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PRELIMINARY NOTES

1. ThesePPE Guidelinesare intended to be a manual for all parties directly or indirectly
affected byRegulation (EU) 2016/425 commonly referred to as the PPE (Personal
Protective Equipmenfegulation, applicable from 21 April 2018, replacing the previous
Directive 89/686/EEC.

2. Readersd attention | ese @uidelimes arentended bné tof act
facilitate the appcation of Regulation (EU) 2016/425, directly applicable to the EU
Member States and legally binding as sudowever, this document does represent a
reference for ensuring consistent application offRE RegulationThePPE Guidelines
are intended to élp ensure the free movement of PPE inEbheopeanUnion territory?
as a result of the work carried out by the Commission servigbes,mb e r St at e:
government experts and other parties concerned.

3. These guidelines have been prepared by the relevantesmwi theDirectorate General
for Internal Market, Industry, Entrepreneurship and SMEs of the European Commission
(DG GROWj in co-operation with representatives and experts from EU/EEA Member
States, European standardisation, notified bodies, industry and other relevant sectoral
stakeholdersn the PPE Committee Working Grauphey are based on the last issue
(Ver si on 24 A u g u &tide BO0appligationoff the tPREe Diréctive
8 9/ 6 8 6, AsBrMElGs other horizontal and vertical guidance documents

4. The European Commissigervices will undertake to maintain these Guidelifeis. our
goal to ensure that the information provided is both timely and accurate. If errors are
brought to ourattention, we will try to correct thems soon as possiblélowever, the
Commission accepts no responsibility or liability whatsoever with regardhe
information in this document
This information is:
- of a general nature only and is not intended toradd the specific circumstances of
any particular individual or entity;
- not necessarily comprehsive, complete, accurate or-tgp-date;
- sometimes refeing to external information over which the Commission services have
no control and for which the Commission assumes no responsibility;
- not professional or legal advice.

5. All references to the CE marking atide EU declaration of conformity in #se PPE
Guidelinesrelate only toRegulation (EU) 2016/425.0 place PPE on the market in the
EuropeanUnion territory, all other relevant legislation must bapplied. For wider

! Regulation (EU) 2016/425 of the European Parliament and of the Council of 9 March 2016 on personal
protective equipment and repealing Council Directive 89/686/EEC. OJEU L 81, 31.3.2016, p. 51.

2 According to the agreement related to the European Economic Area (EEA) (Decision of the Council and the
Commission 94/1/EC of 13 December 1993, OJEU L 1, 3.1.1994, p. 1), the territories of Iceland, Liechtenstein
and Norway have to be considered, forithplementation of Regulation (EU) 2016/425, in the same right as
of the European Union territory. When this term, European Union territory, is used in these Guidelines, the
same applies to the EEA territory. Likewise, solely in respect of this Reguldtgoresponsibilities of the EU
Member States can also be taken for the national authorities of these three countries.

% The former Directorat&eneral for Enterprise and Industry; until 31 October 2014.
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information on the whole systesege thed t e s t v €&fthei oonB| aude thAi5u i d e 6
imph ement ati on of , BWdilable rinotdeu EW official lareysages on
http://ec.europa.eu/DocsRoom/documents/18027

Further guidanceand informationcan be found on thEuropean Commissirs @vebsite
on EUROPA regarding Personal Protective Equipment (PPE):
http://ec.europa.eu/growth/sectors/mechanieadineering/persongbrotective

equpment/



http://ec.europa.eu/DocsRoom/documents/18027
http://ec.europa.eu/growth/sectors/mechanical-engineering/personal-protective-equipment/
http://ec.europa.eu/growth/sectors/mechanical-engineering/personal-protective-equipment/
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INTRODUCTION

The objective of thes®PEGuidelinesis to clarify certain matters and procedures referred to

in Regulation (EU) 2016/425 on personal protective equipm€&hey providea cross

reference from the legal text of tiRegulationto explanatios by EU sectorial@erts. The

Guidelines should be used in conjunction with Begulation itselfand with the European

Commi s sTihoen 66sBlfiue Gui ded on the iompl ementati ol

TheseGui del i nes are not only for the wuse of Me
by the main economic operators concerned, such as manufacturers, their trade associations,
bodies in charge of the preparation of standards as well as those entrusted with the conformity
assessment procedures.

First and foremost, this document must ensure that, when correctly applidReghkation
leads to the removal of obstacles and difficultietated to the free circulation (free
movement) of goods within the European Uni&l) and the European Economic Area
(EEA) (see footnote)2 It should be notkthat the statements in thesaidlines refer only to
the application oRegulation (EU) 201/825unless otherwise indicated. All parties concerned
should be aware of other requirements, which may also .apply

The PPERegulation (EU) 2016/425 is totalhano ni sat i on andlegslatiorNe w Ap
aligned to thefiNew Legislative Framewodk It lays down essential health and safety
requirements (EHSRs) and leaves it to standgmasiarily European harmonised standards,

to give technical expression of trevant requements contained in the Regulation.

Regulation (EU) 2016/42feplaces the previous PPE Directive 89/686/EEC as from 21 April
2018. After a transition period, as indicated in Article 47, from 21 April 2019 the PPE
Regulation is the sole legaistrument applicable for products in its scope to be placed on the
EU/EEA market.

The readehasto be aware that winePPE is intended for use inveorkplace national and

Union legislation intended to ensure the safety of employadl usually apply.Whereas

ANew App nNea dégislative Framewodk legislation set the highest possible
requirements given their overall objectives and hence do not allow folicaddinatonal
provisions wsebi i s80X/ERCe 8WG56/EEC) set minimum
requirements. In effect this means that national authorities, following the agreement of other
Member States by means of the notification procedure under Dir¢Eti¥)e2015/1535, can

put in place further r e g uion someng assthese eld r@ot i n g
constitute a barrier to trade.

* Council Directive 89/391/EEC of 12 June 1989 amititroduction of measures to encourage improvements in
the safety and health of workers at w¢tk L 183, 29.6.1989, p..1)

® Council Directive 89/656/EEC of 30 November 1989 on the minimum health and safety requirements for the
use by workers of persadnarotective equipment at the workplace (third individual Directive within the
meaning of Article 16 (1) of Directive 89/391/EE@)J L 393, 30.12.1989, p. 18)

® Directive (EU) 2015/1535 of the European Parliament and of the Council of 9 Septembery2@jBdan a
procedure for the provision of information in the field of technical regulations and of rules on Information
Society services (OJ L 241, 17.9.2015, p. 1). It repealed Directive 98/34/EC and its amendments as from 7
October 2015.


http://ec.europa.eu/DocsRoom/documents/18027
http://ec.europa.eu/DocsRoom/documents/18027
http://ec.europa.eu/growth/single-market/goods/new-legislative-framework/
http://ec.europa.eu/growth/single-market/goods/new-legislative-framework/
http://eur-lex.europa.eu/legal-content/EN/TXT/?uri=CELEX:31989L0391
http://eur-lex.europa.eu/legal-content/EN/TXT/?uri=CELEX:31989L0656
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REGULATION (EU) 2016/425 OF THE EUROPEAN PARLIAMENT AND OF THE
COUNCIL

of 9 March 2016
on personal protective equipment and repeatig Council Directive 89/686/EEC
(Text with EEA relevance)

1. PREAMBLE TO THE PPE -RHBUICATIAONONS Al
THE RECI TALS

A 1.1.The citations

The citations included in the preamble to the PPE Regulation (EU) 2016/425 indicate the
legal basis of thePPE Regulation the opinions expressed by the relevant consultative
Committee and the procedure according to which the Regulation was adopted.

THE EUROPEAN PARLIAMENT AND THE COUNCIL OF THE EUROPEAN UNION,

Having regard to the Treaty on the Functioning of Eheopean Union, and in particulaf
Article 114 thereof,

Having regard to the proposal from the European Commission,

After transmission of the draft legislative act to the national parliaments,
Having regard to the opinion of the European Economic and |Somiamittee {),
Acting in accordance with the ordinary legislative proced®re (

(*) 0J C 451, 16.12.2014, p. 76.

(%) Position of the European Parliament of 20 January 2016 (not yet published in the Official Journd) and
decision of the Counlcof 12 February 2016.

A 1.2.The legal basis of the PPE Regulation

The legal basis of the PPE Regulation (EU) 2016/425 is provided by Article 114Totttg

on theFunctioning of the European Union (TFEWat enables the European Union to adopt
measures to harmonise the legislation of the Member States in order to ensure the
establishment and functioning of the single internal market. Such measures must take as a
basis the highest possible level of protection of the health and safety of people and of the
environment. TheRegulationthus has a dual objective: to permit the free movement of
products with the internal market whilst ensuring a high level of protecfidrealth and

safety.

Following the proposal by the European CommissionPfRERegulatiorwas adopted by the
European Parliament and the Council of the European Union after consulting the European

"0J C 326, 2@.0.2012, p. 47.


http://eur-lex.europa.eu/legal-content/EN/TXT/?uri=celex%3A12012E%2FTXT
http://eur-lex.europa.eu/legal-content/EN/TXT/?uri=celex%3A12012E%2FTXT
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Economic and Social Committee, according to the orditegislative procedure (formerly
Known -de c ifi)ssé& ouhio Article 294 of th€eFEU.

The footnotes to the citation give the references and dates of the suecgegs of the
procedure. The text of thEPE Regulatiorwas published on the Official Journal of the
European Union (OJEU) 81, 31.3.2016, p. 51.

A 1.3.The recitals

The recitals, also known asonsideranda introduce the main provisions of thHePE
Reguhtion (EU) 2016/42%nd present the reasons for their adoption. Some of the recitals
explain the changes that have been made compared with the previous D88EB&EEC,
including also those related to tladignment to theiNew Legislative Framewotkmainly
through the provisions ddecisbn No 768/2008/EC

The recitals do not have legal force as sumwever, they help to understand tREE
Regulation,in particular, by clarifying the meaning of certain provisions. When interpreting
the text of thePPERegulationthe Courts may take threcitals into consideration in order to
ascertain the intention of the legislators.

In the following comments, reference is made to the Articles and Annexes &PEBe
Regulationintroduced by each of the recitals. For further explanations, pleasetoeies
comments on the Articles and Annexes concerned.

(1)

(2)

(3)

(4)

Council Directive 89/686/EEC>Y was adopted in the context of establishing t
internal market, in order to harmonise health and safety requirements for pef
protective equipment (PPE) in Mlember States and to remove obstacles to trads
PPE between Member States.

Directive 89/ 686/ EEC is based on th
Council Resolution of 7 May 1985 on a new approach to technical harmonisatio
standardg®). Thus, it sets only the essential requirements applying to PPE, whg

sonal
b N

e O
h and
breas

technical details are adopted by the European Committee for Standardisation (CEN)

and the European Committee for Electrotechnical Standardisation (Cenelg
accordance with Regation (EU) No 1025/2012 of the European Parliament ang
the Council ). Conformity with the harmonised standards so set, the referg
numbers of which are published in tificial Journal of the European Unign
provides a presumption of conformityith the requirements of Directive
89/686/EEC. Experience has shown that those basic principles have worked v
that sector and should be maintained and even further promoted.

Experience with the application of Directive 89/686/EEC has shown inadess
and inconsistencies in the product coverage and conformity assessment procs
In order to take account of that experience and to provide clarification in relatiq
the framework within which products covered by this Regulation may be n
avalable on the market, certain aspects of Directive 89/686/EEC should be re
and enhanced.

Since the scope, the essential health and safety requirements and conf
assessment procedures have to be identical in all the Member States theretis

C) in
of
nce

ell in

pdures.
n to
ade
vised

Drmity
almos

no flexibility in transposing a directive based on the new approach principles

9

into

n

€


http://eur-lex.europa.eu/legal-content/EN/TXT/?uri=celex%3A12012E%2FTXT
http://ec.europa.eu/growth/single-market/goods/new-legislative-framework/
http://eur-lex.europa.eu/legal-content/EN/TXT/?qid=1460483028959&uri=CELEX:32008D0768
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national law. Directive 89/686/EEC should therefore be replaced by a regulg
which is the appropriate legal instrument for imposing clear and detailed rules
do not give room for divergent transposition by Member States.

(®) Council Directive 89/686/EEC of 21 December 1989 on the approximation of the laws of the Member
relating to personal protective equipment (OJ L 399, 30.12.1989, p. 18).

() 0J C 136, 4.6.1985, p. 1.

(® Regulation (EU) No 1025/2012 of the European Parliament and of the Council of 25 October 20
European standardisation, amending Council Directives 89/686/EEC and 93/15/EEC and Directives 91
94/25/EC(52), 95/16/EC, ¥Z3/EC, 98/34/EC, 2004/22/EC, 2007/23/EC, 2009/23/EC and 2009/105/E
the European Parliament and of the Council and repealing Council Decision 87/95/EEC and Decis
1673/2006/EC of the European Parliament and of the Council (OJ L 316, 14.11.21A)2, p.

tion,
hich

States

12 on
1/9/EC,
C of

on No

A 1.4.The previousPPE Directive

The first recitas recall that the neW?PE Regulation (EU) 2016/425 is based on the previous
PPE Directive 89/686/EEC.This Directive was a total harmonisation directive, i.e. its

provisions replaced existing divergemational and European legislation which covered t
same subjects.

Directive 89/686/EEC was applicable from 1 July 1992 and remained in forcQiipril
2018 according to Article 46 of the PPE Regulatidgtowever Article 47 provides for

he

specific tansitional provisiongn particularallowing the placing on the market of products in

conformity with the Directive until 20 April 2019.

(5) Regulation (EC) No 765/2008 of the European Parliament and of the CSifeyis(
down rules on theaccreditation of conformity assessment bodies, provide
framework for the market surveillance of products and for controls on products
third countries, and lays down the general principles of the CE marking.

(6) Decision No 768/2008/EC of the Eur@meParlament and of the Coung(l) lays
down common principles and reference provisions intended to apply across se
legislation. In order to ensure consistency with other sectoral product legislation
appropriate to align certain provisionistbis Regulation to that Decision, in so far g

sectoral specificiies do not require a different solution. Therefore, cellgain

definitions, the general obligations of economic operators, the presumptio
conformity, EU declaration of conformity, rulesy E marking, requirements fo
conformity assessment bodies and notification procedures, the confo
assessment procedures and the provisions concerning procedures to deal wi
presenting a risk should be adapted to that Decision.

(7) Regulation (EY No 1025/2012 provides for a procedure for objections
harmonised standards where those standards do not entirely satisfy the requirg
of this Regulation.

(°) Regulation (EC) No 765/2008 of the European Parliament and of the Counciubf 2008 setting out the
requirements for accreditation and market surveillance relating to the marketing of products and re
Regulation (EEC) No 339/93 (OJ L 218, 13.8.2008, p. 30).
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(*) Decision No 768/2008/EC of the European Parliament and o€themcil of 9 July 2008 on a commor
framework for the marketing of products, and repealing Council Decision 93/465/EEC (OJ L 218, 13.8/2008,
p. 82).

A 1.5.The fiNew Legislative Frameworlo

The PPE Regulation (EU) 2016/425 is aligned toftkew Legislative Framewodk L(F)\

configured as the improvement and update ofrthegul at ory met MNew know
Approach to techui a | har moni s at.iTherset af tedilative tactsnotither NdLFS 0
includesReqgulation (EC) No 765/20GshdDecision No 768/2008/EC

See al so ANed le2g.i sfiiih e v e inFiTdhree woB lkwwan theui de 6
implementation of EU product rul@s

In particular, thealigned contents ofthe PPE Regulatiomelatedi among others to
definitions and obligations of economic operators, to notified bodies, to conformity
assessment procedures and declaration of conformity, come directly from the NLF Decision,
as additions and/or terminologyagutation.

(8) This Regulation covers PPE which is new to the Union market when it is placgqd on
the market; that is to say it is either new PPE made by a manufacturer established in
the Union or PPE, whether new or sectrashd, imported from a third coumptr

(9) This Regulationshould apply to all forms of supply, including distance selling.

A 1.6.The scope and the objective of thBPE Regulation

The PPE Regulation (EU) 2016/4pEovides for harmonised requirements and procedures to
establish compliance for products placed lom EU market, to ensure free movemienthe
EU territoryfor personal protective equipment in the scope

The PPE Regulatiortarries specific obligationfor the person (natural or legal) who places
products on the market be it the manufacturer, its authorised represemtétieeémporter

ThePPE Regulatioms applicable to all forms of making products available on the EU market,
regardless of the seily technique. Therefore, it includes distance selling and selling through
electronic means (Internet,ceo mmer c e é) as the whole Union |
products. This is particularly related tiee definitions( 2) @A maki ng av aiol abl e
and pla8ng fon t hotArtitla 3 as wdll aghe contents of Articléd o n Making

available on the market

(10) Some products on the market that provide a protective function to the usqgr are
excluded from the scope of Directive 89/686/EECorder to ensure as high a levegl
of protection for the user of those products as for the user of PPE covergd by
Directive 89/686/EEC, the scope of this Regulation should include PPE for pr|vate
use against heat, in line with similar PPE for professias& which is already
covered by Directive 89/686/EEC. Artisanal decorative products do not claimn to

11
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fulfil a protective function, are by definition not personal protective equipment fand
are therefore not concerned by that inclusion. Clothing intendedif@tg use with
reflective or fluorescent elements included for reasons of design or decoration |s not
personal protective equipment and is therefore not covered by this Regulation. As for
products intended for private use to protect against atmosphawditioas that are
not of an extreme nature or to protect against damp and water, including byt not
limited to seasonal clothing, umbrellas and dishwashing gloves, those should algo fall
outside of the scope of this Regulation. It is also appropriate tidyclae list of
excluded PPE set out in Annex | to Directive 89/686/EEC by adding a referenge to
products covered by other legislation and therefore excluded from the scope qf this
Regulation.

A 1.7.Exclusions from the scope

Exclusions from the scope die PPE Regulation (EU) 2016/425 are laid down in Article
2(2).

(11 Economic operators should be responsible for the compliance of PPE with the
requirements of this Regulation, in relation to their respective roles in the sypply
chain, so as to ensurénmh level of protection of public interests, such as health and
safety, and the protection of users, and to guarantee fair competition on the Pnion
market.

(12 All economic operators intervening in the supply and distribution chain should fake
appropria¢ measures to ensure that they make available on the market onlyl PPE
which is in conformity with this Regulation. This Regulation should provide a clear
and proportionate distribution of obligations which correspond to the role of ¢ach
economic operator ithe supply and distribution chain.

(13 In order to facilitate communication between economic operatatgynal market
surveillance authorities and consumers, Member States should encourage ecgnomic
operators to include a website address in additidhetgpostal address.

A 1.8.Responsibilities of economic operators

Union harmonisation legislation defines the manufacturer, the authorised representative, the
importer and t he di st r i b Withnr the diNew Ifegisdatve o mi ¢
Frameworkd the responsibilities and obligations of the economic operators are defined more
in detail: all of them have to play key roles in the supgtgin, in particular in terms of
compliance of products, appropriate measures, communication apkcation.

The inclusion of a website address in addition to the postal address is related to the
requiremerg for manufacturers in Article 8(6) and forporters in Article 1(B). In any case,
a website is additional information, but it is not enough as an address.

See also § 3 . Thdiactors in the product spd v chain and and4ei2r obl i
ATraceabi |l imil her @\Bil slieorGaud ded on t he iompl emen
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(14)

The manufacturer, having detailed knowledge of the design and production prgcess,
is best placed to carry out the conformity assessment procedure. rn@ibnfo
assessment should therefore remain solely the obligation of the manufacturer.

A 1.9.Responsibilities of manufacturers: conformity assessment

Conformity assessment according to the conformity assessment procedures applRBEg to
is the responsibily of the manufacturer only, whether tR€E Regulation (EU) 2016/425
provides for the involvement of@nformity assessment body (notified body)ot.

(15)

(16)

(17)

It is necessary to ensure that PPE from third countries entering the Union njarket
complies withthe requirements of this Regulation and, in particular, that appropfiate
conformity assessment procedures have been carried out by manufacturers. Prpvision
should therefore be made for importers to make sure that PPE they place ¢n the
market complies witlthe requirements of this Regulation and that they do not place
on the market PPE which does not comply with such requirements or which pregent a
risk. Provision should also be made for importers to make sure that the confoymity
assessment procedures héeen carried out and that the CE marking and technj|cal
documentation drawn up by manufacturers are available for inspection by the
competent national authorities.

The distributor makes PPE available on the market after it has been placed ¢n the
marketby the manufacturer or the importer and should act with due care to esure
that its handling of PPE does not adversely affect the compliance of the PPE.

When placing PPE on the market, every importer should indicate on the PPE his
name, registeredade name or registered trade mark and the postal address at yhich
he can be contacted. Exceptions should be provided for in cases where the gize or
nature of the PPE does not allow it. This includes cases where the importer \Jvould
have to open the packagitagput his name and address on the PPE.

A 1.10.Responsibilities of importersand distributors

The importer is the economic operator established in the Union who places a product from a
third country on the Union market for the first timkhe responsibilities and obligations of
importers are described in Article 10 of the PPE Regulation.

The distributor is a natural or a legal person in the supply chain, other than the manufacturer
or the importer, who makes a product available on the mafket. responsibilities and
obligations of distributors are described in Article 11 of the PPE Regulation.

(18)

Efforts should be made by economic operators to ensure that all rel¢vant
documentati on, Ss instructions, swhildt feresuring speeciséda
comprehensible information, are easily understandable, take into acgount
technological developments and changes towssd behaviour, and are as up to dgte

as possible. When PPE is made available on the market in packages confaining

13
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multiple units, theinstructions and information should accompany each smaljest

commercially available unit.

Requirements on manufactur er 6 sutim pogtt rduaft i ons

A 1.11.Documentation to be provided by economic operators

Annex Il to the PPRegulation (EU) 2016/425, when thexhnical documentation for PPE is
described in Annex Il

(19

Any economic operator who either places PPE on the market under his own ngme or

trademark or modifies a product in such a way that compliance with theeneguits

of this Regulation may be affected should be considered to be the manufactur¢r and

should assume the obligations of the manufacturer.

If PPEi s mar ket ed wunder taadenark, ¢his pepsenrwsl benconsidemredh me

A 1.12.0bligations of the manufacturer for economic operators

as the manufacturer.

The responsibilities of the manufacturer apply also to any natural or legal person who
assembles, packs, processes or labels madie productsand places them on the market
under his own namor trademark. Further, the responsibility of the manufacturer is placed on

any person who changes the intended use of a product in such a way that different essential or

other legal requirements will become applicable, or substantially modifies-lmrildes a
product (thus creating a new product), with a view to placing it on the market.

(20)

(21)

Distributors and importers, being close to the market place, should be involv
market surveillance tasks carried out by the competent national authorities
should be prepared to participate actively, providing those authorities with
necessary information relating to the PPE concerned.

Ensuring traceability of PPE throughout the whole supply chain helps to n
market surveillance simpler and morei@ént. An efficient traceability system
facilitates themar k e t sur vei ltdskaal traeing acomomio pperator
who made nortompliant PPE available on the market. When keeping

information required under this Regulation for the identifccatof other economic

bd in
and
all

nake

2 S O
the

operators, economic operators should not be required to update such information in

respect of other economic operators who have either supplied them with PPE
whom they have supplied PPE.

or to

A 1.13.Information and traceability of PPE for market surveillance

Economic operators (manufactureejthorised representativedistributors and importers)
must ceoperate with national authorities to carry out effective market surveillance activities,
including provision of information andhseuring the traceability d®PEthroughout the whole
supply chain.
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Article 13 of the PPE Regulation (EU) 2016/485e a | s Idewifitation df economic
o per adeepoint 306).

(22) In order to simplify and adapt certain essential safety requirenoénsrective
89/686/EEC to the current practice, the requirement to label PPE protecting against
harmful noise with a comfort index should be removed as experience has shown that
it is not possible to measure and establish such an index. As regards icachan
vibrations, it is appropriate to remove the requirement not to exceed the limit values
set by Union legislation on the exposure of workers to vibrations since the uge of
PPE alone is not able to achieve this objective. As regards PPE protecting ajgains
radiation, it is no longer necessary to require that the instructions for use supplied by
the manufacturer indicate transmission curves, since the indication of the protéction
factor is more useful and is sufficient for the user.

A 1.14.Noise, vibrationsand radiation

Specific requirements on protection against the harmful effects of noise are laid dwount in
3.5. ofAnnex Ilto the PPE Rgulation (EU) 2016/425.

(23) It is necessary to clearly specify the relationship with, and the scope of]this
Regulation as regards, the entitlement of Member States to lay down requirenents
for the use of PPE at the workplace, in particular pursuant to Council Diregtive
89/656/EEC ), in order to avoid any confusion and ambiguity and hence ensur¢ the
free movemet of compliant PPE. Article 4 of that Directive obliges employers|to
provide PPE which complies with the relevant Union provisions on design |and
manufacture with respect to safety and health. Pursuant to that Article, manufagturers
of PPE who provide thaPE to their employees must ensure that such PPE fylfils
the requirements laid down in this Regulation.

(%) Council Directive 89/656/EEC of 30 November 1989 on the minimum health and safety requirements for the
use by workers of persongrotective equipment at the workplace (third individual directive within the
meaning of Article 16(1) of Directive 89/391/EEC) (OJ L 393, 30.12.1989, p. 18).

A 1.15.Use of PPE at the workplace

Recital 23 of he PPE Regulation (EU) 2016/425 makes reference t@¢bapational Safety
and Health Directive 89/656/EEGNn use of personal protective equipment, which is the
Awr kplaceo |l egislation related to the fAprodu

(24) Market surveillance authorities should have easy access to the EU declaratjon of
conformity. In order to fulfil that requirement, manufacturers should ensure that|PPE
is accompanieditmer by a copy of the EU declaration of conformity or by the
internet address at which the EU declaration of conformity can be accessed.

(25) To ensure effective access to information for market surveillance purposeq, the
information required to identifgll applicable Union acts for PPE should be availalple

15


http://eur-lex.europa.eu/legal-content/EN/TXT/?uri=CELEX:01989L0656-20070627
http://eur-lex.europa.eu/legal-content/EN/TXT/?uri=CELEX:01989L0656-20070627

PPE Regulation (EU) 2016/425 Guidelines - 1°* Edition — April 2018

in a single EU declaration of conformity. In order to reduce the administrgtive
burden on economic operators, it should be possible for that single EU declaratjon of
conformity to be a dossier made up@evant individual declarations of conformity

A 1.16.The EU declaration of conformity

Recitals 24 and 25 of the PPE Regulation (EU) 2016/d@86duce the provisions related to
the EU declaration of conformity, to be dma up by the manufacturer for pdocts to be
placed on the EU market. THEPE Regulationncludes such provisions in Article 16n
particular, paragraph 3 on the single EU declaration of conformity) and in AXnsetting
out the model structure.

See also § 4.8 E Uecldrationofc onf oninmi ey 06 Bl ue Gui ded on the
EU product rules.

(26) In order to increase the efficiency of market surveillance, it is necessary to extend the
obligation to draw ugomplete technical documentation to all PPE.

A 1.17.Technical documentation

Technical documentation for PPE is described in Annex Il to the PPE Regulation (EU)
2016/425.

(27) In order to ensure that PPE is examined on the basis of the state of the kmjt
of validity of the EU typeexamination certificate should be set at a maximum of fjve
years. A process for reviewing the certificate should be provided for. A mininfum
content of the certificate should be required in order to facilitate the wiotleo
market surveillance authorities.

(28) A simplified procedure should be applied in the case of renewal of the EU type
examination certificate where the manufacturer has not modified the approved type
and the harmonised standards or other technicatifsgations applied by the
manufacturer have not been changed and continue to meet the essential hejlth and
safety requirements in the light of the state of the art. In such cases, additiong} tests
or examinations should not be necessary and the admtnistburden and related
costs should be kept to a minimum.

A 1.18.The EU type-examination certificate

Provisions on the EU typexamination certificate are included in Annex V to the PPE
Regulation (EU) 2016/425.

(29) The CE marking, indicating the confoitygnof a product, is the visible consequenge
of a whole process comprising conformity assessment in a broad sense. The dgeneral
principles governing the CE marking are set out in Regulation (EC) No 765/2008.

16
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Rules governing the affixing of the CE marking BRE should be laid down in thi
Regulation.

A 1.19.The CE marking

Recital29 of the PPE Regulation (EU) 2016/425 introduces the provisions related to the CE
marking, making reference to the general principles set out in Article 30 ofiNBe
Leqislative Framewoik Regulation (EC) No 765/2008The PPE Rgulation includes the
reference to those provisions as well as the rules and conditions for affixing the CE marking
in Articles 16 and 17.

See also A 4. 5nALlhe i&€EBI|l mathe@ipierdedtdtioncohEU product
rules.

(30) In order to ensure compliance with the essential health and safety requiremengs laid
down in this Regulation, it is necessary to lay down appropriate conforinity
assessment procedures to be followed by the faanuwer. Directive 89/686/EEC]
classifies PPE into three categories that are subject to different confogmity
assessment procedures. In order to ensure a consistently high level of safety| of all
PPE, the range of products subject to one of the conformessasent procedures
relating to the production phase should be enlarged. The conformity assespment
procedures for each category of PPE should be set, as far as possibéebasit of
the conformity assessment modules laid down in Decision No 768/2008/EC

(31) The conformity assessment procedures should be adapted to the specific confditions
of the manufacture of PPE produced in series where each item is adapted to| fit an
individual user, and of PPE produced as a single unit to fit an individual user.

A 1.20 Conformity assessment procedures

Among the modules established by tlBecision No 768/2008/EGwithin the ANew

Legislative Framework ,the PPE Regulation (EU) 2016/42®cludes five modules for

conformity assessment procedures (Anndxeto VIII) for assessing the conforyiof PPE

with the applicable essentiatalth and safety requirements laid down in Anihiex

Annex IV: Internal production control (Module A)

Annex V: EU typeexamination (Module B)

Annex VI: Conformity to type based on internal production control (MoGyle

Annex VII: Conformity to type based on internal production control plus supervised

product checks at random intervals (Module C2)

1 Annex VIII: Conformity to type based on quality assurance of the production process
(Module D)

= =4 -4 A

See al soModdlesFa 1 .cofif or mi t yn iilss e SBhert OGui de d
implementation of EU product rul@s

(32) It is necessary to ensure a uniformly high level of performance of bodies performing
conformity asessment of PPE throughout the Union, and all such bodies should
perform their functions at the same level and under conditions of fair competition.
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(33)

(34)

(39

(36)

(37)

(39)

(39

(40)
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Therefore obligatory requirements should be set for conformity assessment |
wishing to be notified inmler to provide conformity assessment services.

If a conformity assessment body demonstrates conformity with the criteria laid g
in harmonised standards, it should be presumed to comply with the correspo
requirements set out in this Regulation

In order to ensure a consistent level of quality in the performance of confor

odies

own
nding

mity

assessment of PPE, it is also necessary to set requirements for notifying authorities

and other bodies involved in the assessment, notification and monitomuyifoéd
bodies.

The system set out in this Regulation should be complemented by the accred
system provided for in Regulation (EC) No 765/2008. Since accreditation i
essential means of verifying the competence of conformity assessmens, dod
should also be used for the purposes of notification.

Transparent accreditation as provided for in Regulation (EC) No 765/2008, ens

tation
5 an
e

uring

the necessary level of confidence in certificates of conformity, should be considlered

by the national publi@uthorities throughout the Union as the preferred meang
demonstrating the technical competence of conformity assessment bodies. Ho
national authorities may consider that they possess the appropriate means of ¢
out that evaluation themseken such cases, in order to ensure the appropriate |
of credibility of evaluations carried out by other national authorities, they sh
provide the Commission and the other Member States with the nece
documentary evidence demonstrating the gllance of the conformity assessme
bodies evaluated with the relevant regulatory requirements.

Conformity assessment bodies frequently subcontract parts of their activities (Ilgked

to the assessment of conformity or have recourse to a subsidiary. In or
safeguard the level of protection required for the PPE to be placed on the marke
essatial that conformity assessment subcontractors and subsidiaries fulfil the
requirements as notified bodies in relation to the performance of confor

b Of
vever,
Arrying
bvel
buld
ssary
ht

r to
t, itis
same
mity

assessment tasks. Therefore, it is important that the assessment of the competence

and the performnce of bodies to be notified, and the monitoring of bodies alrg
notified, cover also activities carried out fiybcontractors and subsidiaries.

Since notified bodies may offer their services throughout the Union, it is approrlriate

to give the othe Member States and the Commission the opportunity to r
objections concerning a notified body. It is therefore important to provide fq

ady

se
ra

period during which any doubts or concerns as to the competence of conformity

assessment bodies can be clarifietble they start operating as notified bodies.

In the interests of competitiveness, it is crucial that notified bodies apply
conformity assessment procedures without creating unnecessary burden

economic operators. For the same reason, aaddore equal treatment of economjc

operators, consistency in the technical application of the conformity assess
procedures needs to be ensured. That can best be achieved through app
coordination and cooperation between notified bodies.

Interested parties should have the right to appeal against the result of a confg
assessment carried out by a notified body. For that reason, it is important to ¢
that an appeal procedure against decisions taken by notified bodies is available

the
s for

ment
opriate

Drmity
nsure
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A 1.21.Conformity assessment bodies: notified bodies

Conformity assessment bodies, known as notified bodies for being notified by the competent
national authorities of the EU Member States to the Commission and to the other Member
States, are required to intenee in three conformity assessment procedurestioé PPE
Regulation (EU) 2016/42%s indicated in:
1 AnnexV: EUtype-examinationNfModule B)
1 Annex VII: Conformity to type based on internal production control plus supervised
product checks at random interv@idodule C2)
1 Annex VIII: Conformity to type based on quality assurance of the production process
(Module D)

The PPE Regulation devotes the whole Chaptdr Xrticles 20 to 361 to notified bodies,
basically reproducing the relevant contents of Becision No 768/2008/ECRules on
accreditation for notified bodies are provided in Regulation (EC) No 765/2008

e also AA 5.2 fConformity assessment bodi

Se
AfAccr edinfillfid oBl ue Gpemardgafion of EU grdudwet rulés

(41) Member States should take all appropriate measures to ensure that PPE covégred by
this Regulation may be placed on the market only if, when properly stored and|used
for its intended purpose, or under conditionsuske which can be reasonabl
foreseen, it does not endanger the health or safety of persons. PPE coveredrEy this
Regulation should be considered as -wompliant with the essential health a
safety requirements laid down in this Regulation only under tiondiof use which
can be reasonably foreseen, that is when such use could result from lawfyl and
readily predictable human behaviour.

(42) In order to ensure legal certainty, it is necessary to clarify that rules on Union market
surveillance and controlfgoroducts entering the Union market provided for |n
Regulation (EC) No 765/2008 apply to PPE covered by this Regulation. [This
Regulation should not prevent Member States from choosing the compktent
authorities to carry out those tasks.

A 1.22.Compliance ofproducts on the market and market surveillance

The term A mar #esignates the actwity bf tha competéent national authorities of
the Member States, checking the conformity of products subject to the EU harmonisation
legislation, after theydwve been placed on the EU market, and taking the necessary action to
deal with noacompliant products.

See al so A 7 i Mianklede G&GRIrwei Glade@& 0 on t he i
productruleso.

(43) Directive 89/686/EEC already provides for a safeguard procedure which is necgssary
to allow for the possibility of contesting the conformity of a product. In ordel to
increase transparency and to reduce processing time, it is necessapyaeeitie

19


http://eur-lex.europa.eu/legal-content/EN/TXT/?qid=1460483028959&uri=CELEX:32008D0768
http://eur-lex.europa.eu/legal-content/EN/TXT/?qid=1460482284949&uri=CELEX:32008R0765
http://ec.europa.eu/DocsRoom/documents/18027
http://ec.europa.eu/DocsRoom/documents/18027
http://ec.europa.eu/DocsRoom/documents/18027

PPE Regulation (EU) 2016/425 Guidelines - 1°* Edition — April 2018

existing safeguard procedure, with a view to making it more efficient and drawinl on
the expertise available in Member States.

(44)  The existing system should be supplemented by a procedure under which intgrested
parties are informed of measuiatended to be taken with regard to PPE presentjng
a risk to the health or safety of persons. It should also allow market surveillance
authorities, in cooperation with the relevant economic operators, to act at an qarlier
stage in respect of such PPE.

(45) Where the Member States and the Commission agree as to the justificatior] of a
measure taken by a Member State, no further involvement of the Commission ghould
be required, except where nroompliance can be attributed to shortcomings of a
harmonised starzald.

A 1.23.The safeguard clause procedure

Article 39 of the PPE Regulation (EU) 2016/425 describes the Wataguardgrocedure. It
comes fronDecisionNo 768/2008/ECwith the aim to make it more efficient and effective in
terms of information, communication, resources and results.

See also A 7.5.1. imi%h®eddh ndthelerteatdtionsohid) o
product rules.

(46) In order to take into account technical progress and knowledge or new scielntific
evidence, the power to adopt acts in accordance with Article 290 of the Treaty gn the
Functioning of the European Union shdube delegated to the Commission |n
respect of amending the categories of risks against which the PPE is intended to
protect users. It is of particular importance that the Commission carry out appropriate
consultations during its preparatory work, inclglirat expert level. The
Commission, when preparing and drawing up delegated acts, should ensure a
simultaneous, timely and appropriate transmission of relevant documents tp the
European Parliament and to the Council.

(47) In order to ensure uniform conditis for the implementation of this Regulation,
implementing powers should be conferred on the Commission. Those powers ghould
be exercised in accordance with Regulation (EU) No 182/2011 of the European
Parliament and of the Coung}).

(498 The advisoryprocedure should be used for the adoption of implementing fcts
requesting the notifying Member State to take the necessary corrective measyres in
respect of notified bodies that do not meet or no longer meet the requiremengts for
their notification.

(49) The examination procedure should be used for the adoption of implementing acts
with respect to compliant PPE which presents a risk to the health or safety of pdrsons
or to other aspects of public interest protection.

(50)  The Commission should adopt immedigtapplicable implementing acts Where,air
duly justified cases relating to compliant PPE which presents a risk to the heajth or
safety of persons, imperative grounds of urgency so require.
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() Regulation (EU) No 182/2011 of the European Pasianand of the Council of 16 February 2011 laying
down the rules and general principles concerning mechanisms for control by Member States [of the
Commission's exercise of implementing powers (OJ L 55, 28.2.2011, p. 13).

A 1.24.Delegated and mplementing powers and procedures

Delegated andmplementing powers are conferred and monitored by the EU legislators
(European Parliament and the Council) to the European Commission to ensure that certain
measures are uniformly implemented across the EU, in accordaticé&ncle 291 of the

Treaty on the Functioning of the European Union (TERé&Qgulation (EU) No 182/201(the
AComit ol ogy esRidigheslthe tulesoandogeneral principles on the exercise of such
implementing powers by the Commission.

Within the PPE Regulation (EU) 2016/425, delegated acts can be adoatddptothe risk
categories of PPE laid down in Annex | to thelation of technical progress

On the other handadoption of an implementing act is required in case of objections raised
concerning a notified body and in case of compliant products amahieet presenting a risk.
According to Article 2(2) and (3) of Regulation (EU) No 182/2011, the examination
procedure applies for implementing acts with respeot pr oduct s, pritectiomg r el
ofthe healtor s af ety of h (b)g, nisen thenadvisaynprooeduresapplies

for implementing acts on corrective measures in respect of notified bodies.

(51) In line with established practice, the committee set up by this Regulation can glay a
useful role in examining matters concerning dipglication of this Regulation raise
either by its chair or by a representative of a Member State in accordance with its
rules of procedure.

(52 When matters relating to this Regulation, other than its implementatior] or
infringements, are being examiné,. in a Commission expert group, the Europepn
Parliament should in line with existing practice receive full information gnd
documentation and, where appropriate, an invitation to attend such meetings.

A 1.25.The PPE Committee

The PPE Regulation (EU) 20/M@5 establishes in Article 44 a Committee to deal with the
different questions relatetd the implementation, application and management ofPRE
Regulation.

According toRegulation (EU) No 182/201¢t he A Comi t o l),achg@Qomitteeeg u |l at i
has an obligation gbrovision ofinformation and documentation to the European Parliament,
about the issues under discussion, other than those specifically relatedmplédmeentation

or infringements of the PPE Regulation.

(53) The Commission should, by means of implementing acts and, given their sELecial
nature, acting without the application of Regulation (EU) No 182/2011, deterrpine
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whether measures taken by Membert&tan respect of necompliant PPE are
justified or not.

A 1.26.Implementing acts concerning measures on necompliant products

Adoption of an implementing act by the Commission is required not only in cases related to
notified bodies or to compliaqroducts presenting a risk, but also when Member States take
actions in respect of necompliant productsffhe safeguard clause procedire

(54) In order to allow manufacturers and other economic operators sufficient tinje to
adapt to the requirementstbis Regulation, it is necessary to provide for a sufficignt
transitional period after the entry into force of this Regulation during which PPE
which complies with Directive 89/686/EEC may still be placed on the market.

A 1.27.Transitional provisions

Specfic transitional provisions for products and certificates, from the previous Directive
89/686/EEC to the new PPE Regulation (EU) 2016/425, are provided for in Article 47.

A fAGuidance document on the PPE transition from Directive 89/686/EEC to Regulation (EU)
2016/42% is available on theC 0 mmi ssswelisitedn Personal Protective Equipment

(PPE) The website also nc | ude s Fraquehtly s\dked Qfiesidgs and Answer
covering both horizontal and sectorglestions, this is to say, those common to all the EU
legislation aligned tohie iNew Legislative Framewotk ndathose specifically related the

PPE Regulation. It was issued in March 2017 and reflects the results of discussions developed
during the transition period, notably at the workshop held in Brussels on 16 November 2016.

(55) Member States should lay down rules on penalties applicable to infringements ¢f this
Regulation and ensure that those rules are enforced. The penalties prfovided
should be effective, proportionate and dissuasive.

A 1.28.Enforcement: penalties

Provisions on penalties are laid down in Article 45 ofRR&ERegulation (EU) 2016/425.

(56)  Since the objective of this Regulation, namely to ensure that PPE on thet njark
fulfils the requirements providing for a high level of protection of health and safety
of users, whilst guaranteeing the functioning of the internal market, canngt be
sufficiently achieved by the Member States, but can rather, by reason of its scale and
effects, be better achieved at Union level, the Union may adopt measurgs, in
accordance with the principle of subsidiarity set out in Article 5 of the Treaty on
European Union. In accordance with the principle of proportionality, as set ot in
that Article, this Regulation does not go beyond what is necessary in order to aghieve
that objective.
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A 1.29.Subsidiarity and proportionality

Recital 56 of the PPE Regulation (EU) 2016/425 makes referencthaoprinciples of
subsidiarity and proportionality set out in Article 5 of fheeaty on European Union (TEU)
According to these principles, the European Union slakk taction only if the same
objectives cannot be better achieved by the action of the Member States.

In fadt, without any EU harmonisedegislation on PPEnanufacturer®f PPEwould have to

apply different rules, requirements and procedures for safgtgodticts in each EU Member
State, which would both constitute a serious obstacle to the single internal market (free
circulation of goods) and be a less effective means of ensuring and improving s&gy. of

(57) Directive 89/686/EEC has been amendegiesal times. Since further substantig
amendments are to be made and in order to ensure a uniform implementation
throughout the Union, Directive 89/686/EEC should be repealed

A 1.30.Repeal of Directive 89/686/EEC

The repeal of the previous Directive 8%ABEC is prescribed in Article 46 oheé PPE
Regulation (EU) 2016/425, with effect from 21 April 20Hwever, Article 47 provides for
specific transitional provisions, in particular allowing the placing on the market of products in
conformity with the Diective until 20 April 2019.
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THE ARTICLES OF THE PPE REGULATION

22 CHAPTE-REINERAL PROVI SI ONS

A 2.1.Article 1 - Subject matter

Article 1
Subject matter

This Regulation lays down requirements for the design and manufacture of pers
protective equipment (PPE) which is to be mastailable on the market, in order to
ensure protection of the health and safety of users and establish rules on the
movement of PPE in the Union.

The PPERegulation(EU) 2016/425applies topersonal protective equipmemRE intended
for use in domestic, leisure and sports activities, as well as for professional use.

The objectives of the PARegulationare:

- to provide theEssentialHealthand Safety RequirementEHSR9 which the PPE must
satisfy toensure protection @dhe health and safety tfeintended users;

- to ensure free movement of PPE within ithternal market of th&uropean Union.

A 2.2.Article 2 - Scope

Article 2
Scope
1. This Regulation applies to PPE.

The PPE Regulation(EU) 2016/425applies to each individual PPE which is placed on the
Union market. Consequently, tiPE Regulation applies to new PPE manufactured in the
Member States, and to new and used PPE imported from outside of the European Union.

The provisions of thd®PE Reguhtion do not apply to PPE intended to be placed on the
market in a country outside the European Union, or imported into the Uniondapoet to a
country outsidehe European Unian

Article 2 (continued)
2. This Regulation does not apply to PPE:

The PPE Regulation does not apply to clothimgnded for private useith reflective or
fluorescent elements includezhly for reasons of design or decoratidhowever, f the
manufacturer claims that the product has a protective funatiomh,a product is solénd
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marketed for use as PPIE shall fulfil the applicable EHSR of the PPE Regulatitinthe
information providedor the appearance of the product can give the impression that the
product can be used as a high visibility PPE, it shialb fulfil the applicable EHSR of the

PPE Regulation, unless a clear warning stating that the product is not intended for use as PPE
is added to the product.

Barrier creams, as for example creams protecting against natureddifition, are not PPE
underthe PPE Regulatiobecause the definition of PPE is not fulfilled

Article 2(2) (continued)

(a) specifically designed for use by the armed forces or in the maintenance of law
order;

PPE designed and manufactured for military or police purposes means PPE designed
intended to be useekclusively for such purposeghis exclusiorapplies to all categories of
PPE. However, PPE which can be usedahyed forceor in the maintenance daw and
order that is not specifically designed for their use is covered byRRE& Regulation for
example higkvisibility clothing with a logo of the Police forceEquipment used by
firefighters is PPE with regard to tR€eERegulation

Bullet-proof andknife stab protective equipmerfor example forsecurity guardsare PPE
and arenot covered by the exclusion relating to the armed forcéseomaintenance of law
and order.

It is permitted for a manufacturer to use E¢SRs of theRegulationor relevantharmonised
European standards whepecifically designing and manufacturingrotective equipment
exclusivelyfor use by armed forces or in the maintenance of law and,dralethis PPEnust
not be marked with theCE markng, unlessother applicable Union harmoaiton legislation
would require CHEnarking.

Article 2(2) (continued)

(b) designed to be used for seléfence, with the exception of PPE intended fo
sporting activities;

Equipment designed faeldefencas excluded from the PPE Regulatid@xamples ofuch
equipment are aerosol canisters and personal deterrent weapons.

PPE intendedo protect against injuries in satefencesporting activities,for example

protective equipment fdencing or formartial artsas karat€see standards series EN 13277

fall under the PPE Regulatioh.hi s speci fi ¢ 0 ex c lwassniroaucedinr om t |
the PPE Regulation in order to ensure that these kinds of PPE for sporting actwiiss

covered by te PPE Regulation.

25



PPE Regulation (EU) 2016/425 Guidelines - 1°* Edition — April 2018

Article 2(2) (continued)

(c) designed for private use to protect against:
(i) atmospheric conditions that are not of an extreme nature,
(i) damp and water during dishwashing;

PPE designed and manufactured for private wsseprovide protection against weather
(atmospherig conditions,including but not limited to seasonal clothiegy. rainwearand
clothing protecting against cold that is not extreme, does not fall under the scope of the PPE
Regulation Natural U\tradiatian (sunlight) is not an atmospheric condition.

However PPEfor professional usdesigned and manufactured to provide protection against
weather conditions which are neither exceptional nor extreme fall under the PPE Regulation
For example rainwear and protection against cold in normal weather conditions
professional uses included in the scope of the PPE Regulation

Dishwashing glovedor private use and solelgesigned and manufacturad provide
protection against damp and waidw,not fall under the scope of the PPE Regulation.

Protection against hefdr private usefor exampleoven gloves and mittsyas excluded from
the previous PPE Directive butis induded in the PPE Regulatioirtisanal decorative
products which do not aim to protectagainst heatfor example seltrochetedipotholders
from bazarsvith decorative function onjyare by definition noPPE(see Recital 10)

Article 2(2) (continued)

(d) for exclusive use on seagoing vessels or aircraft that are subjdut televant
international treaties applicable in Member States;

This refers to PPE intended for the protection or rescue of persons on seagoing vessels or
aircraft, not worn all the time i.enly used in case @mergency. Theteri seagoelsang ves
and a irafec exdubively to those carrying passengers and to seagoing vessels subject to
the international conventions such as the International Maritime Organi¢ai@n or the
International Civil Aviation OrganisatiofCAOQO).

Article 2(2) (continued)

(e) for head, face or eye protection of users, that is covered by Regulation Nth&2 o
United Nations Economic Commission for Europe on uniform provisions concern
the approval of protective helmets and their visors for drivers massengers of
motorcycles and mopeds
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A 2.3.Article 3 - Definitions

Article 3
Definitions
For the purposes of this Regulation, the following definitions apply:

QD6per sonal protective equipment o (PPH
(a) equipment designed and manufactured to be wohelor by a person for protection
againstaoe or mor e r ishéakhotsafett hat per sono

The field of PPE is not limited to equipment used by employees or workers in general, but
extends to areas unconnected with work, such as sportteignde activities. Sunglasses,
cycling or riding helmets, gardening gloves, spuards for footballers, harnesses for
mountaineering, are all PPE.

This definition has proved readily understandable to equipment manufacturers and users alike,
although sora borderline cases still raise questions. Every term in the definition is important:

- PPE isfi wo rin ¢he sense that clothing, glasses, hearing protectors or fall arrest
harnesses are worn. Indeed much PPE is clothing, be it garments, headgear, gloves or
footwear. Other PPE is to lieh e lindhe@ hand, such as screens to protect the eyes and
face during welding. The protection provided by PPE thus depends on an action by the
person exposed to the hazard: the donning or holding of the equipment.

Portable egipment which is neither worn nor held during use is not considered as PPE.
So, for example, insulating mats or stools used by electricians for live working, or
protective screens placed in the work stations are not regarded as PPE.

- PPEiswornorheldéd gy a p.eThisiowhat distinguishes personal equipment from
collective protective equipment. Significantly, the terms of the definition of PPE place it
within the broad field of the protection of persons.

- PPEisusedif or pr ofthe mdividwhnGenerally the equipment forms a shield
between part of the body and the hazard for the protection of the individual against any
type of risk: a shield of leather against rough surfaces which may graze the skin on hands,
a shield of filtering glass aganradiation which may injure the eyes, a shield of lead
against Xrays which can damage body cells, and so on. This role of PPE as a shield is
underlined by the pictogranvghich are sometimeshosen by PPE standards to symbolise
protection against differd hazards: a symbol representing the hazard is shown within a
shield.

On the other hand, equipment warning against risks, but which do not have a protective
function, such as starmlone alarm devices e.g., gas detectors or oxygen depletion
detectors, areot classed as PPE. However if these devices are integrated in the PPE then
they are to be considered as integral part of the PRE.alsoEHSR 2.8 % paragraph
andEHSR 3.11)

- PPE protects agisk#on s tRanbelefieed asrthe ocoojunetion of two
elements: a hazard, which is a phenomenon which may cause harm, and the probability of
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a person being exposed to that ha%aBihce PPE is designed to protect agaiiss, its
function is to prevent the occurrence afritm to the exposed person. Consequently, when
several risks exist simultaneously, the PPE has to protect against all the risks, not just
against one of them.

This is what differentiates PPE from equipment used after harm has occurred, such as rescue
or firstaid equipment, which also tends to be used by third parties. Equipment used by a
rescuer is not classed as PPE, unless used to protect the rescuer himself, for example,
respiratory protective devices used by firemen when retrieving people from -$irthede
buildings.

Equipment with norautomatic protective function, i.e. where the protective function has to
be manually activated, is considered as PPE subject to thR&REation

Therisksinvolved are those which may harm theer of theequipment. Equipment used to
protect people other than the wearer, such as masks used to protect hospital patients, is not
PPE. Nevertheless all equipment worn by health care personnel to protect themselves is PPE.
Similar equipment for protecting goodsuch as gloves worn to protect foodstuffs or
electronic components not PPE.

Article 3 (continued)

(b) interchangeable components for equipment referred to in point (a) which
essential for its protective function;

Interchangeable components acnponents used exclusively fine equipment referred to in
Article 3(a). Items under this category are for example filters for respiratory protective
devices andvelding filters for eye protectionThey are essential for the protective function
anda pat of the equipment referred to inricle 3(a).

Items of the PPE to be replaced by original partgp@r t s accordinsg to r
instructions andnformationandthathas noimpact on therotectivefunctionof the PPEdo

not fall under thisdefinition. For examplehygiene pads foprotectiveearmuffs and sweat

bands for safety helmets.

Article 3 (continued)

(c) connexion systems for equipment referred to in point (a) that are not held or w
by a person, that are designed to connect that equipment to an external device ¢

81 n RAPEX Guidelined Cqmmission Decision of 16 December 2009 laying down guidelines for the
management of the Community Rapid Information SysiRAPEXb6established under Article 12 and of the
notification procedure established under Article 11 of Directive 2001/95/EC (the General Product Safety
Directive) (notified under document C(2009) 9843)10/15/EU) (Q L 22, 26.1.2010, p)1, Ari sko is de
asicombi nati on of h a zthercambiaatiod of fhe seuertyof pbssilbleydamagertadthe A
consumer and the probability that this damage shouldoccyr poi nt 2. 1. of the ARi sk A
for Consumer Productsd)vel BOOBELE4RMAER| ndrysBbbdbris defi
probability and the degree of an injury or damage to health that can arise in a hazardous situation (Annex I,
1.1.1.(e)).
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reliable anchorage point, that are not designed to be permanently fixed and thg
not require fastening works before use;

Connexion systems are regarded as PPE when tools are not needed to fasten or remove the
connexion systemAn air line linking respiratory equipment to a compressor isxample of
a connexion system.

In contrary, aconnexion systenis not PPE whempermanently fixedand whentools are
needed to fasten or remove the connexion systeon from a structure=or example, anchor
devices that are a part of the structorerequire tools for its installatiorior example in
buildingand on machinengre not regarded as PPE.

Article 3 (continued)

(2) 6émaking available on the mar ket d
the Union market in the course of a commercial activity, whether in return
payment or free of charge;

A PPEis made available on the market when supplied for distribution, consumption or use on
the Union market in the course of a commercial activity, whether in riEfupayment or free
of charge.

AMaki ng awymses anloffee @ an agreement (written or verbal) between two or
more legal or natural persons fibre transfer of th&PEafter the stage of manufacture has
taken placethat is, either the transfer of ownership, or the physical-baad of thePPEby

the manufacturer, his authorised representative in the EU or the importer to the person
responsible for distributing these onto the EU market or the passing BPta® the final
consumer, intermediate supplier or user in a commercial transaction, foepagr free of
charge, regardless of the legal instrument upon which the transfer is based (sale, loan, hire,
leasing, gift, or any other type of commercial legal instrument). The PPE must comply with
the PPERegulation at the moment dfie first making aailable, that is, the placing on the
market

See al s oMaling availahleodi t he imdiThket @Bl ue Gui deo
implementation of EU product rul@s

Article 3 (continued)

B)6placing on the marketd means t he
market;

A PPEis placed on the market when it is made available for the first time on the European
Union market, against payment or free of charge, for the purpose of distribution in the EU
territory. It refers to each individual PPE and not to a type of PPE or s#iRRRE.

29


http://ec.europa.eu/DocsRoom/documents/18027
http://ec.europa.eu/DocsRoom/documents/18027

PPE Regulation (EU) 2016/425 Guidelines - 1°* Edition — April 2018

PPE made available on the market must comply with the applicable Union harmonisation
legislation at the moment of placing on the market.

See also A 2. 3. AilPAiTked Bhgeokut Hed mankéehe 1 mp
product rules.

Article 3 (continued)

(4) 6émanufacturerdé means any natur al
designed or manufactured, and markets it under his name or trademark;

For the obigations of manufacturers, seetiéle 8.

According to the definition, the manufacturer may design and manufacturPthigself, or
alternatively may use bought items, thirdparty subcontractor services or components, CE
marked or not, to assist in the manufacture oPRE

Whoever substantially modifiesRPEa |l r eady pl aced on t hreewmar ket
product, such that its health and safety characteristics (and/or performance) are in any way
affected, with a viewo placing it on the EU marked/so becom&a manufacturer.

The responsibilities of the manufacturer apply also to any natural or legal pghson
assembles, packs, processes or labels readie PPE and places them on the market under
his own name or trademark.

See also A 3. hniATHeMadBIf aet Guied &0 af BU pfotduet i mp | ¢
ruleso.

Article 3 (continued)

(5) oO6authorised representatived means
Union who has received a written mandate from a manufacturer to act on his bg
in relation to specified tasks;

For the obligations of athorised representatives, sediéle 9.

An authorised representative is the person expressly appointed by the manufacturer by a
written mandate to act on his behalfie s pect of ¢ egdblgations withimthef act u
EU. The extent to which the authorised representative may enter into commitments binding

on the manufacturer is restricted by the relevant Articles of RRE Regulationand
determined by the mandate conferred on him by the latter.

When appointed, they must le@ast keep th&U declaration of conformity and the technical

documentation within the EU at the disposal of the competent authoitiegide the
competent authorities, upon request, with the information and documentation necessary to
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demonstrate the omformity of a product; and cooperate with the competent national
authorities on any action taken to eliminate the risks posed by products covered by their
mandate They may also be appointed to affix the CE marking or draw up and sign the EU
declaration bconformity.

See also A 3. 2. NnAmANThbeg i 6Rldug euicdedmtan i vk o6
EU product rules.

Article 3 (continued)

(6) Oi mporterd means eatablshea aithion thea Uniorowho
places PPE from a third country on the Union market;

For theobligations of importers, seeaticle 10.

The importer is the economic operator established in the EU who places a product from a
third country on th&Jnion market.

See al so A 3an®§ 2.8iiGeographidaleapplication (EEA EFTA States,
overseas countriesa n d territoriesin GATOCETSY Bl ulaur Key de o
implementation oEU product rules.

Article 3 (continued)

(7) 6di stributord means any natur al q
manufacturer or the importer, who makes PPE available on the market;

For the olligations of distributors, seerficle 11.

The distributor is a natural or a legal person in the supply chain, other than the manufacturer
or the importer, who makes a product available on the market.

See also A 3indiThé&DbdBtuebGuode@&déd on the i mple
ruleso.

Article 3 (continued)

( 8) economic operatorsé6é6 means the m
importer and the distributor;

ThefiNew Legislative Framewotkas inDecision No 768/Q08/ECdefines the manufacturer,
the authorised representative, the iUsaisorter
are not economic operators.
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Article 3 (continued)

(9) oO6technical specificati on 0 requeenenss toa
be fulfilled by PPE;

This is a very general concept that includes different kinds of technical requiremepBEor

or categories ofPPE according to applicable legislation and/or to sectoral provisions.
Technical specifications can be provided by standards or any other technical document
drafted by authorised experts as well as by public or private organisations. They can establish
a mimi mum" as f0ess e mwrdamalbe more detailed énermst of gpecific
technical solutions for design and manufacturing BP&

Since thefiNew Approach / iNew Legislative Framewotdkcalls for common essential
requirements to be made mandatory by legislation, this approach is appropriate only where it
Is possible to distinguish between essential requiremesgs Annex 1l) and techital
specifications.

Article 3 (continued)

(10) 6éharmoni sed standarddé means a ha
1 of Article 2 of Regulation (EU) No 1025/2012;

The PPE Regulatiomprovides manufacturers with the option of complying with its
requirements by designing and manufactueitgerdirectly in accordance with the essential
health and safety requirements of tABPE Regulation or by using harmonisedEuropean
standardsas deiihed in the Standardisation Regulation (EU) No 1025/204Rich are
developed specifically toover the essential requirements in order to ccaferesumption of
conformity with those requirementahen the references of such standards are published in
the Official Journal of the European Union (OJEU)

See alsoArticle 14 on presumption of conformity of products and A 4. 1. 2. 2.
har moni sed slthen da&Brl dieo Giun dfatidon obBEU ptoduet rulesmp | e me n t

Article 3 (continued)

(11) baccreditationo means accredita
Regulation (EC) No 765/2008;

(12) 6nati onal accreditation body®6 mg
point 11 ofArticle 2 of Regulation (EC) No 765/2008;

Accreditation is the attestation by a national accreditation body that a conformity assessment
body meets the requirements set by harmonised standards and, where applicable, any
additional requirementscluding those set out in relevant sectoral schemes, to carry out a
specific conformity assessment activity.
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It is based on the international standards for conformity assessment bodies that have been
harmonised in théiNew Legislative Framewotkand the references of which have been
published in the Official Journal of the European Union (OJEU). \Rehulation (EC) No
765/2008 only national accreditation bodies are allowed to provide accreditation of
conformity assessment bodies.

Accreditation is to be operated as a public authority activity and is to be prowvidachat
for-profit basis.

Each EU Member State may appoint one single national accreditation body. The
responsibilities and tasks of the national accreditation body have to be clearly distinguished
from those of other national authorities.

Within the EU, accreditation bodies are not allowed to compete with other accreditation
bodies. Theycan only be active on the territory of their own Member Stéteth the
exception of-barackers adc rfiecd iotsddd)df Requiatioa €EC)Ne r Ar t
765/2008.

See also A 6.nfMhAecovdBdiuktatGuom® 6 on the i mple
ruleso.

Article 3 (continued)

(13) oconformity assessmentd means t}
health and safety requirements of this Regulation relating to PPE have [
fulfilled:;

(14) 6conformity ass es parfermstconforoniyyassessmers
activities including calibration, testing, certification and inspection;

As for the otherEU | egi sl ati ve acts oumdearlLegisidive A New

Frameworld covering productsn the internal markettwo important elements of the PPE

Regulation are:

- the legislative requirements governing the characteristics ¢fReovered, and

- the conformity assessment procedures thenuf@cturer carries out in order to
demonstrate that BPE before it is placed on the market, conforms to these legislative
requirements.

Conformity assessment is the process carried out by the manufacturer of demonstrating
whether specified requirements relating 8REhave been fulfilled.

A PPEis subjected to conformity assessment both during the design and production phase.
Conformity assessment is the responsibility of the manufacturer. Should a manufacturer
subcontract design or production, he still remains responsible for the execution of conformity
assessment.
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The essential objective of a conformity assessment procedure is tosteatw that products
placed on the market conform to the requirements expressed in the provisions of the relevant
legislation.

Conformity assessment bodies (notified bodies under the PPE Regulation) provide the
professional and independent judgementsciwiconsequently enable manufacturers or their
authorised representatives to fulfil the procedures in order to presume conformityPeEhe
Regulation Their intervention is requireor:
- issuing of EU typeexamination certificategpllowing inspection,verification and testing
of PPEagainst the EHSRsefore they can be placed on the market;
- the assessmendf conformity of production according tothe procedures set out in
AnnexesVII and VIII for Categonyll PPE

See also A 5. AConmTlhe mb Bhuas&esdménba t he i
product rules.

Article 3 (continued)

(15) oOrecall 6 means any measure ai med
been made available the enduser;

(16) o6withdrawal 6 means any measure a
being made available on the market;

Competent national authorities must take action to enfooogpliance when they discover
that aPPEis not inconformitywith theapplicableprovisions of thd?PERegulation

Enforcementagainst norconformity can be achieved by obliging the manufacturer, the
authorised representative, or other responsible persons, to take required measudasg
recall andwithdrawing of PPE from the market

In case of formal nowompliance the market surveillance authority should first oblige the
manufacturer, or the authorised representative, to makeREentended to be placed on the
market and if necessary, tiRPPEalready on the market, comply with the provisions and to
remedy the infringement.

See al s oCorfective.méasFesbaris- withdrawals-r e c aimdTshée 6Bl ue Gui
on the implementain of EU product rulas

Article 3 (continued)

(17) 6Uni on harmonisation | egislation
conditions for the marketing of products;

Union harmonisation legislatiors issued by the European Union, faroductsin the single
internalUnion market
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Article 3(continued)

(18) O6CE markingd means a marking by
conformity with the applicable requirements set out in Union harmonisati
legislation providing foits affixing.

As a general ruleghei Ne w A p g fiNevwalediskative Framewoddegislation, including
the PPE Regulation, provigédor the affixing of the CE marking as part of the conformity
assessment procedures in the perspective of total harmonisation.

Where aPPEis subject to severdnion harmonisation legislationa/hich all provide for the
affixing of CE marking, the mark@indicates that th®PEis presumed to conform to the
provisions of all thes&/nion harmonisation legislations

The CE marking is mandatory and must be affixed beford&fsis placed on the market.
Articles 16 and 17 of the PPE Regulation set outgieeral principles of the CE marking

(making reference tRequlation (EC) No 765/200&nd the rules and conditions for affixing
the CE marking.

A 2.4 Article 4 - Making available on the market

Article 4
Making available on the market

PPE shall only be made available on the market if, where properly maintained and
for its intended purpose, it complies with this Regulation and does not endangef
health or safety of persons, domestic animals or property.

A PPEis made available on the market when supplied for distribution, consumption or use on
the Union market in the course of a commercial activity, whether in return for paymess or f
ofcharge. Thi s c¢ onc erpfarstmeachimdividkddPE g avail abl eod

The concept of HAplacing on the maintheesenge i s di
that aPPEis placed on the market when it is made available for the first time ddrtioa

market. PPE made available on the market must comply with the applicable Union
harmonisation legislation at the moment of placing on the market.

A 2.5.Article 5- Essential health and safety requirements

Article 5
Essential health and safetyequirements

PPE shall meet the essential health and safety requirements set out in Annex 1l v
apply to it.
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Article 5 sets out the obligation of the manufacturer to design and produce PPE which
satisfies the requirements Annex Il to the PPE Regulin. The manufacturer must ensure
that the EHSRs remain fulfilled during the lifetime of the PPE.

Only PPE complying with these EHSRs may be placed on the Union market. The
manufacturer must provide information about the measures he has taken in erdemréothe
conformity of the PPE to the EHSRSs in his technical documentation which is further referred
to in Article 8 and described in detal Annex Ill to the PPE Regulation

EHSRs only deal with product characteristics aimed at ensuring the hadlthagety of
intended users. They do not cover either environmental or social aspects.

These requirements are designed to ensure the optimal level of protdctiwn user from

risks. They:

- arise from certain riskihat a user is exposed #ssociatedvith the productfor example
physical, mechanical,exposure to heat anflames chemical, electricalbiological,
hygieneor radioactivity,

- refer to thePPE and/or its performanggor example provisions regarding materials,
design, constructioomanufacturing process, instruaidrawn up by the manufacturer

- lay down the pncipal protection objective($pr example g means of an illustrative list

or a combination of these three aspects.

A 2.6.Article 6 - Provisions concerning the use of PPE

Article 6
Provisions concerning the use of PPE
This Regulations h a | | not af f e entitlembhe nmb garticula® twiaeh

implementing Directive 89/656/EEC, to lay down requirements concerning the usé
PPE, provided that those requirements do netcathe design of PPE which is placed
on the market in accordance with this Regulation.

Member States retain the right to lay down additional national provisions regarding the use of
PPE which is intended to ensure the protection of workers orioteeded users.

Directives89/391/EECand 89/656/EECIay down minimum requirements ftne health and
safety of users under Article 153 of the Treaty on the Functioning of the European Union
(TEEU). Member States are allowed to adopt or retain more stingrovisions, so long as
they are compatible with the Treaty.

However, such measures must neither lead to the modification of a PPE designed and
manufactured in accordance with the provisions of the appliddbien harmonisation
legislation nor influence the conditions for its placing on the Union market. This is evidently
the case with the Regulation, which is a total harmonisation Regulation under Article 114 of
theTFEU.

National regulations (e.g. national exposure values) can lead to different rules for selection
and use of PPE.
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The PPE Regulation does not lay down obligations for users. However, it must be
remembered that according to Directives based onlArtig3 of theTFEU, employers have
obligations as regards the use of work equipment at the workplace. An employer is considered
to be any natural or legal person whe lzam employment relationship with a worker (that is

any person employed by an employer), and has responsibility for the undertaking or
establishment.

A 2.7.Article 7 - Free movement

Article 7
Free movement

1. Member States shall not impede, for the aspeatered by this Regulation, the
making available on the market of PPE which complies with this Regulation.

The objective of eliminating trade barriers among the EU Member States and of strengthening
the free movement oPPE guarantees the free mawent of PPE complying with the
legislation. Therefore, Member Statswll notimpede the making available on the market of
aPPEwhich complies with all the provisions of tR€®ERegulation.

See al sFeeoetenti of producin T hwi télBilnuet Hcaui BE ®
implementation of EU product rul@s

Article 7 (continued)

2. At trade fairs, exhibitions and demonstrations or similar events, Member States
not prevent the showingf PPE which does not comply with this Regulation, provide
that a visible sign clearly indicates that the PPE does not comply with this Regula
and is not available on the market until it has been brought into conformity.

During demonstrationsadequate measures shall be taken to ensure the protectiol
persons.

The second paragraph Afticle 7 concerns the showing at exhibitionsRPEwhich do not
comply with the Regulation. The display of PPE at a trade or retail show does ngut®ons
fipl acing on the marketo.
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3.CHAPTEROBUI GATI ONS OF ECONOMI C OPERAT

Chapter llof the PPE Regulation deals with obligations and identification of manufacturers,
authorised representatives, importers and disttibo r s collectively def
operatorso. T h o sia theasupply ¢hairewhen @PEisvpkcedaral made
availableon the EU market and in this sense, specific obligations and responsibilities are
defined. It should be noted that users (consumes,rvk er s é) a deeed asot co
ieconomi c with pespecatd th@PERegulation.

See al Fmeadorsih.the firoductspd v chain and intiiBer 68blLeg
Guided on the i pngoicerte®nt ati on of EU

A 3.1.Article 8 - Obligations of the manufacturers

Article 8
Obligations of the manufacturers

1. When placing PPE on the market, manufacturers shall ensure that it has
designed and manufactured in accordance with the appliestdatial health and safety
requirements set out in Annex II.

2. Manufacturers shall draw up the technical documentation referred to in Annex
(6technical documentati ond) and carr
procedure referred to in Artell9 or have it carried out.

Where compliance of PPE with the applicable essential health and safety require
has been demonstrated by the appropriate procedure, manufacturers shall draw
EU declaration of conformity referred to in Article 15 aftix the CE marking referred
to in Article 16.

3. Manufacturers shall keep the technical documentation and the EU declaratio]
conformity for 10 years after the PPE has been placed on the market.

4. Manufacturers shall ensure that procedures are e dlar series production to
remain in conformity with this Regulation. Changes in the design or characteristic
the PPE and changes in the harmonised standards or in other technical specificatig
reference to which the conformity of the PPE is dedahall be adequately taken into]
account.

When deemed appropriate with regard to the risks presented by PPE, manufact
shall, to protect the health and safety of consumers and otharsers] carry out
sample testing of PPE made available on the&kaetamvestigate, and, if necessary, keef
a register of complaints, of namonforming PPE and PPE recalls, and shall kee
distributors informed of any such monitoring.

5. Manufacturers shall ensure that the PPE which they place on the market bears 3
batch or serial number or other element allowing its identification, or, where the siz
nature of the PPE does not allow it, that the required information is provided on
packaging or in a document accompanying the PPE.

6. Manufacturers shall indiagt on the PPE, their name, registered trade name
registered trade mark and the postal address at which they can be contacted or,
that is not possible, on its packaging or in a document accompanying the PPE.
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address shall indicate a single go@t which the manufacturer can be contacted. TH
contact details shall be in a language easily understood byisemsl and market
surveillance authorities.

7. Manufacturers shall ensure that the PPE is accompanied by the instructions
information set at in point 1.4 of Annex Il in a language which can be easi{l
understood by consumers and other-egsers, as determined by the Member Sta
concerned. Such instructions and information, as well as any labelling, shall be ¢
understandable, intelligibland legible.

8. The manufacturer shall either provide the EU declaration of conformity with the H
or include in the instructions and information set out in point 1.4 of Annex Il t
internet address at which the EU declaration of conformity can besstte

9. Manufacturers who consider or have reason to believe that PPE which they
placed on the market is not in conformity with this Regulation shall immediately ta
the corrective measures necessary to bring that PPE into conformity, to withdraw it
recall it, as appropriate. Furthermore, where the PPE presents a risk, manufacturers
immediately inform the competent national authorities of the Member States in wh
they made the PPE available on the market to that effect, giving dietgubsticular, of
the nonconformity and of any corrective measures taken.

10. Manufacturers shall, further to a reasoned request from a competent nat
authority, provide it with all the information and documentation, in paper or electro
form, necesary to demonstrate the conformity of the PPE with this Regulation, in
language which can be easily understood by that authority. They shall cooperate
that authority, at its request, on any action taken to eliminate the risks posed by
which theyhave placed on the market.

For the definition of manufacturer, s@eticle 3(4).

The manufacturer has sole and ultimate responsibility for the conformity BPtsvith the
applicable Unionharmonisationlegislation. He must understand both the design and
construction of thdPPEto be able to declare such conformity in respect of all applicable
provisions and requirements of the relevant Umarmmonisationegislation.

The placing on the market referred toAmticle 8(3) is the last placing on the market of a
single PPE which is in conformity with the model for which the certification has been
granted. For example, if the PPE is in production for 5 years, the filebawsthved for at
least 15 years (counting from the first PPE of the series placed on the market).

The importanpoint in Article 8(5) is that thetype, batch or serial numberust male a clear

link to the relevant documentation that demonstrates thiormoity of the specific type of

PPE andn particularto the EU declaration of conformityrhis is left to the discretion of the
manufacturer But manufacturers should be aware that when public authorities in charge of
market surveillance recall productsdaf it is not possible to distinguish between batches or
serial numbers, all products of thgpe or batchmust be removed from the market. The PPE
Regulation allows placing the information on the packaging or in a document accompanying
the product if he size or nature of the product does not allowfithe information is not
visible at a first sight, it must be easily and safely accessible.
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The manufactureéanstructionsand informatiorfor use according to 8(7) has to be written in
the language(silecided by the Member States where BRE is intended to be sold, the
translationof such information must berovidedby the manufacturer and/or his authorized
representative established in the Union undefth@s responsibility. Manufacturers are
advised to check the language requirersevith the national authorities concerned.

T h e ma n usfinatwdtians anehférmationareone of the fundamental elements of any
PPEand as suclthey haveto be clear, concise, understandable and giving the appropriate
information for the end users. It should be taken into account thamien uf asct ur er
instructions andnformation may only be considered effective whieey areeasilyperceived

and undersbod, retained and appropriately used. Sincentteen u f ascitstuctiens and
information provides the basis on which consumers can make a reasoned setdction
appropriate PPHt is also one of the means to increase the health and safety of thedntende

end user. High quality information minimises the risk of an incorrect selection anidlase

The better the quality of information, the easier the selection and correct use of the PPE will

be.

The instructions for use shall accompany each single ®Rtach batch of identical products
delivered to the same end user.

Inorder t o enhanc eingtraceonsmaadrnniofmatior, the fent size should be as
large as possible to aidadersThe readability of text is also influenced by contrast between
print colour and support and opacity of support.

For the purposes of market surveillanaenong othersghe EU declaration of conformitiyn
Article 8(8) musteither beaccompared withtheinstructionsfor usedocumenbr the internet
addressat which the EU declaration of conformity can be accessed, includetie
instructions for usdf the internet option is chosemanufacturers can uskfferent solutions
(e.g. direct web address, geservebpage with search function), but it mbst ensured that
the EU declaration of conformiig easily accessibhga this route.

See also A 4. 4. AEU idig & b a i8I Wbeerd ofn o chref a rnrmpil t
of EU product rules.

Articles 14-19 andthe associatedrmnexego the PPERegulationdefine the obligationsf the
manufacturer with regasdto conformity assessment, CE marking, the EU declaration of
conformity as well asthe arrangements for holding the EU declaration of conforamiythe
technical documentatioat the disposal of the competent authorities for a period of 10 years
after the lassingle unitPPEhas beemplaced on the market

See also A 3. InATHeMadhBIf aet Guied@&d on the i mpl e
ruleso.

A 3.2.Article 9 - Authori sed representatives

Article 9

Authorised representatives

1. A manufacturer may, by a written mandatgapt an authorised representative.
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The obligations laid down in Article 8(1) and the obligation to draw up the techni
documentation referred to in Article 8(2) shall not form part of the authoris
representa i ¥ neafdate.

2. An authorisedrepresentative shall perform the tasks specified in the mand
received from the manufacturer. The mandate shall allow the authorised represent
to do at least the following:

(a) keep the EU declaration of conformity and the technical documentation at
disposal of the national market surveillance authorities for 10 years after e |
has been placed on the market;

(b) further to a reasoned request from a competent national authority, provide
authority with all the information and documentatioecessary to demonstrate the
conformity of the PPE;

(c) cooperate with the competent national authorities, at their request, on any a
taken to eliminate the risks posed by PPE covered by the authorised represents
mandate.

For the definition of autorised representative, ségticle 3(5).

Article 9 of the PPE Regulationdefines therole and pssible tasksof the authorised
representative established within the ,Edh the basis of the mandate of the manufacturer:
such mandatéas tocover at leasspecific activities relatetb conformity assessment, CE
marking, EU declaration of conformityas well asthe arrangements for holdingetfcU
declaration of conformityandthe technical documentaticat the disposal of the competent
authorities for a peod of 10 (ten) years after the lashgle unit of PPEhas beerplaced on
the market

See also A 3. 2. NnAmAThbeg i Rldug euiecde®mtani vk o6
EU product rules.

A 3.3.Article 10 - Obligations of importers

Article 10
Obligations of importers
1. Importers shall place only compliant PPE on the market.

2. Before placing PPE on the market, importers shall ensure that the approp|
conformity assessment proceduederred to in Article 19 has been carried out by th
manufacturer. They shall ensure that the manufacturer has drawn up the tech
documentation, that the PPE bears the CE marking and is accompanied by the reg
documents, and that the manufactunas complied with the requirements set out if
Article 8(5) and (6).

Where an importer considers or has reason to believe that PPE is not in conformity
the applicable essential health and safety requirements set out in Annex Il, he shal
place it an the market until it has been brought into conformity. Furthermore, where
PPE presents a risk, the importer shall inform the manufacturer and the mg
surveillance authorities to that effect.
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3. Importers shall indicate, on the PPE, their namesteagd trade name or registereq
trade mark and the postal address at which they can be contacted or, where that
possible, on its packaging or in a document accompanying the PPE. The contact df
shall be in a language easily understood by-wses and market surveillance
authorities.

4. Importers shall ensure that the PPE is accompanied by the instructions
information set out in point 1.4 of Annex Il in a language which can be eas
understood by consumers and other-esers, as determinday the Member State
concerned.

5. Importers shall ensure that, while the PPE is under their responsibility, storag
transport conditions do not jeopardise its conformity with the applicable essential heg
and safety requirements set out in Annex Il.

6. When deemed appropriate with regard to the risks presented by PPE, importers
to protect the health and safety of consumers and otheusand, carry out sample
testing of PPE made available on the market, investigate, and, if necessary, kg
register of complaints, of neoonforming PPE and PPE recalls, and shall keg
distributors informed of any such monitoring.

7. Importers who consider or have reason to believe that PPE which they have plac
the market is not in conformity with this Regtibn shall immediately take the
corrective measures necessary to bring the PPE into conformity, to withdraw it o
recall it, as appropriate. Furthermore, where the PPE presents a risk, importers
immediately inform the competent national authestof the Member States in which
they made the PPE available on the market to that effect, giving details, in particulg
the nonconformity and of any corrective measures taken.

8. Importers shall, for 10 years after the PPE has been placed on thet,rkaedp a
copy of the EU declaration of conformity at the disposal of the market surveillag
authorities and ensure that the technical documentation can be made available to
authorities, upon request.

9. Importers shall, further to a reasoned rastdeom a competent national authority,
provide it with all the information and documentation, in paper or electronic for
necessary to demonstrate the conformity of PPE in a language which can be &
understood by that authority. They shall coopevétk that authority, at its request, on
any action taken to eliminate the risks posed by PPE which they have placed of
marke.

For the deihition of importer, se Aticle 3(6).

The importer has important and clearly defined responsibilities undBiPiEeRegulatiorto a
large extenthased orthe type of responsibilitieswhich a manufacturer based in the Hb
subjected to

The importer must ensure that the manufacturer hagatlyrrfulfilled his obligations. The
importer is not a simple seller of products, but has a key role to play in guaranteeing the
compliance of imported products.

See al so A BifiBhe fAdBipuwe tGuidded on t he iompl eme)]
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Imported productsrerequired to indicate the name and address of the manufacturer and of
the importer, as a basic traceability requirement for market surveilldwge.if both,
manufactureand importer, belong to the same group or company and if the company based
intheEU t akes t he drespohsibiling theuirfdieaton aof the bramch based in the
EU will suffice to comply with the requirements.

Seealso §42A Tr acemmbo Vi niibmes 06 Bl ue Gui ded on the
EU product rules.

A 3.4.Article 11 - Obligations of distributors

Article 11
Obligations of distributors

1. When making PPE available ¢ime market, distributors shall act with due care iff
relation to the requirements of this Regulation.

2. Before making PPE available on the market, distributors shall verify that it bears
CE marking, is accompanied by the required documents and bydtractions and

information set out in point 1.4 of Annex Il in a language which can be eas
understood by consumers and other-asérs in the Member State in which PPE is t{
be made available on the market and that the manufacturer and the impoger
complied with the requirements set out in Article 8(5) and (6) and Article 10(
respectively.

Where a distributor considers or has reason to believe that PPE is not in conformity
the applicable essential health and safety requirements set oubéx Anhe shall not
make the PPE available on the market until it has been brought into conforn
Furthermore, where the PPE presents a risk, the distributor shall inform
manufacturer or the importer to that effect as well as the market survegiati®ities.

3. Distributors shall ensure that, while PPE is under their responsibility, its storag
transport conditions do not jeopardise its conformity with the applicable essential he
and safety requirements set out in Annex Il.

4. Distributorswho consider or have reason to believe that PPE which they have m
available on the market is not in conformity with this Regulation shall make sure {
the corrective measures necessary to bring it into conformity, to withdraw it or to re
it, as g@propriate, are taken. Furthermore, where the PPE presents a risk, distriby
shall immediately inform the competent national authorities of the Member State:
which they have made the PPE available on the market to that effect, giving detaill
paricular, of the norconformity and of any corrective measures taken.

5. Distributors shall, further to a reasoned request from a competent national authg
provide it with all the information and documentation, in paper or electronic for
necessary to @monstrate the conformity of the PPE. They shall cooperate with t
authority, at its request, on any action taken to eliminate the risks posed by PPE W
they have made available on the market.

For the definition of distributor, seérticle 3(7).
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Along with manufacturers and importers, distributors are the third category of economic
operators who are subject to specific obligatidige distributor is a natural or a legal person

in the supply chain, other than the manufacturer or the importer, maie@es a product
available on the markeRetailers, wholesalers and other distributors in the supply chain are
not required to have a preferential relationship with the manufacturer like the authorised
representative. A distributor acquires products forthier distribution either from a
manufacturer, from an importer, or from another distributor.

Distributors must act with due care in relation to the applicable requirenwdntise PPE
Regulation Due care refers to the effort made by an ordinarily pruderéasonable party to

avoid harm to another, taking the circumstances into account. It refers to the level of
judgement, precaution, prudence, determination and activity that a person would reasonably
be expected to do under particular circumstances.

Distributorshave to know, for instance, which products must bear the CE marking, what
information has to be provided with the produ@or example the EU declaration of
conformity), what are the language requirements for labelling, user instructions or othe
accompanying documents, and what is a clear indication of the product betoagmpinant.
Theyhave an obligation to demonstrate to the national market surveillance authority that they
have acted with due care andake surethat the manufacturer, or hiauthorised
representative, or the person who provided him withgfegluct has taken the measures
required by thé®PE Regulationas far as can be reasonably expected

Conformity assessment, drawing up and keeping the EU declaration of conformity and the
technical documentation remain the responsibility of the manufacturer. It is not part of the

di stributords obligations to check whether |
conformity with the legal obligations that are currently applicablease these have changed.

The obligations of the distributor refer to the legislation applicable when the product was
placed on the market by the manufacturer or the importer.

The distributor must be able to identify the manufacturer, his authorisesseapative, the
importer or the person who has provided him with the product in order to assist the market
surveillance authority in its efforts to obtain the EU declaration of conformity and the
necessary parts of the technical documentation. Markeeilance authorities have the
possibility to address their request for the technical documentation directly to the distributor.
The latter is however not expected to be in possession of the relevant documentation.

See also A 3indiThé&DbdBtuebGuode@&déd on the i mple
ruleso.

A 3.5.Article 12 - Cases in which obligations of manufacturers apply to
importers and distributors

Article 12
Cases in which obligations omanufacturers apply to importers and distributors

An importer or distributor shall be considered a manufacturer for the purposes of
Regulation and he shall be subject to the obligations of the manufacturer set o
Article 8 where he places PPE dretmarket under his name or trademark or modifig
PPE already placed on the market in such a way that compliance with this Regulz
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may be affected.

The responsibilities of the manufacturer apply also to any natural or legal person who
assembles, packs, processes or labels readiePPEand places them on the market under
his own name or trademark. Further, the responsibility of the manufacturacedmn any
person who changes the intended use BPE&in such a way that different essential or other
legal requirements will become applicable, or substantially modifies-loniles aPPE(thus
creating a neWwPB, with a view to placing it on the miget.

See also A 3. hniATHeMadBIf aet Guied@&@d on the i mpl ¢
ruleso.

A 3.6.Article 13 - Identification of economic operators

Article 13
Identification of economicoperators

Economic operators shall, on request, identify the following to the market surveilla
authorities:

(a) any economic operator who has supplied them with PPE;
(b) any economic operator to whom they have supplied PPE.

Economic operators shall keble to present the information referred to in the firg
paragraph for 10 years after they have been supplied with the PPE and for 10 years
they have supplied the PPE.

Economic operators are obliged to keep track of the economic operators thiegdstiygr
PPEto or from whom they boughteir PPE for a period of0 years. Enelsers are not
covered by this requirement as they are not considered to be economic operators.

The way to comply with this requirement by economic operators is not pessdythePPE
Regulation but it must be noted that market surveillance authorities can ask for relevant
documents, including invoices, allowing the origin of the product to be traced. Hence, it could
be useful to keep invoices for a longer period teamisaged in accounting legislation to
comply with the requirements on traceability.

See al so Ideni4.ix.a2x.ido.n fof eio dnhhhani ¢ Bloweer @Gt iod s ©
implementation of EUnpduct rules.
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4. CHAPTHRCONFORMI TY OF THE PPE

Chapterlll of the PPERegulation(EU) 2016/425deals with presumption of conformity of
PPEand the EU declaration of conformity.

A 4.1.Article 14 - Presumption of conformity of PPE

Article 14
Presumption of conformity of PPE

PPE which is in conformity with harmonised standards or parts thereof the referencs
which have been published in the Official Journal of the European Union shall
presumed to be in conformity with the essential heatfith safety requirements set out
in Annex Il covered by those standards or parts thereof

The presumption of conformity dPPEis confrmed by the use oharmonised European
standardghENSs) of which the referencas published inall official EU languages in the
Official Journal of the European Union (OJEU

The European Standardisation Organisati®@®Js:CEN and CENELEGor the PPE sectdr

and their specific Technical Committees, as well as other sectoral interested parties (national
experts, notified bodies, industry, etc.) are involved in the development of European
standards. These standards asaallythe preferred optioby manufacturerso demonstra
compliance once they become available as harmonised starsdatdbeir references are
published in the OJEU

HarmonisedEuropeanstandards aré¢he only documentshat can be applied tgrovide
presumption of conformitywith the essential health and safety requiremehtshe PPE
Regulationcovered by the standardsowever, their use igoluntary: nanufacturers may also
decide to use other existirfguropean, international or national standards and/or technical
specifications regarded as important, relevant or useful to cover the applicable essential health
and safety requirements of tRPE Regulation together with additional controls addressing
those other requirements not already coveféeése alternative means do not benefit from the
presumption of conformity; when used by the manufacturer, he must demonstrate that by
applying theselternative means the PPE complies with the relevant EHSRs.

European standards areviewedand updatedn a regular basis and in response to new
technical knowledge, to reflect ties t at e oDuring thes proaesst ob updatirgg a
standard a manufacturer may continue to use a current harmonised stafwlattie
assessment procedure of compliaveigh the PPE Regulationuntil a new harmonised
standard replaces (supersedes) the previouaftarea setransition period.

For Category lland Il PPE whenan applied harmonise8uropean standamiesnot cover

all EHSRs the EU typeexaminationprocedure carried out by the notified body must assess
compliance with the EHSRs directly, in order to issue the relevant the Etéxgpeination
catificate. If this is the case foiCategory | PPE the manufacturer must be able to
demonstratéow the compliance to the EHSR®&s beemssured.
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See al s o CofNormity with the essintial requirements har moni s eid st
AiThe &éBlue Guided on the iodmpl ementation of

HarmonisedEuropearstandardsspecifyingtechnicalrequirement$o the EHSRs$n Annex Il

of the PPE Regulation are developed by theolfowing European Standardisation
OrganisationgESOSs)

I European Committee for Standardisation (CEN)

i European Committee for Electrotechnical Standardisation (CENELEC)

Detailed information on the EU standardisation policy is available at:
http://ec.europa.eu/growth/singhearket/europeastandards/policy/

The list of references of harmonisétlropeanstandardsin the OJEU under the PPE
Regulationis regulary updated and is available at the following European Commission
Internet address:
http://ec.europa.eu/growth/singtearket/europanstandards/harmonisesiandards/personal
protectiveequipment/

Information onharmonised Europeastandards is also available tre CEN and CENELEC
websites:

i http://www.cen.eu

I http://www.cenelec.eu

A list of the national standardisation organizations is provided at:
i CEN - http://standards.cen.eu/dyn/www/f?p=CENWEB:5
I CENELEC- http://www.cenelec.eu/dyn/www/f?p=WEB:5

National transpositions ofiarmonisedEuropeanstandardsare available from the national
standardisation bodieghich aremembers of CEN and CENELEC.

A 4.2 Article 15 - EU declaration of conformity

Article 15
EU declaration of conformity

1. The EU declaration of conformity shall state that the fulfilment of the applicalf
essential health and safety requirements set out in Annex Il has been demonstrated

The EU declaration of conformity is thegal statement bghe manufacturer or his authorised
representative established in the Uniattestingthat the PPE being placed on the market
complies with all relevant provisiomd the PPE Regulation

Once the manufacturer has undertaken the appropriate procedures to assure conformity with

the essential health and safety requirements oPBE Regulationit is the responsibility of
the manufacturer or his authorised representative established itJttedeaw up a written
EU declarabn of conformity according to Anex IX and affix the CE marking

a7

an


http://ec.europa.eu/DocsRoom/documents/18027
http://ec.europa.eu/growth/single-market/european-standards/policy/
http://ec.europa.eu/growth/single-market/european-standards/harmonised-standards/personal-protective-equipment/
http://ec.europa.eu/growth/single-market/european-standards/harmonised-standards/personal-protective-equipment/
http://www.cen.eu/
http://www.cenelec.eu/
http://standards.cen.eu/dyn/www/f?p=CENWEB:5
http://www.cenelec.eu/dyn/www/f?p=WEB:5

PPE Regulation (EU) 2016/425 Guidelines - 1°* Edition — April 2018

The manufactureris authorised representative established in theoEthe importershall

keep a copy of #nEU declaration otonformity for a period o0 years after the lasingle

unit of PPEhas beemlaced on the markésee Articles 89 and 10. When the manufacturer

is not established within the EU, the obligation to keep the copy of the EU declaration of
conformity available, during the same iper of 10 years, is the responsibility of the importer

who places the productoreth EU mar ket o rsatthoresedmepraseritatve.t ur er 0

Article 15 (continued)

2. The EU declaration of conformity shall have the model structure set out in Annex
shall contain the elements specified in the relevant modules set out in Annexes IV
VIl and VIII and shall be continuously updated. It shall be translated into the langu
or languages required by the Member State in which the PPE is placed or n
available on the market.

The EUdeclaration of conformity must be written taking into account the category of the PPE
according to Article 18

For Categorytl andlll PPE when notified bodies are involved in the conformity assessment
procedure, th€eU declaration of conformity must contain the name and the identification
number of the notified bodygs well as the number of the EU typeamination certificate.
For Category IlIPPE the declaration of conformity must also cont#e name and the
identification number othenotified body involved in the production assessment.

Article 15 (continued)

3. Where PPE is subject to more than one Union act requiring an EU declaratiof
conformity, a single EU declaration of conformity shall be drawn upespect of all
such Union acts. That declaration shall contain the identification of the Union &
concerned, including their publication references.

Union harmonisation legislatiosometimecoversa wide range of products, phenomena
and/orrisks.

As a result severdlnion harmonisation legislatiomaay have to be taken into consideration
for PPE, since the placing on the market can only take place wh@®PHEmmplies with the
provisions of all legislation applicable to it.

Manufacturers of PPEay need to consider the followitunion harmonisation legislatiohs

- Pressure Equipment Directive(PED)2014/68/EU

The PED applies to a limited rangeR®PEequipment for holding gasses under pressure,
for example breathing devices.

° Please note that this list of examples is not exhaustive.
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- Electromagnetic Compatibility (EMC) Directive 2014/30/8)

The EMCD must also be applied to ensure that PPE with eleatriedéctronic devices
does not cause electromagnetic disturbance and that its normal operation is not affected
by such disturbances.

- Radio Equipment Directive (RED) 2014/53/EU

The REDmust also be applied to ensure that PPE incorporating such device(s) is safe and
does not disturb radio services or other equipment. The RED also &€rand safety
aspects of such equipment.

- General Product SafetyDirective (GPSD)2001/95/EC

The GPSD requires that producers only place on the market safe producisdifestihe
consumer aneéntrustsMember States with the obligation to ensure that both producers
and distributoreomply with their obligations.

For more informations e e Guldance focument on thelationship between the
GeneralProduct Safety Direte (GPSD)and certain sectorial Directives with provisions
on safety of products’.

There are also a number of products which, whilst they may appear to fall within the scope of
the PPERegulation are dealt with by othddnion harmonisation legislatiorsecause of their
Aspecificityo, as foll ows:

- Toys Directive 2009/48/EC

Equipment designed to be worn by children to protect them against anererrisks

falls within the scope of the PARegulatione.g. bicycle or ski helmets, ski goggles etc.
However, i mitations of PPE (such as imitat
clothing) fall under the Toys Directive. Where there may be dasilto the real intended

use of such a product, it has been agreed with the Member States that such products
should be supplied with a warning to the effect that they are toys and not PPE. Care does
need to be taken by the manufacturer if it appearsrthttion PPE might be reasonably
assumed to protect against hazards. In such cases the manufacturer may not be able to
derogate from his liability even with such a warning.

Without prejudice to the aboyen 5 November 2008 the PPE WG further clarified th
borderline between the twiegislationsby agreeing distinguishingwo categories of

products:

a) Toys which imitate PPIBut aretoysare only acceptable if it is clear that no protection

be expected from them. For examppeoducts imitatinga f i remamdés or cycl i
helmet in a fancy dress outfit.

b) Products for childremvhich have a protection functiare considered to b@PE.For
exampleac hi | d ds ¢ iyespective lofeitt appetarands a PPE becausef its

intended use anexpectedorotection

9 For more nformationpleasevisiti Pr oduct safety rul eso:
http://ec.europa.eu/consumers/consumers_safety/product safety leupbateral product safety directive/i
ndex_en.htm
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- Medical Devices Directive(MDD) 93/42/EEC

The MDD applies to devices, other than medicines, used in health care. tognsgect

the health and safety of paits, users of medical devices and other exposed persons.
Furthermore asubsequenmo di fi cati on to the MDD makes
device is intended by the manufacturer to be used in accordance with both the provisions
on personal protective equignt in Council Directive 89/686/EEC and the MDD, the
relevant basic health and safety requirements of Directive 89/686/EEC shall also be

fulfilledod (Art 200778 (1) (f) of Directive
On the consequences of this amendment please refer to the following interpretative
document:

http://ec.europa.eu/health/medicdvices/files/quidestds

directives/interpretative _ppe 2009 en.pdf

On 5 April 2017,two new Regulations on medical devices were adopted: Regulation
(EU) 2017/745 and Regulation (EU) 2017/746. These replace the eXstewives and

will apply after a transitional period: see
http://ec.europa.eu/growth/sectors/medibavices/requlatorframework_en

- Equipment and Protective Systms intended for use in Potentially Explosive
Atmospheres(ATEX) Directive 2014/34/EU

Equipment covered by the PHRegulationis specifically excluded from the ATEX
Directive and shall not be marked with tlepecific marking of explosion protection
However, the manufacturer of PPE for use in potentially explosive atmospheres is
required to consideEHSR 2.6. PPE intended for use in explosive atmospheres must be
so designe@nd manufactured that it cannot be the source of an electric, electrostatic or
impactinduced arc or spark likely to cause an explosive mixture to ignite. Following the
Essential Health and Safety Requirements in the ATEX Directive would be one way to
denonstrate compliance.

- Marine Equipment Directive (MED) 2014/90/EU
Equipment covered by the MED is not designed to fulfil the role of PPE. Such safety

equipment is subjedo specific standards listed in Annex | of the MED and is for use
only in emergency situations or during training.

Article 15 (continued)

4. By drawing up the EU declaration of conformity, the manufacturer shall assu
responsibility for the compliancef the PPE with the requirements laid down in thig
Regulation.

The completion of the & declaration of conformity and its signatumegether with the

affixing of the CE marking prescribed by Article 16 andi$/&ne of the last actions in any of

the conformity assessment procedur@ce affixed to a PPE, the manufacturer or his
authorised representative attests that the appropriate conformity assessment procedures have
been completed in accordance with a# gfrovisions of this Regulation, and the manufacturer
assumes full responsibility for the compliance of the product.
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A 4.3. Article 16- General principles of the CE marking

Article 16
General principles of the CE marking

The CE marking shall be subject tke general principles set out in Article 30 of
Regulation (EC) No 765/2008.

Regulation (EC) No 765/2008ys down the general principles governing the CE marking,
while Decision No 768/2008/E@rovides for the rules governing its affixing. The PPE
Regulation EC) 2016/425, as the other sectoral Union harmonisation legislation providing for
CE marking, is based on tRegulations mentionesbove.

See also A 4.5, Ailvid hlei md I dueedg WGiur etme @t s Mp | e me
product rules.

A 4.4 Article 17 - Rules and conditions for affixing the CE marking

Article 17
Rules and conditions for affixing the CE marking

1. The CE marking shall be affixed visibly, legibly and indelibly to the RPfiere that
is not possible or not warranted on account of the nature of the PPE, it shall be aff
to the packaging and to the documents accompanying the PPE.

2. The CE marking shall be affixed before the PPE is placed on the market.

3. For Gategory IlIPPE, the CE marking shall be followed by the identification numb
of the notified body involved in the procedure set out in Annex VII or VIII.

The identification number of the notified body shall be affixed by the body itself
under its instructions,ybthe manufacturer or his authorised representative.

4. The CE marking and, where applicable, the identification number of the notif
body may be followed by a pictogram or other marking indicating the risk agai
which the PPE is intended to protect.

5. Member States shall build upon existing mechanisms to ensure correct applicatic
the regime governing the CE marking and shall take appropriate action in the eve
improper use of that marking.

PPEmust, when placed on the market, bear the CE marking dARBeor on the packaging
in certain conditiongsrequired.In case of Category IIPPE listed in Annex | of the PPE
Regulation, the identification number of the notified baayolved inone ofthe procedures
setoutin Annex VIl and VIII, must follow the CE marking.

The CE marking shall, as a rule, be affixed to tABE However, in exceptional
circumstances, the CE marking may not be placed oRRigtself, if the conditions do not
permit is affixing. This would be justified where affixing it to tiPEis:

9 virtually impossible,

1 not achievable under reasonable technical and economic conditions,
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1 where the minimum dimensions of the CE markiagnot be respectedy
1 whenit camot be ensured that the CE markiagisibly, legibly and indelibly affixed.

In such cases, the CE marking has to be affixed to the smallest commercially available
packaging intended for the end uaead to the documents accompanying the .PPE

The CE making symbolise conformity to all applicable provisions of the Union
harmonisation legislationvhich provide for its affixing Therefore the affixing of other
marks except fora pictogram or other marking indicating the risk against which the PPE is
interded to protegt such as the manufact ur e ovrpihgo g o
with or which may be confused with the CE markjigprohibited.
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SS CHAPTBRCONFORMI TY ASSESSMENT

ChapterlV of the PPERegulation(EU) 2016/425deals with the risk categories of PPE and
conformity assessment procedures.

A 5.1.Article 18 - Risk categories of PPE

Article 18
Risk categories of PPE
The PPE shall be classified according to the risk categories set out in Annex I.

Article 18 gives the classification oPPE covered by thePERegulation intaisk categories
Category I, Il and lljas listed in Annex |.

The Appendix to thes&uiddinesin the Appendixprovidesinformation on borderline cases
and exclusionof different types of PPEThe information in the Apendix reflects the
outcome ofthe discussios in the PPE Working Grouwith the CommissionMember States
and other interested parties

A 5.2.Article 19 - Conformity assessment procedures

Article 19
Conformity assessment procedtes

The conformity assessment procedures to be followed for each of the risk categorie
out in Annex | are as follows:

(a) Category I: internal production control (module A) set out in Annex 1V;

(b) Category II: EU typeexamination (module B) set out in Ann&k followed by
conformity to type based on internal production control (module C) set out in Anr
VI,

(c) Category lll: EU typeexamination (module B) set out in Annex V, and either of th|
following:

(i) conformity to type based on internal production controlsp&upervised
product checks at random intervals (module C2) set out in Annex VII;

(i) conformity to type based on quality assurance of the production proc
(module D) set out in Annex VIII.

By way of derogation, for PPE produced as a single unit to fitdimidual user and
classified according to Category lll, the procedure referred to in point (b) may
followed.

Article 19 specifiesthe relevant conformity assessment procedures for the diffeisnt
categories as defined in Annex I.
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The scheme belowgives an overview of the conformity assessment procedures for the
different categoriesf PPE (Ctt. = Conformity to type)

Category | Category Il Category Il
PPE PPE PPE

Technical documentation
EU type-examination (Mod. B, Annex V)

Ctt. based on Ctt. baseq on internal Ctt. bas_ed on
Internal internal production control quality
production production plus superv. product assurance of
control (Mod. checks at random the production
( control (Mod :
A, Annex 1V) ' intervals (Mod. C2, ll system (Mod. D,
C, Annex V) Annex VII) Annex VIII)

EU declaration of conformity

For Categonyl andlll PPE before serial productiostarts,the model ¢ype) of the PPE has
to be submitted for an EU tygxamination. Exceptions are ppeototypesand research
prototypes.

For Categorylll PPE before placing on the market, the manufacturer shall lodge an
applicationfor supervised product checks at random intervals as sahmex VII or for
assessment of his quality system as s@irinex VIl to a single notified body
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PPE produced as a single unit to fit an individual user have to be adapted to a specific
intended user to ensure perfect fit and functionality. This meansulcatPPE are unique
pieces.Examples of PPE produced as a singl# tnfit an individual user are, e.g. custom
made orthopaedic footwear, where a single product is produced for the specific medical needs
of the user. Because of the fact that there is only one single product, production control
measures are not feasilftbe single product would have to be destroyed in the testingsand

not possible to perform product quality assessment accordigriexesVIlI and VIII as they

are produced in single units and not in seriekherefore, the conformity assessment
procedue inArticle 19(b) may be followetbr these PPHnN this case is not possible for the
identification number of the notified body involved in one of the procedures, set out in Annex
VIl and VIII, to follow the CE marking.

Other products, PPE produced iaries which need to be adapted to individual sjskr
example custormoulded earplugssafety footwear with inserted orthopaedic inlay saled
protective glasses with corrective lensesn be subject to production control, since the tests
would be carried out orhé basic model subject to the Eghe-examination, and a range for
adaptation would be defined
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6. CHAPTER NOTI FI CATI ON OF CONFORMITY A
BODI ES

ChapterV of the PPERegulation(EU) 2016/425deals with the requirements and notification
procedures for notifying authorities in the EU Member States and for notified conformity
assessment bodiés n s hoatified bodied. The Regulation includes the related contents
of Decision No 768/2008/EC

Notified bodies must provide the professional and independent judgements, which
consequently enable manufacturers or their authorised representatives to fulfil the procedures
in order to presume conformity to tR€E RegulationTheir intervention is reqred:

A for the type-examination assessmentand the issuing of EU type-examination
certificatesfor Category Il and IlIPPEbefore they can be placed on the market;
A for the production controhssessmemheasureset outin Annexes VIl and VIl tothe

PPE Regulation

See al s oCoidimitysasessmefibll i esa 5. 3 i NiwifTihfei c@BIli wen 0
Guided on the i mpleme&ntation of EU product r

A 6.1.Article 20 - Notification

Article 20
Notification

Member States shall notify the Commission and the other Member States of bg
authorised to carry out thiplarty conformity assessment tasks under this Regulation.

The bodiesauthorised toundertale the tasksreferred to in Article 19n relation to the
conformity assessment proceduddsthe PPE Regulation must be notified by the Member

State under whose jurisdiction they fall, on their own responsibility, to the European
Commission and the other Member Statésthe EU. This notification also includes the
relevant scope of competence for which that body has been assessed as technically competent
to certify against the essential health and safety requirements as showR#ERegulation.

For the EU Member &tes, this responsibility of notification involves the obligation to ensure

that the notified bodies permanently maintain the technical competence requiredABEthe
Regulation and that they keep their notifying authorities informed on the performathegr of

tasks.

Therefore, an EU Member State, which does not have a technically competent body under its
jurisdiction to notify, is not required to make such a notification. A manufacturer always has
the choice of contacting anwotified body with the appnoriate scope of technical
competence, which has been notified hy Bember State.

On their own responsibility, Member States reserve the right not to notify a body and to

remove an appointmenshould there be reason to do. $o the latter circumstance the
relevant Member State shall inform the Commission anth@bther Member States.
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A 6.2.Article 21 - Notifying authorities

Article 21
Notifying authorities

1. Member States shall designate a notifying authority that blkalesponsible for

setting up and carrying out the necessary procedures for the assessment and notifi
of conformity assessment bodies and the monitoring of notified bodies, includ
compliance with Article 26.

2. Member States may decide that theeasment and monitoring referred to in
paragraph 1 shall be carried out by a national accreditation body within the meanir
and in accordance with Regulation (EC) No 765/2008.

3. Where the notifying authority delegates or otherwise entrusts the assgsst]
notification or monitoring referred to in paragraph 1 of this Article to a bodyhwisic
not a governmental entitghat body shall be a legal entity and shall compiytatis
mutandiswith the requirements laid down in Article 22. In addition, that body sh§
have arrangements to cover liabilities arising out of its activities.

4. The notifying authority shall take full responsibility for the tasks performed by t
body referred to iparagraph 3.

A notifying authority isthe governmental or public bodyith the task to designate and notify
conformity assessment bodies under fIRE Regulation. Most often it is the national
administration responsible for the implementation and management of the Union
harmonisationlegislation under which the body is notifiedEach Member State must
designate a notifying authority to be responsible for the assessmotification and
monitoring of conformity assessment bodies. The notifying authority assumes full
responsibility for the competence of the bodies it notifies.

A 6.3.Article 22 - Requirements relating to notifying authorities

Article 22
Requirementsrelating to notifying authorities

1. A notifying authority shall be established in such a way that no conflict of inter
with conformity assessment bodies occurs.

2. A notifying authority shall be organised and operated so as to safeguard
objectivity and impartiality of its activities.

3. A notifying authority shall be organised in such a way that each decision relatin
notification of a conformity assessment body is taken by competent persons diffe
from those who carried out the assessment.

4. A notifying authority shall not offer or provide any activities that conformit
assessment bodies perform or consultancy services on a commercial or compg
basis.

5. A notifying authority shall safeguard the confidentiality of the information itiadta

6. A notifying authority shall have a sufficient number of competent personnel at
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disposal for the proper performance of its tasks.

Each Member State must establish its notifying authorities in such a way that there is no
conflict of interestwith conformity assessment bodies. They must be organised and operated
so as to safeguard the objectivity and impartiality of their activities. Each decision relating to
notification of a conformity assessment body must be taken by competent persoestdiffer
from those who carried out the assessment.

Further requirements on a notifying authority are that it mustofier or provide any
activities that conformity assessment bodies perform, or consultancy services on a
commercial or competitive basis. ltust safeguard the confidentiality of the information it
obtains, and it must have a sufficient number of competent personnel at its disposal for the
proper performance of its tasks.

A 6.4.Article 23 - Information obligation on notifying authorities

Article 23
Information obligation on notifying authorities

Member States shall inform the Commission of their procedures for the assessmen
notification of conformity assessment bodies and the monitoring of notified bodies,
of any changes thereto.

The Commission shall make that information publicly available.

Member States must inform the Commission of their procedures for the assessment and
notification of conformity assessment bodies and the monitoring of notified bodies. The
Commission makes thatformation publicly available on itSANDO website

A 6.5.Article 24 - Requirements relating to notified bodies

Article 24
Requirements relating to notified bodies

1. For the purposes of notification, a conformity assessment body shall meet
requirements laid down in paragraphs 2 to 11.

2. A conformity assessment body shall be established under the national law
Member State and have legal personality.

3. A oonformity assessment body shall be a tHpadty body independent of the
organisation or the PPE it assesses.

A body belonging to a business association or professional federation represe
undertakings involved in the design, manufacturing, provisessembly, use or

maintenance of PPE which it assesses, may, on the condition that its independeng
the absence of any conflict of interest are demonstrated, be considered such a body

4. A conformity assessment body, its depel management and the rpennel
responsible for carrying out the conformity assessment tasks shall not be the desi|
manufacturer, supplier, purchaser, owner, user or maintainer of the PPE which
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assess, nor the representative of any of those parties. This does notepiieelude of
assessed PPE that are necessary for the operations of the conformity assessment i
the use of such PPE for personal purposes.

A conformity assessment body, its {lgyel management and the personnel responsil
for carrying out the confonity assessment tasks shall not be directly involved in th
design, manufacture, marketing, use or maintenance of PPE, or represent the p
engaged in those activities. They shall not engage in any activity that may conflict \
their independence gudgement or integrity in relation to conformity assessmei
activities for which they are notified. This shall in particular apply to consultan
services.

Conformity assessment bodies shall ensure that the activities of their subsidiarig
subcontract@ do not affect the confidentiality, objectivity or impartiality of their
conformity assessment activities.

5. Conformity assessment bodies and their personnel shall carry out the confor
assessment activities with the highest degree of professioegtitgtand the requisite

technical competence in the specific field and shall be free from all pressures
inducements, particularly financial, which might influence their judgement or the res
of their conformity assessment activities, especiallyesgmrds persons or groups of
persons with an interest in the results of those activities.

6. A conformity assessment body shall be capable of carrying out all the conforr
assessment tasks assigned to it by Annexes V, VII and VIII and in relation to ivhig
has been notified, whether those tasks are carried out by the conformity assess
body itself or on its behalf and under its responsibility.

At all times and for each conformity assessment procedure and each kind of PPj
which it has been notifée a conformity assessment body shall have at its disposal
necessary:

(a) personnel with technical knowledge and sufficient and appropriate experiencq
perform the conformity assessment tasks;

(b) descriptions of procedures in accordance with which confgriaéisessment is
carried out, ensuring the transparency and the ability of reproduction of th
procedures. It shall have appropriate policies and procedures in place
distinguish between tasks it carries out as a notified body and other activities;

(c) procedures for the performance of activities which take due account of the size ¢
undertaking, the sector in which it operates, its structure, the degree of complg
of the PPE technology in question and the mass or serial nature of the produ
process.

A conformity assessment body shall have the means necessary to perform the tec
and administrative tasks connected with the conformity assessment activities ir
appropriate manner and shall have access to all necessary equipment or facilities.

7. The personnel responsible for carrying out conformity assessment tasks shall ha
following:

(a) sound technical and vocational training covering all the conformity assessm
activities in relation to which the conformityssessment body has bemutified;

(b) satisfactory knowledge of the requirements of the assessments they carry ouf
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adequate authority to carry out those assessments;

(c) appropriate knowledge and understanding of the essential health and s3
requirements set out in Annex Il, ofetlapplicable harmonised standards, and of th
relevant provisions of Union harmonisation legislation and of national legislation

(d) the ability to draw up certificates, records and reports demonstrating t
assessments have been carried out.

8. The impartility of the conformity assessment bodies, their top level management {
of the personnel responsible for carrying out the conformity assessment tasks sha
guaranteed.

The remuneration of the top level management and personnel responsible for car
out the conformity assessment tasks of a conformity assessment body shall not dg
on the number of assessments carried out or on the results of those assessments.

9. Conformity assessment bodies shall take out liability insurance unless liability
assimed by the Member State in accordance with national law, or the Member S
itself is directly responsible for the conformity assessment.

10. The personnel of a conformity assessment body shall observe professional s¢
with regard to all informatiobtained in carrying out their tasks under Annexes V, VI
and VIII or any provision of national law giving effect to it, except in relation to th
competent authorities of the Member State in which its activities are carried {
Proprietary rights shalléprotected.

11. Conformity assessment bodies shall participate in, or ensure that their persg
responsible for carrying out the conformity assessment tasks are informed of,
relevant standardisation activities and the activities of the notified bodgdination

group established under Article 36 and shall apply as general guidance
administrative decisions and documents produced as a result of the work of that gro

Article 24 of thePPERegulationdefines the criteria that notified bodies must fulfil. Bodies
which are able to provide proof of their conformity with such criteria by presenting to their
notifying authorities a certificate of accreditation, or otkefficient means of documentary
proof, are considered notifiable and in this respect they conform to Article 24 of the
Regulation.

Notified bodies are designated to assess conformity with the essential health and safety
requirements of th®PE Regulationand to ensure consistent technigaplacation of these
requirements according to the relevant procedures iRRBie RegulationThe notified bodies

must have appropriate facilities and technical staff that enable them to carry out technical and
administrative tasks related to conformity essment. They must also apply appropriate
procedures of quality control in rélan to such services provided.

A notified body wishing to offer services according doe or more of theconformity
assessment procedurespecified in Annexes V, VII and Vllimust fulfil the relevant
requirements foeach different procedure in questi@md this has to be assessed according to
theserequirementsA notified bodymay be notified for a defined range of products only and
does not need to be qualified to covdlr @oducts falling within the scope of thePE
Regulation
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Notified bodies must have appropriate structures and procedures to ensure that the conduct of
conformity assessment and the issuing of certificates are subject to a review process. Relevant
procadures must, in particular, cover obligations and responsibilities in relation to suspension
and withdrawal of certificates, requests addressed to the manufacturer to take corrective
measures, and reporting to the competent authority.

There is no guidancdocument at the European level which indicates the financial value of
liability insurance. It should generally correspond to the level of activities of the notified body
in the field of PPE. The insurance should in particular cover cases where the rmtdied
may be obliged to withdraw certificates

To provide for technical competence®tified bodies are obliged to either participate directly
or be represented in European standardisation or otherwise ensure that they keep themselves
informed of the stastardisation and its development.

A 6.6.Article 25 - Presumption of conformity of notified bodies

Article 25
Presumption of conformity of notified bodies

Where a conformity assessment body demonstrates its conformity with the criteria
down in therelevant harmonised standards or parts thereof the references of which
been published in the Official Journal of the European Union, it shall be presume
comply with the requirements set out in Article 24 in so far as the applica
harmonised statards cover those requirements.

RelevantharmonisedEuropean standards, i.the EN ISO/IEC 17000 series of standards,
provide useful and appropriate mechanisms towards presumption of conformity of notified
bodies tosomecriteria set out in Article 24fdhe PPERegulation(the referred standards do

not cover all those criteriaHowever, this does not rule out the possibitfybodies not
conforming to the harmonised standatdsbe notified, on the grounds that compliance is
obligatory only withrespect to theriteria set out in Article 24 ahe Regulation

A 6.7.Article 26 - Subsidiaries of and subcontracting by notified bodies

Article 26
Subsidiaries of and subcontracting by notified bodies

1. Where a notified body subcontracts specific tas@anected with conformity

assessment or has recourse to a subsidiary, it shall ensure that the subcontractor
subsidiary meets the requirements set out in Article 24 and shall inform the notify
authority accordingly.

2. Notified bodies shall takefull responsibility for the tasks performed by
subcontractors or subsidiaries wherever these are established.

3. Activities may be subcontracted or carried out by a subsidiary only with {
agreement of the client.

4. Notified bodies shall keep at the displ of the notifying authority the relevant
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documents concerning the assessment of the qualifications of the subcontractor ¢
subsidiary and the work carried out by them under Annexes V, VIl and VIII.

In order to comply with the provisions of Article 26 of tRRERegulation, notified bodies

are to keep a register of any subcontracting or subsidiarity to allow effective monitoring by
the responsible Member State in order to ensure activities are lmgidgoted properly. The
register is to be updated systematically. The regsteuld containnformation about the

name and location of the subcontractor or the subsidiary, the nature and scope of work
undertaken, the results of regular evaluations otliEontractor, or the subsidiary including
evidence that details of tasks are monitored as well as evidence that the subcontractor or the
subsidiary is competent and maintains competence for the tasks specified and evidence that a
direct private law contrd exists.

A notified body may engage experts in suppo
activities are to be controlled as if the expert were directly employed by the notified body
under the same contractual obligations apeérate withinh e not i & owndualltyo dy 6
system.

Although assessmeattivity can be suzontracted including assessment against the relevant
essential health and safety requirements, the notified body remains entirely responsible for the
whole operation and shaafeguard impartiality and operational integrity.

Procedures for reviewing and accepting the work of any subcontractor or subsidiary will
ensure that the subcontractor or the subsidiary has not offered or provided consultancy or
advice to themanufacturer, supplier, authorised representative or their commercial competitor
with respect to the design, construction, marketing or maintenance of the products which are
the subject of the subcontracted task.

A 6.8.Articles 27 and 28 Application and procedures for notification

Article 27
Application for notification

1. A conformity assessment body shall submit an application for notification to
notifying authority of the Member State in which it is established.

2. The application for notificatiorshall be accompanied by a description of thg
conformity assessment activities, the conformity assessment module or modules ar
kinds of PPE for which that body claims to be competent, as well as by an accredits
certificate, where one exists, issueyl a national accreditation body attesting that th
conformity assessment body fulfils the requirements laid down in Article 24.

3. Where the conformity assessment body concerned cannot provide an accredi
certificate, it shall provide the notifyinguthority with all the documentary evidence
necessary for the verification, recognition and regular monitoring of its compliance W
the requirements laid down in Article 24.

Article 28
Notification procedure

1. Notifying authorities may notify only conformity assessment bodies which hg
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satisfied the requirements laid down in Article 24.

2. They shall notify the Commission and the other Member States using the electr
notification tool developed and managay the Commission.

3. The natification shall include full details of the conformity assessment activities,
conformity assessment module or modules and the kinds of PPE concerned an
relevant attestation of competence.

4. Where a notification isat based on an accreditation certificate referred to in Artic
27(2), the notifying authority shall provide the Commission and the other Mem
States with documentary evidence which attests to the conformity assessment bj
competence and the arrangertsein place to ensure that that body will be monitore
regularly and will continue to satisfy the requirements laid down in Article 24.

5. The body concerned may perform the activities of a notified body only where
objections are raised by the Comnussbr the other Member States within two week
of a notification where an accreditation certificate is used or within two months o
notification where accreditation is not used.

Only such a body shall be considered a notified body for the purposessof
Regulation.

6. The notifying authority shall notify the Commission and the other Member States
any subsequent relevant changes to the notification.

These articles reflect the principles dfetfiNew Legislative Framewotk containedin
Decision No 768/2008/ECwhich establish detailed requirements for notified bodies and
national authorities concerning the application for notification and the notification procedure.

See also A 5.iBAiTheiN®Blideé cGui o@d on the i mple
ruleso.

A 6.9.Article 29 - Identification numbers and lists of notified bodies

Article 29
Identification numbers and lists of notified bodies
1. The Commission shall assign an identification numbemtatified body.

It shall assign a single such number even where the body is notified under several |
acts.

2. The Commission shall make publicly available the list of the bodies notified un
this Regulation, including the identification numbers thetenbeen assigned to them
and the activities for which they have been notified.

The Commission shall ensure that the list is kept up to date.

When a body is notified for the first time under Union harmonisation legislation, the
European Commission assigm it an identification number, in the format "NB xxxx"-(4
digits correlative number).
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For information purposes, the lists of notified bodies are made publicly available by the
Commission on a specific database sn tEUROPA s er ver NewApirobchd NANI
Notifie d and Desi gnat e dnform&iong asysierm)a t available ono
http://ec.europa.eu/growth/toedmtabases/nando/index.cfm

The lists are updated as and whenrtb#fications are published, and the website is refreshed
daily to keep it ugto-date.

See al s oPulicatton By.tl@Comniissionrt he NANDO imid@th es i6tBé & e
Gui dedé on tatibneof BU mrpduct mi@sn

A 6.10.Article 30 - Changes to notifications

Article 30
Changes to notifications

1. Where a notifying authority has ascertained or has been informed that a notified
no longer meets the requirements laid down in Articleo24hat it is failing to fulfil its
obligations, the notifying authority shall restrict, suspend or withdraw the notificatiq
as appropriate, depending on the seriousness of the failure to meet those requireme
fulfil those obligations. It shall imediately inform the Commission and the othe
Member States accordingly.

2. In the event of restriction, suspension or withdrawal of notification, or where
notified body has ceased its activity, the notifying Member State shall take approp
steps toensure that the files of that body are either processed by another notified K
or kept available for the responsible notifying and market surveillance authorities
their request.

In case of changes to notifications, the relevant national authoust use the same
notification procedure forinforming the Commission and the other EU Member States, in
order to keephe list of notified bodieduly updated.

See al s dvoritoribg.ofthe ¢mpeténce of notified bodiesuspension withdrawal -
apperaiThe 6Bl ue Guided on the iompl ementati on

A 6.11.Article 31 - Challenge of the competence of notified bodies

Article 31
Challenge of the competence of notifiedodies

1. The Commission shall investigate all cases where it doubts, or doubt is brought {
attention regarding, the competence of a notified body or the continued fulfilment K
notified body of the requirements and responsibilities to which ithgest.

2. The notifying Member State shall provide the Commission, on request, with
information relating to the basis for the notification or the maintenance of {
competence of the notified body concerned.

3. The Commission shall ensure that allssve information obtained in the course of
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its investigations is treated confidentially.

4. Where the Commission ascertains that a notified body does not meet or no Ig
meets the requirements for its notification, it shall adopt an implementingiaetsteng
the notifying Member State to take the necessary corrective measures, including
withdrawal of the notification if necessary.

That implementing act shall be adopted in accordance with the advisory proce
referred to in Article 44(2).

This article lays down the procedure to deal with any challenge against the competence of any
notified body, according tohe fiNew Legislative Framewotk as in Decision No
768/2008/ECwhich provides forthe possibility to raise objections concerning a notified
body, its competence and its activities. In such cdsesCommissions requirecto carry out

an investigation and, when tlwenclusions reveahat a notified body does not meet or no
longer meets the requirements for its notification, the Commission sadopimplementing

a c timplerienting Commission Dexii @ mequesting the notifying Member State to take

the necessary corrective measures, including withdrawal of notification if necessary.

A 6.12.Article 32 - Operational obligations of notified bodies

Article 32
Operational obligations of notified bodies

1. Notified bodies shall carry out conformity assessments in accordance with
conformity assessment procedures provided for in Annexes V, VIl and VIII.

2. Conformity assessments shall be carried out in a proportionate manner, avo
unnecessary burdsnfor economic operators. Conformity assessment bodies sk
perform their activities taking due account of the size of an undertaking, the sectd
which it operates, its structure, the degree of complexity of the PPE technolog)
guestion and the mases serial nature of the production process.

In so doing they shall nevertheless respect the degree of rigour and the leve
protection required for the compliance of the PPE with the requirements of {
Regulation.

3. Where a notified body finds thatetlessential health and safety requirements set @
in Annex Il or the corresponding harmonised standards or other technical specificaf
have not been met by a manufacturer, it shall require the manufacturer to
appropriate corrective measures anallstot issue a certificate or approval decision.

4. Where, in the course of the monitoring of conformity following the issue of
certificate or approval decision, a notified body finds that a PPE no longer complie
shall require the manufacturer ttke appropriate corrective measures and shall suspe
or withdraw the certificate or the approval decision if necessary.

5. Where corrective measures are not taken or do not have the required effect
notified body shall restrict, suspend or withdraw aertificates or approval decisions,
as appropriate.
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The operational obligations of notified bodies when performing their activities are listed in
detail inDecision No 768/2008/EGf thefiNew Legislative Framewotk

A body notified underPPE Regulatiorissues the following documents according to the
provisions of the relevant conformity assessment procedures:

A EU typeexamination certificate

A Product and production quality assuraaperoval decisions

These documentre not required taccompany the PPE.

Although being a separate document, the repwra notified bodydescribing how the PPE
fulfils the essential health and safety requirements oP#iEé Regulatioms considered to be
integral to the provision of a certificate. Evaluation and test results suppitstaterision to
issue an EUype-examination certificate should accompany the certificate from the notified
body to the manufacturer.

A 6.13.Article 33 - Appeal against decisions of notified bodies

Article 33
Appeal against decisions of notified bodies

Notified bodies shall ensure that a transparent and accessible appeal procedure g
their decisions is available.

Notified bodies must set up adequat@appeal procedure against the decisions taken by them
with respect to their activitiesn particular issuing or refusing of certificategcessible to
manufacturers or any other interested party, through appropriate legal procedures set out by
the Member States. This should take into consideration the specific private/civil legal
framework in which contractual agreements are stipulated between notified bodies and their
customers (manufacturers or their authorised representatives).

A 6.14.Article 34 - Information obligation on notified bodies

Article 34
Information obligation on notified bodies
1. Notified bodies shall inform the notifying authority of the following:

(a) any refusal, restriction, suspension or withdrawal ofeatifccate or approval
decision;

(b) any circumstances affecting the scope of or conditions for notification;

(c) any request for information which they have received from market surveillar
authorities regarding conformity assessment activities;

(d) on request, conformity assessment atéis performed within the scope of their
notification and any other activity performed, including crbssder activities and
subcontracting.

2. Notified bodies shall provide the other bodies notified under this Regulation carr
out similar conformityassessment activities covering the same kinds of PPE
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relevant information on issues relating to negative and, on request, positive confor
assessment results

Notified bodies have specific obligations with regard pividing information to their
notifying authorities about the actions as listed in this article, and when requested by the
authorities or other notified bodies

Also a notified body which gets knowledgerafn-conformingPPE but is neither engaged in
the module for EUtype-examinaton or in a module for surveillance of the manctiarer,
should take some action, i.e. inform the national market surveillance authorities.

If there is no immediate dangand,after contact with theesponsible notified body for EU
type examination and i the notified body responsible for surveillance of the production of
the non-compliant PPEno satisfactory solutiors reachedafter appropriate timée notified

body should inform its own authorities in charge of market surveillance to initiate the
adequate measures.

In the case of immediate danger, the notified body should inform its own authority in charge
of market survelance, the notified body for EU tygexamination and the notified body for
surveillance of the production without delay.

A 6.15.Article 35 - Exchange of experience

Article 35
Exchange of experience

The Commission shall provide for the organisation of exchange ofierperbetween
t he Me mb eationd® authariges résponsible for notification policy.

The IMP-ACA (Internal Market Policy- Accreditation and Conformity Assessment) is the
transversal groupestablished by the Commissidor, the exchange of experience between the
Member Statgsnationalauthoritiesresponsible for notification policy.

A 6.16.Article 36 - Coordination of notified bodies

Article 36
Coordination of notified bodies

The Commission shall ensure that appropriate coordination and cooperation bet
bodies notified under this Regulation are put in place and properly operated in the {
of a sectaal group of notified bodies.

Notified bodies shall participate in the work of that group, directly or by means
designated representatives.

Since 1992the Horizontal Committee of the European-@dination and Cmperation of
Notified Bodies in the field of PPE (HCNB) and its Vertical Groups (VGs) dealing with the
different types of PPHas been in existence for-oodination and cooperation of notified
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bodies The contact address of HCNBs av ai | abl e o sectdrahwebsizzoommi s s i
Personal Protective Equipment (PPE):
http://ec.europa.eu/grdi/sectors/mechanicaingineering/persondarotectiveequipment/

The HCNB and its VGsrerun by notified bodies in order to assist in achieving a uniform
application of thePPE Regulation. While it is independent of the PPE Committee and
Working Group, it works closely with thoseworking partiesand with the European
Commission services, all of which have a responsibility for the effective and uniform
application of the®PERegulation.

The HCNB plays an important role as coordinator of notified bodigsyell as technical
reference and feedback to the standardisere HBNB normally meet every nine month

and consist of representativesf the notified bodiesIn order b achieve a higher degree of
efficiency in their work the groups can set up subgroups with a restricted number of
participants to discuss specific technical questions. The Commission is represented in the
HCNB. Governmental experts and representatives of the authorities directly responsible for
the effectiveimplementation of Union harmonisation legislation can participate as observers
in the HCNB. The Europearstandardisation organisations anwited to participaten the
groups whenissuesrelatedto standardsarise. The groups may also inviegher relevant
Europeanfederation'sinterested parties. Where tHeCNB have to treat subjects of a
confidential nature, the participation in meetings is restrisfieehdeemed necessary.

The VGs areresponsible for discussing issues of a technical n#tateaffectspecific types
of PPE(head protection, respiratory protection eto.ensure that the technical provisions of
the PPERegulatiomand harmonised standardre applied in a uniform way.

Where ambiguities exist imdministrative otechnical proceduretheHCNB and its VGgan
issue specific guidance documents calldiRecommendation for && sheet® (RfUs).
Recommendations forgé sheets should only deal with technical interpretagodspractical
implementatioron essential requirements and confornaggessments and on standards.

The content ofRecommendation for Use sheatsalng with technical interpretations on
essential requirements and conformity assessnagat®rwarded to the PPE Committee or
Working Group they can bendorsed by the PREommittee or Working Group as guidance
documents, as useful in providing expert interpretation, not only to notified bodies, but also to
manufacturers and other interested parties. Endorsed RfUs are made publicly available on the
Commission website:
http://ec.europa.eu/growth/sectors/mecharécajineering/persondglrotectiveequipment/

After having been endorsed, RfUs can ibeorporated into thé®PE Guidelines. After
incorporation of the content into thRPE Guidelinesthe RfUs arewithdrawn. Ifthe HCNB

and is VGs have identified a legal question that cannot be solved in consultation with the
national authorities, they can forwasdich question to the PPE W@ r consultation.If a
decision or recommendation is reached by PPE WG, it may be arated into the PPE
Guidelines.

The content oRecommendations fddse sheetsegarding interpretation arlarification of

requirements of haramised European standarnisthe PPE Regulatioare forwarded tdhe
relevant standardisation committie their consideratiomndincorporaion into standardss
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appropriate After incorporation of the content into the standardReBeommendations for as
sheetsarewithdrawn.

The Recommendation for Use sheets are guidance documents and as such do not provide
presumption of conformity with the essential health and safety requirements of the PPE
Regulation in a manner which the harmonised European stenpiaovide: in factthe use of

RfUs cannot be consideredas evidence of compliance of sugguirements.

The Recommendation for Usbeetof the HCNB and its ¥rtical Groupshall be applied by
all notified bodies.(see also Aticle 24(11) regarding requirements relating to notified
bodieg

See al s o CoArdin5a.t2i.04n. bfiet we e nin fiTchtei fd Bldu eb 0G@U ieds a6
implementation of EU product rulés
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7.CHAPTER-UWI ON MARKET SURVEI LLANCE, C(
PPE ENTERI NG THE UNI ON MARKET AND UN
PROCEDURE

ChapterVI of the PPERegulation(EU) 2016/425deals with EU market surveillance, control
of products entering the EU market and the EU safeguard procedure.

See al so A 7. NMaTket 6 Bluvne e Guli depde ®dn t he i
product rules.

A useful documentfor the market srveillance authorities in the Membetags isfiGood
practice for the market surveillarice hish has been developed by market surveillance
experts, who are members or Chairpersons of various Administrative Cooperation (AdCo)
groups. The purposeof this document is to provide guidance to Market Surveillance
Authorities in theEU/EEA responsible for market surveillance in sectors within the sobpe
Regqulation (EC) No 765/2008& is intended to be a working tool which will peto facilitate
effective crossborder market surveillance and provide a common understanding of the
procedures laid down in applicable EU legislation ensuring a consistertaap to market
surveillance.

The document covers:

1 the procedural steps describedRegulation (EC) No 765/2008n market surveillance
for products covered by Union harmonisation legislations Regulation directly applies
to MemberStates and national authorities;

1 where applicable, the market surveillance provisions describedDatision No
768/2008/En a common framewhrfor the marketing of producend incorporated in
sectoral legislation aligned to it.

In addition thedocumet providesin the annexeshecklists anathertools forcarrying out
marketsurveillanceactivities

A 7.1. Article 37 - Union market surveillance and control of PPE entering
the Union market

Article 37
Union market surveillance and control of PPEentering the Union market

Article 15(3) and Articles 16 to 29 of Regulation (EC) No 765/2008 shall apply to P
covered by Article 2(1) of this Regulation.

The referred articles oReqgulation (EC) No 765/2008setting out requirements for
accreditation and market surveillance relating to the marketing of products, are included into
ChapterVI of thePPERegulationandapply to PPE falling into its scope.

See al sOontlloffproductd iom t hird couinfiTrhiee sé Bd yu ec uGsuti «
on the implementation of EU prock rule®.
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A 7.2.Article 38 - Procedure at national level for dealing with PPE
presenting a risk

Article 38
Procedure at national level for dealing with PPE presenting a risk

1. Where the market surveillance authorities of one Member State have suféeisom
to believe that PPE covered by this Regulation presents a risk to the health or safe
persons, they shall carry out an evaluation in relation to the PPE concerned coverir
relevant requirements laid down in this Regulation. The relevamoedo operators
shall cooperate as necessary with the market surveillance authorities for that purpos

Where, in the course of the evaluation referred to in the first subparagraph, the m
surveillance authorities find that the PPE does not comply théhrequirements laid
down in this Regulation, they shall without delay require the relevant economic oper
to take all appropriate corrective action to bring the PPE into compliance with th]
requirements, to withdraw the PPE from the market, oe¢all it within a reasonable
period, commensurate with the nature of the risk, as they may prescribe.

The market surveillance authorities shall inform the relevant notified body according|

Article 21 of Regulation (EC) No 765/2008 shall apply to the mnessreferred to in
the second subparagraph of this paragraph.

2. Where the market surveillance authorities consider thatcammpliance is not
restricted to their national territory, they shall inform the Commission and the ot
Member States of the rdti of the evaluation and of the actions which they hay
required the economic operator to take.

3. The economic operator shall ensure that all appropriate corrective action is takq
respect of all the PPE concerned that it has made available on e thasughout the
Union.

4. Where the relevant economic operator does not take adequate corrective action v
the period referred to in the second subparagraph of paragraph 1, the m;
surveillance authorities shall take all appropriate provisionsdsures to prohibit or
restrict the PPE being made available on their national market, to withdraw the
from that market or to recall it.

The market surveillance authorities shall inform the Commission and the other Menj
States, without delay, of thesneasures.

5. The information referred to in the second subparagraph of paragraph 4 shall ing
all available details, in particular the data necessary for the identification of the n
compliant PPE, the origin of the PPE, the nature of thecoampliance alleged and the

risk involved, the nature and duration of the national measures taken and the argur
put forward by the relevant economic operator. In particular, the market surveillal
authorities shall indicate whether the raompliance is dueoteither of the following:

(a) failure of the PPE to meet requirements relating to the health or safety of pers
or

(b) shortcomings in the harmonised standards referred to in Article 14 conferrin|
presumption of conformity.

6. Member States other than the rivleer State initiating the procedure under this
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Article shall without delay inform the Commission and the other Member States of
measures adopted and of any additional information at their disposal relating to-the
compliance of the PPE concerneddam the event of disagreement with the adopte
national measure, of their objections.

7. Where, within three months of receipt of the information referred to in the sec
subparagraph of paragraph 4, no objection has been raised by either a Memhmr S{
the Commission in respect of a provisional measure taken by a Member State,
measure shall be deemed justified.

8. Member States shall ensure that appropriate restrictive measures, such as withg
of the PPE from the market, are taken in respkttie PPE concerned without delay

When a product presents a rigknational level a detailed procedure is set fgr Member
States authorities in charge of market surveillance in their territotly specific obligations
for the concerned economic operatdosdeal with the risk

See also AA 7. 4. 4. i M a, i7.45e. tColiiective yeasures banms< e
withdrawals-r ecal | s0 and WHWiAiBhee& .06 BilSwmer cGu ioches® o0 n
EU product rules.

A 7.3.Article 39 - Union safeguard procedure

Article 39
Union safeguard procedure

1. Where, on completion of the procedure set out in Article 38(3) andié)tions are
raised against a measure taken by a Member State, or where the Commission con
a national measure to be contrary to Union legislation, the Commission shall with
delay enter into consultation with the Member States and the relevanoreic
operator or operators and shall evaluate the national measure. On the basis of the
of that evaluation, the Commission shall adopt an implementing act determir
whether the national measure is justified or not.

The Commission shall addreigs decision to all Member States and shall immediate
communicate it to them and the relevant economic operator or operators.

2. If the national measure is considered justified, all Member States shall take
necessary measures to ensure thatntwecompliant PPE is withdrawn from their
market, and shall inform the Commission accordingly. If the national measure
considered unjustified, the Member State concerned shall withdraw that measure.

3. Where the national measure is considered justdiadi the norcompliance of the
PPE is attributed to shortcomings in the harmonised standards referred to in point
Article 38(5) of this Regulation, the Commission shall apply the procedure provided
in Article 11 of Regulation (EU) No 1025/2012.

The safeguard clause referred to in Article 39 of BE Regulation is the EU procedure
whereby any measure taken by a Member State, on the grounds-cdmphance with the
essential health and safety requirememts when it is deemed that PRHiable to endanger
persons animals or propertywith the purposeo withdraw from the market, prohibit the
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pladng on the market or restrithhe free movement d?PEaccompanied by one of the means
of attestation provided for in tHfePE Regulatiomnd therefee bearing the CE marking, must
be immediately notified to the Commission by the Member State which has tlagen
measure

In considering whether the safeguard clause should be triggered, Member States and the
respective enforcement authorities will neted consider whether the nammmpliance is
substantialto warrant formal measuresr nonsubstantigl that canbe resolved without
recourse to theafeguardoroceduresFor example, a nesubstantial noitompliance could
beillegible CE marking. In such cases, the Member State could issue a compliance notice to
the manufacturer or authorised representative or take other actions allowed by national
legislation to encourage the responsible person(s) to take appropriate corrective action

Member States will need to consider in each case whether theongsliance is liable to
endanger persons, animals or property and if the safeguard clause is the most effective means
of ensuring thie safety, which remains paramount under this sectidhed®PE Regulation

Where objections are raised against a measure taken by a Member State, or where the
Commission considers a national measure to be contrary to Haromonisatioregislation,

the Commission must carry out a process of consuttatith the parties concerneide. the

Member States, the manufacturer or his authorised representative established within the EU
or, failing ths, the person who placed tR€Eon the EU market.

The consultation procedure enables the Commission to assess whether the restrictive measure
is justified or notbased orthe information provided by the notifyingember Stateas well

as the positions of all the parties concerned, in particular regatidengeasons why the
essential health and safety requiremefithe PPE Regulatiohave not been complied with.

Where the Commission finds, following such consultation, that the measures are justified, it
informs all the parties concerned. All the MemIS¢ates must take appropriate measures to
ensure that the necompliantPPEis withdrawn from their market. On the contrary, if the
national measure is considered unjustified, the Member State concerned must withdraw that
measure and immediately take thmpeopriate action to restablish the free movement of the
PPEin question on its territory.

See also A 7.5.1. imithktedBhoud MecHaedi smsbdhe i
product rubs.

A 7.4.Article 40 - Compliant PPE which presents a risk

Article 40
Compliant PPE which presents a risk

1. Where, having carried out an evaluation under Article 38(1), a Member State f
that although PPE is in compliance with this Regulatiopresents a risk to the health
or safety of persons, it shall require the relevant economic operator to take]
appropriate measures to ensure that the PPE concerned, when placed on the mar
longer presents that risk, to withdraw the PPE from thekehar to recall it within a
reasonable period, commensurate with the nature of the risk, as it may prescribe.
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2. The economic operator shall ensure that corrective action is taken in respect of &
PPE concerned that he has made available on the infard&eghout the Union.

3. The Member State shall immediately inform the Commission and the other Men|
States. That information shall include all available details, in particular the dj
necessary for the identification of the PPE concerned, the amgirthe supply chain of
the PPE, the nature of the risk involved and the nature and duration of the nati
measures taken.

4. The Commission shall without delay enter into consultation with the Member Stz
and the relevant economic operator or opesatand shall evaluate the nationall
measures taken. On the basis of the results of that evaluation, the Commission
decide by means of implementing acts whether the national measure is justified o
and, where necessary, propose appropriate measures.

The implementing acts referred to in the first subparagraph of this paragraph shaj
adopted in accordance with the examination procedure referred to in Article 44(3).

On duly justified imperative grounds of urgency relating to the protection of realth
safety of persons, the Commission shall adopt immediately applicable implemen
acts in accordance with the procedure referred to in Article 44(4).

5. The Commission shall address its decision to all Member States and 9
immediately communicate b them and the relevant economic operator or operators.

A specific procedure is provided f&PEthat iscompliant with the requirements of tRE
Regulationbut nevertheless pressra health and safety risk. The relevant national authority

IS requiedto take appropriate action, involving the concerned economic operators, and must
inform the Commission and the other Member States. The Commission has to duly analyse
the case and issue an implementing decision on whether the national measure adopted is
justified or not.

A 7.5.Article 41 - Formal non-compliance

Article 41
Formal non-compliance

1. Without prejudice to Article 38, where a Member State makes one of the follow
findings, it shall require the relevant economic operator to put an end toothe
compliance concerned:

(a) the CE marking has been affixed in violation of Article 30 of Regulation (EC) N
765/2008 or of Article 17 of this Regulation;

(b) the CE marking has not been affixed,;

(c) the identification number of the notified body involved in thedpeiion control
phase has been affixed in violation of Article 17 or has not been affixed;

(d) the EU declaration of conformity has not been drawn up or has not been draw
correctly;

(e) the technical documentation is either not available or not complete;

() the nformation referred to in Article 8(6) or Article 10(3) is absent, false (¢
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incomplete;

(9) any other administrative requirement provided for in Article 8 or Article 10 is n|
fulfilled.

2. Where the nogompliance referred to in paragraph 1 persists, the MerSiate
concerned shall take all appropriate measures to restrict or prohibit the PPE being
available on the market or ensure that it is recalled or withdrawn from the market.

A formal non-compliance of &PEis when it is not directly related to a health and safety risk,
but could be an indicator of possible risks.

The cases listed in Article 41(1) include defects in markings, documents and other
information to be provided with tHePE

For example, the aking of marking and marks in addition to the CE marking is subject to
certain restrictions. The market surveillance authority needs to ensure that these principles are
respected and, where necessary, take appropriate action. Such action must evidakely be

with due respect to the principle of proportionality.
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8. CHAPTERDE¥ILIEGATED AND | MPLEMENTI NG AC’

Chapter VII of the PPE Regulation (EU) 2016/425 deals with delegated and implementing
acts for the Commission, including the provisions on the €&Emittee.

A 8.1.Article 42 - Delegated power

Article 42
Delegated power

1. In order to take into account technical progress and knowledge or new scier
evidence with respect to the category of a specific risk, the Commission shalll
empowered tadopt delegated acts in accordance with Article 43 in order to amq
Annex | by reclassifying the risk from one category to another.

2. A Member State which has concerns about the classification of a risk into a sp¢g
risk category referred to in Anndxshall immediately inform the Commission of its
concerns and provide reasons in support.

3. Prior to adopting a delegated act, the Commission shall carry out a thorg
assessment of the risks that require reclassification and the impact of {
reclassiication.

A 8.2.Article 43 - Exercise of the delegation

Article 43
Exercise of the delegation

1. The power to adopt delegated acts is conferred on the Commission subject t{4
conditions laid down in this Article.

2. The power to adopt delegated aetferred to in Article 42 shall be conferred on the
Commission for a period of five years from 21 April 2018. The Commission shall dr
up a report in respect of the delegation of power not later than nine months beforq
end of the fiveyear period. Thedelegation of power shall be tacitly extended fo
periods of an identical duration, unless the European Parliament or the Council opg
such extension not later than three months before the end of each period.

It is of particular importance that the Comssion follow its usual practice and carry out|
consultations witheper t s, i ncl ud iexpegts, beéoreladoptingShose
delegated acts.

3. The delegation of powers referred to in Article 42 may be revoked at any time by
European Parliamerdr by the Council. A decision to revoke shall put an end to th
delegation of the power specified in that decision. It shall take effect the day follow
the publication of the decision in the Official Journal of the European Union or at a Iz
date speified therein. It shall not affect the validity of any delegated acts already
force.

4. As soon as it adopts a delegated act, the Commission shall notify it simultaneous
the European Parliament and to the Council.
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5. A delegated act adopted pursuém Article 42 shall enter into force only if no
objection has been expressed either by the European Parliament or the Council wif
period of two months of notification of that act to the European Parliament and
Council or if, before the expiry dhat period, the European Parliament and the Counq
have both informed the Commission that they will not object. That period shall
extended by two months at the initiative of the European Parliament or of the Cound

A 8.3. Article 44- Committee procedure

Article 44
Committee procedure

1. The Commission shall be assisted by a committee. That committee shall i
committee within the meaning of Regulation (EU) No 182/2011.

2. Where reference is made to this paragraph, Article 4 of Regulation (EU)
182/2011 shall apply.

3. Where reference is made to this paragraph, Article 5 of Regulation (EU)
182/2011 shall apply.

4. Where reference is made to this paragraph, Article 8 of Regulation (EU)
182/2011, in conjunction with Article 5 thereof, shadpdy.

5. The committee shall be consulted by the Commission on any matter for wik
consultation of sectoral experts is required by Regulation (EU) No 1025/2012 or by
other Union legislation.

The committee may furthermore examine any other matter aungethe application of
this Regulation raised either by its chair or by a representative of a Member Stal
accordance with its rules of procedure.

As indicated in Recitalgl6 to 54 the PPE Committee has a specific role in examining
different questions related to the implementation, application and managementR®Ehe

Regulation Regulation (EU) N0182/2011( t he A Comi t ol) edaplish&setleu | at i

rules and general principles concerning mechanisms for control by Member States of the
Commi ssi onds exnetricnigsepoowe rismpllenmei t s Aitti cl
defines the role and composition of committeedy en Ar ti cl e 4 deal s
procedur eo and Eramimitciloen 5p,ralsociredehjutrctoed witfh Article

8 o Immediaté vy applicabl e .iRefpreneemteRegulatioy (EW cNb s 0
1025/20120on European standardisation recalls consultation of sectoral experts on matters
regarding requests for European standards or objections to harmonmzddda

The PPE Committeés integrated by the representativestbé EU Member Stategand
restricted to them only), and it is chaired by the Commisdibe PPE Committeleas its own

Rul es of Procedure (based on thythe Co@rissionl ar d
and creates the PPE Working Growyghich extends participation akpresentatives of all
sectorial stakeholders

' Member States, standardisation and conformity assessment bodies, industry, trade unions and consumers
associations.
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9. CHAPTER-TWVRANSI TI ONAL AND FI NAL PROVI

Chapter VIII of the PPE Regulation (EU) 2016/425 deals with transitianal final
provisions.

A 9.1.Articl e 45- Penalties

Article 45
Penalties

1. Member States shall lay down the rules on penalties applicable to infringement
economic operators of the provisions of this Regulation. Such rules may incl
criminal penaltis for serious infringements.

The penalties provided for shall be effective, proportionate and dissuasive.

Member States shall notify those rules to the Commission by 21 March 2018, and
notify it without delay of any subsequent amendment affecting.the

2. Member States shall take all measures necessary to ensure that their rules on pe
applicable to infringements by economic operators of the provisions of this Regulal
are enforced.

As indicated in Recital 56, national authorities of EU Member States in charge of
enforcement of the provisions of tlPE Regulation (the market surveillance authorities)
must be able to impose appropriate penalties if those provisions are not copptdy lay
economic operators (manufacturers, authorised representatives, importers, distriButdrs)
penalties must be forese@nthe national legislative acissued in accordance to the PPE
Regulation and notified in due time.

A 9.2.Article 46 - Repeal

Article 46
Repeal
Directive 89/686/EEC is repealed with effect from 21 April 2018.

References to the repealed Directive shall be construed as references to this Regy
and shall be read in accordance with the correlation table in Annex X.

The PPERegulation (EU) 2016/425 repeals the previous Directive 89/686/EEC on 21 April
2018. Taking into consideration that the new act is the result of the alignment and recast of
the previous one, references to Direct88686/EECremaining after the repeal @ahave to

be considered as referencefiegulation (EU) 2016/42%ccording to ta correlation table in
Annex X
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A 9.3.Article 47 - Transitional provisions

Article 47
Transitional provisions

1. Without prejudice to paragraph 2, Member States shallimpéde the making
available on the market of products covered by Directive 89/686/EEC which arg
conformity with that Directive and which were placed on the market before 21 Aj
2019.

2. EC typeexamination certificates and approval decisions issueterubirective
89/686/EEC shall remain valid until 21 April 2023 unless they expire before that datg

The PPE Regulation (EU) 2016/425foresees a specific transitional regime for PPE: a
transitional period of 1 yearfrom 21 April 2018 to 20 April 2019) here both, the PPE
Directive and the PPE Regulation, are applicable. Thusccordance with Article 47),

PPE designed and manufactured in accordance with the PPE DilgaM&6/EECcan still

be placed on the market untd 2pril 2019 and in princig EC typeexamination certificates

in accordance with the PPE Directive can be issued until the end of the transitional period, i.e.
20 April 2019.For those products in accordance with the PPE Directive until 20 April 2019, it
is not required to update géhaccompanying documents (e.g. the EC declaration of
conformity). As the PPE Regulation is applicable from 21 April 2018, from that date
manufacturers can start placing on the market PPE in accordance with the PPE Regulation.

As from 21 April 2019, all PPEnewly placed on the market shall comply with the
requirements of the PPE Regulation, being accompanied by the EU declaration of conformity
(Article 15, Annex IX) and instructions for use as foreseen under Annex I, poirtigkdd

for Category Il and IlIPPE on the EU typeexamination certificate (Annex V) anfor
Category Ill PPEon quality assurance approval decisions in accordance with the relevant
conformity assessment procedures (Article 19, Annexes VIl and VIII).

Article 47(2) provides that EC typexamination certificates and approval decisions issued
underthe PPEDirective, before 21 April 201%emain valid until 21 April 2023 unless they
expire before that date.

As a general rule, PPE may be placed on the&kanaifter the full applicability of the PPE
Regulation (21 April 2019)on the basis of an EC tysxamination certificate and/or an
approval decision in accordance with the PPE Directiméil 21 April 2023. After tlat date
the validity of theEC typeexamination certificate and approval decision expire@f not
already expired before that dat)d a newEU typeexaminationcertificate and approval
decision in accordance with tRPERegulation is needed.

This approach is not applicable in the followrages:

1 one or several applicable essential health and safety requirement(s) in the PPE Regulation
has/have changed on substance to the extent that a higher level of protection than the PPE
Directive is required. In this case a certificate issued undePte Directive cannot be
used to demonstrate compliance with the Regulation and an EUexgpanation
certificate under the PPE Regulation must be issued;

1 the design and/or manufacture of the PPE has changed since the last-EXatypetion;
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1 the generdy acknowledged state of the awthich is reflected by harmonisdeuropean
standards has changed (updated versions with significant changes on safety clauses,
withdrawal of current versions, etc.) and therefore it may imply that the PPE may not be
compliant. When a standard is revised, information on the changes in relation to the
previous version is given in the annexes of the standard.

Instructions for use are part of the essential safety requirements and these requirements have
been slightly changeffom the PPE Directive to the PPE Regulatiblowever the changes

are minor and cannot be seen as affecting the safety level of the PPE. It would be
disproportionate to require that all PPE should be subject to recertification or reissue of the
EC typeexamnation certificates only because of these minor changes.

Nevertheless, since the PPE shall in any case to be in conformity with the Regulation, at least
technical documentation, marking, user information and the declaration of conformity should
beupdated by the manufacturer.

A 9.4.Article 48 - Entry into force and application

Article 48
Entry into force and application

1. This Regulation shall enter into force on the twentieth day following that of
publication in the Official Journal of tHeuropean Union.

2. This Regulation shall apply from 21 April 2018, with the exception of:
(a) Articles 20 to 36 and Article 44, which shall apply from 21 October 2016;
(b) Article 45(1), which shall apply from 21 March 2018.

Article 48 set outthe key dates of the PPE Regulation (EU) 2016/425: publication, entry into
force and applicability. The date of publication is the date when the legal text is published in
the Official Journal of the European Union (OJEIlY)s to say, 31 March 201G hedate of

entry into force is expressed as th& 2@y following publication: it means that the EU rules
have been adopted and published, thus producing legal effects, in this case, 20 April 2016.

The date when these rulbsecome mandatory is the date pphcability, established on 21
April 2018, from which Member States have to apply the provisions of the PPE Regulation,
according to Article 48(2)However,someof the provisions othe PPERegulationbecame
applicable earlier, namelyrficles 20 to 36 o notification of conformity assessment bodies
(Anot i f i;drtcleddod theeCGomnittee proceduend Article 45(1) on penalties

See a | swdantehdocuniient on the PPE transitionni Directive 89/686/EEC to
Requlation (EU) 2016/425 .

A 9.5.Legal value, drect applicability and signatories of the Regulation

This Regulation shall be binding in its entirety and directly applicable in all Memi
States.
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Done at Strasbourg, 9 Mar2016.

For the European Parliament For the Council
The President The President
M. SCHULZ J.A. HENNISPLASSCHAERT

The PPE Regulation (EU) 2016/425 as such is legally binding and directly applicable in all
the Member States.

The Regulation is signed by the Presidents of the European Parliament and of the Council at

the date, since it was adopted by these EU Institutions according to the ordinary legislative
procedure (forxheclgilbmownsas$ thBlorBU. i n Arti cl e
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100. ANNEXRI SK CATEGORIPES OF

ANNEX'|
RISK CATEGORIES OF PPE

This Annex lays down the categories of risk against which PPE is intended to prg
users.

Annex | deal with the categorisation glersonal protective equipmer®RE based on the
type of risk. If the PPE are intended to provide protection against more than one risk, they
shall be placed in the category corresponding to the risk(syloé$t category.

In the Appendix to thesePPE Guidelines a NGuide for the <categ
protecti ve eigprovided&he guidé iddsé&d)orhe results of theiscussions
and common agreements reached in the PPE Working Group.

A 10.1.Category |

ANNEX | (continued)
Category |
Category | includes exclusively the following minimal risks:
(a) superficial mechanical injury;
(b) contact with cleaning materials of weak action or prolonged contact with water;
(c) contact with hot surfaces nexceeding 50 °C;

(d) damage to the eyes due to exposure to sunlight (other than during observation ¢
sun);

(e) atmospheric conditions that are not of an extreme nature.

Superficial mechanicalinjuries arefor example bruisespricks from plants andscratches
resulting from bumping into fixed obstacles and gardering thatdo not need medical
attention

Weak cleaning materials are for examplefactantsdiluted in waterused for dishwashing
where the main riskould beatopic eczema due farolonged exposure to water and weak
aqueous solutions.e. when water tightness is required only.

PPE for direct observation of the sun (e.g. sun eclipses) or against radiation from artificial
light sources such as those used in solaria are CatedeEll

Atmospheric conditions that are not of an extreme nature are normal weather conditions, i.e.
rainfall, splashes of water and cold temperatures in wintertime, which can be expected when
performing outdoor activitiesfor example snow shovelling, spaattivities sailing and
construction work.

82



PPE Regulation (EU) 2016/425 Guidelines - 1°* Edition — April 2018

A 10.2.Category Il

ANNEX | (continued)
Category Il
Category Il includes risks other those listed in Categories | and lll;

A 10.3.Category IlI

ANNEX | (continued)
Category Il

Category Il includes exclusivelthe risks that may cause very serious consequeng
such as death or irreversible damage to health relating to the following:

(a) substances and mixtures which are hazardous to health;
(b) atmospheres with oxygen deficiency;

(c) harmful biological agents;

(d) ionisingradiation;

(e) high-temperature environments the effects of which are comparable to those o
air temperature of at least 100 °C;

(N low-temperature environments the effects of which are comparable to those of a
temperature of50 °C or less;

(g9) falling from a height;

(h) electric shock and live working;
(i) drowning;

() cuts by hanéheld chainsaws;
(k) high-pressure jets;

() bullet wounds or knife stabs;
(m)harmful noise.

In (a) substances and mixtures which are hazardous to héadticinogenic, mutagenic,

reprotoxic,toxic, irritant or sensitizing)s any liquid, gas or solid that poses a risk to health

and safetyof humans

Biological agents in (c) are considered as defimedirective 2000/54/E@n exposure to

biological agents at wofk which aremicro-organisms, including those which have been
genetically modified, cell cultures and human endoparasites which may be able to provoke

any infection, allergy or toxicityBiological agents belonging to group 3 an@4 classified

2 Directive 2000/54/EC of the European Parliament and of the Council of 18 September 2000 on the protection
of workers from risks related to exposure to biological agents at work (seventh individual directive within the

meaning of Article 16(1) of Directive9/391/EEC) (OJ L 262, 17.10.2000, p. 21).
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in the Directive)as well as multiresistant bacteriare considered tbe ablecause very
serious consequences such as deaittieversible damage to health.

In (e) the riskof exposure tdigh-temperature environmendse related to effects comparable
with air temperatureof 100 °C. Scientific literature describethat exposure toan air
temperature omore thanl00 °C, in combination with other aspects or riskguld result in
second degree burn injuries less than fifteen second$his means that théeat flux
transmited to the skin will cause second degree burn wiifteen secons. This criteriafor
second degredurn injuries should be regarded ake criteria when deciding ifa PPE
protecting against heat is CategoryRIPEor not. This criterionshould also bappliedwhere
arisk of splashes of hot material and contact with hot suriaogst exist

The riskrelated to exposure tlmw-temperature environmenis (f) are related to effects
comparable with air temperatuoé i 50 °C, he effects ofi 50 °C are to be seen in calm air
with a wind speed of max. 5 km/ffhese conditions can result in frostbite of the exposed
surface in less than two minutes. In conditiovith higher wind speedthis effect can be
reached at less extreme temgiares.Conditions that can result in frostbite of the exposed
surface in less than two minutsBould be regarded as the criteria when deciding if a PPE
protecting against cold is Category RPEor not

PPE protecting against falls from a heigh{g) shall bedesigned tgrevent or arrest a fadls
well as to support the wearer in case of a falamples areequipment useth work on roofs
where there is a risf a fall to a lower levebr climbing equipmentusedin rock climbing.

For PPEproviding protectioragainst electrishock and live workingn (h), voltages ofmore
than 50 V AC or 75 V DC are normally considered dangeang to have very serious
consequences, including cardiac arrislso include conductive PPE intended to lmemby
skilled persons during live working at a nominal power system voltage up to 88Cland
600 kv DC.

PPE designed to prevent drownimg(i) must be capable of returning the user to the surface
as quickly as possible and without danger to heafttia user who may be exhausted or
unconscious after falling into a liquid mediumust be kept afloat in a position which permits
breathing while awaiting help.

High pressure jets (k) require PPE designednd manufacturetb protectwhen thework
pressurds 200 baror more The limit for skin penetration according to the literatisr80 bar,

but up to 200 bar normal work clothing provide protection against high pressure jets
Equipment with high pressure jets up to 3000 bar can be found on thet ricargrofessional

use. Equipment for use by consumers, for example high peesgashers, hava work
pressure of less than 200 bar.

PPE protecting againstjuries caused bpullets andknife stabsn (l) are for exampleests,
protecting againdtulletwoundsand knife stapfor security guards
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11. ANNEX 1 ESSENTI AL HEALTH AND
REQUI REMENTS

ANNEX II
ESSENTIAL HEALTH AND SAFETY REQUIREMENTS

EssentiaHealth and Safety RequiremenEHSRS) at Annex Ito the PPE Regulation (EU)
2016/425are drafted to ensure the highest possible level of protettigonactice this means

the best compromise between efficiency of protection, usability and comfort according to the
generally acknowledged state of the dtiese requirements are to be applied in accordance
with the foreseeable conditions of use for which the PPE is intended. They either lay down
the postble protection objectives arat/refer to the performance of tR€Eitself.

Although no detailed manaé€turing specifications are included in tBeSRs, their wording

is aimed at being precise enough to create legally enforceable obligations, and at facilitating
the drafting of mandates by the Commission to the European Standardisation Organisations in
order to produce European harmonised standards.

EHSRs define the results to be attained, orribles to be dealt with, but do not specify or
predict the technical solutions for doing so. They are also formulated so as to enable the
assessment of conformityith those requirements, in the absence of European harmonised
standards or in case the manufacturer chooses not to apply them.

This flexibility allows manufacturers to choose the most suitable way to meet the
requirements. It also allows, for exampleg tmaterials and product design to be adapted to
technological progress. AccordinglyJnion harmonisation legislatiosuch as the PPE
Regulationdo not need regular adaptation to technical progress, since assessment of whether
requirements have been metrmt are based on the state of technical kihow at a given
moment.

Annex Il is divided intdour sections:

- Preliminary remarks

- General requirements applicable to all PPE;

- Additional requirements common to several classes or types of PPE;
- Additional requirements specific to particular risks.

Therefore, in addition to the application of the general requirements, manufacturers need to
clearly identify:

- therisk the PPE is intended to protect against in order to determine the addiitBRIs to

be applied to the PPE;

- the foreseeable conditions of use for which the PPE is intended

If the manufacturer chooses to use European harmonised standards to assess the conformity of
the PPERegulationhe shall make sure that these standardsra@iEHSRSs applicable to his
PPEunder the foreseeable conditions of use for which the PPE is intended. If the existing
European harmonised standards do not cover all appliEa##&Rs he has, in addition to the
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application of these standards, to assessctinformity to theEHSRs not covered by using
other relevant technical specifications and test methods.

EHSRs set out in Annex Il include all that is necessary to achieve the objective RPEhe
Regulation PPE may be placed on the market only if they m compliance with all
applicableEHSRs. The guidance provided on this part of BfeE Regulationhas been
carefully drafted to give the best possible advice to stakeholders. However, it siaayd a
be kept in mind thaih Union harmonisation legislain all technical solutions are available to
the manufacturer in order to meet the rele\&#ERs to be applied to hiRPE

A 11.1.Preliminary remarks

ANNEX Il (continued)
PRELIMINARY REMARKS

1. The essential health and safety requirements laid down inR#bgilation are
compulsory.

2. Obligations related to essential health and safety requirements apply only wherq
corresponding risk exists for the PPE in question.

3. The essential health and safety requirements are to be interpreted and appli
such a wayas to take into account the state of the art and current practice at the
of design and manufacture, as well as technical and economic considerations W
are consistent with a high degree of health and safety protection.

4. The manufacturer shall cargut a risk assessment in order to identify the risk
which apply to his PPE. He shall then design and manufacture it taking into acc
that assessment.

5. When designing and manufacturing the PPE, and when drafting the instructions
manufacturer shallrwvisage not only the intended use of the PPE, but also {
reasonably foreseeable uses. Where applicable, the health and safety of p¢g
other than the user shall be ensured.

To make sure that the protection offered by PPE is adequate against the risks encountered, the
manufactureshouldcarry out a risk assessment of the PPE in order to identify the intended
use and required level of protectionder reasonably foreseeable.us

PreliminaryRemark I EHSRs are compulsory

Preliminary Remark 1 recalls that the EHSRs, when they are applicable to a given type of
PPE, are legally binding. This isedr from the terms of Article (8) setting out the
obligations of manufacturers. In this respect, it is important to distinguish the EHSRs of
Annex Il from the specifications of harmonisedropearstandards, the apgation of which

is voluntary.

Preliminary Remark 2 applicable EHSR

Preliminary Remark 2 must be borne in mind when reading each of the EHSRs set out in
Annex Il. The EHSRs are usually expressed without qualification. However, they are only
applicable whenhtey are relevant and necessary.

86



PPE Regulation (EU) 2016/425 Guidelines - 1°* Edition — April 2018

Preliminary Remark 3 fistateof the ard

The notionoffi st at e & hot defined aa sutchadn the PPE Regulation. However, it is
clear from Preliminey Remark 3 that the notion dhefi st at e oificludeshbeth ar t o
technical andeconomic aspestIn order to correspond to tliistate of the agf the technical

solutions adopted to fulfil the EHSRs must employ the most effective technical means that are
available at the time for a cost which is reasonable taking account of the seriousness of the
harm the risk réuction is requied to address.

It may not always be possible to satisfy certain EHSRs fully, given the ciigtan¢ of the
artd. In such cases, the PPE manufacturer must strive to fulfil the objectives set out in the
EHSRs to the greatest extent possible.

Manufactures of PPE cannot be expected to use solutions that are still at the research stage or
technical means that are not generally available on the market. On the other hand, they must
take account of technical progress and adopt the most effective techni¢@insotbat are
appropriate to the PPE concerned when they become available for a reasonable cost.

Thei st at e asfthust ahdgnanacr congept: tifistate of the aétevolves when more

effective technical means become available or when their relative cost diminishes. Thus a
technical solution that is considered to satisfy the EHSRs of the Regulation at a given time

may be considered inadequate at a later time, if thie ®f the art has evolvetlsually,

har moni sed European standards are taken as
done moment.

A PPE manufacturer can only take account offitate of the aétat the time the PPE is
manufactured. If an evolution of thestate of the aft makes it possible to approach the
objectives set out in the EHSRs more closely, a manufacturer producing a series of PPE
according to the same design must upgrade his desogmdaagly (while taking account of

the time necessary for the redesign and the corresponding changes in the production).

A revision of a harmonised standard does no:
arto. Thus a r evi seddstandad doesmnot automatically imelidateo n i
existing EU typeexamination certificates(seeal so A 4. 1. 2. 6. ARevi si
standarideéé ©OBI ue Gui debd on t product rulegn) IThkeme nt a't
information on technical changes given in the standard can be used to judge if the revision of
the standard shouldtobeonsi dered as a change in the HfAsta

Preliminary Remark 4 risk assessment

The term risk assessmaatused for assessment of different risks. The risk assessment in the
PPE Regulation is not to be confused with the risk assessment an employer is obliged to make
in relation to the legislation on Occupational Health and Sagsgt(h e O RHewadrk
Directived 89/39YEEC). The risk assessment in the PPE Regulation is only related to the
PPE and not to the working or use conditions. On one hand, the manufaesiter dssess
against which risks the PPE he designs intends to pr@edhe other hand, the manufacturer

must assess the risks related to the use of his PPE in the foreseadlitions ofuse.
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The results of the risk assessment shoelddflected irthe technical documentation and also

I n t he mamsiriciong and iefermation so the user is able to estimate the risk
reduction when using the PPE (in a quantitative or qualitative manner) under the foreseeable
conditions of useThe manufactue s idistructions and information should include: maximum
exposure values for harmful agents to which the PPE provides protection (if applicable),
maximum time of protection(if applicable) environmental conditions affecting the
effectiveness of the PPE.§. humidity, temperature, severity of work), limitations of use,
identification of signs oloss of protective function of PPE.

According to Preliminary Remark 4, the EHSRs are only applicable when the corresponding
risk exists for the PPE iquestionlIn order to identify against whasks the PPE will protect

taking into account all phases of the foreseeable lifetime of the PPE, the manufacturer or his
authorised representative must ensure that a risk assessment is carféd manufacturer

is responsible for the risk assessment.

The second sentence states that the PPE must then be designed and manufactured taking into
account theesults of the risk assessment.

Preliminary Remarls 1 reasonably foreseeable uses

According to Preliminary Remark, the manufacturer has to take accounthafreasonably
foreseeable uses of the PPE. The PPE manufacturer cannot be expected to take account of all
possible uses of the PPE. However, certain kinds of uses, whether intentional or unintentional,
are preditable on the basis of experience of past wgthout prejudice of thgreliminary
remarks,of the same type of PPE or of similar PPE, accident investigations and knowledge
about human behaviour.

A 11.2 1. General requirements applicable to all PPE

ANNEXII (continued)
1. GENERAL REQUIREMENTS APPLICABLE TO ALL PPE

PPE must provide adequate protection agaimstrisks against which it is
intended to protect.

In the previous PPE Directive,personal protective equipmemias expected to provide
fiprotectionagainst all risks encounter@dvhere thePPE Regulation focuses dprotection
againsttheriskswhichhe PPE is intended to protecto

A 11.3 1.1.Design principles

ANNEX Il (continued)
1.1 Design principles
1.1.1. Ergonomics

PPE must be so designadd manufactured that in the foreseeable conditiof
of use for which it is intended the user can perform thergkited activity
normally whilst enjoying appropriate protection of the highest possible level
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At the design stage of the PREgonomic principles need to be applied to make PPE suited to
its protection function under the foreseeable conditions of use.

The operating requirements of PPE have to be evaluated simultaneously on the basis of the
level of:
- protection which must be diinest possible according to the current state of the art;
- maximum reasonably Ausabilityo to fit to
wherethe tasksareperformed by possible different users

ANNEX II (continued)
1.1.2. Levels and classes of peation
1.1.2.1. Highest level of protection possible

The optimum level of protection to be taken into account in the design is t
beyond which the constraints imposed by the wearing of the PPE wol
prevent its effective use during the periodesposure to the risk or normal
performance of the activity.

This requirement introduces the principle of the best possddncebetween as high a level

of protection as possible and the lowest possible level of cons{sEatlso point 1.1.1 of

Annex 1) Nevertheless, for very specific applications, the safety of the wearer takes
precedence. This is particularly the case, where according to the general recognised state of
the art it is not possible to simultaneously ensure comfort and protecf@anst high hazard

levels (e.g. selfescue during an emergency situation, protection against ionising radiations,

|l and mines removal é) .

Practical performance tests using test subjects can be performed to evaluate the acceptability
of PPE and the feaslly of carrying out the intended activity.

ANNEX Il (continued)
1.1.2.2. Classes of protection appropriate to different levels of risk

Where differing foreseeable conditions of use are such that several level
the same risk can be distinguished, appiate classes of protection must bg
taken into account in the design of the PPE.

It is easier to indicate the nature of a risk than to quantify its level. Therefore it is difficult to
define classes of protection appropriate to the levels of aglksnst which the PPE is
intended to protect. This is why, in practice, classes of protection are generally defined by the
levels of performance of one or several characteristics. These levels of performance are
determined by conventional testing methodautating the situations of risks as close as
possible to the reality.

The number of classes should be kept to a minimum in order to avoid difficulties and errors

during the selection phase of the appropriate PPE by users and purchasers. In fact, the
credion of several classes of protection can only be justified by the corresponding existence
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of a number of various fields of application, in terms of both risk levels and ergonomic
factors, which cannot be covered by a single class of PPE.

On the other hah different classes of protection can be useful to offeere appropriatehe
possibility to use more comfortable PPE instead of PPE having an unnecessarily high level of
protection.

In any case, if several classes of protection/@ngberformance less are used, the
corresponding levels of risks and/or fields of application are to be clearly identified and given
inthemanuf acturerds instructions and informati

Furthermore, whendefining classes of protectiorfor instance instandards or other
specifications,the uncertainty of measurements attached to the test results need to be taken
into account to avoidifficulties of interpretation.

A 11.4.1.2 Innocuousness of PPE

ANNEX II (continued)
1.2. Innocuousness of PPE
1.21. Absence of ri sks and ot her 6i nher {

PPE must be so designed and manufactured aat o createisks and other
nuisance factors under foreseeable conditions of use.

Even if during the design of the PPE, possible causes of nuisance are eliminated as far as
possible, the use of PREan sometimesause some nuisance to the wearer. Especially that is
the case if the PPE selected is not the optimal choice or it is usedlyiar in unsuitable

work situations. Therefore the requirements and guidance for the proper selection and use
should be carefully taken into account. The ergonomic, physiological and other factors should
be considered.

Those additional risks are notaidd to the risks against which they protect.

The following examples illustrate the inherent risks which can be generated by PPE:

A tight PPE preventing the evaporation of sweat and causing risforoexample
hyperthermia, skin irritationand discomfort

pockets allowing hot or cold products to be caught;

PPE leading to difficulties in identifying optical or acoustical warning signals;
psychephysiological constraints such as the increase of metabolic rate or fatigue.

>>> P

ANNEX Il (continued)
1.2.1.1. Suitable constituent materials

PPE materials and parts, including any of their decomposition products, m
not adversely affect user hygiene or health.
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The constituent materials cannan, the foreseable conditions of normal useelease
degrade torelease substancdenown to be toxic, carcinogenic, mutagenic, allergenic,
teratogenic or otherwise harmful.

The following are examples of possible documentisat can be usedo demonstrate
conformity to this requirement:

a) A declarationsupplied by the manufacturer confirming that BfefEdoes not contain any
substances at levels that are known or suspected to adversely affect user hygiene or health;
b) Materials specifications;

c) Safety data sheets relating to the materials;

d) Informaton relating to the suitability of materials for use with food, in medical devices, or
other relevant applications;

e) Test reports or other information relating to toxicological, allergenic, carcinogenic, toxic to
reproduction or mutagenic investigaticarsd measurements on the materials;

f) Information relating to ectoxicological and other environmental investigations on the
materials.

Particular attention should be paid to the presence of plasticizers, unreacted components,
heavy metals, impurities drthe chemical identity of pigments and dyes.

The exposure limit values of harmful substances, sudbrasxampleCr (VI), Ni and Azo
colorants are often laid down in European or national regulations. In particular, the
manufactureshouldconsider:

1 Directives on the protection of workers from risks related to exposure to chemical,
biological agents at work within the meaning of Article 16 of DirecB9891/EEC

1 Regdation (EC) No 1272/2008 on classification, labelling and packaging of
substanceand mixtures (CLP Regulation).nex VI of this Regulation containg a
index of around 4500 dangerous substances for which harmonised classification and
labelling have been agreed at Union level There are currently timntyclasses of
danger such as: toxic, harmful, corrosive, irritant, sensitising, carcinogenic, mafagen
toxic for reproduction, etc. considered in this Regulation;

1 Regulation (EC) Nd.907/20060f the European Parliament and of the Council on the
Registation, Evaluation, Authorisation and Restriction of Chemicals (REACTHis
Regulation is also applicable to PPEhich may contain chemicals hazardous to
healthcoming into direct and prolonged contact withetbkin.

ANNEX Il (continued)
1.2.1.2. Satisfactory surface condition of all PPE parts in contact with the user

Any PPE part in contact or in potential contact with the user when sU
equipment is worn must be free of roughness, sharp edges, projections an
like which could cause excessiwvatation or injuries.

The assessment of the characteristics of roughness, sharp edges etc. likely to cause injury can
be based on objective tests (e.g. visual or tactile) and/or practical experience. As an example
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there shall be no attachment elemdatshe accessories in the helmet which goes through the
shell of the helmeh a way which causes a risk to the user.

Injuries may originate not only from the characteristics of the PPE but also from the activity
of the user.

ANNEX Il (continued)
1.2.1.3. Maximum permissible user impediment

Any impediment caused by PPEttee actions to be carried quyiostures to be
adopged and sensory perception mus minimized; nor must PPE cause
movements which endanger the user or other persons.

Impediment to movement depends in particular on the PPE weight and desigrwhizés

have to take into account not only the morphology of intended users but also the dynamic
movement required by their activity, the adjustment possibilities and on the charastefist
constituent materials. For example, the more the constituent materials are thick and rigid, the
more likely theywill beanimpedimento movements.

Impediment to sensory perception by the intended user can take many different forms. E.g.
hearing potectors are intended to ensure the attenuation of noise which arrives at the intended
user6s ear but this requirement needs al so
user to communicate with other operators and/or to hear warning signals.

Another example is firfighter clothing that needs to ensure protection against heat and
flame. The protection may be of a lower level for minor part of the body in order for the
intended user to be more quickly become aware of the danger and to escapgiickly.

With respect to sensory perception, it is necessary to seek the best possible compromise
between safety and usability. For example, a glove needs to preserve the dexterity and tactile
sensitivity of the intended wearer yet nevertheless enmotection against risks which can

be mechanical, chemical and/or thermal.

In order to assess the conformity of the PPE toERISR, objective test methods can be used

to measure physical characteristics of the PPE having an effeapedimenton usersuch

as: sizes, rigidity, weight, field of visipetc When no objective method for the measurement

of the level of impediment to movement exists, subjective trials can be performed, consisting
in practical tests on a panel of test persons carguat tasks simulating the possible
foreseeable conditions of use.

A 11.5.1.3 Comfort and effectiveness

ANNEX Il (continued)
1.3. Comfort and efctiveness

PPE must be designed and manufactured in order to provide the highest possible aomfort
well as effectivenes®r each wearer, thus for different morphology types andlf@enders
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ANNEX Il (continued)
1.3.1. Adaptation of PPE to the user morphology

PPE must be so designed and manufactured as to facilitate correct positio
on theuser and to remain in place for the foreseeable period of use, bearin|
mind ambient factors, the actions to be carried out and postures to be ado
For this purpose, it must be possible to adapt the PPE to fit the morpholog
the user by all approjate means, such as adequate adjustment and attachn
systems or the provision of an adequate size range.

Many variables are necessary to describe morphology i.e. to define the shapes of the human
body. Moreover, sizes of people and ethnical compositibthe European population are

likely to evolve (rapidly) in time. This should be carefully considered by referring to updated
anthropometric databases while designing PPE. Where possible, systems of adjustment are
useful to adapt the PPE to each weareravoid custommade products, which are not
economically viable.

PPE needs to be equipped with elements capable of enguramairs in place, takag into
account all possible foreseeable factors, such as forces affecting this Bt@hility,
movementdo be made and postures to be adopted during the tasks, etc.

For example:

A Protective helmets need to be stable on the head of the wearer: a balanced weight
distribution, an appropriate location of the centre of gravity and a nape strap are a few
ways todo this. When necessary, and acceptable from a safety point of view, the
helmet could also be equipped with a chin strap.

A Lifejackets need to remain in place when the user falls into water.

PPE must be so designed and manufactured as to facilitate qostdning on the user.

This could be evaluated by subjective tests, e.g. considering the opinion of wearers executing
a conventional task. In certain cases, this facility of correct positioning can be evaluated by
measuring technical properties specifec the risk to preventFor exampletest subjects
performing dynamic tasks to evaluaite degree of tightness of the face piece of a respiratory
protective device.

Trials with test subjects or laboratory measurements could also be used toohgsese
criteria
A Adjustability, the stability of adjustments;
A Consequences of displacement of the PPE, and the maximum tolerable displacement;
A Static and dynamic forces that might be exerted on the PPE in normal use, and
circumstances in which it is interdléo provide protection.

ANNEX Il (continued)
1.3.2. Lightness and design strength

PPE must be as light as possible without prejudicing design strength
efficiency.

Apart from the specific additional requirements which they must satisfy
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order toprovide adequate protection agst the risks in question (s&g, PPE
must be capable of withstandirepvironmental factorsn the foreseeable
conditions of use.

The manufacturer should design the PPE so that the best compromise between the weight and
protection efficiency is realised. PPE can have adverse effects on the body by increasing
muscle strain or energy consumption through increased or altered passive or dynamic loading.
The weight (and its distribution) of PPE has to be considered in retatihe specific body

part or parts likely to be affected. For example, additional mass on the head produces forces in
the neck that have to be countered by the neck muscles and thus might have a negative

i nfl uence on the wear eightsonthedadly dr bodygoarts incsease e t vy .
energy consumption, especially when walking or running.

The efficiency of PPE can be affected by any number of environmental factors. These factors
can lower the protection efficiency in time. The manufactureulshgive enough information

how environmental factors affect the protection level so that the user can assess the service
life of the PPE. The manufacturer needs to include in the instructions for use the foreseeable
environment and working conditions hashtaken into account when designing the PPE in
order to allow correct use and selection in any given situation.

For exampl e, PPE integrating electronic com
environment must be thoroughly checkdthe PPE need®tremain safe and not lead to
dangerous situations in cases of failure of or damage to the circuit or errors in the circuit
logic.

ANNEX Il (continued)

1.3.3. Compatibility of different classes or types of PREendedfor simultaneous
use

If the samemanufacturer markets several PPE models of different classes
types in order to ensure the simultaneous protection of adjacent parts of
body against combined risks, these must be compatible.

When different types of PPE from a manufacturer are daeno be worn simultaneously, the
manufacturer will need to ensure that the safety function and comfort of each PPE are not
compromised by the wearing of another PPE. For example an earmuff or a face shield is
considered as compatible with a safety henietthe protective characteristics and the
comfort of the hearing protector and of the face shield are not impaired by the simultaneous
wearing of these PPE.

In all cases, the manufacturer will also need to draw the attention of intended users on any
limitation of use or possible incompatibility.

(See alsthe EHSR2.14)

ANNEX Il (continued)

1.3.4. Protective clothing containing removable protectors
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Protective clothing containing removable protestoonstitutes PPE and shall
beassessed ascambination during conformity assessment procedures.

This new requirement was added to the PPE Regula@mnprotective clothing with explicit
means to incorporate a removable protector is meant to provide a protective function:
therefore, such clothgnis PPE. The protective clothingith explicit means to incorporate a
removable protectoshall, at conformity assessment procedures, be assessed in combination
with the removable protectors they are designed to incorporate. These protéuttiveg

shal be accompanied by explicit information for the firegld users about the characteristics

of the appropriate removable protectors in combination of which they have been assessed.

In caseremovable protectoreplaced on the market, they aeguired tdbe certified as PPE
on their own asthese must fulfil all the applicable requirement$ the PPE RegulatiofEU
declaration of conformityCE marking, etc.).

A 116.1.4Ma n uf a cstinstructiongand information

ANNEX Il (continued)
1.4. Ma n u f a<instuctiens @nd information

In addition to the name and address of the manufacturer and/or his authof
representative established in the Community, the notes that must be draw
by the former and supplied when PPE is placed omtméet must contain all
relevant information on:

The manufacturdis instructions and informatioconstitute a fundamental element of a PPE
andareconsideredasintegral part of thé®PE They havedo be clear, concise, understandable
giving the appopriate information for the intended user

T h e ma n usfinatudtians amd ifformation provides a basis on which the user can make
a reasoned selection of the correct PPE for their intended activity.

T he man usfistudtions @nd imformatioshall be checked, in terms of content and
understandinghy the notified body when undertaking ab Eype-examination.The notified

body shall check that the claims of the manufacturer on the area and limits of protection of the
product are in line with theechnical specification used and with the relé\@ssential safety
requirements in order to verify that the PPE can be safedlyfor its intended purpose

The manufacturés instructions and informatioshall be established in conformity with this
EHSR, but also, where relevant, with other applicEHSRs.

The manufacturer has the obligationpimvide his instructions and informatiaio the users

with each unit of PPElacedon the marketi.e. in paper or printed on the packagi(spe
alsoA t i c | ebligatioms of manDfacturetd
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For some types of PPE, such as earplugs or specific protective gloves which are sometimes
sold in dispenser boxes, the instructions for use can be affixed to the boxes or be provided
with each unit.

ANNEX 111.4. (continued)

(@) instructions forstorage, use, cleaning, maintenance, servicing and disinfecti
Cleaning, maintenance or disinfectant products recommended
manufacturers must have no adverse effect on PPE or users when applig
accordance withhie relevant instructions;

The storage instructions must specify the conditions, for exahgieto store, maximum
temperature ofise cleaningproceduresetc

T he ma n usfingtwdtians and idformatiomustgive necessary information for putting
on or taking off the PPE as well as how to
morphology.

The manufacturer cannot deviate from the obligation to define cleafmayuding
decontamination when necessargaintenance andf applicable,disinfection processes,
since these are necessary to ensure the hygiene of the intended user of the PPE.

The instructions for cleaning, maintenance and disinfection must specify the products or at
least the dteria necesary to select thenand also the procedures to be applied. These
procedureshould specify:
- the preliminary operations such as the disassembling of sensitive comptnetyise
of andconcentrations of cleanimgoducs
- the laundering conditions, i.edomestic and/or industrial laundrpgrocess and
temperature
- the drying conditions, i.e. method and temperature
- the maximum number of cleamg cycles that can be performed, i.e. after how many
cleaning cycles the PPE has been tested
- theoperatiors necessaryo apply after cleaning or maintenance, to ensure that the PPE
retain the optimum level of effectiveness. For example, the cleaning procedures
include the conditions of drying for a PPE intended for heat and flame protection or
the precautions to be takevith respect to electrishockif the PPE has electric or
electronic components.

The conditions of disinfection depend on the type of PPE and the way in which it is carried
worn by the user. They can be less constraining if there is no direct cohthetPPE with

the skin of the wearer, for example, the harnesseslladirfastsystems. On the other hand,
they should be very prescriptive if there is direct and prolonged contact with the skin, for
example, as is the case with respiratory protecixces or safety gloves.

The maintenance instructions must specify which operationsgséecan carry out himself

and how to do sand which spare parts to use, for example which filters can beiused
facemaskand how to replace;itor aboutreparatims of hoes seamsand replacement of
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Zippers etc It shall also specify whethe intervention of the manufacturer or a specialised
personis required

Any product specified by the manufacturer for the cleaning, maintenance or disinfection of

the PPEshauld not be harmful for the PPE or its user. For instance, products that are
recommendedghouldbe testedor carcinogenic or allergic reactioasd shouldnot destroy

the integrity of the material used in the PPE. The harmful effects on a potential mser ca

verified using safety data sheets of the products while the effects on the integrity of PPE can

be checkedby applyingthecleaning procedura c c or di n g t ®instmatiorbefoeect ur er
carrying out the test to determine the performance of the PPE.

ANNEX 1l 1.4. (continued)

(b) performance as recorded during technical tests to check the levels or class
protection provided by the PPE in question;

The information shall mention the levels or classes of protection, determined by the
manufacturer according to European harmonised standards or other relevant specifications
and shall not duplicate the content of the test reddre. information shall be based on the

risk assessment according to Annex Il included in the technical documertascribedn

Annex Il to the PPE Regulation

ANNEX 11 1.4. (continued)

(© where applicablesuitable accessorigbat may be used with the PREd the
characteristics of appropriate spare parts;

The manufacturer needs to indicate the acressand spare parts compatible with the RPE

his instructions and informationThe manufacturer is responsible for the design of these
accessories and of their compatibility with the PPE. As a consequence he cannot assume any
responsibility if a personses accessories other than those envisaged by him.

T h e ma n usfingtwdtians and iGformation must githee necessary informatidrow to
replacethe accessories and spare pars the limitsof their use.

ANNEX 11 1.4. (continued)

(d) where applicablethe classes of protection appropriate to different levels
risk and the corresponding limits of use;

For a class of protection claimed by the manufacturer, the instructions must specify the level
of the risk covered and the cesponding limits of use. These are generally expressed by:
- the nature of the covered risk;
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- the limitation of the parameters defining the risk (temperature, pressure, acoustic level, list
of chemicalstc);
- thetime limit of the exposure to the risk.

These levels of the riskovered are sometimes difficult to know beforehand. In such cases
they can be indicated by reference to the test conditions in whidBUhtypeexamination
was undertaken.

ANNEX 11 1.4. (continued)

(e) where applicable, the mtmand yeaor period of obsolescence thfe PPE or
of certain of its components;

Information on obsolescence can be expressed in differenttovaydicate that the PPE is no
longer fit for purpose, for example
- an expiry date irrespective of tinog use
- time of use: e.g. hours after opening of the packaging, maximum number times the
PPE can be reprocessed, single or limited usg etc.
- in function of & incident: impact (harness after fall, helmet after impact), when
contaminated
- deficiencies suchs holesbreaks etc. which should require the PPE to be repaired

Information on obsolescence is when the PPE becoméesablefor its intended use or is no
longer fit for its purpose due to eitharchange in its protective properties or to loss in
functionality over its intended period or number of tisre that the user has information on
whether to discard or repair it as appropriate

The manufacturer must provide all information necessary so that the user can determine a
reasonable period of obsete&nce. However the manufacturer is not obliged to affix the date

of manufacture on the product or his instructions and informatioas the obsolescence of

PPE may not be dependent on date of manufacture but other factors such as number of times
it can ke used or effectiveness after certain cleaning cycles, etc

This can be expressed by relevant i Mforor mat i
examplea limiting date of use or a maximum service time.

The service life of PPE depends on many fackush as the conditions of storage, use,
cleaning, revision, maintenance where a manufacturer does not have control. The
manufacturer has to provide any useful information so that the intended user can determine a
reasonable time limitation. It can be a stien of the evolution of a characteristic of use (for
example, an increase in respiratory resistance making the use difficult or of a characteristic of
aspect and/or integrity (for example, striped or split eyepiece). It could also refer to the ageing
of materials. For example, the appearance of cracks or discolouration on the surface of some
types of thermoplastic safety helmet may be an objective sign of ageing.

ANNEX 11 1.4. (continued)
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)] where applicablehe type of packaging suitable for transport

This is related to the description of pagkg to be usetby the usefor transport, for example
original packagingr specialpacking to keep the safety and usability characteristics of the
PPEor to the protection of the PPE when not in use.

ANNEX Il 1.4. (continued)
(9) the sgnificance of any markings (s€el2).

Requirement 2.12 is related to the markings affixed on PPE concerning directly or indirectly
the health or the safety of the intended user. There are other provisiores Régtlation
which mention the affixing of markisg with particular significancefor example
requirementsn EHSRs2.4 (relating to the PPE subject to ageing), 3.5 (relating to hearing
protectors), 3.9 (relating to eye protectors against the ioniad@tions), 3.10 (relating to
respiratory protective devices).

In addition to these markings whose afixis mandatory, other markings or pictograms can
exist, providing useful information on field of use of the PPE and its level of performance.
This dhall be clearly explained in the instructions for use and cannot lead to confusion with
respect to mandatory marking requiremeniés CE marking

ANNEX 1l 1.4. (continued)
(h) the risk against which the PPE is designed to protect;

The manufacturer shatlearly inform, in hisinstructions and information, the usssoutthe

intended use of the PRiAd the risks which it is designed to protegainstbased orhe risk
assessmentepr f or med according t o Anandncludédlin thiePr el i 1
technical documentation in Annex tb the PPE Regulation

ANNEX Il 1.4. (continued)

(1) the reference to this Regulation and, where applicable, the references to ¢
Union harmonisation legislation;

This requirement conces onlythe application ofJnion harmonisation legislatidior which
the CE marking is foreseenh@ references detailed haseonly otherUnion harmonisation
legislation for example medical devices or gagpliances, whiclhave been applied to the
PPEby the manufacturer
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ANNEX I 1.4. (continued)

() the name, address and identification number of the notified bododies
involved in theconformity assessment the PPE.

This requirement relates only @ategory Il and IIIPPE For Category IlIPPEalso the name,
address and identification number of the notified body involved icdhéormity assessment
according to module C2 or module Dhis can be the same notified body or two different
ones.

Using a notified bodyn the confornity assessmerttoes not discharge the manutaet from
his responsibilitieas defined in theelevantarticles of thePPERegulation

ANNEX 1l 1.4. (continued)

(k) references to the relevant harmonised standard(s) used, including the daj
thestandard(s), or references to the other technical specifications used;

This means the referendgtle) and the year of publication of a harmonised European
standard EN) as published in th@fficial Journal of the European Unio®JEU to confer
presumption of conformitynot the year of publication on national level in the Member States.
This is recessary to providelear and norambiguous information to the users on the version
of the harmonised standard effectively used.

ANNEX 1l 1.4. (contined)
() the internet address where the EU declaration of conformity can be accessq

In case the internet option is chosen, different solutions can be used (e.g. direct web address,
generic webpage with search function), but it must be clearlymga how to obtain the EU
declaration of conformity relating to the specific PPE via this route anidtéraetlink shall

be maintained during the lifetime of the PPE.

ANNEX 11 1.4. (continued)

The information referred to in points (i), (j), (k) afidl need not be contained in the
instructions supplied by the manufacturer if the EU declaration of conform
accompanies the PPE.

As this information is a part of the EU declaration of conformity it is not necessegpdat
the information if theeU declaration of conformity accompaniéetPPE.
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A 11.7.2. Additional requirements common to several types of PPE

ANNEX Il (continued)

2, ADDITIONAL REQUIREMENTS COMMON TO SEVERAL TYPES OF
PPE

A 11.8.2.1 PPE incorporating adjustment systems

2.1 PPEincorporating adjustment systems

If PPE incorporates adjustment systems, the latter must be so designed]
manufactured so that, after adjustment, they do not become und
unintentionally in the foreseeable conditions of use.

The manufacturer shall sare by proper design that no unintentional changes of adjustment
can influence the protectidavel ofthe PPE. For example the adjustments of strap length of a
full body harnessmust not change during usehen the teasion in the straps and buckles
varies

This condition isgenerallymet for attachment unii$ they are inaccessiblehenconducting
a task. When the attachment urat® accessiblean accidental release shall not be possible,
e.g.whentwo simultaneous voluntargxecutionf distinct movements required

A 11.9.2.2 PPE enclosinghe parts of the body to be protected

ANNEX Il (continued)
2.2. PPE enclosinghe parts of the body to be protected

PPE must be designed and manufactured in a way that perspiration resu
from use is minimised. Otherwise it must be equipped with means
absorbing perspiration.

The main method that the body uses to keep a suitable temperature is sweat evaporation.
Evidently, PPE has an influence on the conditions applying to the wedeetiraf this
physiological phenomenon.

As a result, the PPBEustbe designed sensure perspiration from its use is minimisasl to

allow a sufficient level of ventilation according to the task and foreseeable use conditions

the manufacture has to use breathable materials. In order to increase comfort, for example
where protection against a toxic environment is required vanere the PPE has to be
impermeable, sweat absorbing materials can evidently be chosen.

Where thisEHSR is to be applied, tma nuf act ur er 6s 1| ns taedsdot i ons
specify the necessary ventilation rate if the PPE is to be supplied with air ventilation. Useful
information in respect of maintenancalso has to be giveloy specifying thecleaning and

drying operations to be carried out after use.
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This information has to be sufficient to make it possible for the employer to determine the
maximum physiologically acceptable duration use of tR& h accordance with Directive
89/656/EECon the use by workers of personal protective equipment at the workplace
Different solutions may satisfy the basic requirements to keep the bathénmal balance.

A 11.10.2.3 PPE for the face, eyes and respiratory system

ANNEX Il (continued)
2.3. PPE for the face, eyes and respiragygtem

Any r estr i csface, eyey field of kisgon or segpirafory systey
the PPE shall be minimised.

The screens fothose types of PPE must have a degree of optical neutra
that is compatible with the degree of precision and the daratiothe
activities of the user.

If necessary, such PPE must be treated or provided with means to pre
misting-up.

Models of PPEintended for users requiring sight correction must bf
compatible with the wearing of spectacles or contact lenses.

Any restriction to the natural field of vision of the intended user must be minimised in order
to minimise risks or discomfort associateith either the intended tasks or environment.

PPE foreyeprotectionshould not impair the field of visiomiorder to ensure the comfort of a
userandit shallhave a refractive power as low as possiblbe optically neutraPPE for eye
protection wih low refractive powers are recommended fermanent use or for meticulous
work.

Lenses provi-ledgiwigtoh choaanttiin g need t o be
characteristis preventmoisture formatiorremainsin all foreseeable conditions of use for
which the PPE is intende&or these lensesnformationon how to clean the antbgging
lenses to avoid degradation of the coashgll be describeuth the instruction for use

Devices integrated into PPE to ue@& moisture have to be designed to prevent fogging whilst
not downgraahg the PPE protection leved g. ventilation holes in goggles

The air flow inintegrated air ventilatioshall notcreate adverse health effects or nuisance
(noise, comfortdisturbig dr aught é) .

To determine the dimensions ®PE intended to be put over corrective spectacles, the
manufacturer needs take into account the mabdimensions of spectacles.

If possible, it is advisable to integrate the optical correction to PPE ooval@ra suitable
mounting to suppothe corrective spectacles.
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A 11.11.2.4. PPE subject to ageing

ANNEX Il (continued)
2.4. PPE subject to ageing

If it is known that the design performance of new PPE may be significan
affected by ageing, the month ayelar of manufacture and/or, if possible, the
month and year of obsolescence must be indelibly and unambiguously ma
on each item of PPE placed or tlmnarket and on its packaging.

If the manufacturer is unable to give an undertaking with regard tostfel

life of the PPE, his instructions must provide all the information necessary
enable the purchaser or user to establish a reasonable obsolescence mon
year, taking into account the quality level of the model and the effecti]
conditions of strage, use, clearg, servicing and maintenance.

Where appreciable and rapid deterioration in PPE performance is likely to
caused by ageing resulting from the periodic use of a cleaning prog
recommended by the manufacturer, the latter must, if lplessiffix a marking
to each item of PPE placed on the market indicating the maximum numbe
cleaning operations that may be carried out before the equipment needs {
inspected or discarded. Where such a marking is not affixed, the manufact
must gve that information in his instructions.

The ageing factorstime, environment and usmfluence the performance of PPE. The
manufactureshoulddefine in his technicalocumentatiorthe ambient conditions as well as
the foreseen use conditions taketoiaccount when evaluating the effeof ageing on PPE.
It is understood that the date of expiry of the PPE corresponds with the decfdhse
protective performand® alevel that is not adequate against the risk.

The manufacturer needs to ensuret th@ PPE characteristicd not change significantly
during storage

The expiry date oPPE,i.e. the lifetime of PPHs influenced by the conditiores use forPPE

and itsinterchangeable components. The lifetime can be expressed in terms of tase or
number of exposurest is not possible fothe manufactureto have full control overthe
conditions of use,herefore the manufactureshall provide the userof the PPE with all
relevant information on the foreseen use conditiand all other factors influencing the
lifetime so the user is able to determine when to dispbtee PPE.

If the prescribed cleaning process leads to a rapid sagrdficant deteriorationin the
performanceof PPE the maximum number of cleaning cycles that can be perfosimeald
be indicatedn the markings and instructions for use

For example:

A Certain protective clothing has a finish that will resist only a few wash cycles, but can
be restored followingnanufa& t u rinstruétienfor use. h this case the maximum
number indicateds the number of cleaning cycles between restoahthe finishing
or the maximum amount of#teeatments.
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A Certain materials used in protective clothing or gloves do not resisirgiedn that
case an indication that the product is only intended for a singlshadibe fixed to
the PPE.

A 11.12.2.5 PPE which may be caught up during use

ANNEX Il (continued)
2.5. PPE which may be caught up during use

Where the foreseeabt®nditions of use include, in particular, the risk of the
PPE being caught up by a moving object thereby creating a danger for
user, the PPE must be designed and manufactured in such a way th
constituent part will break or tear, thereby eliminatimg danger.

The design of PPE shall be such thatris& of being caught up exists. If the risk of PPE
being caughtannotbe preventedthe PPEshall be so designed that that component has a
suitable breaking resiance to avoid injuriesThe breaking resistancdepends on the
characteristics of the components of PPE and their asseRPEmMust be designed taking
into account the characteristics thie part of the bodyossible tde injured and the severity

of theinjury. For example chistraps for helmets for young children shall be-sgliéasing in
order to prevent strangulation if the helmetasightduring playing.

The riskof PPE being caught uman be avoided by design requiremeetg. for clothinglf

the risk of PPE being cght up by a moving objectannotbe preventedhema nuf act ur er
instructions and informatioshall clearly give warningot to use these PPE in situations

where this risk exists.

A 11.13.2.6. PPE for use in potentially explosive atmospheres

ANNEX ll(continued)
2.6. PPE for use in potentially explosive atmospheres

PPE intended for use in potentially explosive atmospheres must be desig
and manufactured in such a way that it cannot be the source of an eled
electrostatic or impadhduced arc orspark likely to cause an explosive
mixture to ignite.

PPE intended to be used in potentiakplosiveatmosphereshould

A have antistatic properties which remain effective during all its service life when used
and maintained correctly in accordance with thea nuf act ur er 0 s I nst
information

A be made of materisivhich are known not to cause sparks e.g. by impact;

A strictly avoid the use oPPE componentthat arelikely to initiate sparks by Bock or
friction;

A not include unprotected electric components or parts which do not comply (where
relevant) to Directive 2014/34/EU of 26 February 2014 on the harmonisatitm of t
laws of the Member States relating to equipment and protective systems intended for
use in potentially explosive atmospher@3EX);
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A give adequate warning in the instruction use;
A take into account other relevant factors in foreseeable use.

Equipment covered by the PPE Regulation is specifically excluded from the ATEX Directive

2014/34/EUand shall not be marked with thepecific marking of explosion protection
defined inthat Directiveor wording to this effect

11.14.2.7. PPE intended for rapid intervention or to be put on or removed
rapidly

ANNEX Il (continued)

2.7.

PPE intended for rapid intervention or to be put on or removed rapidly

Those types of PPE must designed and manufactured in such a way as
minimise the time required for puttimgn and removing the equipment.

Where PPE comprises fixing systems enabling the PPE to be maintained ir
correct position on the user or removed, it must be possibd@doate such
systems quickly and easily.

The ease of donning and doffing of PPE intended for emergency use shall be as good as
possible, taking into account the foreseeable emergency situations and the duration of the
tasks. The verification of theequired time can only be made by using test subjects in realistic

simulated conditions.

In some cases it is important to be able to remove the PPE quickly to avoid or limit severe

injuries: e.g. when hot or cold particles or liquids accidentally eneePBE.In other cases,

also other criteria should be taken into consideration, as for protection against chemical or

biological contamination.

Instructions for use shall contain the information on quick donaimdy doffing of the PPE
and advicdor propertraining of the users.

A 11.15.2.8 PPE for intervention in very dangerous situations

ANNEX Il (continued)

2.8.

PPE for intervention in very dangerous situations

The instructions supplied by the manufacturer with PPE for intervention
very dangerous situations must include, in particular, data intended
competent, trained persons who are qualified to interpret them and #reure
application by the user.

The instructions must also describe the procedure to be adopted in ordg
verify that PPE is correctly adjusted anddtional when worn by the user.

Where PPE incorporates an alarm which is activated in the absence of
level of protection normallynpvided, the alarm must be designed and placg
so that it can be perceived by the user in the foreseeable conditions of use.
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PPE intended for this type of task is Category Ill.

Where the manufacturer considers that the PPE can only be used by tragoed,peirther
information needs to be provided, as follows:
A the details of theftheintendediusery of the Atrain
A the correct donning and adjustment of the PPE to maximise its effectiveness;
A the correct procedure to verify the functionaliof the PPE (e.g. content and
periodicity of controls).

A warning device integrated in PPE needs to be designed so that it remains eféegtive

visible and/or audiblein all foreseeable conditions of use and irrespective of the intended
environmenta ar i ati ons (e. g. heat |, col d, moi stur e,
alarm device may, amongst other relevant factors, need to take into account the following:

A the sound environment;

the wearing of hearing protectosseé requirement 3)5

theambient illumination;

the use of coloured optical filters against radiation.

> > > >

Where the manufacturer considers that the required level of protection cannot be assured,
even with a warning device, warningshould be includeth the instructions for useg. by
adding information on environments where the PPE should not be used.

A 11.16. 2.9. PPE incorporating components which can be adjusted or
removed by the user

ANNEX Il (continued)
2.9. PPE incorporating components which can be adjusted or removed usethe

Where PPE incorporates components which can be attached, adjuste
removed by the user for replacement purposes, such components mug
designed and manufactured so that they can be easily attached, adjusteq
removed without tools.

Theinstructions given by the manufacturer need to specify the adjustments and replacements
that can be made by the user himself without tools (e.g. change of the filters with standard
thread for respiratory protective device) and those which are to be diynbyocompetent
trained persons (e.g. maintenance of fall aerekt In the first case the procedures to be
followed to make thedjustments and replacemestdfely and easily without tools are to be
included in the instructions for use.

The adjustmentsvhich can be made without tools shall be limited to safe area. E.g. it shall
not be possible tdully close the air flowof the constant flow valve oh compressed air
breathing apparatus.

A 11.17.2.10 PPE for connection to complementary equipment exterriao
the PPE

ANNEX Il (continued)
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2.10. PPE for connection to complementary equipment external to the PPE

Where PPE incorporates a connexion system permitting its connection to of
complementary equipment, the means of attachment must be designed
manufactured in such a way as to enable it to be mounted only on appropf
equipment.

As far as possible the design of PPE needs to prevent incorrect connection. The information
given by the manufacturer therefareistdescribe how to ensure safe connection and where
appropriate give adequate warnings to ensure that this is the case.

If PPE is designed so thabmplementary equipment external to the RBE be connected,
for examplein different conditions of use, thaformation given by the manufacturer has to
provide an exhaustive list of them®mmplementary equipment external to the P&id
guidance on how to use them correctly.

For example, if the PPE is to be connected with breathable gas mixtures supply ngwtaron
should bedesignedso that it is impossible to connect it to Amreathable gas supply, such as
a nitrogen circuit.

A 11.18.2.11 PPE incorporating a fluid circulation system

ANNEX Il (continued)
2.11. PPE incorporating a fluid circulation system

Where PPE incorporates a fluid circulation system, the latter must be chg
or designed and placed in such a way as to permit adequate fluid renew
the vicinity of the entire part of the body to be protected, irrespective of {
actions, postures or mements of the user under the foreseeable conditions
use.

The most frequent use of these systems is in hot or cold environments or in situations when
the user must be totally insulated from polluted atmospheres and it is necessary to maintain
the bodytemperature within acceptable limits.

The tubes used should have mechanical resistance high enough against collapsing under
mechanical pressure. The efficiency of the circulation system should be designed according to
environmental conditions and metaloatate of the user in order to ensure the thermal comfort

or to prevent excessive thermal lcaudthe user

A 11.19.2.12 PPE bearing one or more identification markings or indicators
directly or indirectly relating to health and safety

ANNEX Il (continud)

2.12. PPE bearing one or more identification markings or indicators directly
indirectly relating to health and safety

Where PPE bears one or more identification markings or indicators directly
indirectly relating to health and safety, those identification markings
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indicators must, if possible, take the form of harmonised pictograms
ideograms. They must be perfgctvisible and legible and remain so
throughout the foreseeable useful life of the PPE. In addition, those marki
must be complete, precise and comprehensible so as to prevent
misinterpretation. In particular, where such markings include words
sentences, the latter must be written in a language easily understood
consumers and other enders, as determined by the Member State where t
PPE ismade available on the market.

Where PPE is too small to allow all or part of the necessary markibg to
affixed, the relevant information must be mentioned on the packaging ang
the manufacturés instructions.

The markingsshall notcreate confusion in respect of the risk covered or the category of PPE.
Information given by the manufacturer has tedfy the correct meaning of any pictogram
(see requirement 1.4 )g)These markingsieedto be designed to remain legible during the
service life of thePPE that means that the marking affixed on the PPE shall not be easily
removable and/or damaged by.esgratching, cleaning or sun exposure.

The markngs can only be considered as effective, wheomplete, precise and
comprehensiblandwhenthey areproperly perceived, understood, retained by the intended
end user.

For the use of harmonised pictograatsdeograms the manufacturer may refer in particular
to I SO 7000 AGraphical symbols for use on eq

A 11.20213PPEcapabl e of sigpresehcevisnally t he user d

ANNEX Il (continued)
213. PPEcapabl e of sspgesenteisuallyg t he wuser 6

PPE intended for foreseeable condi ons of us es presence
must be visibly and individually signalled must have one (or more) judicioug
positioned means or devices for emitting direct or reflected visible radiation}
appropridge luminous intensity and photometric and colorimetric properties.

The intention of this requirement is to make the intended user of PPE visible especially when
moving in an area where motor vehicles or other mobile machines are moving, in particular
when the illumination is poor. Respect of this requirement allows for a better identification of
the users of these PPE by the drivers but does not protect these users of PPE agakst the
of collision. The form of direct signalling or reflective matea#fixed to PPEshouldmake it
possible for the driver to recognize that it ipersonand not a fixed obstacle. Signalling
devices or materials have to be so positioned that in the foreseeable conditions of use for
which the PPE is intended, the signallisurfaces are not obstructed.

A 11.21.2.14 Multi -risk PPE

ANNEX Il (continued)
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2.14. Multi-risk PPE

PPE intended to protect the user against several potentially simultaneous
must be designed and manufactured in such a way as to satigfrticular,
the essential health and safety requirements specific to each of those risks,

The full face piece of a respiratory protective device protects simultaneously against
inhalation ofsubstances and mixtures which are hazardous to hemadthihe face and eyes
against the splashes of chemicals. In addition it shall not limit unnecessarily the field of vision
andthe optical quality of the visor shall be such that it is not distorting the vision.

Certain types of protective clothing protesimultaneously against several risks. E.g.
protective clothing for welders working in traffic environment outside in darkness and cold
shall give protection against welding sparks, be visible and give protection against harmful
environmental factors.

A 1122.3. Additional requirements specific to particular risks

ANNEX Il (continued)
3. ADDITIONAL REQUIREMENTS SPECIFIC TO PARTICULAR RISKS

A 11.23.3.1 Protection against mechanical impact

ANNEX Il (continued)
3.1. Protection against mechanical impact

3.1.1. Impact caused by falling or ejected objects and collisions of parts of the b
with an obstacle

PPE intended to protect against this type of risk must be sufficiently sho
absorbent to prevent injury resulting, in particular, from the crushing
penetration of the protected part, at least up to an ingreagy level above
which the excessive dimensions or mass of the means of-abgokption
would preclude effective use of the PPE for the foreseeable period of wear.

Impact tolerance criteridor different body regionsare derived from a combination of
accident and casualty data.

The influence of impact is not only related to its energy level but also to other parameters
such as the direction of impa@ptimum level of protectiorshould be t&en into accounat
thedesign stage.

A 11.24.3.1.2 Falls

ANNEX Il (continued)
3.1.2. Falls
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3.1.2.1. Prewention of falls due to slipping

The outsoles of protective footwear intended to prevent slipping must
designed and manufactured or equipped wadtitional means so as to ensurg
adequate grip, having regard to the nature or state of the surface.

There are several factors affecting the risk of slipping. One of most important influencing
factors is the friction of the outsole of the footwear. Thetibn of the sole on the walking
surface shall be in a suitable range of friction values. The properties of the walking surfaces
corresponding to the foreseeable conditions of use for which the PPE is intended shall be
taken into accountluring the desig The friction properties ofoutsoles made from certain
materials can also vary with temperature or during lifetboy wear and tear of the sole.

For footwearintended to be used on slippery ice surfaces, the manufacturedesggn
footwear with spikesor similar additional elements. The manufacturer can also design
specific removable PPE which shall be able to be attached easily, firmly and securely onto the
footwear.

ANNEX Il (continued)
3.1.2.2. Prevention of falls from a height

PPE intended to prewt falls from a height or their effects must incorporate
body harness and a connexion system which can be connected to a rel
external anchorage point. It must be designed and manufactured so that, U
the foreseeable conditions of use, the valtilrop of the user is minimised to
prevent collision with obstacles while the braking force does not attain {
threshold value at which physical injury or the opening or breakage of 3
PPE component which might cause the uséaltacan be expected tmccur.

Such PPE must also ensure that, after braking, the user is maintained
correct position in whichéamay await help if necessary.

The ma n usf imstructions emugi specify, in particular, all relevanj
information relating to:

(a) the charaeristics required for the reliable external anchorage point and
necessary minimum clearance below the user;

(b) the proper way of putting on the body harness and of attaching
connexion system to the reliable external anchorage point.

PPE forthe prevention against falls from a height shall be designed so that:
A the user is prevented from reaching any dangerous area where the risk of free fall
exists (restraint equipmengr
A if the risk of free fall cannot be prevented, the RP$P&EIl preventcdlision with
obstacles othe groundandhave a braking force which is not harmful to the user to
minimise the risk of injurye.g. by leadingn the forces into the strong parts of the
body or by the use of energy absorbing devices.
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All the components o fall arrest systerand the assemblieshall be in conformity with the
PPERegulation The manufacturer has the responsibility to indiaat&e instructions for use
which components can be used together and how to assemble them properly.

The desigmmustbe so that in case of an accident, the victim can wait for rescuearrext
position without excessive harmful effects.

A 11.25.3.1.3 Mechanical vibration

ANNEX II (continued)
3.1.3. Mechanical vibration

PPE designed to prevent the effectsnafichanical vibrations must be capable
of ensuring adequate attenuation of harmful vibration components for the |
of the body at risk.

Directive 2002/44/ECregarding the exposure of workets the risks arising from physical
agents contains provisions aimed at avoiding or reducing risks arising from vibration. PPE
against vibratiorcan be used butan it bedifficult, therefore the Directive recommends other
prevention meandgor exampleby providingsuitable clothing tavorkers working in cold and
damp conditions taninimise the effect of mechanical vibration.

A 11.26 3.2 Protection against static compression of a part of the body

ANNEX Il (continued)
3.2. Protection against static compression of a part of the body

PPE designed to protect a part of the body against static compressive s
must be sufficiently capable of attenuating its effects so as to prevent ser
injury or chronic complaints.

A 11.27 3.3 Protection against mechanical injuries

ANNEX Il (continued)
3.3. Protection against mechanical injuries

PPE constituent materials and other components designed to protect all
part of the body against superficial injuries, such as abrasidioygtern, cuts
or bites, must be chosen or designed and incorporated so as to ensurg
those types of PPE provide sufficient resistance to abrasion, perforation
gashing (see also point 3.1) under the foreseeable conditions of use.

Resistance to ahsion, perforation and auare important properties for many PPE as these
risks are present in most of the tasks. In most cHs®gare caused by

- Abrasion: contact with abrasive surfaces or abrasive products, sandblasting.

- Perforation: contact witsharp pointed objects.

- Cut: contact with sharp or toothed edges.
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A 11.28 3.4 Protection in liquids

ANNEX Il (continued)
3.4. Protection in liquids
3.4.1. Prevention of drowning

PPE designed to prevent drowning must be capable of returning $artaee
as quickly as possible, without danger to health, a user who may be exhay
or unconscious after falling into a liquid medium, and of keeping the ug
afloat in a position which permits breathingile awaiting help.

PPE may be wholly or partiglinherently buoyant or may be inflated by gag
which can be manually or automaticalgleased, or inflated orally.

Under the foreseeable conditions of use:

(a) PPE must, without prejudice to its satisfactory operation, be capable
withstanding the effectof impact with the liquid medium and the
environmental factors inherent in that medium;

(b) inflatable PPE must be capaloieinflating rapidly and fully.

Where particular foreseeable conditions of use so require, certain types of
must also satisfy ong more of the following additional requirements:

(@) they must have all the inflation devices referred to in the seco
subparagraph, and/or a light or sotsighalling device;

(b) they must have a device for hitching and attaching the body so that
user maybe lifted out of the liquid medium;

(c) they must be suitable for prolonged use throughout the period of acti\
exposing the user, possibly dressed, to the risk of falling into thil liqu
medi um or r e gqimmarsiomigit.t he user 6

PPE which meets thisesquirement protects the user against a risk of drowaimg) are
Categonil PPE I n general, it is considered that

Buoys and life jackets not carried permanently by people on board of aircrafts and ships are
not subjectto the PPE Regulatiorsg¢e Article 2 but to other specific Directives (e.the
Marine Equipment Directiv@014/90/EU).

This type of PPE needs to protect against drowning évir@ user is unconscious. Hence,
the inflation time of inflatable devices needs to be as short as possible to be able to save (in
particular) an injured or unconscious person.

The luminous or soundignal device referred ton the requiremenmust be able to be
perceived by the rescuers in all foreseeable conditions of use for which the PPE is intended.
Evidently, the reflective materiaghouldbe effective when wet.

For prolonged usahere the rik of a fall into water might exisergonomics requirements,
such aecomfortand usallity during activitiesmustbe considered
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ANNEX Il (continued)
3.42. Buoyancy aids

Clothing intended to ensure an effective degree of buoyancy, depending o
foreseeable use, shall be safe when worn and afford positive support in
liquid medium. In foreseeable conditions of use, this PPE must not restrict
user's freedom of movement but must enable the user, in particular, to swir
take action to escafeom danger or to rescue other persons.

Over the yearsherehave been discussionsgarding thdorderline betweedifferent types of
buoyancy aid. The general understanding is as follows:

1
1

)l

swimming armbandare Category IPPEwhich provideonly an ad to buoyancy;

floating seats are covered by tkEeneral Product Safety Directive001/95/EC
(GPSD;

inflatable buoys are toysn termsof the Toys Directive when theyare used in
shallow waters by children less than 14 years of age. In other cases, they are covered
by the GPSD.

Buoyancy aids allow an unconscious usestty afloat but do not necessarily keep the head
out ofthe liquid mediumPPE intended for the prevention of drowning maintains the head out
of the liquid mediunbut may offer reduced mobility.

A 11.29 3.5. Protection against the harmful effects of noise

ANNEX Il (continued)

3.5.

(%) Directive 2003/10/EC of the European Parliament and of the Council of 6 FeBAG8 on the minimum
health and safety requirememnégarding the exposure of workers to the risks arising from physical age
(noise) (Seventeenth individual Directive within the meaning of Article 16(1) of Directive 89/391/EH
(OJ L 42, 15.2.2003, 38).

Protection against the harmful effects of noise

PPE intended to prevent the harmful effects of noise must be capable
attenuating the latter so that the exposure of the user does not exceed the
values laid down by Directive 2003/10/EC of the Europeariiament and of
the Council(%).

Each itemof PPE must bear labelling indicating the noise attenuation ley
provided by the PPE. Should that not be possible, the labelling must be fi
to the packaging.

The foreseemecessanrattenuation can be obtained by using passive (earmuffs, earplugs or a
combination of both) or nepassive (level dependent, active reduction or communication
facilities) hearing protectors.

Communication systems included in some hearing protectossbe designed in order not to
exceed thdéimit values of exposure to harmful noise.
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The ability to understand speech or to hear warning signals may be taken into account in the
design of hearingrotectors for certain applications.

For some usersuch as musiciangt is essential to hear the sound of different frequencies
correctly, thereforehearingprotectors need to have even sound attenuation characteristics
throughout the whole frequeneyea.

If earplugs are custom madie manufactureshall perform tests on prototypes apcbvide
informationin the instructiondor use, for a competent persam howto mould these plugs
correctly The tests and the instruction for use shakw&uded by the notified body.

The packaging of the hearing protectsh®uld bemarked withthe noise attenuation levels to
helpthe user to select the most appropriearing protector

A 11.30 3.6. Protection against heat and/or fire

ANNEX Il (continued)
3.6. Protection against heat and/or fire

PPE designed to protect all or part of the body against the effects of I
and/or fire must possess thermal insulation capacity and mechanical stre
appropriate tdheforeseeable conditions of use.

This type of PPE consists of several protective material layees sufficient thick single

layer, with a thermal insulation capacityp achieve theecessary protection. The protection
efficiency depenslnot only on the insulation capacityut also on thg@roper coverage of the
insulation. ThePPE must be designesb that heat or flame is not able to harm the user
through possible openings and the protection against heat and flame is not lowered during the
exposure. Thereforasufficient mechanical strergte.g. against abrasion, cuts and teagriag
needed

ANNEX 113.6. (continued)
3.6.1. PPE constituent materials and other components

Constituent materials and other components intended for protection agg
radiant and convective heat must possess an appropriate coefficien
transmission of incident heat flux and be sufficiently incombustible

preclude any risk of spontaneous igomt under theoreseeable conditions of
use.

Where the external surface of those materials and components must
reflective, the reflective power must be appropriate to the intensity of the h
flux due to raiation in the infrared range.

Materials andother components of equipment intended for brief use in-hig
temperature environments and of PPE which may be splashed by hot prod
such as molten material must also possess sufficient thermal capacity to r
most of the stored heat until after teer has left the danger area and removJ
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the PPE.

PPE materials and other components which may be splashed by hot prog
must also possess sufficient mechanigglact absorbency (see point 3.1).

PPE materials and other components which raagidentally come into
contact with flame and those used in the manufacture of industrial er fi
fighting equipment must also possess a degree offlanimability and
thermal or arc heat protection corresponding to the risk class associated
the foregeable conditions of use. They must not melt when exposed to flar
nor contribute to flame propagation.

The requirement applies to constituent materials and components andaruatplete PPE.

The mechanical resistance of PPE, materials angr atbmponents, must provide sufficient
protection to the user against impact energy, nature and temperature of hot splashes.

The manufacturer needs to select materials, components or combinations of them so that in
the foreseeable conditions of use:

- the heat flux transmitted to thekin of theuser will not cause burn injurigs

- the flammability and/or melting do not create an additioiséll of burnsfor theuser

The reflective capacity of materials usedthe design of the PPEhouldbe as high as
possible without increasing other harmful factors like heat sthessononpermeability of
the clothing materials.

The thermal capacity of materials, material combinations or componeriie used in high
temperature environmentsustbe designedo theuserafter exposurehaveenough time to

leave the danger area and remove the PPE before the accumulated heat in the materials causes
any harm.

If, in theforeseeabland intended use, there is a riblatthe userof the PPEMight encounter
an electric arc, protection against the treatilting from such incident must be provided.

ANNEX 113.6. (continued)
3.6.2. Complete PPE ready for use
Under the foreseeable conditions of use:

(a) the quantity of heat transmitted by PPE touker must be sufficiently low
to prevent the heat accumulated during wear in the part of the body at
from attaining, under any circumstances, the pain or health impairm
threshold,

(b) PPE must if necessary prevent liquid or steam penetration and otust
cause burns resulting from contact between its protective integument
the user.

If PPE incorporates refrigeration devices for the absorption of incident hea
means of liquid evaporation or solid sublimation, their design must be s
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that any vohtile substances released are discharged beyond the o
protective integument and not towards the user.

If PPE incorporates a breathing device, the latter must adequately fulfil
protective function assigned to it under the foreseeable conditiase of

T h e ma n usfinstwdtians accompanying PPE intended for brief use
high-temperature environments must, in particular, provide all relevant d
for the determination of the maximum permissible user exposure to the |
transmitted by the eqgoment when used in accordance with its intende
purpose.

For the intended usd)é¢ manufacturer has to design the RBEhat
- the accumulation of heat by the PPE does not cause thermal stress, pain or harmful
effects to the user,
- it prevents anypenetration of liquid or steam liable to cause bueg. by proper
covera@ of body parts to be protected
- the pars of the PPE which mayeacha harmful temperature will not be in direct
contact with the user.

PPE incorporating refrigeration devicesrfthe absorption of incident heatustbe designed
sothat volatile substances released are discharged away from the user in order not to cause
any additional harmful effedh the foreseeable conditions of use

PPE protectingagainst heaandincorporating a breathing deviceust be designetb fulfil
the EHSR applicable to respiratory protective devices: e.g. the air flow in ventilated suits
must be high enough to protect against excessive heat load and contaminant inhalation.

For PPE for brié use in high temperatures, the manufacturer must provide infornuatithre
maximum effective protection time and/or the maximum acceptable use time from the
physiological point of viewso the user can determirtiee protection during his intended
actions

A 11.31 3.7. Protection against cold

ANNEX II (continued)
3.7. Protection against cold

PPE designed to protect all or part of the body against the effects of cold n
possess thermal insulating capacity and mechanical strength appropriate t
foreseeable conditions of use for which iinended.

PPE against cold is designadcording to the foreseen risks and usually consists of several
protective material layers. The protection efficiency of this type of PPE depends on the
insulation capacity as well as proper coverage. The size and model of the PPE needs to be
such that cal does not directly harm the user through possible openings in the PPE.
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PPE of this type also needs to have adequate mechanical strength against abrasion, cuts and
tearing.

ANNEX 113.7.(continued)
3.7.1. PPE constituent materials and other components

Constituent materials and other components suitable for protection aga
cold must possess a coefficient of transmission of incident thermal flux as
as required under the foreseeable conditions of use. Flexible materials
other components of PPEténded for use in a letemperature environment
must retain the degree of flexibility required for the necessary gestures
postures.

PPE materials and other components which may be splashed by cold prog
must also possess sufficient mechanigglact absorbency (see point 3.1).

This requirement applies to constituent materials and components and not to complete PPE.

The manufacturer needs to select materials, components or a combination of them so that in
the foreseeable conditions of use:
- the thermal flux transmitted through the PPE shall be as low as possible;
- the flexibility remains acceptable to insure comfort, usability and integrity of the
products.

The mechanical resistance of materials of components needs to be, where necessary,
appropriate to the impact energy, nature and temperature of the splashes of cold products.

ANNEX 113.7.(continued)
3.7.2. Complete PPE ready for use
Under the foreseeable conditions of use, the following requirements apply:

(a) the flux transmitted by PPE tbe user must be sufficiently low to prevent|
the cold accumulated during wear at any point on the part of the bg
being protected, including the tips of fingers and toes in the case of haj
or feet, from attaining, under any circumstances, the pain althhe
impairment threshold;

(b) PPE must as far as possible prevent the penetration of such liquids as
water and must not cause injuries resulting from contact between its g
protective integument and the user.

If PPE incorporates a breathing device, that device must adequately fulfil
protective function assigned to it under theeseeable conditions of use.

T h e ma n usfinstadtians acompanying PPE intended for brief use
low-temperature environmés must provide all relevant data concerning th
maximum permissible user exposure to the cold transmitted by the equipmé
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The manufacturer must design the F¥eEthat in the foreseeable conditions of use which
the PPE is intended:
- the loss obody heat does not cause hypothermia, pain or harmful effects, in particular
to the userdés extremities (e.g. tips of f
- it prevents the penetration of liquids, such as rain water, likely to cause ingiges
by proper coverage of bodynp&to be protectt
- The part of the PPE which mighteachharmful cold temperature must not be in
direct contact with the user.

PPE protecting against colehcorporating a breathing deviceustbe designed to fulfil the
EHSR applicable to respiratoprotective devicese.g.thatthe temperature of breathable air
flow is physiologically acceptable.

With regardto PPE for brief use in cold environmentee manufacturer must provide
information on the maximum effective protection time and/or the maxiracceptable use
time from the physiological point of view so the user can determine the protection during his
intended actions.

A 11.32 3.8 Protection against electric shock

ANNEX Il (continued)
3.8. Protection against electric shock
3.8.1. Insulatingequipment

PPE designed to protect all or part of the body against the effects of eleq
current must be sufficiently insulated against the voltages to which the uss
likely to be exposed under the most unfavourable foreseeable coaditio

To this enl, the constituent materials and other components of those types
PPE must be chosen or designed and incorporated so as to ensure tha
leakage current measured through the protective integument under
conditions at voltages correlated with thdikely to be encountered in situ is
minimised and, in any event, below a maximum conventional permissi
value which correlatesith the tolerance threshold.

Together with their packaging, PPE types intended exclusively for use dur
work or activitiesin electrical installations which are or may be under tensid
must bear markings indicating, in particular, their protection class

corresponding operating voltage, their serial number and their date
manufacture. A space must also be provided outbel@rotective integument
of such PPE for the subsequent inscription of the date of entry into service
those of the periodic tests imspections to be conducted.

The manud ¢ t 8 mstruciions must indicate, in particular, the exclusive ug
for which those PPE types are intended and the nature and frequency off
dielectric tests to which they are to be subjected during their useful life.

To identify the M@Amost unf avourable foreseea
consider:
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- therisk of direct contact to a live conductor;

- the possible harmful electrical parameters and threshold limit values;

- moistness of the skin;

- the effect of contact with chemicals used such as solvents, of mechanical
degradation/ageing and of climatic enviromta factorsduring normal use of the
PPE

Marking of a protection class on PP6r professional usdantended forprotection against
electric shock is requiredto ensure the traceabilitynformation on the scope of use and
necessary periodic checking.

In addition to the electrishock,other riks related to shoutircuiting, suchas thermal and
mechanical risksalso needto be taken into account.

The manufacturer needs to clearly indicate in the instructions fahegellowing
1 maximum voltagdor the class considered;
i storageconditions
i controls to be carried ouyisual examination andnflation of gloves and their
periodicity, normallybefore eaclise
1 maintenance ahePPE.

Moreover, precautions of use, in particular aimed at presenviagelectrical insulation
properties of the PPE or against the risks of deterioration need to be indegtedse of
overgloves to reduce the risk of punctures, cuts, abrasion, chemical attacks.

ANNEX 113.8. (continued)
3.8.2. Conductive equipment

Conductive PPE intended for live working at high voltages shall be design
and manufactured in such a way as to ensure that there is no differend
potential between the user and the installations on which he is intervening.

The requirement concernanly conductive PPE intended to be worn by (electrically) skilled
persons during live working at a nominal power system voltage up to 8@@kadhd 600 kV
DC.

Conductive clothinghas a very low electrical resistance ardused to create an electrical
shielding of the user during work with very high voltage elements. Information that continuity
among different garments cannot be broked information to guarantee the same resistance
along the whole bodghould be included inthma n u f a dnstuwcti@srasddnformation

Conductive equipment, i.e. electrostatic dissipative protective equipment with a surface
resistivity of up to 18 Ohm, is used as part of a total earthed system to avoid incendiary
discharges (antistatic) and is covered by Annex lirRthe PPE Regulation.

A 11.33 3.9 Radiation protection

ANNEX Il (continued)
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3.9.
3.9.1. Nor+ionizing radiation

Radiation protection

PPE designed to prevent acute or chronic eye damage from sources of
ionising radiation must be capable of absorbing or reflecting the majority
the energy radiated in the harmful wavelengths without unduly affecting q
transmission of the innocuoysrt of the visible spectrum, the perception o
contrasts and the ability to distinguish colours where required by ft
foreseeable conditions of use.

To that end, eye protective equipment must be designed and manufacturg
as to possess, for each harhvitavelength, a spectral transmission factor suc
that the radianénergy illumination densiy capabl e ofseyee 3
through the filter is minimised and under no circumstances exceeds
maximum permissible exposure value. PPE designed ttegbrohe skin

against nosionising radiation must be capable of absorbing or reflecting th
majority of the energy radiadl in the harmful wavelengths.

Furthermore, the glasses must not deteriorate or lose their properties as a
of the effects of rdiation emitted under the foreseeable conditions of use &
all marketed specimens must bear the protedaotor number corresponding
to the spectral distribution curve of their transmission factor.

Glasses suitable for radiation sources of the sangertyyst be classified in the
ascending order of their protewtn f act or s a n @& indtricgonsm
must indicate, in particular, how to select the appropriate PPE taking i
account the relevant conditions of use such as the distance from tbe and
the spectral distribution of the energy radiated at that distance.

The relevant protection factor number must be marked on all specimeng
filtering eye protective equipment by the manufacturer.

When designing PPE foeye and skinprotection against nosonising radiation the
manufacturer will,m particular, need to conside following:

spectral and additional characteristics of the radiation sources;

for eye protectionijlumination of the environment;

distance of the wearerdm the source(s);

for eye protection, theneed to allow colour recognition (e.g. warning signals or
identification of matdals at elevated temperatures);

the effect of radiation andageing on the efficiency of thexposedPPE e.g. to sun,

UV, IR radiatons or laser sources. The transmission characteristics of the PPE shall
remain at the requested level durthg lifetime of the PPE

updated exposure limit values.

The exposure limit values to the nmmising radiations are laid down in scientific
publications and national regulations to which the manufacturer can refer. In particular in:

Directive 2013/35/EUof the European Parliament and of the Council of 26 Jung 201

on the minimum health and safety requirements regarding the exposure of workers to
the risks arising from physical agents (electromagnetic fields)' (@@lividual
Directive within the meaning of Article 16(1) of Directi®9/391/EEQ and repealing
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Directive 2004/40/EC

- the guidelineof the International Commission on Ndonizing Radiation Protection
(ICNIRP) who regularly publishes updated limiting exposure ancecommends
exposure limits values

- Directive 2006/25/ECof the European Parliament and of the Council of 5 April 2006
on the minimunmhealth and safety requirements regarding the exposure of workers to
risks arising from physical agents (artificial optical radiation) "(Zfdividual
Directive within the meaning of Article 16(1) of Directi@®/391/EEG. It covers the
exposure of workers to the risks arising from exposure to artificial optical radiation to
eyes and skin.

Where this requirement refers t o fdiexanple,at i on
to those of the same nature (e.g. infed radiations) or of the same type of operations (e.g.
radiations produced by arc and gas welding stations and associated processes).

The manufactureshould give information on the scale or shade nemsbof PPE and
replaceable spare parts and of the corresponding field of use by means of informative
markings on the PPE and in the instructions for use. When the PPE forms a single unit with
nonreplaceable filters (e.g. laser eye protectors), the mgsiiegn be placed on the frame.

Equipment protecting the skinagainst nonionising radiation isconsidered asPPE if
protection against erythema is claimed by the manufacture

Equipment protectinggainstnaturalUV radiation is considereds PPEIf it is designed and
manufactured to have spic UV-protective properties.

Creams protecting againsaturalUV radiation, i.e. sun protection creams, are not PPE under
the PPE Regulation.

ANNEX 113.9. (continued)
3.9.2. lonizing radiation
3.9.2.1. Protection against external radioactive contamination

PPE constituent materials and other components designed to protect all or
of the body against radioactive dust, gases, liquids or mixtures thereof mus
so chosen or designed and incorporatedoagnsure that this equipment
effectively prevents the penetration of the contaminants under the foresee
conditions of use.

Depending on the nature or condition of these contaminants, the neces
leaktightness can be provided by the impermeabilify the protective
integument and/or by any other appropriate means, such as ventilation
pressurization systems designed to prevent the -&eatkering of these
contaminants.

Any decontamination measures to which PPE is subject must not prejudicq
possible reuse during the foreseeable useful life of these classes of equipm

121


http://www.icnirp.org/
http://www.icnirp.org/
http://eur-lex.europa.eu/legal-content/EN/TXT/?uri=CELEX:02006L0025-20140101
http://eur-lex.europa.eu/legal-content/EN/TXT/?uri=CELEX:31989L0391

PPE Regulation (EU) 2016/425 Guidelines - 1°* Edition — April 2018

The ma n u f a c tnstruceonss and informationshall specify the procedure of
decontaminationonly applicablefor re-usablePPE, whichthe PPE can withstand without
significant degradation d@helevel of protection.

ANNEX 113.9.2.(continued)
3.9.2.2. Protection against external irradiation

PPE intended to provide complete user protection against external irradiaj
or, failing this,adequate attenuation thereof, must be designed to counter g
weak electron (e.g. beta) or weak fro(e.g. X, gamma) radiation.

The constituent materials and other components of these types of PPE muj
chosen or designed and incorporated so as dwigw the degree of user
protection required by the foreseeable conditions of use without leading to
increase in exposure time as a result of the impedance of user gestures, pd
or movement (see point 1.3.2).

PPE must bear a mark indicating theeyand equivalent thickness of the
constituent material(s) suitable for the foreseeable conditions of use.

PPEprotecting against external radiaticrthe ultimate reortin the event of deterioration of
characteristics othe collective protectiorenclcsures. Thdead equivalent thickness given
according to this limihg energy so that the intended user is not exposed beyond the exposure
limit values.

Lead and heavy metals aomly used to attenuate-Xor gammarays. In the case of beta
radiation, use of this type of protection should be avoided as the heavy metal will stop the
beta radiation but also cause a breakingp y cal |l ed ABremsstrahl ung
protection against beta radiation other tleguipment made of elastomers or polymers which

help to stop some of the radiatioiThe level of protection will depend on the material, its
thickness and thenergy of the radiation emitted

The level of protection offered by a PPE is characterised doyl¢termination of equivalent

lead thickness of a lead shegth the same rate of atteaion of the ionizing radiatiorif the

PPE comprises several components, each component and their assembly shall offer the
requested level of protection whatever plosture taken by the user.

The thickness considered here can be expressed in term of lead equivalent thickness. The aim
is to supply useful information to the user on the attenuation of the ionizing radiations offered
by the PPE.

The lead equivalent tHioess always has to be given with the energy of the radiation at which
it has been verified.

A 11.34 3.10 Protection against substances and mixtures which are
hazardous to health and against harmful biological agents

ANNEX Il (continued)
3.10. Protectionagainst substances and mixtures which are hazardous to health
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against harmful biological agents
3.10.1. Respiratory protection

PPE intended for the protection of the respiratory system must make
possible to supply the user with breathable air wleposed to a polluted
atmosphere and/or an atmosphere having ateiquate oxygen concentration.

The breathable air supplied to the user by PPE must be obtained
appropriate means, for example after filtration of the polluted air through P
or by supply froman external unpolluted source.

The constituent materials and other components of thoss tfPPE must be
chosen or designed and incorporated so as to ensure appropriate
respiration and respiratory hygiene for the period of wear concerned under
foreseeable conditions of use.

The leaktightness of the facepiece and the pressure @napspiration and, in
the case of the filtering devices, purification capacity must keep contaminj
penetration from a polluted atmosphere low enough not to be prejudicial to
health or hygiene of the user.

The PPE must bear details of the specifi@racteristics of the equipment
which, in conjunction with the instructions, enable a trained and qualified u
to employ the PPE correctly.

In the case of filtern g e qui p ment , s itsthuetionsnraustalsca
indicate the time limit for the stage of new filters kept in their original
packaging.

It is advisable to design the PPE so that exposureubstances and mixtures which are
hazardous to health and against harmful biological agetearly under the necessary limit
values. Air supplied needs have asuitable temperature and humidity so that the comfort of

the intended user is not affected, does not cause harmful effects or endanger the safe operation
of thePPE

Minimum oxygenconcentration of the inhaled air has to be sufficient taking into account the
demands of the tasks of the user. The amount -bfreathed exhalation air needs to be
minimised to avoid the accumulation of carbon dioxide inside thed®oe. For very shor
periods of usefor example forescape apparatus, higher carbon dioxide concentrations may
be accepted.

The filtration efficiency of thesubstances and mixtures which are hazardous to health and
against harmful biological agenis dependent on the sizdistribution and nature of the
aerosolsparticles,gasesandvapours as well as of the characteristics of the filtering element.
Filtration efficiency changes have to be considered in the design of the device and adequate
instructions given.

The breathble gas supply in compressed air or oxygen breathing apparatus is to be ensured

by proper design of the mechanicaperational strength and function. The risks caused by
wrong combination of air supply systems of the breathing apparatus have to batelinsa
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far as possible by design. If not possible, adequate information on safe combinations shall be
given by the manufacturer.

The respiratory protective device cannot contain or release any substances which are known
to be harmful. All of the materialused should be listed in the informatiorthe user. The
release of harmful filtering material from the filter has to be eliminated.

The design, adjustments and size range or overpressure inside Hpeetacéas to prevent

face seal leakage as far@sssible. The maximum breathing rate needs to be considered in the
foreseeable useonditionsand the device designaedthe breathing resistance is not too high.

The foreseeable work load can also cause-f@émee leakage due to higher ungeessure

inside the mask. Moreover, the effect of the increase of the breathing resistance of particle
filters during normal use oflfering face piece respirators should also be carefully considered.
The magnitude of the penetration between the body of the mask and the face of the user is
proportional to the square root of the resistance. Therefore, the higher the resistance of the
filter is the greateis the face penetration. This needs to be clearly explained in instructions
for use accompanying particle filters and face masks.

The manufacturer is required to mark all respiratory protective devices, their components and
important pare parts so that it is clear to which device these belong to. These markings also
have to be described in the instructions for use.

All filters have to be marked with relevant pictograms and information on the deadline for the
storage of the filterashen kept sealed in their original packaging.

The essential requirement 2.3 applies to all respiratory protective devices. This requirement
foresees the use of aitigging products or lenses when necessary. This is essential for full
face masks intendddr use in very polluted and foggy atmospheres where it is not possible to
remove the apparatus in order to clean it.

ANNEX 113.10.(continued)
3.10.2. Protection against cutaneous and ocular contact

PPE intended to prevent the surface contact of apjaot of the body with
substances and mixtures which are hazardous to health or with harr
biological agents must be capable of preventing the penetration or permes
of such substances and mixtures and agents through the protective integu
under tle foreseeable conditions of use Wwhich the PPE is intended.

To this end, the constituent materials and other components of those typs
PPE must be chosen or designed and incorporated so as to ensure, as
possible, complete leaightness, whik will allow where necessary prolonged
daily use or, failing this, limited leakghtness necessitating a mstion of the
period of wear.

Where, by virtue of their nature and the foreseeable conditions of their U
certain substances and mixtures wh@&re hazardous to health or harmfu
biological agents possess high penetrative power which limits the duratior
the protection provided by the PPE in question, the latter must be subjectg
standard tests with a view to their classification on theisba$ their

performance. PPE which is considered to be in conformity with the t4
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specifications must bear a marking indicating, in particular, the names or
the absence of the names, the codes of the substances used in the tests §
correspondingstandard period of protection. The manufacturer's instructio
must also contain, in particular, an explanation of the codes (if necessary
detailed description of the standard tests and all appropriate information
the determination of the maximumenmissible period of wear under the
different foreseeable conditions of use.

The protective part of this PPE will prevent adequately direct comtictthe skin or eyes
with substances and mixtures which are hazardous to health and against balofutal
agents

PPE protecting againstuubstances and mixtures which are hazardous to health and against
harmful biological agentsieeds to have penetration and permeation properties suitable
according to the risk and tasks for which they are desighieid. will be the case at least
during the timeof useindicated in the instruction for use. In practice all materials have
limited protection over time and thus relevant information and warnings are needed in the
instructions for use.

It is not possibleo test the protection efficiency against all substamees mixturesn all
ambient conditionsTests with representatisibstancewill give an indication to the usef
the protection efficiencyln the instructions for use the test substances aree toldarly
mentioned so that the end user can saextitable PPE for his task$he meaning of these
results, e.g. breakthrough timeged to be explained to makbéem cleatto theuser. On that
basis the user will be able to evaluate the protediwhtime of protection in his/hepwn
working situation.

A 11.353.11 Diving equipment

ANNEX Il (continued)
3.11. Diving equipment

The breathing equipment must make it possible to supply the user wit
breathable gaseous mixture, under foreseeatelitions of use and taking
account in particular of the maximum depth of immersion.

Where the foreseeable conditions of use so require, the diving equipment 1
comprise the following:

(a) a suit which protects the user against cold (see point 3.7) gmeéssure
resulting from the depth of immersion (see point 3.2);

(b) an alarm designed to give the user prompt warning of an approach
failure in the supply of breathable gaseous mixture (see point 2.8);

(c) a lifesaving device enabling the user to return to dindace (see point
3.4.1).

The term ndi vsirestgctecetq equippmnesedtfad the diving in a stdqueous
(i.e. water) medium.
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Respiratory tracts are subjected to the effect of the pressure. Breathing apparatus must
therefore be providedvith an automatically regulatiorsystem of the feeding systeaf a
breathable gas mixture.

In a sub aqueous medium, the user is always exposed to pressure. Only one type of the diving
suits protects the user against the pressure@mospheriaiving suit (ADS) whichis a small
oneman articulategubmersibleof anthropomorphidorm which resembles a suit afmout

with elaborate pressure joints to allow articulatidhe flexible combinations used in practice
cannot ensure a protection against thesguee within the meaning of requirement 3.2. This
requirement, with regard to the pressure, imposes only that the combinations will not induce
new risks arising from the equipment itself. The warning device forms integral part of the
breathing apparatusmaed to requirement 3.1 Xirst subparagraph.

The lifesaving sujtwhich allows for the rapid escape of the djv&ntould not be confused

with the diving suit. Thi s rescue,vwghui pmen
provides the diver with meansrfaontrolling buoyancy and for holding him in a hegd

position at the surface even if he is unconscious and in cases of emergency for returning at the
surfacejs worn independently and over the diving suit.
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12. ANNEX-TECHNI CAL DOCUMENTATI ON FOR PP

ANNEX 1l
TECHNICAL DOCUMENTATION FOR PPE

The technical documentation shall specify the means used by the manufacturq
ensure the conformity of the PPE with the applicable essential health and sa
requirements referred to in Article 5 and set ovAmmex Il.

The technical documentation shall include at least the following elements:

(a) a complete description of the PPE and of its intended use;

(b) an assessment of the risks against which the PPE is intended to protect;

(c) a list of the essential health andetgfrequirements that are applicable to the PPE;

(d) design and manufacturing drawings and schemes of the PPE and of its compor
subassemblies and circuits;

(e) the descriptions and explanations necessary for the understanding of the dray
and schemes refed to in point (d) and of the operation of the PPE;

(f) the references of the harmonised standards referred to in Article 14 that have
applied for the design and manufacture of the PPE. In the event of pa
application of harmonised standards, theentation shall specify the parts which
have been applied;

(g) where harmonised standards have not been applied or have been only par
applied, descriptions of the other technical specifications that have been applig
order to satisfy the applicable essial health and safety requirements;

(h) the results of the design calculations, inspections and examinations carried o
verify the conformity of the PPE with the applicable essential health and saf
requirements;

(i) reports on the tests carried out torifye the conformity of the PPE with the
applicable essential health and safety requirements and, where appropriat
establish the relevant protection class;

()) a description of the means used by the manufacturer during the production of
PPE to ensuréhe conformity of the PPE produced with the design specifications;

(Kla copy of t s éenstracBonsuahdaicfdrnoatioa sed out in point 1.4 o
Annex II;

() for PPE produced as a single unit to fit an individual user, all the necess
instructions for maufacturing such PPE on the basis of the approved basic mode

(m)for PPE produced in series where each item is adapted to fit an individual usq
description of the measures to be taken by the manufacturer during the fitting
production process to ensuthat each item of PPE complies with the approved tyy
and with the applicable essential health and safety requirements.

When establishing the technical documentation, the manufacturer mustttakecount the
category of PPE

127



PPE Regulation (EU) 2016/425 Guidelines - 1°* Edition — April 2018

The risk assessment in (b@fers tothe risk assessment performbg the manufacturer
accor di ng Prebminam Reenarlsih the PPE Regulation.

PPE produced as a single unit to fit an individual usel) iaré PPE placed on the market as a
singde unit which cannot be tested in a series production because each individual item is
uniqueand would be destroyed in testirfgr examplecustommadeorthopaedic protective
footwear Information on the process followed for manufacturing the single sinail be
included so to guarantee the conformity with the type.

PPE produced in series where each item is adapted to fit an individual usaris;nRPE
produced in series and where general testing of the PPE is possible, for example custom
mouldedearplgs.

According to (j) information on conformity with Module C (Annex VI) should be included
the technical documentation.

The notified body should check thiéte information according tpoint (j) of Annex Il is
includedin the technical documentatioas precribed in point &) of Annex |
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ANNEX-ITNTERNAL PRODUCTI ON CONTROL

. Internal production control is the conformity assessment procedure whereby

. Authorised representative

ANNEX IV
INTERNAL PRODUCTION CONTROL
(Module A)

manufacturer fulfils th@bligations laid down in points 2, 3 and 4, and ensures a
declares on his sole responsibility that the PPE concerned satisfies the applig
requirements of this Regulation.

Technical documentation

The manufacturer shall establish the technical doatetien described in Annex
1.

Manufacturing

The manufacturer shall take all measures necessary so that the manufact
process and its monitoring ensure compliance of the manufactured PPE withj
technical documentation referred to in point 2 and Withapplicable requirements
of this Regulation.

CE marking ad EU declaration of conformity

4.1 The manufacturer shall affix the CE marking to each individual PPE th
satisfies the applicable requirements of this Regulation.

4.2 The manufacturer shall draw upwaitten EU declaration of conformity for a
PPE model and keep it, together with the technical documentation, at
disposal of the national authorities for 10 years after the PPE has been place
the market. The EU declaration of conformity shall idgrttie PPE for which it
has been drawn up. A copy of the EU declaration of conformity shall be m3
available to the relevant authorities upon request.

T h e ma n usfolaligationsrset pub in point 4 may be fulfilled by his auged
representative, on his behalf and under his responsibility, provided that they

specified in the mandate.

If third parties are involved in the conformity assessment process the manufatiiuhers
the full responsibility for the complianca the PPE.

129

(1



14.

PPE Regulation (EU) 2016/425 Guidelines - 1°* Edition — April 2018

ANNEWX-EU TYBPXAMI NATI ON (Modul e B

ANNEX V
EU TYPE-EXAMINATION
(Module B)

EU typeexamination is the part of a conformity assessment procedure in whic
notified body examines the technical design of PPE and verifies and atteshethg
technical design of the PPE meets the requirements of this Regulation that app
it.

EU typeexamination shall be carried out by assessment of the adequacy of
technical design of the PPE through examination of the technical documentat
plus examination of a specimen, representative of the production envisaged, of
complete PPE (production type).

Application for EU typeexamination

The manufacturer shall lodge an application for EU 4gp@&mination with a single
notified body of his choice.

The application shall include:

(a) the name and address of the manufacturer and, if the application is lodged b
authorised representative, his name and address as well;

(b) a written declaration that the same application has not been lodged with
othernotified body;

(c) the technical documentation described in Annex lll;

(d) the specimen(s) of the PPE representative of the production envisaged.
notified body may request further specimens if needed for carrying out the
programme. For PPE produced iniserwhere each item is adapted to fit ar
individual user, specimens shall be provided that are representative of the r:
of different users, and for PPE produced as a single unit to accommodate
special needs of an individual user, a basic model baagilovided.

EU typeexamination
The notified body shall:

(a) examine the technical documentation to assess the adequacy of the tech
design of the PPE. In conducting such an examination, point (j) of Annex
need not be taken into account;

(b) for PPE prodced in series where each item is adapted to fit an individual ug
examine the description of the measures to assess their adequacy;

(c) for PPE produced as a single unit to fit an individual user, examine {
instructions for manufacturing such PPE on tlasi® of the approved basic
model to assess their adequacy;

(d) verify that the specimen(s) have been manufactured in conformity with {
technical documentation, and identify the elements which have been designg
accordance with the applicable provisiongted relevant harmonised standards
as well as the elements which have been designed in accordance with (
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(e)

(f)

technical specifications;

carry out appropriate examinations and tests, or have them carried out, to c
whether, where the manufacturer has emoso apply the solutions in the
relevant harmonised standards, these have been applied correctly;

carry out appropriate examinations and tests, or have them carried out, to ¢
whether, where the solutions in the relevant harmonised standards haeemot
applied, the solutions adopted by the manufacturer, including those in of
technical specifications applied, meet the corresponding essential health
safety requirements and have been applied correctly.

. Evaluation report

The notified body shaldraw up an evaluation report that records the activitie
undertaken in accordance with point 4 and their outcomes. Without prejudice tg
obligations visavis the notifying authorities, the notified body shall release th
content of that report, in fudlr in part, only with the agreement of the manufacture

. EU

6.1

6.2

typeexamination certificate

. Where the type meets the applicable essential health and safety requirem
the notified body shall issue an EU typeamination certificate to the
manufacturer.

The period of validity of a newly issued certificate and, where appropriate, o
renewed certificate shall not exceed five years.

. The EU typeexamination certificate shall contain at least the followin
information:

(a) the name and identification number of tiaified body;

(b) the name and address of the manufacturer and, if the application is lod
bytheauthar s ed r e pr e s e sinmametandvaddresst he | a

(c) identification of the PPE covered by the certificate (type number);

(d) a statement that the PPE typamplies with the applicable essential healt}
and safety requirements;

(e) where harmonised standards have been fully or partially applied,
references of those standards or parts thereof;

(H where other technical specifications have been applied rédferences;
(9) where applicable, the performance level(s) or protection class of the PPH

(h) for PPE produced as a single unit to fit an individual user, the range
permissible variations of relevant parameters based on the approved 4
model;

(i) the date of isue, the date of expiry and, where appropriate, the date(s)]
renewal,

() any conditions attached to the issue of the certificate;

(k) for Category Il PPE, a statement that the certificate shall only be used
conjunction with one of the conformity assessn@ntedures referred to in
point (c) of Article 19.
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6.3.
6.4.

. Review of the EU type&xamination certificate
7.1.

7.2.

7.3.

7.4.

7.5.

7.6.

The EU typeexamination certificate may have one or more annexes attacheg

Where the type does not satisfy the applicable essential health and sd
requirements, the notified body shall refuse to issuéld typeexamination
certificate and shall inform the applicant accordingly, giving detailed reasg
for its refusal.

The notified body shall keep itself apprised of any changes in the gener
acknowledged tate of the art which indicate that the approved type may 1
longer comply with the applicable essential health and safety requirements,
shall determine whether such changes require further investigation. If so,
notified body shall inform the maradturer accordingly.

The manufacturer shall inform the notified body that holds the technig
documentation relating to the EU typgamination certificate of all
modifications to the approved type and of all modifications of the technig
documentation @t may affect the conformity of the PPE with the applicabl
essential health and safety requirements or the conditions for validity of t
certificate. Such modifications shall require additional approval in the form
an addition to the original EU typexamination certificate.

The manufacturer shall ensure that the PPE continues to fulfil the applica
essential health and safety requirements in light of the state of the art.

The manufacturer shall ask the notified body to review the EU-typ
examinatio certificate either:

(a) in the case of a modification to the approved type referred to in point 7.2;
(b) in the case of a change in the state of the art referred to in point 7.3;
(c) at the latest, before the date of expiry of the certificate.

In order to allow thenotified body to fulfil its tasks, the manufacturer shal
submit his application at the earliest 12 months and at the latest 6 months |
to the expiry date of the EU tygxamination certificate.

The notified body shall examine the PPE type and, whecessary in the light
of the changes made, carry out the relevant tests to ensure that the appy
type continues to fulfil the applicable essential health and safety requireme|
If the notified body is satisfied that the approved type continues tib thudf
applicable health and safety requirements, it shall renew the EU ty
examination certificate. The notified body shall ensure that the revig
procedure is finalised before the expiry date of the EU -gxaamination
certificate.

Where the conditionseferred to in points (a) and (b) of point 7.4 are not met,
simplified review procedure shall apply. The manufacturer shall supply
notified body with the following:

(&) his name and address and data identifying the EU-e@ype&ination
certificate concered,;

(b) confirmation that there has been no modification to the approved type
referred to in point 7.2, including materials, stdmponents or sub
assemblies, nor to the relevant harmonised standards or other techiy
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specifications applied;

(c) confirmation hat there has been no change in the state of the art as refe
to in point 7.3;

(d) where not already supplied, copies of current product drawings §
photographs, product marking and information supplied by t
manufacturer; and

(e) for Category Il productswhere not already available to the notified body
information on the results of the supervised product checks at rand]
intervals carried out in accordance with Annex VII, or on the results
audits of his quality system carried out in accordance witreRMill.

Where the notified body has confirmed that no modification to the approy
type referred to in point 7.2 and no change in the state of the art referred f
point 7.3 has occurred, the simplified review procedure shall be applied and]
examinaions and tests referred to in point 7.5 shall not be carried out. In su
cases, the notified body shall renew the EU tgpamination certificate.

The costs associated with that renewal shall be proportionate to
administrative burden of the simplifiguiocedure.

If the notified body finds that a change in the state of the art referred to in pq
7.3 has occurred, the procedure set out in point 7.5 shall apply.

7.7.1f, following the review, the notified body concludes that the EU +typq
examination certifici is no longer valid, the body shall withdraw it and thq
manufacturer shall cease the placing on the market of the PPE concerned.

. Each notified body shall inform its notifying authority concerning the EU-typq
examination certificates and/or any additiotieereto which it has issued or
withdrawn, and shall, periodically or upon request, make available to its notify
authority the list of such certificates and/or any additions thereto refused, suspe
or otherwise restricted.

Each notified body shall iofm the other notified bodies concerning the EU type
examination certificates and/or any additions thereto which it has refus
withdrawn, suspended or otherwise restricted, and, upon request, concerning
certificates and/or additions thereto whichats issued.

The Commission, the Member States and the other notified bodies may, on req|
obtain a copy of the EU typexamination certificates and/or additions thereto. On
reasoned request, the Commission and the Member States may obtain a bepy
technical documentation and the results of the examinations carried out by
notified body.

The notified body shall keep a copy of the EU tgxamination certificate, its
annexes and additions, as well as the technical file includingldbementation
submitted by the manufacturer, for a period of five years after the expiry of
validity of that certificate.

. The manufacturer shall keep a copy of the EU 4gx&mination certificate, its
annexes and additions, together with the techrnioalmentation at the disposal of
the national authorities, for 10 years after the PPE has been placed on the markl

10. The manufacturer's authorised representative may lodge the application referr
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in point 3 and fulfil the obligations set out in poim*, 7.4 and 9, provided that
they are specified in the mandate.

It is important that thenotified body has access to thma n u f a cinstuuctiens sral
information in order to verify that the specifications indicated by the manufacturer really
cover the EHSRs applicable to the PPE concernddanufacturer8 instructions and
information must specify the intended use of the PPRlandsks covered.

Verification by tre notified body of the effectiveness of the protection offered by the PPE
assumes concrete knowledge of the dangerous situations inherent in its intended use as
declared in thenanufacturers' instructions and informatemd of the acknowledged state of

the art at that moment. Thus, th&) Bype-examination carried out by the notified body goes
beyond simply applying the test resources specified in the relevant European harmonised
standards and noting that the test results are in conformity with the ldvetsformance
required by those standards. The fact that the transposed European harmonised standard is
regarded as supporting the presumption of conformity does not relieve the manufacturer of his
responsibility to design and manufacture PPE which méetsdrrent state of the art, nor

does it authorise the notified body to refuse to carry outl@dryRe-examination of a PPE

which meets the current state of the art on the grounds that it would be different from the state
of the art considered by the traosed European harmonised standard.

The EHSRs referred to are those relevant requirements oPBteRegulationwhich are
applicable to the PPE in accordance with the foreseeable use. This allows the manufacturer to
innovate by offering a PPE of radicalhew design, or having characteristics and levels of
performance which offer a greater degree of safety than those envisioned in the European
harmonised standards. It requires the notified body to demonstrate flexibility whilst at the
same time, throughdtcompetence and expertise, ensuring that the PH&remnto thePPE
Regulation The EUtype examination of the PPE the procedure whiobnables the notified

body to verify the conformity of the PPE with the provisions ofRR&E Regulation

It is the responsibility of the manufacturer to supply the information requested in 7.6 to the
notified body. If the notified body has reasonable doubts thandrfacture@instructions

and informatiorarenot correct, further checks gtit benecessary. For&egory IlIPPE the
results of the assessments according to module ©Xbould be taken into account.
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ANNEX -¥YONFORMI TY TO TYPE BASED

PRODUCTI ON CONTROL (Modul e C)

CONFORMITY TO TYPE BASED ON INTERNAL PRODUCTION CONTROL

1.

4.

ANNEX VI

(Module C)

Conformity to type based on internal production control is the part of a conform
assessment procedure whereby the manufacturer fulfils the obligations laid dow
points 2 and 3, and ensures and declares undesole responsibility that the PPE
concerned is in conformity with the type described in the EU-éxaenination
certificate and satisfies the applicabdguirements of this Regulation.

Manufacturing

The manufacturer shall take all measures necessarthat the manufacturing
process and its monitoring ensure conformity of the manufactured PPE with the
described in the EU typexamination certificate and with the applicablg
requirements of this Regulation.

CE marking ad EU declaration of confortyj

3.1. The manufacturer shall affix the CE marking to each individual PPE that is
conformity with the type described in the EU tygeamination certificate and
satisfies the applicablequirements of this Regulation.

3.2. The manufacturer shall draw up a wnittEU declaration of conformity for a
PPE model and keep it at the disposal of the national authorities for 10 yq
after the PPE has been placed on the market. The EU declaration of confor
shall identify the PPE for which it has been drawn up. A copyhe EU
declaration of conformity shall be made available to the relevant authorif
upon request.

Authorised representative

T he ma n usfolligationsrset pub in point 3 may be fulfilled by his authorise
representative, on his behalf and undes t@sponsibility, provided that they are
specified in the mandate.
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ANNEX -\CIONFORMI TY TO TYPE BASED
PRODUCTI ON CONTROL PLUS SUPERVI
CHECKS AT RANDOM | NTERVALS (Modul e

1. Conformity to type based on internal production control plus supervised prod

CONFORMITY TO TYPE BASED ON INTERNAL PRODUCTION CONTROL

ANNEX VII

PLUS SUPERVISED PRODUCT CHECKS AT RANDOM INTERVALS
(Module C2)

checks at random intervals is the part of a conformity assessment proce
whereby the manugdurer fulfils the obligations laid down in points 2, 3, 5.2 and €
and ensures and declares on his sole responsibility that the PPE, which has
subject to the provisions of point 4, is in conformity with the type described in {
EU typeexamination ertificate and satisfies the applicablequirements of this
Regulation.

Manufacturing

The manufacturer shall take all measures necessary so that the manufact
process and its monitoring ensure the homogeneity of production and conformit
the manufatured PPE with thetype described in the EU tymxamination
certificate and with the applicablequirements of this Regulation.

Application for supervised pduct checks at random intervals

Before placing PPE on the market, the manufacturer shall ladggoplication for
supervised product checks at random intervals with desimgtified body of his
choice.

The apfiication include the following:

(a) the name and address of the manufacturer and, if the application is lodged b
authorised represitative his name and address;

(b) a written declaration that the same application has not beendloditjfe any
other notified body;

(c) the idenification of the PPE concerned.

Where the chosen body is not the body that has carried out the EU ty
examination, the applitian stall also include the following:

(a) the technical docunmeation described in Annex lli;
(b) a copy of the B type-examination certificate.
Product checks

4.1The notified body shall carry out product checks in order to verify th
homogeneity of production anthe conformity of the PPE with the type
described in the EU typexamination certificate and with the applicable
essential health and safety requirements.

4.2 The product checks shall be carried out at least once a year, at random inte
determined by theatified body. The first product checks shall be carried out n
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more than one year after the date of issue of the tfld- examination
certificate.

4.3 An adequate statistical sample of the manufactured PPE shall be selected b
notified body at a place agré between the body and the manufacturer. A
items of PPE of the sample shall be examined, and appropriate tests set g
the relevant harmonised standard(s) and/or equivalent tests set out in (¢
relevant technical specifications shall be carried ioubrder to verify the
conformity of the PPE with the type described in the EU -tyg@mination
certificate and with the applicable essenti@alth and safety requirements.

4.4Where the notified body referred to in point 3 is not the body that issued
relevant EU typesxamination certificate, it shall contact that body in the eve
of difficulties in connection with the assessmeinthe@ conformity of the sample.

4.5The acceptance sampling procedure to be applied is intended to deter;
whether the manuféiering process ensures the homogeneity of production a
performs within acceptable limits, with a view émsuring conformity of the
PPE.

4.6lf the examination and testing reveal that the production is not homogeneous
that the PPE does not comply withethype described in the EU type
examination certificate or with the applicable essential health and saf
requirements, the notified body shall take measures appropriate to the fau
recorded and informhe notifying authority thereof.

. Test report
5.1 Thenotified body shall provide theanufacturer with a test report.

5.2The manufacturer shall keep the test report at the disposal of the nati¢
authorities for 10 years after the PR&S been placed on the market.

5.3The manufacturer shall, under thesponsibility of the notifié body, affix the
not i f i sidentificatidnyndmber ding the manufacturing process.

. CE marking ad EU declaration of conformity

6.1 The manufacturer shall affix the CE marking and, under the responsibility of
notified bod/ referred to in point 3, the latter's identification number to eag
individual item of PPE that is in conformity with the type described in the E
type-examination certificate and satisfies the applicalelguirements of this
Regulation.

6.2.The manufactureshall draw up a written EU declaration of conformity for eac
PPE model and keep it at the disposal of the national authorities for 10 yq
after the PPE has been placed on the market. The EU declaration of confor
shall identify the PPE modé&r which it has been drawn up.

A copy of the EU declaration of conformity shall be made available to t
relevant authorities upon request.

. Authorised representative

T h e ma n usfolaligationsrmay b@ fulfilled by his authorised representative, q
his behalf and under his responsibility, provided that they are specified in
mandate. An authorised representativay not f ul f i & obligtiens nj
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set out in point 2.

It should be highlighted that the Etype-examination certificate must be issued to the
manufacturer that has applied for the quality control system laid down inrthisxA/Il. This
also applies to manufacers that have owhbrand label EUype-examinaton certificates.

It would be sensible for the notified body
before agreeing to its identification number being marked on the product.

Sharing of information between the notified bodies used byaaufacturer is confidential,
and arises where there is difficulty in asseg the conformity of samples.

138



17.

PPE Regulation (EU) 2016/425 Guidelines - 1°* Edition — April 2018

ANNEX VCONFORMITY TO TYPE BASED
ASSURANCE OF THE PRODUCTI

ANNEX VIII

CONFORMITY TO TYPE BASED ON QUALITY ASS URANCE OF THE
PRODUCTION PROCESS

(Module D)

Conformity to type based on quality assurance of the production process is the
of a conformity assessment procedure whereby the manufacturer fulfils

obligations laid down in points 2, 5 and 6, and ersued declares on his sole
responsibility that the PPE concerned is in conformity with the type described in
EU typeexamination certificate and satisfies the applicallguirements of this

Regulation.

Manufacturing

The manufacturer shall operate approved quality system for production, final
product inspection and testing of the PPE concerned as specified in point 3,
shall be subject to surveillance as specified in point 4.

Quality system

3.1. The manufacturer shall lodge an application for asse#swiehis quality
system with a single notified body of his choice.

The application shall include:

(a) the name and address of the manufacturer and, if the application is lod
by the authorised representative, his name and address as well;

(b) the address of thema n u f ascptemises wh&re the audits can be carrig
out;

(c) a written declaration that the same application has not been lodged
any other notified body;

(d) the identification of the PPE concerned,
(e) the documentation concerning the quality system.

Where the chosen body is not the body that has carried out the EU ty
examination, the application shall also include the following:

(a) the technical documentation of the PPE described in Annex llI;
(b) a copy of the EU typexamination certificate.

3.2. The quality systenshall ensure that the PPE is in conformity with the typ
described in the EU typexamination certificate and complies with the
applicable requirements of this Regulation.

All the elements, requirements and provisions adopted by the manufact
shall bedocumented in a systematic and orderly manner in the form of writt
policies, procedures and instructions. The quality system documentation S
permit a consistent interpretation of the quality programmes, plans, many
and records.
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3.3.

3.4.

3.5.

3.6.

The quality systendocumentation shall, in particular, contain an adequa
description of:

(a) the quality objectives and the organisational structure, responsibilities 3
powers of the management with regard to product quality;

(b) the corresponding manufacturing, quality contapld quality assurance
techniques, processes and systematic actions that will be used;

(c) the examinations and tests that will be carried out before, during and &
manufacture, and the frequency with which they will be carried out;

(d) the quality records, sucks inspection reports and test data, calibration da
and qualification reports on the personnel concerned; and

(e) the means of monitoring the achievement of the required product quaj
and the effective operation of the quality system.

The notified bodyshall assess the quality system to determine whether
satisfies the requirements referred to in point 3.2.

It shall presume conformity with those requirements in respect of the elemg
of the quality system that comply with the corresponding spectitsitof the
relevant harmonised standard.

In addition to experience in quality management systems, the auditing tg
shall have at least one member with experience of evaluation in the field
PPE and technology concerned, and knowledge of the applicatbatial
health and safety requirements. The audit shall include ansass@svisit to

t he ma n s fprancigesu Mhe radditing team shall review the technig
documentation of the PPE referred to in point 3.1 to verify the manufacturq
ability to identify the applicable essential health and safety requirements ang
carry out the necessary examinations with a view to ensuring conformity of
PPE with those requirements.

The result of that assessment shall be notified to the manufacturer.
notification shall contain the conclusions of the audit and the reasor
assessment decision.

The manufacturer shall undertake to fulfil the obligations arising out of t
guality system as approved and to maintain it so that it remains adequate
efficient.

The manufacturer shall keep the notified body that has approved the qua
system informed of any intended change to the quality system.

The notified body shall evaluate any proposed changes and decide whethe
modified quality system will continue &atisfy the requirements referred to in|
point 3.2 or whether a reassessment is necessary.

It shall notify the manufacturer of its decision. The notification shall contgj
the conclusions of the examination and the reasoned assessment decision.

The notifiedbody shall authorise the manufaat e r t o af f i x ﬂ
identification number to each individual item of PPE that is in conformity wi
the type described in the EU typ&amination certificate and satisfies the
applicable requirements of tHegulation.
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4. Surveillance under the responsibility of the notified body

4.1. The purpose of surveillance is to make sure that the manufacturer duly fu
the obligations arising out of the approved quality system.

4.2. The manufacturer shall, for assessment pugoa#iow the notified body
access to the manufacture, inspection, testing and storage sites and
provide it with all necessary information, in particular:

(a) the quality system documentation;

(b) the quality records, such as inspection reports and testcdéibtaation data
and qualification reports on the personnel concerned.

4.3. The notified body shall carry out periodic audits, at least once a year, to m|
sure that the manufacturer maintains and applies the quality system and
provide the manufacturevith an audit report.

4.4. In addition, the notified body may pay unexpected visits to the manufactu
During such visits the notified body may, if necessary, carry out examinatiq
or tests of the PPE, or have them carried out, in order to verify that iy qu
system is functioning correctly. The notified body shall provide th
manufacturer with a visit report and, if tests have been carried out, with a
report.

5. CE marking and EU declaration of conformity

5.1. The manufacturer shall affix the CE marking aodder the responsibility of
the notified body refere d t o i n p og identific&tionlnumbeér hoe
each individual item of PPE that is in conformity with the type described in t
EU typeexamination certificate and satisfies the applicablguirements of
this Regulation.

5.2. The manufacturer shall draw up a written EU declaration of conformity f
each PPE model and keep it at the disposal of the national authorities fo
years after the PPE has been placed on the market. The EU declafatig
conformity shall identify the PPE model for which it has been drawn up.

A copy of the EU declaration of conformity shall be made available to t
relevant authorities upon request.

6. The manufacturer shall, for 10 years after the PPE has been placedmarkie,
keep at the disposal of the national authorities:

(a) the documentation referred to in point 3.1;
(b) the information related to the change referred to in point 3.5, as approved;

(c) the decisions and reports of the notified body referred to in points 3.5n4d.
4.4,

7. The notified body shall inform its notifying authority of quality system approval
issued or withdrawn, and shall, periodically or upon request, make available tdg
notifying authority the list of such quality system approvals refuseshesugtd or
otherwise restricted.

The notified body shall inform the other notified bodies of quality system approv
which it has refused, suspended, withdrawn or otherwise restricted, and, U
request, of such quality system approvals which it has issued.
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8. Authorised representative

T h e ma n usfolaigationsrset oudin points 3.1, 3.5, 5 and 6 may be fulfilled
his authorised representative, on his behalf and under his responsibility, prov
that they are specified in the mandate.

The quality assesnent system of the authorised representative/responsible person shall not be
subject to assessment by a notified body, but the quality assessment system of the actual
manufacturer. It would not be reasonable to assess a quality assessment systenlitgf a faci
that is not producing the product. However, if the authorised representative is carrying out
tests and/or verifications required by the PR&gulationto determine conformity with the
essential health and safety requirements, he shall be subjece tqu#lity assurance
assessment.

Any assessment following changes to a previously approved system must be limited to the
relevant modifications.
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ANNEX-BWX DECLARATI ON OF CONFORMI

2. Name and address of the manufacturer and, where applicable, his autho

(M It is optional for the manufacturer to assign a number to the declaration of conformity.

1. PPE (product, typdyatch or serial number):

. Refeences to the relevant harmonised standards used, including the date o

. Where applicable, the notifiedbbdy é ( na me, number ) -¢

. Where applicabl e, the PPE is subjec

. Additional information:

Signed for and on behalf of: &
(place and date of issue):
(name, function) (signature):

ANNEX IX
EU DECLARATI ON OF CONFORMI TY N

representative:

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

Object of the declaration (identification of PPdlowing traceability; where
necessary for the identification of the PPE, a colour image of sufficient clarity nj
be included):

The object of the declaration described in point 4 is in conformity with the relev
Uni on har moni sation | egislation: &

standard, or references to the other technical specifications, including the date g
specification, in relation to which conformity is declared:

examination (Module B) and issued the EU bdg& ami nat i on q
(reference to that certificate).

(either conformity to type dsed on internal production control plus supervise
product checks at random intervals (Module C2) or conformity to type based
gual ity assurance of the producti on
the notified body ¢é (name, number ) .

TY

The EU declaration of conformity, to leafted and signed by the manufacturer, is required
by Article 15 of the PPE Regulation (EU) 2016/425. Annex IX inchalenodel structure for
the EU declaration of conformity, based on Annex IID&cision No 768/2008/EC
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19. ANNEX-CORRELATI

ON TABLE

ANNEX X
CORRELATION TABLE

Directive 89/686/EEC

This Regulation

Article 1(1)

Article 1(2) and (3)
Article 1(4)

Article 2(1)

Article 2(2)

Article 2(3)
Article 3

Article 4(1)

Article 4(2)

Article 5(1), (4), (5)
Article 5(2)
Article 6

Article 7

Article 8(1)

Article 8(2)(4)
Article 9

Article 10

Article 11(A)
Article 11(B)
Article 12(1)
Articles 12(2) and 13
Article 14

Article 15

Article 16(1) first subparagraph and (2)
Article 16(1) second subparagraph
Annex |

Annex Il

Annex I

Annex IV

Annex V

Annex VI

Articles 1 and 2(1)
Article 3 point (1)
Article 2(2)

Article 4

Article 6

Article 7(2)

Article 5

Article 7(1)

o)

o)

Article 14

Article 44

Articles 3741
Article 8(2) firstsubparagraph
Articles 18 and 19 and Annex |
Articles 20, 24(1), 25, and 30(1)
Annex V

Annex VII

Annex VIII

Article 15

Articles 16 and 17
o}

o}

o}

Article 48(2)
Article 2(2)

Annex Il

Annex Il

Article 16

Article 24(2)(11)
Annex IX
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200 APPENDI X GUI DE FORCATHGEGEORI SATI ON O
PERSONAL PROTECTI VE EQUI PMENT (PPE)

Summary of the provisions of Regulation (EU) 2016/425( t he A PPE Regul at
concerning categorisation of PPE, according to the level of risk the intended
user is protected against.

1. Definition of PPE (Article3(1))

Personal protective equipme®RB mears:
1.1. equpment designed and manufactutedbe worn or held by a person for protection
against one or more risks to that persongd

1.2.interchangeable componerfits equipment referred to in point (@hich are essential
for its protective functior{Article 3(1)(b))

1.3. connexion systems for equipment referred to in point (a) that are not held or worn by
a person, that are designed to canirtbat equipment to an external device or to a
reliable anchorage point, that are not designed to be permanently fixed and that do not
require fastening works before ugeticle 3(1)(c)).

2. Equipment excluded from the scope of the F&gulation referredto in this document as
ANot (RrickE 8(2):

2.1.PPEspecifically designed for use by the armed forces or in the maintenance of law
and ordelArticle 2(2)Ya))
(for example: helmets, shields, etc.);

2.2.PPEdesigned to be used for seléfence, with the exception of PPE intended for
sporting activitiegArticle 2(2)b))
(for example: aerosol canisters, personal deterrent weapons, etc.);

2.3. PPE designed for private useprotectagainst:
A atmospheric conditionthat are not of an extreme natgeaticle 2(2)(c)(i)),
(for example: headgear, seasonal clothing, footwear, umbrellas, etc.)
A damp and wateduring dishwashingArticle 2(2)(c)(ii))
(for example: distwashing gloves, etg.)

2.4.PPEfor exclusive use on seagoing vessels or aircraft that are subject to the relevant
international treaties applicable in Member Stéfaticle 2(2)d));

2.5.PPEfor head, face or eye protection of users, that is covered by Regulation No 22 of
the United Natios Economic Commission for Europe on uniform provisions
concerning the approval of protective helmets and their visors for drivers and
passengers of motorcycles and mop@dsicle 2(2)e)).

3. Risk categories of PPE

The risk categories are definedAnnex! of the PPE Regulation.
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3.1. Category | includes exclusively the following minimal risks:
(a) superficial mechanical injury;
(b) contact with cleaning materials of weak action or prolonged contact with water;
(c) contact with hot surfaces not exceeding 50 °C
(d) damage to the eyes due to exposure to sunlight (other than during observation of
the sun);
(e) atmospheric conditions that are not of an extreme nature.

3.2.Category Il includes risks other than those listed in Categories | and Il

3.3.Category lllincludes exclusively the risks that may cause very serious consequences
such as death or irreversible damage to health relating to the following:
(a) substances and mixtures which are hazardous to health;
(b) atmospheres with oxygen deficiency;
(c) harmfulbiological agents;
(d) ionising radiation;
(e) hightemperature environments the effects of which are comparable to those of an
air temperature of at least 100 °C;
(f) low-temperature environments the effects of which are comparable to those of an
air tenperature of 50 °C or less;
(g) falling from a height;
(h) electric shock and live working;
(i) drowning;
(j) cuts by hanéheld chainsaws;
(k) high-pressure jets;
() bullet wounds or knife stabs;
(m) harmful noise.
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PART 1: per type of PPE

Type of PPE Certification | Reason

1. | Equipment for hearing protection category

1.1 | All equipment protecting hearing (whether worn in or 11 3.3. (m)
over the ear)

Except:

1.2 | Earplugs intended for swimmers to prevent water Not PPE Definition
entering the ears of PPE

1.3 | Earplugs not designed to protect against hazards, e.g. | Not PPE Definition
earplugs for sleeping and earplugs for flying of PPE
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Type of PPE Certification | Reason
2. | Equipment for eye protection category
2.1 | All eye protectors and filters, including eye Il 3.2.

protectors against artificial UV radiation (e.g. in
sunbeds) and protective glasses for phototherapy
on babies

Except:

2.2 | Eye protectors and filters designed and 1l 3.3. (e)
manufactured for use in high-temperature
environments the effects of which are comparable
to those of an air temperature of 100 °C or more
and which may or may not be characterised by the
presence of infra-red radiation, flames, hot
splashes or the projection of large amounts of
molten materials

2.3 | Eye protectors and filters designed and 1l 3.3.(d)
manufactured to provide protection against ionising
radiation
2.4 | Eye protectors and filters designed and 1] 3.3.(h)
manufactured to provide protection against electric
shock
2.5 | Swimming and/or diving goggles and masks I 3.1. (@)
2.6 | Eye protectors and filters designed and I 3.1. (d)

manufactured exclusively to provide protection
against sunlight, sun glasses (not corrective) for
private and professional use. This includes cases
where glasses are tinted after manufacturing or
any other assembly after manufacturing (e.g.
assembly of sunlight protective lenses in a non CE
marked frame)

2.7 | Ski goggles of all types, except corrective I 3.1. (d)
spectacles

2.8 | Corrective spectacles including corrective Depends See also the
sunglasses on which interpretative
Note: Where corrective spectacles provide risk document
protection other than protection against sunlight protection between the
(e.g. against impact, abrasive projections, etc.), is given PPED and
they are classified as personal protective against MDD*®

equipment of the category corresponding to the
risk in question solely in respect of their protective
features

2.9 | Visors incorporated into helmets designed and Not PPE 2.5.
manufactured for use with two- or three-wheeled
motor vehicles

13 http://ec.europa.eu/DocsRoom/documents/10262/attachments/1/translations/en/renditions/pdf
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T

ype of PPE

3.

Equipment for protection against falls from a height

Certification

category

Reason

3

.1 | All protective equipment designed and manufactured to

provide protection against falls from a height, for private

or professional use (working at heights, falling off boats,
mountaineering, rock climbing, speleology, etc.). This
category also includes equipment for working at a height
and with support (harnesses, thigh straps, belts, etc.)
and descenders fitted with a built-in speed-regulating
system

Note: This equipment includes harnesses (thigh straps,

shoulder belts, etc.) and all accessories intended for

attaching a person to a structure, with the exception of
anchorage points forming an integral part of the structure
or rock face.

o For example: for professional use: lanyards, mobile
fall arresters, karabiners, energy absorbers,
connectors, anchor points, etc.

o For mountaineering, rock climbing, and speleology:
dynamic mountaineering ropes, slings, connectors
(climbing karabiners), rope clamps, chocks, rock
anchors (pitons), ice anchors, ice tools that can serve
as an anchor point (e.g. for climbing), etc.

Note: The categorisation is not influenced by the fact

that the equipment is factory made/assembled or

produced/assembled by the (employer) user himself

(e.g. double lanyards)

3.3.(9)

Except:

3

.2 | Anchorage points forming an integral part of the
structure or rock face, or require tools for its installation
Example: Anchor devices of classes A, C and D
according to EN 795:2012"

Not PPE

Definition
of PPE

3

.3 | Equipment for accessing or leaving positions at a height
(winch seats, descenders not fitted with a built-in speed-
regulating system, etc.)

Not PPE

Definition
of PPE

3

4 | Equipment for climbing, rock climbing, speleology etc.
(hammers, descenders not fitted with a built-in speed-
regulating system, rope-climbing equipment, etc.)

Not PPE

Definition
of PPE

3

.5 | Support equipment (harnesses, etc.) designed and
manufactured for use with parachutes, paragliders,
hang-gliders, etc. and which cannot be used for
purposes other than those for which they were designed

Not PPE

Definition
of PPE

3.

6 | Emergency parachutes

Not PPE

2.4.

“The

r seadedtion iHdrawn to the warning published in the OJEU regarding EN 795:2012, see:

https://ec.europa.eu/growth/singi@rket/europearstandards/harmonisesiandards/personalotective

equipment_en
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Type of PPE Certification | Reason

4. | Equipment for head protection category
Note: Equipment protecting against several risks of
different categories is subject to the most stringent
conformity assessment procedure

4.1 | Head protection equipment including head protection | I 3.2.
for sports against mechanical impact

Except:

4.2 | Head protection equipment designed and i 3.3. (e)

manufactured to provide protection, including
thermal protection, for use in high-temperature
environments the effects of which are comparable to
those of an air temperature of 100 °C or more and
which may or may not be characterised by the
presence of infra-red radiation, flames, hot splashes
or the projection of large amounts of molten
materials

4.3 | Head protection equipment designed and 1] 3.3. ()
manufactured to provide protection, including
thermal protection, for use in low-temperature
environments the effects of which are comparable to
those of an air temperature of 1 50 °C or less

4.4 | Head protection equipment designed and 11 3.3. (h)
manufactured to provide protection against electric
shock

4.5 | Light headgear designed and manufactured to I 3.1. (a)

provide scalp protection against minor impacts
whose effects cannot cause irreversible lesions

4.6 | Helmets designed and manufactured for riders of 2- | Not PPE 2.5.
or 3- wheeled motor vehicles, including racing
helmets

Note: Car racing helmets are not excluded from the
PPE Regulation and are thus Category Il PPE

4.7 | Helmets designed and manufactured specifically for | Not PPE 2.1.
use by the armed forces or in the maintenance of
law and order
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Type of PPE

5.

Equipment for part or whole face protection

Certification
category

Reason

5.1

All equipment

3.2.

Except:

5.2

Equipment designed and manufactured for use in high-
temperature environments the effects of which are
comparable to those of an air temperature of 100 °C or
more and which may or may not be characterised by
the presence of infra-red radiation, flames, hot
splashes or the projection of large amounts of molten
materials

3.3.(e)

5.3

Equipment designed and manufactured for use in low-
temperature environments the effects of which are
comparable to those of an air temperature of i 50 °C or
less

3.3. (0

5.4

Equipment designed and manufactured to provide
protection against electric shock

3.3.(h)

5.5

Visors designed and manufactured for incorporation
into helmets used by riders of 2- or 3-wheeled motor
vehicles, including racing visors

Not PPE

2.5.
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Type of PPE

6.

Protective clothing

Certification
category

Reason

6.1

All items of clothing and/or accessories (whether or
not detachable) designed and manufactured to
provide specific protection

Remark: This category includes also:

0 protective clothing used for sports activities, such
as diving and immersion suits providing thermal
protection, protective clothes for waterskiing, etc.;

0 protective clothing, such as coveralls and two-
piece suits, providing thermal protection in case
of accidental fall into the water

o0 Garments providing additional protection against
tick bites

0 Beekeeper equipment, in particular beekeeper
veils and beekeeper garments which provide
protection from bee stings, with the exception of
garments that only protect from dirt, and of bee
smokers

3.2.

Exce

t.

6.2

Clothing and/or accessories (whether or not
detachable) designed and manufactured to provide
protection against electric shock

3.3. (h)

6.3

Clothing and/or accessories (whether or not
detachable), designed and manufactured for use in
high-temperature environments the effects of which
are comparable to those of an air temperature of 100
°C or more and which may or may not be
characterised by the presence of infra-red radiation,
flames, hot splashes or the projection of large
amounts of molten materials

Example: protective clothing for wildland firefighters

3.3. (e)

6.4

Clothing and/or accessories (whether or not
detachable), designed and manufactured for use in
low-temperature environments the effects of which
are comparable to those of an air temperature of i 50
°C or less

3.3. (f)

6.5

Clothing and/or accessories (whether or not
detachable) designed and manufactured to provide
only limited protection against substances and
mixtures which are hazardous to health, harmful
biological agents or ionising radiation

Note: The manufacturer shall indicate the products
against which protection is provided, and the time for
which such protection lasts

3.3.(a)
and (c)-
(d)

6.6

Clothing and/or accessories (whether or not
detachable) designed and manufactured to provide
complete insulation of the respiratory tract from the
atmosphere, including those for use in diving

3.3. (a)-
(d)
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6.7

Clothing and/or accessories (whether or not
detachable) designed and manufactured to protect
against liquid chemicals

Note: The manufacturer shall indicate the products
against which protection is provided, and the time for
which such protection lasts

3.3.(a)

6.8

Clothing protecting against bullet wound and/or knife
stabs used by other than the armed forces (for
instance security guards);

3.3. ()

6.9

Clothing and/or accessories (whether or not
detachable) for professional use designed and
manufactured to provide protection against weather
conditions which are neither exceptional nor extreme,
such as rain, ocean spray and water splash

3.1. (e)

6.10

Clothing and/or accessories (whether or not
detachable) designed and manufactured to provide
protection against mechanical action the effects of
which are superficial

3.1. (a)

6.11

Clothing and/or accessories (whether or not
detachable) designed and manufactured to provide
protection against risks arising from handling hot
components which do not expose the user to a
temperature of over 50 °C or to dangerous impacts

3.1.(c)

6.12

Clothing and/or accessories (whether or not
detachable) designed and manufactured specifically
for use by the armed forces or in the maintenance of
law and order, including bullet-proof clothing or
jackets, clothing protecting against biological
contamination or ionising radiation

Remark: The given examples of garments used by
others than armed forces or maintenance of law and
order, are PPE and to be categorised depending on
the type of risk they provide protection against

Not PPE

2.1.

6.13

Clothing and/or accessories for private use (whether
or not detachable) designed and manufactured to
provide protection against adverse atmospheric
conditions

Not PPE

2.3.

6.14

Ordinary clothing and/or accessories (whether or not
detachable) or sports clothing and/or accessories
(not providing specific protection), including uniforms

Not PPE

2.3.

6.15

Mot orcyclistsd gar ment s
See point 14
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Type of PPE Certification | Reason

7. | Respiratory protective equipment category

7.1 | All respiratory protective equipment (however 1l 3.3. (a)-(d)
described) designed and manufactured to provide
protection against solid aerosols, liquid aerosols or
gases
All respiratory protective equipment designed and
manufactured to provide full insulation from the
atmosphere; all respiratory protective equipment
designed and manufactured for use in diving

Except:

7.2 | All respiratory protective equipment designed and | Not PPE 2.1.
manufactured specifically for use by the armed
forces or in the maintenance of law and order

7.3 | Surgical masks Not PPE See also the
Note: Where such masks are also intended to interpretative
protect the wearer against microbial and viral document
infections, etc. they are also Category Il PPE between the
(personal protection and medical use) PPED and

MDD*°

7.4 | Nose plugs intended for swimmers to prevent Not PPE Definition of
water entering the nose PPE

7.5 | Nose filters to prevent mainly the nasal inhalation Not PPE Definition of
of pollen and other allergens PPE

15 hitp://ec.europa.eu/DocsRoom/documents/10262/attachments/1/trangatiemslitions/pdf
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Type of PPE Certification | Reason
8. Equipment for leg and/or foot and anti-slip category

protection
8.1 | All equipment and/or accessories (whether or not | Il 3.2.

detachable) designed and manufactured
specifically to protect the foot and/or the leg and to
provide anti-slip protection, e.g. snow- and ice-
spikes

Note: Protection against static electricity is
included in this category since this equipment is
used in environments with potential risk of

explosion
Except:
8.2 | Equipment and/or accessories (whether or not 11 3.3. (h)

detachable) designed and manufactured to
provide protection against electric shock for work
involving dangerous voltages, or used to provide
insulation against high voltages

8.3 | Equipment and/or accessories (whether or not [l 3.3.(e)
detachable) designed and manufactured for use in
high-temperature environments the effects of
which are comparable to those of an air
temperature of 100 °C or more and which may or
may not be characterised by the presence of infra-
red radiation, flames, hot splashes or the
projection of large amounts of molten materials

8.4 | Equipment and/or accessories (whether or not [l 3.3. ()
detachable) designed and manufactured for use in
low-temperature environments the effects of which
are comparable to those of an air temperature of

7150 °C or less

8.5 | Equipment and/or accessories (whether or not [l 3.3 (a),
detachable) designed and manufactured to (c) and
provide only limited protection against substances (d)

and mixtures which are hazardous to health,
harmful biological agents or ionising radiation
Note: The manufacturer shall indicate the products
against which protection is provided, and the time
for which such protection lasts

8.6 | Sports equipment (in particular sport shoes) I 3.1. (a)
and/or accessories (whether or not detachable)
designed and manufactured to protect against
superficial mechanical injury

Note: Sport shin-guards (e.g. for football, hockey)
and protective equipment are generally Category Il
PPE unless designed only for protection against
superficial mechanical injury
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8.7

Equipment and/or accessories for professional use
(whether or not detachable) designed and
manufactured to provide protection against
weather conditions which are neither exceptional
nor extreme

3.1. (e)

8.8

Equipment and/or accessories for private use
(whether or not detachable) designed and
manufactured to provide protection against
atmospheric conditions

Not PPE

2.3.

8.9

Equipment and/or accessories (whether or not
detachable) designed and manufactured
specifically for use by the armed forces or in the
maintenance of law and order, including
equipment protecting against biological
contamination or ionising radiation

Not PPE

2.1.

8.10

Some shoes, in particular sports shoes, contain
components intended to absorb shock when
walking, running, etc. or to ensure a good grip or
stability. These components are to be regarded as
being intended to increase comfort

Note: This category includes in particular football
and spiked running shoes

Not PPE

Definition
of PPE
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Type of PPE Certification | Reason
9 Equipment for hand and arm protection category
9.1 | All equipment and/or accessories (whether or not | Il 3.2.

detachable) designed and manufactured
specifically to protect the arm and/or the hand
Note: This includes all equipment or garments
protecting the hand or part of the hand, including
gloves, fingerless gloves, mittens, garments

protecting the fingers only or the palm only, etc.
Except:

9.2 | Equipment and/or accessories (whether or not 1] 3.3.(h)
detachable) designed and manufactured to
provide protection against electric shock for work
involving dangerous voltages, or used to provide
insulation against high voltages

9.3 | Equipment and/or accessories (whether or not 1l 3.3. (e)
detachable) designed and manufactured for use

in high-temperature environments the effects of
which are comparable to those of an air
temperature of 100 °C or more and which may or
may not be characterised by the presence of
infra-red radiation, flames, hot splashes or the
projection of large amounts of molten materials,
including fire-f i ght er s § glavesdior p me
welders, etc.

9.4 | Equipment and/or accessories (whether or not 11 3.3. (f)
detachable) designed and manufactured for use
in low-temperature environments the effects of
which are comparable to those of an air
temperature of i 50 °C or less

9.5 | Equipment and/or accessories (whether or not 1] 3.3. (a), (c)
detachable) designed and manufactured to and (d)
provide only limited protection against substances
and mixtures which are hazardous to health,
harmful biological agents or ionising radiation
Note: The manufacturer shall indicate the
products against which protection is provided and
the time for which such protection lasts

9.6 | Equipment and/or accessories for professional I 3.1. (b)
use (whether or not detachable) designed and
manufactured to protect against cleaning
materials of weak action (for dishwashing,
cleaning etc.)

9.7 | Equipment and/or accessories (whether or not I 3.1. (a)
detachable) designed and manufactured to
provide protection against mechanical action the
effects of which are superficial (pricks due to
sewing, gardening, dirty work, sports i including
bag gloves for boxing 1, etc.)
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9.8 | Equipment and/or accessories (whether or not I 3.1. (c). and
detachable) designed and manufactured to (d)
protect against heat and risks encountered in the
handling of hot components which do not expose
the user to a temperature exceeding 50 °C or to
dangerous impacts and against and for
professional use against unexceptional cold
weather,
9.9 | Gloves and finger guards for medical use in the Depending | See also the
p at is enwitordnent on the type | interpretative
of document
protection between the
PPED and
MDD'®
9.10 | Gloves designed and manufactured to provide Not PPE 2.3.
protection against adverse atmospheric
conditions, damp and water or cold for private
use
9.11 | Equipment and/or accessories (whether or not Not PPE 2.1.
detachable) designed and manufactured
specifically for use by the armed forces or in the
maintenance of law and order, including
equipment protecting against biological
contamination or ionising radiation
9.12 | Boxing gloves Not PPE Definition of
Note: Bag gloves are Category | PPE PPE
9.13 | Dry gloves for divers Il 3.2.
9.14 | Protective gloves against harmful biological 1] 3.3.(c)
agents (e.g. micro-organisms)
9.15 | Protective gloves against heat for private use Il 3.2.

18 http://ec.europa.eu/DocsRoom/documents/10262/attachments/1/translations/en/renditions/pdf
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PART 2: per type of risk

Remark: the tables in this part contain all type of PPE and are not in contradiction
with the tables in part 1. These are only given for further clarification.

Type of PPE

10.

Equipment designed to prevent drowning or for
use as buoyancy aids

Certification

category

Reason

10.1

All equipment designed and manufactured for use as

buoyancy aids, including swimming aids and

inflatable buoys which are not regarded as toys (for

use exclusively in shallow water)

Note:

0 Includes crampons and other equipment used to
get out of water after falling through ice

0 Also included: swimming suits with incorporated
floats

0 Also included: swimming armbands

3.2.

10.2

Life-buoys and life-jackets to prevent drowning

3.3. (i)

Exce

t-

10.3

Life-buoys and life-jackets for emergency use by ship
and aircraft passengers

Note:The terms fAshipo and
to those carrying passengers and to seagoing
vessels subject to the international conventions of the
IMO. Pleasure craft (motor boats and sailing boats),
fishing boats, working boats, etc. are not included in
this category

N

Not PPE

2.4.

10.4

Buoyancy aids that are not worn but held by the user
(such as foam boards, etc.)

Not PPE

Definition
of PPE

10.5

Buoyancy aids that are not designed to be kept in
place while worn or assure the upright position of the
wear er (s uc h buoys, fléating bebs, etcy

Not PPE

Definition
of PPE

10.6

Ropes to exit water after a fall through ice

Not PPE

Definition
of PPE
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Type of PPE Certification | Reason
11. | Equipment for protection against electric shock category
11.1 | Equipment for protection against electric shock [l 3.3. (h)
Note: Dangerous voltages means a voltage equal to
or exceeding 50 V alternating current (AC) or 75 V
direct current (DC)
Except:
11.2 | Hand-held insulating tools Not PPE Definition
of PPE
11.3 | Protective equipment (such as shoes, garments, etc.) | I 3.2.

against static electricity
Note: This equipment is used in environments with
potential risk of explosion due to sparks
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Type of PPE

12.

Equipment designed and manufactured to protect
against the result of mechanical action

Certification
category

Reason

12.1

All PPE designed and manufactured to protect the
wearer against vibrations

3.2.

12.2

PPE designed and manufactured to protect the skin
of the user against friction (e.g. patches)

3.1. (a)

12.3

PPE designed and manufactured to protect the
wearer against increased risk levels arising from
impacts with other persons or from falling while
performing sports (e.g. back protectors for mountain
bikers, football shin-guards, ice hockey protectors,
€)

3.2.

12.4

PPE designed and manufactured to protect the
wearer against impacts resulting from g-forces (e.g.
karting collar, racing n

3.2.

12.5

PPE designed and manufactured to protect the
wearer against high pressure jets with a work
pressure of more 200 bars

3.3. (K)

Exce

t-

12.6

Equipment protecting against superficial mechanical
injury (such as light anti-scalping helmets, gloves,
light footwear, etc.)

3.1. (a)

12.7

Sports equipment protecting against minor impacts
from falling (protection against bruises, abrasion, light
burns, €é), such as voll e

3.1. (a)

12.8

Some equipment designed and manufactured to
enhance comfort and performance such as footwear
and gloves, e.g. running shoes and sport gloves
containing components intended to absorb shock
when walking, running etc. or to ensure a good grip
or stability

Not PPE

Definition
of PPE

12.9

Needle caps

Not PPE

Definition
of PPE
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Type of PPE Certification | Reason
13. | Rescue equipment category
13.1 | Resuscitation masks: if the mask has, apart from Depending
allowing adequate artificial breathing, also a on the type
protective function for the rescuer (protection of
against contagion by contact with the mouth of the | protection
victim for instance) then they are PPE
13.2 | If the rescue equipment is worn before the Depending
accident which prompts the rescue, then itis PPE | on the type
Example: A wet suit worn continuously to prevent | of
hypothermia in the event of falling into water is protection
PPE
13.3 | Equipment used by a rescuer to protect the Depending
rescuer himself on the type
Example: respiratory protective devices used by of
firemen when retrieving people from smoke-filled protection
buildings
13.4 | Anti-avalanche airbags Il 3.2.
Except:
13.5 | If the rescue equipment is placed on the person Not PPE Definition
after the accident occurs, it is not a PPE of PPE

Example: A sling used to rescue an unconscious
person from an inaccessible point
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Type of PPE Certification | Reason
14. Mot or cy equipments 6 category
141 Mot orcyclistsd hel mets Not PPE 2.5.
142 Mot orcycl i stsd gar ment s gNotPPE 2.3.
as gloves for private use as long as only protection
against climatic conditions are provided
Except:
143 | Mo t o r c yarrhents and aalditional protection (e.g. | | 3.1. (e)
gloves, boots) only protecting against climatic
conditions for professional use
144 Mot orcyclistsd garments all 3.2.

gloves, footwear) for which additional protection is
provided (e.g. airbag, impact protectors for limb or

cuts and abrasion, ¢&)

back, pads for elbow or shoulders, protection against
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Type of PPE Certification | Reason

15. | High visibility clothing and accessories category

15.1 | High visibility clothing Il 3.2.

15.2 | High visibility accessories (e.qg. reflective stickers, I 3.2.
free hanging accessories such as dangling tags)

15.3 | Huntersdjacket made of fluorescent material to signal | Il 3.2.
the presence of the users

Except:

15.4 | High visibility gadgets (e.g. reflective keyrings, Not PPE Definition
backpacks with reflective and/or fluorescent material, of PPE
etc.)
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Type of PPE

16.

Protection against UV radiation

Cetrtification
category

Reason

16.1

Eyes protection against natural UV radiation (normal
level)
Example: sunglasses

3.1. (d)

16.2

Eyes protection against natural UV radiation (higher
level)
Example: solar eclipse glasses

3.2.

16.3

Eyes protection against artificial UV radiation
Safety glasses having specific UV-protective
properties (e.g. welding goggles)

3.2.

16.4

Eyes and skin protection against artificial UV
radiation

Example: face shields with specific UV-protective
properties

3.2.

16.5

Skin protection against artificial UV radiation

All garments, including partial or whole body clothing,
caps and helmets, gloves, and shoes, designed and
manufactured to have specific UV-protective
properties against artificial UV radiation ( e . g .
clothing)

3.2.

16.6

Skin protection against natural UV radiation

All garments, including partial or whole body clothing,
caps and helmets, gloves, and shoes, designed and
manufactured to have specific UV-protective
properties against natural UV radiation

3.1. (e)
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ORGANISATIONAL SCHEME FOR THE PPE REGULATION (EU) 2016/425

European Parliament European Commission
and the Council DG GROW
Proposes EU legislation European_
Adopt EU legislation Ensures correct and uniform Standardisation
; ialati application O isati .
(ordinary legislative procedure) . rganisations:
Request harmonised standards
i CEN, CENELEC

Develop harmonised
standards supporting
the essential health and
safety requirements of
the PPE Regulation

HAS
Consultants

Member States / \
PPE Committee and

Working Group
Commission + Member States
4/7 + European stakeholders

General policy issues
Discusses practical application of the
PPE Regulation to provide guidance <—>

Advises the Commission on
measures to ensure correct and
uniform application of the PPE

Regulation

European Co-ordination

Implement and enforce the PPE
Regulation
Carry out market surveillance
Appoint notified bodies

PPE industry /

manufacturers
PPE

Administrative
Co-operation
(AdCo) Group

Market surveillance

Apply the PPE
Regulation
Contribute to standards

PPE users:

PPE notified bodies

e . employers
of PPE notified bodies tradgur):ions
] Ensures consistency of technical
Carry out conformity approach and practices consSumers

assessment procedures Contribute to standards

Adopt Recommendations for Use L Il

sheets (RfUs)
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USEFUL WEBSITES AND LINKS

Regulation (EU) 2016/425 (mulingual texts):http://eurlex.europa.eu/legal
content/EN/TXT/?uri=CELEX:32016R0425

Eur opean Gavabsite sndPersonabProtective Equipment (PPE):

http://ec.europa.eu/growth/sectors/mecharecajineering/persongrotective

equipment/

0 Minutes of he PPE Working Group meetings:
https://ec.europa.eu/docsroom/documents/25081/attachments/1/translations/en/rendit
ions/native

o Standardisation forfPE: https://ec.europa.eu/growth/singai@arket/european
standards/harmonisesfandards/persongkotectiveequipment_en

o PPE ndified bodies:http://ec.europa.eu/growth/toels
databases/nando/index.cfm?fuseaction=directive.notifiedbody&dir id=155501

o Contact pants:
https://ec.europa.eu/docsroom/documents/23721/attachments/1/translations/en/rendit
ions/native

o Market Surveillance Authorities:
https://ec.europa.eu/docsroom/documents/23722/attachments/1/translations/en/rendit
ions/native

New Legislative Frameworlattp://ec.europa.eu/growth/singtearket/goods/new
legislativeframework/

The 0Bl wetheGupierdeatation of EU product rules 2016:
http://ec.europa.eu/DocsRoom/documents/18027

CE marking:http://ec.europa.eu/growth/singhearket/cemarking/

CEN-CENELEC Personal Protective Equipment (PPE):
https://www.cencenelec.eu/standards/Sectors/healthSafety/PersonalProtectiveEquipment/
Pages/default.aspx

PPE Interest Groups on CIRCABC:

o PPE Committeehttps://circabc.europa.eu/w/browse/a875e#H8-45528d45
8afc507389d7

o PPE Working Grouphttps://circabc.europa.eu/w/browse/e34f476I01-422aba5¢
4dalf56d4ddc

o PPE Administrative Cooperation Group:
https://circabc.europa.eu/w/browse/df8a60R@ 54 7fe-808 ~f40efaf87ffe

o Personal Protective Equipment Notified Bodies group:
https://circabeuropa.eu/w/browse/9add5dfd9546d4a5aafce7604bce39

167


http://eur-lex.europa.eu/legal-content/EN/TXT/?uri=CELEX:32016R0425
http://eur-lex.europa.eu/legal-content/EN/TXT/?uri=CELEX:32016R0425
http://ec.europa.eu/growth/sectors/mechanical-engineering/personal-protective-equipment/
http://ec.europa.eu/growth/sectors/mechanical-engineering/personal-protective-equipment/
https://ec.europa.eu/docsroom/documents/25081/attachments/1/translations/en/renditions/native
https://ec.europa.eu/docsroom/documents/25081/attachments/1/translations/en/renditions/native
https://ec.europa.eu/growth/single-market/european-standards/harmonised-standards/personal-protective-equipment_en
https://ec.europa.eu/growth/single-market/european-standards/harmonised-standards/personal-protective-equipment_en
http://ec.europa.eu/growth/tools-databases/nando/index.cfm?fuseaction=directive.notifiedbody&dir_id=155501
http://ec.europa.eu/growth/tools-databases/nando/index.cfm?fuseaction=directive.notifiedbody&dir_id=155501
https://ec.europa.eu/docsroom/documents/23721/attachments/1/translations/en/renditions/native
https://ec.europa.eu/docsroom/documents/23721/attachments/1/translations/en/renditions/native
https://ec.europa.eu/docsroom/documents/23722/attachments/1/translations/en/renditions/native
https://ec.europa.eu/docsroom/documents/23722/attachments/1/translations/en/renditions/native
http://ec.europa.eu/growth/single-market/goods/new-legislative-framework/
http://ec.europa.eu/growth/single-market/goods/new-legislative-framework/
http://ec.europa.eu/DocsRoom/documents/18027
http://ec.europa.eu/growth/single-market/ce-marking/
https://www.cencenelec.eu/standards/Sectors/healthSafety/PersonalProtectiveEquipment/Pages/default.aspx
https://www.cencenelec.eu/standards/Sectors/healthSafety/PersonalProtectiveEquipment/Pages/default.aspx
https://circabc.europa.eu/w/browse/a875ce58-fbf0-4552-8d45-8afc507389d7
https://circabc.europa.eu/w/browse/a875ce58-fbf0-4552-8d45-8afc507389d7
https://circabc.europa.eu/w/browse/e34f47d0-f6b1-422a-ba5c-4da1f56d4ddc
https://circabc.europa.eu/w/browse/e34f47d0-f6b1-422a-ba5c-4da1f56d4ddc
https://circabc.europa.eu/w/browse/df8a6089-da45-47fe-8087-f40efaf87ffe
https://circabc.europa.eu/w/browse/9add5dfd-7495-46d4-a5aa-fce7604bce39

	1. PREAMBLE TO THE PPE REGULATION - THE CITATIONS AND THE RECITALS
	• 1.1. The citations
	• 1.2. The legal basis of the PPE Regulation
	• 1.3. The recitals
	• 1.4. The previous PPE Directive
	• 1.5. The “New Legislative Framework”
	• 1.6. The scope and the objective of the PPE Regulation
	• 1.7. Exclusions from the scope
	• 1.8. Responsibilities of economic operators
	• 1.9. Responsibilities of manufacturers: conformity assessment
	• 1.10. Responsibilities of importers and distributors
	• 1.11. Documentation to be provided by economic operators
	• 1.12. Obligations of the manufacturer for economic operators
	• 1.13. Information and traceability of PPE for market surveillance
	• 1.14. Noise, vibrations and radiation
	• 1.15. Use of PPE at the workplace
	• 1.16. The EU declaration of conformity
	• 1.17. Technical documentation
	• 1.18. The EU type-examination certificate
	• 1.19. The CE marking
	• 1.20. Conformity assessment procedures
	• 1.21. Conformity assessment bodies: notified bodies
	• 1.22. Compliance of products on the market and market surveillance
	• 1.23. The safeguard clause procedure
	• 1.24. Delegated and implementing powers and procedures
	• 1.25. The PPE Committee
	• 1.26. Implementing acts concerning measures on non-compliant products
	• 1.27. Transitional provisions
	• 1.28. Enforcement: penalties
	• 1.29. Subsidiarity and proportionality
	• 1.30. Repeal of Directive 89/686/EEC

	2. CHAPTER I - GENERAL PROVISIONS
	• 2.1. Article 1 - Subject matter
	• 2.2. Article 2 - Scope
	• 2.3. Article 3 - Definitions
	• 2.4. Article 4 - Making available on the market
	• 2.5. Article 5 - Essential health and safety requirements
	• 2.6. Article 6 - Provisions concerning the use of PPE
	• 2.7. Article 7 - Free movement

	3. CHAPTER II - OBLIGATIONS OF ECONOMIC OPERATORS
	• 3.1. Article 8 - Obligations of the manufacturers
	• 3.2. Article 9 - Authorised representatives
	• 3.3. Article 10 - Obligations of importers
	• 3.4. Article 11 - Obligations of distributors
	• 3.5. Article 12 - Cases in which obligations of manufacturers apply to importers and distributors
	• 3.6. Article 13 - Identification of economic operators

	4. CHAPTER III - CONFORMITY OF THE PPE
	• 4.1. Article 14 - Presumption of conformity of PPE
	• 4.2. Article 15 - EU declaration of conformity
	• 4.3. Article 16 - General principles of the CE marking
	• 4.4. Article 17 - Rules and conditions for affixing the CE marking

	5. CHAPTER IV - CONFORMITY ASSESSMENT
	• 5.1. Article 18 - Risk categories of PPE
	• 5.2. Article 19 - Conformity assessment procedures

	6. CHAPTER V - NOTIFICATION OF CONFORMITY ASSESSMENT BODIES
	• 6.1. Article 20 - Notification
	• 6.2. Article 21 - Notifying authorities
	• 6.3. Article 22 - Requirements relating to notifying authorities
	• 6.4. Article 23 - Information obligation on notifying authorities
	• 6.5. Article 24 - Requirements relating to notified bodies
	• 6.6. Article 25 - Presumption of conformity of notified bodies
	• 6.7. Article 26 - Subsidiaries of and subcontracting by notified bodies
	• 6.8. Articles 27 and 28- Application and procedures for notification
	• 6.9. Article 29 - Identification numbers and lists of notified bodies
	• 6.10. Article 30 - Changes to notifications
	• 6.11. Article 31 - Challenge of the competence of notified bodies
	• 6.12. Article 32 - Operational obligations of notified bodies
	• 6.13. Article 33 - Appeal against decisions of notified bodies
	• 6.14. Article 34 - Information obligation on notified bodies
	• 6.15. Article 35 - Exchange of experience
	• 6.16. Article 36 - Coordination of notified bodies

	7. CHAPTER VI - UNION MARKET SURVEILLANCE, CONTROL OF PPE ENTERING THE UNION MARKET AND UNION SAFEGUARD PROCEDURE
	• 7.1. Article 37 - Union market surveillance and control of PPE entering the Union market
	• 7.2. Article 38 - Procedure at national level for dealing with PPE presenting a risk
	• 7.3. Article 39 - Union safeguard procedure
	• 7.4. Article 40 - Compliant PPE which presents a risk
	• 7.5. Article 41 - Formal non-compliance

	8. CHAPTER VII - DELEGATED AND IMPLEMENTING ACTS
	• 8.1. Article 42 - Delegated power
	• 8.2. Article 43 - Exercise of the delegation
	• 8.3. Article 44 - Committee procedure

	9. CHAPTER VIII - TRANSITIONAL AND FINAL PROVISIONS
	• 9.1. Article 45 - Penalties
	• 9.2. Article 46 - Repeal
	• 9.3. Article 47 - Transitional provisions
	• 9.4. Article 48 - Entry into force and application
	• 9.5. Legal value, direct applicability and signatories of the Regulation

	10. ANNEX I - RISK CATEGORIES OF PPE
	• 10.1. Category I
	• 10.2. Category II
	• 10.3. Category III

	11. ANNEX II - ESSENTIAL HEALTH AND SAFETY REQUIREMENTS
	• 11.1. Preliminary remarks
	• 11.2. 1. General requirements applicable to all PPE
	• 11.3. 1.1. Design principles
	• 11.4. 1.2. Innocuousness of PPE
	• 11.5. 1.3. Comfort and effectiveness
	• 11.6. 1.4. Manufacturer’s instructions and information
	• 11.7. 2. Additional requirements common to several types of PPE
	• 11.8. 2.1. PPE incorporating adjustment systems
	• 11.9. 2.2. PPE enclosing the parts of the body to be protected
	• 11.10. 2.3. PPE for the face, eyes and respiratory system
	• 11.11. 2.4. PPE subject to ageing
	• 11.12. 2.5. PPE which may be caught up during use
	• 11.13. 2.6. PPE for use in potentially explosive atmospheres
	• 11.14. 2.7. PPE intended for rapid intervention or to be put on or removed rapidly
	• 11.15. 2.8. PPE for intervention in very dangerous situations
	• 11.16. 2.9. PPE incorporating components which can be adjusted or removed by the user
	• 11.17. 2.10. PPE for connection to complementary equipment external to the PPE
	• 11.18. 2.11. PPE incorporating a fluid circulation system
	• 11.19. 2.12. PPE bearing one or more identification markings or indicators directly or indirectly relating to health and safety
	• 11.20. 2.13. PPE capable of signalling the user’s presence visually
	• 11.21. 2.14. Multi-risk PPE
	• 11.22. 3. Additional requirements specific to particular risks
	• 11.23. 3.1. Protection against mechanical impact
	• 11.24. 3.1.2. Falls
	• 11.25. 3.1.3. Mechanical vibration
	• 11.26. 3.2. Protection against static compression of a part of the body
	• 11.27. 3.3. Protection against mechanical injuries
	• 11.28. 3.4. Protection in liquids
	• 11.29. 3.5. Protection against the harmful effects of noise
	• 11.30. 3.6. Protection against heat and/or fire
	• 11.31. 3.7. Protection against cold
	• 11.32. 3.8. Protection against electric shock
	• 11.33. 3.9. Radiation protection
	• 11.34. 3.10. Protection against substances and mixtures which are hazardous to health and against harmful biological agents
	• 11.35. 3.11. Diving equipment

	12. ANNEX III - TECHNICAL DOCUMENTATION FOR PPE
	13. ANNEX IV - INTERNAL PRODUCTION CONTROL (Module A)
	14. ANNEX V - EU TYPE-EXAMINATION (Module B)
	15. ANNEX VI - CONFORMITY TO TYPE BASED ON INTERNAL PRODUCTION CONTROL (Module C)
	16. ANNEX VII - CONFORMITY TO TYPE BASED ON INTERNAL PRODUCTION CONTROL PLUS SUPERVISED PRODUCT CHECKS AT RANDOM INTERVALS (Module C2)
	17. ANNEX VIII - CONFORMITY TO TYPE BASED ON QUALITY ASSURANCE OF THE PRODUCTION PROCESS (Module D)
	18. ANNEX IX - EU DECLARATION OF CONFORMITY
	19. ANNEX X - CORRELATION TABLE
	20. APPENDIX: GUIDE FOR THE CATEGORISATION OF PERSONAL PROTECTIVE EQUIPMENT (PPE)

