surveillance, 
cannot be sufficiently achieved by the 



AD\741076EN.doc 13/62 PE409.407v03-00

EN

better achieved at Community level, the 
Community may adopt measures, in 
accordance with the principle of 
subsidiarity set out in Article 5 of the 
Treaty. In accordance with the principle of 
proportionality, as set out in this Article, 
this Directive does not go beyond what is 
necessary in order to achieve those 
objectives,

Member States and can therefore, by 
reason of scale and effects, be better 
achieved at Community level, the 
Community may adopt measures, in 
accordance with the principle of 
subsidiarity set out in Article 5 of the 
Treaty. In accordance with the principle of 
proportionality, as set out in this Article, 
this Directive does not go beyond what is 
necessary in order to achieve those 
objectives,

Justification

The directive's primary purpose needs to be restated.

Amendment 13

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

Text proposed by the Commission Amendment

1a. This Directive is based on the 
principle that manufacturers, importers 
and other economic operators ensure that 
the manufacture or marketing of toys, 
and, in particular, any chemicals they 
contain, are not harmful or toxic to 
children's health and the environment. 
These measures are based on the 
precautionary principle.

Justification

The Treaties and relevant Community legislation systematically refer to the objective of a 
high level of protection for human health and the environment. The revised legislation on toy 
safety should follow suit, including as regards chemicals used in the manufacture of toys. The 
precautionary principle needs to be incorporated into toy safety legislation.
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Amendment 14

Proposal for a directive
Article 2 – point 8 a (new)

Text proposed by the Commission Amendment

(8a) “warning” means special wording 
drawing the end user's or a supervisor's 
attention to the conditions for use or 
assembly of a toy;

Justification

The term 'warning' needs to be defined in order to avoid any confusion with labelling.

Amendment 15

Proposal for a directive
Article 2 – point 9

Text proposed by the Commission Amendment

(9) “withdrawal” means any measure 
aimed at preventing the making available 
on the market of a toy in the supply chain;

(9) “withdrawal” means any measure 
aimed at preventing the making available, 
distribution, offer or display on the market 
of a toy in the supply chain;

Justification

It needs to be specified exactly what withdrawal covers.

Amendment 16

Proposal for a directive
Article 2 – point 11 a (new)

Text proposed by the Commission Amendment

(11a) “asphyxia” means failure of the 
vital organs resulting from a lack of 
oxygen, which may have five different 
causes, namely choking on an object, 
drowning, suffocation, strangulation or 
crushing;
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Justification

Asphyxia must be defined because it covers various oxygen deprivation scenarios. Asphyxia is 
the result of one of five events resulting in oxygen deprivation that pose a serious or life-
threatening risk to children.

Amendment 17

Proposal for a directive
Article 2 – point 13

Text proposed by the Commission Amendment

(13) “harm” means the physical injury or 
damage to health;

(13) “harm” means the physical injury or 
any other damage to health, including 
long-term damage;

Justification

This definition needs to be clarified by including damage other than physical damage that a 
toy that does not comply with the regulations may cause, as well as long-term damage 
resulting from the use of certain substances.

Amendment 18

Proposal for a directive
Article 2 – point 14

Text proposed by the Commission Amendment

(14) “hazard” means a potential source of 
harm;

(14) “hazard” means a potential source of 
harm to human health or wellbeing;

Justification

Exactly what may be harmed needs to be spelled out.

Amendment 19

Proposal for a directive
Article 2 – point 15 a (new)

Text proposed by the Commission Amendment

(15a) 'Specifically designed or intended 
for children of the age group x': a term 
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that means that children must possess the 
dexterity and mental abilities 
corresponding to this particular age 
group.

Justification

Efforts must be made to ensure that the manufacturer does not knowingly put a fictitious age 
group on the label in order to avoid certain obligations and/or responsibilities.

Amendment 20

Proposal for a directive
Article 3 – paragraph 8

Text proposed by the Commission Amendment

8. Manufacturers shall, on request from the 
competent national authorities, provide 
them with all the information and 
documentation necessary to demonstrate 
the conformity of the toy. They shall 
cooperate with those authorities, at the 
request of the latter, on any action to avoid 
the risks posed by toys which they have 
placed on the market.

8. Manufacturers shall, on request from the 
competent national authorities, provide 
them, within two weeks, with all the 
information and documentation necessary 
to demonstrate the conformity of the toy. 
They shall cooperate with those authorities, 
at the request of the latter, on any action to 
avoid the risks posed by toys which they 
have placed on the market.

Justification

The time limit for forwarding the necessary information and documentation needs to be 
specified with a view to ensuring better implementation of the safety measures intended to 
protect children's health.

Amendment 21

Proposal for a directive
Article 4 – paragraph 1 a (new)

Text proposed by the Commission Amendment

1a. Manufacturers who appoint an 
authorised representative shall notify that 
appointment to the competent national 
authorities of the territory in which their 
toys are made available not later than 
four weeks after the date on which the 
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appointment was made.

Justification

Such notification is necessary and must be performed within a specific time limit.

Amendment 22

Proposal for a directive
Article 4 – paragraph 1 b (new)

Text proposed by the Commission Amendment

1b. Such notification shall, as a minimum 
requirement, include the authorised 
representative's particulars (name, postal 
address, telephone number, e-mail 
address and web site address), details of 
the toys in respect of which the authorised 
representative is subject to the obligations 
set out in paragraph 3 of this article, and 
the unique identification numbers of 
those toys.

Justification

The minimum details that the manufacturer must supply to the competent national authorities 
following the appointment of an authorised representative need to be specified, with a view to 
ensuring that the aims of this directive are met.

Amendment 23

Proposal for a directive
Article 4 – paragraph 3 – point (b)

Text proposed by the Commission Amendment

(b) on request from the competent national 
authorities, provide them with all the 
information and documentation necessary 
to demonstrate the conformity of the toy;

(b) on request from the competent national 
authorities, provide them, within two 
weeks, with all the information and 
documentation necessary to demonstrate 
the conformity of the toy;

Justification

The time limit for forwarding the necessary information and documentation needs to be 
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specified with a view to ensuring better implementation of the safety measures intended to 
protect children's health.

Amendment 24

Proposal for a directive
Article 5 – paragraph 1

Text proposed by the Commission Amendment

1. When placing a toy on the market, 
importers shall act with due care in 
relation to the applicable requirements.

1. When placing a toy on the market, 
importers shall ensure that the toys they 
place on the market within the Union 
comply with this Directive and are safe.

Justification

It is essential for importers to be given a share of the responsibility for implementation of this 
directive and for ensuring compliance with its objectives.

Amendment 25

Proposal for a directive
Article 5 – paragraph 2

Text proposed by the Commission Amendment

2. Before placing a toy on the market 
importers shall verify that the appropriate 
conformity assessment procedure has been 
carried out by the manufacturer.

2. Before placing a toy on the market 
importers shall verify that the appropriate 
conformity assessment procedure has been 
carried out by the manufacturer in 
accordance with Articles 18 and 19.

They shall verify that the manufacturer has 
drawn up the technical documentation, that 
the toy bears the required conformity 
marking(s), is accompanied by the required 
documents and that the manufacturer has 
respected the requirements set out in 
Article 3 (5) and (6).

They shall verify that the manufacturer has 
drawn up the technical documentation in 
accordance with Article 20, that the toy 
bears the required conformity marking(s), 
is accompanied by the required documents 
and that the manufacturer has respected the 
requirements set out in Article 3 (5) and 
(6), Article 9 and Annex II.

Where an importer discovers that the toy is 
not in conformity with the essential safety 
requirements set out in Article 9 and in 
Annex II, he may place the toy on the 
market only after it has been brought into 

Where an importer discovers that the toy is 
not in conformity with the essential safety 
requirements set out in Article 9 and in 
Annex II, he may place the toy on the 
market only after it has been brought into 
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conformity with those requirements. conformity with those requirements.

Justification

The relevant provisions of the directive need to be specified.

Amendment 26

Proposal for a directive
Article 5 – paragraph 3

Text proposed by the Commission Amendment

3. Importers shall indicate their name and 
the address at which they can be contacted 
on the toy or, where the size or nature of 
the toy does not allow it, on its packaging 
or in a document accompanying the toy.

3. Importers shall indicate, in a visible and 
clearly legible manner, their name and the 
address, telephone number and e-mail 
address at which they can be contacted on 
the toy or, where the size or nature of the 
toy does not allow it, on its packaging or in 
a document accompanying the toy, in such 
a way that it is visible and distinct from 
the description of the toy.

Justification

The information referred to in the proposal needs to be fleshed out and should be easily and 
rapidly accessible.

Amendment 27

Proposal for a directive
Article 5 – paragraph 7

Text proposed by the Commission Amendment

7. Importers shall, on request from the 
competent national authorities, provide 
them with all the information and 
documentation necessary to demonstrate 
the conformity of the toy. They shall 
cooperate with those authorities, at the 
request of the latter, on any action to avoid 
the risks posed by toys which they have 
placed on the market.

7. Importers shall, on request from the 
competent national authorities, provide 
them, within two weeks, with all the 
information and documentation necessary 
to demonstrate the conformity of the toy. 
They shall cooperate with those authorities, 
at the request of the latter, on any action to 
avoid the risks posed by toys which they 
have placed on the market.
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Justification

See justification for Amendment 26.

Amendment 28

Proposal for a directive
Article 6 – paragraph 1

Text proposed by the Commission Amendment

1. When making a toy available on the 
market, distributors shall act with due care 
in relation to the applicable requirements.

1. When placing a toy on the market, 
distributors shall ensure that the toys they 
place on the market within the Union 
comply with this Directive, in order to 
ensure that the toys they place on the 
market within the Union are safe.

Justification

See justification to Amendment 27.

Amendment 29

Proposal for a directive
Article 6 – paragraph 5

Text proposed by the Commission Amendment

5. Distributors shall, on request from the 
competent national authorities, provide 
them with all the information and 
documentation necessary to demonstrate 
the conformity of the toy. They shall 
cooperate with those authorities, at the 
request of the latter, on any action to avoid 
the risks posed by toys which they have 
made available on the market.

5. Distributors shall, on request from the 
competent national authorities, provide 
them, within two weeks, with all the 
information and documentation necessary 
to demonstrate the conformity of the toy. 
They shall cooperate with those authorities, 
at the request of the latter, on any action to 
avoid the risks posed by toys which they 
have made available on the market.

Justification

See justification for Amendment 26.



AD\741076EN.doc 21/62 PE409.407v03-00

EN

Amendment 30

Proposal for a directive
Article 7 a (new)

Text proposed by the Commission Amendment

Article 7a
Register

Economic operators in the toy sector, as 
defined in Article 1, shall keep a register 
of corrective measures, withdrawals, 
recalls and complaints received from 
other economic operators and end users 
and of the action taken on each of the 
above measures.
For each of the above measures, the 
register shall clearly set out the reasons 
for the measure, the unique identification 
number of the toy concerned and the 
identification of the toy allowing 
traceability, together with the date of 
receipt of the complaint and the date on 
which notification of the action taken 
thereon was sent.
The register shall be kept for 10 years. 
Operators shall make such registers 
available to the competent national 
authorities, at their request.

Justification

Article 3(4) refers to a register to be kept by manufacturers. The arrangements for keeping 
such registers therefore need to be specified.

Amendment 31

Proposal for a directive
Article 8 – subparagraph 2

Text proposed by the Commission Amendment

They shall have in place appropriate 
systems and procedures which allow for 
this information to be made available to the 
market surveillance authorities on request, 

They shall have in place appropriate 
systems and procedures which allow for 
this information to be made available 
within two weeks to the market 
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for a period of 10 years. surveillance authorities on request, for a 
period of 10 years.

Justification

See justification for Amendment 23.

Amendment 32

Proposal for a directive
Article 9 – paragraph -1 (new)

Text proposed by the Commission Amendment

-1. Children are a vulnerable group owing 
to the fact that their organisms are less 
robust and are biologically more sensitive 
to the presence of certain substances. 
Furthermore, the risks involved in their 
exposure to chemicals are greater than 
they are for adults, since their organisms 
are not fully developed.

Justification

It is essential to point out in this article laying down essential safety requirements that 
children are a vulnerable or very vulnerable population, depending on their age. Due account 
needs to be taken of this in connection with safety requirements to protect the health of 
children using toys, particularly against chemicals.

Amendment 33

Proposal for a directive
Article 9 – paragraph 1 – subparagraph 1 a (new)

Text proposed by the Commission Amendment

Member States shall act in accordance 
with the precautionary principle.

Justification

See justification for Amendment 1.
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Amendment 34

Proposal for a directive
Article 9 – paragraph 2

Text proposed by the Commission Amendment

2. Toys shall not jeopardize the safety or 
health of users or third parties when they 
are used as intended or in a foreseeable 
way, bearing in mind behaviour of 
children.

2. Toys shall not jeopardize the safety or 
health of users or third parties when they 
are used as intended and in a reasonably 
foreseeable way, bearing in mind 
behaviour of children.

The ability of the users and where 
appropriate their supervisors shall be 
taken into account, in particular, in the case 
of toys which, by virtue of their functions, 
dimensions and characteristics, are 
intended for use by children of under 36 
months.

The ability of the users shall be taken into 
account, in particular, in the case of toys 
which, by virtue of their functions, 
dimensions and characteristics, are 
intended for use by children of under 36 
months.

Labels on toys or on their packaging and 
the instructions for use which accompany 
them shall draw the attention of users or 
their supervisors to the inherent hazards 
and risks of harms involved in using the 
toys and to the ways of avoiding them.

Labels on toys or on their packaging and 
the instructions for use which accompany 
them shall draw the attention of users or 
their supervisors to the inherent hazards 
and risks of harms involved in using the 
toys and to the ways of avoiding them.

Justification

See justification for Amendment 7 for the first point. With a view to assessing essential safety 
requirements, the presence of a supervisor should not be taken into account, because what 
needs to be assessed is the intrinsic safety of the toys. Supervision is necessary, but not at all 
times, because the child must be able – and needs – to play alone in order to grow and 
become self-sufficient.

Amendment 35

Proposal for a directive
Article 9 – paragraph 3

Text proposed by the Commission Amendment

3. Toys placed on the market shall comply 
with the essential safety requirements 
during their foreseeable and normal period 
of use.

3. Toys placed on the market shall comply 
with the essential safety requirements 
during their normal and reasonably 
foreseeable period of use.
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Justification

See justification for Amendment 2.

Amendment 36

Proposal for a directive
Article 10 – paragraph 1 – subparagraph 1 a (new)

Text proposed by the Commission Amendment

The warnings referred to in point 1 of 
Part B of Annex V shall not be used for 
toys which, by virtue of their functions, 
dimensions or other characteristics, with 
the exception of weight, are intended for 
use by children of under 36 months.

Justification

Toys intended for children under three years of age often bear the wording ‘not suitable for 
children under three years of age’. Some manufacturers do this to try to evade their 
responsibilities or to cover themselves against liability. Given that Annex V does not explicitly 
forbid the use of this wording, it will make it much easier for market surveillance purposes to 
enforce the law if the wording is included in the directive.

Amendment 37

Proposal for a directive
Article 10 – paragraph 1 – subparagraph 2

Text proposed by the Commission Amendment

As regards the categories of toys listed in 
Part B of Annex V, the warnings set out 
therein shall be used.

As regards the categories of toys listed in 
points 2 to 5 in Part B of Annex V, the 
warnings set out therein shall be used as 
worded therein.

Justification

In line with Amendment 102. Furthermore, the scope of this provision requires clarification.
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 Amendment 38

Proposal for a directive
Article 10 –paragraph 2

Text proposed by the Commission Amendment

2. The manufacturer shall mark the 
warnings in a visible, clearly legible and 
accurate manner on the toy, on an affixed 
label or on the packaging and, if 
appropriate, on the instructions for use 
which accompany the toy. Small toys that 
are sold without packaging shall have 
appropriate warnings affixed to them.

2. The warnings shall be worded in an 
accurate, visible, clearly legible and easy-
to-read manner so that they may be 
understood by the users or their 
supervisors and shall be affixed to the toy 
or, where this is impossible for technical 
reasons, on a label affixed to the toy or on 
the consumer packaging. They shall also 
appear on the instructions for use which 
accompany the toy. Small toys that are sold 
without packaging shall have appropriate 
warnings affixed to them.

Warnings specifying the minimum and 
maximum ages for users shall be visible, 
legible and conspicuously displayed at the 
point of sale.

Warnings specifying the minimum and 
maximum ages for users shall be visible, 
clearly legible and easy to read, accurate 
and conspicuously displayed on the 
packaging of toys and at the point of sale. 
The authorised representatives, importers 
and distributors must be notified of these 
warnings so that warnings specifying the 
minimum and maximum ages for users 
may be correctly affixed at the point of 
sale.
Warnings must alternate so that they 
appear regularly. Warnings shall be 
printed on the most visible surface of the 
unit packet and on all external packaging, 
with the exception of transparent 
packaging, used for the retail sale of the 
toy in question.
Member States may determine the 
location of the warnings to appear on the 
surfaces in question in the light of 
linguistic requirements.
In order to accommodate linguistic 
requirements, Member States shall have 
the right to determine the point size of the 
font, provided that the font size specified 
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in their legislation is such as to ensure 
that the warning is very clear and easy to 
read.
Warnings shall be written in the official 
language or languages of the Member 
State where the toy is placed on the 
market.

Amendment 39

Proposal for a directive
Article 10 – paragraph 3

Text proposed by the Commission Amendment

3. Member States may require warnings 
and safety instructions, or some of them, to 
be presented in their own official language 
or languages when the toys are placed on 
the market in their territory.

3. Warnings, as referred to in this article 
and in Annex V, and safety instructions 
shall be presented in the official language 
or languages of the Member State 
concerned when the toys are placed on the 
market in its territory.

Justification

The production of warnings and safety instructions in the official language(s) of the Member 
State in which the toys are placed on the market is of essential importance to children's safety 
and health.

Amendment 40

Proposal for a directive
Article 10 b (new)

Text proposed by the Commission Amendment

Article 10b
Common provisions for economic 
operators concerning measures to 
withdraw toys in the event of their non-
conformity or of doubts as to their 
conformity
1. In accordance with Articles 3, 5 and 6, 
where there is a problem or doubt 
concerning conformity with the provisions 
on the safety of toys, the economic 
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operators concerned shall immediately 
take action to withdraw the toys.
2. Where there is a problem or doubt 
concerning conformity with the provisions 
on the safety of toys, the economic 
operators concerned shall immediately 
inform the other economic operators 
concerned, the consumer organisations 
and the national authorities of the 
Member States where they made the toy 
available to this effect, giving an accurate 
description, in particular, of the non-
compliance problem and of the 
withdrawal measures taken.
3. The withdrawal measures shall be 
taken without delay and completed as 
swiftly as possible and at the latest within 
two weeks of the date on which the 
conformity problem was detected.
Where it is impossible to meet the above 
deadline, the economic operators 
concerned shall immediately inform the 
other economic operators concerned and 
the competent national authorities to this 
effect and shall duly justify the need for 
the deadline to be extended in order to 
take the steps necessary to ensure 
conformity. The competent national 
authorities shall, at the earliest 
opportunity, consider the application for 
an extension and shall, at the earliest 
opportunity, inform the economic 
operators concerned of their decision, 
particularly as to any deadline for 
bringing the toys concerned into 
conformity.
4. The process of making the toys 
available to end users shall be suspended 
until further notice.
Once the toys that have been withdrawn 
have been brought into conformity, they 
shall be deemed to be new toys and shall 
comply with all the provisions of this 
Directive when made available once again 
to end users.
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Justification

The provisions on withdrawal measures set out in Article 3, 5 and 6 of the directive require 
further clarification in order to strengthen the provisions on toy safety and children's health. 
The provisions on withdrawals need to be more stringent than those on remedial action 
because the potential impact in terms of toy safety and children's health is greater.

Amendment 41

Proposal for a directive
Article 17 – subparagraph 1 a (new)

Text proposed by the Commission Amendment

Toy safety assessments shall take due 
account of all relevant factors, including 
the situation of children who are very 
vulnerable or have specific vulnerabilities, 
such as children with special needs.

Justification

In addition to restating the basic purpose of such assessments, attention needs to be drawn to 
additional aspects, such as the need to take due account of children with disabilities.

Amendment 42

Proposal for a directive
Article 17 – subparagraph 1 b (new)

Text proposed by the Commission Amendment

Greater account should be taken of all 
accidents suffered by children, including 
minor and relatively serious accidents, in 
order to determine the level of risk and 
danger associated with toys. 

Justification

This amendment seeks to ensure that greater account is taken of relatively serious accidents 
and, in particular, minor accidents, in order to gain a clearer picture of toy-related accident 
patterns.
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Amendment 43

Proposal for a directive
Article 19 – paragraph 3

Text proposed by the Commission Amendment

3. When a conformity assessment body 
notified under Article 21, hereinafter 
"notified body", carries out the EC type-
examination, it shall evaluate, if necessary, 
jointly with the manufacturer, the analysis 
performed by the manufacturer in 
accordance with Article 17 of the hazards 
that the toy may present.

3. When a conformity assessment body 
notified under Article 21, hereinafter 
"notified body", carries out the EC type-
examination, it shall evaluate, jointly with 
the manufacturer, the analysis performed 
by the manufacturer in accordance with 
Article 17 of the hazards that the toy may 
present.

Justification

Given that aim of the directive is to make toys safer, this evaluation cannot be optional.

Amendment 44

Proposal for a directive
Article 19 – paragraph 4 – subparagraph 2

Text proposed by the Commission Amendment

The certificate shall be reviewed at any 
time where necessary, in particular in case 
of a modification in the manufacturing 
process, in the raw materials or the 
components of the toy and, in any case, 
every 5 years.

The certificate shall be reviewed at any 
time where necessary, in particular in case 
of a modification in the manufacturing 
process, in the raw materials or the 
components of the toy and, in any case, 
every 3 years.

Justification

Given that aim of the directive is to make toys safer, the interval should be shortened.

Amendment 45

Proposal for a directive
Article 20 – paragraph -1 (new)

Text proposed by the Commission Amendment

-1. Manufacturers shall make available to 
the competent national authorities, at 
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those authorities' request, the technical 
documentation referred to in Article 3(2), 
for inspection and checking on their 
territory, pursuant to Article 38(3a).

Justification

Technical documentation must be kept available for inspection and checking at the 
manufacturer's premises.

Amendment 46

Proposal for a directive
Article 20 – paragraph 3 – subparagraph 2

Text proposed by the Commission Amendment

When a market surveillance authority 
requests the technical documentation or a 
translation of parts of it from a 
manufacturer, it may fix a deadline for 
doing so which shall be 30 days unless a 
shorter deadline is justified because there is 
a serious and immediate risk.

When the competent national authorities 
request the technical documentation or a 
translation of parts of it from a 
manufacturer, that manufacturer or his 
authorised representative shall supply that 
documentation or translation within no 
more than 14 days unless a shorter 
deadline is justified because there is a 
serious and immediate risk.

Justification

A hard and fast time limit for the forwarding of documentation is required in order to 
enhance toy safety and ensure children's safety and health.

Amendment 47

Proposal for a directive
Article 20 – paragraph 4

Text proposed by the Commission Amendment

4. If the manufacturer does not observe the 
obligations foreseen in paragraphs 1, 2 and 
3, the market surveillance authority may 
require him to have a test performed by a 
notified body at his own expense within a 
specified period in order to verify 
compliance with the harmonised standards 

4. If the manufacturer does not observe the 
obligations foreseen in paragraphs -1, 1, 2 
and 3, the market surveillance authority 
shall require him to have a test performed 
by a certified external body at his own 
expense within no more than 14 days in 
order to certify compliance with the 
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and essential safety requirements. harmonised standards and essential safety 
requirements.

Justification

Amendment 48

Proposal for a directive
Article 20 – paragraph 4 a (new)

Text proposed by the Commission Amendment

4a. If the manufacturer does not observe 
the obligations foreseen in paragraph 4, 
the market surveillance authority shall 
take the steps it considers necessary to 
ensure that the toys concerned are not 
made available on the market and in the 
distribution networks on the territory 
coming under its supervision.

Justification

This article needs to be fleshed out. If a manufacturer does not fulfil his obligations, the 
competent national authorities should be able to take steps to ensure children's safety and 
health.

Amendment 49

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

Text proposed by the Commission Amendment

3a. The notifying authority shall establish 
Safety Notification Points at which 
childcare professionals and consumers 
may report the non-conformity of toys or 
accidents related to the use of a toy.  

Justification

Setting Safety Notification Points in Member States would empower consumers and facilitate 
direct communication with manufacturers and producers in the case of a problem with a 
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particular product. Manufacturers and producers could then react more directly to the 
demands of their consumer

Amendment 50

Proposal for a directive
Article 25 – paragraph 7 – point a

Text proposed by the Commission Amendment

(a) sound technical and vocational training 
covering all the conformity assessment 
activities of the relevant scope for which 
the conformity assessment body has been 
notified;

(a) sound technical and vocational training, 
as attested by, inter alia, formal 
qualifications, professional experience or 
certificates, covering all the conformity 
assessment activities of the relevant scope 
for which the conformity assessment body 
has been notified;

Justification

Evidence of the technical and vocational training of the staff working for notified bodies is 
required.

Amendment 51

Proposal for a directive
Article 25 – paragraph 11 a (new)

Text proposed by the Commission Amendment

11a. The conformity assessment body 
shall seek ISO 9001:2000 certification.

Justification

Such certification provides a further guarantee as to the quality of the evaluation and its 
performance in accordance with the relevant standards.
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Amendment 52

Proposal for a directive
Article 27 – paragraph 4 a (new)

Text proposed by the Commission Amendment

4a. Subsidiaries and sub-contractors shall 
have ISO 9001:2000 certification.

Justification

Such certification provides a further guarantee as to the quality of production processes and 
regular assessments of and checks thereon.

Amendment 53

Proposal for a directive
Article 38 – paragraph 3 a (new)

Text proposed by the Commission Amendment

3a. For the purposes of surveillance, 
pursuant to Article 37, of toys placed on 
the market, market surveillance 
authorities or any certified body they have 
duly designated for this purpose, shall be 
empowered to carry out unannounced 
inspections at the premises of economic 
operators once a year, wherever possible, 
and no less frequently than every two 
years.

Justification

Inspections at economic operators' premises should not take place only when they prove 
necessary. They should be carried out without prior notification and as regularly as possible. 
Every two years is a reasonable requirement.

Amendment 54

Proposal for a directive
Article 41 – paragraph 1

Text proposed by the Commission Amendment

1. Where the market surveillance 1. Where the market surveillance 
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authorities of one Member State have taken 
action referred to in Article 12 of Directive 
2001/95/EC or where they have sufficient 
reason to believe that a toy covered by this 
Directive presents a risk for the health or 
safety of persons they shall, together with 
the relevant economic operators, perform 
an evaluation in relation to the toy 
concerned covering all the requirements 
laid down by this Directive.

authorities of one Member State have taken 
action referred to in Article 12 of Directive 
2001/95/EC or where they suspect that a 
toy covered by this Directive may present 
a risk for the health or safety of persons 
they shall, without delay, perform the 
necessary evaluations in relation to the toy 
concerned covering all the requirements 
laid down by this Directive. The economic 
operators shall, within two weeks, supply 
the authorities with any information or 
item they may request.

Where, in the course of that evaluation, the 
market surveillance authorities find that the 
toy does not comply with the requirements 
laid down by this Directive, they shall 
require the relevant economic operator to 
take all appropriate corrective actions to 
bring the toy into compliance with those 
requirements or to withdraw the toy from 
the market or recall it within such 
reasonable period, commensurate with the 
nature of the risk, as they may prescribe.

Where, in the course of that evaluation, the 
market surveillance authorities find that the 
toy does not comply with the requirements 
laid down by this Directive, they shall 
require the relevant economic operator to 
take all appropriate corrective actions to 
bring the toy into compliance with those 
requirements or to withdraw the toy from 
the market or recall it within the time 
limits provided for in Articles 10a to 10c.

Justification

All conformity problems need to be assessed immediately. The involvement of the economic 
operators concerned should be confined to providing information required for evaluation of 
the toy concerned. If it is found to be non-compliant, appropriate remedial action should be 
taken within the appointed time limits.

Amendment 55

Proposal for a directive
Article 41 – paragraph 1 – subparagraph 2

Text proposed by the Commission Amendment

Where, in the course of that evaluation, the 
market surveillance authorities find that the 
toy does not comply with the requirements 
laid down by this Directive, they shall 
require the relevant economic operator to 
take all appropriate corrective actions to 
bring the toy into compliance with those 
requirements or to withdraw the toy from 
the market or recall it within such 

Where, in the course of that evaluation, the 
market surveillance authorities find that the 
toy does not comply with the requirements 
laid down by this Directive, they shall 
require the relevant economic operator, 
while at the same time notifying 
consumers, to take all appropriate 
corrective actions to bring the toy into 
compliance with those requirements or to 



AD\741076EN.doc 35/62 PE409.407v03-00

EN

reasonable period, commensurate with the 
nature of the risk, as they may prescribe.

withdraw the toy from the market or recall 
it within such reasonable period, 
commensurate with the nature of the risk, 
as they may prescribe.

Justification

The immediate notification of consumers is a vital step to ensure that risks are averted.

Amendment 56

Proposal for a directive
Article 41 – paragraph 2

Text proposed by the Commission Amendment

2. Where the market surveillance 
authorities consider that the non-
compliance is not limited to the national 
territory, they shall inform the Commission 
and the other Member States of the results 
of the evaluation and of the actions which 
they have required the economic operator 
to take.

2. Where the market surveillance 
authorities consider that the non-
compliance is not limited to the national 
territory, they shall inform the Commission 
and the other Member States of the results 
of the evaluation and of the actions which 
they have required the economic operator 
to take. They shall officially notify 
Member States and the Commission of the 
answer and the intention to comply or not 
to comply issued by the economic 
operator.

Justification

As part of measures to provide the public with integrated information and transparency, the 
economic operator should reply and this reply should be notified to Member States and the 
Commission.

Amendment 57

Proposal for a directive
Article 41 – paragraph 3

Text proposed by the Commission Amendment

3. The economic operator shall ensure that 
any corrective actions are taken in respect 
of all the toys concerned which he has 
made available on the market throughout 

3. The economic operator or the economic 
operators concerned shall ensure that any 
corrective, withdrawal or recall actions are 
taken in respect of all the toys concerned 
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the Community. which they have made available on the 
market throughout the Community.

Justification

For the sake of precision, all the economic operators and operations connected with action to 
be taken in the event of non-conformity should be specified.

Amendment 58

Proposal for a directive
Article 41 – paragraph 4 – subparagraph 1

Text proposed by the Commission Amendment

4. Where the relevant economic operator, 
within the period referred to in the second 
subparagraph of paragraph 1, does not take 
adequate corrective actions, the market 
surveillance authorities shall take all 
appropriate provisional measures to 
prohibit or restrict the making available of 
the toy on the national market or to 
withdraw the toy from that market or to 
recall it.

4. Where the relevant economic operator, 
within the period referred to in the second 
subparagraph of paragraph 1, does not take 
adequate corrective, withdrawal or recall 
actions, the market surveillance authorities 
shall take all appropriate provisional 
measures to prohibit or restrict the making 
available of the toy on the national market 
or to withdraw the toy from that market or 
to recall it.

Justification

See justification for Amendment 64.

Amendment 59

Proposal for a directive
Article 41 – paragraph 7

Text proposed by the Commission Amendment

7. Where, within three months of receipt 
of the information referred to in paragraph 
4, no objection has been raised by either a 
Member State or the Commission in 
respect of a provisional measure taken by a 
Member State in relation to the toy 
concerned, the measure shall be deemed 
justified.

7. Where, within four weeks of receipt of 
the information referred to in paragraph 4, 
no objection has been raised by either a 
Member State or the Commission in 
respect of a provisional measure taken by a 
Member State in relation to the toy 
concerned, the measure shall be deemed 
justified.
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Justification

The measures proposed by the competent national authorities should be considered by the 
various parties within a reasonable period of time, with a view to taking a decision on the 
non-conformity action that a competent national authority is asking the relevant economic 
operators to take. 

Amendment 60

Proposal for a directive
Article 42 – paragraph 2 – subparagraph 1

Text proposed by the Commission Amendment

2. If the national measure is considered 
justified, all Member States shall take the 
necessary measures to ensure that the non-
compliant toy is withdrawn from their 
markets. Member States shall inform the 
Commission thereof.

2. If the national measure is considered 
justified, all Member States shall take the 
necessary measures to ensure that the non-
compliant toy is withdrawn from their 
markets or recalled. Member States shall 
inform the Commission thereof.

Justification

See justification for Amendment 64.

Amendment 61

Proposal for a directive
Article 42 – paragraph 3

Text proposed by the Commission Amendment

3. Where the national measure is 
considered to be justified and the non-
compliance of the toy is attributed to 
shortcomings in the harmonised standards 
as referred to in Article 41(5)(b), the 
Commission or the Member State shall 
bring the matter before the Standing 
Committee set up under Article 5 of 
Directive 98/34/EC.

3. Where the national measure is 
considered to be justified and the non-
compliance of the toy is attributed to 
shortcomings in the harmonised standards 
as referred to in Article 41(5)(b), the 
Commission or the Member State shall, 
within two weeks, bring the matter before 
the Standing Committee set up under 
Article 5 of Directive 98/34/EC.

Justification

Shortcomings in harmonised standards leading to non-compliance of a toy need to be made 
good with due haste.
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Amendment 62

Proposal for a directive
Article 44 – paragraph 2

Text proposed by the Commission Amendment

2. Where the non-compliance referred to in 
paragraph 1 continues, the Member State 
shall take all appropriate measures to 
restrict or prohibit the making available on 
the market of the toy or ensure that it is 
recalled or withdrawn from the market.

2. Where the non-compliance referred to in 
paragraph 1 continues, the Member State 
shall immediately take all appropriate 
measures to restrict or prohibit the making 
available on the market of the toy or ensure 
that it is recalled or withdrawn from the 
market.

Justification

Speed is essential in order to ensure toy safety and children's health.

Amendment 63

Proposal for a directive
Article 45 – paragraph 1 – subparagraph 1

Text proposed by the Commission Amendment

1. The Commission may, for the purposes 
of adapting them to technical and scientific 
developments, amend the following:

1. The Commission shall, for the purposes 
of adapting them to technical and scientific 
developments, amend the following as 
soon as new information comes to its 
attention:

(-a) Annex I;
(a) Points 7 and 8 in Part III of Annex II; (a) Part III of Annex II, with the exception 

of points 1 and 2;

(b) Annex V. (b) Annex V.

Justification

The comitology procedure chosen cannot apply to the above points only, but must be extended 
to cover other issues, since standardisation or harmonisation procedures are too slow to be 
used where urgent changes need to be made, as is illustrated by the hazards and risks to 
children's health posed by magnets.
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Amendment 64

Proposal for a directive
Article 45 – paragraph 1 – subparagraph 2

Text proposed by the Commission Amendment

Those measures, designed to amend non-
essential elements of this Regulation, shall 
be adopted in accordance with the 
regulatory procedure with scrutiny referred 
to in Article 46 (2). 

Those measures, designed to amend non-
essential elements of this Directive, shall
be adopted in accordance with the 
regulatory procedure with scrutiny referred 
to in Article 46 (2).

Justification

Correction.

Amendment 65

Proposal for a directive
Article 45 – paragraph 1 a (new)

Text proposed by the Commission Amendment

1a. Without prejudice to the restrictions 
laid down in Part III of Annex II, the 
Commission may, where appropriate and 
in accordance with the regulatory 
procedure with scrutiny referred to in 
Article 46(2), amend Annex II with a view 
to: 
– defining limit values or other 
restrictions for substances or preparations 
posing a risk to health other than those 
listed in points 7 and 8 in Part III of 
Annex II;
– adopting or adapting limit values for 
noise and speed.

Justification

The Commission should be empowered to adopt restrictions on other substances or limit 
values for noise in comitology.
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Amendment 66

Proposal for a directive
Article 47

Text proposed by the Commission Amendment

Three years following the date of 
application of this Directive referred to in 
the second paragraph of Article 53 and 
every five years thereafter, Member States 
shall send the Commission a report on the 
application of this Directive.

Three years following the date of 
application of this Directive referred to in 
the second paragraph of Article 53 and 
every three years thereafter, Member 
States shall send the Commission a report 
on the application of this Directive.

This report shall contain an evaluation of 
the situation concerning the safety of toys 
and of the effectiveness of this Directive as 
well as a presentation of the market 
surveillance activities performed by the 
Member State.

This report shall contain an evaluation of 
the situation concerning the safety of toys 
and of the effectiveness of this Directive as 
well as a presentation of the market 
surveillance activities performed by the 
Member State.

The Commission shall draw up and publish 
a summary of those national reports.

The Commission shall, at the earliest 
opportunity, draw up and publish a report 
containing, where appropriate, proposals 
for the amendment or revision of this 
Directive. It shall forward this report to 
the European Parliament and to the 
Council. It shall immediately publish at 
least a summary and the conclusions of 
the report on its web site in all the official 
languages of the European Union.

Justification

The Commission must draw up a report on the national reports assessing the directive's 
implementation in the Member States. It should submit this report to the co-legislators and 
publish either the entire report or a summary together with the conclusions on its web site 
without delay. This amendment seeks to ensure a minimum degree of transparency.

Amendment 67

Proposal for a directive
Article 50 – subparagraph 1

Text proposed by the Commission Amendment

Member States shall lay down the rules on 
penalties, which may include criminal 
sanctions for serious infringements, 
applicable to infringements to the national 

Member States shall lay down and 
implement the rules on penalties, which 
may include criminal sanctions for serious 
infringements, applicable to infringements 
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provisions adopted pursuant to this 
Directive and shall take all measures 
necessary to ensure that they are 
implemented. The penalties provided for 
shall be effective, proportionate and 
dissuasive.

to the national provisions adopted pursuant 
to this Directive and shall take all measures 
necessary to ensure that they are 
implemented. The penalties provided for 
shall be effective, proportionate and 
dissuasive. 

Justification

It is not enough for Member States simply to lay down rules on  penalties for the infringement 
of this Directive. It must also implement those rules in order to bring the penalties to bear.

Amendment 68

Proposal for a directive
Article 52 

Text proposed by the Commission Amendment

Member States shall not impede the 
placing on the market of toys which are in 
accordance with Directive 88/378/EEC and 
which were placed on the market before 
this Directive entered into force or at the 
latest 2 years after this Directive entered 
into force. 

Member States shall not impede the 
placing on the market of toys which are in 
accordance with Directive 88/378/EEC and 
which were placed on the market before 
this Directive entered into force or at the 
latest 3 years after this Directive entered 
into force.

Amendment 69

Proposal for a directive
Article 54 a (new)

Text proposed by the Commission Amendment

Article 54a
Review

The Commission shall review this 
Directive, based on the evaluations of the 
relevant Scientific Committee and the 
opinion of the expert group, every eight 
years.

Justification

A revision of the directive, at least every 8 years or sooner if necessary due to new findings or 
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accidents, is needed in order to ensure that the safety requirements of the directive are 
sufficient to cover the risks that may arise from e.g. new toys and new technologies, but also 
new scientific evidence.

Amendment 70

Proposal for a directive
Annex II – Part I – point 2

Text proposed by the Commission Amendment

2. Accessible edges, protrusions, cords, 
cables and fastenings on toys must be so 
designed and constructed that the risks of 
physical injury from contact with them are 
reduced as far as possible.

2. Accessible edges, protrusions, cords, 
cables and fastenings on toys must be so 
designed and constructed that the risks of 
physical injury from contact with them are 
minimised.

Justification

It is essential to reduce the risks to the utmost possible extent in order to make toys safer and 
ensure the health and wellbeing of children.

Amendment 71

Proposal for a directive
Annex II – Part I – point 4 – subparagraph 2

Text proposed by the Commission Amendment

2. The packaging in which toys are 
contained for retail sale must not present 
risk of strangulation or asphyxiation caused 
by airway obstruction external to the 
mouth and nose.

2. The packaging in which toys are 
contained for retail sale must not present 
risk of strangulation or asphyxiation caused 
by an internal obstruction of the lower 
airways and the airways external to the 
mouth and nose.

Amendment 72

Proposal for a directive
Annex II – Part I – point 5

Text proposed by the Commission Amendment

5. Toys intended for use in shallow water 
which are capable of carrying or 

5. Toys intended for use in shallow water 
which are capable of carrying or 
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supporting a child on the water must be 
designed and constructed so as to reduce 
as far as possible, taking into account the 
recommended use of the toy, any risk of 
loss of buoyancy of the toy and loss of 
support afforded to the child.

supporting a child on the water must be 
designed and constructed so as to 
minimise, taking into account the 
recommended and reasonably foreseeable 
use of the toy, any risk of loss of buoyancy 
of the toy and loss of support afforded to 
the child.

Justification

See justifications for Amendments 74 and 2.

Amendment 73

Proposal for a directive
Annex II – Part I – point 7 – subparagraph 1

Text proposed by the Commission Amendment

7. Toys conferring mobility on their users 
must, as far as possible, incorporate a 
braking system which is suited to the type 
of toy and is commensurate with the 
kinetic energy developed by it. Such a 
system must be easy for the user to operate 
without risk of ejection or physical injury 
for the user of for third parties.

7. Toys conferring mobility on their users 
must incorporate a braking system which is 
suited to the type of toy and is 
commensurate with the kinetic energy 
developed by it. Such a system must be 
easy for the user to operate without risk of 
ejection or physical injury for the user of 
for third parties.

Justification

A significant number of toys fitted with wheels have an inadequate braking system or no 
braking system at all. Stricter rules are required to make these toys safer for children to use.

Amendment 74

Proposal for a directive
Annex II – Part I – point 10

Text proposed by the Commission Amendment

10. Toys which are designed to emit a 
sound should be so designed and 
constructed so that the sound from them is 
not able to impair children’s hearing.

10. Toys which are designed to emit a 
sound should be so designed and 
constructed that the sound from them is not 
able to impair children's hearing. This shall 
apply to all toys irrespective of the age 
group targeted. The limit for impulse 
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noise should be 135 dB LpC peak at the 
ear. Limits for continuous noise shall be 
set on the basis of the sensitivity of the ear 
of an infant under 36 months of age. 

Justification

Current standards for noise limits do not adequately deal with possible impairment of 
children's hearing. Firstly, they are not applicable for all toys (e.g. the standard for "close to 
the ear toys" only applies to children under 10 months of age.  Secondly, a lower limit needs 
to be set for impulse noise. In light of the real life situation of children of different ages in a 
family, noise limits should be set on the basis of the most vulnerable, that is children under 
the age of 36 months.

Amendment 75

Proposal for a directive
Annex II – Part I – point 11

Text proposed by the Commission Amendment

11. Activity toys shall be constructed so as 
to reduce the risk of crushing or trapping 
of body parts or trapping of clothing and 
the risk of falls, impacts and drowning as 
far as possible.

11. Activity toys shall be constructed so as 
to minimise the risk of crushing or trapping 
of body parts or trapping of clothing and 
the risk of falls, impacts and drowning.

Justification

See justification for Amendment 74.

Amendment 76

Proposal for a directive
Annex II – Part III – point 1

Text proposed by the Commission Amendment

1. Toys shall be so designed and 
constructed that there are no risks of 
adverse effects on human health due to 
exposure to the chemical substances or 
preparations of which the toys are 
composed or which they contain, when the 
toys are used as specified in the first 
subparagraph of Article 9 (2).

1. Toys shall be so designed and 
constructed that there are no risks of 
adverse effects on human health or the 
environment due to exposure to the 
chemical substances or preparations of 
which the toys are composed or which they 
contain, when the toys are used as 
specified in the first subparagraph of 
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Article 9 (2).

Justification

See justification for Amendment 3.

Amendment 77

Proposal for a directive
Annex II – Part III – point 3

Text proposed by the Commission Amendment

3. Without prejudice to the application of 
the restrictions under the first sentence of 
point 2, the use in toys of substances that 
are classified as carcinogenic, mutagenic or 
toxic for reproduction (CMR) according to 
Directive 67/548/EEC in individual 
concentrations equal to or greater than the 
relevant concentrations established for the 
classification of preparations containing 
the substances in accordance with the 
provisions of Directive 1999/45/EC shall 
be prohibited, except if the substances are 
contained in components of toys or micro-
structurally distinct parts of toys that are 
not accessible to any physical contact by 
children.

3. Without prejudice to the application of 
the restrictions under the first sentence of 
point 2, the use in toys of substances that 
are classified as carcinogenic, mutagenic or 
toxic for reproduction (CMR) category 1 
and 2 according to Directive 67/548/EEC 
in individual concentrations equal to or 
greater than the relevant concentrations 
established for the classification of 
preparations containing the substances in 
accordance with the provisions of Directive 
1999/45/EC shall be prohibited, except if 
the substances are contained in components 
of toys or micro-structurally distinct parts 
of toys that are not accessible to any 
physical contact by children.

The use in toys of substances that are 
classified as carcinogenic, mutagenic or 
toxic for reproduction (CMR) category 3 
in accordance with Directive 67/548/EEC 
in individual concentrations equal to or 
greater than 0,1 % shall be prohibited. At 
the earliest opportunity, this limit shall be 
reviewed on the basis of an opinion of the 
competent scientific committee and a 
decision as referred to in Article 45(2).

Justification

The presence of substances classified as CMR in excess of the appointed threshold should 
prohibited in order to ensure a high level of children's health protection.  That Threshold 
should be brought down under a comitology procedure as soon as possible, on the basis of 
new information.
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Amendment 78

Proposal for a directive
Annex II – Part III – point 4

Text proposed by the Commission Amendment

4. Substances or preparations classified as 
CMR category 1 and 2 according to 
Directive 67/548/EEC may be used in toys 
provided that the following conditions are 
met:

4. Substances or preparations classified as 
CMR category 1, 2 and 3 according to 
Directive 67/548/EEC may be used in toys 
provided that the following conditions are 
met:

Justification

All CMRs must be treated in the same way, since the health of children, who are more 
vulnerable than adults, is at stake. CMRs should only be used if the conditions set out in point 
4 are met.

Amendment 79

Proposal for a directive
Annex II – Part III – point 4.2

Text proposed by the Commission Amendment

4.2. there are no suitable alternative 
substances available, as documented in an 
analysis of alternatives,

4.2. there are no suitable alternative 
substances or materials available, as 
documented in an analysis of alternatives,

Justification

Clarification.

Amendment 80

Proposal for a directive
Annex II – Part III – point 4.3 a (new)

Text proposed by the Commission Amendment

4.3a. Toys or parts of toys which are 
intended to be put in the mouth must 
comply with the provisions for migration 
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limit values for food packaging, 
irrespective of the age of the children for 
which they are intended, as set out in 
Regulation (EC) No 1935/2004 of the 
European Parliament and of the Council 
of 27 October 2004 on materials and 
articles intended to come into contact with 
food..

Amendment 81

Proposal for a directive
Annex II – Part III – point 4.3 – subparagraph 2

Text proposed by the Commission Amendment

The Commission shall mandate the 
relevant Scientific Committee to re-
evaluate those substances or preparations 
as soon as safety concerns arise and at the 
latest every 5 years from the date that a 
decision in accordance with Article 45 (2) 
was taken.

The Commission shall mandate the 
relevant Scientific Committee to re-
evaluate those substances or preparations 
as soon as safety concerns arise and at the 
latest every 3 years from the date that a 
decision in accordance with Article 45 (2) 
was taken.

Justification

The interval between re-evaluations of substances or preparations should be shorter.

Amendment 82

Proposal for a directive
Annex II – Part III – point 4 a (new)

Text proposed by the Commission Amendment

4a. The use of substances classified as 
endocrine disruptors and entered on the 
EU's priority list shall be prohibited in 
toys and their component parts unless the 
manufacturer is able to demonstrate that 
no alternative substances that are safer 
and less harmful to health are available.



AD\741076EN.doc 48/62 PE409.407v03-00

EN

Justification

Endocrine disruptors pose a serious risk to a child's development and its health in later life. 
They should therefore be prohibited in principle, with their use being allowed only if the 
manufacturer is able to prove that there are no safer and less harmful substances that might 
be used.

Amendment 83

Proposal for a directive
Annex II – Part III – point 4 b (new)

Text proposed by the Commission Amendment

4b. The use of substances classified as 
persistent, bioaccumulative and toxic 
(PBT) or very persistent and very 
bioaccumulative (vPvB) shall be 
prohibited in toys and their component 
parts unless the manufacturer is able to 
demonstrate that no alternative 
substances that are safer and less harmful 
to health are available.

Justification

Same comments as in the justification for Amendment 87, but with reference to PBTs and 
vPvBs.

Amendment 84

Proposal for a directive
Annex II – Part III – point 5

Text proposed by the Commission Amendment

5. Substances or preparations classified as 
CMR category 3 according to Directive 
67/548/EEC may be used in toys if use of 
the substance has been evaluated by the 
relevant Scientific Committee and found 
to be safe, in particular in view of 
exposure, and following a Decision as 
referred to in Article 45 (2) and provided 
that they are not prohibited for uses in 
consumer articles under Regulation (EC) 

deleted
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No 1907/2006 (REACH).

Justification

See Amendment 82 and justification therefor.

Amendment 85

Proposal for a directive
Annex II – Part III – points 5 a and 5 b (new)

Text proposed by the Commission Amendment

5a.Toys or parts of toys, irrespective of the 
age of the children for which they are 
intended, must comply with the provisions 
on the release of nitrosamines and 
nitrosatable substances from elastomer or 
rubber teats set out in Commission 
Directive 93/11/EEC of 15 March 1993 
concerning the release of the N-
nitrosamines and N-nitrosatable 
substances from elastomer or rubber teats 
and soothers. 
5b. The Commission shall establish a 
programme aimed at systematically and 
regularly evaluating the occurrence of 
hazardous substances or materials in toys. 
The programme shall take into account 
reports of market surveillance bodies and 
concerns expressed by Member States and 
stakeholders. The Commission shall 
decide, following the opinion of the 
relevant Scientific Committee, to take 
appropriate restrictive measures, if 
necessary. Those measures, designed to 
amendment non-essential elements of this 
Directive by supplementing it, shall be 
adopted in accordance with the regulatory 
procedure with scrutiny referred to in 
Article 46(2). 

Justification

The use of hazardous substances in toys is not limited to CMR substances, fragrances or 
substances containing certain elements. All hazardous substances should be subject to 
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regular evaluation by the Commission. In case this evaluation reveals an unacceptable risk, 
the Commission should be empowered to take appropriate action in comitology.

Amendment 86

Proposal for a directive
Annex II –Part III – paragraph 7

Text proposed by the Commission Amendment

7. Toys shall not contain the following 
allergenic fragrances: 

7. Toys shall not contain the following 
allergenic fragrances:

(1) Alanroot (Inula helenium) (1) Alanroot (Inula helenium)

(2) Allylisothiocyanate (2) Allylisothiocyanate

(3) Benzyl cyanide (3) Benzyl cyanide

(4) 4 tert-Butylphenol (4) 4 tert-Butylphenol

(5) Chenopodium oil (5) Chenopodium oil

(6) Cyclamen alcohol (6) Cyclamen alcohol

(7) Diethyl maleate (7) Diethyl maleate

(8) Dihydrocoumarin (8) Dihydrocoumarin

(9) 2,4-Dihydroxy-3-methylbenzaldehyde (9) 2,4-Dihydroxy-3-methylbenzaldehyde

(10) 3,7-Dimethyl-2-octen-1-ol (6,7-
Dihydrogeraniol)

(10) 3,7-Dimethyl-2-octen-1-ol (6,7-
Dihydrogeraniol)

(11) 4,6-Dimethyl-8-tert-butylcoumarin (11) 4,6-Dimethyl-8-tert-butylcoumarin

(12) Dimethyl citraconate (12) Dimethyl citraconate

(13) 7,11-Dimethyl-4,6,10-dodecatrien-3-
one

(13) 7,11-Dimethyl-4,6,10-dodecatrien-3-
one

(14) 6,10-Dimethyl-3,5,9-undecatrien-2-
one

(14) 6,10-Dimethyl-3,5,9-undecatrien-2-
one

(15) Diphenylamine (15) Diphenylamine

(16) Ethyl acrylate (16) Ethyl acrylate

(17) Fig leaf, fresh and preparations (17) Fig leaf, fresh and preparations

(18) trans-2-Heptenal (18) trans-2-Heptenal

(19) trans-2-Hexenal diethyl acetal (19) trans-2-Hexenal diethyl acetal

(20) trans-2-Hexenal dimethyl acetal (20) trans-2-Hexenal dimethyl acetal

(21) Hydroabietyl alcohol (21) Hydroabietyl alcohol

(22) 4-Ethoxy-phenol (22) 4-Ethoxy-phenol
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(23) 6-lsopropyl-2-decahydronaphthalenol (23) 6-lsopropyl-2-decahydronaphthalenol

(24) 7-Methoxycoumarin (24) 7-Methoxycoumarin

(25) 4-Methoxyphenol (25) 4-Methoxyphenol

(26) 4-(p-Methoxyphenyl)-3-butene-2-one (26) 4-(p-Methoxyphenyl)-3-butene-2-one

(27) 1-(p-Methoxyphenyl)-1-penten-3-one (27) 1-(p-Methoxyphenyl)-1-penten-3-one

(28) Methyl trans-2-butenoate (28) Methyl trans-2-butenoate

(29) 6-Methylcoumarin (29) 6-Methylcoumarin

(30) 7-Methylcoumarin (30) 7-Methylcoumarin

(31) 5-Methyl-2,3-hexanedione (31) 5-Methyl-2,3-hexanedione

(32) Costus root oil (Saussurea lappa 
Clarke)

(32) Costus root oil (Saussurea lappa 
Clarke)

(33) 7-Ethoxy-4-methylcoumarin (33) 7-Ethoxy-4-methylcoumarin

(34) Hexahydrocoumarin (34) Hexahydrocoumarin

(35) Peru balsam (Myroxylonpereirae 
Klotzsch)

(35) Peru balsam (Myroxylonpereirae 
Klotzsch)

(36) 2-Pentylidene-cyclohexanone (36) 2-Pentylidene-cyclohexanone

(37) 3,6,10-Trimethyl-3,5,9-undecatrien-2-
one

(37) 3,6,10-Trimethyl-3,5,9-undecatrien-2-
one

(38) Verbana oil (Lippia citriodora Kunth) (38) Verbana oil (Lippia citriodora Kunth)

However, the presence of traces of these 
substances shall be allowed provided that 
such presence is technically unavoidable 
in good manufacturing practice.

In addition the following allergenic 
fragrances shall be listed if added to toys, 
as such, at concentrations exceeding 0,01 
% by weight:

(1) Amyl cinnamal (39) Amyl cinnamal

(2) Amylcinnamyl alcohol (40) Amylcinnamyl alcohol

(3) Anisyl alcohol (41) Anisyl alcohol

(4) Benzyl alcohol (42) Benzyl alcohol

(5) Benzyl benzoate (43) Benzyl benzoate

(6) Benzyl cinnamate (44) Benzyl cinnamate
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(7) Benzyl salicylate (45) Benzyl salicylate

(8) Cinnamal (46) Cinnamal

(9) Cinnamyl alcohol (47) Cinnamyl alcohol

(10) Citral (48) Citral

(11) Citronellol (49) Citronellol

(12) Coumarin (50) Coumarin

(13) Eugenol (51) Eugenol

(14) Farnesol (52) Farnesol

(15) Geraniol (53) Geraniol

(16) Hexyl cinnamaldehyde (54) Hexyl cinnamaldehyde

(17) Hydroxy-citronellal (55) Hydroxy-citronellal

(18) Hydroxy-
methylpentylcyclohexenecarboxaldehyde

(56) Hydroxy-
methylpentylcyclohexenecarboxaldehyde

(19) Isoeugenol (57) Isoeugenol

(20) Lilial (referred to in the Cosmetics 
Directive in entry 83 as: 2-(4-tert-
Butylbenzyl) propionaldehyde

(58) Lilial (referred to in the Cosmetics 
Directive in entry 83 as: 2-(4-tert-
Butylbenzyl) propionaldehyde

(21) d-Limonene (59) d-Limonene

(22) Linalool (60) Linalool

(23) Methyl heptine carbonate (61) Methyl heptine carbonate

(24) 3-methyl-4-(2,6,6-trimethyl-2-
cyclohexen-1-yl)-3-buten-2-one

(62) 3-methyl-4-(2,6,6-trimethyl-2-
cyclohexen-1-yl)-3-buten-2-one

(25) Oakmoss extracts (63) Oakmoss extracts

(26) Treemoss extracts (64) Treemoss extracts

The Commission shall mandate the 
relevant Scientific Committee to evaluate 
the fragrances as soon as allergenic 
concerns arise and at the latest every 3 
years from the date of entry into of the 
Directive, in accordance with Article 
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46(2) was taken.

Amendment 87

Proposal for a directive
Annex II – Part III – point 7 a (new)

Text proposed by the Commission Amendment

7a. Toys that are designed to come into 
frequent contact with the skin, such as 
finger paints or modelling dough, shall 
comply with the composition and labelling 
requirements set out in Directive 
76/768/EEC.

Justification

Toys coming into frequent contact with the skin should be subject to the stringent provisions 
set out in the Cosmetics Directive.

Amendment 88

Proposal for a directive
Annex II – Part III – point 7 b (new)

Text proposed by the Commission Amendment

7b. Toys designed to come into frequent 
contact with the skin and containing 
allergenic substances, other than 
fragrances, that are known to be seriously 
harmful or even fatal to children (e.g. 
those which trigger anaphylactic shock) 
shall comply with the labelling provisions 
set out in Commission Directive 
2006/125/EC of 5 December 2006 on 
processed cereal-based foods and baby 
foods for infants and young children1.
____________
1 OJ L 339, 6.12.2006. p. 16.

Justification

Same comments as for Amendment 94, but here with reference to allergenic substances other 
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than fragrances, such as gluten, etc. Children using toys containing such allergens may put 
them in their mouths or put their fingers in their mouths. The presence of such substances 
may cause reactions of varying degrees of seriousness in children. The presence of such 
allergens should therefore be indicated on the label.

Amendment 89

Proposal for a directive
Annex II – Part III – point 7 c (new)

Text proposed by the Commission Amendment

7c. The use of allergenic fragrances is 
allowed in olfactory and scientific toys.
Olfactory and scientific toys must comply 
with the compositional requirements 
provided for in Directive 76/768/EEC and 
the provisions laid down in point 6 of 
Annex II, Part III.
Allergenic fragrances used in these two 
categories of toys must be labelled as 
allergenic, in a different way to the 
otherfragrances used and in an accurate, 
clearly visible and easily legible manner, 
in order to inform consumers about the 
use and the presence of allergenic 
fragrances.
The Commission may request the relevant 
Scientific Committee to determine the 
concentration limit values for the 
allergenic fragrances used in both these 
categories of toys. The relevant Scientific 
Committee must give its opinion within 3 
months. The Commission adopts a 
decision in accordance with the 
regulatory procedure with scrutiny 
referred to in Article 46(2).
Bottles containing fragrances in these two 
categories of toys shall be supplied with a 
device at their openings which require the 
use of a specific tool to take minimal 
samples of the liquid or powder 
substances/fragrances, avoiding a risk of 
swallowing those substances/fragrances 
in anything other than small quantities.
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The toys covered by this point are 
forbidden for children under the age of 6.
The toys covered by this point are defined 
as follows:
(a) an olfactory toy is a toy whose purpose 
is to teach children to recognise or 
distinguish different smells or tastes on 
the basis of basic substances or perfume 
essences;
(b) a scientific toy is a toy whose purpose 
is to teach children how to make products 
using basic substances or perfume 
essences and other raw materials other 
than fragrances.

Amendment 90

Proposal for a directive
Annex II – Part III – point 8 – introductory part

Text proposed by the Commission Amendment

8. The following migration limits, from 
toys or components of toys that are 
accessible to children during use as 
specified in the first subparagraph of 
Article 9 (2), shall not be exceeded:

8. The following migration limits shall not 
be exceeded in any of the component parts 
of toys:

Justification

The migration provisions need to be stricter in order to make toys safer and ensure a high 
level of protection for children's health.

Amendment 91

Proposal for a directive
Annex II – Part III – point 8 – table heading – column 2

Text proposed by the Commission Amendment

mg/kg in dry, brittle, powder-like or pliable 
toy material

mg/kg in solid, dry, brittle, powder-like or 
pliable toy material
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Justification

All of the different types of materials used in the manufacture of toys should be covered in 
order to make toys safer and ensure a high level of protection for children's health.

Amendment 92

Proposal for a directive
Annex II – Part III – point 8 – table

Text proposed by the Commission

Element mg/kg in dry, 
brittle, powder-like 

or pliable toy 
material

mg/kg
in liquid or sticky 

toy material

Aluminium 5625 1406
Antimony 45 11.3
Arsenic 7.5 1.9
Barium 4500 1125
Boron 1200 300
Cadmium 3.8 0.9
Chromium (III) 37.5 9.4
Chromium (VI) 0.04 0.01
Cobalt 10.5 2.6
Copper 622.5 156
Lead 27 6.8
Manganese 1200 300
Mercury 15 3.8
Nickel 75 18.8
Selenium 37.5 9.4
Strontium 4500 1125
Tin 15000 3750
Organic tin 1.9 0.5
Zinc 3750 938

Amendment by Parliament

Element mg/kg in solid, dry, 
brittle, powder-like 

or pliable toy 
material

mg/kg
in liquid or sticky 

toy material

Aluminium 5625 1406
Antimony 45 11.3
deleted deleted deleted
Barium 4500 1125
Boron 1200 300
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deleted deleted deleted
Chromium (III) 37.5 9.4
deleted deleted deleted
Cobalt 10.5 2.6
Copper 622.5 156
deleted deleted deleted
Manganese 1200 300
deleted deleted deleted
Nickel 75 18.8
Selenium 37.5 9.4
Strontium 4500 1125
Tin 15000 3750
deleted deleted deleted
Zinc 3750 938

Justification

Arsenic, cadmium, lead, chromium (VI), mercury and organic tin are highly toxic. Cadmium, 
lead, chromium (VI), and mercury are already banned in cars and electrical and electronic 
devices. Chromium (VI) in cement needs to be reduced to a harmless form by the addition of 
ferrous sulfate. Arsenic is banned in paint and in wood treatment, organotins are banned as 
biocides. Clearly, substances based on these elements should not be used in toys.

All of the different types of materials used in the manufacture of toys should be covered in 
order to make toys safer and ensure a high level of protection for children's health.

Amendment 93

Proposal for a directive
Annex II – Part III – table (para 2) - under the table

Text proposed by the Commission Amendment

These limit values do not apply to toys 
which due to their accessibility, function, 
volume or mass clearly exclude any 
hazard due to sucking, licking, 
swallowing or prolonged contact with skin 
when used as specified in the first 
subparagraph of Article 9 (2).

deleted

Justification

The last paragraph needs to be deleted as it allows too wide exemptions from the CMR ban.

Amendment 94
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Proposal for a directive
Annex II – Part III – point 8 – paragraph 2 a (new)

Text proposed by the Commission Amendment

Substances or preparations based on any 
of the following elements shall be 
prohibited for use in toys or components 
of toys:
(1) Arsenic
(2) Cadmium
(3) Chromium (V)
(4) Lead
(5) Mercury
(6) Organic tin

Justification

Arsenic, cadmium, lead, chromium (VI), mercury and organic tin are highly toxic. Cadmium, 
lead, chromium (VI), and mercury are already banned in cars and electrical and electronic 
devices. Chromium (VI) in cement needs to be reduced to a harmless form by the addition of 
ferrous sulfate. Arsenic is banned in paint and in wood treatment, organotins are banned as 
biocides. Clearly, substances or preparations based on these elements should not be used in 
toys.

Amendment 95

Proposal for a directive
Annex II, Part III, point 8 a (new) 

Text proposed by the Commission Amendment

8a. Toys or parts of toys which are 
intended to be put in the mouth must 
comply with the provisions for migration 
limit values for food packaging, 
irrespective of the age of the children for 
which they are intended, as set out in 
Regulation (EC) No 1935/2004 of the 
European Parliament and of the Council 
of 27 October 2004 on materials and 
articles intended to come into contact with 
food.



AD\741076EN.doc 59/62 PE409.407v03-00

EN

Amendment 96

Proposal for a directive
Annex II – Part V

Text proposed by the Commission Amendment

1. Toys must be so designed and 
manufactured as to meet the requirements 
of hygiene and cleanliness in order to avoid 
any risk of infection, sickness and 
contamination.

1. Toys must be so designed and 
manufactured as to meet the requirements 
of hygiene and cleanliness in order to avoid 
any risk of infection, sickness and 
contamination. Toys must be able to be 
washed, scrubbed and disinfected without 
impairing their functions or their safety.

2. Textile toys for children under 36 
months shall be washable and shall fulfil 
the safety requirements also after washing.

2. Textile toys for children under 36 
months shall be washable and shall 
function and fulfil the safety requirements 
also after washing.

Justification

It should be possible to ensure high standards of hygiene while still having a toy that works 
and is safe.

Amendment 97

Proposal for a directive
Annex IV – point (a)

Text proposed by the Commission Amendment

a) a detailed description of the design and 
manufacture, including a list of 
components and materials used in toys as 
well as the safety data sheets on chemicals 
used to be obtained from chemical 
suppliers;

(a) a detailed description of the design and 
manufacture, including a list of 
components, materials and raw materials 
used in toys as well as detailed 
information on chemicals used in the toys 
and their component parts, and the 
quantities used;

Justification

This is an addition to amendment 100 by the rapporteur to also include information about 
raw materials. The findings of tests of chemicals can vary significantly from batch to batch 
due to the use of different raw materials. It is therefore important that information about raw 
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materials is also provided.

Amendment 98

Proposal for a directive
Annex V – Part B – point 1 – subparagraph 2

Text proposed by the Commission Amendment

These warnings shall be accompanied with 
a brief indication, which may appear in 
the instructions for use, of the specific 
hazard calling for this restriction.

These warnings shall be accompanied with 
a brief indication of the specific hazards 
calling for this restriction. This indication 
shall be marked in a clearly visible and 
legible manner on the toy or, where this is 
impossible for technical reasons, on an 
affixed label or on the packaging and on 
the instructions for use. Small toys that 
are sold without packaging shall have 
such indications affixed to them.

Justification

The initial provisions are insufficiently specific and binding. The amendment seeks to make 
them clearer and easier to understand.

Amendment 99

Proposal for a directive
Annex V – Part B – point 2 – subparagraph 2

Text proposed by the Commission Amendment

Such toys shall bear a marking “Warning: 
only for domestic use”.

Such toys shall bear a marking such as 
“Warning: only for domestic use and 
requiring the presence and assistance of 
an adult” or “Warning: only for domestic 
use and not suitable for children under 
six years without the supervision of an 
adolescent or an adult”.

Justification

The provisions are not sufficiently specific. The initial wording proposed is in keeping with 
the scope of the directive but does not provide a clear warning against possible risks.
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Amendment 100

Proposal for a directive
Annex V – Part B – point 2 – subparagraph 2 a (new)

Text proposed by the Commission Amendment

A clear, visible, easy-to-read and 
understandable warning distinct from all 
other wording shall appear on the 
packaging or, where this is impossible, on 
the label affixed to the toy, drawing 
attention to the need to read the 
instructions, as referred to in the 
following subparagraph, prior to 
assembly.

Justification

Users must be given a clear warning to the effect that they must read the assembly 
instructions before assembling the toy, so as to ensure that they know how to do so safely.

Amendment 101

Proposal for a directive
Annex V – Part B – point 7 – subparagraph 2

Text proposed by the Commission Amendment

“Adult supervision recommended” “Contains a toy for use under adult 
supervision”

Justification

The proposed wording does not warn against any specific risk. The precautions to be taken 
must be clearly spelled out to users.
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