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REGISTRATION OF CHEMICAL  
SUBSTANCES
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A technical registration dossier has to be sent to the European 
Chemicals Agency (ECHA) for each substance manufactured or 
imported to the EU in more than 1 ton/year.

The information requirements for the registration dossier, on the 
hazards, use conditions and exposure  for chemicals, depends on 
the manufacture/import volume band (Annex VII to X of REACH)

The hazard information of a chemical substance must be shared 
among all registering companies in so-called SIEFs
(Substance Information Exchange Forums).

If a company uses information owned by another company, the 
information owner is entitled to compensation.

REGISTRATION
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REGISTRATION

Manufacturers of substances and manufacturers of 
transported isolated intermediates in quantities of 
1 tonne or more per year need to submit a 
registration dossier if they are not exempted.

Manufacturers of substances that are not 
intermediate, need to present a registration 
dossier including all the information required in 
base of the tonnage band.

Manufacturers of intermediates requiring 
registration can provide reduced registration 
information, if they can demonstrate the very 
high strictly conditions in all the cycle life of the 
intermediate.
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Reduced required information 
INTERMEDIATES

The identity of the OR ( representing the manufacturer)

The identity and classification of the intermediate 

Any available existing information on the 
physicochemical, human health or environmental 
properties of the intermediate. 

A brief general description of the use

Information high strictly conditions and on risk 
management measures 

Note: To apply the reduced registration the 
intermediate manufacturer of non EU Company has to 
assure that he has received confirmation from the user 
(inside or outside the EU) that the manufacturing and 
use takes place on other sites under strictly controlled 
conditions.
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If the annual export volume of the 
substance is less than 1000 tonnes, the 
information requirements relative to the 
substance's intrinsic properties  
(physicochemical, human health and 
environment properties) are reduced to 
available data

When the substance is exported and 
used under strictly controlled conditions 
and the annual quantity of the 
substance is 1000 tonnes or more, the 
data requirements on the substance's 
intrinsic properties are the complete 
information on physicochemical
properties and annex VII.
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If the exporter sells the substance not 
exclusively for the use as an intermediate, or if 
the transport and use(s) of the intermediate can 
not be descripted as under strictly controlled 
conditions,  the exporter (non EU company) 
needs to submit a “standard” registration dossier 
(full information based on the tonnage band)

If only part of the tonnage exported is for use as 
intermediate under strictly controlled 
conditions, this tonnage will not need to be 
taken into account for the information 
requirements of the full registration dossier. 
Nevertheless, use as an intermediate should be 
documented in the registration dossier, including 
the volume manufactured or imported for that 
purpose
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If the intermediate is exported and used under 
strictly controlled conditions during its whole 
lifecycle (since it is introduced in Europe), the 
registrant should evaluate and demonstrate whether 
the following conditions are met: 

The substance is rigorously contained by technical 
means during its whole lifecycle (transport, storage, 
sampling, analysis, loading and unloading of 
equipment or vessels, waste disposal…. ;
Procedural and control technologies shall be used 
that minimise emission and any resulting exposure; 
Only properly trained and authorised personnel 
handle the substance; 
In the case of cleaning and maintenance works, 
special procedures such as purging and washing are 
applied before the system is opened and entered; 
In cases of accident and where waste is generated, 
procedural and/or control technologies are used to.
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IUCLID5 is a software with the official format for the 
registration dossier.

IUCLID5 also allows users to develop pre-registrations, 
notification on uses, authorizations request, notification on 
classification and labelling, etc. 

Free for download:      www.iuclid.eu

IUCLID: International Uniform Chemical 
Information Database
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REACH- Description of Uses (I)

1) Industry Category:

Information from the industrial 
economic sector in which the 
substance is used.
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2) Use category:

Information on the technical functionality 
of the use of a substance.

Description of Uses (II)
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3. Application Type

technique / process in which the substance is 
applied.

Description of Uses (II)
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4. Article category in which a substance has 
been used::

Unintended release–

Deliberate release–

Description of Uses (II)
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Risk    =    Danger     Exposure

RISK INFORMATION ALONG THE SUPPLY 
CHAIN

The Safety Data Sheet will serve as an information platform in the use 
chain, extended with: 
- The identified uses and 
- Measures for a safe handling during their use.

This user must communicate to the next actor the use and exposure of the  
products containing hazardous substances to the humans and the 
environment. 

The downstream user in the 
use chain must receive 
manufacturer information 
on how to handle a product 
with hazardous substances Health Risk =   Toxicity  Exposure
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What uses cover?

Strategic decision of the Operating Unit

What Markets / Customers / Applications should 
be covered?

This decision should be based on economics 
reasons and also it should be taking into 
account: : 

How is cover the product value chain?
The number of applications covered (uses)
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Preparation of the information 

For each intended application:
Prioritization according to economic criteria
Determination of the quantities of substances commercialized
Identify those customers with typical applications that  are 
willing to provide exposure data.
If possible, identification of the use type
intermediate, monomer
Industrial use, professional use, final consumer
Uses development and exposure scenarios
It must be developed during the process of preparing the 
registration dossier 

Dialogue between manufacturer Customer

What applications cover?
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Why the applications are important?

Companies that register shall describe how to control 
the exposure to humans and the environment for all 
the uses of the substance.

Downstream users are not authorized to use a 
substance in their products if the user exposure 
scenarios are not defined for that substance
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Risk evaluation

Waste Management

Preventive Measures

Who uses the product?
• Consumer 
•Professional
•Industrial
Closed or open system?
Inside or outside?

Application type? 
Directly or not
Type of equipment used
Amount of product used?
<1Kg
<5Kg
<50 kg
>50 kg

Frequency of use?
<once a year
< once a month
< once a week
< once a day
> Once a day

Duration of use?
<1h
<2h
<4h
<8h
<16 h
<40 h
>40 h

Preventive Measures
•Extraction or ventilation systems.
•Avoid direct contact
•Use of respiratory protection, 
protection for the hands, face ...

Waste Management
•Facilitate the recycling,,
•Proper handling 
•Plant treatment or authorized 
manager
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Product XX
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Example users chain and their applications

Pentanol

solvent

Intermediate

Technical Applications

Plasticizers Plastic 
Industry

Cables
ground
Toys

...
Laminates

Pools
Wardrobe

Construction
...

Use

1

Substance 
xyz

Formulation
3 

Formulation
2 

Formulation
1

Use 
8

Use 
7

Use 
6

Use 
5

Use 
4

Use 
3

Use 
2
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Applications and scenarios of exposures: 
Main aspects

Proactive
Communication

Sector or 
National level

More value to the 
industry

Better protection 
of the Confidential 
Information 

Complexity 
increase

• The registration information should be elaborated the more upstream possible in 
the use chain.
•It is important that the downstream user participate actively  in defining the 
standard uses.



30
REACH Seminar – Cairo, October 20th, 2009

REACH-IT



31
REACH Seminar – Cairo, October 20th, 2009



32
REACH Seminar – Cairo, October 20th, 2009



33
REACH Seminar – Cairo, October 20th, 2009

The REACH section on the website of the European 
Chemicals Agency (ECHA) gives an overview of the 
Regulation.

The website also provides:
A Navigator tool which will assist importers and Only 
Representatives to find out their obligations and how 
to fulfil them
Extensive guidance on REACH provisions
IT tools for REACH uses and how to operate them 

Please see the ECHA website :
http://echa.europa.eu

MORE INFORMATION

http://echa.europa.eu/
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Pedro Guerra                           Regional Activity Centre
B&B Asesores                           for Cleaner Production
C/Ganduxer 5-15, L. 5             Mediterranean Action Plan
08021 Barcelona (Spain)          Dr. Roux, 80; 08017 Barcelona
Tel 932414118                          Tel: +34 93 553 87 90 

bb@bbasesores.com http://www.cprac.org

mailto:bb@bbasesores.com

	REGISTRATION OF CHEMICAL  SUBSTANCES 
	Número de diapositiva 2
	REGISTRATION
	Reduced required information�INTERMEDIATES
	Número de diapositiva 5
	Número de diapositiva 6
	Número de diapositiva 7
	Número de diapositiva 8
	Número de diapositiva 9
	Número de diapositiva 10
	Número de diapositiva 11
	Número de diapositiva 12
	Número de diapositiva 13
	Número de diapositiva 14
	Número de diapositiva 15
	Número de diapositiva 16
	Número de diapositiva 17
	Número de diapositiva 18
	Número de diapositiva 19
	Número de diapositiva 20
	RISK INFORMATION ALONG THE SUPPLY CHAIN
	�What uses cover?
	�What applications cover?
	Why the applications are important?
	Risk evaluation
	Número de diapositiva 26
	Número de diapositiva 27
	Example users chain and their applications 
	Número de diapositiva 29
	Número de diapositiva 30
	Número de diapositiva 31
	Número de diapositiva 32
	Número de diapositiva 33
	Número de diapositiva 34

