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DISCLAIMER

This presentation does not represent legal advice.

It is for reference only and requirements indicated are subject to change. This presentation does not
assume to include ALL required activities in order to place products on the market in the United
Kingdom or Great Britain - it is intended to provide a high-level overview of the requirements as
they are understood as of October 2022.

For the most current information provided by authorities on the requirements for market access
using the UKCA or UKNI schemes in the United Kingdom or Great Britain, please refer to:

https:/www.gov.uk/quidance/placing-manufactured-goods-on-the-market-in-great-britain

https://www.gov.uk/quidance/using-the-ukca-marking

https:/www.gov.uk/guidance/ukca-marking-roles-and-responsibilities

https://www.gov.uk/quidance/placing-manufactured-goods-on-the-market-in-northern-ireland

Past and future webinars:

https:/www.gov.uk/guidance/webinars-for-using-the-ukca-marking-and-placing-goods-on-the-market-in-
great-britain-and-northern-ireland
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Product Compliance Requirements

European Union

To support a single market of
goods for trade across the
European Union, the 27
Member States of the EU
utilize a common approach for
managing technical
requirements for products on
the market

| EU member states

| Non-EU countries participating in the EU single

VA ©Assent 2022 / assent.com market through the EEA or other agreements



European Union Market Access

‘Conformité Européenne”

The letters ‘CE’ appear on many products traded on the
extended Single Market in the European Economic Area (EEA).

They signify that products sold in the EEA have been

assessed to meet high safety, health, and environmental

protection requirements.

The EU “Blue Guide” (most current version -

The product’s “manufacturer” (whose name is on the ;‘r’ézﬁ:'i':fﬁ:’EaJ{g{‘::j:f;‘:;&’;ﬁg”&
product) bears the sole responsibility for declaring marking Directives.

conformity with all requirements
The Blue Guide also gives specifics around

“manufacturer” # “assembler” or “designer” the format of the DoC, CE-marking, placing
o . products on the market, etc.
By affixing the CE marking to a product, a manufacturer declares
that the product meets all the legal requirements for that Link to download the Blue Guide in multiple

product and can be sold throughout the EEA, regardless of I:’c[c:ggsl;la[[eguesl:ex.eurolga.eu!leg;al—content[EN!TXT!?

where the product is manufactured uri=0J:C:2022:247:TOC

va e Nyl  https://europa.eu/youreurope/business/product-requirements/labels-markings/ce-marking/index_en.htm



https://europa.eu/youreurope/business/product-requirements/labels-markings/ce-marking/index_en.htm
https://eur-lex.europa.eu/legal-content/EN/TXT/?uri=OJ:C:2022:247:TOC
https://eur-lex.europa.eu/legal-content/EN/TXT/?uri=OJ:C:2022:247:TOC

UK Product Legislation
Selling products in the UK after EU-Exit (“Brexit”)

» As of January 2021, the UK transition period for their exit from
the EU is no longer in effect

» Great Britain (England, Scotland and Wales) ceased utilizing the
CE-mark to demonstrate product conformity to regulations and
have developed a new “UKCA” certification

> Although Northern Ireland is part of the United Kingdom, there is
a separate Brexit agreement in place which includes NI aligning
with the EU product regulations, including utilization of the CE

» Throughout 2021-2022 both the CE and the UKCA are
recognized as compliant for most of the regulations, but as of
January 2023 only the UKCA will demonstrate conformity to UK
requirements in Great Britain

> There may be additional requirements for Northern Ireland

UK RS
cCA

”Z

TERMINOLOGY
OF THE
BRITISH ISLES

KINGDOM OF
GREAT BRITAIN
AND NORTHERN
IRELAND

REPUBLIC OF
IRELAND
Dublin®
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https://www.gov.uk/guidance/using-the-ukca-marking

UK Product Legislation
UKCA vs. CE

The UKCA marking applies to most goods previously subject to the CE marking. It also
applies to aerosol products that previously required the ‘reverse epsilon’ marking.

The technical requirements (‘essential requirements’) you must meet — and the conformity
assessment processes and standards that can be used to demonstrate conformity — are
largely the same as they were for the CE marking.

The circumstances in which you can use self-declaration of conformity for UKCA marking are
the same as for CE marking. If you were able to self-declare conformity for the CE marking,
you will be able to do the same for the UKCA marking.

Then NoOw

. S=
c € UK
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Great Britain Market Access
UKCA-Marking Directives and Regulations

Products sold in Great Britain must meet design-related regulations:
* There are multiple UKCA-Marking regulations that, if applicable, must be met and documented

* Many products fall into the scope of multiple regulations and must meet the requirements of
each one in order to be “compliant”, and eligible for the CE or UKCA mark

NORTHERN
IRELAND

Aerosols

Construction Products

Ecodesign of energy-related
products

Electrical Equipment Safety

Electromagnetic Compatibility
(EMCQ)

Equipment for potentially
explosive atmospheres (ATEX)

Explosives for civil use

Gas Appliances

Hot water boilers

Lifts

Machinery

Measuring Instruments

Medical devices

Noise Emission for Outdoor
Equipment

Non-automatic weighing
instruments

Personal Protective
Equipment

Pressure equipment

Pyrotechnics

Radio Equipment

Recreational craft

Restriction of Hazardous
Substances (RoHS)

Toys

Simple Pressure Vessels

Each regulation sets out “essential requirements” that must be met

’VA © Assent 2022 / assent.com




European Union Legal Instruments
Directives vs. Regulations

Some CE-marking requirements are “Directives”

while others are “Regulations”.
Both are legally mandatory, but are implemented differently

> Regulations are legal acts that apply > Directives require EU countries to achieve a
immediately and uniformly to all EU countries certain result but leave them free to choose
as soon as they enter into force. how to do so.

> They are horizontal requirements that are binding in > EU countries must incorporate requirements into
their entirety in all EU countries national law (transpose) in order to achieve the

objectives set by the directive, generally within
18-24 months

> The EU RoHS Directive is an example — while the
objectives are set in the EU-level legislation, each
Member State must individually incorporate those
requirements into national law

> The REACH Regulation is an example — it does not
require legislation at the Member State level

More information on the regulations and dlrectlves by product groups is on the EC site for manufacturers:

VVA © Assent 2022 / assent.com


https://ec.europa.eu/growth/single-market/ce-marking/manufacturers_en

UKCA Product Legislation

UK Legislation for some EU Directives

EU UK
ATEX - Equipment for potentially explosive atmospheres Equipment and Protective Systems Intended for use in Potentially Explosive
2014/34/EU Atmospheres Regulations 2016
Ecodesign Directive 2009/125/EC Ecodesign for Energy-Related Products and Energy Information Regulations 2010
Electromagnetic Compatibility Directive 2014/30/EU Electromagnetic Compatibility Regulations 2016
Gas appliances 2016/426 Gas Appliances (Enforcement) and Miscellaneous Amendments Regulations 2018
Lifts 2014/33/EU Lifts Regulations 2016
Low Voltage Directive 2014/35/EU Electrical Equipment (Safety) Regulations 2016
Machinery Directive 2006/42/EC Supply of Machinery (Safety) regulations 2008
Measuring Instruments 2014/32/EU Measuring Instruments Regulations 2016
Non-automatic Weighing Instruments 2014/31/EU Non-automatic Weighing Instruments Regulations 2016

VVA © Assent 2022 / assent.com



UKCA Product Legislation

UK Legislation for some EU Directives

EU UK
Outdoor Noise Directive 2000/14/EC Noise Emission in the Environment by Equipment for use Outdoors Regulations 2001
Personal protective equipment 2016/425 Personal Protective Equipment (Enforcement) Regulations 2018
Pressure equipment 2014/68/EU Pressure Equipment (Safety) Regulations 2016
Pyrotechnic Articles 2013/29/EU Pyrotechnic Articles (Safety) Regulations 2015
Radio Equipment Directive 2014/53/EU Radio Equipment Regulations 2017
Recreation craft and personal watercraft 2013/53/EU Recreational Craft Regulations 2017
Restriction of Hazardous Substances Directive 2011/65/EU | Restriction of the Use of Certain Hazardous Substances in Electrical and Electronic
Equipment 2012
Simple Pressure Vessels 2014/29/EU Simple Pressure Vessels (Safety) Regulations 2016
Toy Safety Directive 2009/48/EC Toy (Safety) Regulations 2011

VVA © Assent 2022 / assent.com



While this process overview is for the UKCA or CE certification process, many other

countries follow a similar approach for their market-access certifications

Great Britain Market Access S
__Obtaining UKCA "Certification”

PowerExpand+ 7-in-1 USB-C PD Media Hub

Model/8: AB346CAN ICES-3 (8)/NMB-5(8)

Identify the markets, define applicable
directives, regulations and standards
and determine whether an
independent conformity assessment (by
a notified body) is necessary

S =
%

0. i
Design product to Test the product and check CE EMC Test Report
technical requirements its conformity :

Draw up and keep
available the required
technical
documentation
including all relevant
test reports, supplier
RoHS declarations,

etc.

Ensure all other
non-UKCA product

regulations are met (for « U K :
example,
relevant REACH C n

regulation, Packaging,
WEEE, NRMM, Batteries, Manufacture product and affix
the UKCA marking to the product

Import products.
There may be other
import/export, label or local

Draw up the

Declaration of Conformity,
Biocides, etc.)

Declaration of Performance,
and/or Declaration of
(and packaging if available) Incorporation
language requirements (depends on PrOd}JCt and
relevant Directives)
More details on each step are
VVA © Assent 2022 / assent.com

available in the back-up section



European Union Market Access
Conformity Assessment - Notified Bodies

While some directives allow companies to assess their own
products, others require the use of a “Notified Body”. 0] 2 O

A notified body is an organization designated by an EU country to assess the
conformity of products before being placed on the market. These bodies carry out
tasks related to conformity assessment procedures set out in the applicable legislation If a product is in

scope of multiple
regulations, a

Notified Body may
be required to

when a third party is required

» A Notified Body verifies the compliance of a product by conducting a conformity
assessment. It also ensures that the technical documentation sufficiently supports
product compliance.

» |f the Notified Body is involved in the production control phase, its identification

number will follow that CE marking. provide conformity
» When the Notified Body is convinced of product compliance it issues a certificate of assessment for
conformity to confirm this. Then the manufacturer still must draw up the Declaration SOME regulations,
of Conformity (DoC) to declare on his sole responsibility conformity to the relevant while the
Directive. et
» While a Notified Body is desi%nated by an individual EU Member State, the mfanu ac :;urer may
assessment supporting the CE will be recognized across the European Economic self-assess for others

Area.
This same approach is used for the UKCA, but Great Britain has a

separate set of “Approved Bodies”. The same product, if being both CE
and UKCA certified, must be tested separately for each certification.

VVA © Assent 2022 / assent.com
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Great Britain Market Access

Conformity Assessment - Approved Bodies

UK
CA

71 I\

Just as in the EU, some product regulations require the use of
an appointed third-party to conduct the conformity UK
assessment for the product.

Approved
» The term for these third-parties operating in this capacity is PP
“Approved Bodies” in the UK while the EU term is “Notified Bodies” BOdy
https:/www.gov.uk/uk-market-conformity-assessment-bodies No. 2636
Products being certified for both CE and UKCA, UKEA2021- € marking after Brexit
and which are in scope of directives/regulations e NP o e
that mandate the use of appointed third-parties EU market e et
(either “Notified Bodies” or “Approved Bodies”) e »
will need to be assessed twice — once in the EU e o s soprove
and once in the UK ‘ ‘
Y 4

vA c UK
v © Assent 2022 / assent.com Cn

CE marking UKCA marking


https://www.gov.uk/uk-market-conformity-assessment-bodies

European Market Access

Conformity Assessment - Approved and Notified Bodies

This step is not obligatory for all products. Check if your product has to be tested by a 3rd party:
» UK https://www.gov.uk/guidance/uk-conformity-assessment
(Annex 2 lists the legislation that is covered by this requirement)
»  EU: https://ec.europa.eu/growth/single-market/ce-marking/manufacturers_en
(check the appropriate product type)

Bodies approved by the UK and/or EU Member States can be found online: S | Sl
> UK: https://www.gov.uk/uk-market-conformity-assessment-bodies SGS"—"E - 4
» EU: https:/fec.europa.eu/growth/tools-databases/nando/ TiVNORD E U
& U

» |f your product doesn't need to be verified by an independent body, then itis \7? > DEKRA e
up to you to check that it complies with the technical requirements. This 7- A TovRheiniand” BN =
includes estimating and documenting the possible risks when using your ‘ ==
product. It may or may not involve the use of a third-party test agency (not
operating as an “Approved” or “Notified Body”) or your own in-house
accredited test labs

» |f you need to involve a notified body, the label marking must be accompanied
by the identification number of the notified body.

VVA © Assent 2022 / assent.com


https://www.gov.uk/guidance/uk-conformity-assessment
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https://www.gov.uk/uk-market-conformity-assessment-bodies
https://ec.europa.eu/growth/tools-databases/nando/

71 I\

UKCA Mark
cA
A

UK Declaration of Conformity (DoC) A
same, as the CE declarations A ™ A DECLARATION OF CONFORMITY (00

The Declarations for UKCA are similar, but not exactly the e
> The UK uses the term “designated” standards rather - S

UK SN P

13 . ”
than “harmonised” standards e —
Telephone number: +1(818) 841-4600
E-Mail address: com

declare that the DoC is issued under our sole responsibility and belongs to the following product:

» UK legislation must be referenced, not EU regulations e e
|

Type:  Stage luminaire

Object of the declaration:

» BS standards must be used instead of EN standards. e !

control. Includes the variants Performance having

Guidance from the government states: o R
> “On 1 January 2021 the UK standards will be the same in ——— e R e

substance and with the same reference as the standards used EEEE—Tee=a=—a==r
in the EU. However, they will use the prefix ‘BS’ to indicate Toe et 51 e it paclctons v o Rt
that they are standards adopted by the British Standards e

Institution as the UK'’s national standards body”

s 201
rdous Substances In Electrical and Electronic Equipment

BS EN 62471:2008 Photo-biological safety of lamps and lamp systems

BS EN 62493:2015 Assessment of lighting equipment related to human exposure to electromagnetic fields

y " Limits and methods of of radio of electrical lighting
BS EN 55015:2013+A1:2015 | oSl 0 i

UK Guidance: Usin the UKCA Markin BS EN 55032: 2012 Eectromagnetic compatibity of mutimedia equipment — Emission requirements, Class B

VVA © Assent 2022 / assent.com


https://www.gov.uk/guidance/using-the-ukca-marking?utm_medium=email&utm_campaign=govuk-notifications&utm_source=3e93c505-d6ef-43c0-8144-d939b1d4b1c1&utm_content=daily#self-declaration

U KCA M d rk Where several pieces of

legislation apply to a product,
UK Declaration of Conformity (DoC) the manufacturer has to
provide a single declaration of
conformity.

The UK DoC is a document which must be drawn up for most products
lawfully bearing a UKCA marking. The UK recommends that
manufacturers have a separate UK DoC from their EU DoC, however the
information required is largely the same. It can vary based on the
applicable legislation but generally should include:

The DoC must be made
available to the surveillance
authority upon request. Some
legislation, like that relating to

» Name and business address of manufacturer or authorised machinery or products with
representative _ - wireless functions, requires
The product’s serial number, model or type identification , products to be accompanied
A statement that you take full responsibility for the product’'s by the DoC

compliance
» The details of the approved body which carried out the conformity
assessment procedure (if applicable)
The relevant UK legislation with which the product complies
UK designated standards (rather than EU standards)
Your name and signature
The date the declaration was issued

vV v. vy

VVA © Assent 2022 / assent.com



https://www.gov.uk/guidance/using-the-ukca-marking#technical-documentation

Great Britain Market Access [JK
UKCA-Marking the Product c n

Once the necessary steps have been successfully completed,
the logo can be affixed on the product.

» Principles of affixing the marking are the same as for the CE
mark:

> The UKCA marking must be affixed visibly, legibly and
indelibly to the product or to its data plate

» Where this is not possible or not warranted on account of the
nature of the product, it must be affixed to the packaging and
the accompanying document

> The marking may not be affixed until the conformity
assessment procedure has been completed

> The marking cannot be placed on products unless there is
a specific requirement to do so in the legislation

https://www.gov.uk/guidance/using-the-ukca-marking
‘VA © Assent 2022 / assent.com

UPDATE

From the UKCA site:

The rules on affixing the UKCA marking
are currently the same as for affixing the
CE marking, but we intend to introduce
leqislation to extend the period for which
the UKCA marking can be affixed on a
sticky label or accompanying document
(see below).

UKCA labelling easement until 31 December 2025

The government intends to introduce legislation so that the UKCA
marking can be placed on a label affixed to the productorona
document accompanying the product until11pm on 31 December
2025. This will apply for most products requiring UKCA marking
unless there are special rules in place for your specific product area.

There are different rules for:

¢ medicaldevices

e construction products

e cableways

* transportable pressure equipment
e unmanned aircraft systems

e rail products

e marine equipment



https://www.gov.uk/guidance/using-the-ukca-marking

13.8.2008 Official Journal of the European Union L 218/47

European Market Access
UKCA- or CE-Marking the Product P

> The marking can take different forms (e.g. color, : H
solid/hollow) as long as it remains visible, legible H
and respects its proportions a8 i

» Each mark should always be at least 5mm high THN HHHA
unless otherwise specified in the legislation. e L T

» The official CE mark comprises the letters C and 2 i s s oot e proorionsn i v s i o psas 1.

respected.

E, with their shapes based on a Series Of CIFCLES. . e o s s impos i imenions e g b s s i
> There should be a specific amount of space between
the letters

Artwork is available for download:

VVA © Assent 2022 / assent.com


https://www.gov.uk/guidance/using-the-ukca-marking#technical-documentation
https://single-market-economy.ec.europa.eu/single-market/ce-marking_en

Although these

European Market Access
requirements are

Traceability Requirements - Manufacturer Address Suilfies fa e Bl

Blue Guide, UK

» Section 4.2.2 of the Blue Guide includes provisions for “traceability” of the EUHNSTHIES (N2
indicated the

product. Under this requirement, manufacturers must indicate the following on came
the product label: requirements
> Their name
> Registered trade name or registered trademark
> The address at which they can be contacted (a single point) by market surveillance authorities

» This information must be affixed to the product

> |n some cases, the address may be moved from the product if it is not possible to label the product under
reasonable technical or economic conditions, generally based on the size of the product

> Esthetic reasons are NOT acceptable reasons for not affixing this information to the product

» Manufacturers must also ensure that their products bear a type, batch, serial or model number
or other element allowing their identification

Per the Blue Guide, while a website can be additional information, it is not enough as an address. Normally

an address consists of a street and number and the postal code and town

VVA © Assent 2022 / assent.com



European Market Access

Traceability Requirements - Importer Address

The manufacturer’s name and address is required to be on the product, regardless of the country
of origin. However, to facilitate contact with local representatives in the case of questions or
issues, section 4.2.2 of the Blue Guide also requires that, when importing a product to the EU
market from a third country (including the UK), the manufacturer must ALSO include the name

and address of the importer on the product label
4.2.2.2. The requirement to indicate name and address for importers

Importers must also indicate the following elements: their (1) name, registered trade name or registered trade mark and (2)
the address at which they can be contacted on the product, or, where that is not possible, on its packaging or in a document
accompanying the product. The provision refers to an address at which they can be contacted, in particular by market
surveillance authorities. This is not necessarily the address where the importer is actually established but can for example
be the one of the customer services.

As a rule, the identification and the address of importer must be indicated on the product. Only where it is not possible, the
identification and address of the importer may be indicated on the packaging and | or in a document accompanying the
product. This may be the case when the importer would have to open the packaging to put his name and address. The
additional information from the importer shall not hide the information put on the product by the manufacturer.

A website address may be given in addition to, but not instead of a postal address. Normally an address consists of a street
and number or post-box and number and the postal code and town, but some countries might deviate from this model.
Also, it is useful to include an email address and/or phone number to facilitate swift contacts with the relevant authorities.

VVA © Assent 2022 / assent.com

Although these
requirements are
outlined in the EU

Blue Guide, UK

authorities have
indicated the
same
requirements




In August 2021, the UK announced a 12-month extension
U K P I’Od U C-t Conform |ty TI m el | ne to these dates. You can contipue to use-th.e CE marking for
goods placed on the market in Great Britain until 1 January
2023. The UKCA marking must be used for placing goods
on the market in Great Britain from 1 January 2023.

UK out of the EU

4 ! -

. Transition Period . Continuity Period
Jan 31,2020 Jan 01,2021 @

representative 1 \

Mandatory (details may be provided on accompanying documentation until31 Dec 2023

CE marking ! Mandatory I. Allowed ‘ :
i § Ll X
| T T
UKCA marking 6 Allowed * Mandatory 1 ]
L ’
1 } 1
Authorized Must be in EU " Mustbe in GB ‘ .'
1
1

Not required for products from EEA /CH
UK importer

+

CE Marking isstillapplicable in the UK UKCA requirements
apply asper UK
legislation with no

derogations.

accompanying document)

1
1
Both CE and UKCA allowed | UKCA mark mandatory (butcanbeon an
1
I

UKCA mark can be either affixed to the
I productor onaccompanying I

C Ei documentation :UK

UKCA mark is mandatory for products :c n
assessed by a UK approved body \

I
1 |
| CEmarkingisallowed for stock fully |
1

manufactured before 1January 2022 1

NOTE: The CE marking willonly be valid in GB for areaswhere GB and EU rules remain the same. Ifthe EU changes itsrules and you CE mark your product based on those newrules
youwill not be able to use the CE markingto sellin Great Britain even before 31 December 2022

VVA © Assent 2022 / assent.com



UK Product Legislation

Northern Ireland Protocol

A separate agreement You must show that your products meet the rules by using
regarding Northern Ireland “conformity markings”. The UKNI marking is a new
came into force in January conformity marking for products placed on the market in NI
2021 which aligns NI with all which have undergone mandatory third-party conformity

relevant EU product rules assessment by a Notified Body based in the UK

Type of Good Marking(s)

Manufactured goods being placed on the market in NI using an EU conformity assessment body CE

Placing goods on the market in

Northern Ireland Manufactured goods being placed on the market in NI using a UK-based body CE and UKNI
i X Manufactured goods being placed on the GB market until the end of 2022

Placing goods on the market in & UKCA or CE

Great Britain Manufactured goods placed on the GB market from 1 Jan 2023 UKCA

Placing qualifying NI goods on the | Qualifying NI goods being placed on the GB market under unfettered access CE or

(https://www.gov.uk/guidance/unfettered-access-procedure-for-marketing-authorisations-approv CE+UKNI

market in GB (unfettered access) | . .~ it ermirelan a

Placing goods on the EU market Manufactured goods being placed on the EU market CE



https://www.gov.uk/guidance/placing-manufactured-goods-on-the-market-in-northern-ireland

; The UK has similar counterparts to
European Union Market Access

Manufacturer Obligations

There are MANY additional European Union regulations and Directives that still may be required
but are not covered by the CE mark, including: (not an exhaustive list)

* Batteries Directive (2006/66/EV)

* Biocidal Products Regulation (EC No 528/2012)

* Classification, Labeling and Packaging (EC No 1272/2008)

* Energy Labelling Regulation (EU 2017/1369)

* General Product Safety Directive (2001/95/EC) — all products that don’t have a separate product-specific regulation applied
» Marine Equipment Directive (2014/90/EU)

* Non-Road Mobile Machinery Regulation (EU 2016/1628)

* Ozone Depleting Substances (EC No 1005/2009) — aka “Montreal Protocol” — all products

* Packaging Directive (94/62/EC)

* Persistent Organic Pollutants (EC No 850/2004) — aka “Stockholm Convention” — all products

[}
« Plastics Directive (EU 2019/904) | =
* Product Liability Directive (85/384/EEC) _ @ 'l '
* REACH Regulation (EC No 1907/2006) — applies to ALL products sold in the EU 0

* Waste Framework Directive (EU 2018/851) — this includes the requirement to report REACH SVHC's into the “SCiP” Database
(all products)

* WEEE Directive (2012/19/EU) — nearly all products with an “electrical” function
VVA © Assent 2022 / assent.com
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Step 1: Identify the markets, and then the applicable regulations in each market

European Market Access
Obtaining CE or UKCA “Certification’

7 : : N
Identify the markets, define applicable You must first define where the

directives, regulations and standards and

determine whether an product will be sold so that the
independent conformity assessment (by an t lati d standard
approved or notified body) is necessary correc regu ations and standaras
required for legal sale may be
identified

Within the UK and EU, this includes
conducting a risk assessment for the
product and determining whether
the product is in the scope of any UK
or EU product regulations, and then
understanding the requirements of
those regulations

'VA © Assent 2022 / assent.com




UK Product Regulations
Essential Requirements

SCHEDULE 1 Regulation 2
Principal elements of the safety objectives for electrical equipment designed for use within certain voltage limits

Electrical Equipment Safety

1. General conditions

Reg u | at I O n S (a) The essential characteristics, the recognition and observance of which will ensure that electrical equipment will be used safely
. ’ . . and in applications for which it was made, must be marked on the electrical equipment or, if this is not possible, on an

Each regulation that's aligned with the scrana ek

EU “ Ne\/\/ Leg |S[at|\/e Fra mewo rk" (b) The electrical equipment, together with its component parts, must be made in such a way as to ensure that it can be safely and

properly assembled and connected.

provides a set of “essential

(c) The electrical equipment must be so designed and manufactured as to ensure that protection against the hazards set out in

H 2 .
requ‘rements th at m USt be met paragraphs 2 and 3 is assured, providing that the equipment is used in applications for which it was made and is adequately
maintained.
> Th e man Ufa cturer un d erta keS a ri S |< 2. Protection against hazards arising from the electrical equipment
assessm ent to d ete rm | ne w h |Ch Of (a) Persons and domestic animals must be adequately protected against the danger of physical injury or other harm which might be

caused by direct or indirect contact.

these requirements will apply to their

(b) Temperatures, arcs or radiation which would cause a danger, must not be produced.

prOd UCt, Wh |Ch m USt be |nCLUded In (c) Persons, domestic animals and property must be adequately protected against non-electrical dangers caused by the electrical
the ﬁ na L TeCh N | ca L Fl Le equipment which are revealed by experience.
(d) The insulation must be suitable for foreseeable conditions.
> Th e “eS se n‘t| a L req u | reme ntS” fo r 3. Protection against hazards which may be caused by external influences on the electrical equipment
eLeCtl’IcaL prod uct Safet\/ |S ShOWﬂ on (a) The electrical equipment must meet the expected mechanical requirements in such a way that persons, domestic animals and

property are not endangered.

the rl g ht (b) The electrical equipment must be resistant to non-mechanical influences in expected environmental conditions, in such a way that
persons, domestic animals and property are not endangered.

(c) In foreseeable conditions of overload the electrical equipment must not endanger persons, domestic animals and property.
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https://www.legislation.gov.uk/uksi/2016/1101/contents

Standards vs. Regulations

Product regulations are
government rules that are
usually applied when the
product is imported or placed
on the market to be SOLD

NFPA 70 ) @ 0
National g =
Electrical

Codes are usually applied
where the products are being
installed - based on how the
product will be USED

Enforcer is Customs or
Market Surveillance

An “approval’ is a type of certification by a third-party that is often separate from a regulation. An approval, like a UL listing
in the US, can be used to help demonstrate that your product will comply with codes. While every situation is different, they
are not USUALLY mandatory in order to sell your product, but may be commercially necessary for customers.
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European Market Access

‘Designated” and "Harmonised” Standards

European standards
organizations (CEN, CENELEC or
ETSI) develop standards to
support the “essential
requirements” in the legislation

Manufacturers or conformity assessment
bodies can use these standards to
demonstrate that products comply with
relevant EU and UK legislation.

The references of harmonized (EU)
standards must be published in the Official
Journal of the European Union in order to
provide a “presumption of conformity” to
the essential requirements of the regulation

In the UK, the standard is recognized by

government when it is published on GOV.UK.

The UK National Standards Body is BSI

VVA © Assent 2022 / assent.com

UK: https://www.gov. ukU|dancede5|nated standards

The use of these standards is
voluntary but usually provides the
easiest path to demonstrate
compliance to the regulation

Manufacturers are free to choose another
technical solution to demonstrate
compliance with the mandatory legal
requirements outlined in the legislation that
applies to the product but may be required
to demonstrate how their solution meets
requirements, whereas a “harmonised” or
“designated” standard is already accepted
by authorities

For many “horizontal” Directives,
(meaning the Directive itself is
not product-specific) standards

are often specific by product.

For example, under the EMC Directive, there
are over 150 different harmonized standards
that have been published in the EU Official
Journal. There may be multiple standards
that are required to demonstrate
compliance - one standard may describe
immunity requirements, while another
describes emission requirements

Standards can be used to demonstrate conformity to the

requirements of the regulation


https://www.gov.uk/guidance/designated-standards
https://ec.europa.eu/growth/single-market/european-standards/harmonised-standards_en

European Market Access
‘Designated” and "Harmonised” Standards

The role of harmonised or designated standards in complying with applicable
essential requirements identified by a manufacturer — a generic philosophy for
cases where a manufacturer needs to identify applicable essential requirements
from the legislation through a risk assessment process:

All essential
requirements Applicable essential Specifications to comply
(legally binding, requirements to be complied with applicable ESRs
given in with (identified by a (selected by a
legislation) manufacturer) manufacturer)

P ESR 1 XXXXXXX e Harmonized standard
(EN) and reference

SrtcaE (P onedintheOJEY The risk assessment and identification
of, and strategy for, meeting essential

ESR 1 xxxxxxx

ESR 2 xxxxxxx

ESR 3 xxxxxxx

T
f
i
t conformity
i
i
{

| ESR 3 xxxxxxx 8
ESR 1 xxxxxxx covered

requirements, must be kept as part of

Risk assessment | ESR 3 XXXXXxXx covered
or equivalent | the product “technical file”
ESR 5 xxxxxxx (by 2
manufacturer)

ESR 6 xxxxxxx Other specifications than

harmonised standards or

direct application

i
f
{
i
i
f
|
i
f
i
ESR 4 xxxxxxx |
i
i
|
i
i
f
{
i
ESR 7 XXXXXXX !
i

ESR 7 xxxxxxx 'No presumption
of conformity

Y

Y

——————————
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EU Low Voltage Directive
Harmonised Standards Published in Official Journal (12/2021)

Reference number of the
standard (C)

EN 60335-1:2012,

EN 60335-1:2012/AC:2014,
EN 60335-1:2012/A11:2014,
EN 60335-1:2012/A13:2017

Title of the standard (D) Date of start of Date of
presumption of withdrawal from

conformity (1) 0J (end of . X “ )
S asLmnEaniof This version of 60335-1 was “withdrawn” in

- conformity) (6) |~ 2021. Any products that were certified using

20/04/201E this version of the standard no longer benefit

from the “Presumption of Conformity” and
the CE certification is no longer valid.

Household and similar electrical appliances - Safety - Part 1: General 27/11/2019| 03/02/2022

requirements These two versions of 60335-1 will be

“withdrawn’ in 2022 and 2023; after that
date, any products that were certified

EN 60335-1:2012,

EN 60335-1:2012/AC:2014,
EN 60335-1:2012/A11:2014,
EN 60335-1:2012/A13:2017,
EN 60335-1:2012/A1:2019,
EN 60335-1:2012/A14:2019,
EN 60335-1:2012/A2:2019

using these versions of the standard will

no longer benefit from the “Presumption

of Conformity” and the CE certifications
will no longer be valid.

Household and similar electrical appliances - Safety - Part 1: General 03/08/2020
requirements

~

When standards are set to be withdrawn, the

EN 60335-1:2012,

EN 60335-1:2012/AC:2014,
EN 60335-1:2012/A11:2014,
EN 60335-1:2012/A13:2017,
EN 60335-1:2012/A1:2019,
EN 60335-1:2012/A14:2019,
EN 60335-1:2012/A2:2019,
EN 60335-1:2012/A15:2021

Household and similar electrical appliances - Safety - Part 1: General 21/12/2021
requirements

products certified using those version must be

reassessed to see if they still meet the Essential
Requirements.

This version of the standard was published in the OJ in 2021 and This assessment should be added to the technical

doesn’t currently have an “end date”, so should be the version file as justification for not re-testing the product
used to “certify” new products. Products certified to previous

versions should be reassessed against the new version |

va © Assent 2022 / assent.com i ean-standards/harmonised-standards en


https://ec.europa.eu/growth/single-market/european-standards/harmonised-standards_en

Step 2: Design the product to meet the identified technical requirements

European Market Access
Obtaining CE or UKCA “Certification’

' Design product to

technical requirements

The product must be designed to
meet the technical requirements
required by the standards.

These may be intended to ensure

product safety, performance, or
lessen environmental and health
impact (for example, restricting
the use of Pb-solder in the design
of circuit boards for the product)

'VA © Assent 2022 / assent.com




Step 3: Conduct required testing using accredited test labs and/or 3™ parties as required

European Market Access
Obtaining CE or UKCA “Certification’

Test the product and
check its conformity

Each regulation will outline the
conformity process required for
that particular regulation.

In some cases the manufacturer
may do this testing themselves. Ii

others, it may require the use of
an “Approved” or “Notified”
Body (third party) to perform this
testing

'VA © Assent 2022 / assent.com



Step 4: Compile all required technical documentation per the regulations

European Market Access
Obtaining CE or UKCA “Certification’

After all of the design and test requirements
for each applicable Directive and regulation

have been met, the manufacturer must draw
up technical documentation, and keep this

on-hand for 10 years past the life of the product

Authorities may, under certain circumstances,
ask to review the technical file

'VA © Assent 2022 / assent.com L

Draw up and keep availam
(1) the required technical

documentation
CE EMC Test Report including all relevant test
o e oo reports, supplier RoHS
declarations, etc.

T oo e

Technical
Documentation




The manufacturer must keep the technical

EU rOpea n M d rket ACCGSS documentation for 10 years from the date of

placing the product on the market

Technical Documentation

Once all of the design and testing requirements have been met, a technical file and product dossier
must be compiled

The manufacturer shall establish the technical documentation. The documentation shall:
» Include an adequate analysis and assessment of the risk(s) E B
» Specify the applicable requirements twf_

Technical

» Wherever applicable, contain at least the following elements: Boenmenfatian

» a general description of the product,

» conceptual design and manufacturing drawings and schemes of components, sub-assemblies,
circuits, etc.

» descriptions and explanations necessary for the understanding of those drawings and schemes
and the operation of the product,

» a list of the designated (UK) or harmonised (EU) standards and/or other relevant technical
specifications the references of which have been published on GOV.UK or in the Official Journal of
the European Union, applied in full or in part, and descriptions of the solutions adopted to meet the
essential requirements of the legislative instrument where those standards have not been applied

» results of design calculations made, examinations carried out, etc., and

» test reports
VVA © Assent 2022 / assent.com



Step 5: Draw up the appropriate Declaration(s) to state compliance

European Market Access
Obtaining CE or UKCA “Certification’

'VA © Assent 2022 / assent.com

Because compliance with the
UKCA or CE-marking regulations is
“self-declared”, the manufacturer

is required to write up a
declaration.

There are three different versions
of this “declaration” depending
on the product and which
regulations apply

EU DECLARATION OF CONFORMITY

Dream company co.
b ol

\

Draw up the
Declaration of
Conformity, Declaration of
Performance, and/or
Declaration of
Incorporation
(depends on product and
relevant Directives)

-/




European Union CE Mark

Declaration of Conformity and the Blue Guide

The EU Declaration of Conformity is the document that states that the product
satisfies all requirements of the applicable legislation. Legislation imposes an obligation
on the manufacturer to draw up and sign an EU declaration of conformity before
placing a product on the market.

The “manufacturer” is responsible for the generation, accuracy and maintenance of the

Declaration (even when an Approved/Notified Body has been used) and is responsible

for supplying hard copies and translations. Declaration types:

» Declaration of Conformity (DoC): A single Declaration should be used for declaring
conformity with all relevant Directives

» Declaration of Performance (DoP): This is only applicable for products falling under
the scope of the Construction Products Regulation (CPR)

» Declaration of Incorporation (Dol): This is only applicable for “partially-finished”
machinery subject to the Machinery Directive

https://europa.eu/youreurope/business/product-requirements/complian
ce/technical-documentation-conformity/index_en.htm

ce™™

The EU “Blue Guide” (most current version -
2022) outlines many other aspects of selling
products in the EU that are subject to the
CE marking Directives.

The Blue Guide also gives specifics around
the format of the DoC, CE-marking, placing
products on the market, etc.

Link to download the Blue Guide in multiple
languages:
https://eur-lex.europa.eu/legal-content/EN/T
XTRuri=0J:C:2022:247:TOC



https://europa.eu/youreurope/business/product-requirements/compliance/technical-documentation-conformity/index_en.htm
https://europa.eu/youreurope/business/product-requirements/compliance/technical-documentation-conformity/index_en.htm
https://eur-lex.europa.eu/legal-content/EN/TXT/?uri=OJ:C:2022:247:TOC
https://eur-lex.europa.eu/legal-content/EN/TXT/?uri=OJ:C:2022:247:TOC

EU DoC
Example

W onassent2022 /assentcom nofficial Example Source: https://ce-marking.help/example-of-declaration-of-conformity

EU DECLARATION OF CONFORMITY

Dream company co.
e ol

Declaration Number: 20181001-0002 €)

Dream company co. @
1553 Valley Street Camden, 08102, Camden, United States

The manufacturer:

Declare that the product: standing Fan @)
THIS ORL 18" INDUSTRIAL FAN is a designed appliances for a
relaxed and comfortable homes and offices. It comes with a
smart features that enables a cooling effect. It has a long
lasting rust resistant material with a height that can be
adjusted to any choice of your angle.
FEATURES

« High performance motor with quiet operation and
efficient cooling
Full metal construction strong base
Adjustable height
Built in safety thermal fuse
Oscillating 360 degree
Ability to dispense cool breeze
100% copper wire coil
With three blades

e e 0 0 0 0 o

Is conformal to the following directives and standards:

2014/30/EU - Electromagnetic compatibility (EMC) @
Harmonised Standards (3

EN 55014-1:2006 Electromagnetic compatibility - Requirements for household appliances, electric
tools and similar apparatus - Part 1: EmissionCISPR 14-1:2005

EN 55014-1:2006/A2:2011 (CISPR 14-1:2005/A2:2011) Electromagnetic compatibility -

q for i electric tools and similar apparatus - Part 1:
EmissionCISPR 14-1:2005

EN 61000-3-3:2013 Electromagnetic compatibility (EMC) - Part 3-3: Limits - Limitation of voltage
changes, voltage fluctuations and flicker in public low-voltage supply systems, for equipment with
rated current <= 16 A per phase and not subject to conditional connectionlEC 61000-3-3:2013
Additional Information )
Additional information here...
Notified Body (@)
Number: 01234567890
Name: Notified BODY 001
Activity: Revision of an existent certificate
Certificate: 99999999
2014/35/EU - Low voltage (LVD)
Harmonised Standards

EN 60335-1:2012 Household and similar electrical appliances - Safety - Part 1: General
qui 60335-1:2010 i

EN 60335-1:2012/AC:2014 Household and similar electrical appliances - Safety - Part 1: General
q 60335-1:2010

EN 60335-1:2012/A11:2014 Household and similar electrical appliances - Safety - Part 1: General
qui 60335-1:2010 fi

EN 60335-2-80:2003 +6Household and similar electrical appliances - Safety - Part 2-80: Particular
requirements for fanslEC 60335-2-80:2002

EN 60335-2-80:2003/A2:2009 (IEC 60335-2-80:2002/A2:2008) +6Household and similar electrical
appliances - Safety - Part 2-80: Particular requirements for fanslEC 60335-2-80:2002

EN 60335-2-80:2003/A1:2004 (IEC 60335-2-80:2002/A1:2004) +6Household and similar electrical
appliances - Safety - Part 2-80: Particular requirements for fansIEC 60335-2-80:2002

EN methods for elect fields of i and
similar apparatus with regard to human exposurelEC 62233:2005 (Modified)

EN 62233:2008/AC:2008 Measurement methods for electromagnetic fields of household
appliances and similar apparatus with regard to human exposurelEC 62233:2005 (Modified)

2011/65/EU - Restriction of the use of certain hazardous substances (RoHS)
Harmonised Standards

EN :2012 Technical ion for the
with respect to the restriction of hazardous substances

of electrical and electronic products

This declaration of conformity is issued under the

ibility of the f; (3]
Dream company co.

€I John smith

Los Angeles, 2018-10-01 @)

2RO P
EN 55014-1:2006/A1:2009 (CISPR 14-1:2005/A1:2008) Electromagnetic compatibility - o o % Ceo
Requirements for household appliances, electric tools and similar apparatus - Part 1: APPROYV E D &
EmissionCISPR 14-1:2005 / <o
EN 61000-3-2:2014 Electromagnetic compatibility (EMC) - Part 3-2: Limits - Limits for harmonic
current emissions (equipment input current 16 A per phase)IEC 61000-3-2:2014
Declaration: 20181001-0002 of: 2018-10-01 Page 10f 2 Declaration: 20181001-0002 of: 2018-10-01 Page 2 of 2



https://ce-marking.help/example-of-declaration-of-conformity

Step 6: Affix UKCA or CE (and any other required markings) to products and/or packaging

European Market Access
Obtaining CE or UKCA “Certification’

Once all technical design and
testing requirements have been
met, the technical file has been UK \

compiled, and the Declaration has cA c €
been created, the manufacturer
Manufacture product and

may then UKCA- or CE-mark the affix the UKCA or CE marking
prod uct. and other information to the

product (and packaging if
available). If importing from a

It is also recommended to add i) G £ U (i
address within GB or EU must
the UKCA or CE mark to the also be listed )
packaging if possible to facilitate

easier customs entr




Step 7: Complete conformity requirements for other (non-UKCA or CE) regulations

European Market Access
Obtaining CE or UKCA “Certification’

In addition to the UKCA- and
CE-mark regulations, there are
many other product regulations.
However, these are not tied to
the UKCA- or CE-mark and if the

T et e product only falls into the scope
regulations are met (e of these requirements (for
example
REACH regulation, example, REACH) but not any of
Packaging, WEEE, the CE-mark regulations, the
NRMM, Batteries, % .
Biocides, etc.) product must still comply with

\ REACH but should NOT be
CE-marked
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Step 8: Place product on the market for sale

European Market Access
Obtaining CE or UKCA “Certification’

There may be other trade-related
requirements that will need to be

followed that are separate from
T the design of the product itself
There may be other
import/export, label or local

\ language requirements
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