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Poisons Centres

Detailed product information necessary!

Informing the public and/or medical personnel about

symptoms and treatment of acute intoxications

Product Amount Patient



The Netherlands

Product information requirements

Safety Data Sheet + Composition file

Exact composition: all ingredients without concentration threshold

1              Exact concentrations of all ingredients

2 Exact concentration for ingredients in hazard class: T+, T, C, Xi, Xn
CLP Regulation: all health hazard classes

Defined concentration ranges (see below) for the other ingredients

3             Defined concentration ranges:

<0,1%, 0,1-1%, 1-5%, 5-10%, 10-20%, 20-30%, 30-50%, 50-75%,75-100%

Alternative: <0,1%, 0,1-1%, 1-5%, 5-10%, 10-15%, 15-30%, 30-60%, 60-100%
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Harmonisation of product information

The appointed bodies shall have at their 

disposal all the information … to carry out 

the tasks for which they are responsible

This information shall include the chemical 

composition of mixtures…

CLP Regulation (EC) No 1272/2008, article 45

(Preparations Directive 1999/45/EC, article 17)

• Requirements on composition/concentration

• Notification forms

• Methods of electronic notification

Differently implemented in EU Member States:

HARMONISATION!



EC No 1272/2008, article 45, paragraph 4

By 20 January 2012 the Commission shall carry out a review to assess 

the possibility of harmonising the information referred to in paragraph 1, including 

establishing a format for the submission of information by importers and downstream users 

to appointed bodies. On the basis of this review, and following consultation with relevant 

stakeholders such as the European Association of Poison Centres and Clinical 

Toxicologists (EAPCCT), the Commission may adopt a Regulation adding an Annex to this 

Regulation

Harmonisation of product information

• 20 January 2012: EC Review

Harmonising information and format 

• EAPCCT important stakeholder

• Annex to the Regulation

Lead by: European Commission DG Enterprise & Industry



Stakeholders

EAPCCT WG on Poisons Centres Activities / European Regulatory Issues

Member State governmental authorities

Industry



Stakeholder discussions

http://ec.europa.eu/enterprise/sectors/chemicals/classification/poison-centres/index_en.htm

• EAPCCT Guidelines 2010

• Product category system

• Data exchange format

• European product database

• Unique Product Identifier (UPI)2012

• Introductory meeting: COM, PC

2010 

• Stakeholder workshop

• 2 meetings: COM, PC, GA, IND

• Discussion on CIRCA website

• CARACAL meeting

2009

• 3 meetings: COM, PC, GA

• Review cf. article 45(4)

2011



PHYSICAL/CHEMICAL CHARATERISTICS

CATEGORISATION

CLASSIFICATION

PACKAGING

TOXICOLOGY

COMPANY INFORMATION

IDENTIFICATION OF THE MIXTURE

- Mixture identifiers

- Unique Product Identifier

COMPOSITION

- Substances in the mixture

- Substance concentrations 

- Renotification rules

OTHER INFORMATION

EAPCCT Guidelines 2010



Acute toxicity Oral

Acute toxicity Dermal

Acute toxicity Inhalation

STOT - single exp

STOT - repeated exp

Aspiration hazard

Skin corrosion/irritation

Eye damage/irritation

Respiratory sensitisation

Skin sensitisation

Carcinogenicity

Mutagenicity

Reproductive toxicity
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Health hazard classes Categories

CLP Regulation (EC) No 1272/2008

EAPCCT Guidelines 2010 - composition

Exact concentrations for 

substances with specific
hazard classification

Complete list of ingredients

For all other substances 

in the mixture 

concentration bands: 

0-0,1%, 0,1-1%, 1-3%, 

3-10%, 10-20%, 20-30%, 

30-50%, 50-75%, >75%



Unique Product Identifier

Identification of the mixture is important!

Product Name

Product LabelProduct Information

Product Name

UPI: 66601

12-04-2010 16:45

• UPI changes with formula change

• Date-time stamp to distinguish datasets with same formula

Formula 1

Product NameProduct Name

Formula 2

05-08-2011 9:12

UPI: 66602 

Product Name

Formula 2  (66602)

06-11-2012 14:03 

(66601)

(66602)



Unique Product Identifier

U
P

I

BfR project: CEN standardisation EN 15178

UPI Generator: http://upi.toxalert.fr

Proposal of EAPCCT Working Group

• Allows companies to assign UPI themselves

• Product identification element near barcode + symbol

Input: country code, VAT number, product code

Output: UPI



Data exchange format

European product database

Electronic data exchange format

eXtensible Markup Language (XML)

• automatic control of validity and quality of data before data import

Up to 27 EU Member States

European
product
database



Stakeholder views

Requirements on composition

Adaptations to EAPCCT guidelines

• Small ranges for substances with

specific classification

• Concentration threshold for 
non-classified substances

Cost / benefit analyses

Analyse necessary adaptations of 

labelling rules in CLP Regulation

European product database

Unique Product Identifier (UPI)

Most important: harmonised XML format

Possibility will be explored:

cost / benefit, where to develop, security, 
effect on SME, languages

Experience from Cosmetics database



Review according to Article 45(4)

Harmonisation of 
product notification

feasible!

21-23 March 2012 

MS Reactions from:

The Netherlands, Finland, Sweden, Austria, 

Cypres, Belgium, Germany, Italy, UK, Portugal

All in favour of harmonisation!

20 January 2012

CARACAL (Competent Authorities for REACH and CLP)



Next steps

COM Working Group to continue the discussion 

Next meeting: 29 November 2012

Latest at the end of 2013: finalise the discussions

2014: draft proposal for an Annex to the CLP Regulation



Thank you for your attention!

Poisons
centres

Governmental
authoritiesIndustry

COM



EXTRA SLIDES



COMPANY INFORMATION

- Company placing the mixture on the market

- Company submitting the mixture information

- Contact Point(s) in case of emergency

IDENTIFICATION OF THE MIXTURE

- Mixture identifiers

- Unique Product Identifier

COMPOSITION

- Substances in the mixture

- Substance concentrations 

- Renotification rules

CATEGORISATION

- Product Category

- Consumer / Professional only use

CLASSIFICATION

- Classification

- Label elements

PACKAGING

- Type(s)

- Size(s)

- Labels

PHYSICAL/CHEMICAL CHARATERISTICS

- Physical state

- pH

- Total reserve acidity/alkalinity

TOXICOLOGY

OTHER INFORMATION

SDS

EAPCCT dataset

Add. Info

EAPCCT Guidelines 2010



Unique Product Identifier



EAPCCTSDS

Thresholds for
dangerous substances

Thresholds for
all substances

Exact composition

DUTCH SURVEY 2007

EAPCCT

Exact concentration
and specified ranges

SDS

No guidelines Specified ranges Exact concentration

Composition

Requirements in EU countries

COMPOSITION

CONCENTRATION


