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Text proposed by the Commission Amendments by Parliament

Amendment by Anders Wijkman

Amendment 1161
Recital 7

(7) An important objective of the new 
system to be established by this Regulation 
is to encourage the substitution of 
dangerous substances by less dangerous 
substances or technologies where suitable 
alternatives are available. This Regulation 
does not affect the application of Directives 
on worker protection, especially Council 
Directive 90/394/EEC of 28 June 1990 on 
the protection of workers from the risks 
related to exposure to carcinogens at work 
(Sixth individual Directive within the 
meaning of Article 16(1) of Directive 
89/391/EEC) under which employers are 

(7) An important objective of the new 
system to be established by this Regulation 
is to ensure that dangerous substances are 
substituted by less dangerous substances or 
technologies where suitable alternatives are 
available. This Regulation does not affect 
the application of Directives on worker 
protection, especially Council Directive 
90/394/EEC of 28 June 1990 on the 
protection of workers from the risks related 
to exposure to carcinogens at work (Sixth 
individual Directive within the meaning of 
Article 16(1) of Directive 89/391/EEC) 
under which employers are required to 
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required to eliminate dangerous substances, 
wherever technically possible, or to 
substitute dangerous substances with less 
dangerous substances.

eliminate dangerous substances, wherever 
technically possible, or to substitute 
dangerous substances with less dangerous 
substances.

Or. en

Justification

A modification of Amendment 2 by Sacconi. The principle of substitution ought to be an 
important element in REACH. The alternative proposed gives a stronger impetus than the 
Commission text. The substitution principle has been part of Swedish law, and has worked to 
great satisfaction. The Swedish experience shows that an approach based on assessing the 
risks of each individual chemical is not enough to achieve a safe use of chemicals in general. 
Part of a package of amendments aiming towards strengthening substitution and duty of care.

Amendment by Anders Wijkman

Amendment 1162
Recital 12

(12) The authorisation provisions provides 
for authorisations for the placing on the 
market and use of substances of very high 
concern to be granted by the Commission if 
the risks arising from their uses is 
adequately controlled or the use can be 
justified for socio-economic reasons. 

(12) The authorisation provisions provides 
for authorisations for the placing on the 
market and use of substances of very high 
concern to be granted by the Commission if 
no safer alternatives or technologies are 
available and the use is adequately 
controlled and the use can be justified for 
socio-economic reasons.

Or. en

Justification

This recital should reassert the objective of the authorisation procedure. The authorisation 
requirement will only be capable of providing the high level of protection required if it 
replaces substances of very high concern with suitable alternative substances or technologies 
wherever this is possible. This is in line with similar Community legislation (e.g. biocides, 
ROHS, workers’ health legislation). Part of a package of amendments aiming towards 
strengthening substitution and duty of care.

Amendment by Anders Wijkman

Amendment 1163
Recital 52
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(52) To ensure a sufficiently high level of 
protection for human health and the 
environment, substances with properties of 
very high concern should be treated in a 
precautionary manner which requires 
enterprises using them to demonstrate to 
the granting authority that the risks are 
adequately controlled. If this is not the 
case, uses may still be authorised if 
enterprises show that the benefits to society 
from the use of the substance outweigh the 
risks connected with its use and there are 
no suitable alternative substances or 
technologies. The granting authority should 
then verify that these requirements are met 
through an authorisation procedure on the 
basis of applications by enterprises. Since 
authorisations should ensure a high level of 
protection throughout the internal market, it 
is appropriate that the Commission should 
be the granting authority.

(52) To ensure a sufficiently high level of 
protection for human health and the 
environment, substances with properties of 
very high concern should be treated in a 
precautionary manner, and these substances 
shall only be authorised if the enterprises 
using them can demonstrate to the granting 
authority that no safer alternatives or 
technologies are available. If this is not the 
case, uses may still be authorised if 
enterprises show that the benefits to society 
from the use of the substance outweigh the 
risks connected with its use and that the 
risks are adequately controlled. The 
granting authority should then verify that 
these requirements are met through an
authorisation procedure on the basis of 
applications by enterprises. Since 
authorisations should ensure a high level of 
protection throughout the internal market, it 
is appropriate that the Commission should 
be the granting authority.

Or. en

Justification

The substitution and precautionary principles are paramount, in particular in the context of 
substances of very high concern. Part of a package of amendments aiming towards 
strengthening substitution and duty of care.

Amendment by Anders Wijkman

Amendment 1164
Article 1, paragraph 3

3. This Regulation is based on the principle 
that it is up to manufacturers, importers 
and downstream users to ensure that they 
manufacture, place on the market, import 
or use such substances that do not 
adversely affect human health or the 
environment. Its provisions are 
underpinned by the precautionary principle.

3. This Regulation is underpinned by the 
precautionary principle.

Or. en
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Justification

Since many chemicals are potentially excluded from REACH (chemicals under 1 tonne which 
might represent around 70 000) it is therefore important for the protection of human health 
and the environment to place a general duty of care on chemical manufacturers and 
downstream users to document safe use. Part of a package of amendments aiming towards 
strengthening substitution and duty of care.

Amendment by Christofer Fjellner

Amendment 1165
Article 3, Paragraph 1 a (new) 

Naturally occurring substances and 
compounds which mainly consist thereof, 
in respect of which there is lengthy 
experience unequivocally indicating the 
absence of risk or very low risks of causing 
ill-health or negative environmental effects.

Or. sv

Justification

In order to tackle the substances which genuinely pose a risk to people and the environment, 
we must make good use of our resources. It is unreasonable to examine substances of which 
we have good experience.

Amendment by Jutta D. Haug, Klaus Hänsch, Bernhard Rapkay, Helmut Kuhne, Mechtild 
Rothe

Amendment 1166
Article 3, paragraph 29 a (new)

29a. Use and exposure categories (UECs) 
group together exposure scenarios 
characterised by comparable uses as 
defined by Article 3, paragraphs 12 and 25. 
They describe all the conditions that define 
the exposure. The defining elements of the 
UECs are, regardless of the sector:
- basic areas of use

- industrial use
- trade use
- consumer use
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- routes of exposure 
- main routes of absorption by 
humans (oral, respiratory, dermal) 
- release routes into the 
environment (air, water, soil, biota)

- duration of exposure
- single/short-term
- occasional
- permanent/long-term

The use and exposure categories shall 
result in comparable risk management 
measures.

Or. de

Justification

The purpose of the use and exposure categories is greatly to simplify the REACH processes, 
such as registration, communication along the chain and carrying out the chemical safety 
assessment, without in any way undermining the aims of REACH.

Amendment by Christofer Fjellner

Amendment 1167
Article 4, paragraph 2, point a)

(a) substances included in Annex II; (a) substances included in Annex II;

(i) Definition
This Annex contains substances which are 
exempt from registration. The Annex 
covers naturally occurring substances and 
compounds which mainly consist thereof, 
in respect of which there is lengthy 
experience unequivocally indicating the 
absence of risk or very low risks of causing 
ill-health or negative environmental effects.
(ii) Revision

( i)  during pre-registration, the 
Agency shall add those substances which 
fall under the definition.

(ii)  after evaluation, the Agency 
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shall add those substances which it deems 
to constitute no risk or low risk of causing 
ill-health or negative environmental effects.

Or. sv

Justification

There is currently no definition for the substances listed in Annex II, e.g. water and ascorbic 
acid. Adding a definition clarifies the text and also makes revision possible. 

Although we add substances to Annex II during the legislative process, we are convinced that 
it will not be exhaustive. We would therefore like a revision at an early stage but also on a 
rolling basis during the process as we acquire more knowledge. Without our amendments, 
several substances will have to be registered for a considerably long time in the future despite 
the fact that the Agency knows that those substances do not constitute a risk.

Amendment by Jutta D. Haug, Karl-Heinz Florenz

Amendment 1168
Article 5, paragraph 4 a (new)

4a. The importer of a preparation shall 
have any unregistered substance(s) in the 
preparation registered with the Agency, 
where
a) the substance(s) is/are contained in at 
least 1% weight by weight, or the 
significant values for hazardous substances 
as set out in Directive 1999/45/EC are 
exceeded, and 
b) the total quantity of each unregistered 
substance amounts to 1 tonne or more per 
year. 

Or. de

Justification

In order to fulfil the aims of registration, particularly that of improving knowledge about 
chemicals, only those substances in a preparation (a mixture or solution composed of two or 
more substances) need be registered which have not already been. This duty to register must 
take account of the quantity thresholds in the preparations directive and also the quantity 
threshold of one tonne laid down in this Title of the draft regulation. The duty to register 
substances contained in preparations only applies to importers of preparations, since 
formulators (producers of preparations) resident in the EU do not have to register at all. 
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Amendment by Jutta D. Haug, Karl-Heinz Florenz

Amendment 1169
Article 10, paragraph 2 a (new)

2a. (a) In a consortium which has 
submitted only data for substances 
manufactured or imported in a quantity of 
less than 10 tonnes, each member shall pay 
a share of the costs calculated on the basis 
of the number of members of the 
consortium. 
(b) In a consortium which has submitted 
only data for substances manufactured or 
imported in the same tonnage range –
10-100 tonnes or 100-1,000 tonnes –, each 
member shall pay a share of the costs 
calculated on the basis of his tonnage.
(c) In a consortium which has submitted 
data for substances in different tonnage 
ranges, members shall pay shares of the 
costs as follows:
( i) the costs of establishing data for the 

tonnage range 1-10 tonnes shall be paid by 
each member calculated on the basis of the 
number of members of the consortium; 
(ii) the costs of establishing data for the 

tonnage range 10-100 tonnes shall be paid 
by each member the volume of whose 
manufacture/importation is also situated 
within this range, calculated on the basis of 
his tonnage;
(iii) the costs of establishing data for the 

tonnage range 100-1,000 tonnes shall be 
paid by each member the volume of whose 
manufacture/importation is also situated 
within this range, calculated on the basis of 
his tonnage;
(iv) the costs of establishing data for the 

tonnage range over 1,000 tonnes shall be 
paid by each member the volume of whose 
manufacture/importation is also situated 
within this range, calculated on the basis of 
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his tonnage. 
(d) The tonnage for any given member of 
the consortium to be used as the basis for 
allocating costs shall be based provisionally 
on the volume that applies to the individual 
member at the time of the definitive 
founding of the consortium. Accordingly, 
where necessary, advances shall be paid to 
cover the generation of data.
The final distribution of costs shall be 
carried out in accordance with the volumes 
on the basis of which registration took 
place in accordance with the rules. 
The distribution of costs shall be reviewed 
three years after registration. In this 
process the average volumes that the 
members have manufactured or imported 
in the course of the three years shall be 
used as a basis. Where the distribution of 
costs differs from that calculated at the 
time of registration, compensatory 
payments shall be made. The review of 
costs need not be undertaken where all 
members agree to this. 
(e) The distribution of costs shall be carried 
out by the Agency or by an independent 
body appointed by the Agency or by a body 
agreed upon by all members of the 
consortium. 
(f) The costs to be shared on the basis of 
the rules in force shall include all those 
arising from the administration of the 
consortium. 
(g) Where the establishment of data 
becomes necessary only as a result of 
specific uses or other specific 
circumstances, the cost of this shall be 
borne only by the member who registers the 
specific use or is the cause of the other 
specific circumstances. Where more than 
one member has to establish specific data, 
costs shall be distributed in accordance 
with the rules set out in paragraphs 1 to 3. 
(h) Where members of the consortium 
bring into it data which other members do 
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not have, but which are necessary for 
registration and are accepted by the 
Agency, the imputed costs of such data, 
established at the time of the founding of 
the consortium, shall be credited to the 
account of the members in question. The 
adjustment shall be made at the time of the 
final distribution of costs, or the revised 
distribution of costs where acceptance of 
the data is still uncertain at the earlier time. 
(i) Where, after registration by the 
consortium, other manufacturers/importers 
join the consortium, the latter shall 
participate in costs as though they had been 
members at the time of registration, with 
the proviso that such late-joining members 
shall enjoy a 10% reduction in their 
imputed share of costs for each year 
completed between registration and their 
joining the consortium.

Or. de

Justification

Clarity as regards the distribution of costs makes it easier for companies to form consortia.

Amendment by Anders Wijkman

Amendment 1170
Article 11, paragraph 1, point (a)

(a) the information specified in Annex V for 
substances manufactured or imported in 
quantities of 1 tonne or more per year per 
manufacturer or importer; 

(a) the information specified in Annex V for 
substances manufactured or imported in
quantities of 1 tonne or more per year per 
manufacturer or importer;

In addition, the information specified in 
Annex VI shall be included. The 
Commission may in the first review 
referred to in Article 133(3) decide that 
modified information requirements 
according to Annex V shall apply instead of 
the requirements according to Annex VI, in 
particular for the substances referred to in 
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Article 21(3).

Or. en

Justification

The requirements for low-volume substances are too low. It is not possible to determine what 
risk they pose to human health and the environment. 

Amendment by Jutta D. Haug, Klaus Hänsch, Bernhard Rapkay, Helmut Kuhne, Mechtild 
Rothe

Amendment 1171
Article 13, paragraph 4, subparagraph 2

The exposure assessment and the risk 
characterisation shall address all identified 
uses of the manufacturer or importer.

The exposure assessment and the risk 
characterisation shall address all identified 
uses of the manufacturer or importer, as 
defined in Article 3, paragraph 25, in the 
form of the use and exposure categories as 
defined in Article 3, paragraph 29a. 

Or. de

Justification

The purpose of the use and exposure categories is greatly to simplify the REACH processes, 
such as registration, communication along the chain and carrying out the chemical safety 
assessment, without undermining the aims of REACH in any way.

Amendment by Carl Schlyter, Caroline Lucas, Hiltrud Breyer

Amendment 1172
Article 21 a (new)

Notification of intention not to register pre-
registered substances
1. If a manufacturer of a substance or an 
importer of a substance, either on its own 
or in a preparation, does not intend to 
submit a registration for that substance, he 
shall notify the agency and his downstream 
users accordingly. 
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2. The notification referred to in paragraph 
1 shall be communicated at the latest:
(a) 12 months before the deadline laid 
down in Article 21 (1) for phase-in 
substances manufactured or imported in 
quantities of 1 000 tonnes or more per year;
(b) 24 months before the deadline laid 
down in Article 21 (2) for phase-in 
substances manufactured or imported in 
quantities of 100 tonnes or more per year,
(c) 36 months before the deadline laid 
down in Article 21 (3) for phase-in 
substances manufactured or imported in 
quantities of 1 tonne or more per year
3. If a manufacturer or importer has not 
notified the agency or his downstream user 
about his intention not to register a 
substance, he shall submit a registration 
for that substance. 

Or. en

Justification

The current provisions of REACH have created fears amongst downstream users (DUs) that 
several or many substances might not be registered for economic reasons. Should this occur, 
the current provisions make it difficult for DUs to prepare for this, as they might when the 
deadlines for registration are over. A new article should be inserted, which would oblige 
manufacturers and importers to give DUs advance information. This would allow DUs to 
negotiate with manufacturers or importers. DUs might agreed to pay a higher price in order 
to avoid even higher reformulation costs, and hereby avoid non-registration.

Amendment by Anja Weisgerber, Elisabeth Jeggle, Thomas Ulmer

Amendment 1173
Article 49, paragraph 6

6. If, within 60 days of the referral, the 
Member State Committee reaches a
unanimous agreement on the draft decision, 
the Agency shall take the decision 
accordingly.
If the Member State Committee fails to 
reach a unanimous agreement, it shall adopt 

6. If, within 60 days of the referral, the 
Member State Committee reaches agreement 
by a majority of its members on the draft 
decision, the Agency shall take the decision 
accordingly.
If the Member State Committee fails to 
reach (deletion) agreement, it shall adopt an 
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an opinion in accordance with Article 81(8) 
within 60 days of the referral. The Agency 
shall transmit that opinion to the 
Commission.

opinion in accordance with Article 81(8) 
within 60 days of the referral. The Agency 
shall transmit that opinion to the 
Commission.

Or. de

Justification

Replacing the unanimity requirement with a majority decision will simplify and accelerate the 
procedure.

Amendment by Anja Weisgerber

Amendment 1174
Article 64, paragraph 1

1. A substance on its own, in a preparation 
or in an article, for which Annex XVI 
contains a restriction shall not be 
manufactured, placed on the market or used 
unless it complies with the conditions of that 
restriction. This shall not apply to the 
manufacture, placing on the market or use of 
a substance in scientific research and 
development, or product and process 
orientated research and development in 
quantities not exceeding 1 tonne per year.

1. A substance on its own, in a preparation 
or in an article, for which Annex XVI 
contains a restriction shall not be 
manufactured, placed on the market or used 
unless it complies with the conditions of that 
restriction. This shall not apply to the 
manufacture, placing on the market or use of 
a substance in scientific research and 
development, or product and process 
orientated research and development in the 
quantities required for the purposes of 
product- and process-orientated research 
and development.

Or. de

Justification

A maximum quantity is not appropriate. Limitations on quantity should be based on the 
purpose of the use.

Amendment by Anders Wijkman

Amendment 1175
Article 72, paragraph 1, point (c)

(c) a Committee for Risk Assessment, which
shall be responsible for preparing the 

(c) a Committee for Assessment of Risks 
and Alternatives, which shall be responsible 
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opinion of the Agency on applications for 
authorisation, proposals for restrictions, and 
any other questions that arise from the 
operation of the present Regulation relating 
to risks to human health or the environment;

for preparing the opinion of the Agency on 
applications for authorisation, proposals for 
restrictions, assessing the availability of 
alternatives and any other questions that 
arise from the operation of the present 
Regulation relating to risks to human health 
or the environment;

Or. en

Justification

In line with amendments focusing more on substitution. Part of a package of amendments 
aiming towards strengthening substitution and duty of care.

Amendment by Anja Weisgerber

Amendment 1176
Article 73, paragraph 1 a (new)

1a. The Agency shall carry out the tasks 
allocated to it under Title VI via its Risk 
Assessment Committee in particular.

Or. de

Justification

Linked to the amendment to Article 38. The Risk Assessment Committee is the main body 
which should be entrusted with the Agency’s substance evaluation tasks.

Amendment by Anja Weisgerber, Elisabeth Jeggle, Thomas Ulmer

Amendment 1177
Article 75, paragraph 1

1. The Management Board shall be 
composed of six representatives from 
Member States nominated by the Council 
and six representatives nominated by the 
Commission, as well as three individuals 
from interested parties nominated by the 
Commission without voting rights.

1. The Management Board shall be 
composed of nine representatives from 
Member States nominated by the Council 
and nine representatives nominated by the 
Commission, at least three of whom shall 
be representatives of industry.
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Or. de

Justification

The composition of the Management Board must be carefully balanced. There is no reason 
for six Commission representatives to be nominated to the Management Board but not a 
single voting representative of interested parties. Since the Management Board does not take 
any decisions on individual cases it is not acceptable that the interested parties should have 
no voting rights.

Amendment by Anja Weisgerber, Elisabeth Jeggle, Thomas Ulmer

Amendment 1178
Article 78

The Management Board shall establish rules 
of procedure for voting, including the 
conditions for a member to vote on behalf of 
another member. The Management Board 
shall act by a two-thirds majority of all 
members with the right to vote.

The Management Board shall establish rules 
of procedure for voting, including the 
conditions for a member to vote on behalf of 
another member. The Management Board 
shall act by a two-thirds majority of all 
members (deletion).

Or. de

Justification

Linked to the amendment to Article 75, paragraph 1.

Amendment by Anja Weisgerber, Elisabeth Jeggle, Thomas Ulmer

Amendment 1179
Article 81, paragraph 1

1. Each Member State may nominate
candidates to membership of the Risk 
Assessment Committee. The Executive 
Director shall establish a list of the 
nominees, which shall be published on the 
Agency’s website. The Management Board 
shall appoint the members of the Committee 
from this list, including at least one member 
from each Member State that has 
nominated candidates. Members shall be 
appointed for their role and experience in the 
regulation of chemicals and/or for their 
technical and scientific expertise in 

1. Each Member State may propose up to 
three candidates to membership of the Risk 
Assessment Committee. The Executive 
Director shall establish a list of the 
nominees, which shall be published on the 
Agency’s website. The Management Board 
shall appoint the members of the Committee 
from this list, ensuring that geographical 
coverage is as broad as possible. Members 
shall be appointed for their role and 
experience in the regulation of chemicals 
and/or for their technical and scientific 
expertise in reviewing risk assessments of 
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reviewing risk assessments of substances. substances. 

Or. de

Justification

The Management Board must have a certain discretion in choosing the members of the Risk 
Assessment Committee. Limiting the number of members to 25 as in the case of the 
Socio-Economic Analysis Committee makes no sense here, since the Risk Assessment 
Committee is responsible for carrying out important tasks under Title VI.

Amendment by Anja Weisgerber, Elisabeth Jeggle, Thomas Ulmer

Amendment 1180
Article 81, paragraph 2

2. Each Member State may nominate
candidates to membership of the Socio-
economic Analysis Committee. The 
Executive Director shall establish a list of 
the nominees, which shall be published on 
the Agency’s website. The Management 
Board shall appoint the members of the 
Committee from this list, including at least 
one member from each Member State that 
has nominated candidates. Members shall 
be appointed for their role and experience in 
the regulation of chemicals and/or for their 
expertise in socio-economic analysis.

2. Each Member State may propose up to 
three candidates to membership of the 
Socio-economic Analysis Committee. The 
Executive Director shall establish a list of 
the nominees, which shall be published on 
the Agency’s website. The Management 
Board shall appoint the members of the 
Committee from this list, ensuring that 
geographical coverage is as broad as 
possible. Members shall be appointed for 
their role and experience in the regulation of 
chemicals and/or for their expertise in socio-
economic analysis.

Or. de

Justification

The Management Board must have a certain discretion in choosing the members of the 
Socio-Economic Analysis Committee. In addition, while a maximum number of members 
should be set for these committees, it must allow each Member State the possibility of sending 
at least one representative.

Amendment by Anja Weisgerber, Elisabeth Jeggle, Thomas Ulmer

Amendment 1181
Article 85, paragraph 3

3. The Chairman, the other members and the 3. The Chairman, the other members and the 
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alternates shall be appointed by the 
Management Board on the basis of their 
relevant experience and expertise in the field 
of chemical safety, natural sciences or 
regulatory and judicial procedures from a list 
of qualified candidates adopted by the 
Commission.

alternates shall be appointed by the 
Management Board. The latter shall choose 
qualified candidates from a list of adopted 
by the Commission on the basis of a public 
selection procedure following publication 
of a call for expressions of interest in the 
Official Journal of the European Union, in 
the press and on the Internet. The members 
of the Board of Appeal shall be selected on 
the basis of their relevant experience and 
expertise in the field of chemical safety, 
natural sciences or regulatory and judicial 
procedures from a list of qualified 
candidates adopted by the Commission. At 
least one member of the Board of Appeal 
must have proven relevant experience in 
the area of judicial procedures.

Or. de

Justification

In view of the remit of the Board of Appeal, at least one member of it must have proven 
relevant experience in the area of judicial procedures. Given the nature of the tasks of the 
Board of Appeal, a transparent process for the submission of applications must be 
introduced.

Amendment by Anja Weisgerber, Elisabeth Jeggle, Thomas Ulmer

Amendment 1182
Article 106

To ensure transparency, the Management 
Board shall, on the basis of a proposal by the 
Executive Director and in agreement with 
the Commission, adopt rules to ensure the 
availability to the public of regulatory, 
scientific or technical information 
concerning the safety of chemicals which is 
not of a confidential nature.

To ensure transparency, the Management 
Board shall, on the basis of a proposal by the 
Executive Director and in agreement with 
the Commission, adopt rules and draw up a 
register to ensure the availability to the 
public of regulatory, scientific or technical 
information concerning the safety of 
chemicals (deletion) in accordance with 
Regulation (EC) No 1049/2001.

The rules of procedure of the Agency, its 
committees and its working groups shall be 
available to the public at the Agency and on 
its website.
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Or. de

Justification

The provisions on transparency of the Agency’s work should be more precise.

Amendment by Anja Weisgerber, Elisabeth Jeggle, Thomas Ulmer

Amendment 1183
Article 116, paragraph 1, letter (c)

(c) if applicable, the name of the substance 
as given in Einecs;

deleted

Or. de

Justification

Information on substances on the Einecs list is already publicly accessible. It should not be 
transferred into another database. This avoids duplication of effort.
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Amendment by Anja Weisgerber, Elisabeth Jeggle, Thomas Ulmer

Amendment 433/rev.
Article 6

1. Any producer or importer of articles shall 
submit a registration to the Agency for any 
substance contained in those articles, if all
the following conditions are met:

1. Any producer or importer of articles shall 
submit a registration to the Agency for any 
substance contained in the articles, if 
(deletion) the following conditions are met 
for each substance:

(a) the substance is present in those articles 
in quantities totalling over 1 tonne per 
producer or importer per year, each article
type being considered separately;

(a) the quantity of the substance exceeds 1 
tonne per producer or importer per year, in 
each article;

(aa) the concentration of the substance 
exceeds 0.1% by weight in each constituent 
part of each article;

(b) the substance meets the criteria for 
classification as dangerous in accordance 
with Directive 67/548/EEC;

(b) the substance meets the criteria for 
classification as dangerous in accordance 
with Directive 67/548/EEC;

(c) the substance is intended to be released 
under normal and reasonably foreseeable 
conditions of use.

(c) the substance is not excluded from the 
registration requirement.

2. Any producer or importer of articles 
shall notify the Agency of any substance 
contained in those articles in accordance 
with paragraph 3, if all the following 
conditions are met:
(a) the substance is present in those articles 
in quantities totalling over 1 tonne per 
producer or importer per year;
(b) the substance meets the criteria for 
classification as dangerous in accordance 
with Directive 67/548/EEC;
(c) the producer or importer knows, or it is 
made known to the producer or importer, 
that the substance is likely to be released 
under normal and reasonably foreseeable 
conditions of use, even though this release 
is not an intended function of the article;
(d) the quantity of the substance released 
may adversely affect human health or the 
environment.
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3. If the conditions in paragraph 2 are met, 
the information to be notified shall include 
the following, in the format specified by the 
Agency in accordance with Article 108:
(a) the identity and contact details of the 
producer or importer;
(b) the registration number(s) referred to 
in Article 18 (1), if available;
(c) the identity of the substance(s) as 
specified in section 2 of Annex IV;
(d) the classification of the substance;
(e) a brief description of the use(s) of the 
article;
(f) the tonnage range of the substance, 
such as 1-10 tonnes, 10-100 tonnes and so 
on.
4. The Agency may take decisions requiring 
producers or importers of articles to 
register, in accordance with this Title, any 
substance contained in those articles and 
notified in accordance with paragraph 3.
5.Paragraphs 1 to 4 shall not apply to 
substances that have already been registered 
for that use by an actor up the supply chain.

5. Paragraph 1 shall not apply to substances 
that have already been registered for use in 
the manufacture of the article by an actor 
up the supply chain.

5a. Articles which do not meet the 
conditions laid down in paragraph 1 may 
be neither manufactured nor imported.

6. Paragraphs 1 to 4 shall apply 3 months 
after the deadline specified in Article 21(3).

6. The deadlines laid down in Article 21(1) 
to (3) shall apply to paragraph 1.

7. Any measures for the implementation of 
paragraphs 1 to 6 shall be adopted in 
accordance with the procedure referred to 
in Article 130(3).

Or. de

Justification

The version of Article 6 in the Commission proposal offers very little protection for 
processing industries established in the European Union against unfair competition from 
outside the UE. Since an imported product of the same kind has to fulfil less stringent 
requirements, it will not only be cheaper, but may also be manufactured using a broader 
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palette of raw materials.

The proposed changes introduce fair framework conditions for businesses inside and outside 
the EU and guarantee a high level of protection for human health and the environment.



AM\566816EN.doc 21 PE 357.888v01-00

EN

CORRIGENDUM

THE FOLLOWING AMENDMENTS HAVE ALSO BEEN TABLED BY:

Amendment 184 (Article 1, paragraph 3 a (new)) Anders Wijkman
Amendment 740 (Article 37, paragraph -1 (new)) Anne Laperrouze
Amendment 403 (Article 4, paragraph 1) Anne Laperrouze
Amendment 565 (Article 18) Erna Hennicot-Schoepges


