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EXPLANATORY MEMORANDUM

1 CONTEXT OF THE PROPOSAL
General context, reasonsfor and objectives of this proposal

This proposal is presented in the framework of the implementation of the “ goods package”
adopted in 2008. It is part of a package of proposals aligning ten product directives to
Decision No 768/2008/EC establishing a common framework for the marketing of products.

Union (EU) harmonisation legislation ensuring the free movement of products has contributed
considerably to the completion and operation of the Single Market. It is based on a high level
of protection and provides economic operators with the means to demonstrate conformity,
thus ensuring free movement through trust in the products.

Directive 95/16/EC is an example of that Union harmonisation legislation, ensuring the free
movement of lifts and safety components for lifts. It sets out essentia health and safety
requirements that lifts and safety components for lifts must comply with in order to be made
available on the EU market. Manufacturers must demonstrate that a lift and a safety
component for lifts have been designed and manufactured in compliance with the essential
health and safety requirements and affix the CE marking.

Experience with the implementation of Union harmonisation legislation has shown — on a
cross-sector scale - certain weaknesses and inconsistencies in the implementation and
enforcement of thislegislation, leading to

— the presence of non-compliant or dangerous products on the market and consequently a
certain lack of trust in CE marking

— competitive disadvantages for economic operators complying with the legidation as
opposed to those circumventing the rules

— unequal treatment in the case of non-compliant products and distortion of competition
amongst economic operators due to different enforcement practices

— differing practices in the designation of conformity assessment bodies by national
authorities

— problems with the quality of certain notified bodies

Furthermore the regulatory environment has become more and more complex, as frequently
several pieces of legidation apply simultaneously to one and the same product.
Inconsistencies in these pieces of legislation make it increasingly difficult for economic
operators and authorities to correctly interpret and apply that legislation.

To remedy these horizontal shortcomings in Union harmonisation legislation observed across
severa industrial sectors, the “ New L egislative Framework” was adopted in 2008 as part of
the goods package. Its objective is to strengthen and complete the existing rules and to
improve practical aspects of their application and enforcement. The New Legidative
Framework (NLF) consists of two complementary instruments, Regulation (EC) No
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765/2008 on accreditation and market surveillance and Decision No 768/2008/EC
establishing a common framework for the marketing of products.

The NLF Regulation has introduced rules on accreditation (a tool for the evaluation of
competence of conformity assessment bodies) and requirements for the organisation and
performance of market surveillance and controls of products from third countries. Since 1
January 2010 these rules apply directly in all Member States.

The NLF Decision sets out a common framework for EU product harmonisation legislation.
This framework consists of the provisions which are commonly used in EU product
legislation (e.g. definitions, obligations of economic operators, notified bodies, safeguard
mechanisms, etc). These common provisions have been reinforced to ensure that the
directives can be applied and enforced more effectively in practice. New elements, such as
obligations on importers, have been introduced, which are crucia for improving the safety of
products on the market.

The provisions of the NLF Decision and those of the NLF Regulation are complementary and
closely interlinked. The NLF Decision contains the corresponding obligations for economic
operators and notified bodies allowing market surveillance authorities and authorities
responsible for notified bodies to properly perform the tasks imposed on them by the NLF
Regulation and to ensure an effective and consistent enforcement of EU product legislation.

However, unlike the NLF Regulation, the provisions of the NLF Decision are not directly
applicable. To ensure that all economic sectors subject to Union harmonisation legislation
benefit from the improvements of the NLF, the provisions of the NLF Decision need to be
integrated into the existing product legislation.

A survey after the adoption of the goods package in 2008 showed that a majority of Union
harmonisation legislation on products was due to be revised within the following 3 years, not
only to address the problems observed throughout all sectors but also for sector-specific
reasons. Any such revision would automatically include an alignment of the legislation
concerned to the NLF Decision since Parliament, Council and Commission have committed
themselves to use its provisions as much as possible in future legislation on products in order
to further the utmost coherence of the regulatory framework.

For a number of other Union harmonisation directives, including Directive 95/16/EC, no
revision for sector-specific problems had been envisaged within this timeframe. To ensure
that the problems in relation to non-compliance and notified bodies are neverthel ess addressed
in these sectors, and for the sake of consistency of the overall regulatory environment on
products, it was decided to align these directives within a package to the provisions of the
NLF Decision.

Consistency with other policies and objectives of the Union

This initiative is in line with the Single Market Act®, which has stressed the need to restore
consumer confidence in the quality of products on the market and the importance of
reinforcing market surveillance.

Communication from the Commission to the European Parliament, the Council, the Economic and
Saocial Committee and the Committee of the Regions, COM(2011) 206 final.

EN



EN

Furthermore it supports the Commission’s policy on Better Regulation and simplification of
the regulatory environment.

2. CONSULTATION OF INTERESTED PARTIESAND IMPACT ASSESSMENT
Consultation of interested parties

The alignment of Directive 95/16/EC to the NLF Decision has been discussed with national
experts responsible for the implementation of this Directive, the notified body group, the
administrative cooperation group, standardisation bodies, representatives for the lifts sector as
well as in bilateral meetings with associations representing lift installers, lifts components
manufacturers and small and medium size enterprises in the lifts industry, trade unions and
associations of property owners.

From June to October 2010 a public consultation was organised that comprised all the sectors
involved in thisinitiative. It consisted of four targeted questionnaires for economic operators,
authorities, notified bodies and users and the Commission services received 300 replies. The
results are published at:

http://ec.europa.eu/enterprise/policies/'single-market-goods/requl atory-poli cies-common-
rules-for-products/new-legid ative-framework/index en.htm

In addition to the general consultation a specific SME consultation was carried out. 603 SMEs
were consulted through the Enterprise Europe Network in May/June 2010. The results are
available at: http://ec.europa.eu/enterprise/policies/single-market-goods/files/new-legidlative-
framework/smes _statistics_en.pdf

The consultation process revealed widespread support for the initiative. There is unanimity on
the need to improve market surveillance and the system for assessing and monitoring Notified
Bodies. Authorities fully support the exercise because it will strengthen the existing system
and improve cooperation at EU level. Industry expects a more level playing field resulting
from more effective actions against products that do not comply with the legislation, as well
as a simplification effect from the alignment of legislation. Certain concerns were expressed
on some obligations which are, however, indispensable for increasing the efficiency of market
surveillance. These measures will not entail significant costs for industry, and the benefits
resulting from improved market surveillance should by far outweigh the costs.

Collection and use of expertise

The impact assessment for this implementation package has largely built on the impact
assessment carried out for the New Legislative Framework. In addition to the expertise
collected and analysed in that context, further consultation of sector-specific experts and
interest groups, as well as horizontal experts active in the area of technical harmonisation,
conformity assessment, accreditation and market surveillance, has taken place.

Externa expertise was used to obtain some basic data on certain sectors, including studies
concerning lifts: (2004)? and (2007)°.

2 Evaluation of the Application of the Lift Directive (95/16/EC). Fina Report to the European
Commission (DG ENTR) of 21 June 2004. [The study examined the functioning of the Directive
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Impact assessment

Based on the information collected, the Commission carried out an impact assessment which
examined and compared three options.

Option 1 - No changesto the current situation

This option proposes no changes to the current directive and relies exclusively on certain
improvements that can be expected from the NLF Regulation.

Option 2 — Alignment to the NL F Decision by non-legidative measures

Option 2 considers the possibility of encouraging a voluntary alignment to the provisions set
out in the NLF Decision by, e.g., presenting them as best practices in guidance documents.

Option 3—Alignment to NLF Decision by legislative measures

This option consists in integrating the provisions of the NLF Decision into the existing
directives.

Option 3 was found to be the preferred option because

— it will improve the competitiveness of companies and notified bodies taking their
obligations seriously, as opposed to those cheating on the system,

— it will improve the functioning of the internal market by ensuring equal treatment of all
economic operators, notably importers and distributors, as well as notified bodies,

— it does not entail significant costs for economic operators and notified bodies; for those
who are aready acting responsibly, no extra costs or only negligible costs are expected;

— itisconsidered more effective than option 2: due to the lack of enforceability of option 2 it
Is questionable that the positive impacts would materialise under that option;

— options 1 and 2 do not provide answers to the problem of inconsistencies in the regulatory
framework and therefore have no positive impact on the simplification of the regulatory
environment.

3. MAIN ELEMENTS OF THE PROPOSAL

3.1. Horizontal definitions

The proposal introduces harmonised definitions of terms which are commonly used
throughout Union harmonisation legislation and should therefore be given a consistent
meaning throughout that legislation.

95/16/EC in 7 Member States: Belgium, Finland, Germany, Italy, Portugal, Spain and the United
Kingdom.]

3 Study on the Technical Assessment of Means of Preventing the Crushing Risk on Lifts subject to
Directive 95/16/EC, Report Number ME/07/07 (2007). [ The study aim was the examination whether the
solutions available, other than free space or refuges, to prevent the crushing risk can provide an
equivalent level of safety.]
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3.2. Obligations of economic operators and traceability requirements

The proposal clarifies the obligations of installers, manufacturers and authorised
representatives and introduces obligations for importers and distributors. Importers must
verify that the manufacturer has carried out the applicable conformity assessment procedure
and has drawn up a technical documentation. They must also make sure with the
manufacturer that this technical documentation can be made available to authorities upon
request. Furthermore importers must verify that the safety components for lifts are correctly
marked and accompanied by the required documents. They must keep a copy of the
Declaration of conformity and indicate their name and address on the product, or where thisis
not possible on the packaging or the accompanying documentation. Distributors must verify
that lift and safety component for lifts bear the CE marking, the name of the manufacturer and
of the importer, if relevant, and that it is accompanied by the required documentation and
instructions.

Importers and distributors must cooperate with market surveillance authorities and take
appropriate actions when they have supplied non-compliant safety components for lifts.

Enhanced traceability obligations are introduced for all economic operators. Lifts have to
bear the installer’ s name and address and a number allowing to identify and link the lift to its
technical documentation. Safety components for lifts have to bear the manufacturer’s name
and address and a number allowing to identify and link the safety components for lifts to its
technical documentation. When a safety component for lifts is imported the importer’s name
and address must also be on the safety component for lifts. Furthermore every economic
operator must be able to identify towards authorities the economic operator who has supplied
him with a lift or safety component for lifts or to whom he has supplied a lift or safety
component for lifts.

3.3 Harmonised standards

Compliance with harmonised standards provides a presumption of conformity with the
essential health and safety requirements. On 1 June 2011 the Commission adopted a proposal
for a Regulation on European Standardisation” that sets out a horizontal legal framework for
European standardisation. The proposal for the Regulation contains inter aia provisions on
standardisation requests from the Commission to the European Standardisation Organisations,
on the procedure for objections to harmonised standards and on stakeholder participation in
the standardisation process. Consequently the provisions of Directive 95/16/EC which cover
the same aspects have been deleted in this proposal for reasons of legal certainty.

The provision conferring presumption of conformity to harmonised standards has been
modified to clarify the extent of the presumption of conformity when standards only partialy
cover the essential health and safety requirements.

Proposal for a Regulation of the European Parliament and of the Council on European Standardisation
and amending Council Directives 89/686/EEC and 93/15/EEC and Directives 94/9/EC, 94/25/EC,
95/16/EC, 97/23/EC, 98/34/EC, 2004/22/EC, 2007/23/EC, 2009/105/EC and 2009/23/EC of the
European Parliament and of the Council. COM(2011) 315 final
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3.4. Confor mity assessment and CE marking

Directive 95/16/EC has selected the appropriate conformity assessment procedures which
installers have to apply in order to demonstrate that lifts they install comply with the essential
health and safety requirements.

The proposal aligns these procedures to their updated versions set out in the NLF Decision.
Sector specific elements of the procedures have been maintained. It also introduces a model
for the EU Declaration of conformity.

Genera principles of the CE marking are set out in Article 30 of Regulation 765/2008, while
the detailed provisions on the affixing of the CE marking to lifts and safety components for
lifts have been inserted in this proposal.

3.5. Notified Bodies

The proposal reinforces the notification criteria for notified bodies. It clarifies that
subsidiaries or subcontractors must also comply with the notification requirements. Specific
requirements for notifying authorities are introduced, and the procedure for notification of
notified bodies is revised. The competence of a notified body must be demonstrated by an
accreditation certificate. Where accreditation has not been used to evaluate the competence of
a notified body, the notification must comprise the documentation demonstrating how the
competence of that body has been evaluated. Member States will have the possibility to object
to a notification.

3.6. Market surveillance and the safeguard clause procedure

The proposal revises the existing safeguard clause procedure. It introduces a phase of
information exchange between Member States, and specifies the steps to be taken by the
authorities concerned, when a non-compliant lift or safety component for liftsis found. A real
safeguard clause procedure — leading to a Decision a8 Commission level on whether a
measure is justified or not - is only launched when another Member State objects to a measure
taken against a lift or a safety component for lifts. Where there is no disagreement on the
restrictive measure taken, all Member States must take the appropriate action on their
territory.

3.7. Comitology and Delegated acts

The Treaty on the Functioning of the EU has introduced a clear distinction between delegated
acts (Article 290) and implementing acts (Article 291) and clarified the role of committees.

Directive 95/16/EC provided for a Standing Committee. As this committee is not involved in
the adoption of implementing acts provided for in Article 291 of the Treaty on the
Functioning of the EU, and no need to adopt implementing acts appears under the new
Directive, this provision has been deleted in the proposal.

The Commission will set up an expert working group in accordance with the Commission
Communication - Framework for Commission expert groups: horizontal rules and public
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register®, that will carry out the tasks of the Standing Committee provided for in Directive
95/16/EC, to examine any question relating to the application of the Directive.

The proposal introduces the power for the Commission to adopt delegated acts in order to
adapt the list of safety components for lifts set out in Annex |11 to technical progress and new
scientific evidence.

4. LEGAL ELEMENTS OF THE PROPOSAL

Legal basis

The proposal is based on Article 114 of the Treaty on the Functioning of the European Union.
Subsidiarity principle

The internal market is a competence that is shared between the Union and the Member States.
The subsidiarity principle arises in particular with regard to the newly added provisions
aiming at the improvement of effective enforcement of Directive 95/16/EC namely, the
importer and distributor obligations, the traceability provisions, the provisions on the
assessment and notification of notified bodies, and the enhanced cooperation obligations in
the context of the revised market surveillance and safeguard procedures.

Experience with the enforcement of the legislation has shown that measures taken at national
level have led to divergent approaches and to a different treatment of economic operators
inside the EU, which undermines the objective of this directive. If actions are taken at
national level to address the problems, this risks creating obstacles to the free movement of
goods. Furthermore action at national level is limited to the territorial competence of a
Member State. In view of the increasing internationalisation of trade, the number of cross-
border cases is constantly rising. Coordinated action at EU level can much better achieve the
objectives set, and will in particular render market surveillance more effective. Hence it is
more appropriate to take action at EU level.

As regards the problem of inconsistencies throughout the directives, this is a problem which
can only be solved by the EU legidator.

Proportionality

In accordance with the principle of proportionality, the proposed modifications do not go
beyond what is necessary to achieve the objectives set.

The new or modified obligations do not impose unnecessary burdens and costs on industry -
especially on small and medium sized enterprises - or administrations. Where modifications
have been identified to have negative impacts, the analysis of the impacts of the option serves
to provide the most proportionate response to the problems identified. A number of
modifications concern the improvement of clarity of the existing Directive without
introducing new requirements that entail added cost.

L egislative technique used

> C(2010) 7649 final
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The alignment to the NLF Decision requires a number of substantive amendments to the
provisions of Directive 95/16/EC. To ensure the readability of the amended text the technique
of recasting has been chosen in line with the Interinstitutional Agreement of 28 November
2001 on amore structured use of the recasting technique for legal acts®.

The changes made to the provisions of Directive 95/16/EC concern: the definitions, the
obligations of economic operators, the presumption of conformity provided by harmonised
standards, the declaration of conformity, CE marking, notified bodies, the safeguard clause
procedure and the conformity assessment procedures.

The proposal does not change the scope of Directive 95/16/EC and the essential health and
safety requirements.
5. BUDGETARY IMPLICATIONS

This proposal does not have any implications for the Union budget.

6. ADDITIONAL INFORMATION

Repeal of existing legislation

The adoption of the proposal will lead to repeal of Directive 95/16/EC.
European Economic Area

The proposal concerns the EEA and should therefore be extended to the European Economic
Area.

6 0JC 77, 28.3.2002, p. 1-3
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| ¥ 95/16/EC (adapted)

2011/0354 (COD)
Proposal for a
DIRECTIVE OF THE EUROPEAN PARLIAMENT AND OF THE COUNCIL

on the > harmonisation <X] apprexiatien of the laws of the Member Statesrelating to
X>making available on the market of Xllifts X> and safety componentsfor lifts <l

(Recast)

(Text with EEA relevance)

THE EUROPEAN PARLIAMENT AND THE COUNCIL OF THE EUROPEAN UNION,

Having regard to the Treaty establishing-the-Eurepean-Community O on the Functioning of
the European Union <X] , and in particular Article 288a [X> 114 <XI thereof,

Having regard to the proposal from the European Commission,

After transmission of the draft legidlative act to the national Parliaments,

Having regard to the opinion of the European Economic and Social Committee’,
Acting in accordance with the ordinary legislative procedure,

Whereas:

| ¥ 95/16/EC recital 1

! 0JCJI...].

10

EN



EN

1)

)

©)

4 new

Directive 95/16/EC of the European Parliament and the Council of 29 June 1995 on
the approximation of the laws of the Member States relating to lifts™ has been
substantially amended severa times. Since further amendments are to be made, it
should be recast in the interests of clarity.

Regulation (EC) No 765/2008 of the European Parliament and of the Council of 9 July
2008 setting out the requirements for accreditation and market surveillance relating to
the marketing of products and repealing Regulation (EEC) No 339/93" lays down
rules on the accreditation of conformity assessment bodies, provides a framework for
the market surveillance of products and for controls on products from third countries,
and lays down the genera principles of the CE marking. In order to ensure legal
certainty, it is necessary to clarify that rules on Union market surveillance and control
of lifts and safety components for lifts entering the Union market provided for in
Regulation (EC) No 765/2008 apply to lifts and safety components for lifts covered by
this Directive. This Directive should not prevent Member States from choosing the
competent authorities to carry out those tasks.

Decision No 768/2008/EC of the European Parliament and of the Council of 9 July
2008 on a common framework for the marketing of products, and repealing Council

10
11
12
13

OJNoL 213, 7.9. 1995, p. 1.
OJL 218, 13.8.2008, p. 30.
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Decision 93/465/EEC™ lays down a common framework of general principles and
reference provisions intended to apply across the legisation harmonising the
conditions for the marketing of products in order to provide a coherent basis for
revision or recasts of that legisation. Directive 95/16/EC should therefore be adapted
to that Decision.

(4)

| ¥ 95/16/EC recital 5 (adapted) |

\hereas e0n 8 June 1995 the Commission adopted recommendation No 95/216/EC™
to the Member States concerning improvement of safety of existing lifts.

| ¥ 95/16/EC recital 6 (adapted) |
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| ¥ 95/16/EC recital 10 (adapted)

©)

(6)

()

8

9)

4 new

Economic operators should be responsible for the compliance of lifts and safety
components for lifts, in relation to their respective roles in the supply chain, so as to
ensure a high level of protection of public interests, such as health and safety, and the
protection of consumers and to guarantee fair competition on the Union market.

All economic operators intervening in the supply and distribution chain should take
appropriate measures to ensure that they only make available on the market lifts and
safety components for lifts which are in conformity with this Directive. It is necessary
to provide for a clear and proportionate distribution of obligations which correspond to
the role of each operator in the supply and distribution process.

The manufacturer and installer, having the detailed knowledge of the design and
production process, are best placed to carry out the complete conformity assessment
procedure. Conformity assessment should therefore remain the obligation of the
installer or manufacturer alone.

It is necessary to ensure that safety components for lifts from third countries entering
the Union market comply with the requirements of this Directive, and in particular that
the appropriate assessment procedures have been carried out by the manufacturer with
regard to those safety components for lifts. Provision should therefore be made for
importers to make sure that the safety components for lifts they place on the market
comply with the requirements of this Directive and that they do not place on the
market safety components for lifts which do not comply with such requirements or
present a risk. Provision should also be made for importers to make sure that
conformity assessment procedures have been carried out and that safety component for
lifts marking and documentation drawn up by manufacturers are available for
inspection by the supervisory authorities.

The distributor makes a safety component for lifts available on the market after it has
been placed on the market by the manufacturer or the importer and should act with due

18
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(10)

(11)

(12)

(13)

(14)

(15)

(16)

care to ensure that its handling of the safety component for lifts does not adversely
affect the compliance of the safety component for lifts.

When placing a safety component for lifts on the market, every importer should
indicate on the safety component for lifts his name and the address at which he can be
contacted. Exceptions should be provided for in cases where the size or nature of the
safety component for lifts does not allow it. This includes cases where the importer
would have to open the packaging to put his name and address on the safety
component for lifts.

Any economic operator that either places a lift or safety component for lifts on the
market under his own name or trademark or modifies a lift or safety component for
lifts in such a way that compliance with the requirements of this Directive may be
affected should be considered to be the installer or manufacturer and should assume
the obligations of the installer or manufacturer.

Distributors and importers, being close to the market place, should be involved in
market surveillance tasks carried out by the competent national authorities, and should
be prepared to participate actively, providing those authorities with all necessary
information relating to the safety components for lifts concerned.

Ensuring traceability of lifts or safety components for lifts throughout the whole
supply chain helps to make market surveillance simpler and more efficient. An
efficient traceability system facilitates market surveillance authorities' task of tracing
economic operators who made non-compliant lifts or safety components for lifts
available on the market.

This Directive should be limited to the expression of the essential health and safety
requirements. In order to facilitate conformity assessment for lifts and safety
components for lifts with those requirementsit is necessary to provide for presumption
of conformity for lifts and safety components for lifts which are in conformity with
harmonised standards that are adopted in accordance with Regulation (EU) No [../..] of
the European Parliament and of the Council of [...] on European Standardisation and
amending Council Directives 89/686/EEC and 93/15/EEC and Directives 94/9/EC,
94/25/EC, 95/16/EC, 97/23/EC, 98/34/EC, 2004/22/EC, 2007/23/EC, 2009/105/EC
and 2009/23/EC of the European Parliament and of the Council™ for the purpose of
expressing detailed technical specifications of those requirements. The essential health
and safety requirements of this Directive will guarantee the intended level of safety
only if appropriate conformity assessment procedures ensure compliance therewith.

Regulation (EU) No [../..] [on European Standardisation] provides for a procedure for
objections to harmonised standards where those standards do not entirely satisfy
reguirements of this Directive.

In order to enable economic operators to demonstrate and the competent authorities to
ensure that lifts or safety components for lifts made available on the market conform
to the essential health and safety requirementsit is necessary to provide for conformity
assessment procedures. Decision No 768/2008/EC establishes modules for conformity
assessment procedures, which include procedures from the least to the most stringent,

i)

0JCI...], [Datl, p.[...].
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17

(18)

(19)

(20)

(21)

(22)

(23)

(24)

(25)

in proportion to the level of risk involved and the level of safety required. In order to
ensure inter-sectoral coherence and to avoid ad-hoc variants, conformity assessment
procedures should be chosen from among those modules.

The installer or the manufacturer should draw up an EU declaration of conformity to
provide detailed information on the conformity of a lift or safety components for lifts
with the requirements of the relevant Union harmonisation legislation.

The CE marking, indicating the conformity of a lift or safety components for lifts, is
the visible consequence of a whole process comprising conformity assessment in a
broad sense. Genera principles governing the CE marking are set out in Regulation
(EC) No 765/2008. Rules governing the affixing of the CE marking should be laid
down in this Directive.

The conformity assessment procedures set out in this Directive require the intervention
of conformity assessment bodies, which are notified by the Member States to the
Commission.

Experience has shown that the criteria set out in Directive 95/16/EC that conformity
assessment bodies have to fulfil to be notified to the Commission are not sufficient to
ensure a uniformly high level of performance of notified bodies throughout the Union.
It is, however, essential that all notified bodies perform their functions to the same
level and under conditions of fair competition. That requires the setting of obligatory
requirements for conformity assessment bodies wishing to be notified in order to
provide conformity assessment services.

In order to ensure a consistent level of conformity assessment quality it is also
necessary to set requirements for notifying authorities and other bodies involved in the
assessment, notification and monitoring of notified bodies.

If a conformity assessment body demonstrates conformity with the criteria laid down
in harmonised standards, it should be presumed to comply with the corresponding
requirements set out in this Directive.

The system set out in this Directive should be complemented by the accreditation
system provided for in Regulation (EC) No 765/2008. Since accreditation is an
essential means of verifying the competence of conformity assessment bodies, it
should also be used for the purposes of notification.

Transparent accreditation as provided for in Regulation (EC) No 765/2008, ensuring
the necessary level of confidence in conformity certificates, should be considered by
the national public authorities throughout the Union as the preferred means of
demonstrating the technical competence of conformity assessment bodies. However,
national authorities may consider that they possess the appropriate means of carrying
out this evaluation themselves. In such cases, in order to ensure the appropriate level
of credibility of evaluations carried out by other national authorities, they should
provide the Commission and the other Member States with the necessary documentary
evidence demonstrating the compliance of the conformity assessment bodies evaluated
with the relevant regulatory requirements.

Conformity assessment bodies frequently subcontract parts of their activities linked to
the assessment of conformity or have recourse to a subsidiary. In order to safeguard
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(26)

(27)

(28)

(29)

(30)

(31)

(32)

(33)

the level of protection required for the products to be placed on the Union market, it is
essential that conformity assessment subcontractors and subsidiaries fulfil the same
requirements as notified bodies in relation to the performance of conformity
assessment tasks. Therefore, it isimportant that the assessment of the competence and
the performance of bodies to be notified and the monitoring of bodies already notified
cover also activities carried out by subcontractors and subsidiaries.

It is necessary to increase the efficiency and transparency of the notification procedure
and, in particular, to adapt it to new technologies so as to enable online notification.

Since notified bodies may offer their services throughout the Union, it is appropriate to
give the other Member States and the Commission the opportunity to raise objections
concerning a notified body. It is therefore important to provide for a period during
which any doubts or concerns as to the competence of conformity assessment bodies
can be clarified before they start operating as notified bodies.

In the interests of competitiveness, it is crucial that notified bodies apply the
conformity assessment procedures without creating unnecessary burdens for economic
operators. For the same reason, and to ensure equal treatment of economic operators,
consistency in the technical application of the conformity assessment procedures needs
to be ensured. That can best be achieved through appropriate coordination and
cooperation between notified bodies.

Directive 95/16/EC aready provides for a safeguard procedure which applies only in
the event of disagreement between Member States over measures taken by a Member
State. In order to increase transparency and to reduce processing time, it is necessary
to improve the existing safeguard clause procedure, with a view to making it more
efficient and drawing on the expertise available in Member States.

The existing system should be supplemented by a procedure under which interested
parties are informed of measures intended to be taken with regard to lifts or safety
components for lifts presenting a risk to the health and safety of persons or to other
aspects of public interest protection. It should aso allow market surveillance
authorities, in cooperation with the relevant economic operators, to act at an earlier
stage in respect of such lifts and safety components for lifts.

Where the Member States and the Commission agree as to the justification of a
measure taken by a Member State, no further involvement of the Commission should
be required, except where non-compliance can be attributed to shortcomings of a
harmonised standard.

In order to keep the list of safety components for lifts up to date, the power to adopt
acts in accordance with Article 290 of the Treaty on the Functioning of the European
Union should be delegated to the Commission in respect of adaptations of Annex |11 to
this Directive to technical progress and new scientific evidence. It is of particular
importance that the Commission carry out appropriate consultations during its
preparatory work, including at expert level.

The Commission, when preparing and drawing-up delegated acts, should ensure a
simultaneous, timely and appropriate transmission of relevant documents to the
European Parliament and Council.
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(34)

(35

(36)

In order to monitor and ensure the efficiency in the application of this Directive,
Member States should be required to send a report on the application of the Directive
to the Commission. The Commission should then draw up and publish a summary of
the reports.

The Member States should lay down rules on penalties applicable to infringements of
the national provisions adopted pursuant to this Directive and ensure that they are
implemented. Those penalties should be effective, proportionate and dissuasive.

Since the objective of this Directive, namely to ensure that lifts and safety components
for lifts on the market fulfil the requirements providing a high level of protection of
health and safety and other public interests while guaranteeing the functioning of the
internal market, cannot be sufficiently achieved by the Member States and can
therefore, by reason of its scale and effects, be better achieved at Union level, the
Union may adopt measures, in accordance with the principle of subsidiarity as set out
in Article 5 of the Treaty on European Union. In accordance with the principle of
proportionality, as set out in that Article, this Directive does not go beyond what is
necessary in order to achieve that objective.

(37)

WV 95/16/EC recital 9 (adapted)
= new

=2 : -=>that allow maklng avallableon themarket
and puttlng |nto service of I|fts that have already been placed on the market in
accordance with Directive 95/16/EC. <

(38)

| 8 new

It is necessary to provide for transitional arrangements that allow making available on
the market of safety components for lifts that have already been placed on the market
in accordance with Directive 95/16/EC.
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(39) Theobligation to transpose this Directive into national law should be confined to those
provisions which represent a substantive change as compared with the earlier
Directive. The obligation to transpose the provisions which are unchanged arises under
the earlier Directive.

(40) This Directive should be without prejudice to the obligations of the Member States
relating to the time-limits for transposition into national law and application of the
Directives set out in Annex X1, Part B.

| ¥ 95/16/EC (adapted)

HAVE ADOPTED THIS DIRECTIVE:

CHAPTERI

X> GENERAL PROVISIONS <1

Article 1

£ Scope <7
1. This D|rect|ve shall apply to lifts permanently serw ng bUI|dI ngs and constructions #-shal

| ¥ 2006/42/EC Art. 24.1

(@  =persons;
(b)  =personsand goods;;
() =goods alone if the carrier is accessible, that is to say a person may enter it without

difficulty, and fitted with controls situated inside the carrier or within reach of a person inside
the carrier.

| ¥ 95/16/EC (adapted)

x> This Directive shall also apply to the safety components for lifts for use in such lifts listed
in Annex I11. ]
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| ¥ 2006/42/EC Art. 24.1 |

3:2. This Directive shall not apply to:

(@  =lifting appliances whose speed is not greater than 0,15 m/s;

(b)  =construction site hoists;

e

= cableways, including funicular railways;

(d)  =liftsspecialy designed and constructed for military or police purposes;

(e)  =lifting appliances from which work can be carried out;

() = mine winding gear;

(@)  =lifting appliances intended for lifting performers during artistic performances;
(h)  =lifting appliances fitted in means of transport;

(i) = lifting appliances connected to machinery and intended exclusively for access to
workstations including maintenance and inspection points on the machinery;

()] = rack and pinion trains;

(k)  =escaators and mechanica walkways.

| ¥ 95/16/EC (adapted)

5:.3. Where, for lifts X> or safety components for lifts <XI, the risks referred to in this
Directive are wholly or partly covered by specific Bieetives X> Union legisation, and in
particular Directive 2006/42/EC® and Directive 2004/108/EC*, <X this Directive shall not
apply or shall cease to apply in the case of such lifts X> or safety components for lifts <xI and
such risks as from application of #these X that X1 specific Dieetives [X> Union
legidation. <X

Article 2 [Article R1 of Decision No 768/2008/EC]

£ Definitions &7

4 For the purposes of this Directive > the following definitions apply <XI :

20 OJL 157, 9.06.2006, p. 24.
2 OJNo L 390, 31.12.2004, p. 24.
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| ¥ 2006/42/EC Art. 24.1 (adapted) |

> (1) 'lift" meansa lifting appliance serving specific levels, having a carrier moving along
guides which are rigid and inclined at an angle of more than 15 degrees to the horizontal, or a
lifting appliance moving along a fixed course even where it does not move along rigid guides,
&l

(2) A 'carrier' means a part of the lift by which persons and/or goods are supported in order to
be lifted or lowered;;

| ¥ 95/16/EC (adapted)

(3)= a 'model lift' shaH—=mean X> means <X] a representative lift whose technical dessier
B> file <X shows the way in which the essential X> health and <X] safety requirements > set
out in Annex | <X] will be met for lifts which conform to the model lift defined by objective
parameters and which usesidentical safety components X> for lifts Xls;

(4)- the ‘installer ef=at#t' shal—mean O means <X] the natural or legal person who takes

(5) ‘making available on the market’” means any supply of a safety component for lifts for
distribution or use on the Union market or any supply of alift for use on the Union market in
the course of acommercial activity, whether in return for payment or free of charge;

(6) 'placing on the market' means the first making available of alift or a safety component for
lifts on the Union market;

(7) 'manufacturer’ means any natural or legal person who manufactures a safety component
for lifts or has a safety component for lifts designed or manufactured and markets it under his
name or trademark;

(8) ‘authorised representative’ means any natural or legal person established within the Union
who has received a written mandate from a manufacturer to act on his behalf in relation to
specific tasks;

(9) ‘importer’ means any natural or legal person established within the Union who places a
safety component for lifts from athird country on the Union market;
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(10) “distributor’ means any natural or legal person in the supply chain, other than the
manufacturer or the importer, who makes a safety component for lifts available on the market;

(11) ‘economic operators means the manufacturer or his authorised representative, the
importer or the distributor of a safety component for lifts or the installer;

(12) ‘harmonised standard’ means harmonised standard as defined in Article 2(1)(c) of
Regulation (EU) No [../..] [on European Standardisation];

(13) ‘technical specification” means a document that prescribes technical requirements to be
fulfilled by alift or a safety component for lifts;

(14) ‘conformity assessment’” means the process demonstrating whether the essential health
and safety requirements set out in Annex | relating to a lift or a safety component for lifts,
process and system have been fulfilled;

(15) ‘conformity assessment body’ means a body that performs conformity assessment
activitiesincluding calibration, testing, certification and inspection;

(16) ‘recall’ means any measure aimed at achieving the return of a safety component for lifts
that has already been made available to the installer;

(17) ‘withdrawal’ means any measure aimed at preventing a lift from being placed on the
market or a safety component for lifts from being made available on the market;

(18) ‘CE marking’ means a marking by which the installer or the manufacturer indicates that
the lift or safety component for lifts are in conformity with the applicable requirements set out
in Union harmonisation legislation providing for its affixing;

(19) ‘Union harmonisation legislation’ means any Union legisdation harmonising the
conditions for the marketing of products.

WV 95/16/EC (adapted)
> new

Article 43

20 Freedom of movement <7

1. Member States may not prohibit, restrict or impede the plaeiag = making available < on
the market or putting into service er-thek—territery of lifts andior = the making available on
the market of < safety components B for liftson their territory <X1 which comply with this
Directive.

2. Member States may not prohibit, restrict or impede the placing on the market of
components = not covered by Annex Il <= which, on the basis of a declaration by the
manufacturer or his authorised representative established in the Semmaunity X Union X1
are intended to be incorporated into alift covered by this Directive.
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3.5 At trade fairs, exhibitions or demonstrations H#a—partiedtar;, Member States shall not
prevent the ShOWI ing of I|fts or safety components X> for lifts <X] which
; e X> arenot in conformlty with thls D|rect|ve X, prowded that
aV|S|bIe S|gn cIearIy indicates that X> they <Xl
conformity and B> will not be made avaJIabIe<ZI %ﬂ@%ﬁ@%@ unt|I they have been
broughtlnto conformlty : : al

= #y. During demonstratlons
adequate safety measures shaII be taken to ensure the protectlon of persons.

£This Directive shall not
affect Member States entltlement to Iay down |n conformlty with the Freaty X> legidation of
the Union <XI such requirements as they may deem necessary to ensure that persons are
protected when the lifts in question are put into service or used, provided that this does not
mean that the lifts are modified in away not specified in tae B> this <X] Directive.

Article 42

£ Making available on the market <7

1. Member States shall take all appropriate measures to ensure that X> the <X] =lifts covered
by this Directive may be placed on the market and put into service only if they are-rettHable
te X> do not <XI endanger the health or safety of persons or, where appropriate, the safety of
property, when properly installed and maintained and used for their intended purpose.

X> 2. Member States shall take all appropriate measures to ensure that <XI —safety
components X> for lifts <X] covered by this Directive may be ptased = made available < on
the market and put into service only if the lifts in which they are to be installed are-rettiable
te X> do not <XI endanger the health or safety of persons or, where appropriate, the safety of
property when properly installed and maintained and used for their intended purpose.

Article 53

£ Essential health and safety requirements <7

| ¥ 95/16/EC

1. Lifts covered by this Directive must satisfy the essential health and safety requirements set
out in Annex I.

| ¥ 95/16/EC (adapted)

2. Fhe Ssafety components > for lifts <XI covered by this Directive must satisfy the essential
health and safety requirements set out in Annex | or enable the liftsin which they are installed
to satisfy X> those <X] Hhe-said-essential requirements.
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Article 6

£2 Buildings or constructions in which liftsareinstalled <7

1. 2 Member States shall take all appropriate measures to ensure that the person responsible
for work on the building or construction and the installer S
x> both provide <XI each other [X> with the necessary information @ﬂ%meekeﬁh%%ts
pecessary-fer-and—en-the-etherhand; take the appropriate steps X> in order <X1 to ensure the
proper operation and safe use of the lift.

| ¥ 95/16/EC

2. 3 Member States shall take all necessary measures to ensure that shafts intended for lifts
do not contain any piping or wiring or fittings other than that necessary for the operation and
safety of thelift.

\@new

CHAPTERII

OBLIGATIONSOF ECONOMIC OPERATORS

Article 7 [ Article R2 of Decision No 768/2008/EC]

Obligations of installers

1. When placing a lift on the market or putting alift into service, installers shall ensure that it
has been designed, manufactured, installed and tested in accordance with the essential health
and safety requirements set out in Annex |.

2. Installers shall draw up the technical file and carry out the applicable conformity
assessment procedure referred to in Article 16 or have it carried out.

Where the compliance of the lift with the applicable requirements has been demonstrated by
that procedure, the installer shall draw up an EU declaration of conformity, ensure that it
accompanies the lift, and affix the CE marking.

3. The installer shall keep the required technical file and the EU declaration of conformity
and, where applicable, the approva decision(s) for 10 years after the lift has been placed on
the market.

4. When deemed appropriate with regard to the risks presented by a lift, installers shall, to
protect the health and safety of consumers investigate, and, if necessary, keep a register of
complaints, of non-conforming lifts and shall keep distributors informed of any such
monitoring.

5. Installers shall ensure that lifts bear a type, batch, serial number or other element allowing
their identification.
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6. Installers shall indicate their name, registered trade name or registered trade mark and the
address at which they can be contacted. The address must indicate a single point at which the
installer of lifts can be contacted.

7. Installers shall ensure that the lift is accompanied by the instruction for use referred to in
point 6.2 of Annex I, in a language which can easily be understood by end-users, as
determined by the Member State in which thelift isinstalled.

8. Installers who consider or have reason to believe that a lift which they have installed is not
in conformity with this Directive shall immediately take the necessary corrective measures to
bring that lift into conformity. Furthermore, where the lift presents a risk, instalers shall
immediately inform the competent national authorities of the Member States in which they
installed the lift to that effect, giving details, in particular, of the non-conformity and of any
corrective measures taken.

9. Installers shall, further to a reasoned request from a competent national authority, provide it
with all the information and documentation necessary to demonstrate the conformity of the
lift, in a language which can be easily understood by that authority.

They shall cooperate with that authority, at its request, on any action taken to eliminate the
risks posed by lifts which they have installed.

Article 8 [Article R2 of Decision No 768/2008/EC]

Obligations of manufacturers

1. When placing safety components for lifts on the market, manufacturers shall ensure that
they have been designed and manufactured in accordance with the essential health and safety
requirements set out in Annex |.

2. Manufacturers shall draw up the required technical file and carry out the conformity
assessment procedure referred to in Article 15 or have it carried out

Where compliance of the safety component for lifts with the applicable essential health and
safety requirements has been demonstrated by that procedure, the manufacturer shall draw up
an EU declaration of conformity, ensure that it accompanies the safety component for lifts
and affix the CE marking.

3. The manufacturer shall keep the technical file and the EU declaration of conformity and,
where applicable, the approval decision(s) for 10 years after the safety component for lifts has
been placed on the market.

4. When deemed appropriate with regard to the risks presented by a safety component for
lifts, manufacturers shall, to protect the health and safety of consumers, carry out sample
testing of safety component for lifts made available on the market, investigate, and, if
necessary, keep a register of complaints, of non-conforming safety component for lifts and
recalls of the safety component for lifts, and shall keep distributors and installers informed of
any such monitoring.

5. Manufacturers shall ensure that their safety components for lifts bear a type, batch or serial
number or other element allowing their identification, or, where the size or nature of the
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safety component for lifts does not alow it, that the required information is provided on the
packaging or in a document accompanying the safety component for lifts.

6. Manufacturers shall indicate their name, registered trade name or registered trade mark and
the address at which they can be contacted on the safety component for lifts or, where that is
not possible, a label inseparably attached to the safety component for lifts. The address must
indicate a single point at which the manufacturers can be contacted.

7. Manufacturers shall ensure that the safety component for lifts is accompanied by the
instruction manual referred to in Point 6.1 of Annex I, in a language which can easily be
understood by end-users, as determined by the Member State concerned.

8. Manufacturers who consider or have reason to believe that a safety component for lifts
which they have placed on the market is not in conformity with this Directive shal
immediately take the necessary corrective measures to bring that safety component for lifts
into conformity, to withdraw it or recal it, if appropriate. Furthermore, where the safety
component for lifts presents a risk, manufacturers shall immediately inform the competent
national authorities of the Member States in which they made the safety components for lifts
available to that effect, giving details, in particular, of the non-conformity and of any
corrective measures taken.

9. Manufacturers shall, further to a reasoned request from a competent national authority,
provide it with al the information and documentation necessary to demonstrate the
conformity of the safety components for lifts, in a language which can be easily understood
by that authority.

They shall cooperate with that authority, at its request, on any action taken to eliminate the
risks posed by safety components for lifts which they have placed on the market.

Article 9 [Article R3 of Decision No 768/2008/EC]

Authorised representatives
1. A manufacturer may, by awritten mandate, appoint an authorised representative.

2. The aobligations laid down in Article 8(1) and the drawing up of the technical file referred
toin Article 8(2) shall not form part of the authorised representative’ s mandate.

3. An authorised representative shall perform the tasks specified in the mandate received from
the manufacturer. The mandate shall alow the authorised representative to do at least the
following:

(a) keep the EU declaration of conformity and, where applicable, the approval decision(s)
relating to the manufacturer's quality assurance system, and the technical file at the disposal
of the national surveillance authorities for a period of 10 years after the safety component for
lifts has been placed on the market;

(b) further to a reasoned request from a competent national authority, provide that authority
with all the information and documentation necessary to demonstrate the conformity of the
safety components for lifts;
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(c) cooperate with the competent national authorities, at their request, on any action taken to
eliminate the risks posed by the safety component for lifts covered by the authorised
representative’ s mandate.

Article 10 [ Article R4 of Decision No 768/2008/EC]

Obligations of importers of safety components for lifts
1. Importers shall place only compliant safety components for lifts on the market.

2. Before placing a safety component for lifts on the market, importers shall ensure that the
appropriate conformity assessment procedure has been carried out by the manufacturer. They
shall ensure that the manufacturer has drawn up the technical file, that the safety component
for lifts bears the CE marking and is accompanied by the EU declaration of conformity and
the instruction manual and that the manufacturer has complied with the requirements set out
in Article 8(5) and 8(6).

Where an importer considers or has reason to believe that a safety component for liftsis not in
conformity with the essential health and safety requirements set out in Annex |, he shall not
place the safety component for lifts on the market until it has been brought into conformity.
Furthermore, where the safety component for lifts presents a risk, the importer shall inform
the manufacturer and the market surveillance authorities to that effect.

3. Importers shall indicate their name, registered trade name or registered trade mark and the
address at which they can be contacted on the safety component for lifts or, where that is not
possible, on its packaging or in a document accompanying the safety component.

4. Importers shall ensure that the safety component for lifts is accompanied by instructions
and safety information in a language which can be easily understood by consumers and other
end-users, as determined by the Member State concerned.

5. Importers shall ensure that, while a safety component for lifts is under their responsibility,
storage or transport conditions do not jeopardise its compliance with the essential health and
safety requirements set out in Annex |.

6. When deemed appropriate with regard to the risks presented by a safety component for
lifts, importers shall, to protect the health and safety of consumers, carry out sample testing of
safety components for lifts made available on the market, investigate, and, if necessary, keep
aregister of complaints, of non-conforming safety components for lifts and safety component
for liftsrecalls, and shall keep distributors and installers informed of such monitoring.

7. Importers who consider or have reason to believe that a safety component for lifts which
they have placed on the market is not in conformity with this Directive shall immediately take
the corrective measures necessary to bring that safety component for lifts into conformity, to
withdraw it or recall it, if appropriate. Furthermore, where the safety component for lifts
presents a risk, importers shall immediately inform the competent national authorities of the
Member States in which they made the safety component for lifts available to that effect,
giving details, in particular, of the non-compliance and of any corrective measures taken.
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8. Importers shall, for a period of 10 years after the safety component for lifts has been placed
on the market, keep a copy of the EU declaration of conformity and, where applicable, the
approval decision(s) at the disposal of the market surveillance authorities and ensure that the
technical file can be made available to those authorities, upon request.

9. Importers shall, further to a reasoned request from a competent national authority, provide
it with al the information and documentation necessary to demonstrate the conformity of
safety components for lifts in a language which can be easily understood by that authority.
They shall cooperate with that authority, at its request, on any action taken to eliminate the
risks posed by safety components for lifts which they have placed on the market.

Article 11 [Article R5 of Decision No 768/2008/EC]

Obligations of distributors

1. When making a safety component for lifts available on the market distributors shall act
with due care in relation to the requirements of this Directive.

2. Before making a safety component for lifts available on the market, distributors shall verify
that the safety component for lifts bears the CE marking, that it is accompanied by the EU
declaration of conformity and by the instruction manual and that the manufacturer and the
importer have complied with the requirements set out in Article 8(5) and 8(6), and Article
10(3).

Where a distributor considers or has reason to believe that a safety component for lifts is not
in conformity with the essential health and safety requirements set out in Annex 1, he shall
not make the safety component for lifts available on the market until it has been brought into
conformity. Furthermore, where the safety component for lifts presents a risk, the distributor
shall inform the manufacturer or the importer to that effect as well as the market surveillance
authorities.

3. Distributors shall ensure that, while a safety component for lifts is under their
responsibility, storage or transport conditions do not jeopardise its compliance with the
essential health and safety requirements set out in Annex .

4. Distributors who consider or have reason to believe that a safety component for lifts which
they have made available on the market is not in conformity with this Directive shall make
sure that the corrective measures necessary to bring that safety component for lifts into
conformity, to withdraw it or recall it, if appropriate, are taken. Furthermore, where the safety
component for lifts presents a risk, distributors shall immediately inform the competent
national authorities of the Member States in which they made the safety component for lifts
available to that effect, giving details, in particular, of the non-compliance and of any
corrective measures taken.

5. Distributors shall, further to a reasoned request from a competent national authority,
provide it with all the information and documentation necessary to demonstrate the
conformity of safety components for lifts. They shall cooperate with that authority, at its
request, on any action taken to eliminate the risks posed by safety components for lifts which
they have made available on the market.
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Article 12 [Article R6 of Decision No 768/2008/EC]

Cases in which the obligations of manufacturers apply to importers or distributors

An importer or distributor shall be considered a manufacturer for the purposes of this
Directive and he shall be subject to the obligations of the manufacturer under Article 8 where
he places a safety component for lifts on the market under his name or trademark or modifies
a safety component for lifts already placed on the market in such away that compliance with
the requirements of this Directive may be affected.

Article 13 [Article R7 of Decision No 768/2008/EC]

| dentification of economic operators

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

@ any economic operator who has supplied them with a safety component for lifts;
(b) any economic operator to whom they have supplied a safety component for lifts.

Economic operators shall be able to present the information referred to in the first paragraph
for aperiod of 10 years after they have been supplied with a safety component for lifts and for
aperiod of 10 years after they have supplied a safety component for lifts.

| ¥ 95/16/EC (adapted)

CHAPTERIII

X> CONFORMITY OF LIFTSAND SAFETY COMPONENTSFOR
LIFTS X

Article 14 [ Article R8 of Decision No 768/2008/EC]

£22 Presumption of conformity <7
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| ¥ 95/16/EC

| 8 new

1. Lifts and safety components for lifts which are in conformity with harmonised standards or
parts thereof the references of which have been published in the Official Journa of the
European Union shall be presumed to be in conformity with the essential health and safety
requirements covered by those standards or parts thereof set out in Annex I.

[2. Where a harmonised standard satisfies the requirements which it covers and which are set
out in Annex | or Article 24, the Commission shall publish the references of this standard in
the Official Journal of the European Union.]

| ¥ 95/16/EC (adapted)

Article8 15

> Conformity assessment procedure for safety components for lifts <7

X> Safety components for lifts shall be subject to any of the following conformity assessment
procedures: <X

&
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X> (@) the model of the safety component for lifts shall be submitted for EU type examination
set out in Annex 1V Part A and the conformity to type shall be ensured with random checking
of the safety component for lifts set out in Annex | X; <XI

> (b) the model of the safety component for lifts shall be submitted for EU type examination
set out in Annex 1V Part A and be subject to a product quality assurance system in accordance
with Annex VI; <X]

X> (c) full quality assurance system set out in Annex V1. <]

| ¥ 95/16/EC (adapted)

Article 16

2> Conformity assessment procedure for lifts &7

1.2 Betere-bengplaced-X> Lifts shall be subject to <X :
wrdergene one of the following X> conformity assessment <XI procedures
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| ¥ 95/16/EC (adapted)

X> (@) if they are designed and manufactured in accordance with a model lift that has
undergone an EU type-examination referred to in Annex IV Part B, they shall be installed and
tested by carrying out any of the following procedures: <XxI

X> (i) the final inspection referred to in Annex V; <X
> (ii) the product quality assurance system referred to in Annex X; <XI
X> (iii) the production quality assurance system referred to in Annex XII; <X

> (b) if they are designed and manufactured in accordance with a model lift for which a full
quality assurance system pursuant to Annex Xl has been carried out, supplemented by a
design examination if the design is not wholly in accordance with the harmonized standards,
they shall be installed and tested by carrying out any of the following procedures: <X]

B> (i) the final inspection referred to in Annex V; <1
[X> (ii) the product quality assurance system in accordance with Annex X; <XI
> (iii) the production quality assurance system in accordance with Annex XII; <]

X> (c) the unit verification procedure, referred to in Annex VIII; <X
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> (d) the full quality assurance system referred to in Annex X1, supplemented by a design
examination if the design is not wholly in accordance with the harmonized standards. <X]

> 2. In the cases referred to in point (&) and (b) of paragraph 1, the person responsible for
the design and manufacture of the lift must supply to the person responsible for the
installation and testing of the lift all the necessary documents and information to enable the
latter to ensure correct and safe installation and testing of the lift. <X

| ¥ 95/16/EC

| ¥ 95/16/EC (adapted) |

3. All permitted variations between the model lift and the lifts forming part of the lifts derived
from the model lift must be clearly specified (with maximum and minimum values) in the
technical dessier X file <XI.

4. By caculation and/or on the basis of design plans it is permitted to demonstrate the
similarity of a range of equipment to satisfy the essential X> health and X1 safety
requirements X> set out in Annex | <xI.
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Article 17 [ Article R10 of Decision No 768/2008/EC]

> EU declaration of conformity <7

4 new

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

2. The EU declaration of conformity shall have the model structure set out in Annex 11, shall
contain the elements specified in the relevant modules set out in Annex V, VIII, X, X1 or XII,
and shall be continuously updated. It shall be translated into the language or the languages
required by the Member State on which market the lift or the safety component for lifts is
placed or made available.

3. Where a lift or the safety component for lifts is subject to more than one Union act
requiring EU declaration of conformity, a single EU declaration of conformity shall be draw
up in respect of all such Union acts. That declaration shall contain the identification of the
acts concerned including the publication references.

4. By drawing up the EU declaration of conformity, the manufacturer shall assume
responsibility for the compliance of the safety component for lifts and the installer shall
assume responsibility for the compliance of the lift.

| ¥ 95/16/EC (adapted)
CHARTERLLL

CEMARKING

Article 18 [ Article R11 of Decision No 768/2008/EC]

> General principles of the CE marking <7

| 0 new |

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

| ¥ 95/16/EC (adapted) |

Article 1929 Article R12 of Decision No 768/2008/EC]

£ Rules and conditions for affixing the CE marking and other markings <7
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1.2 The CE marklng shall be afflxed > VIS|b|y, Ieglbly and |ndeI|ny <XI] to every > each
Xl lift ¢ ! and shall be affixed
on each of the %fety components @ for I|fts <ZI Ilsted in Annex 11 B or, where that is not
possible, on alabel inseparably attached to the safety component.

4 new

2. The CE marking shall be affixed before the lifts or the safety components for lifts are
placed on the market.

| ¥ 95/16/EC (adapted)

X>3. The CE marking on lifts shall be followed by the identification number of the notified
body involved in the following conformity assessment procedures. <XI

> (a) the final inspection referred to in Annex V or approval of the quality assurance system
(referred to in Annex X, X1 or XII); <XI

x> (b) the unit verification procedure, referred to in Annex VIlI; <X
> (c) the approval of the full quality assurance system referred to in Annex X1. <X]

> 4. The CE marking on safety components for lifts shall be followed by the identification
number of the notified body involved in the following conformity assessment procedures: <XI

> (a) the approval of the product quality assurance system referred to in Annex VI; <X

> (b) the approval of the full quality assurance system referred to in Annex VII. <X]
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5. The identification number of the notified body shall be affixed by the body itself or, under
itsinstructions, by the manufacturer or by his authorised representative or by the installer.

The CE marking and, where applicable, the identification number referred to in paragraph 3
and 4 may be followed by a pictogram or any other mark indicating a special risk or use.

| ¥ 95/16/EC (adapted)

| & new

CHAPTERIV

NOTIFICATION OF CONFORMITY ASSESSMENT BODIES

Article 20 [ Article R13 of Decision No 768/2008/EC]

Notification

Member States shall notify the Commission and the other Member States of bodies authorised
to carry out third party conformity assessment tasks under this Directive.
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Article 21 [Article R14 of Decision No 768/2008/EC]

Notifying authorities

1. Member States shall designate a notifying authority that shall be responsible for setting up
and carrying out the necessary procedures for the assessment and notification of conformity
assessment bodies and the monitoring of notified bodies, including compliance with
Article 26.

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

3. Where the notifying authority delegates or otherwise entrusts the assessment, notification
or monitoring referred to in paragraph 1 to a body which is not a governmental entity that
body shall be a legal entity and shall comply mutatis mutandis with the requirements laid
down in Article 22. In addition it shall have arrangements to cover liabilities arising out of its
activities.

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

Article 22 [Article R15 of Decision No 768/2008/EC]

Requirements relating to notifying authorities

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

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

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

4. A notifying authority shall not offer or provide any activities that conformity assessment
bodies perform or consultancy services on acommercial or competitive basis.

5. A notifying authority shall safeguard the confidentiality of the information it obtains.

6. A notifying authority shall have a sufficient number of competent personnel at its disposal
for the proper performance of its tasks.
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Article 23 [ Article R16 of Decision No 768/2008/EC]

Information obligation on notifying authorities

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

The Commission shall make that information publicly available.

Article 24 [Article R17 of Decision No 768/2008/EC]

Requirements relating to notified bodies

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

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

3. A conformity assessment body shall be a third-party body independent of the organisation
or the lifts or safety components for liftsit assesses.

A body belonging to a business association or professional federation representing
undertakings involved in the design, manufacturing, provision, assembly, use or maintenance
of lifts or safety components for lifts which it assesses, may, on condition that its
independence and the absence of any conflict of interest are demonstrated, be considered such
abody.

4. A conformity assessment body, its top level management and the personnel responsible for
carrying out the conformity assessment tasks shall not be the designer, manufacturer, supplier,
purchaser, owner, user or maintainer of safety components for lifts which they assess, nor the
authorised representative of any of those parties.

A conformity assessment body, its top level management and the personnel responsible for
carrying out the conformity assessment tasks shall not be the designer, manufacturer, supplier,
installer, purchaser, owner, user or maintainer of lifts which they assess.

This shall not preclude the use of assessed lifts or safety components for lifts that are
necessary for the operations of the conformity assessment body or the use of such lifts or
safety components for lifts for personal purposes.

This does not preclude the possibility of exchange of technical information between the
manufacturer or the installer and the body.

A conformity assessment body, its top level management and the personnel responsible for
carrying out the conformity assessment tasks shall not be directly involved in the design,
manufacture or construction, the marketing, installation, use or maintenance of those lifts or
safety components for lifts, or represent the parties engaged in those activities.
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They shall not engage in any activity that may conflict with their independence of judgement
or integrity in relation to conformity assessment activities for which they are notified. This
shall in particular apply to consultancy services.

A conformity assessment body shall ensure that the activities of its subsidiaries or
subcontractors do not affect the confidentiality, objectivity or impartiality of its conformity
assessment activities.

5. A conformity assessment body and its personnel shall carry out the conformity assessment
activities with the highest degree of professional integrity and the requisite technical
competence in the specific field and shall be free from all pressures and inducements,
particularly financial, which might influence their judgement or the results of their conformity
assessment activities, especially as regards 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 conformity
assessment tasks assigned to it by Article 15 and 16 and in relation to which it has been
notified, whether those tasks are carried out by the conformity assessment body itself or on its
behalf and under its responsibility.

At al times and for each conformity assessment procedure and each kind or category of lifts
or safety components for lifts in relation to which it has been notified, a conformity
assessment body shall have at its disposal the necessary:

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

(b) descriptions of procedures in accordance with which conformity assessment is carried out,
ensuring the transparency and the ability of reproduction of those procedures. It shall have
appropriate policies and procedures in place that 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 of an
undertaking, the sector in which it operates, its structure, the degree of complexity of lift or
safety component for lifts technology in question and the mass or serial nature of the
production process.

It shall have the means necessary to perform the technical and administrative tasks connected
with the conformity assessment activities in an appropriate manner and shall have access to
all necessary equipment or facilities.

7. The personnel responsible for carrying out conformity assessment activities shall have the
following:

(a) sound technical and vocational training covering all the conformity assessment activities
for which the conformity assessment body has been notified,;

(b) satisfactory knowledge of the requirements of the assessments they carry out and adequate
authority to carry out those assessments;
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(c) appropriate knowledge and understanding of the essential health and safety requirements
set out in Annex |, of the applicable harmonised standards and of the relevant provisions of
Union harmonisation legislation and of its relevant national legidlation;

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

8. The impartiality of the conformity assessment body, its management and the personnel
responsible for carrying out the conformity assessment tasks shall be guaranteed.

The remuneration of the top level management and assessment personnel of the conformity
assessment body shall not depend 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 is assumed
by the State in accordance with national law or the Member State itself is directly responsible
for the conformity assessment.

10. The personnel of a conformity assessment body shall observe professional secrecy with
regard to all information obtained in carrying out their tasks according to Article 15 and 16 or
any provision of national law giving effect to it, except in relation to the competent authorities
of the Member State in which its activities are carried out. Proprietary rights shall be
protected.

11. Conformity assessment bodies shall participate in, or ensure that their assessment
personnel are informed of, the relevant standardisation activities.

The body shall participate in or be represented in the activities of the Coordination Group of
Notified Bodies for Lifts established under Article 36 and apply as genera guidance the
recommendations for use produced as a result of the work of that group.

Article 25 [Article R18 of Decision No 768/2008/EC]

Presumption of conformity of a notified body

Where a conformity assessment body demonstrates its conformity with the criteria laid down
in the relevant harmonised standards or parts thereof the references of which have been
published in the Official Journal of the European Union it shall be presumed to comply with
the requirements set out in Article 24 in so far as the applicable harmonised standards cover
those requirements.

Article 26 [Article R20 of Decision No 768/2008/EC]

Subsidiaries of and subcontracting by notified bodies

1. Where a notified body subcontracts specific tasks connected with conformity assessment or
has recourse to a subsidiary, it shall ensure that the subcontractor or the subsidiary meets the
requirements set out in Article 24 and shall inform the notifying authority accordingly.
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2. Notified bodies shall take full 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 the agreement of
the client.

4. Notified bodies shall keep at the disposal of the notifying authority the relevant documents
concerning the assessment of the qualifications of the subcontractor or the subsidiary and the
work carried out by them under Article 15 and 16.

Article 27 [Article R22 of Decision No 768/2008/EC]

Application for notification

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

2. That application shall be accompanied by a description of the conformity assessment
procedures for lifts or for safety components for lifts for which the body claims to be
competent, as well as by an accreditation certificate, where one exists, issued by a national
accreditation body attesting that the conformity assessment body fulfils the requirements laid
downin Article 24.

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

Article 28 [ Article R23 of Decision No 768/2008/EC]

Notification procedure

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

2. They shall notify the Commission and the other Member States using the electronic
notification tool developed and managed by the Commission.

3. The notification shall include full details of the conformity assessment procedures for lifts
or for safety components for lifts concerned and the relevant attestation of competence.

4. Where a notification is not based on an accreditation certificate as referred to in Article
27(2), the notifying authority shall provide the Commission and the other Member States with
documentary evidence which attests to the conformity assessment body's competence and the
arrangements in place to ensure that that body will be monitored 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 no objections
are raised by the Commission or the other Member States within two weeks of a notification
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where an accreditation certificate is used or within two months of a notification where
accreditation is not used.

Only such a body shall be considered a notified body for the purposes of this Directive.
6. The Commission and the other Member States shall be notified of any subsequent relevant
changes to the notification.

Article 29 [Article R24 of Decision No 768/2008/EC]

| dentification numbers and lists of notified bodies
1. The Commission shall assign an identification number to a notified body.
It shall assign a single such number even where the body is notified under several Union acts.

2. The Commission shall make publicly available the list of the bodies notified under this
Directive, including the identification numbers that have been allocated to them and the
activities for which they have been notified.

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

Article 30 [Article R25 of Decision No 768/2008/EC]

Changesto notifications

1. Where a notifying authority has ascertained or has been informed that a notified body no
longer meets the requirements laid down in Article 24, or that it is failing to fulfil its
obligations, the notifying authority shall restrict, suspend or withdraw notification as
appropriate, depending on the seriousness of the failure to meet those requirements or fulfil
those obligations. It shall immediately inform the Commission and the other Member States
accordingly.

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

Article 31 [Article R26 of Decision No 768/2008/EC]

Challenge to the competence of notified bodies

1. The Commission shall investigate all cases where it doubts, or doubt is brought to its
attention, regarding the competence of a notified body or the continued fulfilment by a
notified body of the requirements and responsibilities to which it is subject.
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2. The notifying Member State shall provide the Commission, on request, with al information
relating to the basis for the notification or the maintenance of the competence of the body
concerned.

3. The Commission shall ensure that all sensitive information obtained in the course of its
investigationsis treated confidentially.

4. Where the Commission ascertains that a notified body does not meet or no longer meets the
requirements for its notification, it shall inform the notifying Member State accordingly and
request it to take the necessary corrective measures, including withdrawal of the notification if
necessary.

Article 32 [Article R27 of Decision No 768/2008/EC]

Operational obligations of notified bodies

1. Notified bodies shall carry out conformity assessments in accordance with the conformity
assessment procedures provided for in Article 15 and 16.

2. Conformity assessments shall be carried out in a proportionate manner, avoiding
unnecessary burdens for economic operators. Notified bodies shall perform their activities
taking due account of the size of an undertaking, the sector in which it operates, its structure,
the degree of complexity of lift or safety component for lifts technology in question and the
mass or serial nature of the production process.

In so doing they shall nevertheless respect the degree of rigour and the level of protection
required for the conformity of the lifts or the safety components for lifts with the provisions of
this Directive.

3. Where a notified body finds that the essential health and safety requirements set out in
Annex | or corresponding harmonised standards have not been met by an installer or a
manufacturer, it shall require the installer or the manufacturer to take appropriate corrective
measures and shall not issue a conformity certificate.

4. Where, in the course of the monitoring of conformity following the issue of a certificate or
an approval decision, as appropriate, a notified body finds that a lift or a safety component for
lifts no longer complies, it shall require the installer or the manufacturer to take appropriate
corrective measures and shall suspend or withdraw the certificate or the approval decision if
necessary.

5. Where corrective measures are not taken or do not have the required effect, the notified
body shall restrict, suspend or withdraw any certificates or approval decision(s), as

appropriate.
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Article 33 [Article 4(7) of Decision No 768/2008/EC]

Appeal against decisions of notified bodies
Member States shall ensure that an appeal procedure against decisions of the notified bodies
isavailable.

Article 34 [ Article R28 of Decision No 768/2008/EC]

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

@ any refusal, restriction, suspension or withdrawal of a certificate or approval

decision;
(b any circumstances affecting the scope of and conditions for notification;
(© any request for information which they have received from market surveillance

authorities regarding conformity assessment activities;

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

2. Notified bodies shall provide the other bodies notified under this Directive carrying out
similar conformity assessment activities for lifts or safety components for lifts with relevant
information on issues relating to negative and, on request, positive conformity assessment
results.

Article 35 [Article R29 of Decision No 768/2008/EC]

Exchange of experience
The Commission shall provide for the organisation of exchange of experience between the
Member States national authorities responsible for notification policy.

Article 36 [Article R30 of Decision No 768/2008/EC]

Coordination of notified bodies

The Commission shall ensure that appropriate coordination and cooperation between bodies
notified under this Directive are put in place and properly operated in the form of a
Coordination Group of Notified Bodies for Lifts.

Member States shall ensure that the bodies notified by them participate in the work of that
group, directly or by means of designated representatives.
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CHAPTERYV

UNION MARKET SURVEILLANCE AND CONTROL OFLIFTSOR
SAFETY COMPONENTSFORLIFTSENTERING THE UNION
MARKET AND SAFEGUARD PROCEDURES

Article 37

Union market surveillance and control of lifts or safety components for lifts entering the
Union market

Article 15(3) and Articles 16-29 of Regulation (EC) No 765/2008 shall apply to lifts and
safety components for lifts.

Article 38 [Article R31 of Decision No 768/2008/EC]

Procedure for dealing with lifts or safety components for lifts presenting a risk at national
level

1. Where the market surveillance authorities of one Member State have taken action pursuant
to Article 20 of Regulation (EC) No 765/2008, or where they have sufficient reason to believe
that alift or a safety component for lifts covered by this Directive presents a risk to the health
or safety of persons or, where appropriate, to the safety of property, they shall carry out an
evaluation in relation to the lift or the safety component for lifts concerned covering al the
requirements laid down in this Directive. The relevant economic operators shall cooperate as
necessary with the market surveillance authorities.

Where, in the course of the evaluation referred to in the first subparagraph, the market
surveillance authorities find that a lift does not comply with the requirements laid down in
this Directive, they shall, without delay, require the installer to take all appropriate corrective
action to bring the lift into compliance with those requirements within a reasonable period
commensurate with the nature of the risk, asthey may prescribe.

Where, in the course of the evaluation referred to in first subparagraph, the market
surveillance authorities find that a safety component for lifts does not comply with the
requirements laid down in this Directive, they shall, without delay, require the relevant
economic operator to take all corrective action to bring the safety component for lifts into
conformity, to withdraw safety component for lifts from the market or to recall 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 accordingly.

Article 21 of Regulation (EC) No 765/2008 shall apply to the measures referred to in the
second and third subparagraph.
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2. Where the market surveillance authorities consider that the non-compliance is not restricted
to their national territory, they shall inform the Commission and the other Member States of
the results of the evaluation and of the actions which they have required the economic
operators to take.

3. The economic operator shall ensure that all appropriate corrective action is taken in respect
of al the lifts and safety components for lifts concerned that it has made available on the
market throughout the Union.

4. Where the installer does not take adequate corrective action within the period referred to in
the second subparagraph of paragraph 1, the market surveillance authorities shall take all
appropriate provisional measures to restrict the placing on their national market or the putting
Into service.

Where the relevant economic operator does not take adequate corrective action within the
period referred to in the third subparagraph of paragraph 1, the market surveillance authorities
shall take all appropriate provisional measures to prohibit or restrict the safety component's
for lifts being made available on their national market, to withdraw the safety component for
lifts from that market or to recall it.

The market surveillance authorities shall inform the Commission and the other Member
States, without delay, of those measures.

5. The information referred to in paragraph 4 shall include all available details, in particular
the data necessary for the identification of the non-compliant lift or safety component for lifts,
their origin, the nature of the alleged non-conformity and the risk involved, the nature and
duration of the national measures taken and the arguments put forward by the relevant
economic operators. In particular, the market surveillance authorities shall indicate whether
the non-compliance is due to any of the following:

(a) failure of the lift or the safety component for lifts to meet the essential health and
safety requirements set out in Annex |;

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

6. Member States other than the Member State initiating the procedure shall, without delay,
inform the Commission and the other Member States of any measures adopted and of any
additional information at their disposal relating to the non-compliance of the lift or the safety
component for lifts concerned and, in the event of disagreement with the notified national
measure, of their objections.

7. Where, within 2 months of receipt of the information referred to in paragraph 4, no
objection has been raised by either a Member State or the Commission in respect of a
provisional measure taken by a Member State, that measure shall be deemed justified.

8. Member States shall ensure that appropriate restrictive measures are taken, without delay,
in respect of the lift or the safety component for lifts concerned.
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Article 39 [ Article R32 of Decision No 768/2008/EC]

Union safeguard procedure

1. Where, on completion of the procedure set out in Article 38(3) and 38(4), objections are
raised against a measure taken by a Member State, or where the Commission considers a
national measure to be contrary to Union legislation, the Commission shall, without delay,
enter into consultation with the Member States and the relevant economic operator or
operators and shall evaluate the national measure. On the basis of the results of that
evaluation, the Commission shall decide whether the national measure is justified or not.

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

2. If the national measure relating to alift is considered justified, al Member States shall take
the measures necessary to ensure that the non-compliant lift is restricted to be placed on their
national market or put into service.

If the national measure relating to a safety component for lifts is considered justified, all
Member States shall take the measures necessary to ensure that the non-compliant safety
component for liftsis withdrawn from their market.

The Member States shall inform the Commission accordingly.

If the national measure is considered unjustified, the Member State concerned shall withdraw
the measure.

3. Where the national measure is considered justified and the non-compliance of the lift or the
safety component for lifts is attributed to shortcomings in the harmonised standards referred
toin Article 38(5)(b) of this Directive, the Commission shall apply the procedure provided for
in Article 8 of Regulation (EU) No [../..] [ on European Standardisation].

Article 40 [ Article R33 of Decision No 768/2008/EC]

Compliant lift or safety component for lifts which present a risk to health and safety

1. Where, having performed an evaluation under Article 38(1), a Member State finds that
although a lift or safety components for liftsisin compliance with this Directive, it presents a
risk to the health or safety of persons or to other aspects of public interest protection, it shall
require the relevant economic operator to take all appropriate measures to ensure that the lifts
or safety component for lifts concerned, when placed on the market, no longer presents that
risk, to withdraw the safety component for lifts from the market or to recall it or to restrict the
placing the lift on the market or the putting it into service within a reasonable period,
commensurate with the nature of the risk, asit may prescribe.

2. The economic operator shall ensure that corrective action is taken in respect of al the lifts
or safety components for lifts concerned that he has made available on the market throughout
the Union.
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3. The Member State shall immediately inform the Commission and the other Member States.
That information shall include all available details, in particular the data necessary for the
identification of the lifts or safety components for lifts concerned, the origin and the supply
chain of the lifts or safety components for lifts, the nature of the risk involved and the nature
and duration of the national measures taken.

4. The Commission shall without delay enter into consultation with the Member States and
the relevant economic operator or operators and shall evaluate the national measures taken.
On the basis of the results of that evaluation, the Commission shall decide whether the
measure is justified or not, and where necessary, propose appropriate measures.

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

Article 41 [Article R34 of Decision No 768/2008/EC]

Formal non-compliance

1. Without prgjudice to Article 38, where a Member State makes one of the following
findings, it shall require the installer or the manufacturer, distributor or importer of a safety
component for lifts to put an end to the non-compliance concerned:

(a) the CE marking has been affixed in violation Article 30 of Regulation (EC) No 765/2008
or of Article 18 and 19 of this Directive;

(b) the CE marking has not been affixed;
(c) the EU declaration of conformity has not been drawn up;
(d) the EU declaration of conformity has not been drawn up correctly;

(e) the technical file referred to in Annexes IV Part A and Part B, VII, VIII and XI is either
not available or not complete.

2. Where the non-compliance referred to in paragraph 1 persists, the Member State concerned
shall take all appropriate measures to restrict or prohibit the lifts or safety components for lifts
being made available on the market or ensure that safety components for lifts are recalled or
withdrawn from the market.

| ¥ 95/16/EC (adapted)
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CHAPTERVI

DELEGATING POWER

Article 42

Delegating power
The Commission shall be empowered to adopt delegated acts in accordance with Article 43
concerning adaptations of Annex |11 to technical progress and new scientific evidence.

Article 43

Exercise of the delegation

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

2. The delegation of power referred to in Article 42 shall be conferred for an indeterminate
period of time from the date specified in Article 49 [entry into force of the directive].

3. The delegation of powers referred to in Article 42 may be revoked at any time by the
European Parliament or by the Council. A decision of revocation shall put an end to the
delegation of the power specified in that decision. It shall take effect the day following the
publication of the decision in the Official Journal of the European Union or at a later date
specified therein. It shall not affect the validity of any delegated acts already in force.
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4. As soon as it adopts a delegated act, the Commission shall notify it ssmultaneously to the
European Parliament and to the Council.

5. A delegated act adopted pursuant to Article 42 shall enter into force only if no objection
has been expressed either by the European Parliament or the Council within a period of 2
months of notification of that act to the European Parliament and the Council or if, before the
expiry of that period, the European Parliament and the Council have both informed the
Commission that they will not object. That period shall be extended by 2 months at the
initiative of the European Parliament or the Council.

| ¥ 95/16/EC (adapted)

CHAPTER &LV

X> TRANSITIONAL AND X1 FINAL PROVISIONS

4 new

Article 44

Penalties

Member States shall lay down the rules on penalties applicable to infringements of the
national provisions adopted pursuant to this Directive and shall take all measures necessary to
ensure that they are enforced.

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

Member States shall notify those provisions to the Commission by [...the date set out in the
second subparagraph of Article 46(1)] and shall notify it without delay of any subsequent
amendment affecting them.
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| V¥ 95/16/EC (adapted)

Article 45

£22 Transitional and final provisions <7

| 8 new |

Member States shall not impede the making available on the market or putting into service of
lifts or safety components for lifts covered by Directive 95/16/EC which are in conformity
with that Directive and which were placed on the market before [the date set out in the second
subparagraph of Article 46(1)] .

Certificates of conformity issued under Directive 95/16/EC shall be valid under this Directive
unless they expire before that date.

WV 95/16/EC (adapted)
> nNew

Article 46

£ Transposition <7

1. Member States shall adopt and publish, X> by <XI = [day (generally the last day of a
month)/month/year = 2 years after this adoption] < X> at the latest, <XI the laws, regulations
and administrative provisions necessary to comply with this-Directive DO Articles: [Article
2(5)-2(19), Articles: 7-14, Articles: 17-18, Article 19(5), Articles. 20-45, Article 46(1),
Article 47-49] and Annexes: [Annex Il Part A Points: (f), (k), (1), (m), Annex Il Part B Points:
(d), (j), (k), (), Annex IV Part A Poaints: 2(e), 3(c), 3(e), 3(g), Points: 4(b)-(e), Points. 5-9,
Annex IV Part B Points: 2(e), 3(c), 3(e), 3(h), Points: 4(c)-(e), Point 5 paragraphs: 2-4, Points:
6-9, Annex V Point 3.3(b), Points. 6-7, Annex VI Points: 3.1(a)-(c), Point 3.3 paragraph 4 -5,
Point 4.3, Points: 6-7, Annex VII Points: 3.1(a)-(b), 3.1(d), 3.1(f), Point 3.3, Point 4.2, Point
6, Annex VII Points: 3(c)-(d), 3(g), Annex VII Point 4, Annex IX Points: 3(a)-(d), Annex X
Points: 3.1(a), 3.1(e), Point: 3.4, Points: 6-7, Annex XI Points: 3.1(a)-(c), 3.1(e), Points: 3.3.3,
3.3.4, Points. 3.4 -3.5, Point 5(b) Point 6, Annex XII Point 3.1(a), Point 3.3, Point 6]. [The
articles and annexes which have been changed as to the substance by comparison with the
earlier Directive]. <XI by=dardar199%. They shall forthwith katerm > communicate to<X]
the Commission therest > the text of those provisions and a correlation table between those
provisions and this Directive. <X

= They shall apply those provisions from [day (generally the first day of a
month)/month/year = day after the date mentioned in first subparagraph]. <
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When Member States adopt these—measures [X> those provisions <XI, they shall contain a
reference to this Directive or shall be accompanled by such reference on the occasion of thelr
official publication. : A
States [X> They shall also |ncI ude astatement that references in eX|st| ng Iaws regulatlons and
administrative provisions to the directive repealed by this Directive shall be construed as
references to this Directive. Member States shall determine how such reference is to be made
and how the statement is to be formulated. <X

| ¥ 95/16/EC (adapted)

3:2. Member States shall communicate to the Commission the texts of the X> main <]
provisions of national law which they adopt in the field covered by this Directive.

Article 46 47

2> Reporting <7

\ W 95/16/EC

4 new

[By ... and every 5 years after that date] Member States shall submit to the Commission
reports on the application of this Directive.

| ¥ 95/16/EC (adapted)

Articled3 48
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WV 95/16/EC
= new

= Directive 95/16/EC, as amended by the acts listed in Annex XIII, Part A, is repealed with
effect from the date set out in the second subparagraph of Article 46(1) of this Directive,
without prejudice to the obligations of the Member States relating to the time limits for
transposition into national law of the Directives set out in Annex XllI, Part B. <

= References to the repealed Directive shall be construed as references to this Directive and
shall be read in accordance with the correlation table in Annex X1V. <

| ¥ 95/16/EC (adapted)

Article 49

£ Entry into force <&7

\V95/16/EC (adapted)
= new

= This Directive shall enter into force on the twentieth day following that of its publication in
the Official Journal of the European Union. <

X> Articles: [Article 1, Article 2(1)-2(5), Articles: 3-6, Articles: 15-16, Article 19(1)-19(4),
Article 45, Article 46(2), Article 50] and Annexes. [Annex |, Annex |l Part A Points: (a), (b),
(0), (d), (e), (9), (), (), (j), Annex Il Part B Points: (a), (b), (c), (), (), (9), (h), (i), Annex I11,
Annex IV Part A Paints: 1, 2(a)-(d), 3(a)-(b), 3(d), 3(f), 3(h)-(i), Annex IV Part A Point 4(a),
Points 10-11, Annex 1V Part B Points. 1, 2(a)-(d), 3(a)-(b), 3(d), 3(f)-(g) 3(i)-(j), Points: 4(a)-
(b), Point 5 paragraph 1, Points: 10-11, Annex V Points: 1-3.2, Point 3.3(a), Points: 3.4-5,
Annex VI Points: 1-2, Point 3.1(d)-(f), Point 3.2, Point 3.3 paragraphs: 1-3, Points: 3.4-4.2,
Point 5, Annex VII Points 1-2, Points: 3.1(c), 3.1(e), Point 3.2, Point 3.4, Point 4.1, Points:
4.3-5, Point 7, Annex VII Points: 1-2, Points: 3(a)-(b), 3(e)-(f), 3(h), Points: 5-6, Annex IX
Points: 1-2, Points: 4-7, Annex X Points. 1-2, Points: 3.1(b)-(d), Points: 3.2-3.3, Points: 4-5,
Annex XI Points: 1-2, Point: 3.1(d), Point 3.2, Point 3.3.1, Point 4, Point 5(a), 5(c), 5(d),
Point 7, Annex XII Points: 1-2, Points 3.1(b)-(d), Point 3.2, Point 3.4, Points: 4-5, Point 7].
[The articles and annexes which are unchanged by comparison with the earlier Directive]
shall apply from [the date set out in the second subparagraph of Article 46(1)]. <XI
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| ¥ 95/16/EC

Article 504¢
This Directive is addressed to the Member States.

Doneat[...],
For the European Parliament For the Council
The President The President
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| ¥ 95/16/EC (adapted)

ANNEX |

ESSENTIAL HEALTH AND SAFETY REQUIREM ENTSRE%HN%%H%

PRELIMINARY REMARKS

1. Obligations under essential health and safety requirements apply only where X> the
corresponding risk exists for <Xlthe lift or safety component X> for lifts <X] is-sabjeetto-the
hazard in question when used as intended by the installer efthelift or the manufacturer eftthe

safeby-compenents.

2. The essential health and safety requirements contained in the Directive are imperatives.
However, given the present state of the art, the objectives which they lay down may not be
attainable. In such cases, and to the greatest extent possible, the lift or safety components
> for lifts <X must be designed and built in such a way as to approximate to those
objectives.

3. The safety-cempenent manufacturer and the installer efthe-H#t are under an obligation
B> to carry out <X] assess-the-hazards [X>a risk assessment <XI in order to identify all these
> the risks <XI which apply to their products; they must then design and construct them
taking account of the assessment.

| ¥ 95/16/EC

1. GENERAL

1.1. Application of Directive
93#44%5%&%%&68#5&@%

Where the relevant hazaed X risk <X] exists and is not dealt with in this Annex, the essential
health and safety requirements of Annex | to Directive 83/892/EES 2006/42/EC* of the
European Parliament and of the Council apply. The essential X> health and safety <xI
requirements of Sestien Point 1.1.2 of Annex | to Directive 89292/EEC 2006/42/EC raudst
apply in any event.

23

OJL 157, 9.06.2006, p. 24.
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| ¥ 2006/42/EC Art. 24.2

1.2. Carrier

The carrier of each lift must be a car. This car must be designed and constructed to offer the
space and strength corresponding to the maximum number of persons and the rated load of
thelift set by theinstaller.

Where thelift isintended for the transport of persons, and where its dimensions permit, the
car must be designed and constructed in such away that its structural features do not obstruct
or impede access and use by disabled persons and so as to allow any appropriate adjustments
intended to facilitate its use by them.

| ¥ 95/16/EC (adapted)

1.3. Means of suspension and means of support

The means of suspension and/or support of the car, its attachments and any terminal parts
thereof must be selected and designed so as to ensure an adequate level of overall safety and
to minimize the risk of the car falling, taking into account the conditions of use, the materials
used and the conditions of manufacture.

Where ropes or chains are used to suspend the car, there must be at least two independent
cables or chains, each with its own anchorage system. Such ropes and chains must have no
joins or splices except where necessary for fixing or forming aloop.

1.4. Control of loading (including over speed)

1.4.1. Lifts must be so designed, constructed and installed as to prevent normal starting if the
rated load is exceeded.

1.4.2. Lifts must be equipped with an overspeed governor.

These requirements do not apply to lifts in which the design of the drive system prevents
overspeed.

1.4.3. Fast lifts must be equipped with a speed-monitoring and speed-limiting device.

1.4.4. Liftsdriven by friction pulleys must be designed so as to ensure stability of the traction
cables on the pulley.

1.5. Machinery

1.5.1. All passenger lifts must have their own individual lift machinery. This requirement
does not apply to lifts in which the counterweights are replaced by a second car.

1.5.2. Theinstaller of the lift must ensure that the lift machinery and the associated devices of
alift are not accessible except for maintenance and in emergencies.
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1.6. Controls

1.6.1. The controls of lifts intended for use by unaccompanied disabled persons must be
designed and located accordingly.

1.6.2. The function of the controls must be clearly indicated.
1.6.3. The call circuits of agroup of lifts may be shared or interconnected.
1.6.4. Electrical equipment must be so installed and connected that:

(a)= there can be no possible confusion with circuits which do not have any direct connection
with the lifts;

(b)= the power supply can be switched while on |oads;

(c)- movements of the lift are dependent on electrical safety devices in a separate electrical
safety circuit;;

(d)= afault in the electrical installation does not give rise to a dangerous situation.

2. 4222RrB TO O RISKSFOR X PERSONSOUTSIDE THE CAR

2.1. Thelift must be designed and constructed to ensure that the space in which the car travels
IS inaccessible except for maintenance or in emergencies. Before a person enters that space,
normal use of the lift must be made impossible.

2.2. The lift must be designed and constructed to prevent the risk of crushing when the car is
in one of its extreme positions.

The objective will be achieved by means of free space or refuge beyond the extreme
positions.

However, in specific cases, in affording Member States the possibility of giving prior
approval, particularly in existing buildings, where this solution is impossible to fulfil, other
appropriate means may be provided to avoid thisrisk.

2.3. The landings at the entrance and exit of the car must be equipped with landing doors of
adequate mechanical resistance for the conditions of use envisaged.

An interlocking device must prevent during normal operation:

(a)= starting movement of the car, whether or not deliberately activated, unless al landing
doors are shut and lockeds;

(b)= the opening of a landing door when the car is still moving and outside a prescribed
landing zone.

However, al landing movements with the doors open shall be allowed in specified zones on
condition that the levelling speed is controlled.
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3. #azaRe O X RISKSFOR X1 PERSONSIN THE CAR

3.1. Lift cars must be completely enclosed by full-length walls, fitted floors and ceilings
included, with the exception of ventilation apertures, and with full-length doors. These doors
must be so designed and installed that the car cannot move, except for the landing movements
referred to in the third subparagraph of Sestiea Point 2.3, unless the doors are closed, and
comes to a halt if the doors are opened.

The doors of the car must remain closed and interlocked if the lift stops between two levels
where there isarisk of afall between the car and the shaft or if there is no shaft.

3.2. In the event of a power cut or failure of components the lift must have devices to prevent
free fall or uncontrolled gpward movements of the car.

The device preventing the free fall of the car must be independent of the means of suspension
of the car.

This device must be able to stop the car at its rated load and at the maximum speed
anticipated by the installer of the lift. Any stop occasioned by this device must not cause
deceleration harmful to the occupants whatever the load conditions.

3.3. Buffers must be installed between the bottom of the shaft and the floor of the car.

In this case, the free space referred to in Sestien Point 2.2 must be measured with the buffers
totally compressed.

This requirement does not apply to liftsin which the car cannot enter the free space referred to
in Seetien Point 2.2 by reason of the design of the drive system.

3.4. Lifts must be so designed and constructed as to make it impossible for them to be set in
motion if the device provided for in Seetien Point 3.2 isnot in an operational position.
4. OTHER #AzARBS X RISKS X

4.1. The landing doors and car doors or the two doors together, where motorized, must be
fitted with a device to prevent the risk of crushing when they are moving.

4.2. Landing doors, where they have to contribute to the protection of the building against
fire, including those with glass parts, must be suitably resistant to fire in terms of their
integrity and their properties with regard to insulation (containment of flames) and the
transmission of heat (thermal radiation).

4.3. Counterweights must be so installed as to avoid any risk of colliding with or falling on to
the car.

4.4. Lifts must be equipped with means enabling people trapped in the car to be released and
evacuated.

4.5. Cars must be fitted with two-way means of communication allowing permanent contact
with arescue service.
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4.6. Lifts must be so designed and constructed that, in the event of the temperature in the lift
machine exceeding the maximum set by the installer of the lift, they can complete movements
in progress but refuse new commands.

4.7. Cars must be designed and constructed to ensure sufficient ventilation for passengers,
even in the event of a prolonged stoppage.

4.8. The car should be adequately lit whenever in use or whenever a door is opened; there
must also be emergency lighting.

4.9. The means of communication referred to in Sestien Point 4.5 and the emergency lighting
referred to in Sestien Point 4.8 must be designed and constructed so as to function even
without the normal power supply. Their period of operation should be long enough to allow
normal operation of the rescue procedure.

4.10. The control circuits of lifts which may be used in the event of fire must be designed and
manufactured so that lifts may be prevented from stopping at certain levels and alow for
priority control of the lift by rescue teams.

5. MARKING

5.1. In addition to the minimum particulars required for any machine pursuant to Sestien
Point 1.7.3 of Annex | to Directive 89392/EEC 2006/42/EC, each car must bear an easily
visible plate clearly showing the rated load in kilograms and the maximum number of
passengers which may be carried.

5.2. If the lift is designed to alow people trapped in the car to escape without outside help, the
relevant instructions must be clear and visible in the car.

WV 95/16/EC (adapted)
= New

6. INSTRUCTIONSFOR USE

6.1. The safety components B> for lifts <X] referred to in Annex £ I11 must be accompanied
by an instruction manua drawn up = in a language WhICh be easily understood by
consumers and other end users, as determ| ned by < -al o ge-of the Member
‘ HA = concerned <,
ma=|z> thefollowmg can be carrled out effeotlvely and W|thout danger Xl

(a)= assembly ;s
(b)= connection;s

(c)= adjustment;=and

(d)= maintenance.
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6.2. Each lift must be accompanied by deeusaentatien-= instructions for use <= drawn up
in= a language which can be easily understood by consumers and other end- users, as
determl ned by the Member State concerned = }

%ﬂ&d@ :m%deeameﬁtq@n@ Those mstructlons for use <= shall contam at Ieast X the
following documents:. <XI

| ¥ 95/16/EC

(@)= an instruction manual containing the plans and diagrams necessary for normal use and
relating to maintenance, inspection, repair, periodic checks and the rescue operations referred
to in Sesetien Point 4.4;;

(b)= alogbook in which repairs and, where appropriate, periodic checks can be noted.
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| ¥ 95/16/EC (adapted)

ANNEX 11

A. CONTENT OF THE B EU X1 E€ DECLARATION OF CONFORMITY FOR SAFETY
COMPONENTSB® FOR LIFTS <412

The > EU <X] EE€ declaration of conformity X>for safety components for lifts shall be
drafted in the same language as the instruction manual referred to in Annex I, Point 6.1, and
be either typewritten or printed and <XI sust [X> shall <XI contain the following information:

> (a) business Xl =name and X> full I address of the manufacturer ef—the—safety

I

(b)= where appropriate, X> business <xX] name and address of his authorized representative
established in the Serarrurity™ > Union Xs;

(€)= description of the safety component > for lifts <X1, details of type or series and serial
number (if any)s;

(d)- safety function of the safety component [X> for lifts <Xl, if not obvious from the
descriptions;

(e)= year of manufacture of the safety component > for lifts Xls;

(f)= all relevant provisions with which the safety component X> for lifts <X complies;;

4 new

(g) astatement that the safety component for liftsisin conformity with all the relevant Union
harmonisation legislation;

| ¥ 95/16/EC (adapted)

(h)= where appropriate, «efereree [X reference(s) XI to harmonized stardard
X> standard(s) <XI useds;

()= where appropriate, > the <X name, address and identification number of the notified
body which carried out the X> EU <X] EE type-examination in accordance with Article 15(a)

and (b) 8&Lba—-and-—DO and <X] where—appreprate; the reference te O of <X] the
X> EU <X] EE type-examination certificate issued by that notified bodys;;

24
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()= where appropriate, name, addreﬂs and |dent|f|cat|on number of the notlfled body which
carried out the ; . 5 X> conformity
assessment procedurein accordance W|th Artlcl e 15(a) Xl

(k)= where appropriate, name, address and identification number of the notified body which
ehecked—[X> approved <XI the system—ef quality assurance [X> system operated <XI

Hplemented by the manufacturer in accordance with Article 15(b) and (€); 865y

> (1) the name and function of the person empowered to sign the declaration on behalf of the
manufacturer or his authorized representative established in the Union; <X

| 0 new

(m) place and date of signature;

(n) signature.

| ¥ 95/16/EC (adapted)

B. CONTENT OF THE EC ® EU <Xl DECLARATION OF CONFORMITY FOR INSTALLED LIFTS>

The EE€ > EU X] declaration of conformity B> for liftsshall be drafted in the same
language as the instruction manual referred to in Annex I, Point 6.2, and be either typewritten
or printed and <X] sust X> shall <X] contain the following information:

X (a) business <Xl name and B> full <X address of the installer ef-thelift®;;

(b)= description of the lift, details of the type or series, serial number and address where the
lift is fitted X installed <XI5;

| ¥ 95/16/EC

(c)= year of installation of thelift;;

(d)=al relevant provisions to which the lift conforms;;

| 8 new

(e) a statement that the lift is in conformity with al the relevant Union harmonisation
legislation;
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WV 95/16/EC (adapted)
> new

(f)= where appropriate, X> the <X] refereree X> reference(s) X1 to harmonized standards
used;;

(g)= where appropriate, > the <XI name, address and identification number of the notified
body which carried out the ES X> EU <XI type-examination ef—the—medel—ofthelift in
accordance with Article 16(1) (a) 82—y and-4—[X> and the X] - where—appropriate;
reference of the ECS X> EU <XI type-examination certificate; > issued by that notified
body; <X

(h)= where appropriate, > the <XI name, address and identification number of the notified
body which carried out the X> unit <X] verification B> procedure <X] eftheHft in accordance

with Article 82-v-16(1)(C)s;

(i)= where appropriate, > the <XI name, address and identification number of the notified
body which carrled out the final mspectlon of the I|ft in accordance with the fxsttadent-of
Article €

(j)= where appropriate, name, address, and identification number of the notified body which

Haspected-= approved < the quality assurance system Haplemented X operated <ZI by the
mstaller in accordance with the ses Article

; 16(1)(A)(iii); 16(1)(b)(ii); 16{1)(b)(|||)and 16(1)(d)s;

> (k) the name and function of the person empowered to sign the declaration on behalf of the
installer; <XI

4 new

() place and date of signature;

(m) signature.
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| ¥ 95/16/EC (adapted)

ANNEX |18+

LIST OF SAFETY COMPONENTS® FOR LIFTS & REFERRED TO IN ARTICLE
1 (1) AND ARTICLE 8315

| ¥ 95/16/EC

1. Devicesfor locking landing doors.
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| ¥ 95/16/EC (adapted)

2. Devices to prevent falls referred to in Sestien Point 3.2 of Annex | to prevent the car from
falling or uhehecked-apward > uncontrolled <XI movements.

| ¥ 95/16/EC

3. Overspeed limitation devices.

| ¥ 95/16/EC (adapted)

4. () Energy-accumul ating sheek-abserbers DX buffers <X :
(i)= etther non-linear, B> or <X
(ii)= o with damping of the return movement.

(b) Energy-dissipating sheek=abserbers > buffers <x1 .

| ¥ 95/16/EC

5. Safety devices fitted to jacks of hydraulic power circuits where these are used as devices to
prevent falls.

| ¥ 95/16/EC (adapted)

6. Electric safety devices in the form of safety switehes X circuits <XI containing electronic
components.
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WV 95/16/EC (adapted)
> new

ANNEX V¥

EC O EU XI TYPE-EXAMINATION > FOR LIFTSAND SAFETY COMPONENTS
FORLIFTS X

(module B)

A.ES X EU <XI TYPE-EXAMINATION OF SAFETY COMPONENTSX> FOR LIFTS X

1. EG-X> EU <X type-examination is the = part of a conformity assessment <= procedure
whereby a notified body ascertains and certifies that a representative specimen of a safety
component > for lifts X1 will permit the lift to which it is correctly fitted to satisfy the
applicable requirements of the Directive.

2 The appllcatlon for > EU X1 EC type-examination shall be lodged by the manufacturer,
or his authorized representative established in the Ceramunity
IZ> Unlon Xl W|th ac> single < notified body of his choice.

The application saest > shall <X include:

@)=
appllcatl onis Iodged by the authorlzed repr&eentatlve hIS name and address as well
<X] and the place of manufacture of the safety components > for lifts <Xls;
| ¥ 95/16/EC
b)=  a written declaration that the same application has not been lodged with any other
notified bodys;
| ¥ 95/16/EC (adapted)
(€)=  atechnical dessies X file(s); X
(d)=  arepresentative specimen of the safety component X> for lifts <XI or details of the

place where it can be examined. The notified body may srake+reasered-request fer
further specimens X> if needed for carrying out the test program <Xls;

| 0 new |

(e) the supporting evidence for the adequacy of the technical design solution. This
supporting evidence shall mention any documents that have been used, in particular
where the relevant harmonised standards have not been applied in full. The
supporting evidence shall include, where necessary, the results of tests carried out by
the appropriate laboratory of the manufacturer, or by another testing laboratory on
his behalf and under his responsibility.
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3. The technical dessier X file XI must X> shall <X] allow an assessment of the conformity
and adequacy of the safety component B> for lifts <X to enable a lift to which it is correctly
fitted to conform with-theprovisiens DO to the applicable requirements <X1 of the Directive.

Tthe technical dessier

x> f|Ie <ZI should mclude thefoIIOW| ng:

(a)= a general description of the safety component X> for lifts <X1, including its area of use (in
particular possible limits on speed, load and power) and conditions (in particular explosive
environments and exposure to the elements)s;

| ¥ 95/16/EC |

(b)= design and manufacturing drawings or diagrams;;

| 0 new |

(c) explanations necessary for the understanding of those drawings and diagrams and the
operation of the safety component for lifts;

| ¥ 95/16/EC (adapted)
IZ> (d) a Ilst of the essent|al health and safety reqw rements;

| 8 new

(e) alist of the harmonised standards the references of which have been published in the
Official Journal of the European Union, applied in full or in part, and descriptions of the
solutions adopted to meet the essential health and safety requirements of the Directive where
those harmonised standards have not been applied. In the event of partly applied harmonised
standards, the technical file shall specify the parts which have been applied;

| ¥ 95/16/EC (adapted)

(f)= results of any tests or calculations performed X> by <X] or subeentracted-by O for <X]
the manufacturers;

\@-new \

(g) test reports;

| ¥ 95/16/EC (adapted) |

(h)= a copy of the assembly instruction X> manual <XI for the safety components X> for
lifts XI5,
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(i)= steps taken at the manufacturing stage to ensure that series-produced safety components
> for lifts <X] conform to the safety component X> for lifts <] examined.

4. The notified body shall:

> (a) examine the technical file to assess the adequacy of the technical design of the safety
component for lifts; <X

| 0 new |

(b) agree with the applicant on alocation where the examinations and tests will be carried out;

| ¥ 95/16/EC (adapted) |

> (c) verify that the representative specimen(s) has(have) been manufactured in conformity
with the technical file, and identify the elements which have been designed in accordance
with the specifications of harmonised standards, as well as the elements which have been
designed without applying the specifications of those standards; <X

> (d) carry out appropriate examinations and tests, or have them carried out, to check
whether, where the manufacturer has chosen to apply the specifications of the relevant
harmonised standards, these have been applied correctly; <X

X> (e) carry out appropriate examinations and tests, or have them carried out, to check
whether, where the specifications of the relevant harmonised standards have not been applied,
the solutions adopted by the manufacturer meet the corresponding essential health and safety
requirements of the Directive. <XI

\@new

The notified body shall draw up an evaluation report that records the examinations,
verifications and tests carried out and their outcome. Without prejudice to its obligations vis-a
vis the notifying authorities, the notified body shall release the content of that report, in full or
in part, only with the agreement of the manufacturer.

| ¥ 95/16/EC (adapted)
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X> 5. If the representative specimen(s) of the safety component for lifts complies(comply)
with the essential health and safety requirements of the Directive, the notified body shall issue
an EU type-examination certificate to the applicant manufacturer. The certificate shall contain
the name and address of the manufacturer of the safety component and, where appropriate, of
his authorised representative, the conclusions of the type-examination, any conditions of
validity of the certificate and the particulars necessary to identify the approved type. <X

| 8 new

The certificate may have one or more annexes attached.

Where the representative specimen(s) does(do) not comply with the applicable essential
health and safety requirements of the Directive, the notified body shall refuse to issue an EU
type-examination certificate and shall inform the applicant accordingly, giving detailed
reasons for itsrefusal.

The notified body shall keep a copy of the EU type-examination certificate, its annexes and
additions, as well as the technical file and the evaluation report, for a period of 15 years from
the date of issue of the certificate.

| ¥ 95/16/EC (adapted)

X> 6. The notified body shall keep itself apprised of any changes in the generaly
acknowledged state of the art which indicate that the approved type may no longer comply
with the applicable requirements of the Directive, and shall determine whether such changes
require further investigation. If so, the notified body shal inform the manufacturer
accordingly. <]

X> 7. The manufacturer or his authorized representative shall inform the notified body of any
modification to the approved type that may affect the conformity of the safety component for

29
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lifts with the essential health and safety requirements of the Directive or the conditions of
validity of the EU type-examination certificate. <XI

> The notified body shall examine the modification and inform the applicant whether the
EU type-examination certificate remains valid or whether further examinations, verifications
or tests are needed. As appropriate, the notified body shall issue an addition to the original EU
type- examination certificate or ask for a new application for an EU type-examination to be
submitted. <X

x> 8. Each notified body shall inform its notifying authorities concerning the EU type
examination certificates and any additions thereto which it has issued or withdrawn, and shall,
periodically or upon request, make available to its notifying authorities the list of certificates
and any additions thereto refused, suspended or otherwise restricted. <XI

x> Each notified body shall inform the other notified bodies concerning the EU type
examination certificates and/or any additions thereto which it has refused, withdrawn,
suspended or otherwise restricted, and, upon request, concerning the certificates and/or
additions thereto which it hasissued. <XI

x> 9. The Commission, the Member States and the other notified bodies may, on request,
obtain a copy of the EU type-examination certificates and additions thereto. On request, the
Commission and the Member States may obtain a copy of the technical file and of the report
on the examinations, verifications and tests carried out by the notified body. <X

X> 10. EU <X] 8=EE type-examination certificates and the dessiers [X> documents <X] and
correspondence relating to X> EU <X] E€ type-examination procedures saast X> shall <X] be
drawn up in an official language of the Member State where the notified body is established
or in alanguage acceptableto it.

WV 95/16/EC (adapted)
= nNew

9. 11. The manufacturer or his authorized representative radst
> shall <X] keep with the technical eleeamea%@a > file <X] copies of X> EU <X EC type-
examination certificates = , their annexes <= and thek additions for a period of 10 years after
the last safety component IZ> for lifts <X has been X> placed on the market <X] sranufactured.

Where neither the manufacturer nor his authorized representative is
established in the Cemmunity X Unlon <&X] the obligation to keep the technica
deeumentatien X file X1 available falls to the person who places the safety component
B> for lifts <1 on the Semmaurity DO Union X1 market.
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WV 95/16/EC (adapted)
> new

B.X EU X1 ECS TYPE-EXAMINATION OF LIFTS

1. X EU Xl EC type-examination is the = part of a conformity assessment <= procedure
whereby O in which <X] a notified body ascertains and certifies that a model lift or that alift
for which there is no provison for an extenson or variant, satisfies
the > applicable <X] requirements of the Directive.

2. The application for X> EU <X] £C type-examination sust > shall <XI be lodged by the
installer eithetift with a X>single <X notified body of his choice.

The application saust > shall <] include:
(a)= the name and address of the installer ef=thelift;;

| ¥ 95/16/EC

(b)- a written declaration that the same application has not been lodged with any
other notified bodys;

| ¥ 95/16/EC (adapted)

(c)= atechnical dessier B filg(s); <Xl

(d)= details of the place where the model lift can be examined. The model lift
submitted for examination shall include the terminal parts and be capable of serving
at |least three levels (top, middle and bottom)s;

\@new

(e) the supporting evidence for the adequacy of the technical design solution. This
supporting evidence shall mention any documents that have been used, in particular
where the relevant harmonised standards have not been applied in full. The
supporting evidence shall include, where necessary, the results of tests carried out by
the appropriate laboratory of the lifts manufacturer, or by another testing laboratory
on his behalf and under his responsibility.

| ¥ 95/16/EC (adapted) |

3. The technical dessier B file <X] must X> shall <X] allow an assessment of the conformity
of the lift with the previsiens X> essential health and safety requirements <X1 of the Directive
and an understanding of the design and operation of the lift.

Tthe technical dessier
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(8)= a general description of the representative model efthedlifts echn i
%@ indicating <X clearly al X the permltted varlatlons of the <Xl ge%%ke

thze modd lift & > referred

to in Artlcle 2(3) <ZI

| ¥ 95/16/EC |

(b)= design and manufacturing drawings or diagrams;;

\@new \

(c) explanations necessary for the understanding of those drawings and diagrams and of the
operation of the model lift;

| ¥ 95/16/EC (adapted)

D> (d) a list of the<X] essential [X> health and safety X1 requirements taken into
consideration and the means adopted to satisfy them (e.g. a harmonised standard)s;

| 0 new

(e) alist of the harmonised standards the references of which have been published in the
Official Journal of the European Union, applied in full or in part, and descriptions of the
solutions adopted to meet the essential health and safety requirements of the Directive where
those harmonised standards have not been applied. In the event of partly applied harmonised
standards, the technical file shall specify the parts which have been applied;

| ¥ 95/16/EC (adapted)

(f)= acopy of the X> EU <X] £C declarations of conformity of the safety components X> for
lifts <X] used in the mardfastureetthe > model <X lift;;

(g)= results of any tests or calculations performed or subcontracted by-thesmarufacturer > by
or for theinstaller <XIs;

| & new |
(h) test reports;

| ¥ 95/16/EC |
(i)= acopy of thelift instruction manuals;

| ¥ 95/16/EC (adapted) |

(])= steps taken at the installation stage to ensure that the series-produced lift conforms to the
previsiens [X> essential health and safety requirements <XI of the Directive.

4. The notified body saust > shall: <XI
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(a)= examine the technical dessier B file <X] to assess hew
[X> the adequacy of the technical design of the model lift; <X

| 0 new

(b) agree with the installer on alocation where the examinations and tests will be carried out;

| ¥ 95/16/EC (adapted)

4 new

(c) examine the model lift to check that it has been manufactured in accordance with the
technical file, and identify the elements which have been designed in accordance with the
specifications of the relevant harmonised standards, as well as the elements which have been
designed without applying the specifications of those standards,

| ¥ 95/16/EC (adapted)

(d) carry out appropriate examinations and tests, or have them carried out, to check whether,
where the installer has chosen to apply the specifications of the relevant harmonised
standards, these have been applied correctly;

(e) carry out appropriate examinations and tests, or have them carried out, to check whether,
where the specifications of the relevant harmonised standards have not been applied, the
solutions adopted by the installer meet the corresponding essential health and safety
requirements of the Directive.

The notified body shall draw up an evaluation report that records the examinations,
verifications and tests carried out undertaken and their outcome. Without prejudice to its
obligations vis-a vis the notifying authorities, the notified body shall release the content of
that report, in full or in part, only with the agreement of the lifts manufacturer

WV 95/16/EC (adapted)
= new

5. If the model lift complies with th ctive = essential health and safety
requirements set out in Annex | < appllcable to it, the nOtIerd body saust X> shall <X] issue
an EC€ X> EU <X] type-examination certificate to the appheant X> instaler <XI. The certificate
waust DO shall X1 contain the name and address of the installer, the conclusions of the-chesk:
X> the EU type-examination <XI, any conditions of validity of the certificate and the
particulars necessary to identify the approved gpe X> model lift <X1.
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The certificate may have one or more annexes attached.

Where the model lift does not comply with the essential health and safety requirements set out
in Annex |, the notified body shall refuse to issue an EU type-examination certificate and
shall inform the installer accordingly, giving detailed reasons for its refusal.

The notified body shall keep a copy of the EU type-examination certificate, its annexes and
additions, as well as the technical file and the evaluation report for a period of 15 years from
the date of issue of the certificate.

6. The notified body shall keep itself apprised of any changes in the generally acknowledged
state of the art which indicate that the approved type may no longer comply with the essential
health and safety requirements set out in Annex | and shall determine whether such changes
require further investigation. If so, the notified body shall inform the installer accordingly.

7. The installer shall inform the notified body of any modifications to the approved type,
including variations not specified in the original technical file, that may affect the conformity
of the lift with the essential health and safety requirements set out in Annex | or the
conditions of validity of the certificate.

The notified body shall examine the modification and inform the installer whether the EU
type-examination certificate remains valid or whether further examinations, verifications or
tests are needed. As appropriate the notified body shall issue an addition to the original EU
type-examination certificate or ask for a new application for an EU type-examination to be
submitted.

30
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8. Each notified body shall inform its notifying authorities concerning the EU type-
examination certificates and any additions thereto which it has issued or withdrawn, and shall,
periodically or upon request, make available to its notifying authorities the list of certificates
and any additions thereto refused, suspended or otherwise restricted.

Each notified body shall inform the other notified bodies concerning the EU type-examination
certificates and any additions thereto which it has refused, withdrawn, suspended or otherwise
restricted, and, upon request, concerning the certificates and additions thereto which it has
issued.

| ¥ 95/16/EC (adapted)

9. The Commission, the Member States and the other notified bodies may X>, on request, <XI
obtam a copy of the EE > EU type-examination certificates and additions thereto <xI
certificate—and —en—a—+easoned—+reques =. > On request, the Commission and the Member
States may obtam <ZI a copy of the technlcal > file <X] desster and X> of the report on the
exammatlons verlflcatlons and tests carrled out by the notified body. <X are—+reperts—ect

8.10. EG-[X> EU X] type-examination certificates and the dessiers [X> documents X1 and
correspondence relating to EEX> EU <X] type-examination procedures saust X> shall <X be
drawn up in ere X> an <X] efthe official languages > language <] of the Member State
where the notified body is established or in alanguage acceptableto it.

WV 95/16/EC (adapted)
= new

9.11. The installer ef—thetift must X shall <X] keep with the technical deeumentatien
> file X1 copies of E€ > EU <X type-examination certificates = , their annexes < and
their additions for a period of at least 10 years after the last lift has been manutactured
X> placed on the market <XI in conformity with the representative model of the lift.
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| ¥ 95/16/EC (adapted)

ANNEX VML

FINAL INSPECTION > FOR LIFTS X1

X> 1. Fina inspection is the part of a conformity assessment procedure whereby a notified
body ascertains and certifies that an installed lift subject to an EU type-examination certificate
or designed and manufactured according to an approved full quality assurance system satisfies
the essential health and safety requirements set out in Annex |. <X

B> 2. OBLIGATIONSOF THE INSTALLER <X]

> 2.1. The installer shall take all measures necessary to ensure that the lift being installed
complies with the essential health and safety requirements set out in Annex | and with any of
the following: <XI

> (a) an approved type described in an EU type-examination certificate; <xI

> (b) a lift designed and manufactured in accordance with a full quality assurance system
pursuant to Annex XI and the EU design examination certificate if the design is not wholly in
accordance with the harmonized standards. <XI

| ¥ 95/16/EC (adapted)

[X>2.2. Theinstaller shall draw up an EU declaration of conformity and affix the CE marking
in the car of each lift which satisfies the essential health and safety requirements of this
Directive. <X]

B> 3. FINAL INSPECTION. <X

> 3.1 Theinstaller shall provide to the notified body the following documents: <xI
(a)= the plan of the complete lift;;

(b)= the plans and diagrams necessary for final inspection, in particular control circuit
diagrams;;
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(€)= acopy of theinstruction sarsal X> for use <XI referred to in Annex |, Seetien Point 6.2.

The notified body may not require detailed plans or precise information not necessary for
verlfyl ng the conformlty of the B> mstalled <ZI lift-al :

X> 3.2 A notified body chosen by the installer shall carry out the fina inspection of the
installed lift about to be placed on the market in order to check the conformity of the lift with
the applicable essentia health and safety requirements of this Directive. <X]

[X> The appropriate examinations and tests set out in the relevant harmonised standard(s)
referred to in Article 14 shall be carried out in order to ensure the conformity of the lift with
the applicable essential health and safety requirements of this Directive. In the absence of
such harmonised standards, the notified body concerned shall determine the appropriate
equivalent tests to be carried out. <X

> 3.3. The examinations shall include at least any of the following: <X

X> (a) examination of the documents referred to in point 3.1 to check that the installed lift
conforms with the model lift subject to an EU type-examination certificate pursuant to Annex
IV B; X

| 8 new

(b) examination of the documents referred in point 3.1 to check that the installed lift conforms
with the lift designed and manufactured in accordance with an approved full quality assurance
system pursuant to Annex Xl and if the design is not wholly in accordance with the
harmonized standards, with the EU design examination certificate.

| ¥ 95/16/EC (adapted) |
X> 3.4. Thetests shall include at least any of the following: <]

| ¥ 95/16/EC |

(a)= operation of the lift both empty and at maximum load to ensure correct installation and
operation of the safety devices (end stops, locking devices, etc.)s;

(b)= operation of the lift at both maximum load and empty to ensure the correct functioning of
the safety devicesin the event of loss of powers;
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| ¥ 95/16/EC (adapted)
(c)= static test with aload equal to 1,25 times the gremiaal X> rated <XI load.

The geminal X> rated <X1 load shall be that referred to in Annex |, Sestien Point 5.

| ¥ 95/16/EC

After these tests, the notified body shall check that no distortion or deterioration which could
impair the use of the lift has occurred.

| ¥ 95/16/EC (adapted)

> 4. If theinstalled lift satisfies the essential health and safety requirements set out in Annex
I, the notified body shall affix or have affixed its identification number adjacent to the CE
marking in accordance with Articles 18 and 19 and shall draw up afinal inspection certificate
which mentions the examinations and tests carried out. <X

| ¥ 95/16/EC

The notified body shall fill in the corresponding pages in the logbook referred to in Annex 1,
Sestien Point 6.2.

| ¥ 95/16/EC (adapted) |

If the notified body refuses to issue the final mspectlon certificate, it me& IZ> shall I State
the detailed reasons for refusal resemsm ; 2 ;
> and indicate the necessary corrective measures to be taken <ZI Where the mstaJIer agaln
applies for final inspection, he mdst X> shall <XI apply to the same notified body.

x> 5. The final inspection certificate, documentation and correspondence relating to the final
inspection acceptance procedures shall be drawn up in one of the official languages of the
Member State where the notified body is established or in alanguage acceptable to it. <X

6. 3=The installer efthetiftshall keep a copy of the ECS X> EU <X] declaration of conformity
and the find mspectlon certlflcate #eﬁ%%el#m%ﬁe%&for 10 years after X> the
placing <X] &em oA asplased-on the market > of thelift <.
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| 0 new

7. The Commission and the Member states may obtain a copy of the final inspection
certificate on request.
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WV 95/16/EC (adapted)
> new

ANNEX VI M-

PRODUCT QUALITY ASSURANCE X> FOR SAFETY COMPONENTSFOR
LIFTS X

(module E)

x> 1. Product quality assurance for safety components for lifts is the part of the conformity
assessment procedure whereby a notified body assesses the product quality assurance system
of a manufacturer in order to ensure that the safety components for lifts are manufactured and
monitored in conformity with the type described in the EU type-examination certificate and
satisfy the essential health and safety requirements set out in Annex | and will enable alift to
which they are correctly fitted to satisfy those requirements. <xI

X> 2. OBLIGATIONS OF THE MANUFACTURER <]

x> 2.1. The manufacturer shall apply an approved product quality assurance system for final
inspection and testing of the safety component for lifts as specified in Point 3, and shall be
subject to surveillance as specified in Point 4. <X

X> 2.2. The manufacturer or his authorized representative established in the Union shall affix
the CE marking to each safety component for lifts and draw up an EU declaration of
conformity. <XI

3. > PRODUCT <XI QQUALITY ASSURANCE SYSTEM

3.1. The manufacturer ef-the-safety-eempenents > or his authorised representative <XI must
x> shall <X] lodge an application for assessment of kis X> the product <xX] quality assurance
system for the safety components eerserred X for lifts X1 with a = single < notified body
of his choice.

The application must include:
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| 0 new |

(a) the name and address of the manufacturer and, if the application is lodged by his
authorised representative, his name and address as well;

(b) awritten declaration that the same application has not been lodged with any other notified
body;

(c) the premises where final inspection and testing of the safety components for lifts are
carried out;

| ¥ 95/16/EC (adapted)

(d)= dl relevant information fex > on <X] the safety components ervisaged [X> for liftsto be
manufactured <Xls;

(€)= the documentation on the > product <XI quality assurance systems;

(f)= the technical deesumentation-LX file(s) <X of the appreved safety components X> for lifts
to be manufactured <XI and a copy of the E€ X> EU <X] type-examination eertificates:
B> certificate(s). I

3.2. Under the B product <XI quality assurance system, each safety component B> for
liftsshall <X] saust be examined X inspected X1 and appropriate tests as set out in the
relevant standards referred to in Article 514 or equivalent tests IZ>shaII <X] maust be carrled
out in order to ensure its conformity to the relevant 7
[X> essentia health and safety requirements set out in Annex |. <X

All the elements, requirements and provisions adopted by the manufacturer ef—the-safety
compenents must X> shall <X be documented in a systematic and orderly manner in the form
of written measures, procedures and instructions. This quality assurance system
documentation sust [X> shall <XI ensure a common understanding of the quality programmes,
plans, manuals and records.

| ¥ 95/16/EC

It must contain in particular an adequate description of:

(@ the quality objectives;

| ¥ 95/16/EC (adapted)

(b) the organizational structure, responsibilities and powers of the management with
regard to quality of the safety component > for lifts <XI;

(©) the examinatiens [ inspections <Xl and tests that will be carried out after
manufacture;

(d) the means to verify the effective operation of the X> product <] quality assurance
system;
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| ¥ 95/16/EC

(e quality records, such as inspection reports and test data, calibration data, reports on
the qualifications of the personnel concerned, etc.

| ¥ 95/16/EC (adapted)

3.3. The notified body must assess the > product <XI quality assurance system to determine
whether it satisfies the requirements referred to in Seetien Point 3.2. 1t X> shall <X] must
presume conformity with these requirements in respect of X> product <XI quality assurance
systems that implement the relevant harmonized standard®

The auditing team must have at least one member with experience of assessment in the lift
technology concerned [X> and knowledge of the essential health and safety requirements set
out in Annex |. <X]

The assessment procedure sust > shall <X include a visit to the premises ef—the-safety
G refacturer 5O where final inspection and testing of safety components for lifts

| ¥ 95/16/EC (adapted)

X> The decision shall be notified to the manufacturer. The notification shall contain the
conclusions of the examination and the reasoned assessment report. <X

\@-new

Under the responsibility of the notified body, the manufacturer shall affix the identification
number of the notified body adjacent to the CE marking in accordance with Articles 18 and
19 to the safety components for lifts during the manufacturing process.

| ¥ 95/16/EC (adapted) |

3.4. The manufacturer ' s paust O shall <X1 undertake to discharge the
obligations arising from the IZ> product <X] quality assurance system as approved and to
ensure that it is maintained in an appropriate and efficient manner.

The manufacturer ef-the-safeby-cermpenents or his authorized representative established #athe
Cemmunity DO Union <X] must > shall <X keep the notified body which has approved the
X> product <] quality assurance system informed of any intended updating of the guakity
assdranee system.

31
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The notified body saast X> shall <X] assess the modifications proposed and decide whether
the modified X> product <XI quality assurance system still satisfies the requirements referred
to in Sestien Point 3.2 or whether areassessment is required.

It maust > shall <XI notify its decision to the manufacturer. The notification saast B shall <X]

contain the conclusions of the examination and the reasoned assessment B report <XI

4, SURVEILLANCE UNDER THE RESPONSIBILITY OF THE NOTIFIED BODY

4.1. The purpose of surveillance is to make sure that the manufacturer ef—the—safety
eempenent duly fulfils the obligations arising out of the approved X> product <x] quality
assurance system.

4.2. The manufacturer sust > shall X1 allow the notified body access for inspection
purposes to the X> premises where final <X] inspection, testing and storage teeatiens > are
carried out <XI and provide it with al necessary information, in particular:

(a)= the B> product <XI quality assurance system documentation;
(b)=the technical X file(s); <X] deeumentation;

| ¥ 95/16/EC

(c)= the quality records, such as inspection reports and test data, calibration data, reports on
the qualifications of the personnel concerned, etc.

WV 95/16/EC (adapted)
= nNew

4.3. The notified body must X shall X1 periodically carry out audits to ensure that the
manufacturer 2! is maintains and applies the X> product <XI quality
assurance system and % IZ> shall <X] provide an audit report to the manufacturer et=the
safety-compenents; =and, where appropriate, to his authorised representative. <

4.4. Additionally, the notified body may pay unexpected visits to the marutacturer—ef-—the
safety—compenent X premises where final inspection and testing of safety components for
lifts are carried out <XI.

At the time of such visits, the notified body may, where necessary, carry out tests or have
them carried out in order to check the proper functioning of the X> product <Xl quality
assurance system where-necessary. Hmust X |t shall <XI provide the manufacturer efthe
safety—compenents >and, where appropriate, to his authorised representative, < with a visit
report and, if atest has been carried out, with atest report.

5. The manufacturer saast X> shall <XI for a period ending 10 years after the last safety
component X> for lifts <] has been manutastured = placed on the market <=, keep at the
disposal of the national authorities:
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| ¥ 95/16/EC (adapted)

(a)= the deeumentation X> technical file(s) XI referred to i
paragraph-ef Sectien Point 3.1(f)s;

| O new

(b) the documentation referred to in Point 3.1(e);

| ¥ 95/16/EC (adapted)

(c)= the updating referred to in the second paragraph of Seetiea Point 3.4;;

(d)= the decisions and reports from the notified body which are referred to in the final
paragraph of Seetien Point 3.4 and in Seetiens Points 4.3 and 4.4.

6. Each notified body shall inform its notifying authorities of product quality assurance
system approva decision(s) issued or withdrawn, and shall, periodically or upon request,
make available to its notifying authorities the list of approval decisions, issued, refused,
suspended or otherwise restricted.

Each notified body shall inform the other notified bodies of product quality assurance system
approval decision(s) which it has refused, suspended or withdrawn and, upon request, of
approval decision(s) which it has issued.

On request, the notified body shall provide the Commission and the Member States with a
copy of product quality assurance system approval decision(s) issued.

7. The documents and correspondence relating to the product quality assurance system shall

be drawn up in one of the official languages of the Member State where the notified body is
established or in alanguage acceptableto it.
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| ¥ 95/16/EC (adapted)

ANNEX VII

FULL QUALITY ASSURANCE X> FOR SAFETY COMPONENTSFOR LIFTS X

(module H)

> 1. Full quality assurance for safety components for lifts is the conformity assessment
procedure whereby a notified body assesses the full quality assurance system of a
manufacturer to ensure that the safety components for lifts are designed, manufactured,
inspected and tested in order to satisfy the essential health and safety requirements set out in
Annex | and to enable alift to which they are correctly fitted to satisfy those requirements. <xI

x> 2.1. The manufacturer shall operate an approved full quality assurance system for the
design, manufacture, final inspection and testing of safety components for lifts as specified in
Point 3 and shall be subject to surveillance as specified in Point 4. <X

> 2.2. The manufacturer or his authorized representative established in the Union shall affix
the CE marking to each safety component for lifts and draw up an EU declaration of
conformity. The CE marking shall be accompanied by the identification number of the
notified body responsible for the surveillance as specified in Point 4. <X]

3. FULL <XI QQUALITY ASSURANCE SYSTEM

WV 95/16/EC (adapted)
= new

3.1. The manufacturer sast > or his authorised representative shall <X lodge an application
for assessment of his > full <] quality assurance system with a = single < notified body
> of his choice <X]. The application sast > shall <X] include:

4 new

() the name and address of the manufacturer and, if the application is lodged by his
authorised representative, his name and address as well;
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(b) the premises where the safety components for lifts are designed, manufactured, inspected
and tested;

| ¥ 95/16/EC (adapted) |
(c)= al relevant information on safety components X> for lifts to be manufactured <xl;;

\@-new \

(d) atechnical file according to Annex IVA Point 3 for one model of each category of safety
component for lifts according to Annex |11 to be manufactured,

| ¥ 95/16/EC (adapted) |
(e)=the documentation on the > full <X] quality assurance system;

\@-new \

(f) awritten declaration that the same application has not been lodged with any other notified
body.

| ¥ 95/16/EC (adapted)

3.2. All the elements, requirements and provisions adopted by the manufacturer saust
> shal X1 be documented in a systematic and orderly manner in the form of written
measures, procedures and instructions. This X full I quality assurance system
documentation saust X> shall <xX] ensure a common understanding of the quality policies and
procedures such as quality programmes, plans, manuals and records.

It pagst X> shall <XI contain in particular an adequate description of:

(a)= the quality objectives and the organizational structure, responsibilities and powers of the
management with regard to the design and quality of the safety components X> for lifts <XI;;

(b)= the technical design specifications, including standards, that will be applied and, where
the standards referred to in Article 514 B are not <XlwaH-retbe applied > or not applied <X]
in full, the means that will be used to ensure that the essential X> health and safety <X
requirements ef=the-Directive-tha —apphy-te-the-safety-—compenents [X> set out in Annex | <Xl
will be mets;

(c)= the design control and design verification techniques, processes and systematic actions
that will be used when designing the safety components X> for lifts <Xl;;
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| ¥ 95/16/EC

(d)= the corresponding manufacturing, quality control and quality assurance techniques,
processes and systematic actions that will be used;;

(e)= the examinations and tests that will be carried out before, during and after manufacture,
and the frequency with which they will be carried outs;

(f)=the quality records, such as inspection reports and test data, calibration data, reports on the
qualifications of the personnel concerned, etc.s;

(g)= the means of monitoring the achievement of the required design and product quality and
the effective operation of the quality assurance system.

WV 95/16/EC (adapted)
= new

3.3. The notified body #aust X> shall <X] assess the X> full <XI quality assurance system to
determine whether it satisfies the requirements referred to in Sestien Point 3.2. It st
> shall X1 presume compliance with these requirements in respect of quality assurance
systems that implement the relevant harmonized standard®

The auditing team sust > shall X1 have at least one member with experience of assessment
in the lift technology concerned = and knowledge of the essential health and safety
requirements set out in Annex |. < The assessment procedure must include a visit to the
manufacturer's premises.

| 0 new

The auditing team shall review the technical file(s) referred to in Point 3.1 to verify the
manufacturer's ability to identify the essential health and safety requirements set out in Annex
| and to carry out the necessary examinations with aview to ensuring compliance of the safety
components for lifts with those requirements.

WV 95/16/EC (adapted)
= new

The decision must X> shall <XI be notified to the manufacturer e
= and, where appropriate, to his authorised representative. < The notlflcatlon rust
X> shall <X] contain the conclusions of the X> assessment <X] examtaatien and the reasoned
assessment [X> approval <X decision.

32
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Under the responsibility of the notified body, the manufacturer shall affix the identification
number of the notified body adjacent to the CE marking in accordance with Articles 18 and
19 to the safety components for lifts during the manufacturing process.

| ¥ 95/16/EC (adapted)

3.4. The manufacturer efthe safety—compenents-musi—underts ke-DO shall undertake X1 to
discharge the obligations arising from the X> full <ZI quallty assurance system as approved
and to ensure that it is maintained in an appropriate and efficient manner.

The manufacturer or his authorized representative estabh i i
> shall X1 keep the notified body which has approved the IZ> fuII <] quallty assurance
system informed of any intended updating of the guakty-assdranese system.

The notified body sauast X> shall <X] assess the modifications proposed and decide whether
the modified X> full <X] quality assurance system will still satisfy the requirements referred to
in Sestien Point 3.2 or whether areassessment is required.

It maust > shall <XI notify its decision to the manufacturer. The notification saast B shall <X]
contain the conclusions of the [X> assessment <X] examinatien and the reasoned assessment
x> approval <XI decision.

4, SURVEILLANCE UNDER THE RESPONSIBILITY OF THE NOTIFIED BODY

4.1. The purpose of surveillance is to make sure that the manufacturer ef—the—safety
eompenents duly fulfils the obligations arising out of the approved B full X1 quality
assurance system.

4.2. The manufacturer 6 afel must O shall << allow the notified body
access for inspection purposes to the deS| gn manufacture, inspection and testing, and storage
locations, and sust X> shall X1 provide it with all necessary information, in particular:

(a)=the B> full <X] quality assurance system documentation;

(b)= the quality records provided for in the design part of the X full &I quality
[X> assurance <X] system, such as results of analyses, calculations, tests, etc.;

| O new

(c) the technical files for the safety components for lifts manufactured;

WV 95/16/EC (adapted)
> new

(d)= the quality records provided for in the manufacturing part of the X> full <xI quality
assurance system, such as inspection reports and test data, calibration data, reports on the
qualifications of the personnel concerned, etc.
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4.3. The notified body % > shall <X] periodically carry out audits to make sure that the
al ks maintains and applies the X> the approved full <X]
quallty assurance system and maet > shall <X] provide an audit report to the manufacturer ef

4.4. Additionally, the notified body may pay unexpected visits to the manufacturer ef=the
safety-cormpenents. At the time of such visits, the notified body may, where necessary, carry
out tests or have them carried out in order to check the proper functioning of the > full <X
quallty assurance system where-pesessary: . Hamust O It shall <X1 provide the manufacturer
ks with a visit report and, if a test has been carried out, with a test

; is or his authorized representative saust
IZ> shall <X] for a period of 10 years after the last safety component B> for lifts <XI has been
ranufactured = placed on the market, <= keep at the disposal of the national authorities:

| ¥ 95/16/EC (adapted)

(a)= the documentation referred to i
Point 3.1(e)s;

(b) the technical file referred to in Point 3.1(d);

| ¥ 95/16/EC

(c)= the updating referred to in the second paragraph of Seetien Point 3.4;;

| ¥ 95/16/EC (adapted)

(d)= the decisions and reports from the notified body whieh—are referred to in the final
paragraph of Seetien Point 3.4 and in Seetiens Points 4.3 and 4.4.

Where, neither the manufacturer of the safety components > for lifts <XI nor his authorized
representative is established in the X> Union <XI Cemmuniyy, the obligation to keep the
technical documentation available falls to the person who places the safety component x> for
lifts <] on the X> Union <X] Semaaunity market.

\@-new

6. Each notified body shall inform its notifying authorities of full quality assurance system
approval decision(s) issued or withdrawn, and shall, periodically or upon request, make
available to its notifying authorities the list of approval decisions issued, refused, suspended
or otherwise restricted.
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Each notified body shall inform the other notified bodies of full quality assurance system
approva decision which it has refused, suspended or withdrawn and, upon request, of
approval decisions which it has issued.

On request, the notified body shall provide the Commission and the Member States with a
copy of full quality system approval decision(s) issued.

The notified body shall keep a copy of the approval decision(s) issued, its annexes and
additions, aswell asthe technical file for a period of 15 years from the date of their issue.

| ¥ 95/16/EC (adapted)

7. The dessiers X> documents <XI and correspondence relating to the full quality assurance
procedures must X> shall <1 be drawn up in one of the official languages of the Member
State where the notified body is established or in alanguage acceptable to it.
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WV 95/16/EC (adapted)
> new

ANNEX VIII %
UNIT VERIFICATION > FOR LIFTS ]

(module G)

X>1. Unit verification is the conformity assessment procedure whereby a notified body
assesses Whether an installed lift complies with the essential health and safety requirements
set out in Annex |. <X

B> 2. OBLIGATIONSOF THE INSTALLER <X]

X> 2.1.The installer shall affix the CE marking in the car of the lift and draw up
an EU declaration of conformity. <xI

22.2. The H# instdler shall apply to a= single < notified body of his choice for unit
verification.

| ¥ 95/16/EC

The application shall contain:

| ¥ 95/16/EC (adapted)

(a)= the name and address of the installer, eithetift;

(b)= ane-the location where the lift isinstalled;;

| ¥ 95/16/EC

(c)= a written declaration to the effect that a similar application has not been lodged with
another notified bodys;

| ¥ 95/16/EC (adapted)

(d)= atechnical > file <X] dessier-.
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Lftte-be-understeed: X> The technical file shall allow an assessment of the conformity of the
lift with the essential health and safety requirements set out in Annex | <XI.

| ¥ 95/16/EC (adapted)

ment—tThe technical X file <XI dessier shall contain
x> at Ieast <ZI thefollowmg IZ> elements <Xl

(8)= ageneral description of the lifts;

(b)= design and manufacturing drawings and diagrams;;

4 new

(c) explanations necessary for the understanding of those drawings and diagrams and of the
operation of the lift;

(d) alist of the harmonised standards the references of which have been published in the
Official Journal of the European Union, applied in full or in part, and descriptions of the
solutions adopted to meet the essential health and safety requirements set out in Annex |
where those harmonised standards have not been applied. In the event of partly applied
harmonised standards, the technical file shall specify the parts which have been applied;

| ¥ 95/16/EC (adapted) |

(e)= a copy of the > EU <X] EC type-examination certificates of the safety components
X> for lifts <X] used X> in the lift <Xl;;

LL results of any tests or calculatlons IZ> performed by or for the installer; <Xl-earried-cut-or

| 8 new |

(g) test reports;

| ¥ 95/16/EC (adapted) |
(h)= acopy of the instructions for use of the lift > referred to in point 6.2 of Annex | <X1 .

4. The notified body sust > shall <X examine the technical dessier X> file <XI and the lift
and carry out the appropriate tests as set out in the relevant standard(s) referred to in Article
514 of the Directive, or equivalent tests, to ensure its conformity with the relevant
X> essentia health and safety <XI requirements eft=this-Birestive O set out in Annex |. The
tests shall include at |east the tests referred to in Point 3.4 (€) of Annex V. I
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> If the lift meets the essential health and safety requirements set out in Annex | the notified
body shall draw up a certificate of conformity relating to the tests carried out. The notified
body shall affix, or cause to be affixed, its identification number adjacent to the CE marking
in accordance with Articles 18 and 21. <X

The notified body shall fill in the corresponding pages of the logbook referred to in Seetien
Point 6.2 of Annex .

If the notified body refuses to issue the certificate of conformity, it sasst > shall <X] state in
detail its reasons for sefusiag X refuwl &l and |nd|cate > the necessary corrective
measures to be taken <X1 hew chieved. When the instaler ef—thelift
reapplies for B> unit <X verlflcatlon he% IZ> shaII Xl apply to the same notified body.

| 8 new

On request, the notified body shall provide the Commission and the Member states with a
copy of the certificate of conformity.

| ¥ 95/16/EC (adapted)

5. The certificate of conformity and the dessiers [X> documents <XI and correspondence
relating to unit verification procedures sasst X> shall <XI be drawn up in an officia language
of the Member State where the notified body is established or in alanguage acceptable to it.

6. The installer ei=the-Hft shall keep with the technical X> file <X] dessier a copy of the
certificate of conformity for a period of 10 years from the date on which the lift is placed on
the market.
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| ¥ 95/16/EC (adapted)

ANNEX [ X >+

CONFORMITY TO TYPE WITH RANDOM CHECKING

X> FOR SAFETY COMPONENTSFOR LIFTS 1

(module > F <X] €)

> 1. Conformity to type with random checking is the part of the conformity assessment
procedure whereby a notified body carries out checks on safety components for lifts to ensure
that they are in conformity with the type as described in the EU type certificate and satisfy the
applicable essential health and safety requirements of the Directive and enable a lift to which
they are correctly fitted to satisfy those requirements. <XI

B> 2. OBLIGATIONS OF THE MANUFACTURER <X]

X> 2.1. The manufacturer shall take all measures necessary to ensure that the manufacturing
process ensures conformity of the manufactured safety components for lifts with the type as
described in the EU type examination certificate and with the essential health and safety
requirements set out in Annex |. <x]

X> 2.2. The manufacturer or his authorized representative established in the Union must affix
the CE marking to each safety component for lifts and draw up an EU declaration of
conformity. <XI

x> 3.The manufacturer or his authorised representative shall lodge an application for random
checking with a single notified body of his choice.

The application shall include: <X
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| 0 new |

(a) the name and address of the manufacturer and, if the application is lodged by his
authorised representative, his name and address as well;

(b) awritten declaration that the same application has not been lodged with any other notified
body;

(c) dl relevant information on the safety components for lifts manufactured;

(d) the premises where the sample of the safety components for lifts can be taken.

| ¥ 95/16/EC (adapted)

4. A B The <X] notified body €l , must O shall <1 carry out or
have carried out checks on safety components x> for lifts X1 at random intervals. An
adeguate sample of the finished safety components, taken on site by the notified body, must
be examined and appropriate tests as set out in the relevant standard(s) referred to in Article
B14, or equivalent tests, mudst IZ> shaII <Xl be carrled out to check the conformity of
production to the ; e O essential health and safety
requirements set out in Annex | <XI . In mese cases where one or more of the safety
components B> for lifts <X] checked do not conform, the notified body sust D> shall <X] take
appropriate measures.

The points to be taken into account when checking the safety components B for lifts <xI will
be defined by joint agreement between all the notified bodies responsible for this procedure,
taking into consideration the essential characteristics of the safety components B> for lifts <X
referred to in Annex 111 A&,

> On request, the notified body shall provide the Commission and the Member states with a
copy of the certificate of conformity. <XI

X> 6. Under the responsibility of the notified body, the manufacturer shall affix the
identification number of the notified body adjacent to the CE marking in accordance with
Articles 18 and 19 to the safety components for lifts during the manufacturing process. <xI

x> The manufacturer or his authorized representative must keep a copy of the EU declaration
of conformity for a period of 10 years after the last safety component has been manufactured.

\&d

Where neither the manufacturer ef=the-safety—cempenents-nor his authorized representative
are established in the Semmuniy X> Union <XI, the obligation to keep the technical
documentation available falls to the person who places the safety components X> for lifts <X
on the > Union <] market.
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5.7. The > documents <X] dessiers and correspondence relating to the random checking
procedures referred to in Seetien Point 4 X> shall <X] mudst be drawn up in one of the official

languages of the Member State where the notified body is established or in a language
acceptabletoit.

o7 EN



WV 95/16/EC (adapted)
> new

ANNEX X XH

PRODUCT QUALITY ASSURANCE FORLIFTS

(module E)

> 1. Product quality assurance is the part of the conformity assessment procedure whereby a
notified body assesses the product quality assurance system of an installer to ensure that the
lifts installed are in conformity with the type as described in the EU type-examination
certificate or with a lift designed and manufactured by an installer who operates a full quality
assurance system in accordance with Annex Xl, and satisfy the essential heath and safety
requirements set out in Annex |. <]

B> 2. OBLIGATIONSOF THE INSTALLER <X]

X> 2.1. The installer shall apply an approved product quality assurance system for final
inspection and testing of the lift as specified in Point 3, and shall be subject to surveillance as
specified in Point 4. <X

X> 2.2. The installer shall affix the CE marking to each lift and draw up an EU declaration of
conformity. <XI

3. X> PRODUCT <X] QUALITY ASSURANCE SYSTEM

3.1. The installer e=aH#=[X> shall <X] must lodge an application for assessment of his
[X> product <] quality assurance system for the lifts concerned with a= single < notified
body of his choice.

The application > shall <XI saast include:

4 new

(@ the name and address of the installer;
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| ¥ 95/16/EC (adapted)

(b)=al relevant information > on the lifts to be installed X1fertheliftisenvisaged:;

()= the documentation on the X> product <XI quality assurance systems;

gz):thetechnlcal éeeamea%%heﬁ B file <X] enthe ;
a2 gtes; X> of theliftsto belnstalled <]

4 new

(e) awritten declaration that the same application has not been lodged with any other notified
body.

| ¥ 95/16/EC (adapted)

3.2. Under the X> product <X] quality assurance system, each lift > shall <X must be
examined and appropriate tests as set out in the relevant standards referred to in Article 514 or
equwalent tests X> shall <X FRuSt be carried out in order to ensure its conformity te=the

2% stive X to the essential health and safety requirements set

outin Annexl <ZI

All the elements, requirements and provisions adopted by the installer e=aH=[<> shall <]
wust be documented in a systematic and orderly manner in the form of written measures,
procedures and instructions. This X> product <XI quality assurance system documentation
X> shall <X] must ensure a common understanding of the quality programmes, plans, manuals
and quality records.

It X> shall <XI \aust contain in particular an adequate description of:
(a)= the quality objectives;;

(b)= the organizational structure, responsibilities and powers of the management with regard
to lift qualitys;

(c)= the examinations and tests that will be carried out before placing on the market, including
at the very least the tests laid down in Point 3.3.(b) of Annex V1, 4(by:;

(d)=- the means to verify the effective operation of the X> product <X] quality assurance
System;

| ¥ 95/16/EC

(e)= quality records, such as inspection reports and test data, calibration data, reports on the
qualifications of the personnel concerned, etc.
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WV 95/16/EC (adapted)
> new

3.3. The notified body > shall <X] saast assess the X> product <XI quality assurance system
to determine whether it satisfies the requirements referred to in Sestien Point 3.2. It sust
X> shall <XI presume conformity with these requirements in respect of quality assurance
systems that implement the relevant harmonized standard®.

The auditing team saast > shall <X] have at least one member with experience of assessment
in the lift technology concerned = and knowledge of the essential health and safety
requirements set out in Annex |. < The assessment procedure sdst X> shall <XI include a
visit to the premises of the &t installer and a visit to the installation site.

The decision must X> shall <X] be notified to the lift installer. The notification must contain
the conclusions of the examination and the reasoned assessment X> approval <XI decision.

3.4. The installer ef=at must O shall <X1 undertake to discharge the obligations arising
from the X> product <] quality assurance system as approved and to ensure that it is
maintained in an appropriate and efficient manner.

The installer e==H# must keep the notified body which has approved the quality
X> product <X] assurance system informed of any intended updating of the gualiy—assurance
system.

The notified body saast X> shall <X] assess the modifications proposed and decide whether
the modified X> product <X] quality assurance system still satisfies the requirements referred
to in Seetien Point 3.2 or whether a reassessment is required.

It must X> shall <X] notify its decision to the Lt installer. The notification must contain the
conclusions of the examiration X> assessment <XI and the reasoned assessment decision.

4 new

The notified body shall affix, or cause to be affixed, its identification number adjacent to the
CE marking in accordance with Articles 18 and 21.

| ¥ 95/16/EC (adapted)

4, SURVEILLANCE UNDER THE RESPONSIBILITY OF THE NOTIFIED BODY

4.1. The purpose of surveillance is to make sure that the installer ef=a=Hft duly fulfils the
obligations arising out of the approved X> product <X] quality assurance system.

4.2. The installer ef=at must > shall <X] allow the notified body access for inspection
purposes to the inspection and testing locations and provide it with all necessary information,
in particular:

33
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(a)=the X> product <XI quality assurance system documentation;

(b)=the technical X> file(s) <X] deeumentation;;

| ¥ 95/16/EC

(c)= the quality records, such as inspection reports and test data, calibration data, reports on
the qualifications of the personnel concerned, etc.

| ¥ 95/16/EC (adapted)

4.3. The notified body sust > shall <X] periodically carry out audits to ensure that the
installer e=a$t maintains and applies the quality assurance system and saust X> shall <X
provide an audit report to the &t installer.

| ¥ 95/16/EC

4.4. Additionally, the notified body may pay unexpected visits to the lift installation sites.

| ¥ 95/16/EC (adapted)

At the time of such visits, the notified body may, where necessary, carry out tests or have
them carried out in order to check the proper functioning of the X> product <XI quality
assurance system where—nesessary and of the liftz. H=must DO It shall <XI provide the Lt
installer with avisit report and, if atest has been carried out, with atest report.

5. The installer efatift, must > shall <] for a period of 10 years after the last lift has been
> installed <XI manufastared-, keep at the disposal of the national authorities:

| ¥ 95/16/EC (adapted)

(@)= the documentation referred to in the-thi
i

nt 3.1(C)s;

(b) the technical file referred to in Point 3.1(d);

| ¥ 95/16/EC (adapted)

(c)= the updating referred to in the second paragraph of Sestien Point 3.4;;

(d)= the decisions and reports from the notified body which are referred to in the final
paragraph of Seetien Point 3.4 and in Seetiens Points 4.3 and 4.4.
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| 0 new

6. Each notified body shall inform its notifying authorities of product quality assurance
system approva decision(s) issued or withdrawn, and shall, periodically or upon request,
make available to its notifying authorities the list of approval decisions, issued, refused,
suspended or otherwise restricted.

Each notified body shall inform the other notified bodies of product quality assurance system
approval decision(s) which it has refused, suspended or withdrawn and, upon request, of
approval decision(s) which it has issued.

On request, the notified body shall provide the Commission and the Member States with a
copy of product quality assurance system approval decision(s) issued.

7. The documents and correspondence relating to the product quality assurance procedures
shall be drawn up in one of the official languages of the Member State where the notified
body is established or in alanguage acceptable to it.
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WV 95/16/EC (adapted)
> new

ANNEX XI x4+

FULL QUALITY ASSURANCE > PLUSDESIGN EXAMINATION Xl FOR LIFTS

(module H)

> 1. Full quality assurance plus design examination for lifts is the conformity assessment
procedure whereby a notified body assesses the full quality assurance system of an installer
and, where appropriate, the design of the lifts, to ensure that the lifts installed satisfy the
essential health and safety requirements set out in Annex |. <XI

X> 2. OBLIGATIONSOF THE INSTALLER I

x> 2.1. The installer shall operate an approved full quality assurance system for the design,
manufacture, assembly, installation, final inspection and testing of lifts as specified in Point 3
and shall be subject to surveillance as specified in Point 4. <X]

X> 2.2. Theinstaller must affix the CE marking on each lift and draw up an EU declaration of
conformity. The CE marking must be accompanied by the identification number of the
notified body responsible for the surveillance as specified in Point 4. <x]

3. FuLL <XI QUALITY ASSURANCE SYSTEM

3.1. The installer ef=a=H# must > shal X1 lodge an application for assessment of his
B> full <XI quality assurance system with a= single < notified body = of his choice < .

The application sust > shall <X include:

4 new

€) the name and address of theinstaller;
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| ¥ 95/16/EC (adapted)

(b)= al relevant information on the lifts X> to be installed <X] , in particular information
which makes for an understandlng of the rel ationship between the design and operatlon of the
lift a

| ¥ 95/16/EC |

(€)= the documentation on the quality assurance system;

| 8 new |

(d) atechnical file according to Annex 1V B for one model of lift;

(e) awritten declaration that the same application has not been lodged with any other notified
body.

| ¥ 95/16/EC (adapted)

All the elements, requirements and provisions adopted by the Ht installer saast=5> shall <X]
be documented in a systematic and orderly manner in the form of written measures,
procedures and instructions. This quality assurance system documentation sadst=[X> shall <X
ensure a common understanding of the procedures such as programmes, plans, manuals and
quality records.

It > shall <X] gaust contain in particular an adequate description of:

| ¥ 95/16/EC

(a)= the quality objectives and the organizational structure, responsibilities and powers of the
management with regard to the design and quality of thelifts;

| ¥ 95/16/EC (adapted)

(b)= the technical design specifications, including standards that will be applied and, where
the standards referred to in Article 514 of the Directive wid > are <X not be applied X> or
not applied <1 in full, the means that will be used to ensure that the X> applicable essential
health and safety <X] requirements of the Directive that-apphy-tethetfts will be met;;

| ¥ 95/16/EC (adapted)

(c)= the design control and design verification techniques, processes and systematic actions
that will be used when designing the lifts;

(d)= the examinations and tests that will be carried out on acceptance of the supplies of
materials, components and sub-assemblies;;
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(e)= the corresponding assembly, installation and quality control techniques, processes and
systematic actions that will be useds;

(f)= the examinations and tests that will be carried out before (inspection of installation
conditions: shaft, housing of machinery, etc.), during and after installation (including at the
very least the tests laid down in Point 3.4 () of Annex V ArnecV—Section4-(b));

(g)= the quality records, such as inspection reports and test data, calibration data, reports on
the qualifications of the personnel concerned, etc.s;

(h)= the means of monitoring the achievement of the required design and installation quality
and the effective operation of the quality assurance system.

| ¥ 95/16/EC (adapted)

3.3. Design inspection

3.3.1. When the design is not entirely in accordance with harmonized standards, the notified
body must ascertain whether the design conforms to the previsiens [X> essential health and
safety requirementsset out in Annex | <X] ef=the-Directive and, if it does, issue an EC
X> EU <X] design examination certificate to the installer, stating the limits of the certificate's
validity and giving the details required for identification of the approved design.

\@new

3.3.2. Where the design does not satisfy the applicable requirements of this Directive, the
notified body shall refuse to issue a design examination certificate and shall inform the
installer accordingly, giving detailed reasons for its refusal.

The notified body shall keep itself apprised of any changes in the generally acknowledged
state of the art which indicate that the approved design may no longer comply with the
essential health and safety requirements set out in Annex |, and shall determine whether such
changes require further investigation. If so, the notified body shall inform the installer
accordingly.

The installer shall keep the notified body that has issued the EU design examination
certificate informed of any modification to the approved design that may affect the conformity
with the essential health and safety requirements set out in Annex | or the conditions for
validity of the certificate. Such modifications shall require additional approval — from the
notified body that issued the EU design examination certificate — in the form of an addition
to the original EU design examination certificate.

3.3.3. Each notified body shall inform its notifying authorities of the EU design examination
certificates and/or any additions thereto which it has issued or withdrawn, and shall,
periodically or upon request, make available to its notifying authorities the list of EU design
examination certificates and/or any additions thereto refused, suspended or otherwise
restricted.

Each notified body shall inform the other notified bodies of the EU design examination
certificates and/or any additions thereto which it has refused, withdrawn, suspended or
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otherwise restricted, and, upon request, of the certificates and/or additions thereto which it has
issued.

The Commission, the Member States and the other notified bodies may, on request, obtain a
copy of the EU design examination certificates and/or additions thereto. On request, the
Commission and the Member States may obtain a copy of the technical files and of the results
of the examinations carried out by the notified body.

3.3.4. Theinstaller shall keep a copy of the EU design examination certificate, its annexes and
additions together with the technical file at the disposal of the national authorities for 10 years
after the lift has been placed on the market.

WV 95/16/EC (adapted)
= new

3.4. Assessment of the X> full <X] quality assurance system

The notified body must assess the > full <XI quality assurance system to determine whether
it satisfies the requirements referred to in Seetien Point 3.2. It X> shall <XI must presume
compliance with these requirements in respect of X> full <XI quality assurance systems that
implement the relevant harmonized standard®.

The auditing team B> shall <X] sust have at |east one member with experience of assessment
in the lift technology concerned = and knowledge of the essential health and safety
requirements set out in Annex |. < The assessment procedure X> shall <X] sust include a
visit to the Lt installer's premises and avisit to an installation site.

4 new

The auditing team shall review the technical file referred to in point 3.1, to verify the
installer’s ability to identify the essential health and safety requirements of set out in Annex |
and to carry out the necessary examinations with a view to ensuring compliance of the lift
with those requirements.

| ¥ 95/16/EC (adapted)

The decision X> shall X1 gust be notified to the &t installer. The notification must contain
the conclusions of the examipatien X assessment X1 and the reasoned assessment
> report <X1 desision.

3.5. The li#t installer > shall <XI sust undertake to discharge the obligations arising from the
> full <XI quality assurance system as approved and to ensure that it is maintained in an
appropriate and efficient manner.

The Kt installer X> shall <X must keep the notified body that has approved the B> full <X
quality assurance system informed of any intended updating of the guakity-assaranece system.
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The notified body > shall <X] must assess the modifications proposed and decide whether
the modified X> full <X] quality assurance system will still satisfy the requirements referred to
in Seetien Point 3.2 or whether areassessment is required.

It X> shall <XI maust notify its decision to the Ht installer. The notification must contain the
conclusions of the examiraten [O assessment <XI and the reasoned assessment
x> approval <XI decision.

4 new

The notified body shall affix, or cause to be affixed, its identification number adjacent to the
CE marking in accordance with Articles 18 and 21.

| ¥ 95/16/EC (adapted)

4. SURVEILLANCE UNDER THE RESPONSIBILITY OF THE NOTIFIED BODY

4.1. The purpose of surveillance is to make sure that the installer et=a-t#t duly fulfils the
obligations arising out of the approved > full <XI quality assurance system.

4.2. The ki installer > shall <X] must allow the notified body access for inspection purposes
to the design, manufacture, assembly, installation, inspection and testing and storage
locations, and X> shall <XI saust provide it with all necessary information, in particular:

(a)=the B> full <X] quality assurance system documentation;

| ¥ 95/16/EC

(b)= the quality records provided for in the design part of the quality assurance system, such as
results of analyses, calculations, tests, etc.;

(c)= the quality records provided for in the part of the quality assurance system concerning
acceptance of supplies and installation, such as inspection reports and test data, calibration
data, reports on the qualifications of the personnel concerned, etc.

4.3. The notified body must periodically carry out audits to make sure that the installer of a
lift maintains and applies the quality assurance system and must provide the installer with an
audit report.

| ¥ 95/16/EC (adapted)

4.4. Additionaly, the notified body may pay unexpected visits to the premises of a lift
installer or to the assembly site of a lift. At the time of such visits, the notified body may,
x> where necessary, <XI carry out tests or have them carried out in order to check the proper
functioning of the B> full <] quality assurance system, where—nesessany H—must X It
shall <X provide the #t installer with a visit report and, if atest has been carried out, with a
test report.

5. The instaler B> shall <X] ef=a-Hf=must, for a period of 10 years after the lift has been
placed on the market, keep at the disposal of the national authorities:
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(a)= the documentation referred to in
Point 3.1(c)s;

(b) atechnical filereferred to in Point 3.1(d);

| ¥ 95/16/EC (adapted) |
(€)= the X> updates <XI updating referred to in the second paragraph of Sestien Point 3.5;;

| ¥ 95/16/EC |

(d)= the decisions and reports from the notified body which are referred to in the final
paragraph of Seetien Point 3.5 and in Seetiens Points 4.3 and 4.4.

| ¥ 95/16/EC (adapted)

Where the installer is not established in the > Union <X1-Cemmurity, this obligation falls to
the notified body.

| 0 new |

6. Each notified body shall inform its notifying authorities of full quality assurance system
approvals issued or withdrawn, and shall, periodically or upon request, make available to its
notifying authorities the list of full quality assurance system approval decision(s) issued,
refused, suspended or otherwise restricted.

Each notified body shall inform the other notified bodies of full quality assurance system
approval decision(s) which it has refused, suspended or withdrawn, and, upon request, of full
quality assurance system approval decision(s) which it has issued.

The notified body shall keep a copy of the approval decision(s) issued, its annexes and
additions, aswell asthe technical file for a period of 15 years from the date of their issue.

On request, the notified body shall provide the Commission and the Member States with a
copy of full quality assurance system approval decision(s) issued.

| ¥ 95/16/EC (adapted)

7. The dessiers [X> documents <XI and correspondence relating to the full quality assurance
procedures must be drawn up in one of the official languages of the Member State where the
notified body is established or in alanguage acceptableto it.
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| ¥ 95/16/EC (adapted)

ANNEX XI11 X
PRODUCTION QUALITY ASSURANCE > FOR LIFTS X

(module D)

x> 1. Production quality assurance for liftsis the part of the conformity assessment procedure
whereby a notified body assesses the production quality assurance system of a installer to
ensure that the lifts installed are in conformity with the type as described in the EU type-
examination certificate or with a lift designed and manufactured by an installer who operates
afull quality assurance system in accordance with Annex X1, and satisfy the essential health
and safety requirements set out in Annex |. <X]

B> 2. OBLIGATIONSOF THE INSTALLER <X]

X> 2.1. The installer shall operate an approved production quality assurance system for
manufacture, assembly, installation, final inspection and testing of lifts as specified in Point 3
and is subject to surveillance as specified in Point 4. <X

> 2.2. Theinstaller shall affix the CE marking to each lift and draw up a written declaration
of conformity. <XI

3. > PRODUCTION <XI QQUALITY ASSURANCE SYSTEM

3.1. The installer sust B shall <1 lodge an application for assessment of his
[X> production <X] quality assurance system with anotified body of his choice.

The application sust > shall <X include:

| 8 new

() the name and address of the installer;

| ¥ 95/16/EC (adapted)

(b)=al relevant information for the lifts X> to be installed <Xl;;
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(€)= the documentation esreerriag [X> on the production <X £he quality assurance systemy;
gEL the technlcal éeeemea&%%n IZ> f|Ie<ZI of IZ> the lifts to be installed <Xl-the-approved

| 8 new |

(e) awritten declaration that the same application has not been lodged with any other notified
body.

| ¥ 95/16/EC

3.2. The quality assurance system must ensure compliance of the lifts with the requirements
of the Directive that apply to them.

| ¥ 95/16/EC (adapted)

All the elements, requirements and provisions adopted by the installer ettt shall be
documented in a systematic and orderly manner in the form of written policies, procedures
and instructions. The X> production <X quality assurance system documentation must permit
aconsistent interpretation of the quality programmes, plans, manuals and records.

It > shall <XI maust contain in particular an adequate description of:

(a)= the quality objectives and the organizational structure, responsibilities and powers of the
management with regard to the quality of the lifts;;

(b)=- the manufacturing, quality control and quality assurance techniques, processes and
systematic actions that will be used;;

(c)- the examinations and tests that will be carried out before, during and after installation®s;

(d)= the quality records, such as inspection reports and test data, calibration data, qualification
reports of the personnel concerned, etc.;

(e)= the means to monitor the achievement of the required lift quality and the effective
operation of the X> production <X] quality assurance system.

3.3. The notified body X> shall <X] must assess the X> production <] quality assurance
system to determine whether it satisfies the requirements referred to in Sestien Point 3.2. It
presumes conformity with these requirements in respect of quality assurance systems that
implement the relevant harmonized standard®

The auditing team saest=> shall <X] have at least one member with experience of assessment
in the lift technology concerned X> and knowledge of the requirements set out in
Annex |. Xl

® These tests |ncI ude at Ieast the tests prowded forin Annex V P0| nt 3. M%eeﬁ%#éb}
36 N v
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The assessment procedure sust=D> shall X1 include an inspection visit to the installer's
premises > and a visit to an installation site <XI.

The decision X> shall <XI must be notified to the installer. The notification must contain the

conclusions of the examatratien > assessment <X] and the reasoned assessment X> report <XI

3.4. The instaler B> shall <X] must undertake to discharge the obligations arising from the
> production <X] quality assurance system as approved and to ensure that it is maintained in
an appropriate and efficient manner.

The installer shall keep the notified body that has approved the X> production <xI quality
assurance system informed of any intended updating of the guaHty-assuranee system.

The notified body X> shall <X] must assess the modifications proposed and decide whether
the modified X> production <XI quality assurance system will still satisfy the requirements
referred to in Sestien Point 3.2 or whether are-assessment is required.

It BO shall <X] waust notify its decision to the installer. The notification must contain the
conclusions of the examiratien X> assessment <X] and the reasoned assessment B> report <XI

4, SURVEILLANCE UNDER THE RESPONSIBILITY OF THE NOTIFIED BODY

4.1. The purpose of surveillance is to make sure that the installer duly fulfils the obligations
arising out of the approved > production <XI quality assurance system.

4.2. The installer X> shall <X] saast allow the notified body access for inspection purposes to
the manufacture, inspection, assembly, installation, testing and storage locations and must
provide it with al necessary information, in particular:

(a)=the > production <X] quality assurance system documentation;;

> (b) the technical file(s); <X

| ¥ 95/16/EC

(c)= the quality records, such as inspection reports and test data, calibration data, reports on
the qualifications of the personnel concerned, etc.

| ¥ 95/16/EC (adapted)

4.3. The notified body X> shall <X] sust periodically carry out audits to make sure that the
installer maintains and applies the quality > production <XI assurance system and
> shall <X] must provide an audit report to the installer.

4.4. Additionally the notified body may pay unexpected visits to the installer. During such
visits the notified body may, where necessary carry out, or cause to be carried out, tests to
verify that the X production <X] quality assurance system is functioning correctly=—
pesessary. The notified body X> shall <XI saust provide the installer with avisit report and, if
atest has taken place, with atest report.
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5. The installer > shall <X] must, for a period of 10 years after the last lift has been
manufactured, keep at the disposal of the national authorities:

| ¥ 95/16/EC (adapted) |
(a)= the documentation referred to in taesecondindent-of Sestien Point 3.1(C)s;

\@new \

(b) the technical file referred to in Point 3.1(d);

| ¥ 95/16/EC |
(c)= the updating referred to in the second paragraph of Seetien Point 3.4;;

(d)= the decisions and reports from the notified body which are referred to in the final
paragraph of Seetien Points 3.4, Seetion 4.3 and 4.4.

| O new |

6. Each notified body shall inform its notifying authorities of production quality assurance
system approvals issued or withdrawn, and shall, periodically or upon request, make available
to its notifying authorities the list of production quality assurance system approval decision(s)
issued, refused, suspended or otherwise restricted.

Each notified body shall inform the other notified bodies of production quality assurance
system approval decision(s) which it has refused, suspended or withdrawn, and, upon request,
of production quality assurance system approval decision(s) which it has issued.

On request, the notified body shall provide the Commission and the Member States with a
copy of production quality assurance system approval decision(s) issued.

| ¥ 95/16/EC (adapted)

7. > The documentation <X] Beeuments and correspondence relating to the production
quality assurance procedures shall be drawn up in an official language of the Member State in
which the notified body is established or in alanguage acceptableto it.
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ANNEX X111

Part A

Repealed Directive with list of its successive amendments

European Parliament and Council Directive
95/16/EC

(OJL 213, 7.9.1995, p. 1)

Regulation (EC) No 1882/2003 of the
European Parliament and of the Council

(OJL 284, 31.10.2003, p.1)

Only Pt. 10) of Annex |

List of time-limitsfor transposit

Directive 2006/42/EC of the European Only Article 24
Parliament and the Council
(OJL 157, 9.6.2006, p.24)

Part B

ion into national law [and application]

Directive Time-limit for transposition Date of application
95/16/EC 1 January 1997 1 July 1997
2006/42/EC Art.24 29 June 2008 29 December 2009
ANNEX XIV

CORRELATION TABLE

Directive 95/16/EC

This Directive

s Until 30 June 1999 Member States shall allow: — the placing on the market and putting into service of
ing into service of safety components, which conform to the
provisions in force in their territories on the date of adoption of this Directive. See Article 15(2) of

lifts, — the placing on the market and putt

Directive 95/16/EC.
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Article 1(1)

Article 1(1) first subparagraph

Article 1(1), second subparagraph

Article 1(2) first subparagraph

Article 1(2), second subparagraph

Article 1(2), third subparagraph Article 2(2)
Article 1(3) Article 1(2)
Article 1(4) first indent of first subparagraph | Article 2(4)
Article 1(4) second, third and fourth indents |

of first subparagraph

Article 1(4) fifth indent of first subparagraph | Article 2(3)
Article 1(4) second subparagraph Article 16(3)
Article 1(4) third subparagraph Article 16(4)
Article 1(5) Article 1(3)
_ Article 2(1)
Article 2(1) first indent Article 4(1)
Article 2(1) second indent Article 4(2)
Article 2(2) Article 6(2)
Article 2(3) Article 6(2)
Article 2(4) Article 3(4)
Article 2(5) Article 3(3)
Article 3, first paragraph Article 5(2)
Article 3, second paragraph Article 5(2)
Article 4(2) Article 3(2)
Article 4(2) Article 3(2)
. Articles 7to 14
Article5

Article 6(1) and (2)
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Article 6(3) and (4) Article 42

Article 7 .

. Articles 37 to 41

_ Article 43

Article 8(1) (a) Article 15

Article 8(2) (b) and (c) .

Article 8(2) Article 16

. Article 17

Article 8(3), (4) and (5) .

_ Article 18

Article 9 .

Article 10(1) .

Article 10(2) Article 19(1)

Article 10(3) and (4) .

. Article 19(2) to (5)

. Articles 20 to 45

Article11 —

L Article 44

Article 12 —

Article 13 .

Article 14 .

Article 15(1) and (2) .

Article 15(3) Article 46(2)

— Article 46(1)
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Article 16 -

L Articles 47 to 49
Article 17 Article 50
Annex | Annex |

Annex Il Part A Annex Il Part A
Annex |l Part B Annex |l Part B
Annex 11 _

Annex IV Annex 11
Annex 'V Part A Annex IV Part A
Annex V Part B Annex IV Part B
Annex VI Annex V

Annex VII .

Annex VIII Annex VI
Annex IX Annex VII
Annex X Annex VIII
Annex XI Annex I X
Annex XII Annex X

Annex XIII Annex Xl
Annex XIV Annex XI|

_ Annex XIII

. Annex XIV
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