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EU Directives and Regulations
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 Conformity marking for Europe and the UK
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 CE marking
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Introduced in 1993 as a way to facilitate free trade of goods 
throughout the EEA – a common ground for product safety 
and performance with minimum requirements accepted in all 
Member States

The mark itself is a declaration by the manufacturer (or 
other responsible organization) that the product complies 
with all relevant European Directives/Regulations

Various Directives/Regulations cover requirements for 
different product types, resulting in CE marking

Different rules for different types of products
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 CE marking – EU Directives and Regulations
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UK Regulations
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 UKCA marking
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Can be affixed from 1 
January 2021
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 Propose Transition Timeline 
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 UKCA marking – UK Regulations
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 Route to CE and UKCA marking
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Regulations
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packaging
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• Conformity may be demonstrated by:
• Testing to harmonized 

standards/designated standards, 
or other technical specifications as 
appropriate

• Third party audits of manufacturing
• Third party product inspections
• A combination of the above – as 

specified by the Directive/Regulation

• Evidence of conformity is documented in a 
manufacturer’s technical file

 Conformity assessment
13
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Harmonized standards 
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Conformity assessment bodies
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 CE marking – Notified Bodies
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UKCA marking – Approved Bodies
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Technical file, Declaration of conformity and Affixing the mark 
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 Technical file
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 Declaration of conformity
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EU DECLARATION OF CONFORMITY No... *

1. No... (unique identification of the product):

2. Name and address of the manufacturer or his authorised representative:

3. This declaration of conformity is issued under the sole responsibility of the manufacturer

4. Object of the declaration (identification of product allowing traceability. It may include a photograph, where 
appropriate):

5. The object of the declaration described above is in conformity with the relevant Community harmonization legislation: 
...

6. References to the relevant harmonized standards used or references to the specifications in relation to which conformity 
is declared:

7. Where applicable, the notified body ... (name , number) ... Performed ... (description of intervention) ... And issued the 
certificate: ...

8. Additional information:

Signed for and on behalf of: ..................................................

(place and date of issue):

(name, function) (signature):

* It is optional for the manufacturer to assign a number to the declaration of conformity.
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 Affixing the conformity mark
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UKCA mark may be 
combined with the CE 

mark if needed for both 
EU and UK markets

0086

2797

BSI Netherlands ‘Notified 
Body’ number

BSI UK ‘Approved Body’ 
number

21



Internal

Copyright © 2023 BSI. All rights reserved

22

Roles and responsibilities
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 Placing a product on the market - Manufacturers
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 Placing a product on the market - Distributors
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 Placing a product on the market - Importers
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 Own Brand Labeller (OBL) 
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UKCA mark, CE mark and Northern Ireland
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 Importing and distributing
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1) CE marking Regulations 
and Directives place 
responsibilities on importers

2) UKCA marking Regulations 
place the same 
responsibilities on importers

Rest of 
world

England

Scotland

Northern 
Ireland

Republic 
of 

Ireland

Wales
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 Northern Ireland
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England

Scotland

Northern 

Ireland

Republic 

of Ireland

Wales
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 Northern Ireland –
The UK(NI) mark
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England

Scotland

Northern 

Ireland

Republic 

of Ireland

Wales
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 Importing and distributing
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Goods of origin in the EU

NI Ireland business is distributor

But if goods then supplied on to GB
the NI business becomes a UK importer

You cannot route goods through NI to 
avoid the UKCA Regulations in force in GB

England

Scotland

Northern 
Ireland

Republic 
of 

Ireland

Wales
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 Northern Ireland – The UK(NI) mark
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Goods from Europe are imported into GB

Compliance is demonstrated by CE marking, 
or the CE mark together with UKNI mark if 

you used a UK Notified Body

Goods supplied in NI must meet EU 
Regulations
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● Contact us

www.bsigroup.com/th-TH/
BSI Thailand @bsithailand

Tel: 02 294 4889-92   Email: infothai@bsigroup.com

mailto:infothai@bsigroup.com
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