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Equipment and Protective Systems Intended for Use in Potentially Explosive Atmospheres
Regulations 2016: EU Exit Guidance

1. Introduction

The Equipment and Protective Systems Intended for Use in Potentially Explosive
Atmospheres Regulations 2016 set out the essential health and safety requirements which
must be met before products can be placed on the UK market. The purpose of the
legislation is to ensure safe products are placed on the market by requiring manufacturers
to show how their products meet the ‘essential health and safety requirements’.

Intended for Use in Potentially Explosive Atmospheres Regulations 2016 now the UKhas’
left the EU, as amended by the Product Safety and Metrology etc. (Amendment e&@ U
Exit) Regulations 2019 (“2016 Regulations as amended”). (0'

2. Legislative Background Qv

The Equipment and Protective Systems Intended for Use in Potentia[l@gosive
Atmospheres Regulations 2016 implemented Directive 2014/34/EU quipment and
protective systems intended for use in potentially explosive atmogpheres.
I 5

This guidance is designed to help you understand the Equipment and Protective Systg

The EU Withdrawal Act 2018 preserves the Regulations and es them to be amended
so as to continue to function effectively now that the UK has,|eff the EU. Accordingly, the
Product Safety and Metrology etc. (Amendment etc.) ( t) Regulations 2019 fix any
deficiencies that arose from the UK leaving the EU (Séc s references to EU institutions)
and make specific provision for the UK market. %)

3. Scope Q)‘b

The 2016 Regulations as amended appl \uipment and protective systems intended
for use in potentially explosive atmosphere's as defined in regulation 3.

Specifically, the Regulations relat‘e$®

e equipment intended for,gs i potentially explosive atmospheres, defined as
machines, apparatus, fijxed or mobile devices, control components and
instrumentation ther nd detection or prevention systems which, separately or
jointly, are intend r the generation, transfer, storage, measurement, control and
conversion of e y or the processing of material and which are capable of causing
an explosi rough their own potential sources of ignition;

e protectiy, @stems intended for use in potentially explosive atmospheres, defined as
devig ich are intended to halt incipient explosions immediately and/or to limit
th@tive range of explosion flames and explosion pressures. Protective systems
ay be integrated into equipment or separately placed on the market for use as
\%tonomous systems;

&\Qsafety devices, controlling devices and regulating devices intended for use outside
potentially explosive atmospheres but which are required for or contribute to the
safe functioning of equipment and protective systems, with respect to the risks of
explosion; and

e components defined as any item essential to the safe functioning of equipment and
protective systems but with no autonomous function.

These 2016 Regulations as amended do not apply to products listed in regulation 3(3).
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4. Obligations of manufacturers

A manufacturer is a person who manufactures products, or has products designed or
manufactured, and markets those products under their name or trade mark.

Obligations of manufacturers of products:

1. Before placing a product on the market, a manufacturer must ensure that the
product has been designed and manufactured in accordance with the essential
health and safety requirements and that they have had the relevant conformity
assessment procedure carried out and technical documentation drawn up. (b' N

2. Once this has been done, a manufacturer must draw up a declaration of coghity,
or a written attestation of conformity (for components of products), ensurg, that
declaration or attestation accompanies the product; where applicable \f'l he UK
marking and the specific marking of explosion protection followed b symbol of
the equipment group and category to the product.

3. Manufacturers must keep the declaration of conformity up tob@and keep it, along
with the technical documentation, for 10 years after the e{%i ent has been placed

on the market. g

4. Manufacturers must also label their products with thei me, registered trade name
or registered trademark and address; the type b serial number (or other
identification); and ensure that they are accom d by relevant instructions and
safety information in easily understandable Eﬁh.

5. Manufacturers must, when appropriate wi gard to any risk posed to end-users,
carry out sample testing of products a\ estigate any complaints that the
products are not in conformity andKeep' records of these complaints.

6. Manufacturers must take action re they have reason to believe that the products
they have placed on the marketare not in conformity with the 2016 Regulations as
amended. \‘g\

I

7. Manufacturers must a &ooperate with and provide information to enforcing
authorities foIIowing%(Ss requests.

5. Obligations,gQthhorised representatives

Manufacturers a@le to appoint authorised representatives to perform certain tasks on
their behalf. Q)

Mandated orised representatives established in the EEA or Switzerland prior to the

UK leavi e EU continue to be recognised as authorised representatives by the UK to

actin K for the purposes of the legislation. However, any authorised representatives

a&i}%ﬁd and mandated after the UK left the EU to act in the UK must be established in
K to be recognised under UK law.

Businesses with an existing authorised representative based in an EU Member State, can
continue to use their authorised representatives in the same way in respect of the 2016
Regulations as amended.
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No UK-based authorised representatives are recognised under EU law. This means they
cannot carry out tasks on the manufacturer’s behalf for products being placed on the EU
market. Therefore, a manufacturer exporting products to the EU, who wishes to appoint an
authorised representative to carry out tasks for them in respect of those products, must
appoint an authorised representative based in the EU.

The obligations of authorised representatives include:

1. An authorised representative must comply with all the duties imposed on the
manufacturer under the 2016 Regulations as amended that they are appointed l{
mandate by the manufacturer to perform, including the manufacturer’s oingatiqib ¢
under regulation 8 (retention of technical documentation and declaration of | @)
conformity), and regulation 16 (provision of information and cooperation). A
manufacturer remains responsible for the proper performance of any g&l@tions the
authorised representative performs on their behalf. 0

2. As far as those duties are concerned as well as penalties for fai comply with
those duties any references in the 2016 Regulations as amen o the
manufacturer are to be taken as a reference to the authoris presentative

6. Obligations of importers Q/Q

An importer is a person or business based in the UK wb&;@kes a product on the UK
market from a country outside the UK. This means that businesses who used to act as
a ‘distributor’ legally become an ‘importer’ if they plw)roducts from an EEA country or
Switzerland on the UK market. Q)

Importers have additional legal obligations v@o beyond those of distributors, such as
checking that manufacturers have carried putthe right conformity assessment procedures
and included their name, registered tra% me or mark and a postal address on the
product or, where this is not possible, oh-its packaging or in accompanying documentation.

To assist with the transition, the @g}applying a transitional period of 18 months to allow
those UK operators who imporpgotds from the EEA or Switzerland (who post exit are
importers) to provide their de s on the accompanying documentation as an alternative to
placing them on the prod elf.

The EU does not havﬁ/ uch transitional provision — in the absence of this, products
being exported fror&t K to the EU must be labelled with the EU-based importer’s
address.

The obligatiqg importers in the UK include:

1. Be lacing a product on the market an importer must ensure that it is in
\‘:?ol rmity with the essential health and safety requirements.

,6\ e importer must ensure that the relevant conformity assessment has been carried

out by the manufacturer; the manufacturer has drawn up technical documentation;
the product is UK marked (or for a time limited period CE marked) and is
accompanied by the declaration of conformity or attestation of conformity (as
applicable) as well as required labelling including the specific marking of explosion
protection followed by the symbol of the equipment group and category to the
product and manufacturer’s identification.

3. The importer must keep a copy of the declaration of conformity or attestation of
conformity (as applicable) and technical documentation for a period of 10 years after
the product has been placed on the market.

5
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4. The importer must not place products on the market unless they conform with the
essential health and safety requirements.

5. The importer must provide their name, registered trade name and a postal address
at which they can be contacted on the product (or — see above for transitional
provisions — on its packaging or in accompanying documentation).

6. The importer must ensure that when placing a product on the market, it is
accompanied by instructions which can be easily understood by the end user.

7. The importer must, when appropriate, with regard to any risk posed to end-user
carry out sample testing of products and investigate complaints about prod
are not in conformity with the 2016 Regulations as amended and keep a re@r of
those complaints.

8. The importer must take action where they have reason to believe tha \gae products
that they have placed on the market are not in conformity with the @ Regulations
as amended. .

9. The importer must ensure that while products are under thei ponsibility, their
storage and transport conditions do not jeopardise their @)formity with the essential
health and safety requirements.

10. The importer must also cooperate with and provide_i@formation to enforcing
authorities following any requests. 5{9

7. Obligations of distributors AQ;O"

UK businesses which were distributors of go@ithin the EU single market should now
consider whether they are importers from the single market and therefore what
additional requirements they might facdsa\/&'e section 6 above. The same applies to
distributors of goods from the EEA an itzerland.

A distributor is any person, other
available on the market. 5\\

The obligations of dlstrlbut |\Iude

1. When makingap @lct available on the market a distributor must act with due care
to ensure that i conformity with Part 2 of the 2016 Regulations as amended,
which me h product must be in conformity with the essential health and safety
requiremeé

he manufacturer or importer, who makes products

2. Whe ngtnbutor considers that a product is not in conformity with the health and
quirements, the distributor must not make that product available on the

\g%fore placing a product on the market, the distributor must verify that the product

'{x(\bears a UKCA marking (or for a time limited period the CE marking), is
accompanied by the declaration of conformity or the attestation of conformity; that it
is accompanied by instructions and safety information and that the importer and
manufacturer have complied with their obligations as to required labelling including
the specific marking of explosion protection followed by the symbol of the
equipment-group and category to the product and their identification.

4. The distributor must take action where they have reason to believe that the products
that they have made available on the market are not in conformity with the 2016
Regulations as amended.
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5. The distributor must ensure that while products are under their responsibility, their
storage and transport conditions do not jeopardise their conformity with the essential
health and safety requirements.

6. The distributor must also cooperate with and provide information to enforcing
authorities following any requests.

8. Transitional arrangements
‘Deeming’ provision \

Equipment and protective systems intended for use in potentially explosive atmos S,
which have undergone full conformity assessment under the equivalent EU requir%]ents,
and which bear the CE conformity mark, are deemed compliant with the UK Ieg’@lation and
can be placed on the UK market as if they have been UK conformity marke

The UK continues to recognise the competency of EU recognised con@y assessment
bodies (notified bodies) to assess products for the UK market. Prod ssessed by an
EU recognised notified body prior to the UK leaving the EU do not reassessment
before being placed on the UK market. This means that for a timeslimited period, products
assessed by an EU recognised notified body can be placed UK market. (For the
status of UK notified bodies, please see section 10 below)

This ‘deeming provision’ is available for a time-limited p{@’d. This will be the subject of
amending legislation in the future at a time yet to be ided. The Government will consult
with industry and provide notice before ending th&%e-limited period.

9. UK Conformity Mark \Q,(b

Assessment through third-party organis\aﬁ&'&:
The UKCA conformity mark will repl e CE marking for products placed on the UK

market which have been assess%w UK approved body. In all other cases,
manufacturers will be able to ¢ e using the CE marking for products being placed on
the UK market instead of the UKCA marking for a time-limited period. The
Government will engage \gqudustry before making any decision on when this period will
end.

currently apply fo application of the CE marking.
Self-assessmefly

CE marking\based on self-declaration of conformity by the manufacturer is still possible,
includin en exporting to the EU.

*

M turers selling goods on the UK market can alternatively affix the new UKCA

rmity marking before placing a product on the UK market. It will also be possible to
affix both the UKCA marking and the CE marking to the same product on the basis of self-
declaration. When exporting to the EU, the CE marking remains mandatory.

Rules around physiga@gﬁxing the new UKCA conformity marking mirror those which


https://www.gov.uk/government/publications/prepare-to-use-the-ukca-mark-after-brexit/using-the-ukca-marking-if-the-uk-leaves-the-eu-without-a-deal#using-the-ce-marking
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Placing CE marked goods on the UK market:

Products that meet EU regulatory requirements, including those with a CE marking, which
have been assessed by an EU recognised conformity assessment body or which have
been self-declared can still be placed on the UK market, which is intended to be for a time-
limited period. ‘EU-recognised’ does not include UK approved bodies. Manufacturers
which have had their products assessed by EU recognised bodies against the EU
requirements are obliged to use the CE marking and cannot use the UKCA marking.

Testing Certificates:

Where conformity assessment is a 2-stage process, it is possible for products to ag(éh
EU-type-examination certification (15! stage) followed by a UK declaration by the Ib
manufacturer or third party of the production process under the responsibility o

Approved Body (2" stage). Such equipment and protective systems should Jiave the
UKCA conformity mark followed by the UK Approved Body Number. O

Further guidance on UKCA marking can be found here:
https://www.gov.uk/government/publications/prepare-to-use-the- u@%ark -after-
brexit/using-the-ukca-marking-if-the-uk-leaves-the-eu-without-a-¢

Products exported to the EU Single Market must comply wm@ Directive 2014/34/EU.

10. Approved Bodies \"QQ

The UK has established a new framework for UK b?% bodies to assess products against
UK rules. Existing UK notified bodies have been ted new UK ‘approved body’ status
and are listed on a new UK database. There i need for pre-exit UK based notified
bodies to seek re-accreditation in order to pehgfit from UK approved body status. These
approved bodies have been given a 4—%5&9proved body number.

Approved bodies can assess produc the UK market against UK essential health and
safety requirements (which are th e as EU essential requirements).

Approved bodies are UK bas formity assessment bodies which were notified bodies
before the UK left the EU been approved by the Secretary of State to carry out the
procedures for conformit %‘s ssment and certification for the UK market as set out in the
2016 Regulations as a

UK Approved bo%% st be established in the UK and be independent of the
manufacturer. A ed bodies must examine the technical documentation and supporting
evidence in respegct of equipment which falls within the scope of the 2016 Regulations as
amended sess the adequacy of the technical design.

Where aﬂgpproved body finds that essential safety requirements have not been met by a
man urer, they must not issue a certificate of conformity and they must require the
cturer to take corrective measures.

A list of UK approved bodies can be found [link to be added].
11. Enforcement and penalties

For products intended for workplace use, the Health and Safety Executive (HSE) is
responsible for the enforcement of the Regulations in Great Britain.

The Office of Nuclear Regulation is responsible for enforcement in relation to products
intended to be used on nuclear sites in Great Britain.


https://www.gov.uk/government/publications/prepare-to-use-the-ukca-mark-after-brexit/using-the-ukca-marking-if-the-uk-leaves-the-eu-without-a-deal
https://www.gov.uk/government/publications/prepare-to-use-the-ukca-mark-after-brexit/using-the-ukca-marking-if-the-uk-leaves-the-eu-without-a-deal
http://www.hse.gov.uk/
http://www.hse.gov.uk/
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The 2016 Regulations as amended provide powers to the Secretary of State or a person
appointed to act on their behalf to enforce the Regulations and RAMS (Regulation (EC
765/2008, as amended by the Product Safety and Metrology etc. (Amendment etc.) (EU
Exit) Regulations 2019, which sets out requirements for market surveillance of products).

Note: ATEX has separate Regulations for Northern Ireland not covered by this guidance.
The Health and Safety Executive for Northern Ireland (HSENI) are responsible for
enforcement in Northern Ireland.

The 2016 Regulations as amended also provide powers to market surveillance authori%s
to take action against economic operators for products that present a risk or are not i ¢
conformity with the Regulations as set out in regulation 55 to 60. Economic opera

also required to co-operate with the enforcement authority and on request, must ide
information and take action as appropriate. x_

The UK market surveillance authorities (HSE, ONR) will take all appropri@ easures to
withdraw from the market or to prohibit and restrict the supply of prod which may
endanger the health and safety of persons, property or the environ@ .

Regulators’ Code

Market surveillance authorities must continue to have regard%{'he Regulators’ Code
when developing the policies and operational procedures that guide their regulatory
activities in this area. They should carry out their activitk}\% a way that supports those
they regulate to comply and grow, including choosinéxyoportionate approaches that reflect

risk. Q

In responding to non-compliance that they icigﬁ)& regulators should clearly explain what
the non-compliant item or activity is, the agvi eing given, actions required, or
decisions taken, and the reasons for th iﬂnless immediate action is needed to
prevent a serious breach, regulators shewld provide an opportunity for dialogue in

relation to the advice, requirement\b@decisions, with a view to ensuring that they are
acting in a way that is proportio nd consistent. The Secretary of State takes account
of the provisions of both the Regulators’ Code and the Growth Duty in exercising his

regulatory functions. $
A link to the Regulators: e can be found here:

https://www.qov.uk/qo@rnment/uploads/svstem/uploads/attachment data/file/300126/147
05-requ|ators-co<d§§df

Penalties \\O

A person@\mmitting an offence under the Regulations may be liable to a penalty.
Pena!t@ can include a fine or a prison sentence of up to three months for the most

sefi offences. It is a matter for the enforcement authority to decide what action is
appropriate in each case taking into account the circumstances of the case and the
enforcement authorities’ own policies, operational procedures and practices in line with the
Regulators’ Code. Should a prosecution take place, it is at the discretion of the court to
decide the penalties imposed on the offender.


https://www.gov.uk/government/uploads/system/uploads/attachment_data/file/300126/14-705-regulators-code.pdf
https://www.gov.uk/government/uploads/system/uploads/attachment_data/file/300126/14-705-regulators-code.pdf
https://www.gov.uk/government/uploads/system/uploads/attachment_data/file/300126/14-705-regulators-code.pdf
https://www.gov.uk/government/uploads/system/uploads/attachment_data/file/300126/14-705-regulators-code.pdf
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12.

Where to find guidance about Directive 2014/34/EU

You can find further and more detailed guidance on Directive 2014/34/EU here:
https://ec.europa.eu/growth/sectors/mechanical-engineering/atex en

The European Commission’s ‘Blue Guide’ aims to give a better understanding of EU
product safety rules and to their application across different sectors and throughout the EU
single market. You can view the Blue Guide here:
http://ec.europa.eu/DocsRoom/documents/18027/

13.

(]
.

N\
Glossary @fb

Approved Bodies — A conformity assessment body which has been app o@d by
the Secretary of State or was a ‘Notified Body’ prior to the UK Ieaving.}Q u.

Authorised Representative — A person appointed in writing by a facturer to
perform specific tasks for the manufacturer. Manufacturers remai
responsible for ensuring these tasks are carried out properly.
who are based in the EU, the EEA or Switzerland, if they we
UK left the EU.

Declaration of conformity — A document prepared %’e manufacturer which must
detail the following:

includes persons
ppointed before the

o The specific product to which the declaratioajs referring;

o The name and address of the manufacugg)and, where applicable, their
authorised representative;

This must be kept by the manufact re}@or a period of ten years from the date on
which product was placed on thgﬁl’rket. This declaration must be made available
to the enforcing authority upon reguest.

Distributor — Any person i UK supply chain, other than the manufacturer or
the importer, who mak&% oduct available on the UK market.

Market Surveillan uthority — This is the Health and Safety Executive or the
Office for Nuclear ation (when the product is used on a nuclear site).

Importer — A p@ n established in the UK who places a product from a country
outside of K on the market. A person who before the UK left the EU distributed
products Wittin the EU (including the UK) or from Switzerland will now be an

impo, er@they are bringing products into the UK from another country (including
EU ber States, the EEA or Switzerland).

\%a ufacturer — A person who manufactures a product, or has a product designed

manufactured, and markets that product under their name or trademark.

& UK Conformity Marking — The UKCA (UK Conformity Assessed) marking is the

new UK conformity marking used for certain goods being placed on the UK market,
in place of the CE marking which is the conformity marking used in the European
Union.

10
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