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® Conformity marking for Europe and the UK

bsi.



Internal

® CE marking 6

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




® CE marking — EU Directives and Regulations
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® UKCA marking

Can be affixed from 1
January 2021
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® Propose Transition Timeline

Certificate Length of transition period End of transition
period
UKCA marked under current Sooner of:
UK regulations «  3years for general medical devices 30 June 2028
«  5Syears for IVDs
or 30 June 2030
when certifications expire
CE marked under EU As above for UKCA marked devices* As above*
directives
CE marked under EU Up to 5 years 30 June 2030
regulations (EU MDR and EU
IVDR)
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® UKCA marking — UK Regulations
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® Route to CE and UKCA marking

Identify
Applicable
Directives and
Regulations

ldentify
conformity
assessment
procedures

Determine
timescales

|dentify
harmonized

bS[, standards

Declaration of
conformity

Check no
other national
requirements

Technical
documentation

Ensure Affix CE

product marking to
complies with your product/
requirements packaging

Do you need a
Notified Body?

C€ cn

Copyright © 2023 BSI. All rights reserved

12



® Conformity assessment

« 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

b 1
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® Harmonized standards

Annex ZA
(informative)

Clauses of this European Standard addressing requirements or
provisions of EU-Directives

This European Standard has been prepared under a mandate given to CEN by the European Commission
and the European Free Trade Association and supports essential requirements of EU Directive 90/396/EEC.

Waming: Cther requirements and other EU Directives may be applicable fo the product(s) falling within the
scope of this standard

The following clauses of this standard are likely to support requirements of Direcfive 90/396/EEC.

NOTE Only compliance with this standard and the relevant device standard provides one means of conforming with
the specific essential requirements of the Directive.

WA = Not applicable
EN = To be covered in the relevant control standard

Essential requirement Relevant clause
EN 13611:2007

GENERAL CONDITIONS

design and construchon 1.6, 7
instructions installer; 92 EN
instructions user, NA
waming notices on appliance; 93 EN
on packaging; 9.3 EN
official language; 92

instructions installer contains
- type of gas; EN
- gas supply pressure;

instructions user contains NA
- all instructions;
- restrictions on uss;

waming notices with 9.3, EN

- type of gas;

- gas supply pressure;

- restrictions;

fittings: 6,7, EN
instructions; 92 EN
MATERIAL

appropriate for their purpose 6.1,6.3.1,7.8

b 1
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® CE marking — Notified Bodies
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Legislations

Found : 21

e - Found : 11
Notification

90/385/EEC Active implantable medical devices
92/42/EEC Hot-water boilers

93/42/EEC Medical devices

98/79/EC In vitro diagnostic medical devices

-

-

-

-

-

2000/14/EC Noise emission in the environment by equipment for use outdoors

-

2006/42/EC Machinery

2009/48/EC Safety of toys

2010/35/EU Transportable pressure equipment
Regulation (EU) Mo 305/2011 - Construction products
2013/29/EU Pyrotechnic articles

2013/53/EU Recreational craft and personal watercraft
2014/28/EU Explosives for civil uses

2014/29/EU Simple pressure vessels

2014/30/EU Electromagnetic compatibility
2014/31/EU Non-automatic weighing instruments
2014/32/EU Measuring Instruments Directive
2014/33/EU Lifts and safety components for lifts

-

-

-

-

-

-

-

-

-

-

-

-

atmospheres (recast)

+ 2014/53/EU Radio equipment

+ 2014/68/EU Pressure equipment

+ 2014/90/EU Marine equipment

v 2016/797 on the interoperability of the rail system

+ Regulation (EU) 2016/425 Personal protective equipment

+ Regulation (EU) 2017/746 on in vitro diagnostic medical devices
+ Regulation (EU) 2017/745 on medical devices

+ Regulation (EU) 2016/426 Appliances burning gaseous fuels

+ Regulation (EU) 2019/945 on unmanned aircraft systems and on third-country operators of

unmanned aircraft systems
+ Regulation (EU) 2016/424 Cableway installations

+ Regulation (EC) No 552/2004 - Interoperability of the European Air Traffic Management

network

+ Decision 2009/750/EC (implementing Directive 2004/52/EC) - Interoperability of Electronic

Road Toll Systems
+ Regulation (EU) 2019/1009 on EU fertilising products

2014/34/EU Equipment and protective systems intended for use in potentially explosive
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Body :

BSI Group The Netherlands B.V.

Say Building, John M. Keynesplein 9, 1066 EP
Amsterdam

Country : Metherlands

Phone : +31 (0)20 346 07 80
Fax : -

Email : info.nl@bsigroup.com
Website : -

Notified Body number : 2797
Version(s): 12345

Last approval date ; 27/11/2020

Legislations

» 90/385/EEC Active implantable medical devices HTML |PDE
v 93/42/EEC Medical devices HTML |PDFE
» 98/79/EC In vitro diagnostic medical devices HTML |PDE
+ Regulation (EU) Mo 305/2011 - Construction products HTML |PDF
» Regulation (EU) 2017/745 on medical devices HTML |PDE
+ Regulation (EU) 2017/746 on in vitro diagnostic medical devices HTML |PDFE
v 2014/33/EU Lifts and safety components for lifts HTML |PDE
» 2014/90/EU Marine equipment HTML |PDE
v 2014/68/EU Pressure equipment HTML |PDFE
» Regulation (EU) 2016/425 Personal protective equipment HTML |PDE
+ Regulation (EU) 2016/426 Appliances burning gaseous fuels HTML |PDFE

bsi.
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UKCA marking — Approv
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2am P

UK Market Conformity
Assessment Bodies

Department for Business, Enerqy & Industrial Strateqy

Search 126 bodies B Getemails ™ Subscribe to feed
n Registeredas | x Approved body

BSI Assurance UK Ltd
BSI Assurance UK Ltd

2 Body type

1selected

Approved body Body type: Approved body and 1 others Registered office location: United Kingdom

Testing locations: United Kingdom Legislative area: Construction products and 9 others
I:' Technical assessment

body B Getemails ™ Subscribe to feed

|:| User inspectorate

|:| Recognised third-party
WV Registered office location
Vv Testing locations

2 Legislative area
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® Technical file

b .
Sl.
EU Type Examination Certificate

This & to cartfy that Company name Ltd.
Street name

City

United Kingdom

Holds Cartificate Number CE 123456

In rezpect of;
Gas appliance listed on page 2

ctfs) huve boon tested wn
minaton) of the Regulstion (

the Ragulations

For and on behalf of BSL, a Notfied

Body for the sbove Regs

mined according t the procedures spacfied
26 Apphances burming gazecus fusls

(Notfied Body Nurmbar

Managing Director

Expiry Date:

Effective Dats: 201

making excellence a habit.

bsi
Sl. 1234567 Test Report.

Test Report 1234567 .
Company name Ltd.

making excellence a habit
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® Declaration of conformity

bsi.

EU DECLARATION OF CONFORMITY No... *

il S

7.

8

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

Name and address of the manufacturer or his authorised representative:

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

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

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

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

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

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.

20
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@ Affixing the conformity mark 21

1

BSI Netherlands ‘Notified
Body’ number

UKCA mark may be
combined with the CE
mark if needed for both
EU and UK markets

\
BSI UK ‘Approved Body’
number
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® Placing a product on the market - Manufacturers 23
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Placing a product on the market - Distributors o
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® Placing a product on the market - Importers &=
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® Own Brand Labe!{ler OBL
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® Importing and distributing » 28

1) CE marking Regulations
and Directives place
responsibilities on importers

2) UKCA marking Regulations
place the same
responsibilities on importers

Goods imported Restof
world
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® Northern Ireland —
The UK(NI) mark
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® Importing and distributing

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

bsi.
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Northern Ireland Thq UK(NI) mark =& 32

“Pogll

Goods supplied in NI must meet EU
Regulations

B, AP

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
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