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The role of a company includes:
- Manufacturer, importer, only representative, downstream user

Who should register:
1) EU manufacturers and importers of substances/ preparations
2) EU producers and importers of articles
3) EU based “ only representatives” appointed by a manufacturer, formulator or 

article producer outside EU

Non-EU manufacturer should:
1) appoint an “Only Representative” for Registration; or
2) register through their “subsidiaries” located in EU

The “ Only Representative” should:
a) be located within the EU
b) have sufficient background in the practical handling of substances and related 

information.
c) keep available and up-to date information on quantities imported and 

customers sold to
d) keep the latest information of safety data sheet

Your Role and Obligations in REACH Regulation
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Identify Your Role & Registration Obligations

Non-EU
Manufacturer 1

Non-EU
Manufacturer 2

Non-EU
Manufacturer 3

Outside EU

Importer 1

EU

Only
Representative

Importer 2

3 tonnes
5 tonnes

8 tonnes

Who has to Register ?
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The REACH Workflow

• Manufacturers of Articles

Article- pdf



Workflow on Identification of Potential Requirements Related to Substances in Articles

Remark :

PPORD  :5 years exemption can be granted after notifying the Agency

Registration required

Restriction

No action required/

supply chain obligation

(unless otherwise stated)

1) Substance in articles > 0.1% w / w;

and

2) The total amount in those articles >

1 tonne /year; and

3)  Substance has not been registered

for that specific use; and

4)  Cannot exclude exposure to

human/ environmental during normal

use or disposal?

Manufactures

of articles

( such as toy)

Substances exempted from

REACH?

1) Radio-active substances; or

2) Substances under customs

 supervision; or

3) Substances used in the interest

of defend; or

4) Wastes; or

5) Non-isolated intermediates; or

6) Transported substances

Substances exempted from

Registration?

1) Food or feeding stuff; or

2) Medicinal products; or

3) Recycled or recovered

substance already registered; or

4) Re-imported substance; or

5) Polymer; or

6) PPORD;

7) Annex IV or V  substances

Substances on Annex XVII?

 ( shall follow by 1 June 2009)

Substances regarded as

registered?

• Active substances for use

in biocides;

• Active substances for use

in plant protection products;

or

• Notified substances in

accordance with 65/548/EEC

1) Manufacture the substance which

is intended to be released during

normal, reasonable and  foreseeable

conditions of use; and

2) Substance in the articles > 1

tonne/ year; and

3) Substance has not yet been

registered for that specific use?

Substances of very high concern

(SVHC) subject to Authorization

( Annex XIV)?

( referred to CMR, PBT, vPvB in

Article 57)

(ECHA shall make its first

recommendation of priority

substances from the candidate list

to be included in Annex XIV by 1

June 2009) .

Communication

(SVHC above 0.1% w/w shall

provide the recipient of the article

or consumer sufficient

information according to Article

33)

Are they exemptions below? (Article 56)

a) Substances used in scientific research and

development; or

b) Substances used in plant products, biocidal

products, motor fuels, fuel in mobile/ fixed

combustion plants of mineral oil products, fuels in

closed system etc. in specific EU Directives ; or

c) Authorization granted to his immediate

downstream user ( for substance to be placed in the

market); or

d) Exemptions specified in Annex XIV; or

f) Substances referred to Articles 57 d, e ,f, and

below 0.1% by weight. ( for preparations); or

g) Substances below the lowest concentration limits

specified in Directive 1999/45/EC and 67/548/EEC (

for preparations).

Notification

to ECHA

required

Is the following evidence provided

and approved by ECHA?

( Article 60)

• The use of the substance is

adequately controlled; or

• The socio-economic benefits out-

weigh the risks and no suitable

alternative substances/ technologies

avaiable

Authorization
granted

Substances

cannot be used

Y

N

N

Y

N

Y

Y

N

N

Y

Y

N

N

Y

Y

N

N

No action required/

supply chain obligation

Y

Y
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REACH Registration Timeframes

2007      2008     2009     2010   2011  2012   2013  2014  2015  2016 2017  2018

Establish European C
hem

icals A
gency

Pre-registration (six m
onths)

Registration of new substances (not ‘phase-in’, not pre-registered)

Pre-registered,

• ≥ 1000 t/ yr
• CMR ≥ 1 t/yr
• very toxic to 
aquatic organisms 
(R50/53)
( ≥ 100 t/yr)

Pre-registered, 100 – 1,000 t/yr

Pre-registered and 1 – 100 t/yr 

1 June 
2007 

31 May 
2013

30 Nov 
2010 

1 June 
2008

31 May 
2018

1 Dec 
2008
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Registration for non-phase in substances:

- Non-phase in substances must be registered before they can be 
manufactured or imported after 1 June 2008.

- The manufacturer/ importer should make an inquiry to ECHA for whether 
any previous registration of that substance has been made.

Pre-registration schedule

Pre- Registration for phase-in substances:

-The REACH Regulation creates a pre-registration period for “phase-in 
substances” between 1 June and 1 December 2008

-Benefit: The registration deadlines can be extended depending on tonnage 
and properties. (by  1 Dec 2010, 1 Jun 2013 and 1 Jun 2018) 

-If fails to register within the pre-registration period, a company has to register 
for its substances by 1 Dec 2008, for continuing manufacturing or importing. 

(If registration occurred after 1 Dec 2008, the company may have to wait for 3 
weeks for continuing manufacturing or importing).
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How to pre-register
1) Information required for pre-registration:

a)  Name of the substances
b) Name, address of the pre-registrant, and contact person
c) Envisaged deadline for registration and tonnage band
d) Names of other substances for which the available information is relevant 

for performing adaptations to the testing requirements
e) Indicator indicates whether the pre-registrant is willing to act as “facilitator”

in the pre-SIEF discussions.

( If many substances are registered in a single step, 
IUCLID 5 pre-registration plug-in can be used for the preparation of XML 
files, the files may also be created by other applications as long as the 
required format is followed.)

2) Method of submitting pre-registration

a) Direct encoding the information on the REACH-IT website
b) Uploading one or more pre-registration files prepared off-line
(format required by ECHA)
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What is SIEF

• Substance Information Exchange Forum 
(SIEF)

• Formation of SIEF for data sharing and 
avoidance of unnecessary testing

• Exchange of information within SIEF 
facilitated by a co-ordinator
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Technical dossier

- includes:
a) identity of manufacturer/importer
b)  identity of the substances
c) classification and labeling of the 

substances
d) guidance on its safe use
e) intrinsic properties of the substances
f) proposal for further testing
g) exposure related information 
h) information on manufacture and use

Chemical Safety Report

- includes:
a)  environmental and human health 

hazardous properties
b)  information on the manufacture and uses

Information required for Registration
Manufacturers/ importers have to classify the substances 
according to tonnage and the nature of the substances

all substances 
subject to 
Registration

Substances classified as dangerous; or 
fulfilled the PBT or vPvB criteria

Chemical Safety Report
- further includes:
a) exposure assessment
b) risk characterization

Assessment according to 67/548/EEC; 
PBT or vPvB assessment

Y

Y

N

Substances 
manufactured or 
imported more than 
10 tonnes per year

Substances present in 
preparations below 
the concentration 
limits in 1999/45/EC
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Information required for Authorization

Substances of very high concern (SVHC) subject to Authorization (Annex XIV)

Date: ECHA shall make its first recommendation of priority substances from the 
candidate list to be included in Annex XIV by 1 June 2009.

Authorization by ECHA can only be granted if the applicants can show:

a) The use of a substance is adequately controlled; or
b) The socio-economic benefits outweigh the risk to human health and the 
environment and there are no suitable alternatives.

The following information should be provided by applicants: (Article 60)

a) The risks posed by the use of the substance and appropriateness and 
effectiveness of the risk management measures proposed; and
b) The socio-economics benefits of the use of substance, and the implication of a 
refusal to authorize; and
c) The analysis of alternatives or substitution plan; and
d) The information about the risks to human health or the environment of any 
alternative substances or technologies.

(See also Article 62 : Application for Authorizations)
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Communication (Article 33) 

Supplier of an article containing SVHC on the candidate 
list > 0.1% w/w shall supply the recipients with sufficient 
information.  For example : 

• Substance name
• CAS number
• Registration number (if provided by supplier)
• Classification and SVHC properties
• Concentration (or its range) in the article
• Information on safe handling including safe disposal, if 

relevant
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Information Required for Notification of 
Substances in Article (Article 7)

a) The identity and contact details of producer or 
importer

b) The registration number (if available); and 
c) The identity of substance (Annex VI); and
d) The classification of substance  (Annex VI); and
e) A brief description of the uses of the substance; and
f) The tonnage range of the substance
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Manufacturers of Articles – How to Prepare

• Know your products; start from BOM

• Prepare BOS – materials list down to
substances level
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Manufacturers of Articles – How to Prepare
(cont’d)

• Analyze your BOS
Part Substance CAS# % w/w SVHC Potentially Requiring

Registration Notification
A
B
C S1 … xx%

S2 … xx%

S3 … xx%
.
.
.

.

.

.

.

.

.

.

.

.

. 

.

.

.

.

.

.

.

.

Check Registration
Check Notification




