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The ever-increasing demand for toys with new 
designs and features inevitably leads to new 
areas of concern for toy safety that were not 
foreseen when the current EU Directive on the 
safety of toys, 88/378/EEC, was adopted more 
than 20 years ago. In order to address these 
concerns, a new directive on the safety of toys 
was adopted in June 2009.

The Toy Safety Directive1 (TSD) 2009/48/EC 
will be implemented in 2 phases, with the 
first phase on physical and mechanical safety 
entering into force on 20 July 2011, followed 
by the second phase on chemical safety on 20 
July 2013.

Besides demanding higher levels of product 
safety through more stringent requirements in 
a wider range of areas, the TSD also places 
legal obligations on all operators throughout 
the supply chain: manufacturers, importers, 
authorised representatives and distributors 
alike have well-defined roles in ensuring the 
toys that are put on the European market 
comply with these new requirements. 

SCOPE
The TSD has widened the scope to include 
products that are designed or intended for 
use in play, but not necessarily exclusively, 
by children under 14 years of age. It also took 
out 5 of the 19 products on the previous list of 
products not regarded as toys as outside of the 
scope of the Directive – playground equipment 
intended for public use, automatic playing 
machines intended for public use, toy vehicles 
equipped with combustion engines, toy steam 

1 Download the Toy Safety Directive 2009/48/EC (TSD) in full from
http://eur-lex.europa.eu/LexUriServ/LexUriServ.do?uri=OJ:L:2009:170:00
01:0037:en:PDF

engines, and slings and catapult. The new list 
of products not regarded as toys also contains 
19 products; it clarifies existing entries as well 
as introducing new products such as bicycles 
with a maxium saddle height of more than 435 
mm, child-appealing luminaries and electrical 
transformers for toys2.
2 For a complete list of products that are not considered as toys within the 
meaning of the TSD, please refer to Annex I of the Directive 2009/48/EC.

KEY CHANGES
Some key changes of the new TSD are 
highlighted in Table A3. The large numbers 
of changes to the TSD pose many challenges 
to the toys industry. We highlight below two 

3 For more information, download the Guidance Document on the Directive 
(version 1.3) from http://eur-lex.europa.eu/LexUriServ/LexUriServ.do?uri=O
J:L:2009:170:0001:0037:en:PDF
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TABLE A: HIGHLIGHTS OF KEY CHANGES OF THE NEW TSD IN 2011 AND 2013

Key changes effective 20 July 2011 Key changes effective 20 July 2013

�� Physical and mechanical requirements
�� Sound-emitting toys
�� Toys which are intended to be put in the mouth 
�� Toys which will cause internal airway 

obstruction 

�� Warnings
�� Preceded by the word “Warning” or “Warnings”
�� Toys contained in food or co-mingled with food
�� Activity toys for domestic use
�� Magnetic toys

�� Electrical requirements
�� Internal voltage shall not exceed 24 volts and 

the toy shall not pose any risk of harmful electric 

shock if the toy is accidentally broken

�� Hygiene
��  Toys intended for children under 36 months of 

age must be washable

�� Packaging
�� Airway obstruction requirement for spherical, 

egg-shaped and detachable parts

�� Toy contained within food
�� Toys contained in food or co-mingled with food
�� Toys firmly attached to food stuff are banned

�� Chemical requirements
�� Carcinogens, mutagens and reproductive toxins 

(CMRs)
�� Nitrosamines and nitrosatable substances
�� Fragrances
�� Migration of certain elements
�� Cosmetic toys
�� Compliance with general and specific 

chemical legislation such as REACH, RoHS, 

WEEE, Batteries Directive and Packaging and 

Packaging Waste Directive.

�� Warnings
�� Packaging for fragrances in olfactory board 

games, cosmetic kits and gustative games
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of the new challenges that require especial 
attention: Technical Documentation which will 
be required starting from 20 July 2011, and 
Chemical Requirements which will enter into 
force on 20 July 2013.

TECHNICAL DOCUMENTATION
Technical Documentation is part of the current 
requirement for the CE Marking within the 
current Toy Directive. With the TSD, an 
addition requirement is the safety assessment 
that manufacturers are required to complete as 
part of the Technical Documentation. 

The safety assessment analyses hazards that 
a toy may present, as well as an assessment 
of the potential exposure to such hazards. 
Manufacturers must also foresee possible 
misuse of toys that could pose dangers to 
children. 

Manufacturers are obliged to produce the 
technical documentation which contains all 
relevant data or details demonstrating the toy 
complying with the requirements in the TSD.  
Manufacturers should include the following 
information in the Technical Documentation4:

1.  Detailed description of design and 
manufacture, including:

�� Toy description, high resolution picture 
of the toy in colour, operation and 
manufacturing procedure, design and 
manufacturing drawings, explanation of 
drawings, accompanying documents, print 
of packaging and age suitability.

�� A list of components and materials 
represented by a bill of materials (BOM) 
and bill of substances (BOS).

�� Safety Data Sheet (SDS) providing 
information on chemicals used.

2.  Description of the conformity 
assessment procedure followed
Either self verification or third party 
verification.

3.  EC declaration of conformity (DoC)
Stating that the fulfilment of the essential 
safety requirements of the Directive have 
been demonstrated. The DoC shall also 

4 See the Technical Documentation Guidance Document – Version 1.0 
(05/04/2011) at http://ec.europa.eu/enterprise/sectors/toys/files/
guidance-documents/technical_documentation_guidance_document_
rev_1.0_en_.pdf

indicate which harmonized standards were 
used.

4.  Addresses of places of manufacture 
and storage
Including addresses that are located 
outside of the EU. 

5.  Copies of documents that the 
manufacturer has submitted to a 
notified body and EC type examination 
certificate
In cases where the hazards are not 
addressed by the harmonized standards.

6.  Testing reports

7.  Safety Assessment, including:

�� Mechanical and physical hazards
�� Flammability hazards
�� Chemical hazards
�� Electrical hazards
�� Hygiene hazards
�� Radioactivity hazards

The TSD requires that the Technical 
Documentation must be written in one of the 
official languages of the EU and that it must 
be kept for 10 years. Importers and distributors 
should also ensure it is retained and made 
available to market surveillance authorities 
upon request. If a manufacturer does not have 
the technical documentation for a certain toy, 
market surveillance authorities can oblige 
the manufacturer to test the toy by a notified 
body whereby the costs are paid by the 
manufacturer.

UPCOMING CHEMICALS CHALLENGES 
IN 2013
The TSD presents stringent safety 
requirements for toys to be marketed in the EU, 
especially those relating to the use of chemical 
substances, such as CMRs, nitrosamines and 
nitrosatable substances, fragrances and the 
migration of heavy metal elements. The impact 
to the industry is substantial.

1. Carcinogenic, Mutagenic, Toxic to 
Reproductive substances (CMRs)
Chemicals such as formamide in EVA mats, 
flame retardants and polycyclic aromatic 
hydrocarbons (PAHs) in toys made of plastics 
and rubber, can cause cancer, alter genetic 
information or be toxic to reproduction.  

These chemicals are the so-called CMRs 
(carcinogenic, mutagenic or toxic to 
reproduction). 

The new TSD restricts the use of chemicals 
which are classified as CMR category 1A, 1B or 
2 according to Regulation (EC) No 1272/2008. 
This means in principle all categories of CMRs 
are prohibited in toys as intentionally added 
components unless specific exemptions apply.

2. Nitrosamines and Nitrosable 
substances 
N-nitrosamines and N-nitrosatable substances 
in rubbery toys designed for children under 36 
months or intended to be put in the mouth are 
prohibited if the migration of the substance is 
≥ 0.05 mg/kg for nitrosamines and ≥ 1 mg/kg 
for nitrosatable substances.

3. Allergenic fragrances 
Toys in general are prohibited from containing 
allergenic fragrances. If it is technically 
unavoidable under good manufacturing 
practice (GMP), then the 55 banned fragrance 
substances can be present provided the 
concentration does not exceed 100 mg/kg 
per substance. Obligatory labeling applies to 
another 11 allergenic fragrances when their 
concentration exceeds 100mg/kg of the toy or 
components of it.

4. Migration of Heavy Metal Elements
The list of elements in the current TSD is 
enlarged to 19 heavy metals with stricter 
limit values. The limits apply to toys or 
components of toys that are accessible to 
children when the toys are used as intended or 
in a foreseeable way, taking into account the 
behavior of children. Details of the 3 material 
type categories, new elements and migration 
limits are summarised in Table B (next page).

The acceptable limit values of restricted 
chemicals are still being discussed among 
the Member States while the Scientific 
Committees continue sharing their opinions 
based on risk assessments and studies. 
Chemical Testing standards are being 
drafted by the European Committee for 
Standardisation (CEN).

ENFORCEMENT
The European Commission recently published 
a press release5 on the TSD, stating that 
5 See http://europa.eu/rapid/pressReleasesAction.do?reference=MEMO/
11/448&type=HTML

http://ec.europa.eu/enterprise/sectors/toys/files/guidance-documents/technical_documentation_guidance_document_rev_1.0_en_.pdf
http://ec.europa.eu/enterprise/sectors/toys/files/guidance-documents/technical_documentation_guidance_document_rev_1.0_en_.pdf
http://ec.europa.eu/enterprise/sectors/toys/files/guidance-documents/technical_documentation_guidance_document_rev_1.0_en_.pdf
http://europa.eu/rapid/pressReleasesAction.do?reference=MEMO/11/448&type=HTML
http://europa.eu/rapid/pressReleasesAction.do?reference=MEMO/11/448&type=HTML
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strong Member State market surveillance 
systems will be in place to ensure toys placed 
on the European market meet the new safety 
requirements.  

The strengthened market surveillance 
activities will include adequate checks at the 
EU external borders and visits to premises of 
all economic operators (i.e. manufacturers, 
authorised representatives, importers and 
distributors) to ensure that dangerous toys 
are immediately prohibited or withdrawn. In 
addition, toys that present a serious risk can be 
destroyed by the authorities.

As China is the leading manufacturer of toys 
imported into the EU, the Commission will 
continue to provide training to manufacturers 
in China in order to promote toy safety.

Increased market surveillance will also help 
to combat the problems of counterfeiting and 
parasitic copying.

HOW TÜV SÜD CAN HELP
TÜV SÜD will continue to monitor the 
standards and legislative requirements in 
the EU, allowing manufacturers and retailers 
to keep abreast of ever-changing market 
trends. TÜV SÜD’s worldwide network of test 
laboratories offers comprehensive testing 
solutions that will cater to both local and 
international clients’ requirements. Our experts 
provide advice during development stage, thus 
minimizing risk and lowering the cost of non 
compliance at an early stage. �  

TABLE B: MIGRATION LIMITS FOR TOYS OR COMPONENTS OF TOYS
Element mg/kg 

In dry, brittle, powder-like 
or pliable toy material, e.g. 
compressed paint tablets, 
magic sand, chalk, crayons, 
etc.

mg/kg

In liquid or sticky toy 
material, e.g. bubble 
solution, slimes, finger 
paints, glue stick, etc.

mg/kg 

In scraped-off toy material, 
e.g. surface coating, 
polymers, wood, textiles, 
metals, etc.

Aluminum 5 625 1 406 70 000

Antimony 45 11.3 560

Arsenic 3.8 0.9 47

Barium 4 500 1 125 56 000

Boron 1 200 300 15 000

Cadmium 1.9 0.5 23

Chromium (III) 37.5 9.4 460

Chromium (VI) 0.02 0.005 0.2

Cobalt 10.5 2.6 130

Copper  622.5 156 7 700

Lead 13.5 3.4 160

Manganese  1 200 300 15 000

Mercury 7.5 1.9 94

Nickel  75 18.8 930

Selenium 37.5 9.4 460

Strontium  4 500 1 125 56 000

Tin 15 000 3 750 180 000

Organic tin 0.9 0.2 12

Zinc  3 750 938 46 000


