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1.      Executive Summary  
 
 
 
This consultation document seeks views on the Government’s proposals to 
introduce a Regulation that amends Part 2 of Schedule 4 to the main 
Regulations by changing the dates that particular substances are permitted 
and also deletes 4 substances from the Schedule. The Regulation also adds 
22 substances to Part 2 of Annexe III of the main Regulations.   
 
The proposed Cosmetic Products (Safety) (Amendment) (No.2) 
Regulations 2006 will implement an EC Directive on the safety of cosmetics. 
The 2006 Regulations will be introduced using powers in the Consumer 
Protection Act 1987 (the 1987 Act). 
 
The Regulations will implement Commission Directive 2006/65/EC (OJ No. 
L198, 20.7.2006, p.11 “the Directive”). The Directive makes a number of 
technical amendments to the main Cosmetic Products (Safety) Regulations 
2004, particularly in relation to substances used in hair dyes, by adding 22 
substances to the list of substances not allowed in cosmetics in Schedule 3 
Part 1 and makes amendments to the restrictions on ingredients in Schedule 
4 Part 1, deleting 4 substances and extending the date for the temporary use 
of other substances until the 31 December 2007. 
 
The Directive requires Member States to transpose it into national law by 1 
September 2006. 
 
 
How to Respond?  
 
When responding please state whether you are responding as an  
individual or representing the views of an organisation. If responding on behalf 
of an organisation, please make it clear who the organisation represents and, 
where applicable, how the views of members were assembled.      
 
Please submit your responses to this consultation by post, fax or email to 
 

Ian Parsons 
Consumer and Competition Policy Directorate 
Room 428 
Department of Trade and Industry 
1 Victoria Street 
London SW1H 0ET 
Tel:  020 7215 0360 
Fax:  020 7215 0357 
ian.parsons@dti.gsi.gov.uk
  

Additional copies 
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Additional copies of this consultation document may be made without seeking 
permission. 

Printed copies of this consultation document may be obtained by post from: 

 
DTI Publications Orderline 
ADMAIL 528 
London SW1 W 8YT 
 

   0845 015 0010 
Fax      0845 015 0020 
Email   www.dti.gov.uk/publications

 

Electronic versions may be viewed on the DTI website at:  

 
http://www.dti.gov.uk/consultations/index.html,  

 
 

Help with Queries  

If you have any questions about the issues discussed in this consultation 
document, please contact Ian Parsons.  

 
     020 7215 0360 

E-mail  Ian.Parsons@dti.gsi.gov.uk
  

 
Other versions of the document in Braille, other languages or audio cassette 
are available on request.  
 
 

 Closing Date 
 
Responses must be received by Monday 7 August 2006. 
 
 
Confidentiality 
 
Your response may be made public by the DTI.  If you do not want all or part 
of your response or name made public, please state this clearly in the 
response.  Any confidentiality disclaimer that may be generated by your 
organisation’s IT system or included as a general statement in your fax cover 
sheet will be taken to apply only to information in your response for which 
confidentiality has been requested. 
 
Information provided in response to this consultation, including personal 
information, may be subject to publication or disclosure in accordance with the 
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access to information regimes (these are primarily the Freedom of Information 
Act 2000 (FOIA), the Data Protection Act 1998 (DPA) and the Environmental 
Information Regulations 2004). If you want other information that you provide 
to be treated as confidential, please be aware that, under the FOIA, there is a 
statutory Code of Practice with which public authorities must comply and 
which deals, amongst other things, with obligations of confidence.  
 
In view of this it would be helpful if you could explain to us why you regard the 
information you have provided as confidential. If we receive a request for 
disclosure of the information we will take full account of your explanation, but 
we cannot give an assurance that confidentiality can be maintained in all 
circumstances. An automatic confidentiality disclaimer generated by your IT 
system will not, of itself, be regarded as binding on the Department. 
 
The Department will process your personal data in accordance with the DPA 
and in the majority of circumstances this will mean that your personal data will 
not be disclosed to third parties. 
 
We will handle any personal data you provide appropriately in accordance 
with the Data Protection Act 1998. 
 
 
Consultees 
 
Please tell us if you know of others who would be interested in receiving this 
consultation. It is also available by request from the address listed above and 
on the DTI website at: www.dti.gov.uk  
 
Complaints  

The Code of Practice on Consultation can be found at Annex A to this 
document. 

If you wish to make a complaint about, or comment on, the way in which this 
consultation has been conducted, please contact: 

 
Nick Cooper 
Assistant Director 
DTI Better Regulation Team, Bay 4113 
1 Victoria Street 
London SW1H OET 
 

        0207 215 0346   
Email  nick.cooper@dti.gsi.gov.uk

 
A copy of the Code of Practice on Consultations may be viewed at the 
following website address: 
 
   http://www.cabinet-office.gov.uk/regulation/Consultation/Code.htm
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Consultation questions   
 
The following are general questions for consultees:  
 

i. Do consultees, particularly those whose trade includes the 
manufacture, importation or sale of cosmetics believe that the 
proposed Regulations will have a significant impact on competition 
or profitability? 

 
ii. If you are a small or medium sized enterprise, what costs or other 

burdens are associated with the introduction of the Regulations? 
 

iii. Are there any consequences of these Regulations, which we have 
not anticipated?  

 
iv. Do you consider this consultation exercise to be an effective means 

of disseminating information to those affected by the changes? How 
else could the DTI ensure these Regulations are implemented 
effectively?   

 
v. Will the proposed Regulations contribute to safer cosmetics being 

available and will the labelling requirements help consumers decide 
which cosmetics they should buy?  

 
All comments in relation to the proposed Regulations and the proposed 
Regulatory Impact Assessment are most welcome. 
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2.   Proposals 
 
 
 
The main objective of introducing the 2006 Amendment No 2 to the 
Regulations is to implement Commission Directive 2006/65/EC, which 
amends Council Directive 76/768/EEC, the base Directive, on the safety of 
cosmetic products. A copy of the Directive can be found at the back of this 
document. 
 
The aim of the Directive and the implementing Regulations is to protect public 
health in the Member States by requiring cosmetic products to meet the 
provisions of the Directive, including restricting the use of certain cosmetic 
ingredients.    
 
Member States are required to take all necessary measures to ensure that 
cosmetic products may only be placed on the market subject to conditions 
specified in the Directives.  
 
 
The 2006 Regulation 
 
The proposed Cosmetic Products (Safety) (Amendment) (No.2) 
Regulations 2006 will implement an EC Directive on the safety of cosmetics. 
The 2006 Regulations will be introduced using powers in the Consumer 
Protection Act 1987 (the 1987 Act).  
 
The Regulations will implement Commission Directive 2006/65/EC (OJ No. 
L198, 20.7.2006, p.11). The Directive does the following: 
 
Adds substances with reference numbers 1212-1233 to Annexe II 
 
And amends Column g in Part 2 of Annex III as follows: 
 
i) reference numbers 17, 23, 40, 42 are deleted 
ii)   reference numbers 1, 2, 8, 13, 15, 30, 34, 41, 43, 45, 46, 51, 52, 53, 

54, 57, 59 and 60, for the date “31.8.2006” in the 7th column wherever 
it occurs there is substituted “31.12.2007”; 

iii)  reference numbers 3, 4, 5, 6, 7, 9 ,10, 11, 12, 14, 16, 18, 19, 20, 21, 
22, 24, 25, 26, 27, 28, 29, 31, 32, 33, 35, 36, 37, 38, 39, 44, 47, 48, 49, 
50, 55, 56 and 58, for the date “31.12.2006” in the 7th column 
wherever it occurs there is substituted “31.12.2007”. 

 
These substances are all hair dyes and the amending Directive is part of the 
Commission’s strategy on hair dyes, allowing extra time for the submission of 
safety dossiers to the Scientific Committee for Consumer Products. 
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As with the current cosmetic safety Regulations, Local Authority Trading 
Standards Officers would have the primary responsibility for enforcement of the 
amended 2004 Regulations. 
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3. Draft Regulatory Impact Assessment 
 

 
 

Amendment No2 to The Cosmetic Products (Safety) Regulations 2006 
 
Proposal 
 
To transpose Commission Directive 2006/65/EC into UK Law. 

Purpose and intended effect of measure 

Objective 

The primary aim of the Cosmetic Products (Safety) Regulations is to protect 
public health by requiring cosmetic products to meet the provisions of the 
Regulations, including restricting the use of certain cosmetic ingredients.  The 
Directive adds 22 substances, numbered 1212-1233 to the list of banned 
ingredients in Annex II, deletes 4 substances from column g of Part 2 of Annex III 
and amends the dates of the date of restriction on the other substances listed to 
31.12.2007. 
 
Risk Assessment 

Options 
 
Option (i): to fully implement the provisions of the proposed Directive, if 
adopted. 
 
Option (ii): to request industry to adopt voluntary measures 
 
Option (iii): to do nothing 
 
Option (i) is the recommended option. The proposed Directive is consistent 
with UK policy and practice on these issues. It guarantees a high level of 
consumer safety, restricting the use of ingredients identified as carcinogenic. 
 
Option (ii) under the Cosmetics Directive, substances used as ingredients in 
cosmetic products are subject to approval by the Scientific Committee. Those not 
allowed or allowed with restrictions are in a positive schedule. Voluntary 
measures would not guarantee knowledge of the restrictions on use of the 
ingredients. 
 
Option (iii) would not make the information available. This could possibly 
mislead manufacturers and consumers as to the safety of these particular 
ingredients.  
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Benefits 
 

Economic 
The Directive bans the use of certain substances from use in hair dyes. These 
substances are not currently used by manufacturers. The extension on the 
restriction of use on other substances allows their continued use in hair dyes until 
the safety assessments on them have been fully evaluated. 
 
Environmental 
No specific benefits to the environment have been identified. 
 
Social 
The Directives if adopted will improve consumer protection. The hair dyes 
strategy is aimed at assessing all substances that can be used in hair dyes and 
banning from use those that are identified as being potentially carcinogenic. 
 
Costs 
The banned substances are not used by manufacturers. The ban will not impose 
additional costs in the reformulation of certain finished products. There would be 
no additional costs for consumers. 
 
 
Equity & Fairness 
 
The overriding consideration of the Directive is the safety of consumers. The 
Directive will impact equally across the particular sectors of industry affected and 
will be implemented in all Member States. 
 
Consultation with small business: the Small Firms Impact Test 
 
On the advice of the Small Business Service, stage one of the Small Firms Impact 
Test was carried out by contacting small businesses and the industry trade 
association. We were unable to identify any disproportionate impact on small 
firms as a result of this proposal. Nevertheless if, during the proposed consultation 
we identify impacts or unintended consequences of the proposal on small firms, 
further work to assess this impact will be undertaken and the position reviewed. 
 
Competition Assessment 
 
Stage One of the Competition Assessment was undertaken. When applying the 
Competition Assessment filter, the results indicated that, as the proposed 
Directive would not introduce any restrictions, it is unlikely to have the effect of 
distorting or removing competition in the market. The Directives, if adopted, 
would not serve as a barrier to entry for potential entrants nor impose 
substantially more cost on some firms than others. 
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Enforcement & Sanctions 
 
The Cosmetic Products (Safety) Regulations 2004, which are amended by these 
Regulations, are enforced by local authorities’ trading standards departments. It is 
the responsibility of the manufacturers of cosmetic products made in the EU or 
importers of finished cosmetic products to ensure that products comply with the 
Regulations. 
 
Consultation 
 
Within Government 
 
The relevant interested department, the Department of Health was consulted 
about these proposals during the consultation exercise. 
 
Public Consultation 
 
Because of the 1 September implementation date, DTI conducted a short 
consultation for the implementation of the Cosmetic Product (Safety) 
(Amendment) (No 2) Regulations 2006, contacting key stakeholders and those 
who have responded to consultations to previous amendments to the Cosmetic 
Regulations.  
 
Summary & Recommendation 
 
Our recommendation is that the option chosen offers the best level of public 
health protection by making the Regulation.  
 
Our legal obligations under the Treaty of Rome compel us to implement this 
Directive into UK law. 
 
Declaration: 
 
I have read the Regulatory Impact Assessment and I am satisfied that 
the benefits justify the costs. 
 
Signed by the Minister responsible  
 
 
………………………………………………………………….. 
(Minster for Trade, Investment & Foreign Affairs)          
 
Date 
 
 
 
Contact point 
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Ian Parsons 
Consumer and Competition Policy Directorate  
Room 428 
1 Victoria Street 
London SW1H OET 
 
Tel:  020 7215 0360 
Fax:  020 7215 0357 
 
Ian.Parsons@dti.gsi.gov.uk   
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4. Draft Regulations 
 

S T A T U T O R Y  I N S T R U M E N T S  

2006 No. 0000 

CONSUMER PROTECTION 

The Cosmetic Products (Safety) (Amendment) (No2) 
Regulations 2006 

Made - - - - ***** 

Laid before Parliament ***** 

Coming into force - - 1st September 2006 

The Secretary of State makes the following Regulations in exercise of the powers conferred upon 
him by section 11 of the Consumer Protection Act 1987(1). 

In accordance with section 11(5) of that Act he has consulted such organisations as appear to him 
to be representative of interests substantially affected by the following Regulations, such other 
persons as he considered appropriate and the Health and Safety Commission. 

Citation, commencement and interpretation 

—(1) These Regulations may be cited as the Cosmetic Products (Safety) (Amendment) (No2) 
Regulations 2006 and shall come into force on 1st September 2006. 
In these Regulations “the Principal Regulations” means the Cosmetic Products (Safety) 

Regulations 2004 (2) 

Amendment to the Principal Regulations 

—(2) The Principal Regulations are amended as follows. 
After regulation 5(15)(c) insert— 

“(d) under entry numbers 1212 to 1233 (inserted by Directive 2006/65/EC) shall be 
placed on the market or supplied after 31st November 2006”. 

In Schedule 2 (List of Directives amending Directive 76/867/EEC) insert at the end— 
“(46) Commission Directive 2006/65/EC (O.J. No. L198, 20.07.2006, p.11)”. 

In Part 1 of Schedule 3 insert at the end the entries in the Schedule. 
In Part 2 of Schedule 4 delete the entries numbered 17, 23, 40 and 42. 
In Part 2 of Schedule 4— 
in the entries numbered 1, 2, 8, 13, 15, 30, 34, 41, 43, 45, 46, 51, 52, 53, 54, 57, 59, and 60 for the 

date “31.8.2006” in the seventh column wherever it occurs substitute “31.12.2007”; 
                                                 
(1) 1987 c.43. 
(2) S.I. 2004/2152 as amended by 2004/2361, 2004/2988, 2005/1815, 2005/3346 and 2006/1198. 
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in the entries numbered 3, 4, 5, 6, 7, 9, 10, 11, 12, 14, 16, 18, 19, 20, 21, 22, 24, 25 26, 27, 28, 29, 
31, 32, 33, 35, 36, 37, 38, 39, 44, 47, 48, 49, 50, 55, 56, and 58 for the date “31.12.2006” in 
the seventh column wherever it occurs substitute “31.12.2007”. 

 
 
 
 Ian McCartney
 Minister of State for Trade, Investment and Foreign Affairs
[—] Department of Trade and Industry 
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SCHEDULE  Regulation 2 

Entries inserted at the end of Part 1 of Schedule 3 to the Principal Regulations 

(1)  (2)  (3)  (4)  
Number in this 
Schedule  

Name of substance Cross-reference to this 
Schedule  

Cross-reference to 
Annex II of the 
Directive  

771 6-Methoxy-2,3-
Pyridinediamine and 
its HC1 salt, when 
used as a substance in 
hair dye products 

– 1212 

772 2,3-Naphthalenediol, 
when used as a 
substance in hair dye 
products 

– 1213 

773 2,4–
Diaminodiphenyla-
mine, when used as a 
substance in hair dye 
products 

– 1214 

774 2,6-Bis(2-
Hydroxyethoxy)-3,5- 
Pyridinediamine and 
its HC1 salt, when 
used as a substance in 
hair dye products 

– 1215 

775 2-Methoxymethyl-p- 
Aminophenol and its 
HC1 salt, when used 
as a substance in hair 
dye products 

– 1216 

776 4,5-Diamino-l-
Methylpyrazole and 
its HC1 salt, when 
used as a substance in 
hair dye products 

– 1217 

777 4,5-Diamino-l-((4-
Chlorophenyl) 
Methyl)-1H-Pyrazole 
Sulfate, when used as 
a substance in hair dye 
products 

– 1218 

778 4-Chloro-2-
Aminophenol, when 
used as a substance in 
hair dye products 

– 1219 

779 4-Hydroxyindole, 
when used as a 
substance in hair dye 
product 

– 1220 

780 4-Methoxytoluene-
2,5-Diamine and its 
HC1 salt, when used 

– 1221 
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as a substance in hair 
dye products  

781 5-Amino-4-Fluoro-2-
Methylphenol Sulfate, 
when used as a 
substance in hair dye 
products 

– 1222 

782 N,N-Diethyl-m-
Aminophenol, when 
used as a substance in 
hair dye products 

– 1223 

783 N,N-Dimethyl-2,6-
Pyridinediamine and 
its HC1 salt, when 
used as a substance in 
hair dye products 

– 1224 

784 N-Cyclopentyl-m-
Aminophenol, when 
used as a substance in 
hair dye product 

– 1225 

785 N-(2-Methoxyethyl)-
p-phenylenediamine 
and its HC1 salt, when 
used as a substance in 
hair dye products 

– 1226 

786 2,4-Diamino-5-
methylphenetol and its 
HC1 salt, when used 
as a substance in hair 
dye products 

– 1227 

787 1,7-Naphthalenediol, 
when used as a 
substance in hair dye 
products 

– 1228 

788 3,4-Diaminobenzoic 
acid, when used as a 
substance in hair dye 
products 

– 1229 

789 2-Aminomethyl-p-
aminophenol and its 
HC1 salt, when used 
as a substance in hair 
dye products 

– 1230 

790 Solvent Red 1 (CI 
12150), when used as 
a substance in hair dye 
products 

– 1231 

791 Acid Orange 24 (CI 
20170), when used as 
a substance in hair dye 
products 

– 1232 

792 Acid Red 73 (CI 
27290), when used as 
a substance in hair dye 
products 

– 1233 
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EXPLANATORY NOTE 

(This note is not part of the Regulations) 

These Regulations amend the Cosmetic Products (Safety) Regulations 2004 ("the Principal 
Regulations") to give effect to Commission Directive 2006/65/EC (O.J. No. L198, 20.07.2006, 
p.11) (“the Directive”).  The Directive is the 46th directive to amend Council Directive 
76/768/EEC (O.J. L262, 27.9.1976, p.169) on the approximation of the laws of the Member States 
on cosmetic products ("the Directive").  Council Directive 76/768/EEC has been implemented by 
the Principal Regulations. 

Regulation 2(2) and (4) amends the list of substances which cosmetic products may not contain by 
adding further substances which are classified as carcinogenic, mutagenic or toxic to reproduction.  
Regulation 2(6) amends Part 1 of Schedule 4 by extending the date the substances can be used 
until to 31st December 2007.  Regulation 2(5) removes four substances from that list. 

A regulatory impact assessment of the effect that these Regulations will have on costs to 
businesses is available from the Consumer and Competition Policy Directorate of the Department 
of Trade and Industry, 1 Victoria Street, London SW1H 0ET and on the DTI website 
(www.dti.gov.uk). 
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5. What happens next? 
 
 
 
We intend for the Regulations to be laid before Parliament in July after the 
consultation has closed. The Regulations must come into force on 1 
September 2006.  

 
We aim to publish a report on the outcome of this consultation by 30 

September 2006 
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Annex A 

 
 
 
Code of Practice on Consultations  
 
 
1. Consult widely throughout the process, allowing a minimum of 12 weeks for 
written consultation at least once during the development of the policy. 
 
  
2. Be clear about what your proposals are, who may be affected, what 
questions are being asked and the timescale for responses.  
 
 
3. Ensure that your consultation is clear, concise and widely accessible.  
 
 
4. Give feedback regarding the responses received and how the consultation 
process influenced the policy. 
  
 
5. Monitor your department’s effectiveness at consultation, including through 
the use of a designated consultation co-ordinator.  
 
 
6. Ensure your consultation follows better regulation best practice, including 
carrying out a Regulatory Impact Assessment if appropriate.  
 
 
7. The complete code is available on the Cabinet Office’s web site address:  
 
www.cabinet-office.gov.uk/servicefirst/index/consultation.htm
 
 
Comments or complaints 

 
If you wish to comment on the conduct of this consultation or make a 
complaint about the way this consultation has been conducted, please 
write to: 
 

Nick Cooper 
Assistant Director 
DTI Better Regulation Team, Bay 4113 
1 Victoria Street 
London SW1H OET 
 

        0207 215 0346   
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Email  nick.cooper@dti.gsi.gov.uk  
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Annexe B 
 

 
 
 

 22



 
 
 

 23



 
 
 

 24



 
 
 
 
End 
DTI 
July 2006 
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