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Council common position Amendments by Parliament

Amendment by Marios Matsakis

Amendment 11
RECITAL 3

(3) The use of certain phthalates in toys and 
childcare articles made of plasticised 
material or including parts made of 
plasticised material should be prohibited as 
the presence of certain phthalates presents or 
could potentially present risks related to the 
health of children.

(3) The use of certain phthalates in toys and 
childcare articles made of plasticised 
material or including parts made of 
plasticised material should be prohibited as 
the presence of certain phthalates presents or 
could potentially present risks related to the 
health of children. It must be noted that 
phthalates may be absorbed into the body 
of children not only when plasticised 
material is put in the mouth but also if such 
material comes into extensive contact with 
the skin of a child. The risks are considered 
to be higher when the child is less than 
three years of age.
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Or. en

Amendment by Urszula Krupa

Amendment 12
RECITAL 3 A (new)

(3a) The ban on the use of phthalates 
should be extended to cover other products 
such as plastics used in food packaging and 
bath and swimming accessories.

Or. pl

Justification

To protect the health of future generations.

Amendment by Holger Krahmer, Vittorio Prodi, Caroline Jackson, Johannes Blokland, Anja 
Weisgerber, Cristina Gutiérrez-Cortines

Amendment 13
RECITAL 3 A (new)

(3a) Risk assessments of DINP, DIDP and 
DBP conducted under Council Regulation 
(EEC) No 793/93 of 23 March 1993 on the 
evaluation and control of the risks of 
existing substances have been completed 
and published.

Or. en

Justification

New amendment to bring the Common Position into line with new scientific facts from the 
European Commission’s Joint Research Centre that have arisen since the Parliament’s first 
reading in 2000.

As confirmed by the European Commission, the EU risk assessments for the three substances 
DINP, DIDP & DBP have been completed and should provide the basis for any risk 
management decisions.
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Amendment by Antonios Trakatellis

Amendment 14
RECITAL 4 a (new)

(4a) Alternative plasticisers are available, 
such as Acetyl Tri-Butyl Citrate, ATBC, in 
respect of which an opinion by the 
Scientific Committee on Toxicity, 
Ecotoxicity and the Environment (SCTEE) 
supported the view that there was no safety 
concern with its use as a plasticiser for 
PVC toys mouthed by small children. 

Or. el

Justification

Account should be taken of new scientific data and the new opinion of the SCTEE of 8 
January 2004 which, following consultation with the Commission on ATBC, concluded that 
the data gaps were properly covered by the new data and that there is no safety concern with 
its use as a plasticiser for PVC toys mouthed by small children. See also Amendment 18 from 
Parliament's first reading.

Amendment by Urszula Krupa

Amendment 15
RECITAL 4 A (new)

(4a) The committee should also base such 
opinions on the findings of the 
Commission-funded study project being 
carried out by the Danish consumer 
organisation Forbrugerradet and involving 
tests on the presence of hazardous 
substances, including phthalates, in toys. 
Such substances can potentially cause 
damage to the hormonal system, cause 
tumours or miscarriages, disrupt the 
normal working of the reproductive system 
and accumulate in the organism and the 
environment.

Or. pl
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Justification

To include a reference to the findings of ongoing studies, thus marking the document more 
valuable.

Amendment by Frédérique Ries

Amendment 16
RECITAL 4 A (new)

(4a) The Scientific Committee on Toxicity, 
Ecotoxicity and the Environment (SCTEE) 
adopted at its 41st plenary meeting on 8 
January 2004 an Opinion on the Risk 
Assessment for Acetyl Tributyl Citrate 
(ATBC) plasticiser used in toys concluding 
that "there are no safety concerns when 
young children are mouthing PVC-toys 
containing ATBC as a plasticiser".

Or. en

Justification

It is important to emphasise that alternative plasticizer for PVC as the citrate ATBC can be 
used safely in the toy applications and are already available on the market.

Amendment by Urszula Krupa

Amendment 17
RECITAL 7

(7) Limitations already adopted by certain 
Member States on the placing on the market 
of toys and childcare articles because of 
their phthalate content directly affect the 
completion and functioning of the internal 
market. It is therefore necessary to 
approximate the laws of the Member States 
in this field and consequently to amend 
Annex I to Directive 76/769/EEC. 

(7) Limitations already adopted by certain 
Member States on the placing on the market 
of toys and childcare articles because of 
their phthalate content directly affect the 
completion and functioning of the internal 
market. It is therefore necessary to 
approximate the laws of the Member States 
in this field and consequently to amend 
Annex I to Directive 76/769/EEC. That 
directive is without prejudice to the 
introduction by Member States, where 
warranted on well-founded 
epidemiological, environmental or 
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economic grounds, of more stringent 
phthalate content levels for the above 
articles.

Or. pl

Justification

To protect the health of future generations.

Amendment by Marios Matsakis

Amendment 18
RECITAL 8

(8) The precautionary principle should be 
applied where scientific evaluation does not 
allow the risk to be determined with 
sufficient certainty in order to ensure a high
level of protection of health, in particular for 
children.

(8) It is imperative that the precautionary 
principle should be applied where scientific 
evaluation does not, for the time being, 
allow the risk to be determined with 
sufficient certainty in order to ensure the 
highest level of protection of health, in 
particular for children.

Or. en

Amendment by Jillian Evans, Hiltrud Breyer

Amendment 19
RECITAL 9

(9) Children as developing organisms are 
particularly vulnerable to reprotoxic 
substances.  Therefore, the exposure of 
children to all practically avoidable sources 
of emissions of these substances, especially 
from articles which are put into the mouth 
by children, should be reduced as far as 
possible.

(9) Children as developing organisms are 
particularly vulnerable to reprotoxic 
substances.  Therefore, the exposure of 
children to all practically avoidable sources 
of emissions of these substances, including 
from articles intended for children or for 
childcare, and especially from articles 
which can be put into the mouth by children, 
should be reduced as far as possible.

Or. en
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Justification

New amendment modifying a new recital in the common position.

Improving of the wording. The three reprotoxic PVC softeners are to be prohibited in all toys, 
irrespective of whether they are put into the mouth by children or not, as articles intended for 
children or for childcare should not contain such substances. It is therefore more appropriate 
to refer firstly to articles intended for children or childcare  in general with regard to the 
need to reduce avoidable exposure as much as possible, and then to stress the possibility of 
these being put into the mouth by children.

Amendment by Urszula Krupa

Amendment 20
RECITAL10 A (new)

(10a) Studies into toys made of PCW show
that some are free of orthophthalic acid 
esters, while typical PCW products contain 
as much as 30% of DEHP by mass. In 
response to consumer expectations, the 
manufacturing and retail trades are 
increasingly declaring products sold for 
everyday use  - particularly cosmetics - to 
be phthalate-free. It is all the more 
important for health considerations to be 
the deciding factor in the marketing of toys 
and childcare articles.

Or. pl

Justification

Public health-oriented behaviour by producers and importers should be strongly supported.

Amendment by Urszula Krupa

Amendment 21
RECITAL 10 B (new)

(10b) The harmful effect of DEHP, DBP 
and BBP on the future reproductive
capacity of children under three years of 
age is far from being the only way in which 
phthalates impact on human pathology. 
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There is growing scientific evidence that 
they make a significant contribution to the 
development of bronchial asthma (DEHP) 
and allergic rhinitis and eczema (BBP) 
when dust in children's bedrooms contains 
a high concentration of these substances.

Or. pl

Justification

The first epidemiologic study conducted into children between three and eight years of age 
showed there to be a strong link between phthalates and asthma and other allergies.

Amendment by Jillian Evans, Hiltrud Breyer

Amendment 22
RECITAL 11

(11) Scientific information regarding DINP, 
DIDP and DNOP is either lacking or 
conflictual, but it can not be excluded that 
they pose a potential risk if used in toys and 
childcare articles, which are by definition 
produced for children.

(11) Scientific information regarding DINP, 
DIDP and DNOP shows that they have 
adverse effects inter alia on the liver. As 
phthalates need to be used in high 
concentrations to act as a plasticiser, and 
as plasticisers are known to be released 
from the plasticised article, especially when 
pressure is exerted on the article, for 
example when a child puts a plasticised toy 
or childcare article in its mouth, it can not 
be excluded that they pose a potential risk if 
used in toys and childcare articles, which are 
by definition produced for children. The 
exposure of children to practically 
avoidable sources of emissions of these 
substances, especially from articles that can 
be put into the mouth by children, should 
be reduced as far as possible.

Or. en

Justification

New amendment modifying a new recital in the common position.

While there is conflictual scientific information as to the level of toxicity of these three 
phthalates, there is no disagreement that these substances have critical adverse effects inter 
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alia on the liver.  Given the harmfulness of the substances, the high concentration with which 
they are to be used to soften PVC, the inevitable release of them from soft PVC, and the 
availability of substitutes, they represent an unnecessary risk.

Amendment by Marios Matsakis

Amendment 23
RECITAL 11

(11) Scientific information regarding DINP, 
DIDP and DNOP is either lacking or 
conflictual, but it can not be excluded that 
they pose a potential risk if used in toys and 
childcare articles, which are by definition 
produced for children.

(11) Scientific information regarding DINP, 
DIDP and DNOP is either lacking or 
conflictual, but it can not be excluded that 
they pose a potential risk if used in toys and 
childcare articles, which are by definition 
produced for children. It is wise to apply the 
precautionary principle in this case.

Or. en

Amendment by Holger Krahmer, Vittorio Prodi, Caroline Jackson, Johannes Blokland, Anja 
Weisgerber, Cristina Gutiérrez-Cortines

Amendment 24
RECITAL 11

(11) Scientific information regarding DINP, 
DIDP and DNOP is either lacking or 
conflictual, but it can not be excluded that 
they pose a potential risk if used in toys and 
childcare articles, which are by definition 
produced for children.

(11) Scientific information regarding DNOP 
is lacking, but it can not be excluded that the 
substance may pose a potential risk if it 
were ever to be produced and then used in 
toys and childcare articles, which are by 
definition produced for children.

Or. en

Justification

New amendment to bring the Common Position into line with new scientific facts from the 
European Commission’s Joint Research Centre, which have arisen since the Parliament’s 
first reading in 2000. 

A five year long process to conduct EU risk assessments under the Existing Substances 
Regulation for the substances DINP and DIDP has been completed and should provide the 
basis for any risk management decisions. Given this fact, a distinction needs to be made 
between these substances and DNOP.



AM\569323EN.doc 9/23 PE 359.891v03-00

EN

DNOP has not been used or produced commercially in Europe for at least ten years and 
therefore scientific information concerning this product is currently lacking. However, it can 
not be ruled out that should this substance ever be produced again it could theoretically pose 
a risk to children should it be used in children toys.

Amendment by Holger Krahmer, Vittorio Prodi, Caroline Jackson, Johannes Blokland, Anja 
Weisgerber, Cristina Gutiérrez-Cortines

Amendment 25
RECITAL 11 A (new)

(11a) The risk assessments of DINP and 
DIDP completed under Council Regulation 
(EEC) No 793/93 state that there is no risk 
to consumers from the use of these 
substances in toys and childcare articles.

Or. en

Justification

Amendment to bring the Common Position into line with new scientific facts from the 
European Commission’s Joint Research Centre, which have arisen since the Parliament’s 
first reading in 2000. 

A five year long process to conduct EU risk assessments for the substances DINP and DIDP 
has been completed and should provide the basis for any risk management decisions.

For both DIDP and DINP technical experts at the Joint Research Centre came to the 
conclusion that there was no risk to children from the substance’s use in toys or any other 
application. These risk assessments already base their conclusions on wide margins of safety 
and reasonable worse case exposure scenarios.

Amendment by Holger Krahmer, Vittorio Prodi, Caroline Jackson, Johannes Blokland, Anja 
Weisgerber, Cristina Gutiérrez-Cortines

Amendment 26
RECITAL 12

(12) The uncertainties in the evaluation of 
exposure to these phthalates, such as 
mouthing times and exposure to emissions 
from other sources, require that 
precautionary considerations be taken into 
account. Therefore, restrictions on the use of 

(12) The uncertainties in the evaluation of 
exposure to these phthalates, such as 
mouthing times, require that precautionary 
considerations be taken into account. 
Therefore, restrictions on the use of these 
phthalates for toys and childcare articles and 
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these phthalates for toys and childcare 
articles and on the placing on the market of 
such articles should be introduced. However, 
the restrictions for DINP, DIDP and DNOP 
should be less severe than the ones proposed 
for DEHP, DBP and BBP for reasons of 
proportionality.

on the placing on the market of such articles 
should be introduced. However, given the 
results of the risk assessments conducted 
under Council Regulation (EEC) No 
793/93, restrictions for DINP, DIDP and 
DNOP should be less severe than the ones 
proposed for DEHP, DBP and BBP for 
reasons of proportionality.

Or. en

Justification

New amendment to bring the Common Position into line with new scientific facts from the 
European Commission’s Joint Research Centre, which have arisen since the Parliament’s 
first reading in 2000.

For both DIDP and DINP technical experts at the Joint Research Centre came to the 
conclusion that there was no risk to children from the substances’ use in toys or any other 
application. Exposure from other sources was fully taken into account by these experts in 
their conclusions.

Given these risk assessment conclusions, the Council’s approach already affords a high level 
of protection for the consumer. As laid out by the Treaty and the Commission Communication 
on the precautionary principle (COM(2001)0001) both the principles of precaution and 
proportionality should be respected. 

Amendment by Antonios Trakatellis

Amendment 27
RECITAL 12 a (new)

(12a) The Commission will review other 
applications of articles made from 
plasticised material or including parts 
made from plasticised material which may 
expose people to risks, especially those used 
in health care.

Or. el

Justification

Although the use of certain phthalates (e.g. DEHP) covers a very wide range of needs in the 
health sector, there is a need to review the medical appliances which are made of plasticised 
material or contain parts made of plasticised material and which may expose people to risks. 
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Restrictions on the use and availability of such articles are considered necessary in cases 
where there are safer alternative solutions and where the restrictions do not have an adverse 
impact on medical treatment. Reinstatement of Amendment 5 from Parliament's first reading. 

Amendment by Marios Matsakis

Amendment 28
Recital 13

(13) In line with the Commission 
Communication on the Precautionary 
Principle, the measures based on this 
principle should be subject to review in the 
light of new scientific information.

(13) In line with the Commission 
Communication on the Precautionary 
Principle, the measures based on this 
principle should, of course, be subject to 
review in the light of new scientific 
information.

Or. en

Amendment by Jillian Evans, Hiltrud Breyer

Amendment 29
RECITAL 17

(17) The Commission will review the use of 
the phthalates listed in Annex I to 
Directive 76/769/EEC in other products 
when the risk evaluation under Council 
Regulation (EEC) No 793/93 of 23 March 
1993 on the evaluation and control of the 
risks of existing substances will have been 
concluded.

(17) The Commission will review the use of 
the phthalates listed in Annex I to Directive 
76/769/EEC in other products within two 
years of the adoption of this Directive, in 
the light of further scientific knowledge 
and of the risk evaluation under Council 
Regulation (EEC) No 793/93 of 23 March 
1993 on the evaluation and control of the 
risks of existing substances. In particular, it 
will review exposure to phthalates from 
articles used in health care, floor coverings, 
food packaging made of plasticised 
material or including parts made from 
plasticised material, and from the ambient 
air, and will, if appropriate, commission 
research to ascertain the values in 
question.

Or. en
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Justification

Modified reintroduction of amendments 4 and 5 from first reading. 

The review of the use of phthalates in toys and childcare articles should be distinguished from 
the need to review other uses of phthalates. The Commission rightly foresees a review of the 
use of phthalates in other products, and this should be maintained. In line with the 
amendments from first reading, that should be done within two years and should address in 
particular, but not be limited to, certain applications that are most likely to constitute an
unnecessary risk.

Amendment by Urszula Krupa

Amendment 30
RECITAL 18 A (new)

(18a) Control procedures and inspection 
intervals should be laid down for care 
products and toys containing phthalates 
which are intended for infants and children 
under the age of three. Present knowledge 
recognises phthalates as potentially 
harmful to health and the environment. A 
maximum control interval of two years 
should be set. Steps should be taken to 
include in such tests other groups of 
chemical substances recognised as being 
harmful to children's health, particularly to 
the sensitive organisms of infants, such as 
heavy metals, allergenics and irritants.

Or. pl

Justification

Our growing knowledge of the toxoligical threats to which we are exposed points to the need 
for periodic reviews to be made of the list of harmful substances. Furthermore, technical 
progress is contributing to us being surrounded by an environment containing chemical 
substances with an often harmful effect on our organisms, particularly those of children. 
Hence, in accordance with the precautionary principle, the safety of children's products 
placed on the market should be monitored. Two years is an appropriate interval between 
checks on the situation as regards the effectiveness of the directive and the verification of 
toxocological data. Concern for the health of children is dictated by concern for the health of 
future generations.
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Amendment by Urszula Krupa

Amendment 31
RECITAL 18 B (new)

(18b) An obligation to provide consumers 
with information on the phthalate content 
of toys and personal care products, 
including cosmetics, should be introduced.

Or. pl

Justification

To enable consumers to choose the safest toys and personal care products and to prevent the 
presence of phthalates from being concealed under the name of the 'fragrance composition' or 
under a number quoted in place of the name of the cosmetic ingredient.

Amendment by Marios Matsakis

Amendment 32
ARTICLE 1, POINT 1

Article 1, paragraph 3, point (c) (Directive 76/769/EEC)

"(c) "childcare article" means any product 
intended to facilitate sleep, relaxation, the 
feeding of children or sucking on the part of 
children."

"(c)"childcare article" means any product 
intended to facilitate sleep, relaxation, the 
feeding of children, the administration of 
medicinal products, the teething process or 
sucking on the part of children."

Or. en

Amendment by Jonas Sjöstedt

Amendment 33
ARTICLE 1, POINT 1

Article 1, paragraph 3, point (c) (Directive 76/769/EEC)

"(c) "childcare article" means any product 
intended to facilitate sleep, relaxation, the 
feeding of children or sucking on the part of 

"(c) "childcare article" means any product 
intended to facilitate sleep, relaxation, 
hygiene, the feeding of children or sucking 
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children." on the part of children."

Or. en

Justification

The aim of the amendment is to ensure that the new definition of childcare articles introduced 
in the Council common position is slightly extended in order to cover such products as 
changing tables and mats that are placed on changing tables.

Amendment by Urszula Krupa

Amendment 34
ARTICLE 1, POINT 1

Article 1, paragraph 3, point (c) (Directive 76/769/EEC)

"c) "childcare article" means any product 
intended to facilitate sleep, relaxation, the 
feeding of children or sucking on the part of 
children."

"c) "childcare article" means any product for 
children up to the age of three intended to 
facilitate sleep, relaxation, the feeding of 
children or sucking on the part of children.".

Or. pl

Justification

For children over the age of three, such products are known as cosmetics, not childcare 
articles.

Amendment by Jillian Evans, Hiltrud Breyer

Amendment 35
ARTICLE 1 A (new)

The Commission, in cooperation with the 
Member State authorities responsible for 
market surveillance and enforcement for 
toys and childcare articles, and in 
consultation with the relevant 
organisations of producers and importers, 
shall monitor the use of phthalates and 
other substances as plasticisers in toys and 
childcare articles. By ...* at the latest, the 
Commission shall publish a report on the 
use of phthalates and other plasticisers. On 
the basis of this report, in light of the latest 
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scientific information about the substances 
found, and if justified, the Commission 
shall present appropriate legislative 
proposals in accordance with Article 251 of 
the Treaty to limit the use these phthalates 
and plasticisers in toys and childcare 
articles.
* Four years after the entry into force of 
this Directive

Or. en

Justification

New amendment building on the new recital 14 of the common position.

The monitoring requirements mentioned in recital 14 should also be included in the enacting 
terms of the directive. There are many more phthalates than the six addressed in this 
directive, and there are also plasticisers other than phthalates. Many of these may lead to 
harmful effects. To avoid the replacement of the six harmful phthalates with other harmful 
substances, Member States and the Commission should closely monitor the replacement of 
phthalates, and if necessary, the Commission should propose further legislative action.

Amendment by Antonios Trakatellis

Amendment 36
ARTICLE 1a (new) 

Annex IV (Directive 88/378/ΕEC)

(1a) The label shall include the following 
pictogram:

0-3
Where the label is smaller or larger, the 
proportions of the above pictogram should be 
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maintained accordingly.

Or. el

Justification

Simplification of the labelling to make it easily legible on toys.

Amendment by Jillian Evans, Hiltrud Breyer

Amendment 37
ARTICLE 2

The Commission shall re-evaluate, by … * 
at the latest, the measures provided for in 
Directive 76/769/EEC as amended by this 
Directive in the light of new scientific 
information on substances described in the 
Annex to this Directive and their 
substitutes, and if justified, these measures 
shall be modified accordingly.

The Commission shall evaluate, by … * at 
the latest, the use of the phthalates listed in 
the Annex to this Directive in other 
products in the light of new scientific 
information, and if justified, shall present 
appropriate legislative proposals in 
accordance with Article 251 of the Treaty 
to limit the use of these substances.

*Four years after the entry into force of this 
Directive.

*Two years after the entry into force of this 
Directive.

Or. en

Justification

New amendment modifying a new article in the common position. 

Phthalates are used to plasticise a wide range of soft PVC products, which might pose similar 
risks as soft PVC toys. The Commission should evaluate these products to see whether further 
action is necessary.

Amendment by Jillian Evans, Hiltrud Breyer

Amendment 38
ANNEX

Annex I, points [XX] and [XXa] (Directive 76/769/EEC)

Council common position

[XX.] The following phthalates (or other 
CAS- and EINECS numbers covering the 
substance):

Shall not be used as substances or as 
constituents of preparations, at 
concentrations of greater than 0.1% by mass 
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bis (2-ethylhexyl) phthalate (DEHP)
CAS No 117-81-7
EINECS No 204-211-0

dibutyl phthalate (DBP)
CAS No 84-74-2
EINECS No 201-557-4

benzyl butyl phthalate (BBP)
CAS No 85-68-7
EINECS No 201-622-7

of the plasticised material, in toys and 
childcare articles. 
Such toys and childcare articles containing 
these phthalates in a concentration greater 
than the limit mentioned above shall not be 
placed on the market.

[XXa.] The following phthalates (or other 
CAS- and EINECS numbers covering the 
substance):

di-"isononyl" phthalate (DINP)
CAS No 28553-12-0 and 68515-48-0
EINECS No 249-079-5 and 271-090-9

di-"isodecyl" phthalate (DIDP)
CAS No 26761-40-0 and 68515-49-1
EINECS No 247-977-1 and 271-091-4

di-n-octyl phthalate (DNOP)
CAS No 117-84-0
EINECS No 204-214-7

Shall not be used as substances or as 
constituents of preparations, at 
concentrations of greater than 0.1% by mass 
of the plasticised material, in toys and 
childcare articles intended for children 
under three years of age and which can be 
placed in the mouth by them. 

Such toys and childcare articles containing 
these phthalates in a concentration greater 
than the limit mentioned above shall not be 
placed on the market.

Amendment by Parliament

[XX.] The following phthalates (or other 
CAS- and EINECS numbers covering the 
substance):

bis (2-ethylhexyl) phthalate (DEHP)
CAS No 117-81-7
EINECS No 204-211-0

dibutyl phthalate (DBP)
CAS No 84-74-2
EINECS No 201-557-4

benzyl butyl phthalate (BBP)
CAS No 85-68-7
EINECS No 201-622-7

(1a) The phthalates listed in point XX 
shall not be used as substances or as 
constituents of preparations, at 
concentrations of greater than 0.1% by 
mass of the plasticised material, in toys and 
childcare articles. 
(1b) Such toys and childcare articles 
containing these phthalates in a 
concentration greater than the limit 
referred to in paragraph 1a shall not be 
placed on the market.

[XXa.] The following phthalates (or other 
CAS- and EINECS numbers covering the 

(1c) The phthalates listed in point XXa 
shall not be used as substances or as 
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substance):

di-"isononyl" phthalate (DINP)
CAS No 28553-12-0 and 68515-48-0
EINECS No 249-079-5 and 271-090-9

di-"isodecyl" phthalate (DIDP)
CAS No 26761-40-0 and 68515-49-1
EINECS No 247-977-1 and 271-091-4

di-n-octyl phthalate (DNOP)
CAS No 117-84-0
EINECS No 204-214-7

constituents of preparations, at 
concentrations of greater than 0.1% by 
mass of the plasticised material, in toys and 
childcare articles which can be placed in 
the mouth by children. 

(1d) Such toys and childcare articles 
containing these phthalates in a 
concentration greater than the limit 
referred to in paragraph 1c shall not be 
placed on the market.

Or. en

Justification

Reinstatement of amendment 16 from the PPE-DE of first reading.

It is not appropriate to limit the restriction of DINP, DIDP and DNOP to toys for children 
under three. Putting toys into the mouth is not limited to a particular age. Even if it were, an 
arbitrary age limit ignores the reality of families with more than one child, where younger 
children will want to play with the toys of their elder siblings. These substances have been 
found to be harmful. They are used in high concentrations in toys, they are released from 
them, especially when put into the mouth, and alternative toys without harmful plasticisers 
are available. They should therefore be prohibited in all toys that can be put into the mouth. 

Amendment by Dan Jørgensen

Amendment 39
ANNEX

Annex I, point [XXa] (Directive 76/769/EEC)

Council common position

[XXa.] The following phthalates (or other 
CAS- and EINECS numbers covering the 
substance):

di-"isononyl" phthalate (DINP)
CAS No 28553-12-0 and 68515-48-0
EINECS No 249-079-5 and 271-090-9
di-"isodecyl" phthalate (DIDP)
CAS No 26761-40-0 and 68515-49-1
EINECS No 247-977-1 and 271-091-4

di-n-octyl phthalate (DNOP)

Shall not be used as substances or as 
constituents of preparations, at 
concentrations of greater than 0.1% by mass 
of the plasticised material, in toys and 
childcare articles intended for children 
under three years of age and which can be 
placed in the mouth by them. 

Such toys and childcare articles containing 
these phthalates in a concentration greater 
than the limit mentioned above shall not be 
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CAS No 117-84-0
EINECS No 204-214-7

placed on the market.

Amendment by Parliament

[XXa.] The following phthalates (or other 
CAS- and EINECS numbers covering the 
substance):
di-"isononyl" phthalate (DINP)
CAS No 28553-12-0 and 68515-48-0
EINECS No 249-079-5 and 271-090-9

di-"isodecyl" phthalate (DIDP)
CAS No 26761-40-0 and 68515-49-1
EINECS No 247-977-1 and 271-091-4
di-n-octyl phthalate (DNOP)
CAS No 117-84-0
EINECS No 204-214-7

Shall not be used as substances or as 
constituents of preparations, at 
concentrations of greater than 0.1% by mass 
of the plasticised material, in parts of toys 
and childcare articles intended to be placed 
in the mouth or in toys and childcare 
articles which can be placed in the mouth by 
children.  
Such toys and childcare articles containing 
these phthalates in a concentration greater 
than the limit mentioned above shall not be 
placed on the market.

Or. en

Amendment by Ria Oomen-Ruijten, Frédérique Ries

Amendment 40
ANNEX

Annex I, points [XX] and [XXa] (Directive 76/769/EEC)

Council common position

[XX.] The following phthalates (or other 
CAS- and EINECS numbers covering the 
substance):

bis (2-ethylhexyl) phthalate (DEHP)
CAS No 117-81-7
EINECS No 204-211-0
dibutyl phthalate (DBP)
CAS No 84-74-2
EINECS No 201-557-4

benzyl butyl phthalate (BBP)
CAS No 85-68-7
EINECS No 201-622-7

Shall not be used as substances or as 
constituents of preparations, at 
concentrations of greater than 0.1% by mass 
of the plasticised material, in toys and 
childcare articles. 

Such toys and childcare articles containing 
these phthalates in a concentration greater 
than the limit mentioned above shall not be 
placed on the market.

[XXa.] The following phthalates (or other 
CAS- and EINECS numbers covering the 

Shall not be used as substances or as 
constituents of preparations, at 
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substance):
di-"isononyl" phthalate (DINP)
CAS No 28553-12-0 and 68515-48-0
EINECS No 249-079-5 and 271-090-9

di-"isodecyl" phthalate (DIDP)
CAS No 26761-40-0 and 68515-49-1
EINECS No 247-977-1 and 271-091-4
di-n-octyl phthalate (DNOP)
CAS No 117-84-0
EINECS No 204-214-7

concentrations of greater than 0.1% by mass 
of the plasticised material, in toys and 
childcare articles intended for children 
under three years of age and which can be 
placed in the mouth by them. 

Such toys and childcare articles containing 
these phthalates in a concentration greater 
than the limit mentioned above shall not be 
placed on the market.

Amendment by Parliament

[XX.] The following phthalates (or other 
CAS- and EINECS numbers covering the 
substance):
bis (2-ethylhexyl) phthalate (DEHP)
CAS No 117-81-7
EINECS No 204-211-0

dibutyl phthalate (DBP)
CAS No 84-74-2
EINECS No 201-557-4
benzyl butyl phthalate (BBP)
CAS No 85-68-7
EINECS No 201-622-7

(1a) The phthalates listed in point XX 
shall not be used as substances or as 
constituents of preparations, at 
concentrations of greater than 0.1% by 
mass of the plasticised material, in toys and 
childcare articles. 

(1b) Such toys and childcare articles 
containing these phthalates in a 
concentration greater than the limit 
referred to in paragraph 1a shall not be 
placed on the market.

[XXa.] The following phthalates (or other 
CAS- and EINECS numbers covering the 
substance):
di-"isononyl" phthalate (DINP)
CAS No 28553-12-0 and 68515-48-0
EINECS No 249-079-5 and 271-090-9

di-"isodecyl" phthalate (DIDP)
CAS No 26761-40-0 and 68515-49-1
EINECS No 247-977-1 and 271-091-4
di-n-octyl phthalate (DNOP)
CAS No 117-84-0
EINECS No 204-214-7

(1c) The phthalates listed in point XXa 
shall not be used as substances or as 
constituents of preparations, at 
concentrations of greater than 0.1% by 
mass of the plasticised material, in toys and 
childcare articles which can be placed in 
the mouth by children. 
(1d) Such toys and childcare articles 
containing these phthalates in a 
concentration greater than the limit 
referred to in paragraph 1c shall not be 
placed on the market.

Or. en

Justification

Reinstatement of amendment 16 of first reading. 
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Substances that are toxic to reproduction such as DEHP, DBP and BBP are rightly suggested 
to be banned in all toys. However, it is not appropriate to limit the restriction of DINP, DIDP 
and DNOP to toys for children under three. Putting toys into the mouth is not limited to 
children under three. These substances have been shown to have toxic effects and are 
therefore dangerous for children of any age. They should therefore be prohibited in all toys 
that can be put into the mouth.

Amendment by Marios Matsakis

Amendment 41
ANNEX

Annex I, point [XXa] (Directive 76/769/EEC)

Council common position

[XXa.] The following phthalates (or 
other CAS- and EINECS numbers 
covering the substance):
di-"isononyl" phthalate (DINP)
CAS No 28553-12-0 and 68515-48-0
EINECS No 249-079-5 and 271-090-9

di-"isodecyl" phthalate (DIDP)
CAS No 26761-40-0 and 68515-49-1
EINECS No 247-977-1 and 271-091-4
di-n-octyl phthalate (DNOP)
CAS No 117-84-0
EINECS No 204-214-7

Shall not be used as substances or as constituents of 
preparations, at concentrations of greater than 0,1% 
by mass of the plasticised material, in toys and 
childcare articles intended for children under three 
years of age and which can be placed in the mouth 
by them. 

Such toys and childcare articles containing these 
phthalates in a concentration greater than the limit 
mentioned above shall not be placed on the market.

Amendment by Parliament

[XXa.] The following phthalates (or 
other CAS- and EINECS numbers 
covering the substance):

di-"isononyl" phthalate (DINP)
CAS No 28553-12-0 and 68515-48-0
EINECS No 249-079-5 and 271-090-9
di-"isodecyl" phthalate (DIDP)
CAS No 26761-40-0 and 68515-49-1
EINECS No 247-977-1 and 271-091-4

di-n-octyl phthalate (DNOP)
CAS No 117-84-0
EINECS No 204-214-7

Shall not be used as substances or as constituents of 
preparations, at concentrations of greater than 0,1% 
by mass of the plasticised material, in toys and 
childcare articles intended for children and which 
can be placed in the mouth by them or can come 
into extensive contact with their skin. 
Such toys and childcare articles containing these 
phthalates in a concentration greater than the limit 
mentioned above shall not be placed on the market.
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Or. en

Amendment by Urszula Krupa

Amendment 42
ANNEX

Annex I [XXa], list (Directive 76/769/EEC)

Council common position

[XXa.] The following phthalates (or 
other CAS- and EINECS numbers 
covering the substance): 

di-"isononyl" phthalate (DINP) 
CAS No 28553-12-0 and 68515-48-0 
EINECS No 249-079-5 and 271-090-9 

di-"isodecyl" phthalate (DIDP) 
CAS No 26761-40-0 and 68515-49-1 
EINECS No 247-977-1 and 271-091-4 

di-n-octyl phthalate (DNOP) 
CAS No 117-84-0 
EINECS No 204-214-7

Shall not be used as substances or as constituents of 
preparations, at concentrations of greater than 0,1%
by mass of the plasticised material, in toys and 
childcare articles intended for children under three 
years of age and which can be placed in the mouth 
by them.

Such toys and childcare articles containing these 
phthalates in a concentration greater than the limit 
mentioned above shall not be placed on the market.

Amendment by Parliament

[XXa.] The following phthalates (or 
other CAS- and EINECS numbers 
covering the substance): 

di-"isononyl" phthalate (DINP) 
CAS No 28553-12-0 and 68515-48-0 
EINECS No 249-079-5 and 271-090-9 

di-"isodecyl" phthalate (DIDP) 
CAS No 26761-40-0 and 68515-49-1 
EINECS No 247-977-1 and 271-091-4 

di-n-octyl phthalate (DNOP) 
CAS No 117-84-0 
EINECS No 204-214-7

Shall not be used as substances or as constituents of 
preparations, at concentrations of greater than 0,01% by mass 
of the plasticised material, in toys and childcare articles 
intended for children under three years of age and which can 
be placed in the mouth by them.

Such toys and childcare articles containing these 
phthalates in a concentration greater than the limit 
mentioned above shall not be placed on the market.



AM\569323EN.doc 23/23 PE 359.891v03-00

EN

Or. pl

Justification

Phthalates which have a strong anti-androgenic effect and which play an adjuvant role in 
triggering allergic reactions should be almost entirely removed from circulation, particularly 
where they are a threat to the health of the most vulnerable section of the consumer 
population.

Amendment by Antonios Trakatellis

Amendment 43
ANNEX

Annex Ι, points [ΧΧ] and [ΧΧa], List (Directive 76/769/ΕΟΚ)

(1f) The label shall include the following 
pictogram:

0-3
Where the label is smaller or larger, the 
proportions of the above pictogram should be 
maintained accordingly.

Or. el

Justification

Simplification of the labelling to make it easily legible on all childcare articles.
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