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Preface

This document provides guidance on basic features and procedures laid down in Regulation
(EC) No 1272/2008 on classification, labelling and packaging of substances and mixtures
(the CLP Regulation or simply ‘CLP"), which entered into force on 20 January 2009 in the EU
countries and has now relevance for European Economic Area (EEA) countries (i.e. it is
implemented in the EU countries and in Norway, Iceland and Liechtenstein)!. Commission
Delegated Regulation (EU) 2023/707 introduced certain new hazard classes in the CLP
Regulation. By Regulation (EU) No 2024/2865 certain provisions were amended and new
provisions were added.

The aim of the current update to this document is to provide an overview of the obligations
under CLP.

For more detailed guidance on classification and labelling in accordance with the CLP criteria,
and for information on general aspects concerning all hazard classes, we recommend that
you consult the legal text of the CLP Regulation itself, including its annexes, together with
the more specific guidance provided in the Guidance on the Application of CLP Criteria and
the Guidance on labelling and packaging in accordance with Regulation (EC) No 1272/2008.

As you may also have to comply with the Regulation (EC) No 1907/20062 (the REACH
Regulation or simply ‘REACH’), we have highlighted throughout this guidance the relevant
REACH obligations which play a role in the context of the CLP Regulation. Furthermore, we
point to those guidance documents related to the REACH Regulation which can assist in
applying the CLP Regulation.

All current ECHA guidance documents are available at:
https://echa.europa.eu/support/guidance.

! The CLP Regulation was incorporated in the EEA Agreement by Decision of the EEA Joint Committee No 106/2012
of 15 June 2012 amending Annex II (Technical regulations, standards, testing and certification) to the EEA
Agreement (OJ L 309, 8.11.2012, p. 6-6).

2 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 Directive
91/155/EEC.93/67/EEC, 93/105/EC and 2000/21/EC (OJ L 369,30.12.2006, corrected version in OJ 1163,
29.05.2007,p.3).


https://echa.europa.eu/guidance-documents/guidance-on-clp
https://echa.europa.eu/guidance-documents/guidance-on-clp
https://echa.europa.eu/support/guidance
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Abbreviations
ADN European Agreement concerning the International Carriage of

ADR

ATE

ATP

BPR

C&L Inventory
CAS
CLH
CLP Regulation

CMR
CRF
CSA
CSR
DPD

DSD

ECHA
ED HH
ED ENV
EEA

Dangerous Goods by Inland Waterways annexed to resolution No. 223
of the Inland Transport Committee of the Economic Commission for
Europe

European Agreement concerning the International Carriage of
Dangerous Goods by Road under framework Directive 94/55/EC

Acute Toxicity Estimate: acute toxicity values are expressed as
(approximate) LDso (oral, dermal) or LCso (inhalation) values or as ATEs

Adaptation to Technical and Scientific Progress (in this guidance ‘ATP’
refers to an ATP to the CLP Regulation)

Biocidal Products Regulation: Regulation (EU) No 528/2012 of the
European Parliament and of the Council of 22 May 2012 concerning the
making available on the market and use of biocidal products repealing
Directive 98/8/EC of the European Parliament and of the Council of 16
February 1998 concerning the placing of biocidal products on the
market, as amended [O]J L 123, 24.4.98, p. 1], with effect from 1
September 2013

Classification and Labelling Inventory
Chemical Abstracts Service
Harmonised Classification and Labelling

Regulation (EC) No 1272/2008 of the European Parliament and of the
Council of 16 December 2008 on classification, labelling and packaging
of substances and mixtures, amending and repealing Directives
67/548/EEC and 1999/45/EC, and amending Regulation (EC) No
1907/2006

Carcinogenic, mutagenic, toxic for reproduction
Child-resistant fastening

Chemical Safety Assessment

Chemical Safety Report

Dangerous Preparations Directive: Directive 1999/45/EC of the
European Parliament and of the Council of 31 May 1999 concerning the
approximation of the laws, regulations and administrative provisions of
the Member States relating to the classification, packaging and labelling
of dangerous preparations

Dangerous Substances Directive: Council 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

European Chemicals Agency

Endocrine Disruptor for human health

Endocrine Disruptor for the environment

European Economic Area



Introductory Guidance on the CLP Regulation

Version 4.0 - December 2025 14

EFSA European Food Safety Authority

EINECS European Inventory of Existing Commercial Chemical Substances

EC European Commission

EEC European Economic Community: an organization formed in 1958 that
developed into the European Community, which then became the
European Union in 1994

EU European Union

GCL Generic Concentration Limit

GHS (United Nations) Globally Harmonised System of Classification and
Labelling of Chemicals: it defines the criteria internationally agreed by
the United Nation Economic and Social Council (UN ECOSOC) for the
classification and labelling of hazardous substances and mixtures

HSDB Hazardous Substances Data Bank

ICAO ‘International Civil Aviation Organisation’, refers to Annex 18 to the
Convention on International Civil Aviation ‘The Safe Transport of
Dangerous Goods by Air’

IMDG ‘International Maritime Dangerous Goods Code’ for the transport of
dangerous goods by sea

IPCS International Programme on Chemical Safety

IRIS Integrated Risk Information System

IUCLID International Uniform Chemical Information Database

IUPAC International Union of Pure and Applied Chemistry

LCso Lethal Concentration for 50% of the test population

LDso Lethal Dose for 50% of the test population

M-factor Multiplying factor

NICNAS (Australia) National Industrial Chemicals Notification and Assessment
Scheme

NIOSH (United States) National Institute of Occupational Safety and Health

OECD Organisation for Economic Cooperation and Development

OSHA (United States) Occupational Safety and Health Administration

PBT Persistent Bioaccumulative and Toxic

PIC Regulation

PMT
PPPR

PPORD
(Q)SAR

Prior Informed Consent Regulation: Regulation (EU) No 649/2012 of the
European Parliament and of the Council of 4 July 2012 concerning the
export and import of hazardous chemicals (recast) [OJ L 201 27.07.2012
p 60]

Persistent, Mobile and Toxic

Plant Protection Products Regulation: Regulation (EC) No 1107/2009 of
the European Parliament and of the Council of 21 October 2009
concerning the placing of plant protection products on the market and
repealing Council Directives 79/117/EEC and 91/414/EEC

Product and process-orientated research and development

(Quantitative) Structure-Activity Relationship
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REACH Regulation Regulation (EC) No 1907/2006 of the European Parliament and of the

RID

UN RTGD

UN ECOSOC
RTECS
SCL
SDS
SVHC
TWD
Toxline
TOXNET
UFI

UN

US EPA
vPvB
vPVM

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

Regulation concerning the International Carriage of Dangerous Goods
by Rail under framework Directive 96/49/EC [Annex 1 to Appendix B
(Uniform Rules concerning the Contract for International Carriage of
Goods by Rail) of COTIF (Convention concerning international carriage
by rail)]

United Nations Recommendations on the Transport of Dangerous
Goods

United Nations Economic and Social Council (UN ECOSOC)
Registry of Toxic Effects of Chemical Substances
Specific Concentration Limit

Safety Data Sheet

Substance of Very High Concern

Tactile Warnings of Danger

Toxicology Literature online database
Toxicology data network

Unique Formula Identifier

United Nations

United States Environmental Protection Agency
very Persistent, very Bioaccumulative

very Persistent, very Mobile
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1. Introduction

1.1 About this guidance

This guidance document has been written to help you to find your way around the
requirements of Regulation (EC) No 1272/2008 on Classification, Labelling and Packaging of
Substances and Mixtures (the CLP Regulation, which entered into force on 20 January 2009,
see https://echa.europa.eu/regulations/clp/legislation). You will be introduced to the basic
features and procedures of CLP, but you are advised to consult the legislative text for
additional details and to confirm understanding. In relation to the CLP classification criteria
as such you are recommended to consult the Guidance on the Application of the CLP Criteria
which also provides substance-specific guidance where this is relevant for a particular
classification, e.g. for the aquatic classification of metals. For detailed guidance on the
labelling and packaging requirements you should read the Guidance on Labelling and
Packaging in accordance with the CLP Regulation?.

Many provisions of the CLP Regulation are closely linked to provisions under the REACH
Regulation and other EU legislation. The most relevant links to the REACH Regulation, to the
Biocidal Products Regulation, and the Plant Protection Products Regulation are briefly
explained in separate sections of this guidance document. In addition, links with REACH are
noted briefly in the individual sections of this document, where appropriate.

1.2 Who is this guidance for?

This guidance has been written for suppliers of substances and mixtures and for producers
or importers of certain specific articles* who must apply the rules for classification, labelling
and packaging under the CLP Regulation. Suppliers are manufacturers of substances,
importers of substances or mixtures, downstream users (including formulators, i.e.
producers of mixtures) and re-importers, and distributors (including retailers), placing on
the market substances on their own or in mixtures (see section 2 of this guidance
document). A substance or a mixture shall not be placed on the market unless a supplier,
established in the EU, fulfils the requirements set out in the CLP Regulation.

This document is meant for those who already have a basic understanding of classification,
labelling and packaging. This document will not explain everything from the basics, but it
provides a good overview of the features of the CLP Regulation.

3 Both Guidance documents are available at https://echa.europa.eu/guidance-documents/guidance-on-clp.

4 As a producer or importer of an article you are only affected by the CLP Regulation if you produce or import an
explosive article as described in section 2.1 of Annex I to CLP or where REACH Articles 7 or 9 provide for registration
or notification of a substance contained in an article.



https://echa.europa.eu/regulations/clp/legislation
https://echa.europa.eu/guidance-documents/guidance-on-clp
https://echa.europa.eu/guidance-documents/guidance-on-clp
https://echa.europa.eu/guidance-documents/guidance-on-clp
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1.3 What is CLP, and why do we have it?

Trade in substances and mixtures is not only an issue relating to the internal (EU)°> market,
but also to the global market. Harmonised criteria for classification and labelling together
with general principles of their application were carefully developed within the United Nations
(UN) structure, with a view to facilitating worldwide trade while protecting human health
and the environment. The result is called the Globally Harmonised System of Classification
and Labelling of Chemicals (GHS), the first edition of which was adopted in 2002 (see also:
http://www.unece.org/trans/danger/publi/ghs/ghs welcome e.html).

The CLP Regulation follows various declarations whereby the EU confirmed its intention to
contribute to the global harmonisation of criteria for classification and labelling through the
incorporation of the internationally agreed GHS criteria into EU law. Enterprises should
benefit from the global harmonisation of rules for classification and labelling and from
consistency between, on the one hand, the rules for classification and labelling for supply
and use and, on the other hand, those for transport.

The CLP Regulation to which this guidance document refers is that based on the 7% revision
of the GHS. The CLP Regulation additionally took on board some features and procedures
from the previous EU system of classification and labelling, represented by Directive
67/548/EEC (‘Dangerous Substances Directive’ (DSD)) and Directive 1999/45/EC
(‘Dangerous Preparations Directive’ (DPD)), which are not part of the GHS. Therefore, the
CLP Regulation is similar, but not identical, to the way in which the GHS is introduced into
the legal framework of countries outside the EU (note that differences may exist between
implementation in individual non-EU countries). In addition, the CLP Regulation has
introduced some new hazard classes not covered by GHS, such as endocrine disruption for
human health and for the environment (Commission Delegated Regulation (EU) 2023/707).

The CLP Regulation is legally binding across the EU. It is directly applicable to all industrial
sectors.

1.4 What is hazard classification, labelling and packaging?

The hazard of a substance or mixture is the potential for that substance or mixture to cause
harm. It depends on the properties of the substance or mixture. In this context, hazard
evaluation is the process by which information about the properties of a substance or
mixture is assessed to determine its potential to cause harm. In cases where the nature and
severity of an identified hazard meet the classification criteria, hazard classification is the
assignment of a standardised description of this hazard of a substance or a mixture causing
harm due to its physical properties or its effects on human health or the environment.

One of the main aims of the CLP Regulation is to determine whether a substance or mixture
displays properties that lead to a classification as hazardous. Whenever there is a discussion
about ‘substances and mixtures’ in this guidance document, this also covers those ‘certain
specific articles’, such as explosives, that are subject to classification according to Part 2 of
Annex I to CLP.

Once hazardous properties are identified and the substance or mixture is classified
accordingly, suppliers (manufacturers, importers, downstream users and distributors of
substances and mixtures, and producers and importers of certain specific articles), must
communicate the identified hazards of these substances or mixtures to other actors in the
supply chain, including consumers. Hazard labelling allows for the communication of hazard
classification to the user of a substance or mixture, to alert the user to the presence of a

> Note that whenever there is a reference to the Union (EU) in this document, the term also covers the European
Economic Area (EEA) countries Iceland, Liechtenstein and Norway. With the entry into force of the Treaty of Lisbon
in 2009, the term ‘Community’ was replaced by ‘Union’.
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hazard and the need to manage the associated risks.

The CLP Regulation sets general packaging rules to ensure the safe supply of hazardous
substances and mixtures (CLP Recital 49 and CLP Title 1IV).

1.5 What about the assessment of risk?

The classification of a substance or a mixture reflects the type and severity of the hazards
of that substance or mixture. It should not be confused with risk assessment, which relates
a given hazard to the actual exposure of humans or the environment to the substance or
mixture displaying this hazard. Nevertheless, the common denominator for both
classification and risk assessment are hazard identification and hazard assessment.

1.6 What is the role of ECHA?

The European Chemicals Agency (ECHA) is an EU body which plays a central role in the
implementation of several EU Regulations®.

ECHA provides Member States and the institutions of the EU with scientific and technical
advice on questions relating to chemicals (substances and mixtures) which fall within its
remit. ECHA's tasks under the CLP Regulation include:

e Providing industry with technical and scientific guidance and tools on how to comply
with the obligations (CLP Article 50);

e Providing Member State Competent Authorities with technical and scientific guidance
(CLP Article 50);

e Providing support to the national helpdesks (CLP Articles 44 and 50);

e Establishing and maintaining a classification and labelling (C&L) inventory in the form
of a database and receiving notifications to the C&L inventory (CLP Article 42);

e Receiving proposals for the harmonised classification of a substance or a group of
substances from Member State Competent Authorities and suppliers, and submitting
an opinion on such proposals for classification to the Commission (CLP Article 37);

e Receiving, evaluating and deciding upon the acceptability of requests to use an
alternative chemical name (CLP Article 24);

e Preparing and submitting to the Commission draft exemptions from the labelling and
packaging requirements upon request by the Commission (CLP Article 29(5)); and

e Preparing a proposal for CLH of a substance or a group of substances, upon request
by the Commission (CLP Article 37(1)).

6 E.g. REACH, CLP, BPR, PIC, the Drinking Water Directive. For a full list of Regulations and directives see Legislation
- ECHA (europa.eu).
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2. Roles and obligations under the CLP Regulation

2.1 Roles under the CLP Regulation

The obligations placed on suppliers of substances or mixtures under the CLP Regulation will
mostly depend upon their role in relation to a substance or mixture in the supply chain. It
is therefore most important that you identify your role under the CLP Regulation.

A substance or a mixture shall not be placed on the market unless a supplier is established
in the Union (Article 4(11))".

To identify your role, read the five different descriptions set out in Table 1, which are based
on the definitions contained in CLP Article 2. For further clarifications in relation to the roles
of ‘downstream user’ or ‘distributor’, you can consult the Guidance for downstream users.

Where a description matches your activities, your role under the CLP Regulation is set out
to the right of that description. Please read each description carefully, as you may have
more than one role under the CLP Regulation.

The CLP obligations to classify, label and package are generally linked to the supply of
substances or mixtures to a third party (placing on the EU market). However, independently
of any supply, the classification of substances is also relevant for the correct preparation of
a registration or notification for the purposes of REACH. This guidance should therefore also
serve those preparing such submissions under the REACH Regulation. Labelling and
packaging obligations are generally not relevant when a registration or notification is
prepared for the purposes of the REACH Regulation, but no supply is taking place.

7 The CLP Regulation does not recognise the role of ‘only representative’, which is foreseen in REACH.


https://echa.europa.eu/guidance-documents/guidance-on-reach
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Table 1 - Identifying your role under the CLP Regulation

Descriptions Your role under the

CLP Regulation

1 A natural or legal person established within the EU who produces | Manufacturer (V)

or extracts a substance in the natural state within the EU.

2 A natural or legal person established within the EU who is | Importer
responsible for the physical introduction into the customs
territory of the EU.

3 A natural or legal person established within the EU, other than | Downstream User (2
the manufacturer or the importer, who uses a substance, either | (including formulator /
on its own or in a mixture, during their industrial or professional | re-importer)

activities.

4 A natural or legal person established within the EU, including a | Distributor (including
retailer, who only stores and places on the market a substance, | retailer)

on its own or in a mixture, for third parties.

5 A natural or legal person who makes or assembles an article | Producer of articles (3
within the EU; where an article means an object which during
production is given a special shape, surface or design which
determines its function to a greater degree than does its

chemical composition.

Notes:

) In everyday language the term *‘manufacturer’ can cover both the (natural/legal) person producing substances
and the (natural/legal) person producing mixtures (formulator). In contrast to this everyday language, the term
‘manufacturer’ in the REACH and CLP Regulations only covers the person producing substances. The formulator
is a ‘downstream user’ under the REACH and CLP Regulations.

@) A distributor or consumer is not a downstream user.

(®) As a producer or importer of an article, you are only affected by the CLP Regulation if you produce or import
an explosive article as described in section 2.1 of Annex I to CLP or where REACH Article 7 or 9 provides for
registration or notification of a substance contained in an article (CLP Article 4).
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2.2 Obligations under the CLP Regulation

The CLP Regulation places a general obligation for all suppliers in the supply chain to co-
operate to meet the requirements for classification, labelling and packaging (CLP Article
4(9)). Otherwise, your specific obligations under the CLP Regulation depend upon your role
in the supply chain, as determined in Table 1. Tables 2 to 5 below set out the obligations for
each of the roles and indicate the key sections of this guidance document in each case.

From 1 July 2026, there must be a supplier (e.g. manufacturer, importer) established in the
EU in place for every hazardous substance or mixture that is placed on the EU market (CLP
Article 4(11)). This supplier, during an industrial or professional activity, must ensure that
the substance or the mixture meets the CLP requirements when it is being placed on the
market, including via distance sales, such as via online marketplaces. This avoids situations
where consumers become importers when buying the substance or the mixture via distance
sales from economic operators established outside the EU.

Table 2 - Obligations of a manufacturer or importer of a hazardous substance or
mixture

Obligations under the CLP Regulation Key sections

1 You must classify, label and package substances and mixtures | 6

according to the CLP Regulation before placing them on the market.

You must also classify substances not placed on the market that are
subject to registration or notification in line with REACH Articles 6, 9,
17 or 18 (CLP Article 4).

You must classify in line with CLP Title IT (CLP Articles 5-14). 7-10
3 You must label in line with CLP Title III (CLP Articles 17-34b). 11 -13
You must package in line with CLP Title IV (CLP Article 35). 11 and 13

> You must notify the classification and labelling elements of hazardous | 15
substances placed on the market to the C&L inventory established at
the Agency (CLP Article 40).

6 You must take all reasonable steps available to you to make yourself | 16
aware of new scientific or technical information that may affect the
classification of the substances or mixtures you place on the market.
When you become aware of such information which you consider to be
adequate and reliable you must, without undue delay, carry out a new

evaluation of the relevant classification (CLP Article 15).

7 You must update the label following any change to the classification | 13 and 16
and labelling of that substance or mixture within six*) or 18 months, or
by the date set out in the respective delegated act, depending on the
change (CLP Article 30).
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Obligations under the CLP Regulation Key sections

8 Before submitting a proposal for harmonised classification and labelling | 15
(CLH) to ECHA you must notify the Agency of this intention (CLP Article
37(2a).

9 If you have new information that may lead to a change of the CLH | 19

elements of a substance (Part 3 of Annex VI to CLP), you must submit
a proposal to the Competent Authority in one of the Member States in
which the substance is placed on the market (CLP Article 37(6)).

10 You must assemble and keep available all the information required for | 18
the purposes of classification and labelling under CLP for a period of at
least 10 years after you have last supplied a substance or mixture. This
information should be kept together with the information required in
REACH Article 36 (CLP Article 49).

11 You must notify certain information relating to hazardous mixtures to | 188
those Member State bodies or ECHA which are responsible for receiving
information relating to emergency health response (CLP Article 45 and
Annex VIII).

Note: ) This may be subject to a modification following the entry into force of the Chemicals Omnibus VI

Regulation.

Table 3 - Obligations of a downstream user (including formulator)

Obligations under the CLP Regulation Key sections

1 You must classify, label and package substances and mixtures | 6
according to CLP before placing them on the market (CLP Article 4).
However, you may also take over the classification for a substance or
mixture derived already by another actor in the supply chain, if you

do not change the composition of this substance or mixture.

8 See also the Guidance on harmonised information relating to emergency health response.
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Obligations under the CLP Regulation Key sections

2 In case you change the composition of the substance or mixture you | 7 - 10
place on the market, you must classify in line with CLP Title II (CLP
Articles 5-14).

3 You must label in line with CLP Title III (CLP Articles 17-34b). 11 - 13
4 You must package in line with CLP Title IV (CLP Article 35). 11 and 13
5 You must take all reasonable steps available to you to make yourself | 16

aware of new scientific or technical information that may affect the
classification of the substances or mixtures you place on the market.
When you become aware of such information which you consider to
be adequate and reliable you must, without undue delay, carry out a

new evaluation of the relevant classification (CLP Article 15).

6 You must update the label following any change to the classification 11 and 6
and labelling of that substance or mixture within six(*) or 18 months,
or by the date set out in the respective delegated act, depending on
the change (CLP Article 30).

7 If you have new information that may lead to a change of the CLH | 19
elements of a substance you must submit a proposal to the Competent
Authority in one of the Member States in which the substance is placed
on the market (CLP Article 37(6)). Before submitting a proposal to
ECHA you must notify the Agency of your intention to submit a

proposal for CLH.

8 You must assemble and keep available all the information required for | 18
the purposes of classification and labelling under the CLP Regulation
for a period of at least 10 years after you have last supplied a
substance or mixture. This information should be kept together with
the information required in REACH Article 36 (CLP Article 49).
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Obligations under the CLP Regulation Key sections

9 You must notify certain information relating to hazardous mixtures to | 18°
those Member State bodies or ECHA which are responsible for
receiving information relating to emergency health response (CLP

Article 45 and Annex VIII).

Note: ) This may be subject to a modification following the entry into force of the Chemicals Omnibus VI

Regulation.

° See also the Guidance on harmonised information relating to emergency health response.
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Table 4 - Obligations of a distributor (including retailer)

Obligations under the CLP Regulation Key sections

1 You must label and package the substances and mixtures you place on | 11 - 15
the market (CLP Article 4).

2 You may take over the classification for a substance or mixture derived | 6 and 11
in accordance with Title II of the CLP Regulation already by another
actor in the supply chain, for example from a safety data sheet supplied
to you (CLP Article 4).

3 You must ensure that the label complies with CLP Title III (CLP Articles | 11 - 15
17-34b).
4 You must update the label following any change to the classification and | 11

labelling of that substance or mixture within six or 18 months, or by the
date set out in the respective delegated act, depending on the change
(CLP Article 30).

5 You must ensure the packaging complies with CLP Title IV (CLP Article | 11 and 13
35).
6 You must assemble and keep available all the information required for | 18

the purposes of classification and labelling under the CLP Regulation for
a period of at least 10 years after you last supply a substance or
mixture. This information should be kept together with the information
required in REACH Article 36 (CLP Article 49).

In case you take over the classification for a substance or mixture
derived by another actor up in the supply chain, you must ensure that
all the information required for the purposes of classification and
labelling (e.g. safety data sheet) is kept available for a period of at least
10 years after you last supply the substance or mixture.
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Obligations under the CLP Regulation Key sections

7 If you relabel or rebrand a hazardous mixture or distribute it in another | 18°
Member State, you must notify certain information to those Member
State bodies or ECHA which are responsible for receiving information
relating to emergency health response (CLP Article 45(1c) and Annex
VIII).

Table 5 - Obligations of a producer or importer of articles

Obligations under the CLP Regulation Key sections

1 In case you produce and place on the market an explosive article as | 6 - 14, 18, 19
described in section 2.1 of Annex I to CLP, you must classify, label and
package this article according to the CLP Regulation before placing it on
the market (CLP Article 4).

The same obligations apply as for importers (see Table 2 above), apart
from the obligation to notify the Agency.

2 As a producer or importer of articles, you must classify substances not | 6 — 11
placed on the market that are subject to registration or notification in
line with Articles 7(1), 7(2), 7(5) or 9 of REACH (CLP Article 4). You
must classify in line with CLP Title II (CLP Articles 5-14).

10 See also the Guidance on harmonised information relating to emergency health response.
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3. Implementing the CLP Regulation

3.1 Where to start?

Your first step is to gain an understanding of the CLP Regulation and its implications for your
business.

You should therefore:

e Develop an inventory of your substances and mixtures (including those substances
contained in mixtures) and substances contained in articles, identify who your
suppliers are, who your customers are and how they use them. It is likely that you
will already have gathered much of this information in relation to the REACH
Regulation;

e Assess the need for training of the appropriate technical and regulatory staff in your
organisation;

e Monitor the website of your Competent Authority and of the Agency and keep up to
date with the developments of the regulations and related guidance; and

e Seek advice from your trade associations on what assistance they can offer you.

As the REACH, the BPR, the PPPR and the CLP Regulations are closely interlinked, it is
recommended to plan CLP processes together with processes related to the REACH
Regulation and these other regulations, if applicable.

3.2 What do you have to do?

As a manufacturer, importer or downstream user you must classify your substances and
mixtures according to the CLP criteria. You must make sure their labels and packaging are
compliant with the CLP requirements, and that the safety data sheets (SDSs) according to
Article 31 and Annex II to REACH reflect this information in accordance with the CLP
Regulation (CLP Article 4).

As a distributor, you are obliged to ensure that your substances and mixtures are labelled
and packaged in accordance with CLP Titles III and IV, before placing them on the market.
To comply with this obligation, you may use the information supplied to you, for example,
in the SDSs that accompany substances and mixtures (CLP Article 4(5)).

To understand the scale of the work involved, you must be prepared to:
e Apply the CLP criteria to your substances and mixtures?!!;

e Consider the information that may be available to you for substances subject to
REACH registration. You may need to contact your suppliers for more information;

e Contact your suppliers to see how they have implemented the CLP Regulation and
how it affects the substances or mixtures you use. If you formulate new mixtures
using other mixtures as an ingredient (mixtures within mixtures), you will need to
contact your suppliers to discuss what information on the mixture and its components
will be available to you, including through SDSs. Likewise, if you supply mixtures to
customers who formulate them into other mixtures, you will need to consider how
you will share information on the mixture and its components with them.

You should think about the resources that you might need, asking yourself:

1 As a producer or importer of an article you are only affected by the CLP Regulation if you produce or import an
explosive article as described in section 2.1 of Annex I to CLP or where REACH Article 7 or Article 9 provides for
registration or notification of a substance contained in an article.
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e Do I have sufficient appropriate technical and regulatory staff, or will I need
additional resources or external expertise?

e SDS - authoring software — do I need to invest in a new system or update an existing
one?

e How will I generate new labels? and
e Packaging - are all my packages in accordance with the CLP Regulation?

Having carried out this exercise, you will have to assess the implications of the classification
of your substances or mixtures. You can then draw up a priority list of actions, taking account
of:

e Costs and resources likely to be involved with classifying and labelling your
substances and mixtures;

e Implications for downstream legislative issues, for example:

- The amount of hazardous substances you can store on your site (Seveso III
Directive);

- How you dispose of hazardous waste;

- Safety at work and protective measures for your employees.
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4. Outline of the CLP Regulation

The CLP Regulation deals with:
o Classification
e Hazard communication through labelling
e Packaging.

It is aimed at workers and consumers and covers the supply and use of chemicals. It does
not cover the transport of chemicals. However, CLP Article 33 provides certain rules
regarding the labelling of packaging also used for transport. Testing for physical hazards
comes mostly from the UN Recommendations on the Transport of Dangerous Goods.
Classification for transport is covered by the Framework Directive (2008/68/EC)'?
implementing the European Agreement concerning the International Carriage of Dangerous
Goods by Road (ADR), the Regulation concerning the International Carriage of Dangerous
Goods by Rail (RID) and the European Agreement concerning the International Carriage of
Dangerous Goods by Inland Waterways (ADN).

Please note that the CLP Regulation is a horizontal piece of legislation covering hazardous
substances and mixtures in general. For certain chemicals, e.g. plant protection products or
biocidal products, the labelling elements introduced through the CLP Regulation may be
complemented by further elements which are required by the relevant product-specific
legislation.

4.1 Classification of substances and mixtures

The CLP Regulation is based on the GHS, and it includes all the hazard classes present in
the GHS. As GHS follows a "building block approach’, CLP did not implement all the GHS
sub-categories or differentiations (see also the explanation in Annex 3 to this guidance
document). In addition, Commission Delegated Regulation (EU) 2023/707 introduced new
hazard classes which are not included in the GHS.

If you export to other regions outside the EU/EEA, you may still need to update the
classification and labelling based on the GHS building blocks adopted by the region you are
exporting your chemical(s). More information can be found on the UNECE GHS website
(http://www.unece.org/trans/danger/publi/ghs/ghs welcome e.html).

In addition, there are elements that were part of the DSD or DPD, but that are not included
in the GHS. These elements were retained as supplemental labelling information and can be
found in Part 5 of Annex I and in Annex II to CLP. To make clear that these supplemental
labelling elements do not come from a GHS classification, they are coded differently from
the CLP hazard statements. For example, EUHO14 is used, but not HO14, to reflect the
original coding of the DSD.

Those supplemental labelling elements (statements) which pertain to the physical and health
properties referred to in sections 1.1 and 1.2 of Annex II to CLP are only applied if the
substance or mixture is already classified as hazardous in accordance with the CLP criteria.

Table 6 shows the hazard classes included in the CLP Regulation. Each class includes one or
more hazard categories.

12 Directive 2008/68/EC of the European Parliament and of the Council of 24 September 2008 on the inland
transport of dangerous good EUR-Lex - 02008L0068-20240628 - EN - EUR-Lex (europa.eu).
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Table 6 - CLP hazard classes and categories

‘ Physical hazards

Explosives (Unstable explosives, Divisions 1.1, 1.2, 1.3, 1.4, 1.5, and 1.6)

Flammable gases (Categories 1A (including unstable gases (Categories A and B) and pyrophoric
gases*) 1B and 2

Aerosols (Categories 1, 2 and 3)

Oxidising gases (Category 1)

Gases under pressure (Compressed gas, liquefied gas, refrigerated liquefied gas, dissolved gas)

Flammable liquids (Categories 1, 2 and 3)

Flammable solids (Categories 1 and 2)

Self-reactive substances and mixtures (Types A, B, C, D, E, F, & G)

Pyrophoric liquids (Category 1)

Pyrophoric solids (Category 1)

Self-heating substances and mixtures (Categories 1 and 2)

Substances and mixtures which in contact with water emit flammable gases (Categories 1, 2 and 3)

Oxidising liquids (Categories 1, 2 and 3)

Oxidising solids (Categories 1, 2 and 3)

Organic peroxides (Types A, B, C, D, E, F & G)

Corrosive to metals (Category 1)

Desensitised explosives (Categories 1, 2, 3, 4)

Health hazards

Acute toxicity (Categories 1, 2, 3 and 4)
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Skin corrosion/irritation (Categories 1, 1A, 1B, 1C and 2)

Serious eye damage/eye irritation (Categories 1 and 2)

Respiratory or skin sensitisation (Category 1, 1A and 1B)

Germ cell mutagenicity (Categories 1A, 1B and 2)

Carcinogenicity (Categories 1A, 1B and 2)

Reproductive toxicity (Categories 1A, 1B and 2) plus additional differentiation for effects on or via
lactation

Specific target organ toxicity (STOT) - single exposure ((Categories 1, 2) and Category 3 for narcotic
effects and respiratory tract irritation, only)

Specific target organ toxicity (STOT) - repeated exposure (Categories 1 and 2)

Aspiration hazard (Category 1)

Endocrine disruption for human health (Category 1 and 2)

Environmental hazards

Hazardous to the aquatic environment (Category Acute 1, Categories Chronic 1, 2, 3, and 4)
Endocrine disruption for the environment (Category 1 and 2)

Persistent, Bioaccumulative and Toxic (PBT)

Very persistent, very bioaccumulative (vPvB)

Persistent, Mobile and Toxic (PMT)

very Persistent, very Mobile (vPvM)

‘ Additional hazards

Hazardous to the ozone layer (Category 1)

The classification of mixtures under the CLP Regulation is for the same hazards as for
substances. As with substances, available data on the mixture as a whole should primarily
be used to determine the classification, with the exceptions listed in CLP Article 6. If this
cannot be done, further approaches to mixture classification may be applied. The "bridging
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principles’ can be applied for some health and environmental hazards, using data on similar
tested mixtures and information on individual hazardous ingredient substances. The
principles of the application of expert judgement and weight of evidence determination are
also given in the legal text (CLP Articles 9(3) and 9(4)).

4.2 Labelling

The CLP Regulation implements the use of the GHS hazard statements, precautionary
statements and pictograms. The CLP Regulation also includes the use of the two GHS signal
words ‘Danger’ and ‘Warning’ to indicate the severity of a hazard (see section 11 of this
guidance document).

The revised CLP (Regulation (EU) 2024/2865) amends several formatting requirements for
CLP label information.

4.3 Harmonised classification

In addition to self-classification where manufacturers, importers and downstream users
themselves must identify hazards and classify substances and mixtures, the CLP Regulation
includes provisions for harmonised classification of substances or groups of substances (see
sections 6, and 24 of this guidance document). Proposals for CLH may be submitted either
by the Member State Competent Authorities, the Commission!3, or by manufacturers,
importers and downstream users (see section 19 of this guidance document). Such
proposals are in general, foreseen to relate to substances that are CMR substances,
respiratory sensitisers, as well as endocrine disruption for human health (ED HH), endocrine
disruption for the environment (ED ENV), PBT/vPvB, and PMT/vPvM. Proposals for a
harmonised classification that refer to other substance properties may also be submitted to
the Agency if a justification is provided demonstrating the need for CLH at EU level (CLP
Article 36(3)).

13 CLP Article 37(1).
14 Note also that substances that are active substances in the meaning of the BPR or under the PPPR are normally
subject to CLH (see sections 21 and 23 of this guidance document).
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5. Terms used for classification and labelling

Table 7 presents the key terms from the CLP Regulation (see also glossary in Annex 1 to

this guidance document).

Table 7 - Key terms used in the CLP Regulation

CLP terms

Hazardous

Hazard class / hazard
category

Hazard statement

Mixture(s)

Pictogram

Precautionary
statement

A substance or a mixture fulfilling the criteria relating to physical
hazards, health hazards or environmental hazards, laid down in CLP
Annex I, is hazardous (CLP Article 3).

The nature / severity of a physical, health or environmental hazard (CLP
Articles 2(1) and 2(2)).

Hazard statements describe the nature of the hazards of a substance or
mixture, including, where appropriate, the degree of hazard (CLP Article
2(5)). For example, H315: Causes skin irritation.

A mixture or solution composed of two or more substances (CLP Article
2(8)). The CLP (and REACH) definition of a mixture differs slightly from
that of the GHS which may well be applied outside of the EU.

A graphical composition that includes a symbol plus other graphic
elements, such as a border, background pattern or colour that is
intended to convey specific information on the hazard concerned (CLP
Article 2(3)). For example, this pictogram indicates an oxidising

substance or mixture:

A description of the measure(s) recommended to minimise or prevent
adverse effects resulting from exposure to a hazardous substance or
mixture due to its use (CLP Article 2(6)). For example, P102: Keep out

of reach of children.
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CLP terms

Signal word

Substance(s)

Supplier

The words ‘Danger’ or ‘Warning’ are used to indicate the severity of the
hazard (CLP Article 2(4)).

A chemical element and its compounds in the natural state or obtained
by any manufacturing process, including any additive necessary to
preserve its stability and any identified impurity deriving from the
process used, but excluding any solvent which may be separated
without affecting the stability of the substance or changing its
composition (CLP Article 2(7)).

Any manufacturer, importer, downstream user or distributor
placing on the market a substance, on its own or in a mixture, or a
mixture (CLP Article 2(26)). See also section 2 of this guidance
document.
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6. General features of classification

6.1 Classification

The obligation to classify is based on two pieces of legislation, the CLP Regulation itself and
the REACH Regulation:

e Classification triggered by the CLP Regulation (CLP Article 4(1)):

If you are a manufacturer, importer or downstream user of chemical substances or
mixtures to be placed on the market, you must classify these substances or mixtures
before placing them on the market, regardless of the tonnage manufactured,
imported or placed on the market. Note that this obligation also covers certain
explosive articles (see section 2.1 of Annex I to CLP).

e Classification triggered by the REACH Regulation (CLP Article 4(2)):

If you are a manufacturer or importer, you must also classify substances that you do
not place on the market if they are subject to registration or notification in line with
REACH Articles 6, 9, 17 or 18. This includes the classification of monomers, on-site
isolated intermediates, transported intermediates as well as substances used for
product and process-orientated research and development (PPORD).

Finally, if you are a producer or importer of an article, you would still have to classify the
substances contained in it where REACH Articles 7 and 9 provide for their registration or
notification and such substances have not already been registered for that use. This includes
the classification of those substances in articles that are used for PPORD.

The hazard classes for classification are set out in parts 2 to 5 of Annex I to CLP.
Please note that:

e A producer or importer of an article that complies with the definition of an explosive
article as set out in section 2.1 of Annex I to CLP has the obligation to classify, label
and package these articles according to the CLP Regulation before placing them on
the market (CLP Article 4(8));

e A distributor (including a retailer) may take over the classification for a substance or
mixture derived in accordance with CLP Title II by another actor in the supply chain,
for example from an SDS (CLP Article 4(5)). However, a distributor must ensure that
any labelling and packaging of a substance or mixture is in accordance with CLP Titles
III and IV (CLP Article 4(4));

e A downstream user (including a formulator of mixtures or a re-importer of substances
or mixtures) may take over the classification for a substance or mixture derived in
accordance with CLP Title II by an actor in the supply chain, for example from an
SDS, if they do not change the composition of the substance or mixture (CLP Article
4(6)). Also, a downstream user must ensure that any (re-)labelling and (re-
)packaging of a substance or mixture is in accordance with CLP Titles III and IV (CLP
Article 4(4)).

The classifications of all substances notified under the CLP Regulation or registered
under the REACH Regulation are included in a C&L inventory established at the Agency

(CLP Article 42). The inventory indicates whether a classification is harmonised or
M whether it has been agreed between two or more notifiers or registrants.

Producers and importers of articles must provide information on substances contained
in articles to the Agency as far as these are substances of very high concern (SVHCs),
they are present in those articles above one tonne per producer or importer per year
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and contained in the articles in concentrations above 0.1% (w/w) (REACH Article
7(2)). The information to be provided also includes the use(s) of the substance(s) in
the articles and the use(s) of the articles (REACH Article 7(4)).

6.2 Self-classification and harmonised classification

The CLP Regulation includes provisions for two types of classification: self-classification and
harmonised classification, briefly described below.

Self-classification: the decision on a particular hazard classification and labelling of a
substance or mixture is taken by the manufacturer, importer or downstream user of that
substance or mixture, or, where applicable, by those producers of articles who have the
obligation to classify (see Table 5 in section 2 of this guidance document).

The requirement to self-classify is set out in the CLP Regulation. Under the CLP Regulation,
all hazardous substances that do not have a harmonised hazard classification (see below)
or for which a harmonised classification covers only selected hazards classes or
differentiations, have to be self-classified by:

e Manufacturers of substances,
e Importers of substances or mixtures,

e Producers or importers of explosive articles or of articles where the REACH Regulation
provides for registration or notification, and

e Downstream users, including formulators (producing mixtures).

Mixtures must always be self-classified by the downstream users?> or the importers of those
mixtures.

Harmonised classification: the decision on classification for a particular hazard of a
substance is taken at EU level (see also section 19 of this guidance document). Harmonised
classifications of substances are included in Table 3 of Part 3 of Annex VI to CLP. Only
substances are subject to the harmonised classification.

The use of a CLH of a substance (when one exists) is mandatory. It has to be applied by all
suppliers of the same substance, i.e. by manufacturers of substances, importers of
substances on their own or in mixtures, producers or importers of explosive articles or of
articles where the REACH Regulation provides for registration or notification, downstream
users including formulators (producing mixtures) and distributors.

Under the CLP Regulation, harmonisation of classification applies primarily to CMR properties
and respiratory sensitisation, as well as ED HH, ED ENV, PBT/vPvB, and PMT/vPvM. In
addition, harmonisation of classification for other properties is done on a case-by-case basis.
This means that for those hazard classes or differentiations not covered by a harmonised
classification, the manufacturer, importer or downstream user has to perform a self-
classification. Substances regulated under the BPR or under the PPPR are normally subject
to CLH for all hazardous properties (CLP Article 36(2)). For further information see sections
19 and 21 of this Guidance.

Whenever considered scientifically justified and possible by a competent authority or the
Commission, proposals for CLH shall aim to prioritise groups of substances rather than
individual substances (CLP Article 37(1a)).

15 As stated above, downstream users may also take over the classification derived by another actor in the supply
chain if they do not change the composition of the substance or mixture.
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7. Using harmonised classifications

7.1 Background

To take full account of the work and experience accumulated under the DSD, all harmonised
classifications, as well as most of the specific concentration limits of substances listed in
Annex I to the DSD, were translated into harmonised CLP classifications and transferred into
Part 3 of Annex VI to CLP.

Table 3 of Part 3 of Annex VI to CLP is continuously updated whenever the European
Commission has agreed on further harmonised classifications. The updates are published as
Adaptations to Technical and Scientific Progress (ATPs) to the CLP Regulation?®.

7.2 How to use the harmonised classifications

As indicated in section 6.2 of this guidance document, the use of a CLH of a substance (when
one exists) is mandatory. For those endpoints not covered by a harmonised classification,
the manufacturer, importer or downstream user has to perform a self-classification. The
harmonised classification shall apply to all its forms or physical states unless an entry in Part
3 of Annex VI specifies that a harmonised classification applies to a specific form or physical
state of that substance.

A harmonised classification may include Specific Concentration Limits (SCL), multiplication
factors (M-factor), Acute Toxicity Estimates (ATE), or notes. SCLs can be lower or higher
than the generic concentration limits defined in Annex I to CLP and are included in Table 3
of Part 3 of Annex VI to CLP. Substances with a harmonised classification for the aquatic
environment may have been assigned an M-factor, which is equivalent to an SCL set for
other hazard classes (see also section 1.5 of the Guidance on the Application of the CLP
Criteria). Substances with a harmonised classification for acute toxicity may have been
assigned an ATE, which is used to determine the classification of mixtures containing them.
SCLs, M-factors and ATEs are indicated in Table 3 of Part 3 of Annex VI to CLP, in the same
column. Where an asterisk (*) appears in this column, it means that it was not possible to
transfer the concentration limit from Annex I to the DSD to Annex VI to CLP, for instance in
cases of a minimum classification under the CLP Regulation. The minimum classification for
a category is indicated by an asterisk (*) in the entry in Table 3 of Part 3 of Annex VI to
CLP.

Notes in Annex VI to CLP indicated with letters are relevant for substances, while those
indicated with numbers relate to the classification of mixtures (CLP Annex VI, Part 1).
Usually, the notes provide special instructions. If you are using the substance in a mixture,
you should take account of any SCLs, M-factors, ATEs and/or notes assigned to the entry
for that substance when classifying your mixture. Where an M-factor is not given in Part 3
of Annex VI to CLP for substances classified as hazardous to the aquatic environment, acute
category 1 or chronic category 1, you must set an M-factor in line with CLP Article 10(2) and
(7). When a mixture including the substance is classified using the summation method, this
M-factor must be used. When applying a harmonised ATE for the classification of a mixture
for acute toxicity, the additivity formula described in section 3.1.3.6 of Annex I to CLP must
be used. If harmonised ATE values are missing for acute toxicity, the correct value has to
be established by using the available data, see Article 10(3) and (7).

16 For more information and for the list of published ATPs, see the CLP page on the ECHA website at:
https://echa.europa.eu/regulations/clp/legislation.
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8. Sources of information

8.1 Where to find information?

You will need to gather information about the properties of your substance or mixture to
classify and label it. This section provides you with guidance on where to find such
information (for additional sources of useful information, see Annex 2 to this guidance
document).

Search in-house

In case you have to classify a substance or mixture in compliance with one of the roles set
out in section 2 of this guidance document, you should check what kind of information or
data are already available in-house.

Supplier

A relevant source of information is an up-to-date SDS, or other format of safety information
received from your supplier(s) for the substance or mixture.

REACH (substances)

You can use the information you produce for compliance with the REACH Regulation or that
you obtain through information sharing (see also section 23 of this guidance document). In
this situation, you may also refer to the Guidance on information requirements and chemical
safety assessment, in particular to Chapter R.3, where collection of information is described
in depth.

You may also be able to obtain and use information for substances and mixtures evaluated
under other pieces of EU legislation, such as those regulating biocidal products and plant
protection products. As the REACH Regulation also places a duty to communicate information
on substances and mixtures up and down the supply chain, you should use the information
given in SDSs or consult the supplier(s) of your substances. You will also be able to find
relevant, non-confidential information on substances manufactured or imported into the EU
on the Agency website (https://www.echa.europa.eu/web/guest/information-on-
chemicals).

Classification & Labelling Inventory

The C&L Inventory on the ECHA website contains the classifications harmonised at EU level
(Table 3 of Part 3 of Annex VI to CLP) and classifications of substances as provided by the
manufacturers and importers in their C&L notifications or REACH registration dossiers. There
can be multiple classifications for the same substance due to, for example, the different
composition, form or physical state of the substance placed on the market?'’.

8.2 Other information sources

Information on the hazardous properties of substances can be sourced in databases that are
accessible on the internet or from scientific journals. While section R.3.4 of the Guidance on
information requirements and chemical safety assessment lists several major available
databases and databanks (some are free of charge, but others require payment of a fee),
you can find below a small selection of such sources. Note that they may not present all
sources available; any mention of a data source does not imply endorsement of its content.

EU information and data sources:

17 Please, note that the C&L Inventory is subject to ECHA’s legal notice https://echa.europa.eu/legal-notice.
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ECHA databases: https://echa.europa.eu/information-on-chemicals;

EFSA (European Food Safety Authority, for active substances of plant protection
products): http://www.efsa.europa.eu/;

Many of the GHS criteria (by hazard class), in particular those relating to physical
hazards, are already implemented through the UN Model Regulations and the related
legal instruments (ADR, RID, ADN, IMDG Code and ICAO (see Annex 1 to this
guidance document)) regulating the transport of dangerous goods. You may be able
to use a transport classification as one of your sources of information for the
classification and labelling of your substance as far as it is not included in Annex VI
to CLP. Before you make use of a transport classification, you should be aware of the
following:

- Transport classifications do not include all the GHS categories for physical, health
and environmental hazards, so the absence of a transport classification for your
substance does not mean that you should not classify it under the CLP Regulation.
In relation to physical hazards, this means that you may have to test in order to
provide the data that are necessary for an unambiguous classification in
accordance with the CLP Regulation;

- Under transport legislation, sometimes special provisions are linked to the entries
in the Dangerous Goods List (ADR, part 3), which have to be met to be classified
in the respective class for transport. In these cases, the classification for the
purposes of supply and use might be different. Further to this, one substance
may even have two different entries with two different classifications where one
of the classifications is linked to one or more special provisions;

- Transport classification may be based on a different set of information than is
now required by the CLP Regulation to derive a CLP-compliant classification.

For selected non-EU sources, find a second list below. Please note that this list is given for
information purposes only; mention of a data source does not imply endorsement of its
content:

eChem Portal from OECD: https://www.echemportal.org/echemportal/;

Registry of Toxic Effects of Chemical Substances (RTECS) available from the United
States National Institute of Occupational Safety and Health (NIOSH) website:
https://www.cdc.gov/niosh/docs/97-119/default.html;

United States Environmental Protection Agency (US EPA) website:
https://www.epa.gov/;

Integrated Risk Information System (IRIS) available from the US EPA website:
https://www.epa.gov/iris;

United States Occupational Safety & Health Administration (OSHA) website:
https://www.osha.gov/;

Australia National Industrial Chemicals Notification and Assessment Scheme
(NICNAS) website: https://www.cirs-group.com/en/chemicals/australian-industrial-
chemicals-introduction-scheme-aicis;

Toxicology Data Network (TOXNET) website, which includes databases such as the
Toxicology Literature Online (Toxline) database and Hazardous Substances Data
Bank (HSDB): https://www.nlm.nih.gov/toxnet/index.html;

International Programme on Chemical Safety (IPCS) INCHEM website:
http://www.inchem.org/; and
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e Scientific literature: the PubMed portal from the US National Library of Medicine
searches hundreds of relevant journals, many of which are available free of charge
https://pubmed.ncbi.nlm.nih.gov/.

8.3 Testing

Having reviewed all available relevant sources of information, you may need to consider
testing (see section 9 of this guidance document).
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9. The role of testing in the CLP Regulation

9.1 The role of testing

The CLP Regulation requires a manufacturer, importer or downstream user to gather
relevant and available information on all hazardous properties of a substance or mixture.
This information should be rigorously assessed to decide whether the substance or mixture
should be classified.

For physical hazards, you are obliged to generate new information for the purposes of
classification and labelling, unless adequate and reliable information is already available.
However, the obligation to test does not apply to health and environmental hazards (see
also below).

In general, if new data are generated, then certain quality conditions should be met to
ensure that the classification based on them is sound. Tests should be carried out on the
substance or mixture in the form(s) or physical state(s) in which it is placed on the market
and can reasonably be expected to be used (see also section 1.2 of the Guidance on the
Application of the CLP Criteria).

9.2 Testing for physical hazards

The physical hazards of substances and mixtures should be determined through testing
based on the methods or standards referred to in part 2 of Annex I to CLP. These can be
found, for example, in the UN Manual of Tests and Criteria, which gives test methods and
procedures normally used for classification of substances and mixtures for transport. This
manual is available at UN Manual of Tests and Criteria Rev.8 (2023) and Amendment 1 to
Rev.8 (2025) | UNECE. Available test results obtained with other methods or standards may
still be used, if they are adequate for the purpose of hazard determination. To conclude on
the adequacy of the data, you or the expert involved should check that there is sufficient
documentation to assess the suitability of the test used, and whether the test was carried
out using an acceptable level of quality assurance.

In case you need to carry out new tests, please note that from 1 January 20148 new testing
must be carried out in compliance with a recognised quality system or by laboratories
complying with a relevant recognised standard, such as EN ISO/IEC 17025'°. Further
guidance on this is provided in Part 2 of the Guidance on the Application of the CLP Criteria.

9.3 Testing for health and environmental hazards

For health and environmental hazards, the CLP Regulation will only allow you to perform
new testing when you have exhausted all other means of generating information, including
by applying the rules provided for in section 1 of Annex XI to REACH (CLP Article 8). These
rules refer to the use of all existing data, use of data from tests not carried out according to
the principles of good laboratory practice, use of historical human data, application of weight
of evidence and use of (quantitative) structure-activity relationships ((Q)SARs), in vitro
methods and grouping of substances and read-across. Expert judgement should be used to
apply the CLP criteria, for example to evaluate available test data that cannot be directly
compared with the criteria or to exploit available data on mixtures that are similar to the
one to be classified (CLP Article 9(3)). Animal testing must only be undertaken when no
other alternatives are available that provide adequate reliability and quality of data (CLP
Article 7). New testing not involving animals may be performed where this warrants a more

18 CLP Article 8(5).

19 EN ISO/IEC 17025 - General requirements for the competence of testing and calibration laboratories.
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appropriate classification, for example transformation/dissolution testing for the aquatic
hazard classification of metals and sparingly soluble metal compounds. Testing on humans
is not allowed for the purposes of the CLP Regulation. However, data obtained from clinical
or epidemiological studies or scientifically valid case studies may be used (CLP Article 7).
Testing on non-human primates is prohibited (CLP Article 7).

In general, any new testing must be carried out in accordance with the test methods set out
in the Test Methods Regulation (EC) No 440/2008, which sets out the test methods to be
applied for the purposes of the REACH Regulation; alternatively, the testing can be based
on sound scientific principles, including new approach methodologies (NAMs) (CLP Article 5,
6 and 8), that are internationally recognised or on internationally validated methods.

Testing must be carried out on the substance or mixture in the form(s) or physical state(s)
in which it is placed on the market and in which it can reasonably be expected to be used
(for further guidance see section 1.2 of the Guidance on the Application of the CLP Criteria).
Moreover, new testing involving animals must be carried out in compliance with the
principles of good laboratory practice and respect the rules of Directive 2010/63/EU on the
protection of animals used for scientific purposes.

For mixtures, and for complex substances with more than one constituent to which the same
rules apply as to substances, data already available on the mixture as a whole should be
considered first. However, in relation to the CMR and endocrine disrupting properties of a
mixture, the classification must normally be based on the classification of the ingredient
substances, applying the relevant concentration thresholds. Only in exceptional cases may
you use available test data on the mixture itself, e.g. where these indicate CMR or endocrine
disrupting properties that have not been identified from the individual ingredient substances
(CLP Article 6(3)). Mixture classification for PBT/vPvB, PMT/vPvM and the aquatic hazard
taking account of biodegradation and bioaccumulation must be based on the ingredient
substance properties (CLP Article 6(4)). However, for alloys, there may be exceptions to this
rule (see Annex 1V of the Guidance on the Application of the CLP Criteria).

For further information in relation to individual hazards, please refer to sections 2 to 4 of
the Guidance on the Application of the CLP Criteria.
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10. Classifying substances and mixtures

10.1 Basic steps

There are five basic steps for classifying substances and mixtures, as set out in Figure 1:

Step 1:

Gather all available information

Step 2:

Examine information to ensure it is adequate and reliable

Step 3:

Evaluate available information against classification criteria

Step 4:

Decide on appropriate classification

Step 5:

Review the classification if needed

Figure 1 - Five basic steps for classifying substances and mixtures
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10.2 Step 1: Gather available information

You should gather relevant and reliable information to help determine the classification for
each of your substances or mixtures. This information may include:

e Results of tests carried out in accordance with the Test Methods Regulation (EC) No
440/2008 (CLP Article 5(1)(a));

e Results of testing carried out according to sound scientific principles that are
internationally recognised or methods validated according to international procedures
(CLP Articles 5(1)(a) and 8(3)). This includes results of testing based on methods or
standards as laid down in the UN Recommendations on the Transport of Dangerous
Goods, Manual of Tests and Criteria, and which are referred to in Part 2 of Annex I
to CLP;

e Results of the application of non-test methods on substances such as (Q)SARs,
grouping of substances and read-across, and other information according to section
1 of Annex XI to REACH) (CLP Article 5(1)(c));

¢ Human experience for all types of hazards, including epidemiological data, data from
accident databases and occupational data (CLP Article 5(1)(b));

e Any new scientific information (CLP Article 5(1)(d));

e Any other information generated under internationally recognised chemical
programmes (CLP Article 5(1)(e)).

For a list of information sources, see section 8 and Annex 2 to this guidance document.
Please note that where the substance has a harmonised classification and a related entry in
the Table 3 of Part 3 of Annex VI to CLP, you are not required to gather available information
related to that specific hazard (without prejudice to CLP Article 37(6)). In other words, you
should check Annex VI first before starting to gather information.

Registrants for the same substance have the obligation under REACH to jointly submit

m data, including data for the purpose of classification and labelling with limited
exceptions (REACH Article 11(1) and (3)). The REACH inquiry process needs to be
used to ask for access to test data (REACH Articles 26 and 27).

For the classification of a mixture, available data on the mixture as a whole should primarily
be used according to the tiered approach, except for the CMR, the endocrine disrupting
properties and the biodegradation and bioaccumulation properties (PBT, vPvB, PMT, vPVM).
If there is no data on the mixture, further approaches to mixture classification can be
applied. For example, you may apply the bridging principles for certain health and
environmental hazards, using data on similar tested mixtures and information on individual
hazardous ingredient substances (see also section 10.7 of this Guidance document). Where
you cannot exploit available test data on the mixture as a whole, the key to its classification
is sufficient information on the ingredients of the mixture.

As general advice, you should try to get a clear picture on which substances and mixtures
are supplied to you when you formulate mixtures yourself. Basic information on substances
would include the substance identity, its classification and concentration in the mixture and,
where relevant, details of any impurities and additives (including their identity, classification
and concentration). A useful source for such information would be the SDS from the supplier
of the substance.

Where you are using an ingredient that is supplied as a mixture you need to know what
component substances are in that mixture together with their concentrations and
classifications, to the extent possible (see also section 1.6.4 of the Guidance on the
Application of the CLP Criteria). Such composition data may be available in the SDS for the
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mixture, but further dialogue with the supplier may be necessary to obtain additional
information.

10.3 Step 2: Examine information to ensure it is adequate and
reliable

You should consider whether you have the expertise to make a judgement about the
adequacy and validity?° of the hazard information obtained. If not, you may need to consult
an expert. You, or the expert involved, should examine the information you have gathered
to ascertain whether it is adequate and reliable for the purpose of classification.

The information should relate to the forms or physical states in which the substance or
mixture is used or placed on the market and in which it can reasonably be expected to be
used (CLP Articles 5(1) and 9(5)). For further guidance, see section 1.2 of the Guidance on
the Application of the CLP Criteria.

10.4 Step 3: Evaluate information against the classification criteria

Please note that, in practice, the physical hazards of a substance or a mixture may differ
from those shown by testing, for instance in the case of certain ammonium-nitrate-based
compounds (oxidising / explosive properties) and certain halogenated hydrocarbons
(flammable properties). Such experience must be considered for the purpose of
classification (CLP Article 12(a)).

First, you, or the expert involved, must check if the information gathered reveals a
hazardous property.

Then, you must check if the information is directly comparable to the respective hazard
criteria. This exercise must be repeated for each hazard class defined under the CLP
Regulation for which you have information.

If you cannot directly apply the classification criteria of a hazard class to the information you
have, a weight of evidence determination requiring expert judgement is needed (see Article
9(3), section 1.1.1 of Annex I to CLP and section 1.2 of Annex XI to REACH).

A weight of evidence determination is based on all the available information, such as the
results of suitable in vitro tests, adequate animal tests (e.g. conducted according to the
relevant test guidelines and under GLP), similarities with other substances (grouping, read-
across) or mixtures (bridging principles), (Q)SARs and human experience, such as
occupational data and data from accident databases, epidemiological and clinical studies and
well-documented case reports and observations. Account should be taken of the quality and
reliability of the information from each source (see also section 1.1.1 of Part 1 of Annex I to
CLP). This will require consultation of an expert.

Whenever considered scientifically justified and possible by a competent authority or the
Commission, proposals for CLH shall aim to prioritise groups of substances rather than
individual substances (CLP Article 37(1a)).

If the information available to you is not sufficient to conclude on the physical hazards of
your substance or mixture, then you must perform new tests to determine the physical
hazards if required in Part 2 of Annex I to CLP. For the determination of the health and
environmental hazards of your substance, as a last resort, you may decide to perform new

20 More information on the evaluation of the available information is provided in the Guidance on Information
requirements and Chemical Safety Assessment, Chapter R.4.
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testing provided that you have exhausted all other means of generating information (see
also section 9 of this guidance document).

Useful information on the hazard types is provided in the document “Notes and tips on
hazard types” available on the mixture  classification web page at
https://echa.europa.eu/support/mixture-classification/evaluate-information-against-
classification-criteria.

10.5 Step 4: Decide on an appropriate classification

If the evaluation of the hazard information shows that the substance or mixture meets the
criteria for classification for a particular hazard, then you must assign the respective
classification (hazard class and category) and the appropriate labelling elements for the label
and/or the SDS, i.e. the signal words, hazard statements, hazard pictograms and
precautionary statements (see also sections 11 and 14 of this guidance document). This
exercise must be repeated for each hazard class defined under the CLP Regulation for which
you have information.

See also section 22 on the obligation under the REACH Regulation triggered by the
classification.

Where a substance is subject to registration under the REACH Regulation in
quantities of 10 tonnes or more per year, you must perform a chemical safety
assessment. If the substance is classified in one of the following hazard classes
defined in Annex I to CLP (REACH Article 14(4)):

e physical hazards: 2.1to 2.4, 2.6 and 2.7, 2.8 types A and B, 2.9, 2.10, 2.12,
2.13 categories 1 and 2, 2.14 categories 1 and 2, 2.15 types A to F;

m e health hazards: 3.1 to 3.6, 3.7 adverse effects on sexual function and
fertility or on development, 3.8 effects other than narcotic effects, 3.9 and
3.10;

environmental hazards: 4.1;
e additional hazard classes: 5.1;

then the chemical safety assessment must also include the steps of exposure
assessment and risk characterisation (REACH Article 14(4)).

When assigning a classification to a substance, you may also have to set ‘specific
concentration limits” (SCLs). SCLs are required where adequate and reliable scientific
information shows that any hazard arising from the substance is already evident when it is
present in a mixture or another substance (e.g., as an impurity) at a concentration below
the concentration limits set in Annex I to CLP. In exceptional circumstances, where the
hazard of a substance is not evident above these thresholds, you may also set higher SCLs
(CLP Article 10).

For the aquatic toxicity classifications acute category 1 and chronic category 1, instead of
SCLs you must set ‘M-factors’ (multiplication factors).

If harmonised ATE values are missing for acute toxicity, the correct value has to be
established by using the available data.

SCLs, M-factors or ATEs for harmonised classifications can only be set by the manufacturer,
importer or downstream user where no SCL, M-factor or ATE is given in Part 3 of Annex VI
to CLP.

Further details on setting ATEs, SCLs and M-factors are provided in section 1.5 of the
Guidance on the Application of the CLP Criteria.
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10.6 Step 5: Review the classification if needed

Note that a classification may need to be reviewed for many reasons (see also the
classification web page at https://echa.europa.eu/support/mixture-classification/), for
instance:

- If there are changes in the harmonised classification of the substances in Table 3 of
Part 3 of Annex VI to CLP;

- If there are changes in classification in the SDS from your supplier;

- If there are changes in the mixture as a result of changes in the concentrations of
one or more hazardous constituents, changes in composition or significant variations
from batch to batch;

- If new information is available on your substance, e.g. when REACH registration
dossiers are updated;

- If there are changes in the classification criteria.

You need to keep up to date with both emerging new information and legislative changes to
adapt the classification of your substance or mixture in accordance with the outcome of the
new evaluation and update the related label, notification and SDS as soon as possible.

Changes to harmonised classifications or CLP criteria through an ATP to CLP must be adopted
following a transitional period of normally eighteen months following their publication in the
Official Journal of the European Union.

10.7 Flexible approaches for classifying mixtures based on
different sets of information

In general, the CLP Regulation provides for several different approaches that may be used
to classify a mixture. It is important to make sure that you choose the most appropriate
method for your mixture for each hazard class or category. This will depend upon whether
you are assessing your mixture for physical, health or environmental hazards and upon the
sort of information that is available to you. For more details, please consult the webpage on
mixture classification on the ECHA website (https://echa.europa.eu/support/mixture-
classification) and section 1.6 of the Guidance on the Application of the CLP Criteria.

Depending on the information you have available and on the hazard under consideration,
you should classify using the approaches below in the following sequence (CLP Article 9):

e Classification derived using data on the mixture itself, by applying the substance
criteria of Annex I to CLP. Please note that there are deviations from this rule in
relation to CMR hazards, endocrine disrupting properties, and the bioaccumulation
and biodegradation properties (PBT, vPvB, PMT, vPvM) as far as they contribute to a
classification as “hazardous to the aquatic environment” (CLP Articles 6(3) and 6(4)).
Where the criteria cannot be directly applied to the available data, you should use
expert judgement for the evaluation of the available information in a weight of
evidence determination?! (CLP Article 9(3) and section 1.1.1 of Annex I to CLP);

e For health and environmental hazards only: classification based on the application of
the bridging principles, which make use of data on similar tested mixtures and
information on individual hazardous ingredient substances. Weight of Evidence using
expert judgement should be applied, weighing all available information having a

21 please note that the stated hazards of the ingredient substances may not always be indicative for the hazard of
the mixture (e.g. alloys). Careful assessment of the mixture is then recommended, based on specific guidance given
in Section 1.6 of the Guidance on the application of the CLP criteria.
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bearing on the determination of the hazards of the mixture to select the most suitable
similar tested mixtures for the decision on classification; and

e For health and environmental hazards only: classification based on calculation or on
concentration limits, including SCLs, M-factors and ATEs, in case substances that are
classified for the particular hazard are present in the mixture. In this case, you should
also use any harmonised classifications for the substances present in the mixture,
including any SCLs, M-factors and ATEs that are provided in Annex VI to CLP or in
the C&L inventory.

Please find further guidance on the application of:

¢ Weight of evidence determination in the Guidance on information requirements and
chemical safety assessment under the REACH Regulation;

e The bridging principles in section 1.6.3.2 of the Guidance on the Application of the
CLP Criteria;

e The calculation methods in section 1.6.3.4 of the Guidance on the Application of the
CLP Criteria; and

e The concentration limits, including SCLs and M-factors, in section 1.6.3.4 of the
Guidance on the Application of the CLP Criteria.
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11. Labelling

In this section, an overview of the obligations related to labelling is provided. More detailed
information is given in the Guidance on labelling and packaging in accordance with the CLP
Regulation, available on the ECHA website.

11.1 What do you have to label?

A substance or mixture contained in packaging must be labelled in accordance with the CLP
rules before it is placed on the market:

e If the substance or the mixture itself is classified as hazardous??; or

e If it is a mixture containing one or more substances classified as hazardous above
the concentrations referred to in Part 2 of Annex II to CLP, even if the mixture itself
is not classified overall as hazardous. In this case, the supplemental labelling as set
out in Part 2 of Annex II to CLP applies (CLP Article 25(6)); and

e If it is an explosive article as described in Part 2.1 of Annex I to CLP.

11.2 Who has to label?

If you are a manufacturer, importer, downstream user (including formulator) or
distributor (including retailer) you must label any substance or mixture requiring labelling
and contained in packaging (see above), before you place it on the market (CLP Article
4(4)). This applies also to producers and importers of articles that are explosive
according to the criteria in Part 2 of Annex I to CLP.

If you are a distributor, you can use the classification of your supplier for the purposes of
labelling, provided that it is derived in accordance with CLP Title II (CLP Article 4(5), CLP
Articles 5-16). The same rule applies if you are a downstream user, provided that you do
not change the composition of the substance or mixture supplied to you (see section 2 of
this guidance document).

11.3 How do you have to label?

Your labels should be firmly affixed to one or more surfaces of the packaging immediately
containing your substance or mixture (CLP Article 31). They should be readable horizontally
when the package is set down normally. It is not acceptable to place the CLP label on the
bottom of a package so that the label cannot be read when the package is set down normally.

Your labels should be of a minimum size in relation to the volume of the packaging.

You can display the labelling information on the packaging itself rather than have a label.
This means that you can print the labelling information directly on the package itself instead
of sticking on the packaging a label that contains the labelling information. However, all the
labelling requirements described in the sections below should be fulfilled. The physical label
is mandatory, whereas a digital label is optional. Foldout labels may be used.

If your label is intended to meet the requirements of both the CLP Regulation and the rules
for the transport of dangerous goods (ADR, RID, ICAO, IMDG) - combined labelling - then
you need to check, depending on the layers of packaging, when CLP labelling, transport
labelling (or marking) or both are necessary (CLP Article 33). For further details, please see
section 5.4 of the Guidance on labelling and packaging in accordance with the CLP

Regulation.

22 Some forms are exempted from labelling, see section 1.3 of Annex I to CLP.


https://echa.europa.eu/guidance-documents/guidance-on-clp
https://echa.europa.eu/guidance-documents/guidance-on-clp
https://echa.europa.eu/guidance-documents/guidance-on-clp
https://echa.europa.eu/guidance-documents/guidance-on-clp

Introductory Guidance on the CLP Regulation
Version 4.0 - December 2025 50

11.4 In which language(s) must the label be written?

Your labels must be written in the official language(s) of the Member State(s) where the
substance or mixture is placed on the market, unless the Member State(s) concerned
provide(s) otherwise?3. In this connection you may wish to check the relevant national
legislation where such provisions are laid down.

In general, you can use more languages than those required by the Member State(s),
provided that the same information appears in all languages used (CLP Article 17(2)) and
that the label still fulfils the requirement of being easy to read (CLP Article 31).

11.5 What information is required on the label?
If your substance or mixture requires labelling and is contained in packaging, it should
include the labelling elements according to CLP Article 17:

e Name, the physical address and telephone number of the supplier(s): the supplier
established in the EU must be indicated; the details of the non-EU supplier can be
provided in addition.

e The nominal quantity of the substance or mixture in the package made available to
the general public, unless this quantity is specified elsewhere on the package.

e Product identifiers and, where applicable:
- Hazard pictograms
- Signal word
- Hazard statements
- Appropriate precautionary statements
- Supplemental information.

The labelling elements described above must be clearly and indelibly marked on your labels.
You must also ensure that they stand out clearly from your label’s background and are of
such size and spacing as to be easily read. There are recommendations for formatting and
readability elements in the Guidance on labelling and packaging.

You may also need to incorporate information required by other legislation into your labels,
for example information required by legislation concerning biocidal products, plant
protection products, detergents and aerosol dispensers (see also below).

Note that specific labelling requirements are laid down in section 1.3 of Annex I to CLP. They
apply to (CLP Article 23):

e Transportable gas cylinders
e Gas containers intended for propane, butane or liquefied petroleum gas

e Aerosols and containers fitted with a sealed spray attachment and containing
substances classified as presenting an aspiration hazard

e Metals in massive form, alloys, mixtures containing polymers, mixtures containing
elastomers

e Explosives, as referred to in section 2.1 of Annex I to CLP, placed on the market with
a view to obtaining an explosive or pyrotechnic effect

23 Note that ECHA has published the table " Languages required for labels and safety data sheet’, which is available
on the labelling web page at https://echa.europa.eu/regulations/clp/labelling.
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e Substances or mixtures classified as corrosive to metals but not corrosive to skin
and/or eyes

e Ammunition intended for use by defence forces.

11.6 Product identifiers

You must use the same product identifiers on the labels as in the SDSs for your products.

Considering the rules on the use of languages as set out above, product identifiers for
substances must be either (CLP Article 18):

1. A name and an identification number as given in Part 3 of Annex VI to CLP; or

2. A name and an identification number as they appear in the C&L inventory, as far as
the substance is not included in Part 3 of Annex VI to CLP; or

3. The Chemical Abstracts Service (CAS) number and the International Union of Pure
and Applied Chemistry (IUPAC) name, or the CAS number and another internationally
recognised name?*, if the substance is neither included in Part 3 of Annex VI to CLP
nor in the C&L inventory managed by the Agency; or

4. The IUPAC name or another internationally recognised name, if no CAS number is
available and none of the above apply.

Considering the rules on the use of languages as set out above, product identifiers for
mixtures must include both:

1. The trade name or the designation of the mixture; and

2. The identity of all substances in the mixture that contribute to the classification of
the mixture for acute toxicity, skin corrosion or serious eye damage, germ cell
mutagenicity, carcinogenicity, reproductive toxicity, respiratory or skin sensitisation,
specific target organ toxicity (STOT), aspiration hazard, PBT, vPvB, PMT, vPVM,
endocrine disruption for human health or the environment.

To reduce the number of chemical nhames on the label, you do not need to use more than
four chemical names unless necessary due to the nature and severity of the hazards. The
chemical names you select need to identify the substances primarily responsible for the
major health hazards that have caused your classification and choice of hazard statements.

If you believe that identifying a substance contained in your mixture in one of the ways
described above puts the confidential nature of your business or intellectual property rights
at risk, you can submit a request to the Agency to use a more descriptive general name
identifying the most important functional groups or an alternative designation (CLP Article
24) (see section 17 of this guidance document).

11.7 Hazard pictograms

A hazard pictogram is a pictorial presentation of a particular hazard. Accordingly, the
classification of your substance or mixture determines the hazard pictograms that should be
displayed on your label, as set out in parts 2 (physical hazards), 3 (health hazards) and 4
(environmental hazards) of Annex I to CLP (CLP Article 19). The applicability of hazard
pictograms according to the specific hazard class and hazard category can also be found in
Annex V to CLP.

24 Where the IUPAC name exceeds 100 characters, you can use one of the other names (usual name, trade name
or abbreviation) referred to in section 2.1.2 of Annex VI to REACH, provided that your notification to the Agency, in
accordance with CLP Article 40, includes both the IUPAC name and the other name you are planning to use.
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The colour and presentation of your labels must allow the hazard pictogram and its
background to be clearly visible?>.

Hazard pictograms are the shape of a square set at a point (diamond shape) and must have
a black symbol on a white background with a red border (section 1.2.1 of Annex I to CLP).
Each hazard pictogram should cover at least one fifteenth of the minimum surface area of
the label as defined in Table 1.3 of section 1.2.1 of Annex I to CLP (and reported in Table 7
of section 11.3 above), but the pictogram area must not be less than 100 mm?.

11.8 Signal words

A signal word indicates to the reader if a hazard is generally more severe or less severe.
The label should include the relevant signal word in accordance with the classification of the
hazardous substance or mixture. In case your substance or mixture displays a more severe
hazard, the label should bear the signal word ‘danger’, and in case of less severe hazards,
it should bear the signal word ‘warning’ (CLP Article 20).

The signal word relevant for each specific classification is set out in the tables indicating the
label elements required for each hazard class as set out in parts 2 to 5 of Annex I to CLP.
Some hazard categories (for example explosives, division 1.6) do not have a signal word.

11.9 Hazard statements

Your labels must also bear the relevant hazard statements describing the nature and severity
of the hazards of your substance or mixture (CLP Article 21).

The hazard statements relevant for each specific hazard classification are set out in the
tables contained in parts 2 to 5 of Annex I to CLP. If a substance classification is harmonised
and included in Part 3 of Annex VI to CLP, the corresponding hazard statement relevant for
this classification must be used on the label, together with any other hazard statement for
a non-harmonised classification.

Annex III to CLP lists the correct wording of the hazard statements as they must appear on
the labels. The hazard statements of one language must be grouped together with the
precautionary statements of the same language on the label (see below).

11.10 Precautionary statements

Your labels must bear the relevant precautionary statements (CLP Article 22), which give
advice on measures to prevent or minimise adverse effects to human health or the
environment arising from the hazards of your substance or mixture. The complete set of
precautionary statements relevant for each specific classification is set out in the tables
indicating the label elements required for each hazard class in parts 2 to 5 of Annex I to
CLP.

Precautionary statements must be selected in line with CLP Article 28 and Part 1 of Annex
IV to CLP. Any selection must also consider the hazard statements used and the intended
or identified use or uses of the substance or mixture. Normally, not more than six
precautionary statements should appear on the label, unless necessary to reflect the nature
and the severity of the hazards. For the selection of the most appropriate precautionary
statements, further guidance is provided in section 7 of the Guidance on labelling and
packaging in accordance with the CLP Regulation available on the ECHA website.

25 This may be subject to a modification following the entry into force of the Chemicals Omnibus VI Regulation.
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Part 2 of Annex IV to CLP lists the correct wording of the precautionary statements as they
must appear on your labels. The precautionary statements of one language must be grouped
together with the hazard statements of the same language on the label (see below).

11.11 Codes for hazard and precautionary statements
Hazard and Precautionary statements are codified using a unique alphanumerical code,
which consists of one letter and three numbers, as follows:

e the letter *H’ (for *hazard statement’) or ‘P’ (for ‘precautionary statement’). Please
note that hazard statements not included in the GHS are codified as ‘EUH’;

e a digit designating the type of hazard, e.g. ‘2’ for physical hazards; and

e two numbers corresponding to the sequential numbering of hazards such as
explosivity (codes from 200 to 210), flammability (codes from 220 to 230), etc.

The code ranges for the hazard and precautionary statements under the CLP Regulation are
set out in Table 8.

Table 8 - The code ranges of hazard and precautionary statements under the CLP
Regulation

Hazard Statements: H (EUH) Precautionary Statements: P

200 - 299 Physical hazard 100 General
300 - 399 Health hazard 200 Prevention
400 - 499 Environmental hazard 300 Response

400 Storage

500 Disposal

The inclusion of these codes on the label is however not required and only the hazard and
precautionary statements themselves must appear on the label.

11.12 Supplemental information

Your label must include the relevant supplemental information when your substance or
mixture that has been classified as hazardous has the physical or health properties described
in sections 1.1 and 1.2 of Annex II to CLP. Any statement must be worded as described in
those sections and Part 2 of Annex III to CLP (CLP Article 25).

Similarly, where a mixture contains a substance classified as hazardous, it must be labelled
in accordance with Part 2 of Annex II to CLP, and the statements must also be placed in the
section for supplemental information.

For mixtures subject to submission requirements under CLP Article 45 and Annex VIII to
CLP, a unique formula identifier (UFI) must be printed on or affixed to the label or printed
on the packaging in proximity of the other label elements, if applicable. This will enable any
poison centre called upon for advice on how to deal with a poisoning incident with a product
to rapidly and unambiguously identify the mixture(s) contained in it and retrieve the
corresponding submitted information (for more details, see the Guidance on harmonised



https://poisoncentres.echa.europa.eu/guidance

Introductory Guidance on the CLP Regulation
Version 4.0 - December 2025 54

information relating to emergency health response — Annex VIII to CLP and section 4.8.1.1
of the Guidance on labelling and packaging in accordance with the CLP Regulation).

You can add further information in the section for supplemental labelling. However, this
information should:

e Provide further useful details;
e Not make it more difficult to identify the required label elements;

e Be consistent with the classification of a substance or mixture. This also means that

inconsistent statements such as “non-toxic”, “non-harmful” or “ecological” are not
allowed;

e Not contradict or cast in doubt the validity of the information given by the labelling
elements reflecting a classification according to parts 2-5 of Annex I to CLP.

Any labelling elements resulting from other Union acts should be placed in this section as
well (CLP Article 25(9)). For example, the additional labelling elements required for biocidal
products authorised under the BPR and the PPPR Regulations, the content of VOC (volatile
organic compounds) of paints according to Directive 2004/42/EC or any labelling required
by Annex XVII to REACH, should be included in this section.

REACH Article 65 provides that the holders of an authorisation as well as downstream
m users including the substances in a mixture must include the authorisation number on
the label before they place the substance or the mixture on the market for an
authorised use.

11.13 How should you organise your labels?

You can organise your labels in any way that leads to best clarity. However, the hazard
pictograms, signal word, hazard statements and precautionary statements should be kept
together on the labels.

You can choose the order of the hazard and precautionary statements. However, you are
normally required to group them together on the label by language (CLP Article 32). In case
more than one language is used on the label, the hazard and precautionary statements of
the same language should be treated as one package and grouped together on the label.
This allows the reader to find all relevant hazard and safety information in one place.

Further labelling examples are provided in section 6 of the Guidance on labelling and
packaging in accordance with the CLP Regulation.

11.14 When must you update your labels?

Your labels must be updated without undue delay?® following any changes to the
classification and labelling of your substance or mixture where the new hazard is more
severe or where new supplemental labelling elements are required under CLP Article 25 (CLP
Article 30(1)). However, where a change regarding the classification and labelling of a
substance or a mixture was triggered by a harmonised classification and labelling or by
another provision set out in a delegated act, the supplier shall ensure that the label is
updated by the date set out in the respective delegated act (CLP Article 30(3)). This would
also include non-classified mixtures containing at least one substance classified as
hazardous. Where other labelling elements are required, e.g., where the revised
classification will be less severe or the telephone number changed, the supplier of a
substance or mixture must ensure that the label is updated within 18 months. For

26 This may be subject to a modification following the entry into force of the Chemicals Omnibus VI Regulation.
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substances or mixtures within the scope of the BPR or the PPPR, labels must be updated in
accordance with these Regulations.

11.15 Unpackaged substances and mixtures

In general, substances and mixtures, especially those supplied to the general public, should
be supplied in packaging together with the necessary labelling information. Where
unpackaged materials are supplied to professional users, labelling information and other
relevant hazard information are provided through other means than a label, usually in the
SDS. In exceptional circumstances, substances and mixtures may also be supplied to the
general public unpackaged (CLP Article 29(3)). In case the substance or mixture is listed in
Part 5 of Annex II to CLP (cement and concrete in the wet state; a substance or a mixture
supplied at a filling station and directly pumped into a receptacle that forms an integral part
of a vehicle; vehicle fuels supplied at a filling station through pumping into portable
receptacles), the provision of the labelling elements is always required as described in Part
5 of Annex II to CLP.

11.16 Substances and mixtures supplied at refill stations

Regulation (EU) 2024/2865 added requirements for hazardous substances and mixtures
supplied to consumers and professionals via refill stations. The refill stations must fulfil the
conditions laid down in section 3.4 of Annex II. These conditions cover not only labelling and
packaging, but also safety measures, risk assessment, and compliance with broader
handling rules. Detailed explanations are provided in the Guidance on labelling and
packaging.
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12. Applying the precedence rules for labelling

12.1 Application of the precedence rules

If a substance or mixture possesses several hazardous properties, a system based on
principles of precedence is used to determine the most appropriate label elements, so as to
limit the information on the label to the most essential information and not overburden or
confuse the user.

12.2 Signal words

Where you have to use the signal word “Danger”, the signal word “Warning” must not appear
on the label.

12.3 Hazard pictograms

Where the classification of a substance or mixture would result in more than one pictogram
on the label, the rules of precedence summarised below apply to reduce the number of
pictograms required (CLP Article 26). As a general rule, you must include those pictograms
which indicate the most severe hazard category of each hazard class. This would also apply
in case a substance has both harmonised and non-harmonised classifications (CLP Article
26(2)).

The precedence rules relating to hazard pictograms are:

« For physical hazards, if your substance or mixture is classified with GHS01 (exploding
bomb), then GHS02 (flame) and GHS03 (flame over circle) are optional, except in cases
where more than one pictogram is compulsory (Annex I to CLP, section 2.8 self-reactive
substances and mixtures Type B and section 2.15, organic peroxides Type B).

& ®

Optional Optional

o For health hazards, if GHS06 (skull and crossbones) applies, then GHS07 (exclamation
mark) must not appear....

&

« If GHSO02 (flame) or GHSO06 (skull and crossbones) applies, then the use of GHS04
(gas cylinder) is optional....
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Optional Optional

« If GHSO5 (corrosion) applies, then GHS07 (exclamation mark) must not be used for
skin or eye irritation ....

... but may still be used for other hazards.

« If GHSO08 (health hazard) appears for respiratory sensitisation, then GHS07
(exclamation mark) must not be used for skin sensitisation or for skin or eye irritation ....

| g ... but may still be used for other hazards.

Please note that the transport rules on labelling may apply to your substance or mixture as
well. In certain cases, a particular CLP hazard pictogram on the packaging may be omitted,
as set out in CLP Article 33.

12.4 Hazard statements

All hazard statements must appear on the label, unless there is obvious duplication or
redundancy.

12.5 Precautionary statements

You should review the whole set of precautionary statements that can be assigned due to
the hazard classification of your substance or mixture and discard any that are clearly
unnecessary or redundant. You should aim to have no more than six precautionary
statements on the label, unless more are necessary to reflect the severity of the hazards.
To provide flexibility in the application of precautionary phrases, combinations or
consolidations of precautionary statements are encouraged to save label space and improve
readability. If your substance or mixture requires labelling and is to be sold to the general
public, you must include one precautionary statement on the disposal of the substance or
mixture, as well as the disposal of the packaging, unless it is clear that these are not
required.

Further guidance and examples on the selection of precautionary statements is provided in
the Guidance on labelling and packaging in accordance with the CLP Regulation.
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13. Specific labelling and packaging provisions

13.1 Variety of labelling and packaging situations

The labelling and packaging requirements of the CLP Regulation aim at protecting users from
the hazards posed by substances or mixtures. However, certain types of packaging may not
be suited for labelling. Also, hazardous substances and mixtures may be contained in various
layers of packaging. In addition, they may be covered by both the CLP and the transport
labelling requirements. Particular requirements may be necessary to protect the general
public from severe harm. How the CLP Regulation deals with these situations is described in
this section.

13.2 Labelling exemptions for small or difficult to label packaging

If you are a manufacturer, importer, downstream user or distributor who supplies
substances or mixtures in a packaging that is too small?” or of such form or shape that it is
impossible to meet the requirements of CLP Article 31, the CLP Regulation provides for
exemptions to labelling and packaging requirements (CLP Article 29). Special rules are
defined also for labelling of soluble packaging. These rules and exemptions are set out in
section 1.5 of Annex I to CLP. For further guidance on how these rules and exemptions might
apply to your packaged substances or mixtures, please see section 5.3 of the Guidance on
labelling and packaging in accordance with the CLP Regulation.

13.3 Packaging rules for the provision of child-resistant fastenings
and tactile warnings

If you supply substances and mixtures to the general public, you may have to fit child-
resistant fastenings (CRFs) and/or tactile warnings of danger (TWDs) to your packaging
(Part 3 of Annex II to CLP). These provisions are triggered by either a specific hazard
class/category or by the concentration of specific substances as set out in Tables 9 and 10,
respectively. These provisions apply whatever the capacity of the packaging.

Additional safety measures for liquid consumer laundry detergents contained in soluble
packaging for single use are in place to make the packaging less attractive and more difficult
to open for children. CLP Article 35(2) and section 3.3 of Annex II to CLP provide
requirements for the outer and inner (soluble) packaging. For further details, please see
section 3.4 of the Guidance on labelling and packaging in accordance with the CLP

Regulation.

27 1t should be noted that a packaging volume of 125 ml or more cannot be considered as too small.
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Table 9 - Hazard classifications that trigger the CLP provisions for child-resistant
fastenings and/or tactile warnings

Hazard Class (Category) Child-resistant Tactile
Fastenings Warnings
Acute toxicity (categories 1 to 3) v v
Acute toxicity (category 4) v
STOT single exposure (category 1) v v
STOT single exposure (category 2) v
STOT repeated exposure (category 1) v v
STOT repeated exposure (category 2) v
Skin corrosion (categories 1A, 1B and 1C) v v
Respiratory sensitisation (category 1) v

Aspiration hazard (category 1)

With the exception of substances or mixtures in

aerosol form or if in a container with sealed spray v v
attachment if not classified for another hazard class

triggering the requirement(s) for CRF or TWD

Germ cell mutagenicity (category 2) v
Carcinogenicity (category 2) v
Reproductive toxicity (category 2) v
Flammable gases (including chemically unstable P

gases) (categories 1 and 2; categories A and B)

Flammable liquids (categories 1 and 2) v
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Hazard Class (Category) Child-resistant Tactile

Fastenings Warnings

Flammable solids (categories 1 and 2) 4

Table 10 - Substances that trigger the CLP provisions for child-resistant fastenings
(Annex II of CLP, point 3.1.1.3)

Identification of the substance Concentration Child-resistant
limit Fastenings

Methanol > 3% v

Dichloromethane > 1% v

13.4 Specific rules for labelling of various layers of packaging

CLP Article 33 sets out rules for situations where packaging of hazardous substances or
mixtures consists of an outer, inner and possibly also intermediate packaging. As a general
rule, where the labelling of an outer packaging is in principle subject to both the transport
and the CLP rules, the labelling or marking in accordance with transport legislation is
sufficient, and the CLP labelling need not appear. Similarly, where a hazard pictogram
required by the CLP Regulation relates to the same hazard as in the rules for the transport
of dangerous goods, the hazard pictogram required by this Regulation need not appear on
the outer packaging. For further differentiations with regard to various layers of packaging,
please refer to CLP Article 33 and section 5.4 of the Guidance on labelling and packaging in
accordance with the CLP Regulation.
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14. Safety data sheets

SDSs are an important communication tool in the supply chain. They help all the actors in
the chain meet their responsibilities in relation to the management of risks arising from the
use of substances and mixtures. The CLP hazard label and Section 2.2 of the SDS must be
consistent.

The requirement to provide an SDS is set out in REACH Article 31 and Annex II to
REACH?8 “Requirements for the compilation of safety data sheets”.

m The information given in the SDS should be consistent with that given in the chemical
safety report (CSR) where a CSR is required under REACH Article 14 or 37. The
exposure scenarios documented in the CSR must be annexed to the SDS for substances
manufactured or imported at 10 tonnes or more per year.

14.1 When do you need to update?

In relation to classification and labelling and in the context of CLP, an existing SDS will
require an update when:

¢ New knowledge on hazards becomes available

e Any of the other criteria listed in REACH Article 31(9) for which an SDS update is
required (see the Guidance on compilation of safety data sheets for more details).

14.2 What do you need to update?

Any new or revised classification, including any changes of SCLs, M-factors or ATEs for
substances, should be included in Section 2 (Hazard identification) and Section 3
(Composition / Information on ingredients) of your SDS. Changes should be indicated in
Section 16 (Regulatory information). Also, the full text of a new hazard statement must
appear in Section 16 (Other information) of the SDS.

You will also need to review the other sections of your SDSs to ensure they are consistent
with the information on which the new or revised classification is based. For example, you
may have generated or identified new information about the physical, health or
environmental hazards of your substance or mixture as part of the classification process.
Therefore, you should review the information provided in Section 9 (Physical and chemical
properties), Section 11 (Toxicological information) and Section 12 (Ecological information)
of your SDSs and include any appropriate new or updated information.

If your substance or mixture classifications have changed (increased or decreased in severity
of hazard), you should consider any impacts of these changes on how your substance or
mixture should be safely managed, considering any effects from downstream legislation (see
chapter 22 of this guidance document). In connection with REACH, you should check if the
information in the CSR should be updated in line with any update of the SDS Section 7
(Handling and storage), Section 8 (Exposure controls/personal protection) or 13 (Disposal
considerations) or vice versa.

28 As of 1 January 2021, as amended by Regulation (EU) 2020/878.
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15. The Classification and Labelling Inventory — notifying
substances

15.1 The Classification and Labelling Inventory

Information on substance identity and classification and labelling of a substance should be
notified to the Agency. The Agency includes and maintains this information in a particular
database, called the Classification and Labelling (C&L) Inventory (CLP Article 42). The C&L
Inventory contains classification and labelling information on substances received from
manufacturers and importers as part of REACH registrations and CLP notifications. It also
includes the list of harmonised classifications (Table 3 of Annex VI to the CLP Regulation).

15.2 Who needs to notify?

If you are a manufacturer or importer (or a member of a group of manufacturers or
importers) who places a substance on the market, you will have to notify certain information
to the Agency (CLP Article 40) if your substance is:

e Subject to registration under the REACH Regulation (= 1 tonne/year) and placed on
the market (CLP Article 39(a));

e Classified as hazardous under the CLP Regulation and is placed on the market,
irrespective of the tonnage (CLP Article 39(b));

e Classified as hazardous under the CLP Regulation and present in a mixture above the
concentration limits specified in Annex I to CLP, which results in the classification of
the mixture as hazardous, and the mixture is placed on the market (CLP Article
39(b)).

You should not submit a notification for a substance you have already registered under the
REACH Regulation. This also applies to certain substances contained in articles where REACH
Article 7 provides for their registration.

In case you become aware of new information, or there are new classification criteria, that
lead to a revision of the classification and labelling elements of a substance (CLP Article
40(2)), you must submit an update of your notification. In case you have registered a
substance under REACH, you must provide the revised classification and labelling in the
relevant registration dossier.

If you are a downstream user who formulates a mixture, a distributor or a producer of
articles in the meaning of REACH Article 7, you do not need to notify to the Agency (see
section 2 of this guidance document). This is because the notification for your substance will
already have occurred at an earlier stage in the supply chain.

The notification must take place within one month of placing the substance on the market.
For importers, the one-month time is counted from the day when a substance, on its own
or contained in a mixture, is physically introduced in the customs territory of the European
Union (CLP Article 40(3)).

If you have already provided the classification and labelling information to be notified
to the Agency via a registration under the REACH Regulation, you should not submit a
notification under the CLP Regulation to the Agency (CLP Article 40(1)).
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Registrants have REACH obligations in addition to the CLP obligations required from

notifiers.

15.3 What information do you include in the notification?

Your notification to the Agency must include (CLP Article 40(1)):

e Your identity, as specified in section 1 of Annex VI to REACH, provided in the REACH-
IT account

e The identity of the notified substance, as specified in section 2.1 to 2.3.4 of Annex
VI to REACH

e The classification of the substance according to criteria set out in CLP Article 13

e Where the substance has been classified in some but not all CLP hazard classes or
differentiations, an indication of whether this is due to lack of data, inconclusive data,
or conclusive but insufficient data for classification.

e Specific concentration limits, M-factors or ATE?® where applicable, in accordance with
CLP Article 10 together with a justification using the relevant parts of section 1, 2
and 3 of Annex I to REACH.

e The labelling elements for the substance, including hazard pictograms, signal words
and hazard statements specified in CLP Article 17(1), as well as supplemental
hazard statements referred to in CLP Article 25(1).

e Where applicable, the reason(s) for classifying the substance differently from the
most severe classification per hazard class included in the C&L Inventory 3°,

e Where applicable, the reason(s) for introducing a more severe classification per
hazard class compared to those included in the C&L Inventory 31,

The CLP Regulation requires that notifiers or registrants of the same substance must make
every effort to come to an agreed entry to be included in the inventory (CLP Article 41).
However, you may classify your substance differently from another entry, if you include the
reasons in your notification.

In contrast, where your substance has a harmonised classification, you must always classify
it in accordance with the harmonised classification listed in Part 3 of Annex VI to CLP and
include this classification in your notification (see section 7 of this guidance document).
Please note that where an M-factor is not given in Part 3 of Annex VI to CLP for substances
classified as hazardous for the aquatic environment (category acute 1 or chronic 1), you
must set an M-factor for the substance, based on available data. For further information,
see section 1.5 of the Guidance on the Application of the CLP Criteria.

15.4 How to prepare and submit the notification?
You can electronically submit your notification to ECHA using either the dossier submission
tool REACH-IT or the System-to-system (S2S) submission service.

To submit your notification via REACH-IT, you first need to prepare it with the IUCLID
application, where you can specify all required information and create a classification and

29 The ATE for all substances classified for acute toxicity became a mandatory element to be included
in C&L Inventory notifications from 1 July 2026 (CLP Article 40).

30 Mandatory from 1%t July 2026.

31 Mandatory from 1% July 2026.
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labelling notification dossier. Alternatively, you can generate a notification within your own
IT system and submit it via the S2S approach.

In both cases, to complete your notification submission, you need to sign up in REACH-IT
and create an account.

All dossiers submitted to ECHA undergo technical and administrative checks to ensure that
they can be handled properly and that the required regulatory processes can be successfully
carried out. Such checks are called business rules (BR). A dossier can be accepted for
processing only if it meets all relevant business rules, including format verification and
availability of the required administrative information.

To help you in choosing the best notification route and to find all the necessary information
and links to the relevant tools, please go to the dedicated webpage of the ECHA website:
https://echa.europa.eu/support/dossier-submission-tools/reach-it/notification-to-the-cl-

inventory.
Practical instructions for the preparation of a notification dossier using IUCLID are available

in the ECHA manual ‘How to prepare a classification and labelling notification” accessible at
https://echa.europa.eu/manuals.

15.5 Information in the C&L Inventory
According to CLP (Article 42), ECHA makes the following information in the C&L Inventory
publicly available:

e The name in the IUPAC nomenclature for substances classified with certain hazard
classes or categories set out in Article 119(1)(a), without prejudice to Article
119(2)(f) and (g) of REACH.

e The name of the substance as given in EINECS, if applicable, and other numerical
identifiers as appropriate and available.

e The classification and labelling of the substance.
e The date of the latest update of the classification and labelling.

e As of 1 July 2026, the identity of the notifier submitting information on classification
and labelling and in case of a group notification, the name of the notifier submitting
this information on behalf of the group.

Confidentiality requests:

In certain situations, you may request the following information to be kept confidential:

e Notifier name

e IUPAC name for non-phase in substances and substances used as intermediates, in
scientific research and development, and in product and process orientated research
and development.

In this case, you must provide a justification explaining why disclosing this information could
be potentially harmful for your commercial interests or the commercial interests of any other
concerned party.

For detailed information on how to submit the confidentiality request please refer to the
manual ‘How to prepare a classification and Ilabelling notification’ accessible at
https://echa.europa.eu/manuals.
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16. New hazard information

16.1 You need to keep up to date with hazard information!

Under the CLP Regulation, it is up to you as a manufacturer, importer or downstream
user to keep up to date with new scientific or technical information that could alter the
classification and labelling of any substances or mixtures that you supply, as it is expressed
in CLP Article 15: “"manufacturers, importers and downstream users shall take all reasonable
steps available to them to make themselves aware of new scientific or technical information
that may affect the classification of the substances or mixtures they place on the market.”

16.2 What do you have to do?

You need to assess new hazard information to ascertain whether it is adequate and
sufficiently reliable to carry out a new evaluation of the classification of your substance or
mixture. If it is, you must then carry out a new evaluation without undue delay (CLP Article
15(1)). In case a change in the classification of your substance or mixture is warranted, you
must update your labels and SDSs accordingly. An updated version of the SDS must be
provided to all recipients to whom the substance or mixture has been supplied within the
preceding 12 months. This update is to be done without undue delay where the new hazard
is more severe or where new supplemental labelling elements are required (CLP Article
30(1)). For other changes to the labelling, you must update the corresponding label within
18 months (CLP Article 30(2))3.

Please note that, in case of a change of the classification and labelling of a substance for
which you had previously submitted notification to the C&L inventory, you must notify the
Agency of any such change using the routes and tools described in the previous chapter
(CLP Article 40(2)).

The REACH registration dossier, including the chemical safety assessment and report,
and SDSs will have to be updated when new information on hazards becomes available
m or when the classification and labelling changes (REACH Articles 14, 22 and 31).

You should pass on new hazard information and any changes to the classification and
labelling that you have made to the next actor or distributor up and down the supply
chain (REACH Articles 31, 32 and 34).

The steps to take once you become aware of new hazard information for your substance or
mixture are shown in Figure 2.

32 Mandatory as of 1%t July 2026. The application dates may be revised in the future.
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Figure 2 - What to do about new hazard information
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17. Request for use of an alternative chemical name

17.1 Introduction

Under the CLP Regulation, substances and mixtures placed on the market must be well
identified (see section 11.6 of this guidance document on product identifiers). However, as
a manufacturer, importer or downstream user you may be concerned that the
disclosure on the label or SDS of the chemical identity of one or several substances contained
in your mixture(s) puts the confidential nature of your business, in particular your
intellectual property rights, at risk (CLP Article 24). In such cases, CLP allows you to submit
a request to the Agency to use an alternative chemical name that refers to that/those
substance(s) in a mixture either by means of a name that identifies the most important
functional chemical groups or by means of an alternative designation. Such requests are
referred to here as ‘requests for use of an alternative chemical name’.

17.2 Who to submit the request to?

All requests for an alternative chemical name must be sent to the Agency (ECHA), as set
out in CLP Article 24. Your request should demonstrate that the disclosure on the label of
the chemical identity of your substance or mixture puts the confidential nature of your
business, particularly your intellectual property rights, at risk. Any requests for alternative
chemical names approved by ECHA will be valid in all EU Member States. This alternative
chemical name can be used on the label and in the SDS of the mixture instead of the
substance name.

If a request for use of an alternative chemical nhame was submitted to a Member State
Competent Authority under the DPD and the request was approved before 1 June 2015, the
use of the approved alternative chemical name is still allowed.

17.3 Which substances are included?

You can make a request for an alternative chemical name for any substance in the mixture
that has not been assigned an EU workplace exposure limit, and where that substance is
classified exclusively as one or more of the hazard categories set out in point 1.4.1 of Part
1 of Annex I to CLP, namely:

e Any of the hazard categories relating to physical hazards (Part 2 of Annex I to CLP)
e Acute toxicity, category 4

e Skin corrosion / irritation, category 2

e Serious eye damage / eye irritation, category 2

e Specific target organ toxicity - single exposure, category 2 or 3

e Specific target organ toxicity - repeated exposure, category 2

e Hazardous to the aquatic environment, chronic category 3 or 4.

Further to this, the use of the alternative chemical name should meet the need to provide
enough information for the necessary health and safety precautions to be taken and ensure
that risks from handling the mixture can be controlled. It is up to the applicant to
demonstrate that this is the case.

17.4 How to submit your request?

Your request should be submitted to ECHA in the format specified by ECHA and using any
tools made available by ECHA (CLP Article 24(2), referring to REACH Article 111). The
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request must be accompanied by a fee as determined by the European Commission. ECHA
may require further information from you if such information is necessary to take a decision.
Practical information is available on the dedicated webpage of the ECHA website at:
https://echa.europa.eu/support/dossier-submission-tools/reach-it/requesting-an-
alternative-chemical-name-in-mixtures.

ECHA will notify you of its decision within six weeks from the date of submission of your
request or, in case ECHA requires further information, from the date of receipt of such further
required information. If ECHA raises no objections within these six weeks, the use of the
requested name is deemed to be allowed.
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18. Information records and requests

18.1 What record keeping regarding classification and labelling do
the REACH and CLP Regulations require from you?

As a supplier (manufacturer of substances, an importer of substances or mixtures or as
downstream user), you need to assemble and keep available all the information that you
used for the classification and labelling of your substance or mixture. This information must
be kept for at least 10 years after you last supplied the substance or mixture (CLP Article
49). As a distributor, you must in the same way assemble and keep available all the
information that you used for the labelling (see also Table 4 in section 2 of this guidance
document).

The REACH Regulation requires you to assemble and keep available all the information
necessary to carry out your duties under the REACH Regulation for a period of at least
10 years after you last manufactured, imported, supplied or used a substance or
mixture. You must submit this information or make it available without delay upon

m request to the Competent Authority/ies of the Member State where you are established
or to the Agency (REACH Article 36).

If your substance has been registered under the REACH Regulation or is subject to
other obligations under the REACH Regulation, the information that must be kept under
the CLP Regulation must be kept together with that required for you to carry out your
duties under the REACH Regulation (CLP Article 49(1)).

18.2 Who must you show this information to?

The Competent Authority/ies or the enforcement authorities of the Member State where you
are established or ECHA may request all the information you used for the purpose of
classification and labelling under the CLP Regulation. Following such a request, you need to
provide this information. However, if the information requested by a Competent Authority is
included in your notification under the CLP Regulation, or your registration under the REACH
Regulation, this information will be available to ECHA, and the Competent Authority needs
to address its request to ECHA (CLP Article 49(3)).

All Member States are required to appoint a body or bodies (such as poison centres*3) to be
responsible for receiving the information relevant for formulating preventative and curative
measures, for emergency health response. If you are an importer or downstream user
placing mixtures on the market, these bodies must receive from you the necessary
information, inter alia on the chemical composition of mixtures placed on the market and
classified as hazardous based on their health and physical effects. The information you
provide must include the chemical identity of substances in mixtures for which a request for
use of an alternative chemical name has been accepted by the Agency (CLP Article 45 and
Annex VIII) 34,

33 A list of appointed bodies has been prepared and made available by the Commission at
http://ec.europa.eu/growth/sectors/chemicals/poison-centres en.

34 See also the Guidance on harmonised information relating to emergency health response.
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19. Proposals for harmonised classification and labelling

19.1 What should a proposal be about?

Proposals for CLH of a substance or a group of substances should comprise proposals for
inclusion of a new entry or for updating an existing entry in Annex VI to CLP and should
normally be made if that substance fulfils the classification criteria for (CLP Article 36):

e Respiratory sensitisation, category 1

e Germ cell mutagenicity, categories 1A, 1B or 2

¢ Carcinogenicity, categories 1A, 1B or 2

e Reproductive toxicity, categories 1A, 1B or 2

e Endocrine disruption for human health, category 1 and 2

e Endocrine disruption for the environment, category 1 and 2
e Persistent, bioaccumulative and toxic

e Very persistent, very bioaccumulative

e Persistent, mobile and toxic

e Very persistent, very mobile.

Regulation (EU) 2024/2865 has added requirements for hazardous substances and mixtures
supplied to consumers and professionals via refill stations. The refill stations must fulfil the
conditions laid down in section 3.4 of Annex II. These conditions cover not only labelling and
packaging, but also safety measures, risk assessment, and compliance with broader
handling rules. Detailed explanations are provided in the Guidance on labelling and
packaging.

In contrast to other substances, active substances in the meaning of PPPR or BPR
Regulations are normally to be subject to CLH for all hazard classes (see section 22 of this
guidance document).

Proposals can refer to the inclusion of the classification of a substance into Part 3 of Annex
VI to CLP or to the update of an existing Annex VI entry (see section 6 of this guidance
document). They must be submitted to the Agency.

19.2 Who can submit a proposal?

A Competent Authority of a Member State or a manufacturer, importer and downstream
user of a substance may submit a proposal to the Agency for the CLH of a substance (CLP
Article 373°). The Commission may request the Agency or the European Food Safety
Authority to prepare a proposal for harmonised classification and labelling (CLP Article 37
(1a)). A Member State Competent Authority may make such a proposal even for a hazard
for which a CLH already exists for that substance. In contrast, a manufacturer, importer
or downstream user cannot make such a proposal for a hazard for which a CLH already
exists for that substance; on the other hand, if they have new information that may lead to
a change in the CLH of a substance, they must contact the Competent Authority in one of
the Member States in which the substance is placed on the market and submit a proposal
to it (CLP Article 37(6)). If the proposal of the Competent Authority or the manufacturer,

35 Please note that, for active substances used in plant protection or biocidal products, only Member State
competent authorities can submit proposals, i.e. not companies.
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importer or downstream user pertains to other hazard classes than those listed in section
30.1 above, a justification demonstrating the need for action at the EU level is required.

19.3 How do you submit a proposal as a company?

The procedure for submitting a proposal to the Agency for the harmonised classification of
a substance is set out in CLP Article 37. Detailed and practical information is provided in the
Guidance on the preparation of dossiers for harmonised classification and labelling.

You should notify the Agency of your intention to submit a proposal for harmonised
classification and labelling, before submitting a CLH proposal.

The steps required for you to submit a proposal are summarised in Figure 3.


https://echa.europa.eu/guidance-documents/guidance-on-clp
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Ensure that you have
previously notified ECHA
of your intention to
submit a proposal for CLH

Collate the hazard
assessment information
used to assign the
classification and
labelling of your
substance

If not based on
classification as CMR,
respiratory sensitisation,
ED HH, ED ENV, PBT/
vPvB, or PMT/VPVM -
prepare your argument
for the harmonised
classification and
labelling of your
substance

Ensure that you have
included all the
information that will be
necessary for your
substance to be included
within the list of
harmonised classification
and labelling set in Table
3 of Annex Vlto CLP

Use the CLH report
format and specific
webform provided by
ECHA to prepare and
submit your proposal
(accompanied by the
appropriate fee in case is
notbased on
classification as CMR or
respiratory sensitiser)

Physical, human
and
environmental
hazards

- The appropriate numbering and
identification details for your
substance, including where
appropriate: index no.and
EINECS no., NLP no., CAS no.and

International Substance
Identification;

- Information related to the
classification of your substance
including all C&L elements (i.e.

hazard pictograms, signal words,
codification of hazard and
precautionary statements,
specific concentration limits or
M-factors, any cut-off values and
supplemental labelling
information);
- Notes to be assigned to an
entry from the list of notes
provided in Part 1 of Annex VIto
CLP.

Figure 3 - Steps required to prepare and submit a proposal
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19.4 A proposal has been submitted: what happens next?

Once a proposal is submitted, all parties concerned will be given the opportunity to comment
on it. The opportunity to comment will be provided via the ECHA website
(https://echa.europa.eu/harmonised-classification-and-labelling-consultation), in a
specified commenting form, where comments can be introduced by a specified deadline.

The Committee for Risk Assessment (RAC) of the Agency will form an opinion on a proposal
for the CLH of a substance within eighteen months (CLP Article 37(4)), and the Agency will
then forward this opinion to the Commission. Should the Commission find that your proposal
and justification are appropriate, it will propose to include your substance in Table 3 of Part
3 of Annex VI to CLP (which lists substances with a CLH), together with the relevant
classification and labelling elements and, where appropriate, the SCLs, M-factors and ATEs.
The procedure to include a substance in Annex VI to CLP is a regulatory procedure with
scrutiny by the European Commission.

The process followed by the Agency and the Commission following the submission of a
proposal is summarised in Figure 4 (CLP Article 37).

N
Proposal submitted to
ECHA

Up to 18 months Public consultation

Committee for Risk
v Assessment of ECHA
forms an opinion on the

proposal

Proposal and opinion
submitted by ECHA to the
Commission

Without undue delay

Decision of inclusion in
v Annex VI with regulatory
procedure with scrutiny

Figure 4 - Process followed by the Agency and the Commission following the
submission of a proposal for CLH
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20. Downstream legislation - an overview

Provisions under EU legislation other than the CLP Regulation (downstream legislation) may
be triggered by the classification of your substance or mixture. Such acts are, for example:

Registration, evaluation, authorisation and restriction of chemicals (REACH):
Regulation (EC) No 1907/2006 of 18 December 2006 (see section 22 of this guidance
document)

Control of major-accident hazards involving dangerous substances (Seveso III):
Directive 2012/18/EU of 4 July 2012

Plant protection products: Regulation (EC) No 1107/2009 (PPPR) of 31 October 2009
(see section 21 of this guidance document)

Biocidal products: Regulation (EU) No 528/2012 (BPR) of 16 February 1998 (see
section 21 of this guidance document)

Chemical agents at work: Council Directive 98/24/EC of 7 April 1998
Carcinogens and mutagens at work: Directive 2004/37/EC 29 April 2004
Young people at work: Council Directive 94/33/EC of 22 June 1994

Pregnant and breastfeeding women at work: Council Directive 92/85/EEC of 19
October 1992

Health and safety signs at work: Council Directive 92/58/EEC of 24 June 1992

Cosmetic products: Regulation (EC) No 1223/2009 of the European Parliament and
of the Council of 30 November 2009

Toy safety: Directive 2009/48/EC of the European Parliament and of the Council of
18 June 2009 on the safety of toys

Detergents: Regulation (EC) No 648/2004 of 31 March 2004
Eco-label scheme: Regulation (EC) No 66/2010 of 25 November 2009

Aerosol dispensers: Council Directive 75/324/EEC of 20 May 1975. CLP Article 14
(2c) takes account of the Aerosols Directive Article 8 (1a)

Industrial emissions: Directive 2010/75/EU of 24 November 2010

Ambient air quality assessment and management: Directive 2008/50/EC of the
Council of 21 May 2008

Export and import of dangerous chemicals: Regulation (EU) No 649/2012 of 4 July
2012

Hazardous waste: Directive 2008/98/EC (Waste Framework Directive) and
Commission Decision 2000/532/EC of 3 May 2000

Batteries: Regulation (EU) 2023/1542 of the European Parliament and of the Council
of 12 July 2023

End-of-life vehicles: Directive 2000/53/EC of 18 September 2000

Waste electrical and electronic equipment (WEEE): Directive 2012/19/EU of the
European Parliament and of the Council of 4 July 2012.

Some of these EU acts might still refer to the previous directives on classification and
labelling of substances and mixtures (preparations), i.e. DSD or DPD; they have been or are
in the process of being amended accordingly over time to take account of the CLP Regulation.
For summaries of some of the interactions between the CLP and REACH Regulations, the
BPR and PPPR, see sections 21 and 22 of this guidance document.
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21. Biocidal products Regulation, plant protection products
Regulation and interlinks with the CLP Regulation

The provisions of the CLP Regulation apply in full to any substance or mixture whose
marketing and use are controlled by the BPR or the PPPR. However, the CLP Regulation in
no way replaces the provisions of the BPR or those of the PPPR.

In practice, this means that your active substances and biocidal or plant protection products
(mixtures) must be classified and labelled under the CLP Regulation. You should consider
any additional information required by the BPR or the PPPR to be supplemental labelling
information for the purposes of the CLP Regulation (CLP Article 25) (see section 11 of this
guidance document). Biocidal products need to fulfil the CLP Regulation as well as BPR.
Article 69 of BPR (applicable to BPs, but not to biocidal active substances) lays down the
labelling requirements for BPs. In contrast with biocidal products, the labelling of biocidal
active substances is fully regulated under CLP, but not under BPR.

Substances that are active substances in the meaning of the BPR or the PPPR are normally
subject to CLH (see sections 6 and 19 of this guidance document), i.e. all hazard
classifications and labelling elements will be harmonised. This is a difference compared to
other substances, for which only the classification and labelling elements for CMRs,
respiratory sensitisers, EDs, as well as substances with PBT/vPvB or PMT/vPvM properties
will normally be harmonised while other classifications and the related labelling elements
will only be harmonised on a case-by-case basis if justification is provided demonstrating
the need for such action at Union level (CLP Article 36(2)). In relation to proposals for CLH,
please note that only Member State Competent Authorities can submit such proposals for
active substances used in plant protection or biocidal products.

Should you want to change the composition of a biocidal or plant protection product, you
have to apply for a change to the authorisation of that product at the relevant Competent
Authority of the Member State where you place it on the market or, in case of biocidal
product for which a Union Authorisation was granted, at ECHA3®. In your application, you
need to mention that you had to review the classification of your product due to a change
of its composition, where this was appropriate.

Should information become available which results in the update of the classification and
labelling of your substance or mixture, you must do so in accordance with the provisions of
the CLP Regulation (CLP Article 30) (see section 16 of this guidance document). However,
should your substance or product (mixture) fall within the scope of the BPR or the PPPR and
be subject to an authorization or registration decision according to one of those Regulations,
then the requirements of those regulations also apply (CLP Articles 15(5) and 30(3)).

36 Please refer to Regulation (EU) No 354/2013 on changes in authorised biocidal products.
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22. Obligations under REACH triggered by the classification
of substances and mixtures

In general, your obligations under the REACH Regulation are triggered by the quantity of a
substance that you manufacture or import. Specific obligations may also depend upon the
classification of all (or any) substances and mixtures, in particular:

e Should you manufacture a substance or import it, on its own or in a mixture, at or
above 10 tonnes per year, you are obliged to assess exposure and characterise the
related risk for the preparation of the CSR if this substance meets the criteria for
classification (REACH Article 14).

e You must compile an SDS if your substance or mixture meets the criteria for
classification (REACH Article 31).

e You must provide all of the information required under REACH Annex VII (and CLP
Title V, if appropriate) if you manufacture or import a substance in quantities between
1 and 10 tonnes per year that is likely to be classified as CMR category 1A or 1B
according to the CLP Regulation, or has dispersive use and is likely to be classified
for human health or environmental effects.

In case you use a substance classified as CMR category 1A or 1B, PBT or vPvB, or identified
as causing an equivalent level of concern, you should check whether the substance has been
identified as a Substance of Very High Concern (SVHC), included in the candidate list, and
possibly further prioritised and included in Annex XIV to REACH as a substance subject to
authorisation. The authorisation process is independent of any tonnage produced (REACH
Article 57 f). In this respect, it is important to regularly check Annex XIV and the Candidate
List of SVHCs as new substances are subjected to the Authorisation process®’.

Please also take note of the restrictions of Annex XVII to REACH, especially those in relation
to CMR substances, which are set out in entries 28, 29 and 30.

37 More information is available on the dedicated webpage on the ECHA website: Substances of very high concern

identification - ECHA
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23. Joint submission of data and data sharing under REACH

Registrants for the same substance have the obligation under REACH to jointly submit data,
including data for the purpose of classification and labelling, with limited exceptions (REACH
Article 11(1) and (3)). Therefore, they must agree on the classification and labelling of
a substance and consider where there is a difference between the potential registrants. It
may indeed happen that a supplier classifies the same substance differently from another
supplier, for example in case of impurity in one substance leading to a higher classification.

The CLP Regulation requires that the notifiers (under the CLP Regulation) and registrants
(under the REACH Regulation) must make every effort to come to an agreed entry, i.e. to
an agreed classification and labelling, to be included in the C&L inventory (CLP Article 41)
where there are different entries for the same substance in the inventory.

Nevertheless, varying impurity profiles of the same substance may render agreement on the
classification and labelling impossible, so that the same substance may have several entries
in the inventory with different classification and labelling.

For more detailed information and guidance on joint submission of data and data sharing
issues, please also refer to the Guidance on data sharing.
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24. REACH guidance documents relevant to the CLP
Regulation

Physical, health and environmental hazard assessments are an important part of the REACH
registration process, and you may find additional helpful information in various guidance
documents that will help you understand and assess the hazards of your substance or
mixture. The Agency has published a range of guidance documents (some of them being
referred to in this guidance document) relating to the REACH Regulation, which are available
to download from the Agency website: https://echa.europa.eu/guidance-
documents/quidance-on-reach. Of relevance to the CLP Regulation are the guidance
documents introduced here below.

Guidance on the compilation of safety data sheets

This guidance document assists industry in determining tasks and requirements to comply
with to fulfil the obligations under REACH Article 31 (requirements for SDSs) and Annex II
to REACH.

Guidance on registration
This guidance document gives clarification on the roles of “manufacturer” and “importer”.
Guidance for downstream users

This guidance document gives clarification on the roles of “downstream user” and
“distributor”.

Guidance on requirements for substances in articles

This guidance document gives clarification on the role of “producer (importer) of
articles”.

Guidance on information requirements and chemical safety assessment

This guidance document gives advice on how to carry out certain steps that are common to
hazard assessment under the REACH Regulation and classification, i.e.: where to find
available information, how to assess collected data and how to use non-testing information.
Expert knowledge may be required to understand and use this advice. The document is
made up of six main parts (A to F) and supporting reference guidance (Chapters R.2 to
R.20). Part B contains concise guidance on hazard assessment. This covers information
requirements on properties of a substance under the REACH Regulation, including the
collection of information, non-testing approaches and the integrated testing strategies for
generating relevant information for each hazard.

The chapters relevant for classification and labelling are as follows:
e Chapter R.3 - Guidance on collection of available information.
e Chapter R.4 - Evaluation of information.
e Chapter R.6 - In-depth guidance on(Q)SARs and grouping of chemicals.

e Chapter R.7 - Information on how to derive appropriate information for classification
and labelling (hazard-specific guidance).

e Part D - Builds the bridge to the use of exposure scenarios in the context of the CSR
and the extended SDS.

Guidance on data sharing

This document provides detailed information and guidance on data sharing and joint
submission issues, e.g. the obligations of registrants to share data (see also section 23
of this guidance document).
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Annex 1. Glossary

Terms used in this guidance document

Aerosol: aerosol dispenser, any non-refillable receptacle made of metal, glass or plastics
and containing a gas compressed, liquefied or dissolved under pressure, with or without a
liquid, paste or powder, and fitted with a release device allowing the contents to be ejected
as solid or liquid particles in suspension in a gas, as a foam, paste or powder or in a liquid
state or in a gaseous state.

Alloy: a metallic material, homogeneous on a macroscopic scale, consisting of two or more
elements so combined that they cannot be readily separated by mechanical means; alloys
are considered to be mixtures for the purposes of CLP.

Article (Under REACH and CLP): an object which during production is given a special shape,
surface or design which determines its function to a greater degree than does its chemical
composition.

Aspiration: the entry of a liquid or solid chemical substances or mixture into the trachea
and lower respiratory system directly through the oral or nasal cavity, or indirectly from
vomiting.

Carcinogen: a substance or a mixture of substances which induces cancer or increases its
incidence.

Corrosive to metals: materially damaging, or even destroying, metals by chemical action
of a substance or a mixture.

Competent Authority: the authority or authorities or bodies established by the Member
States to carry out the obligations arising from the CLP Regulation.

Differentiation: the distinction between hazard classes depending on the route of exposure
or the nature of the effects.

Distributor: any natural or legal person established within the Union, including a retailer,
who only stores and places on the market a substance, on its own or in a mixture, for third
parties.

Downstream user: any natural or legal person established within the Union, other than
the manufacturer or the importer, who uses a substance, either on its own or in a mixture,
during their industrial or professional activities. A distributor or a consumer is not a
downstream user. A re-importer, exempted pursuant to Article 2(7)(c) of REACH, is
regarded as a downstream user.

Endocrine Disruptor: a substance or a mixture that alters one or more functions of the
endocrine system and consequently causes adverse effects in an intact organism, its
progeny, populations or subpopulations.

Endpoint: any physico-chemical, biological or environmental effect, which can be measured
under specific conditions.

Explosive article: an article containing one or more explosive substances.

Explosive substance: a solid or liquid substance (or mixture of substances) which is in
itself capable by chemical reaction of producing gas at such a temperature and pressure and
at such a speed as to cause damage to the surroundings. Pyrotechnic substances are
included even when they do not evolve gases.

Eye irritation: the production of changes in the eye following the application of test
substance to the anterior surface of the eye, which are fully reversible within 21 days of
application.
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Fee Regulation: Commission Regulation (EU) No 440/2010 of 21 May 2010 on the fees
payable to the European Chemicals Agency pursuant to Regulation (EC) No 1272/2008 of
the European Parliament and of the Council on classification, labelling and packaging of
substances and mixtures.

Flammable gas: a gas having a flammable range with air at 20 °C and a standard pressure
of 101.3 kPa.

Flammable liquid: a liquid having a flash point of not more than 60°C. Flash point means
the lowest temperature (corrected to a standard pressure of 101.3 kPa) at which the
application of an ignition source causes the vapours of a liquid to ignite under specified test
conditions.

Flammable solid: a solid which is readily combustible or may cause or contribute to fire
through friction.

Gas: a substance which (i) at 50 °C has a vapour pressure greater than 300 kPa; or (ii) is
completely gaseous at 20 °C at a standard pressure of 101.3 kPa.

Hazard (sub-)category: the (sub-)division of criteria within each hazard class, specifying
hazard severity.

Hazard class: the nature of the physical, health or environmental hazard.

Hazard pictogram: (sometimes also referred to as ' pictogram’ in this document): a
graphical composition that includes a symbol plus other graphic elements, such as a border,
background pattern or colour that is intended to convey specific information.

Hazard statement: a phrase assigned to a hazard class and category that describes the
nature of the hazards of a hazardous substance or mixture, including, where appropriate,
the degree of hazard.

Hazardous: fulfilling the criteria relating to physical hazards, health hazards or
environmental hazards, laid down in parts 2 to 5 of Annex I of CLP.

Import: the physical introduction into the customs territory of the Union.

Importer: any natural or legal person established within the Union who is responsible for
import.

INCHEM: refers to an Internet based tool providing a range of chemical safety related
information produced by International Programme on Chemical Safety and the Canadian
Centre for Occupational Health.

Intermediate: a substance that is manufactured for and consumed in or used for chemical
processing to be transformed into another substance.

Label: an appropriate group of written, printed or graphic information elements concerning
a hazardous substances or mixture, selected as relevant to the target sector (s), that is
affixed to, printed on, or attached to the immediate container of a hazardous substance or
mixture, or to the outside packaging of a hazardous substances or mixture (definition follows
chapter 1.2 of the GHS).

Label element: one type of information that has been harmonised for use in a label, e.g.
hazard pictogram, signal word.

Liquid: a substance or mixture which at 50 °C has a vapour pressure of not more than 300
kPa (3 bar), which is not completely gaseous at 20 °C and at a standard pressure of 101.3
kPa, and which has a melting point or initial melting point of 20 °C or less at a standard
pressure of 101.3 kPa. A viscous substance or mixture for which a specific melting point
cannot be determined shall be subjected to the ASTM D 4359- 90 test; or to the test for
determining fluidity (penetrometer test) prescribed in section 2.3.4 of Annex A of the ADR.
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M-factor: a multiplying factor. It is applied to the concentration of a substance classified as
hazardous to the aquatic environment acute category 1 or chronic category 1, and is used
to derive by the summation method the classification of a mixture in which the substance is
present.

Manufacturer: any natural or legal person established within the EU who manufactures a
substance within the EU.

Manufacturing: production or extraction of substances in the natural state.

Mixture: a mixture or solution composed of two or more substances. However, GHS
Chapter 1.2 includes the phrase, “in which they do not react” at the end of an otherwise
identical definition.

Monomer: a substance which can form covalent bonds with a sequence of additional like
or unlike molecules under the conditions of the relevant polymer-forming reaction used for
the particular process.

Mutagen: an agent giving rise to an increased occurrence of mutations in populations of
cells and /or organisms.

Mutation: a permanent change in the amount or structure of the genetic material in a cell;

Notifier: the manufacturer or the importer, or group of manufacturers or importers
notifying to the Agency.

Organic peroxide: a liquid or solid organic substance which contains the bivalent -O-0O-
structure and may be considered a derivative of hydrogen peroxide, where one or both
hydrogen atoms have been replaced by organic radicals. The term also includes organic
peroxide formulations (mixtures).

Oxidising gas: any gas which may, generally by providing oxygen, cause or contribute to
the combustion of other material more than air does.

Oxidising liquid: a liquid which, while in itself not necessarily combustible, may, generally
by yielding oxygen, cause, or contribute to, the combustion of other material.

Oxidising solid: a solid which, while in itself not necessarily combustible, may, generally
by yielding oxygen, cause, or contribute to, the combustion of other material.

PBT: a persistent, bioaccumulative and toxic substance or mixture.

Placing on the market: supplying or making available, whether in return for payment or
free of charge, to a third party. Import shall be deemed to be placing on the market.

PMT: a persistent, mobile and toxic substance or mixture.

Polymer: a substance consisting of molecules characterised by the sequence of one or more
types of monomer units. Such molecules should be distributed over a range of molecular
weights wherein differences in the molecular weight are primarily attributable to differences
in the number of monomer units. A polymer comprises the following:

(a) a simple weight majority of molecules containing at least three monomer units which
are covalently bound to at least one other monomer unit or another reactant.

(b) less than a simple weight majority of molecules of the same molecular weight. In the
context of this definition a ‘monomer unit’ means the reacted form of a monomer substance
in a polymer.

Precautionary statement: a phrase that describes recommended measure(s) to minimise
or prevent adverse effects resulting from exposure to a hazardous substance or mixture due
to its use or disposal.
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Product identifier: details permitting the identification of the substance or mixture.

Pyrophoric liquid: a liquid which, even in small quantities, is liable of igniting within five
minutes after coming into contact with air.

Pyrophoric solid: a solid which, even in small quantities, is liable of igniting within five
minutes after coming into contact with air.

Pyrotechnic article: an article containing one or more pyrotechnic substances.

Pyrotechnic substance: a substance or mixture of substances designed to produce an
effect by heat, light, sound, gas or smoke or a combination of these as the result of non-
detonative self-sustaining exothermic chemical reactions.

Registrant: the manufacturer or the importer of a substance or the producer or
importer of an article submitting a registration for a substance under the REACH
Regulation.

Respiratory sensitiser: a substance that induces hypersensitivity of the airways following
inhalation of the substance.

Self-heating substance: a solid or liquid substance, other than a pyrophoric substance,
which, by reaction with air and without energy supply, is liable to self-heat; this substance
differs from a pyrophoric substance in that it will ignite only when in large amounts
(kilograms) and after long periods of time (hours or days).

Self-reactive substance: a thermally unstable liquid or solid substance liable to undergo
a strongly exothermic decomposition even without participation of oxygen (air). This
definition excludes substances or mixtures classified under CLP as explosive, organic
peroxides or as oxidising.

Serious eye damage: means the production of tissue damage in the eye, or serious
physical decay of vision, following application of a test substance to the anterior surface of
the eye, which is not fully reversible within 21 days of application.

Signal word: a word that indicates the relative level of severity of hazards to alert the
potential reader of the hazard; the following two levels are distinguished:

(a) Danger means a signal word indicating the more severe hazard categories.
(b) Warning means a signal word indicating the less severe hazard categories.

Skin corrosion: the production of irreversible damage to the skin, namely visible necrosis
through the epidermis and into the dermis, following the application of a test substance up
to 4 hours.

Skin irritation: the production of reversible damage to the skin following the application of
a test substance for up to 4 hours.

Skin sensitiser: means a substance that will induce an allergic response following skin
contact. The definition for *skin sensitiser’ is equivalent to " contact sensitiser’.

Solid: a substance or mixture which does not meet the definitions of liquid or gas.

Substance: a chemical element and its compounds in the natural state or obtained by any
manufacturing process, including any additive necessary to preserve its stability and any
identified impurity deriving from the process used, but excluding any solvent which may be
separated without affecting the stability of the substance or changing its composition.

Supplier: means any manufacturer, importer, downstream user or distributor placing on
the market a substance, on its own or in a mixture, or a mixture.

Symbol: a graphical element intended to succinctly convey information.
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Use: any processing, formulation, consumption, storage, keeping, treatment, filling into
containers, transfer from one container to another, mixing, production of an article or any
other utilisation.
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Annex 2. Additional sources of information

Find here an overview of information sources and advice in relation to the CLP Regulation,
in addition to the sources provided in section 8 of this guidance document.

1. Guidance on the Application of the CLP Criteria: this Introductory Guidance on the
CLP Regulation has been written to help you find your way around the requirements of
the CLP Regulation. Should you require more specific guidance on the application of CLP
criteria to the classification of your substances and mixtures, please consult the
Guidance on the Application of the CLP Criteria.

2. Guidance on labelling and packaging in accordance with the CLP Regulation:
this document describes specific provisions for labelling and packaging of chemical
substances and mixtures under Titles III and IV of the CLP Regulation (see the Guidance
on labelling and packaging in accordance with the CLP Regulation).

3. Guidance on harmonised information relating to emergency health response -
Annex VIII to CLP: this document provides detailed guidance for companies on how to
comply with their obligation under CLP Article 45 and Annex VIII to submit to the relevant
national appointed bodies information on the hazardous mixtures companies place on
the market (see the Guidance on harmonised information relating to emergency health
response and ECHA's Poison Centres website at https://poisoncentres.echa.europa.eu/).

4. Member State CLP/REACH helpdesks: these are established in each Member State
and are the points of contact for questions on the CLP and REACH Regulations (see CLP
Article 44). It is possible that your Member State Competent Authority will choose to
combine their CLP and REACH helpdesks, but they are not obliged to do so. To find the
contact details for your REACH helpdesk please consult the ECHA website:
https://echa.europa.eu/web/guest/support/helpdesks.

5. DG GROWTH website: this internet website provides an overview and links to further
information, including additional guidance at
http://ec.europa.eu/growth/sectors/chemicals/classification-labelling/.

6. DG ENV website: this internet website provides an overview and links to further
information, including additional guidance at
http://ec.europa.eu/environment/chemicals/labelling/index en.htm.
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Annex 3. The GHS and the CLP Regulation

A.3.1. Background
The Globally Harmonised System of Classification and Labelling of Chemicals (GHS) was agreed
by the United Nations (UN) in Geneva in December 2002. The GHS is introduced in the EU

legislative framework through the CLP Regulation which is legally binding and directly applicable
in the EEA.

A.3.2. Additional hazard classes
The introduction of the GHS hazard classes in the EU is based on the " building block approach’,

allowing the different countries and jurisdictions to implement in their own legislation only those
hazard classes and categories which they consider relevant.

A.3.3. GHS categories not included in the CLP Regulation

Based on the building block approach, the CLP Regulation does not always include all hazard
categories included in the GHS since they were not all part of the DSD, as shown in Table 11.

Table 11 - Hazard categories included in the GHS but not in the CLP Regulation

Hazard classes GHS hazard categories not | Comments

in CLP

Flammable liquids Cat. 4 Flammable liquids with a flash
point < 93°C are used for the

classification in the hazard class

Aerosols
Acute toxicity Cat. 5
Skin corrosion/ irritation Cat. 3 Mild skin irritant
Serious eye damage/ eye | Cat. 2B CLP Cat. 2 is equivalent to Cat.
irritation 2A of GHS
Aspiration hazard Cat. 2

Hazardous to the aquatic | Acute Cat. 2 and Cat. 3

environment
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A.3.4. Additional labelling and packaging rules

The CLP Regulation includes special rules not included in the GHS for substances and mixtures
in small packaging (CLP Article 29), on supplemental hazard information (Part I of Annex II to
CLP), on supplemental label elements for certain mixtures (Part 2 of Annex II to CLP) and for
the provision of child-resistant fastenings and/or tactile warnings (Part 3 of Annex II to CLP).
Also, it includes rules for the situation when a substance is covered by both the CLP Regulation
and by transport legislation.

A.3.5. Plant protection products

CLP contains a special rule for the labelling of plant protection products, which states that you
must include the following wording in addition to the requirements of PPPR (Part 4 of Annex II
to CLP):

EUH401 - "To avoid risks to human health and the environment, comply with the instructions
for use.”

For more information about the classification and labelling of plant protection products please
consult section 21 of this guidance document.
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