DIRECTIVE 2014/68/EU OF THE EUROPEAN PARLIAMENT AND OF THE COUNCIL
2014/ 68 /EU $4
201445 A 15s BEA
on the harmonisation of the laws of the Member States relating to the making available on the
market of pressure equipment

fkEERABAEXERGE—HE, ESATEARETH

THE EUROPEAN PARLIAMENT AND THE COUNCIL OF THE EUROPEAN UNION,

Having regard to the Treaty on the Functioning of the European Union, and in particular Article
114 thereof, having regard to the proposal from the European Commission, after transmission of
the draft legislative act to the national parliaments, having regard to the opinion of the European
Economic and Social Committee, Acting in accordance with the ordinary legislative procedure
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Whereas:

%1

(1) Directive 97/23/EC of the European Parliament and of the Council has been substantially
amended. Since further amendments are to be made, that Directive should be recast in the
interests of clarity.
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(2) Regulation (EC) No 765/2008 of the European Parliament and of the Council 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
general principles of the CE marking.
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(3) Decision No 768/2008/EC of the European Parliament and of the Council ( 6 ) lays down
common principles and reference provisions intended to apply across sectoral legislation in order
to provide a coherent basis for revision or recasts of that legislation. Directive 97/23/EC should
therefore be adapted to that Decision.

(3) HHERCH M 25 768/2008/EC i, MGE [ 1 Hh[E B R IR S fE i B T-580]
SHEMBE RN, it - el E T kel . Bk 97/23/EC R4 IR &IX
— i

(4) This Directive covers pressure equipment and assemblies which are new to the Union market
when they are placed on the market; that is to say they are either new pressure equipment or
assemblies made by a manufacturer established in the Union or pressure equipment or

assemblies, whether new or second-hand, imported from a third country.
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(S) This Directive should apply to all forms of supply, including distance selling.
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(6) This Directive should apply to pressure equipment subject to a maximum allowable pressure
PS greater than 0.5 bar. Pressure equipment subject to a pressure of not more than 0,5 bar does
not pose a significant risk due to pressure. Therefore, there should not be any obstacle to its free
movement within the Union.
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(7) This Directive should also apply to assemblies composed of several pieces of pressure
equipment assembled to constitute an integrated and functional whole. Those assemblies may
range from simple assemblies such as pressure cookers to complex assemblies such as water tube
boilers. If the manufacturer of an assembly intends to place it on the market and put it into
service as an assembly — and not in the form of its constituent non- assembled elements — that
assembly should comply with this Directive. However, this Directive should not apply to the
assembly of pressure equipment on the site and under the responsibility of a user who is not the
manufacturer, as in the case of industrial installations.
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(8) This Directive should harmonise national provisions on risks due to pressure. The other risks
which this equipment may present may fall within the scope of other Directives dealing with
those risks.
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(9) However, some pressure equipment is covered by other Directives based on Article 114 of the
Treaty on the Functioning of the European Union (TFEU). The provisions laid down in some of
those Directives deal also with the risk due to pressure. Those Directives are considered
adequate to provide appropriate protection where the risk due to pressure associated with such
equipment remains small. Therefore, such equipment should be excluded from the scope of this
Directive.
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(10) For some pressure equipment covered by international agreements for its international
transport, national transport and pressure hazards and risks are dealt with by Union Directives
based on such agreements. Those Directives extend the application of those agreements to
national transport, in order to ensure the free movement of dangerous goods whilst enhancing
transport safety. Such equipment which is covered by Directive 2008/68/EC of the European
Parliament and of the Council and by Directive 2010/35/EU of the European Parliament and of
the Council should be excluded from the scope of this Directive.
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(11) Certain types of pressure equipment, although subject to a maximum allowable pressure PS
greater than 0,5 bar, do not present any significant risk due to pressure, and therefore the free
movement of such equipment in the Union should not be hindered if it has been legally
manufactured or placed on the market in a Member State. It is not necessary in order to ensure
free movement of such equipment to include it within the scope of this Directive. Consequently it
should be expressly excluded from its scope.
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(12) Other pressure equipment subject to a maximum allowable pressure greater than 0,5 bar
and presenting a significant risk due to pressure, but in respect of which free movement and an
appropriate level of safety are guaranteed, should be excluded from the scope of this Directive.
Such exclusions should, however, be regularly reviewed in order to ascertain whether it is
necessary to take action at Union level.
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(13) The scope of this Directive should be based on a general definition of the term ‘pressure

equipment’ so as to allow for the technical development of products.
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(14) Compliance with the essential safety requirements is necessary in order to ensure the safety
of pressure equipment. Those requirements should be subdivided into general and specific
requirements that need to be met by pressure equipment. In particular the specific requirements
should take account of particular types of pressure equipment. Certain types of pressure
equipment in categories Il and IV should be subject to a final assessment comprising final
inspection and proof tests.
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(15) Member States should be in a position to allow the showing at trade fairs of pressure
equipment which is not yet in conformity with the requirements of this Directive. During
demonstrations, appropriate safety measures should be taken in accordance with the general
safety rules of the Member State concerned to ensure the safety of persons.
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(16) Directive 97/23/EC provides for a classification of pressure equipment in categories,
according to the ascending level of hazard. This includes the classification of the fluid contained
in the pressure equipment as dangerous or not, according to Council Directive 67/548/EEC. On 1
June 2015 Directive 67/548/EEC is to be repealed and replaced by Regulation (EC) No 1272/2008
of the European Parliament and of the Council, which implements in the Union the Globally
Harmonised System of Classification and Labelling of Chemicals that has been adopted at
international level, within the United Nations structure. Regulation (EC) No 1272/2008 introduces
new hazard classes and categories only partially corresponding to those provided for by Directive
67/548/EEC. Directive 97/23/EC should therefore be aligned to Regulation (EC) No 1272/2008
while maintaining the existing levels of protection provided for in that Directive.
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(17) Economic operators should be responsible for the compliance of pressure equipment and
assemblies with the requirements of this Directive, 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 of persons, and the protection of domestic animals and of property, and to guarantee fair
competition on the Union market.
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(18) All economic operators intervening in the supply and distribution chain should take
appropriate measures to ensure that they only make available on the market pressure equipment
and assemblies 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 economic
operator in the supply and distribution chain.
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(19) The manufacturer, having detailed knowledge of the design and production process, is best
placed to carry out the conformity assessment procedure. Conformity assessment should
therefore remain solely the obligation of the manufacturer.
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(20) In order to facilitate the communication hetween economic operators, market surveillance
authorities and consumers, Member States should encourage economic operators to include a
website address in addition to the postal address.
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(21) It is necessary to ensure that pressure equipment and assemblies from third countries
entering the Union market comply with the requirements of this Directive, and in particular that
appropriate conformity assessment procedures have been carried out by manufacturers with
regard to that pressure equipment or those assemblies. Provision should therefore be made for
importers to make sure that the pressure equipment or assembly they place on the market
complies with the requirements of this Directive and that they do not place on the market
pressure equipment or assemblies which do not comply with such requirements or presents a
risk. Provision should also be made for importers to make sure that the conformity assessment
procedures have been carried out and that marking of pressure equipment or assemblies and
documentation drawn up by manufacturers are available for inspection by the competent
national authorities.
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(22) When placing pressure equipment or assemblies on the market, every importer should
indicate on the pressure equipment or assembly his name, registered trade name or registered
trade mark and the postal address at which he can be contacted. Exceptions should be provided
for in cases where the size or nature of the pressure equipment or assembly does not allow it.
This includes cases where the importer would have to open the packaging to put his name and
address on the pressure equipment or assembly.
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(23) The distributor makes pressure equipment or assemblies available on the market after they
have been placed on the market by the manufacturer or the importer and should act with due
care to ensure that its handling of the pressure equipment or assembly does not adversely affect
the compliance of the pressure equipment or assembly with the requirements of this Directive.
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(24) Any economic operator that either places pressure equipment or assemblies on the market
under his own name or trademark or modifies pressure equipment or assemblies in such a way
that compliance with the requirements of this Directive may be affected should be considered to
be the manufacturer and should assume the obligations of the manufacturer.
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(25) 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
pressure equipment or assembly concerned.
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(26) Ensuring traceability of pressure equipment and assemblies 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 pressure equipment or assemblies available on the market.
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(27) When keeping the information required under this Directive for the identification of other
economic operators, economic operators should not be required to update such information in
respect of other economic operators who have either supplied them with pressure equipment or
an assembly or to whom they have supplied pressure equipment or an assembly.
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(28) This Directive should be limited to the expression of the essential safety requirements. In
order to facilitate conformity assessment with those requirements it is necessary to provide for a
presumption of conformity for pressure equipment or assemblies which are in conformity with
harmonised standards that are adopted in accordance with Regulation (EU) No 1025/2012 of the
European Parliament and of the Council for the purpose of expressing detailed technical
specifications of those requirements, especially with regard to the design, manufacture and
testing of pressure equipment or assemblies.

(28) A4 R TR A 2 2 BRIORR . A7 HERAEERET SRITE, FERET
Ve 7 B A R O R I A 15 5 2 KM L 2 AN B 22 (EU) No 102572012 R BEfF)
FrifE. (EU) No 1025/2012 JZHVEAHIE B 1 I )i & el 20 S FF A R B R, L HH i
15 35 g 1Ip v LM 7 62 N



(29) Regulation (EU) No 1025/2012 provides for a procedure for objections to harmonised
standards where those standards do not entirely satisfy the requirements of this Directive.
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(30) Manufacturing of pressure equipment calls for the utilisation of safe materials. In the
absence of harmonised standards the characteristics of the materials intended for repeated use
should be established. Those characteristics should be established by European approvals for
materials, such approvals being issued by one of the notified bodies specifically designated for
that task. The materials conforming to the European approvals should benefit from a
presumption of conformity with the essential safety requirements of this Directive.
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(31) In view of the nature of the risks involved in the use of pressure equipment and assemblies
and in order to enable economic operators to demonstrate and the competent authorities to
ensure that pressure equipment or assemblies made available on the market comply with the
essential safety requirements, it is necessary to provide for conformity assessment procedures.
Those procedures should be devised in the light of the level of hazard which is inherent in the
pressure equipment or assembly. Therefore, for each category of pressure equipment there
should be an adequate procedure or a choice between different procedures of equivalent
stringency. Decision No 768/2008/EC establishes modules for conformity assessment procedures,
which include procedures from the least to the most stringent, 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 details added to those procedures are justified by the nature of the verification
required for pressure equipment.
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(32) Member States should be in a position to authorise user inspectorates to carry out certain
tasks for conformity assessment in the framework of this Directive. For that purpose this
Directive should set out criteria for the authorisation of user inspectorates by Member States.
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(33) Under certain procedures for conformity assessment it should be possible for each item to
be inspected and tested by a notified body or a user inspectorate as part of the final assessment
of the pressure equipment or assembly. In other cases provision should be made to ensure that
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the final assessment may be monitored by a notified body by means of unexpected visits.
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(34) Manufacturers should draw up an EU declaration of conformity to provide information
required under this Directive an the conformity of the pressure equipment or assembly with the
requirements of this Directive and of other relevant Union harmonisation legislation.
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(35) To ensure effective access to information for market surveillance purposes, in cases where
pressure eqguipment or an assembly is covered by several pieces of Union harmonisation
legislation, the information required to identify all applicable Union acts should be available in a
single EU declaration of conformity. In order to reduce the administrative burden en economic
operators, that single EU declaration of conformity may be a dossier made up of relevant
individual declarations of conformity.
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(36) A check on compliance with the essential safety requirements is necessary in order to
provide effective protection for consumers, other users and third parties.
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(37) Pressure equipment and assemblies should, as a general rule, bear the CE marking. The CE
marking, indicating the conformity of pressure equipment or assemblies, is the visible
consequence of a whole process comprising conformity assessment in a broad sense. General
principles governing the CE marking and its relationship to other markings are set out in
Regulation (EC) No 765/2008. Rules governing the affixing of the CE marking should be laid down
in this Directive.
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(38) For pressure equipment defined in this Directive which presents only a minor pressure risk
and for which certification procedures are therefore not justified, the CE marking should not be
affixed.
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(39) Certain 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.
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(40) Experience has shown that the criteria set out in Directive 97/23/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 those bodies throughout the Union. It is, however,
essential that all conformity assessment 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.
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{(41) 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.
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{42) 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 conformity assessment bodies.
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(43) 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.
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{(44) Transparent accreditation as provided for in Regulation (EC) No 765/2008, ensuring the
necessary level of confidence in certificates of conformity, should be considered by the national
public authorities throughout the Union as the preferred means of demaonstrating the technical
competence of conformity assessment bodies. However, national authorities may consider that
they possess the appropriate means of carrying out that 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.
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(45) 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 the level of
protection required for the pressure equipment or assembly 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 is important 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.
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(46) 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 anline notification.
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(47) Since conformity assessment 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.
(47) BT EHIFE A RS ECR LIRS, B pl A A2 52 22 ml LA % 2 5 LA
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(48) In the interests of competitiveness, it is crucial that conformity assessment 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
conformity assessment bodies.

(48) TER G 385 o1, S REVFE HLF & R P i f5 o i Do 28 3 3 G A o0 2 1) B2 225G
SB[, FRN, ABREEE PSS, W ERUE SR R R A R ) EE.
oA VT E LR 2 ] 5 2 B IR 2 ) i U A 5 1

(49) Member States should take all appropriate measures to ensure that pressure equipment and
assemblies may be placed on the market only if, when properly stored and used for their
intended purpose, or under conditions of use which can be reasonably foreseen, they do not
endanger the health and safety of persons. Pressure equipment or assemblies should be
considered as non-compliant with the essential safety requirements laid down in this Directive
only under conditions of use which can be reasonably foreseen, that is when such use could
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result from lawful and readily predictable human behaviour.
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(50) In order to ensure uniform conditions for the implementation of this Directive, implementing
powers should be conferred to the Commission. Those powers should be exercised in accordance
with Regulation (EU) No 182/2011 of the European Parliament and of the Council.
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(51) The advisory procedure should be used for the adoption of implementing acts requesting
the notifying Member State to take the necessary corrective measures in respect of naotified
bodies that do not meet or no longer meet the requirements for their notification.

(51) A TAFEEARFEAEERMA LI (Notified Body, W1l FE4E APAVE), 2%
R 7 B SRR, S B 2 RS .

(52) The examination procedure should be used for the adoption of implementing acts with
respect to European approvals for materials presenting shortcomings and whose references were
already published in the Official Journal of the European Union, given that such decisions could
have consequences on the presumption of conformity with the applicable essential
requirements.

(52) % [T RCHE LA R RO S SR A PAT IR, RTS8, (SR CEREE
HRERTN GBHED, (EH iz e R fF&E F A B A K

(53) The Commission should adopt immediately applicable implementing acts where, in duly
justified cases relating to compliant pressure equipment or assemblies which present a risk to the
health or safety of persons, to domestic animals or to property, imperative grounds of urgency so
require.

(53) TEM J i 77 % e & 1 S A fE Bl e 4 | mlong [ p AR sl 7o G . B HL
i P ER th SR IE B R R, & o B SE R EUES 2 AT ED.

(54) In line with established practice, the committee set up by this Directive can play a useful role
in examining matters concerning the application of this Directive raised either by its chair or by a
representative of a Member State in accordance with its rules of procedure.

(54) {IBBEERLF, HEBNZIE A2 M T 0 2 MRk 5 [ i (e I8 2 e e S,
45 R e IS I R EEEA.

(55) When matters relating to this Directive, other than its implementation or infringements, are
being examined, i.e. in a Commission expert group, the European Parliament should in line with
existing practice receive full information and documentation and, where appropriate, an
invitation to attend such meetings.

(55) Bk T L EGE AR 4, UH KBS MFHFE . — I ERET ML B,
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BRI AL AT (R T, KA R B AIBERL, AR A T R i 2 4l

(56) The Commission should, by means of implementing acts and, given their special nature,
acting without the application of Regulation (EU) No 182/2011, determine whether measures
taken by Member States in respect of non-compliant pressure equipment or assemblies are
justified or not.

(56) ZERexROEELEME, & TR . A3Z(EV) No 182/2011 iEHLLYHUIIELR],
F BLE e jle 03 OG- iZ38 2 ANE R A S & s S i v e i 2 w5 8.

(57) In order to take into account emerging very serious safety reasons, the power to adopt acts
in accordance with Article 290 TFEU should be delegated to the Commission in respect of
amendments to classification of pressure equipment or assemblies. The reclassification should be
based on appropriate evidence and justification in each case. It is of particular importance that
the Commission carry out appropriate consultations during its preparatory work, including at
expert level.

(57) HBRHIAER = E A AN, HAE TFEU 5 290 &, MR FZERSBITENRE
B AR R S . HUE A AR AR R R P AE IR M e EERS (AT
FAH) FE&WN, MR TEIC R,

(58) 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 to the Council.

(58) Zz iR 2>k A g #EAGE U, WA G kil 2 4 07 =, [EIA B (e i i 22
GIESE B ST

(59) Directive 97/23/EC provides for a transitional arrangement enabling pressure equipment and
assemblies which comply with the national regulations in force on the date of application of
Directive 97/23/EC to be put into service. For reasons of legal certainty, it is necessary to include
that transitional arrangement also in this Directive.

(59) 97/23/EC R T — i, 1R 5O E i i & AL A fF7E 97/23/EC
a4 S 2 SR L R TR ERE R IR, RS o T .

(60) It is necessary to provide for reasonable transitional arrangements that allow the making
available on the market and the putting into service, without the need to comply with further
product requirements, of pressure equipment and assemblies that have already been placed on
the market in accordance with Directive 97/23/EC before the date of application of national
measures transposing this Directive. Distributors should therefore be able to supply pressure
equipment and assemblies that have been placed on the market, namely stock that is already in
the distribution chain, before the date of application of national measures transposing this
Directive.
(60) HULER, CEiiE 97/23/EC R4, J CUET g b6 AT I i & 4L 51T,

PROLEEA T 2, MAREZRGTSE LA MER. Hitk, ERxmizEesz
B, S8 N R CRE T R S MR GIHE B, B CE7EThE wsE b (Y B
fe
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(61) Member States should lay down rules on penalties applicable to infringements of the
provisions of national law adopted pursuant to this Directive and ensure that those rules are
enforced. The penalties provided for should be effective, proportionate and dissuasive.

(61) AR B REARIE AR 4, e 16 P AR S0 @ AUT AR T, R IRk ek
RS . HLSE A T R R, 2 AR Y

(62) Since the objective of this Directive, namely to ensure that pressure equipment or
assemblies on the market fulfil the requirements providing a high level of protection of health
and safety of persons and protection of domestic animals or property while guaranteeing the
functioning of the internal market cannot be sufficiently achieved by the Member States but can
rather, by reason of its scale and effects, be better achieved at Union level, the Union may adopt
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.

(62)i%48 4 H 0I7E T o {17 5 B0 e 10V & BAA & il B B2 s A A i Bl 2 4 R 4P,
LA K T 155 [ N 2l P s 7= (1) B2 R [ B ik e £ 0 P4 350 17 3 A~ RE 7 4 S B0 500 o iy D) b 36
B BB FBANRCR, MR AT LA AP S ThRE . KA AT RE S H R R B 2 24 58 5 &b
HUSE MR BRI IR N, RIS . #4508 5 FaMiE i Ee Bl R0, ik & A R
VEMFBENIE—Hiz.

(63) The obligation to transpose this Directive into national law should be confined to those
provisions which represent a substantive amendment as compared to the earlier Directive. The
obligation to transpose the provisions which are unchanged arises under the earlier Directive.
(63) %452 a0 N E Z0EHLAY S5 MR T BAATHE & (S M IT AR E . S ise i
% [FIBETE T4 242 M.

(64) This Directive should be without prejudice to the obligations of the Member States relating
to the time-limit for transposition into national law and the date of application of the Directive
set out in Annex V, Part B,

(64) %454 AR R 53 B AR S48 ) (8] BRAIRT 1248 % O 0 B 3GER, 1 250k B 38T M
VT B ERSH
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HAVE ADOPTED THIS DIRECTIVE:

LU N iZdE 4
CHAPTER 1
GENERAL PROVISIONS
WiE —AE
Article 1
1%
Scope
pie e

1. This Directive shall apply to the design, manufacture and conformity assessment of pressure
equipment and assemblies with a maximum allowable pressure PS greater than 0,5 bar.

1. AIEASRIEH T RAVFIES PS KT 05 Bar MR & R SR BETE . SRS 8%
V.

2. This Directive shall not apply to:
2, BARSAHEH T

(a) pipelines comprising piping or a system of piping designed for the conveyance of any fluid or
substance to or from an installation (onshore or offshore) starting from and including the last
isolation device located within the confines of the installation, including all the annexed
equipment designed specifically for pipelines; this exclusion shall not apply to standard pressure
equipment such as may be found in pressure reduction stations or compression stations;
Ca) Wit HF Malm)— it Bl bl ifg ) it e Ve sl IR ) 00 a0 SR e 2L e

Mt fi P e B AR, R TN R A BT I DN . (R B AN L D T
Sl B L A 3 Bl LB bt R R i

(b) networks for the supply, distribution and discharge of water and associated equipment and
headraces such as penstocks, pressure tunnels, pressure shafts for hydroelectric installations and
their related specific accessories;

Co) PR, ZrBC AR A i P 2 B F AR S i, DL RO B B8 A it s, TR )i
7K PVl 1) gl R HL A 6 G AT

(c) simple pressure vessels covered by Directive 2014/29/EU of the European Parliament and of
the Council;

(o) FHERHHAL 2 FN B 92> 2014/29/EU 454 BT 2 (D 18] P 1k ) 3 4%

(d) aerosol dispensers covered by Council Directive 75/324/EEC ;
(d) HIBEHi£r 75/324/€EC 154 ATk i 1Y “ U e 4 D 48«

(e) equipment intended for the functioning of vehicles defined by the following legal acts:
Ce) T FAERE CFEMINRER %
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(i) Directive 2007/46/EC of the European Parliament and of the Council;
(i) Fl e FIFE S 22 2007/46/EC 4559,

(i} Regulation (EU) No 167/2013 of the European Parliament and of the Council (1 );
i) Bz FEL 32 No 167/2013 i3

(i) Regulation (EU) No 168/2013 of the European Parliament and of the Council ( 2 );
Gii) Bl itz FIER i 2 No 168/2013 i

(f) equipment classified as no higher than category | under Article 13 of this Directive and
covered by one of the following Directives:
(F) FIENAETARIEAE 13 £55 128, JFu bl F D — MM i &
(i) Directive 2006/42/EC of the European Parliament and of the Council;
(i) B L 23 FIEE S 2> 2006/42/EC 154
(ii) Directive 2014,/33/EU of the European Parliament and of the Council;
Gi) Wi 2> B 9E 2> 2014/33/EU 454
(iii) Directive 2014/35/EU of the European Parliament and of the Council;
Gi) W 2= FI R 523 2014/35/EU 454
(iv) Council Directive93/42/EEC;
Civ) PR 2> 93/42/EEC 5%
(v) Directive 2009/142/EC of the European Parliament and of the Council;
Cv) EHi 2> FI B 92y 2009/142/EC 154
(vi) Directive 2014/34/EU of the European Parliament and of the Council;
Cvi) B2 MBS 27 2014/34/EU 5%+

{g) equipment covered by point (b) of Article 346 TFEU;
(g) TFEU 3 346 430 (b) aKATERE 0915 %

(h) items specifically designed for nuclear use, failure of which may cause an emission of
radioactivity;
Ch) LRREAEMEE T, PTEes 2 BUMEY R A 4

(i) well-control equipment used in the petroleum, gas or geothermal exploration and extraction
industry and in underground storage which is intended to contain and/or control well pressure;
this shall comprise the wellhead (Christmas tree), the blow out preventers (BOP), the piping
manifolds and all their equipment upstream;

Gy Al RERSEUH AR, R0 RS, FR TS A ) A b it
ran. OOIEHERE CRhf), Wil (BoP), HETEECE MG KH Lid#,

(i) equipment comprising casings or machinery where the dimensioning, choice of material and
manufacturing rules are based primarily on requirements for sufficient strength, rigidity and
stability to meet the static and dynamic operational effects or other operational characteristics
and for which pressure is not a significant design factor; such equipment may include:

(1) WIEEE R &, ZBWEARST, PO R = B ke Y, W
A EGEHGREE . MIEEMFEEE, LU R ESRE) AR BB R R, AR —
MRERE BT E, R T AR .
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(i) engines including turbines and internal combustion engines;
Gy REhdl, CFEREE LA AN AL
(i} steam engines, gas/steam turbines, turbo-generators, compressors, pumps and actuating
devices;

Gid ZE75HL, IR U/ZR0mEe L, Imse i bl REHL, FEAEEhIE

(k) blast furnaces including the furnace cooling system, hot-blast recuperators, dust extractors
and blast-furnace exhaust- gas scrubbers and direct reducing cupolas, including the furnace
cooling, gas converters and pans for melting, re- melting, de-gassing and casting of steel, iron and
non-ferrous metals;

(k) BEAUP, fEfPEe I R, ARG, RS, Bl RA— RS EET
B, BLRG AP AR A, AU B DURR AL AR A BRE W, BREl (e R R iR

(I} enclosures for high-voltage electrical equipment such as switchgear, control gear, transformers,
and rotating machines;

() AT @EQFRFERI T, MRS, HHRE., EEJMIEEILE

(m) pressurised pipes for the containment of transmission systems, e.g. for electrical power and
telephone cables;

(m) EJVEERIZRGIFE, BIUNEMETEL;

(n) ships, rockets, aircraft and mobile off-shore units, as well as equipment specifically intended
for installation on board or the propulsion thereof;

Cn) MEfA. K&, ROLRIRIREEh S A B0, BAR BT TH T e e fe M b s H e RE AT 1 4%

(o) pressure equipment consisting of a flexible casing, e.g. tyres, air cushions, balls used for play,
inflatable craft, and other similar pressure equipment;

(o) W&l m T El Sbos, Wi, =503, M THUERER, s8Rl 2 el
PARVE

(p) exhaust and inlet silencers;

(p) ik, HEUHA 2

(q) bottles or cans for carbonated drinks for final consumption;
Cq) FHT- e T (At e 1oR i =R 5

(r) vessels designed for the transport and distribution of drinks having a PS.V of not more than
500 bar.L and a maximum allowable pressure not exceeding 7 bar;
Cr) BAUCEMRE R 3T A 3, PS*V AL 500 bar*L, FHE K RiTHE AL 7

bar;

(s) equipment covered by Directive 2008/68/EC and Directive 2010/35/EU and equipment
covered by the International Maritime Dangerous Goods Code and the Convention on
International Civil Aviation;

16



(s) H1 2008/68/EC §H4 I 2010/35/EU Fi4 i o (1415 2 1 [ fositg b f i it 2 i 5 [ B b
L 2 2 2 Vo T i 1) 1L

(t) radiators and pipes in warm water heating systems;

() TERACHAS R G0 B RS

(u) vessels designed to contain liquids with a gas pressure above the liquid of not more than 0,5
bar.

Cu) B E AR S SR D A LA 0.5 Bar (97745 .

Article 2
W20k

Definitions

iE 3

For the purposes of this Directive, the following definitions shall apply:
iEAfE SR HE, ERHLTE L

(1) ‘pressure equipment’ means vessels, piping, safety accessories and pressure accessories,
including, where applicable, elements attached to pressurised parts, such as flanges, nozzles,
couplings, supports, lifting lugs;

(1) “FRApdd” RfaEas. i, e fF s, o e AR inge ik i b
MrefE, wik=s. mmE. HEk. SCAL. ML

(2) ‘vessel' means a housing designed and built to contain fluids under pressure including its
direct attachments up to the coupling point connecting it to other equipment; a vessel may be
composed of more than one chamber;

(2) FH&” RIBTHGIER R R 7o ik, BF8 5 H e & e o n B
fhe — AR H N P I A2 R

(3) ‘piping’ means piping components intended for the transport of fluids, when connected
together for integration into a pressure system; piping includes in particular a pipe or system of
pipes, tubing, fittings, expansion joints, hoses, or other pressure-bearing components as
appropriate; heat exchangers consisting of pipes for the purpose of cooling or heating air shall be
considered as piping;

(3) “HIE” AR TRIAREAEIE O, RER— A RS, BERHOEEEDR
FIHERG. T M. W SUFBOLERIE Tt AU BT A S0 S £
MR A EIE.

(4) ‘safety accessories’ means devices designed to protect pressure equipment against the
allowable limits being exceeded, including devices for direct pressure limitation, such as safety
valves, bursting disc safety devices, buckling rods, controlled safety pressure relief systems
(CSPRS), and limiting devices, which either activate the means for correction or provide for
shutdown or shutdown and lockout, such as pressure switches or temperature switches or fluid

17



level switches and safety related measurement control and regulation (SRMCR) devices;
(4) “AEE " R TR L E A S fe v R PR L I 2 g
BRI 2, e, S E, SNSRI RS (CSPRS),
—— PR, B A T IE Y e B B SRS P e B P ) e L, RIS W AT
K5 RN HEIAEY (SRMCR) #HE.

(5) ‘pressure accessories’ means devices with an operational function and having
pressure-bearing housings;

(5) “ I AEHE " AR R AT Bl SR AR T i 5e 44

(6) ‘assemblies’ means several pieces of pressure equipment assembled by a manufacturer to

constitute an integrated and functional whaole;

(6) “H A" AL L R R A e R D et

(7) ‘pressure’ means pressure relative to atmospheric pressure, i.e. gauge pressure. As a
consequence, vacuum is designated by a negative value;
(7) “H A" RIEMHTRIEMES, k. FHibrsHRERER.

(8) ‘'maximum allowable pressure PS’ means the maximum pressure for which the equipment is
designed, as specified by the manufacturer, and defined at a location specified by him, being
either the connection of protective and/or limiting devices, or the top of equipment or, if not
appropriate, any point specified;

(8) “HOIAVFHEA PS” ARG FE Wit B i S AR /. B BRE fE Rl e e
8. EORI R e IR e E A A B F TR, W R Sk, MR —EERT A

(9) ‘maximum/minimum allowable temperature TS means the maximum/minimum
temperatures for which the equipment is designed, as specified by the manufacturer;

(9) “HR/H/NSUVFELEE” A2 48 A 7R 1 v 5 A i WS 1 S B SRR EE .

(10) ‘volume (V)" means the internal volume of a chamber, including the volume of nozzles to the
first connection or weld and excluding the volume of permanent internal parts;

(10) “HFH v” EIBEENIERER, G258 MRS M ER, (EAE
A AN PR .

(11) ‘nominal size (DN)" means a numerical designation of size which is common to all
components in a piping system other than components indicated by outside diameters or by
thread size; it is a convenient round number for reference purposes and is only loosely related to
manufacturing dimensions; the nominal size is designated by DN followed by a number;

(11) “2AFR (ON)" RAGETH I RSHEUE, @fE—MEERENIaE. AR
RAMREL R Fon ot ARG ERAMES RN B, (SR ik, A% R TR
DN JE N # 2R,

(12) “fluids” means gases, liquids and vapours in pure phase as well as mixtures thereof; fluids
may contain a suspension of solids;
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(12) “fiR” ZFREHR . RS L ENIRR S . e S SR EE .

(13) ‘permanent joints’ means joints which cannot be disconnected except by destructive
methods;

(13) “aR A" A KA B T S B A

(14) ‘European approval for materials’ means a technical document defining the characteristics of
materials intended for repeated use in the manufacture of pressure equipment which are not
covered by any harmonised standard;

(14) “BPERMEAE " RARHEE K S s, R bR A&t LT S R E A R
(FIRFIE AT ML R B A S .

(15) ‘making available on the market’ means any supply of pressure equipment or assemblies for
distribution or use on the Union market in the course of a commercial activity, whether in return
for payment or free of charge;

€15 ) T iR0m " AT T e R B T4 L2t B i & B A 20 4 B A A B0 s ol V5 Eh e A,
Joie A A e 7

(16) ‘placing on the market’ means the first making available of pressure equipment or
assemblies on the Union market;

(16) “HUBTH " 48 K 77 & B & 0F 5 — IO B 139

(17) ‘putting into service’ means the first use of pressure equipment or an assembly by its user;

(17) “FEAMER” S8R P — A T ) e e 5 1

(18) ‘manufacturer’ means any natural or legal person who manufactures pressure equipment or
an assembly or has such equipment or assembly designed or manufactured, and markets that
pressure equipment or assembly under his name or trademark or uses it for his own purposes;

(18) “HiE i " SR HliE i A e S, BV T eI S S e S, B
B 16 V& 8L R 2 2 SR RO B, B CER I A AR AL A

(19) ‘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
specified tasks;

(19) “HAURFR" FHEMTERCHE P BOE 0 CB wiG i i s, Al iy 47 [ (e
FHTHRABGEA

(20) ‘importer’ means any natural or legal person established within the Union who places
pressure equipment or assemblies from a third country on the Union market;

(20) “HECIRT” FRAEA] TERCEL 9B, 5 55 = [ 1 Y e 38 26 2 & PR i 717 3
1, BERABGEAN:

(21) ‘distributor’ means any natural or legal person in the supply chain, other than the
manufacturer or the importer, who makes pressure equipment or assemblies available on the
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market;
(21) “E£2% " TR B il S el gl Sk A ds (R B, FL A2 ) i et T s i
SR YN RN

(22) ‘economic operators’ means the manufacturer, the authorised representative, the importer
and the distributor;
(22) ‘SEH BRER. SR, H oM.

(23) ‘technical specification’ means a document that prescribes technical requirements to be
fulfilled by pressure equipment or assemblies;

(23) “ ARG 45 A He Ay il BRAL SR i 2 I BOR BRI L

(24) 'harmonised standard’” means harmonised standard as defined in point (c) of Article 2(1) of
Regulation (EU) No 1025/2012;
(24) “PhifFRIE" $H(EU) No 1025/2012 LRI S 2 (1) 8308 C piE S B bt

(25) "accreditation” means accreditation as defined in point 10 of Article 2 of Regulation (EC) No
765/2008;
(25) “i\] " $R(EC) No 765/2008 2 1 &% 2 Sk 5% 10 s 52 LA AT

(26) ‘national accreditation body’ means national accreditation body as defined in point 11 of
Article 2 of Regulation (EC) No 765/2008;
(26) “EH SN HLE” B(EC) No 765/2008 20 H 55 2 2655 11 /458 LAY [ 22 T HLA;

(27) ‘conformity assessment’ means the process demonstrating whether the essential safety
requirements of this Directive relating to pressure equipment or assemblies have been fulfilled;

(27) “EHRATFRE” F8VFE H Al s S F 2 5902 1248 2 AL 4 BRI F

(28) ‘conformity assessment body’ means a body that performs conformity assessment activities

including calibration, testing, certification and inspection;

(28) “GHEVFENLR " FRAT SROTERG D, GIERaE. WA, IAERTR SR AL ;

(29) ‘recalll means any measure aimed at achieving the return of pressure equipment or
assemblies that have already been made available to consumers or other users;

(29 [l "FR AL AT 15 FEH 2 18 =] C R 998 BUHC b FH P o P 090 1 00 5 o A 5 1 0 4 0

(30) ‘withdrawal’ means any measure aimed at preventing pressure equipment or assemblies in
the supply chain from being made available on the market;

(30) “iftll " FEATAT'S TEBF (bR 8 o (4 1 705 & BUAL A 3\ T 3 A B

(31) ‘CE marking’ means a marking by which the manufacturer indicates that the pressure
equipment or assembly is in conformity with the applicable requirements set out in Union
harmonisation legislation providing for its affixing;

(31) “CE brifl™ SR HIIE R 22 I IR 0 15 2 BOAL A P 5 1 P RS X CE PRPE8 p elv2  22
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KHRIR;

(32) 'Union harmonisation legislation’” means any Union legislation harmonizing the conditions
for the marketing of products.

(32) “BRHRPIRERL " 4B AT AT 0k B S B 87 it T g 24 B ) o2 )V

Article 3
¥3%
Making available on the market and putting into service

AT A AR

1. Member States shall take all appropriate measures to ensure that pressure equipment and
assemblies may be made available on the market and put into service only if they satisfy the
requirements of this Directive when properly installed and maintained and used for the purposes
for which they are intended.

1. R B R — U 2 (4 0, W8 PR 005 i & & e R AR A I E0R, IR
e HEdP AR TUNTE [ RN, A BT

2. This Directive shall not affect Member States’ entitlement to lay down such requirements as
they may deem necessary to ensure that persons and, in particular, workers are protected during
use of the pressure equipment or assembly in question provided that this does not mean
maodifications to such equipment or assembly in a way not specified in this Directive.

2, AFEL AR RN R B PR AR I B A . BRIR ST, JUHGZE T ANFE(EH] LR TR Ay i
B A PR AF B R 1Y BER, R B Se RN Bk B AR 48 4 A e 0 77 a0 )i 4
HE AT IEN.

3. At trade fairs, exhibitions, demonstrations and other similar events, Member States shall not
prevent the showing of pressure equipment or assemblies which do not comply with this
Directive, provided that a visible sign clearly indicates that such pressure equipment or
assemblies may not be made available on the market and/or put into service until they are
brought into conformity. During demonstrations, appropriate safety measures shall be taken in
accordance with any requirements laid down by the competent authority of the Member State
concerned in order to ensure the safety of persons.

3, B S ar. BeMEARELURahN, A E AR L AR & AT 2 R 500 E i & el
AR, H SR bR 122 e il i A AT & R AT nJ B STEE M i A s A /e E A .
{6 Ji S TE], S OR A 7 42 4, RS AR S R B B AR T R, SREID0E 249 Y 22 A il

Article 4
CHEE
Technical requirements

TEAER

1. The following pressure equipment shall satisfy the essential safety requirements set out in
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Annex |
1. YR 7k 2 S A2 PR % | BRI ) B A i 4 R
(a) vessels, except those referred to in point (b), for:

(a) 788, BIRES (b FFEN:

(i) gases, liquefied gases, gases dissolved under pressure, vapours and also those liquids whose
vapour pressure at the maximum allowable temperature is greater than 0,5 bar above normal
atmospheric pressure (1 013 mbar) within the following limits:

— for fluids in Group 1 with a volume greater than 1 L and a product of PS and V greater than 25
bar.L, or with a pressure PS greater than 200 bar (Annex I, table 1),

— for fluids in Group 2, with a volume greater than 1 L and a product of PS and V is greater than
50 barL, or with a pressure PS5 greater than 1 000 bar, and all portable extinguishers and bottles
for breathing apparatus(Annex Il, table 2);

(ii) liguids having a vapour pressure at the maximum allowable temperature of not more than 0,5
bar above normal atmospheric pressure (1 013 mbar) within the following limits:

— for fluids in Group 1 with a volume greater than 1 L and a product of PS and V greater than
200 bar.L, or with a pressure PS greater than 500 bar (Annex I, table 3),

— for fluids in Group 2 with a pressure PS greater than 10 bar and a product of PS and V greater
than 10 000 bar.L, or with a pressure PS greater than 1 000 bar (Annex I, table 4);

(a) . ML HHIERSE. BN AR RVFRE FAS KBRS E (1013
mbar) 0.5 bar A, S LT RS

—— R 1 R, HAREUCT 1L S A v FRFICT 25 barl B A7 PS AT 200 bar
CEfgE 0, #F1).

——H T 2 Hids, HER T 1L ps FI vV 3R T 50 barl 8L /7 PS 0T 1000 bar.
CA B BT 4 RORHLR R I 36 B CBftse . 38 2).

(b) fEf AR AVFREE F, 2B RIS (1013 mbar) 0.5 bar [fif {4, H-ZLL IR
i)«

—— T4 1 Mk, HARFR ST 1L, PS #0 v FEF AT 200 barl 2( 47 PS KT 500 bar
CPHEE 1, #3).

——HF#H 2 ik, HEA s JF 10 bar. PS #1 v 3 AT 10000 barl (%47 PS T
1000 bar ([N, # 4)

(b) fired or otherwise heated pressure equipment with the risk of overheating intended for
generation of steam or super- heated water at temperatures higher than 110 °C having a volume
greater than 2 L, and all pressure cookers (Annex [l, table 5);

(b)) EHH KB s, At gaiiny, BT aiiEEe 110 Ca e oK,
AR 2 L R R TR DR (R, & 5D

(c) piping intended for:
(c) FTELF H B RYE -

(i) gases, liquefied gases, gases dissolved under pressure, vapours and those liguids whose
vapour pressure at the maximum allowable temperature is greater than 0,5 bar above normal
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atmospheric pressure (1 013 mbar) within the following limits:
— for fluids in Group 1 with a DN greater than 25 (Annex II, table €),
for fluids in Group 2 with a DN greater than 32 and a product of PS and DN greater than 1 000
bar (Annex Il, table 7);
(a) “Uff. Wfb" (. SZHGFEM R, 287 TRAE SO VIR BE 28 T OB bRt U (1013
mbar) 0.5 bar LA, 2 PAF PR
—— R T4 1 i, H DN T 25 (BN, #Ee).
——HF4l 2 ik, 3 DN T 32, Ps I DN [UFEFIHT 1000 bar C(Hfk 1, # 7).

(ii) liguids having a vapour pressure at the maximum allowable temperature of not more than 0,5

bar above normal atmospheric pressure (1 013 mbar) within the following limits:

— for fluids in Group 1 with a DN greater than 25 and a product of PS and DN greater than 2 000

bar (Annex Il, table 8),

— for fluids in Group 2 with a PS greater than 10 bar, a DN greater than 200 and a product of PS

and DN greater than 5 000 bar (Annex I, table 9).

(b) 7E 5K FEVFIRLEE B 78 " UEANEOS BRdfE /7 U (1013 mbar) 0.5 bar FHEE, 52 LR IR
T4l ik, H DN T 25, ps f1 DN 3EF T 2000 bar (S 11, 2 8).

——HI 4L 2 Jfitk, L ps AT 10 bar. DN AT 200, PS Al DN [(#fef KT 5000 bar ik

I, %9).

(d) safety and pressure accessories intended for equipment covered by points (a), (b), and (c)
including where such equipment is incorporated into an assembly.

(d) # (a). (b). (o) s i) & H 1 P PER R M. BRRiZ s I F A B A1
s

2. The following assemblies which include at least ane item of pressure equipment covered by
paragraph 1 shall satisfy the essential safety requirements set out in Annex I:

2. PR EDOLEFE B s B R R L B | B R A EOR,

(a) assemblies intended for generating steam or superheated water at a temperature higher than
110 °C comprising at least one item of fired or otherwise heated pressure equipment presenting
a risk of overheating;

(a) APl EmT 1107 C MR ald#ukpHEH S M, 2035 i HAth 77 2
i, I I B R 1) A R AL

(b) assemblies other than those referred to in point (a), if the manufacturer intends them to be
made available on the market and put into service as assemblies.

(o) W ARBEMITH R, JFERESHHERN, B () mfRmiha .

By way of derogation from the first subparagraph, assemblies intended for generating warm
water at temperatures not greater than 110 *C which are manually fed with solid fuels and have a
PS.V greater than 50 bar.L shall comply with the essential safety requirements referred to in
points 2,10, 2.11, 3.4, 5 (a) and 5 (d) of Annex L.

MEAARNTRT B PR R SR, T N CH S AR, P iR AR 110°CHGK H ps*v K
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T 50 bar*L (ELG1F, REFT OBt 1| 85 2.10,2.11,3.4,5(a) 1 5(d)4f% AR A 2 4 Bk

3. Pressure equipment and assemblies below or equal to the limits set out in points (a), (b) and (c)
of paragraph 1 and in paragraph 2 respectively shall be designed and manufactured in
accordance with the sound engineering practice of a Member State in order to ensure safe use.
Pressure equipment and assemblies shall be accompanied by adequate instructions for use.
Without prejudice to other applicable Union harmonisation legislation providing for its affixing,
such equipment or assemblies shall not bear the CE marking referred to in Article 18.

N TR A, R e T30 (a), (b) A (<) BRI ) e A 8 2 FEEL 5 e 201 1l 0 0 R T e
BERUTF ARG, He 5 e L Er (R By 78 73 (8 P AR 0 D . 78 AN A L b F (9 B
BHPREAAESL T, %R R A S PR R AR 5 18 &Y CE #RiR.

Article 5
5%
Free movement

H e

1. Member States shall not, on grounds of the risks due to pressure, prohibit, restrict or impede
the making available on the market or the putting into service under the conditions specified by
the manufacturer of pressure equipment or assemblies which comply with this Directive.

1. B B AN R e g LR A By, Ak PR SR L A R A A R
S A PRI 3, BIGAE )3 7 T () % PR .

Member States shall not, on grounds of the risks due to pressure, prohibit, restrict or impede the
making available on the market or the putting into service of pressure equipment or assemblies
which comply with Article 4(3).

Jl U AN B DA T Ay B R, ARk, PR BEPHAERTF 550 4 S50 =0 (3) miiyH il
AL G A T e A .

2. When a Member State has designated a user inspectorate in accordance with the
requirements set out in Article 25, it may not, on grounds of the risks due to pressure, prohibit,
restrict or impede the placing on the market or putting into service under the conditions
provided for in Article 16, of pressure equipment or assemblies the conformity of which has been
assessed by a user inspectorate designated by another Member State in accordance with the
requirements set out in Article 25.

2. R AR S AR 25 FRESRIA R BR HLA I, S A RELESS 16 FHUEII&1F 1,
PAHE Ay By, &k, PRAIEHEG O A — M m EEE . fFaH 25 F BRI Pl
B VP 5 14 7 ¥ B S PR N T S Bl AT .

3. Member States may require, to the extent that it is needed for safe and correct use of pressure
equipment and assemblies, the information referred to in points 3.3 and 3.4 of Annex | to be
provided in the official language(s) of the Union which may be determined by the Member State
in which the equipment or assembly is made available on the market.

3, TERCAEERE B, kG ENT RLEER T AR R R i S A SRR, i
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CHAPTER 2

H2

OBLIGATIONS OF ECONOMIC OPERATORS
SEFLF

Article 6

# 6 F

Obligations of manufacturers

T

1. When placing their pressure equipment or assemblies referred to in Article 4(1) and (2) on the
market or using them for their own purposes, manufacturers shall ensure that they have been
designed and manufactured in accordance with the essential safety requirements set out in
Annex |

1. MENESIASIHRIES 4 &5 (1) A () FIERATHEE O R, H5% 5 R
FRARATT 4% it 1 Bl E B 2 A 22 4 B R AT HRIE .

When placing their pressure equipment or assemblies referred to in Article 4(3) on the market or
using them for their own purposes, manufacturers shall ensure that they have been designed and
manufactured in accordance with the sound engineering practice of a Member State.
L4 R A B ECEH SR IE S 4 R (3) FEANHEE SR, i i R AR 2
Fz 1 8 LA B2 TP v v A

2. For the pressure equipment or assemblies referred to in Article 4(1) and (2), manufacturers
shall draw up the technical documentation referred to in Annex Il and carry out the relevant
conformity assessment procedure referred to in Article 14 or have it carried out. Where
compliance of the pressure equipment or assemblies referred to in Article 4(1) and (2) with the
applicable requirements has been demonstrated by the procedure referred to in the first
subparagraph of this paragraph, manufacturers shall draw up an EU declaration of conformity
and affix the CE marking.

2. AT 4% (1) M (2) FEHEME SRR, H0E R S PR TR AR
SO JRHUESE 14 FPTH S HIFERER . ARTEE 4 5% (10 J () SRETIREIE ik
FH A PF SR R IX — B — /TR B YR, T 1P 7 e B — 47 B R R L A
I CE brifl.

3. Manufacturers shall keep the technical documentation and the EU declaration of conformity
for 10 years after pressure equipment or assemblies have been placed on the market.

3. EEEBERSIFHITTIA G, Hl3E N ORAF BRSO AR AP AT 10 4.

4. Manufacturers shall ensure that procedures are in place for series production to remain in
conformity with this Directive. Changes in design or characteristics of pressure equipment or
assemblies and changes in the harmonised standards or in other technical specifications by
reference to which conformity of pressure equipment or assemblies is declared shall be
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adequately taken into account.
A, T L R AT I A PR R B, PABREERF S AR S B R . REFR A 6 18 T il 46 B
HLA PR BRI S, R IR A BAL A 6 1% B 1 W A Al B i B AR A AR

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

Lyl G FRU AR AV S S R R ARSI, A CR AP B A AR P R AN 2 4
I3 A S 117 3 b AT B e ) A G AT R A R . AT, AR A
GRS IE S A A A T SO B, R AN 2 Y A e oL e

5. Manufacturers shall ensure that their pressure equipment or assemblies bear a type, batch or
serial number or other element allowing their identification, or, where the size or nature of the
equipment or assembly does not allow it, that the required information is provided on the
packaging or in a document accompanying the equipment.

S il 32 7 17 1 At AT A 5 2 B R ED A B 5 LSS BUF ) 5 BH fil T R Rl T R
B, MU A B S TR AN B R AN FO VR AR £ R B v Y S R E R S S

6. Manufacturers shall indicate on the pressure equipment or assembly their name, registered
trade name or registered trade mark and the postal address at which they can be contacted or,
where that is not possible, on the packaging or in a document accompanying the equipment or
assembly. The address shall indicate a single point at which the manufacturer can be contacted.
The contact details shall be in a language easily understood by consumers, other users and
market surveillance authorities.

6. il 32 RETE He A0 s B bR AR T R ETE A A, DB AT I R 3
hb. FBHARTLL, REAE 00 R BB 0 SO rp SR Ot . HRRE SR a1, R RABR &M
B VFANERE S RE R . LA A PR T LR A5 B B AR (15 S

7. Manufacturers shall ensure that the pressure equipment or assemblies referred to in Article
4(1) and (2) is accompanied by instructions and safety information in accordance with points 3.3
and 3.4 of Annex |, in a language which can be easily understood by consumers and other users,
as determined by the Member State concerned. Such instructions and safety information shall be
clear, understandable and intelligible.

7. HIEENBEGE 4 K5 (1) M (2) FTENE & AL S A R I 1 5 33
3.4 FFERR AR Z 2SS, IRl FoE JGR A AR E ], T REH S fHARR P 7 5
HARMIE S MY . 1 Z UM 45 B A5, T 2R LB .

Manufacturers shall ensure that the pressure equipment or assemblies referred to in Article 4(3)
are accompanied by instructions and safety information in accordance with Article 4(3), in a
language which can be easily understood by consumers and other users, as determined by the
Member State concerned. Such instructions and safety information shall be clear, understandable
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and intelligible.

WS SRS 4 2R3 (3) RS 0 v B & PR BIAG HHR 35 4 5550 (30 BfE M5
R (55, F—FR Gk A E W E . nl e AR PSR S WS .
1 6 B 2 4 {5 L 2T T . r)ER R HL 5 TR 1

8. Manufacturers who consider or have reason to believe that pressure equipment or assemblies
which they have placed on the market are not in conformity with this Directive shall immediately
take the corrective measures necessary to bring that pressure equipment or those assemblies
into conformity, to withdraw it or recall it, if appropriate. Furthermore, where pressure
equipment or assemblies present a risk, manufacturers shall immediately inform the competent
national authorities of the Member States in which they made that pressure equipment or those
assemblies available on the market to that effect, giving details, in particular, of the
non-compliance and of any corrective measures taken.

8. ifilid g DA ol B (AR (S AR I T 3 R 70 1 S s S AT S AR 4 0, Rz R
AR EL ) 2 IEFE e, 1% FE 0 6 sl & i 2 R L dn ey B0, [ B (R 5 kA,
2 1 i A B A S ARG, s R S B e i T D B A RN T 3
5 BRI — Sl 1 R 0L B[R] 3 MUK SR DUBSEM Y, SRR RS U AE Bk T e 1k
fii e

9. Manufacturers 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 pressure equipment or assembly with this Directive, in a language which can be easily
understood by that authority. That information and documentation may be provided in paper or
electronic form. They shall cooperate with that authority, at its request, on any action taken to
eliminate the risks posed hy the pressure equipment or assembly which they have placed aon the
market.

9, il i 7 HE — 5 Ok 1 [ A LR A S LR, BL— R S R R A S
FROLPTA Be e 9] R ) B & 1H A & A48 S 1S SIS0 L G L5 SO STR ) B RLAT T 5
HLF T SR . S i R I T ERAT A 1, SR — AT sl B At A 1 B ¥ 0 %
3 2 R SR AR

Article 7
R

Authorised representatives

R

1. A manufacturer may, by a written mandate, appoint an authorised representative. The
obligations laid down in Article 6(1) and the obligation to draw up technical documentation
referred to in Article 6(2) shall not form part of the authorised representative’s mandate.

1. FliEpE e LLE PR R R R B e FH (1) FMMEM LHEME 6 £H (D
il RE B AL S35 A B BURFE S5 — il .

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

2. FERACER N TR S AR R R P A HRSE RS . PRI FE D R R AT LR
11h:

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

(a) R HEE SRS, S EEIRARE T, R R RS
AIELATCAT 10 45

(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
pressure equipment or assembly;

(b) ZEF LEHEFEN G ERES, (AN O GE R R /) i & sl SR S ey
{5 S AR,

(c) cooperate with the competent national authorities, at their request, on any action taken to
eliminate the risks posed by the pressure equipment or assembly covered by the authorised
representative’s mandate.

(o) FERRERNMMERT, SMhia0E, RB— 47 3hilBriz iUt fF L i
Fye g Tl 2H S B R I AR

Article 8
8%

Obligations of importers

PR L%

1. Importers shall place only compliant pressure equipment or assemblies on the market.

1. 3E O REOCH 5 B i & B A A G T 3

2. Before placing on the market the pressure equipment or assemblies referred to in Article 4(1)
and (2), importers shall ensure that the appropriate conformity assessment procedure in
accordance with Article 14 has been carried out by the manufacturer. They shall ensure that the
manufacturer has drawn up the technical documentation, that pressure equipment or assemblies
bear the CE marking and are accompanied by instructions and safety information in accordance
with points 3.3 and 3.4 of Annex |, and that the manufacturer has complied with the
requirements set out in Article 6(5) and (6).

2, TERE 4 R (1) A (2) FATIRAH D& B R CT B AT, HE VRS R R 1
RS 14 JRMA0E, ST EEM SRR . AR RAR R G R D T HoR L
%R A F B AR BT CE R, IR PRt 1 55 3.3 M1 3.4 (BRI Z 258,
JEE RS O L 6 SR (5) F1 (6) FAIESR.

Before placing on the market the pressure equipment or assemblies referred to in Article 4(3),
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importers shall ensure that the manufacturer has drawn up the technical documentation and
that pressure equipment or assemblies are accompanied by adequate instructions for use and
that the manufacturer has complied with the requirements set out in Article 6(5) and (6).

RIS 4 k5 (3) BT I I /7t s AL S ARUE N T AT, 0 0 A Rl o ) i 2 228 |
THARTCAR, FF H A0 o s & B 2 08 (3 AT 0, 9 B s i 250 6 2658 (5)
Fl(6) FATER.

Where an importer considers or has reason to believe that the pressure equipment or assembly
is not in conformity with the essential safety requirements set out in Annex I, he shall not place
the pressure equipment or assembly on the market until it has been brought into conformity.
Furthermaore, where the pressure equipment or assembly presents a risk, the importer shall
inform the manufacturer and the market surveillance authorities to that effect.

2yt OV Dl B AR TR A s S AN S o | B AR e RS, TR
B A R AT, AR S e S R . A, TR S e AR
I JRSERRY 5 2 0 7 o A2t i 3 R o 3 1 R T LA

3. Importers shall indicate their name, registered trade name or registered trade mark and the
postal address at which they can be contacted on the pressure equipment or assembly, or, where
that is not possible, on its packaging or in a document accompanying the equipment or assembly.
The contact details shall be in a language easily understood by consumers, other users and
market surveillance authorities.

3. HECIRRITE Ak o 2R G 0 Cbm B A AT 22 B, A ot R s i i o A ] (06 3 R
bk, BN ASTTCARY, fEICE S, oRBE S e AR SO rE R bR . VEAMAY I R 2N BLYH
W HAH PR R E S ERAE S 5.

4, Importers shall ensure that pressure equipment or assemblies referred to in Article 4(1) and (2)
are accompanied by instructions and safety information in accordance with points 3.3 and 3.4 of
Annex |, in a language which can be easily understood by consumers and other users, as
determined by the Member State concerned.

A, BECOIRTRMRRTES 4 &5 (1) 0 (2) FATHREE ik % s & PR Fra it | 25 3.3
1 3.4 JF BRI R 45 B, HAOCRE A M ER, DL—Fpi 85 1 Ath P 75 5 BRAGE A

EHEGH.

Importers shall ensure that the pressure equipment or assembly referred to in Article 4(3) is
accompanied by instructions and safety information in a language which can be easily
understood by consumers and other users, as determined by the Member State concerned.
BECIR N B RAESE 4 &5 (3) IR SEEALA AR L e 2GR, HHEm
U ECR, BLRH S E AL P R RS S S .

5. Importers shall ensure that, while pressure equipment or assemblies referred to in Article 4(1)
and (2) are under their responsibility, storage or transport conditions do not jeopardise their
compliance with the essential safety requirements set out in Annex I.

S. SN A DE 4 %H (D A 2) FEHRME DSBS IR, R RO g
BICZE 0 AR PR A B ma i AT 15 2 AR T BRS04 R
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6. When deemed appropriate with regard to the risks presented by pressure equipment or
assemblies, impaorters shall, to protect the health and safety of consumers and other users, carry
out sample testing of pressure equipment and assemblies made available on the market,
investigate, and, if necessary, keep a register of complaints, of non-conforming pressure
equipment or assemblies and recalls of such equipment, and shall keep distributors informed of
any such monitoring.

6 AT R 778 5 SRALA P R RUIE , s 8 RS P P ) e
e, HEOVRE R 17 R 0 A7 v el A R AT R A A R . S, R
ORISR R B & AL EEAT BC IR A ), IR RGE A28 8 AR T2 el .

7. Importers who consider or have reason to believe that pressure equipment or assemblies
which they have placed on the market are not in conformity with this Directive shall immediately
take the corrective measures necessary to bring that pressure equipment or assembly into
conformity, to withdraw it or recall it, if appropriate. Furthermore, where the pressure
equipment or assembly presents a risk, importers shall immediately inform the competent
national authorities of the Member States in which they made the pressure equipment or
assembly available on the market to that effect, giving details, in particular, of the
non-compliance and of any corrective measures taken.

7. 2k VR DB TR A S AR T S ) e i F B S AR S AR AR, RESE R
IR A EHE B, (1% He 55 B & 0 R . AT B, =] B4 (el 7= o e AR,
0 s A7 2 sl 2 & (1 S B0 LR BAUG F , fE 11  2 vr, BIER S e P e R Ay % el A R N T 1,
A BRI G2 ) Rl 07 [ ] 5 LA, SR DR, R R AT S IR f AT i 1
=i

8. Importers shall, for 10 years after the pressure equipment or assembly has been placed on the
market, keep a copy of the EU declaration of conformity at the disposal of the market
surveillance authorities and ensure that the technical documentation can be made available to
those authorities, upon request.

8. TEENE&EHGMHEETSG, #ORMERSTHEEIA LT, RIFENEES
PEFE BRI AR %A 10 . IR R, TR AR .

9. Importers 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
pressure equipment or an assembly in a language which can be easily understood by that
authority. That information and documentation may be provided in paper or electronic form.
They shall cooperate with that authority, at its request, on any action taken to eliminate the risks
posed by pressure equipment or an assembly which they have placed on the market.

9.k DU REHE— 50 2 ok 1 B 2 R E VUG & BLER, DA—Fpeds B ol £ R iE 5
PEULRTH BER U i # s S R 1 5 AR IS BN SO X 2545 BN SR r) BA LAAR 9 5
W AR AR It VR B A B ) SR AT A1, SR VAT B B A A 1 e T b
% I it e w0 2 5 1 T oA AL

Article 9
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Hok
Obligations of distributors
ZEH R LS5

1. When making pressure equipment or assemblies available on the market distributors shall act
with due care in relation to the requirements of this Directive.

1. HEHESEEHEGIHENT S LROER . 218N iE A5 S ZRMT AE 7).

2. Before making the pressure equipment or assemblies referred to in Article 4(1) and (2)
available on the market distributors shall verify that the pressure equipment or assembly bears
the CE marking, that it is accompanied by the required documents and by instructions and safety
information in accordance with points 3.3 and 3.4 of Annex |, in a language which can be easily
understood by consumers and other users in the Member State in which the pressure equipment
or assembly is to be made available on the market, and that the manufacturer and the importer
have complied with the requirements set out in Article 6(5) and (6) and Article 8(3) respectively.
2, TERFES 4 R (1) A (2D FATREE )R & B G CHRBOT A ET, 28R M (R %
F & B O R ENAT CE dail, BT P aE | 5 3.3 1 3.4 SREDRIGIR MM E A5 S, HLLE %
RN e 7 o B 5 1 A B 0 v S B el P 78 B BRARAY T 5 5 L o S EL )i e A
DT aie & (5) F (6) FHFE 8 KF (3) FAyER.

Where a distributor considers or has reason to believe that pressure equipment or assemblies are
not in conformity with the essential safety requirements set out in Annex |, he shall not make the
pressure equipment or assembly available on the market until it has been brought into
conformity. Furthermore, where the pressure equipment or assembly presents a risk, the
distributor shall inform the manufacturer or the importer to that effect as well as the market
surveillance authorities.

MBI A ECE B B AR AR RO S R R s A AT A IS R A e R
Hf, FEH i s B A PR R R AT, MEEHERE ShE T B, oAk, R i e
I AR, 2R R AT BE A R R, BRI LR iR

Before making the pressure equipment or assembly referred to in Article 4(3) available on the
market, distributors shall verify that that pressure equipment or assembly is accompanied by
adequate instructions for use, in a language which can be easily understood by consumers and
other users in the Member State in which that pressure equipment or assembly is to be made
available on the market, and that the manufacturer and the importer have complied with the
requirements set out in Article 6(5) and (6) and Article 8(3) respectively.

IR 4 SK5 (3) FRPTIRI I A & AL PR T AT, R R DR s R R e
THARTME, IF BB B & AP AR S A T 0, LAY 9 3 0 s il 4 B 5 ikt
A R R B T A H A P 75 B FRRR 1R 5 5 - R B R AN e O ISR T 6 RS
() FUFIEE 8 458 (3) FMHR.

3. Distributors shall ensure that, while the pressure equipment or assemblies referred to in
Article 4{1) and (2) are under their responsibility, storage or transport conditions do not
jeopardise their compliance with the essential safety requirements set out in Annex I.
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3. S 4K (1) R (2) FRARIREY A s A BTy, 22 B B ERIERE AT B
i % PEASSE M AT T3 2 BT B3 1 R A R R,

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

4, HZFE VBT AR ARG 0 e S S B A AR A AR SR A, A A
A B A EFE B, (1% e 3 i A (o R g B, R 17 L e A,
R v S e A R R T RS I, £ 4 R g 37 BV 0 VR I R PR S ek g A R T b,
i B — G2 e R G P [ 2 LR SRR YT, FFHE AT & IURE R T A4 IR
fi it .

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
pressure equipment or assemblies. That information and documentation may be provided in
paper or electronic form. They shall cooperate with that authority, at its request, on any action
taken to eliminate the risks posed by the pressure equipment or assemblies which they have
made available on the market.

5. WM NHEE P LR Ex B EIMRSERER, ROrE IeR I E i & el &1
FFE A48 400 BASCIE . B S AN SOl RARAAR B0 1 A I AR gt . S e
W EREEAT &6, SREL— U7 S B At A 1B 35 1 e 50 sl et &5 15 B i ok 1y S

Article 10
10 %

Cases in which obligations of manufacturers apply to importers and distributors

)AL ) S 9% 3 3 0 AR R i (15 9

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 6, where he places
pressure equipment or an assembly on the market under his name or trademark or modifies
pressure equipment or an assembly already placed on the market in such a way that compliance
with the requirements of this Directive may be affected.

23 O R B A LA I el R T Y el A RO S, slec e i s B
EARFBE SR, rTaeEm (%) FFEARIESERN, hriieAde S E N, A
MR, RS 6 Rl 55

Article 11
11 %

Identification of economic operators
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SEHEHIE X

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

LEH NAREGR, [ T B L RS R

(a) any economic operator who has supplied them with pressure equipment or an assembly;
Ca) A Ry fih AT e il 4 a2l & 1R 22 5 4
(b) any economic operator to whom they have supplied pressure equipment or an assembly.

Cb) AEMIARATI A R ) e B S P R E

Economic operators shall be able to present the information referred to in the first paragraph for
10 years after they have been supplied with the pressure equipment or assembly and for 10 years
after they have supplied the pressure equipment or assembly.
SEHRNYERGEHEEEHE SR 10 £/, st © R &l &1 5 )
10 FE N, PROLE—EmMEMGE.

CHAPTER 3

B3

CONFORMITY AND CLASSIFICATION OF PRESSURE EQUIPMENT AND ASSEMBLIES
F ) W AALE R R R R A 4y 36

Article 12

12 %

Presumption of conformity

HEEFE

1. Pressure equipment or assemblies referred to in Article 4(1) and (2) which are in conformity
with harmonised standards or parts thereof the references of which have been published in the
Official Journal of the European Union shall be presumed to be in conformity with the essential
safety requirements covered by those standards or parts thereof, referred to in Annex |

1. 554 &5 (1) R (2) FATRRE. OF & R FERE T U7 8 BRI bRk s LA a0
N EFBE SR, AR, AP S I bRkl I o BT R B AR e 4 R,

2. The materials used for the manufacture of pressure equipment or assemblies which are in
conformity with European approvals for materials, the references of which have been published
in the Official Journal of the European Union in accordance with Article 15(4), shall be presumed
to be in conformity with the applicable essential safety requirements set out in Annex |.

2, AT lliEEA RS EE &, FFERE R R R A R TR 15 &5 4 S SR
BIFRE LTS SEME, B GR AR TR

Article 13
H13 5%
Classification of pressure equipment

EVih 8 5 ES
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1. Pressure equipment referred to in Article 4{1) shall be classified by category in accordance with

Annex Il, according to an ascending level of hazard.

1. S48 (1) BRI i, RO 0 fMGE S S R E AT 42

For the purposes of such classification fluids shall be divided into the following two groups:

PHa e i A s R E S s s Y R

(a) group 1 consisting of substances and mixtures, as defined in points (7) and (8) of Article 2 of
Regulation (EC) No 1272/2008, that are classified as hazardous in accordance with the following
physical or health hazard classes laid down in Parts 2 and 3 of Annex | to that Regulation:

(a) 41 A AR GWA R, WI7E(EC) No 1272/2008 iEHLE 2 25 (7) A (8) LAt
SESCI, FEREPN 3¢ 1 55 2 A0SR 3 R eI REE, T S e e e T 2 A A D S e

(i) unstable explosives or explosives of Divisions 1.1, 1.2, 1.3, 1.4 and 1.5;
G) AfeB e el 268 1.1, 1.5, 1.3, 1.4 1 1.2 FHEIED:
(ii) flammable gases, category 1 and 2;
Gid TEASMR, 280 1 A0 2;
(iii) oxidising gases, category 1;
Gii) Stk i, 2830 1,
(iv) flammable liguids, category 1 and 2;
Giv) Sk, 2850 1 02,
(v) flammable liquids, category 3 where the maximum allowable temperature is above the
flashpoint;
Cv) BRI, TEROCIVRR B T N S EE A 2 1 3
(vi) flammable solids, category 1 and 2;
Cvid Spihls 4, 25 1 A0 2,
(vii) self-reactive substances and mixtures, type Ato F;
Cvii) BHRMPRARSY, MEAZRFR
(viii) pyrophoric liquids, category 1;
Cviii) ERRRMAE, 2850 1.
(ix) pyrophoric solids, category 1;
Cix) EPRENE, 30 1,
(x) substances and mixtures which in contact with water emit flammable gases, category 1, 2 and
3;
() GKHEAd n] FREH nTER SRR AR &9, 2650 1. 2 03,
(xi) oxidising liquids, category 1, 2 and 3;
Oxi) AL MERE, 26501, 2403,
(xii) oxidising solids, category 1, 2 and 3;
Cxii ) U PER A, S50 1, 2 #0 3;
(xiii) organic peroxides types A to F;
Cxiii) AHLILE ALY, FEA TR,
(xiv) acute oral toxicity, category 1 and 2;
Cxiv) 2PE DR, 289 1 A0 2,
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(xv) acute dermal toxicity, category 1 and 2;
Cxv) SRR AT EER], 2850 1 0 2,
(xvi) acute inhalation toxicity, category 1, 2 and 3;
Cxvi) @PEBRAIERER, 26001, 2 M0 3;
(xvii) specific target organ toxicity — single exposure, category 1.

Cxvii) FFERET a8 B RIFE7 - ikt R0 1.

Group 1 comprises also substances and mixtures contained in pressure equipment with a
maximum allowable temperature TS which exceeds the flashpoint of the fluid;

A1 1 PR AAE S i S A R R TR Vi B R P ) TR 5 0

(b) group 2 consisting of substances and mixtures not referred to in point (a).

(b) B2t (a) &AMt Fie &9 a i .

2. Where a vessel is composed of a number of chambers, it shall be classified in the highest
category applicable to the individual chambers. Where a chamber contains several fluids,
classification shall be on the basis of the fluid which requires the highest category.

2. SRR AL AR o R el b dm e AT 3 2 R A N 2 R
[ 3% f v S 0 BN IR AR R AT 902

Article 14
14 5%
Conformity assessment procedures

G e

1. The conformity assessment procedures to be applied to an item of pressure equipment shall
be determined by the category, as set out in Article 13, in which the equipment is classified.

1. & T & S A RV R 2 R 5 13 SR PR B A R E .

2. The conformity assessment procedures to be applied for the various categories are the
following:

2. SERIF S A0 M R I T

(a) category I:

Module A

(a) Z&hln:
A

(b) category Il
— Module A2
— Module D1
— Module E1
(k) 50 0.
izl A2
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izl D1
—— & E1

(c) category lll:
— Modules B (design type) + D
— Modules B (design type) +F
— Modules B (production type) + E
— Modules B (production type) + C2
— Module H

Ced 2Enlm:
—— &5 B (design type) +D

#i7, B (designtype) +F

——4# B (production type)
——+1# 7 B (production type) +C2
— 3 H

(d) category IV:

(d) K3 v:

Modules B (production type) + D

— Modules B (production type) + F
— Module G
— Module H1
—— 17 B (production type) +D
——1# 3, B (production type) +F
— i G
—— 3 h

The conformity assessment procedures are set out in Annex Il

RV E R T B 3 .

3. Pressure equipment shall be subject to one of the conformity assessment procedures which
may be chosen by the manufacturer among those laid down for the category in which it is
classified. The manufacturer may also choose to apply one of the procedures which apply to a
higher category, if available.

3. il it i AR AR R i s R AT ) S VR R R R R R AT SRR
BOATAT il AR AT S S ) S AR PR AR

4. In the framework of quality assurance procedures for pressure equipment in categories Il and
IV referred to in point (i) of paint (a) of Article 4(1), first indent of point (ii) of point (a) of Article
4(1) and point (b) of Article 4(1), the notified body shall, when performing unexpected visits, take
a sample of equipment from the manufacturing or storage premises in order to perform, or have
performed, the final assessment as referred to in Annex |, point 3.2. To this end, the
manufacturer shall inform the notified body of the intended schedule of production. The notified

body shall carry out at least two visits during the first year of manufacturing. The frequency of
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subsequent visits shall be determined by the notified body on the basis of the criteria set out in
point 4.4 of modules D, E and H and point 5.4 of module H1.

4, MTH 4 &5 (D FE () WHE () & 5455 (D FE @ W G 8
HE 4 5 (1) BE (b) WS m v RS0 B RUER P HERL, A HUM R UEAT
AEIE TR, AHOECE RSO S, TP 1 58 3.2 AT RS . [HE,
o) A T R s 1 LA R ) A P o 2 T WA TE i 35— b B AT P X R R R
Vie AEHRAESIEN D, €A H AU 4.4 FAEIEN HL (38 5.4 S5EN, doE DUSFRUITY
.

5. In the case of one-off production of vessels and pressure equipment in category lll referred to
in point (b) of Article 4(1) under the module H procedure, the notified body shall perform or have
performed the final assessment, as referred to in point 3.2 of Annex |, for each unit. To this end,
the manufacturer shall communicate the intended schedule of production to the notified body.

5. A TR H. 554 %5 (1) 3K (b) WABRME m 3R HFE RN &, Ak
PLHIREFE B 3¢ 1 58 3.2 AT R BEAT R 2 0P Jgtl, e i A R 4 15 BLR L TIE A
il

6. Assemblies referred to in Article 4(2) shall be subject to a global conformity assessment
procedure comprising the following assessments:

6. 54 %K (2) MRBMASMHERTEGSHEIFEREF, B FFE:

(a) the assessment of each item of pressure equipment making up the assembly and referred to
in Article 4(1) which has not been previously subjected to a conformity assessment procedure
and to a separate CE marking; the assessment procedure shall be determined by the category of
each item of equipment;

(a) 55 4 %5 (1) FAHEN ZATRE SRFER . tWIF 23T CE frid iy BELFxt
FCER 1 (VR T B R AT VP s VP 1 P BT R ik 6 (1 2 )

(b) the assessment of the integration of the various components of the assembly as referred to in
points 2.3, 2.8 and 2.9 of Annex | which shall be determined by the highest category applicable to
the equipment concerned other than that applicable to any safety accessories;

(b) A= 1 55 2.3, 2.8 Ml 2.9 WHRM G IR CIFRATIEEVEE, WK H i
R R, T A e A P R

(c) the assessment of the protection of an assembly against exceeding the permissible operating
limits as referred to in points 2.10 and 3.2.3 of Annex | shall be conducted in the light of the
highest category applicable to the items of equipment to be protected.

(o) AFPFe 1 38 2,10, 3.2.3 WRTERRT EHE SRVFRE IR AV SR, RS &2
R RS R R T .

7. By way of derogation from paragraphs 1 and 2 of this Article, the competent authorities may,
where justified, allow the making available on the market and putting into service in the territory
of the Member State concerned of individual pressure equipment items and assemblies referred
to in Article 2, in respect of which the procedures referred to in paragraphs 1 and 2 of this Article
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have not been applied and the use of which is in the interests of experimentation.

7. RPT AR 1 M5 2 BERER IO, BEOVMES IR, BEFIRRAALAZS 1R
A2 BUMFE I s H AU RER, WA vFEs 2 SRAR BN e 0 5 AL R R AR
Vi A R T S B AR 5

8. The records and correspondence relating to conformity assessment procedures shall be
drafted in an official language of the Member State where the body responsible for carrying out
these conformity assessment procedures is established, or in a language accepted by that body.
8. i VT A IC O R 4 N 8 P e 0 Bt AT S B 0P s P AL I ST ) Rl 0% [ 9 5
Bz AL A AT AT S A E -

Article 15
515 7%
European approval for materials

WP et it

1. European approval for materials shall be issued at the request of one or more manufacturers
of materials or equipment, by one of the notified bodies referred to in Article 20 specifically
designated for that task. The notified body shall determine and perform, or arrange for the
performance of, the appropriate inspections and tests to certify the conformity of the types of
material with the corresponding requirements of this Directive. In the case of materials
recognised as being safe to use before 29 November 1999, the notified body shall take account of
the existing data when certifying such conformity.

1. BRI RHIL S AR R e & D e A RNE R RS, e TTITIZERTTATEE 20
K ATHRO A LA R AT o 2 T AR A 6 52 S Bt B I S Bl S R T AR BG, PADGHIE %3
RUPPREMF G A i SR R, R ELE 1999 4F 11 H 29 H Z i sl ifgih nT L 22 4= fii H,
T 2% S5 LR FE B e 17 5 B 0 = FE B 34k

2. Before issuing a European approval for materials, the notified body shall notify the Member

States and the Commission by sending them the appropriate information. Within three months, a

Member State or the Commission may provide comments giving its reasons. The notified body

may issue the European approval for materials taking into account the comments submitted.

2, (ERATRG R 2 30, 2% HLE (Notified Body, MNEITFE4E APAVE) MK G5 BE

M AEMER S, A EEERSWE = H 2 WS BRI EE. 250
( Notified Body, 1 FE4E APAVE ) 7E H1 i85 UM R4tk HERT Wi % PR 72 1 .

3. A copy of the European approval for materials shall be sent to the Member States, the notified
bodies and the Commission.

3. B R BHIEAE R AR Rk A % A EL AP (Notified Body, Gk F:4E APAVE)
T,

4. When the European approval for materials satisfies the requirements which it covers and
which are set out in Annex |, the Commission shall publish the references of that approval. The
Commission shall keep up to date a list of such approvals in the Official Journal of the European
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Union.
4, BRI B R e R R e ) ER, TSN EAESE . THNMNE
[ R B FE R LA A T B R e

5. The notified body which issued the European approval for materials shall withdraw that
approval if it finds that it should not have been issued or if the type of materials is covered by a
harmonised standard. It shall immediately inform the other Member States, the notified bodies
and the Commission of any withdrawal of an approval.

5. H ALK (Notified Body, MIBTFRLE APAVE) RER O A AR IR A RHHE A B % A
BZ SR AT o R bR T i, NERRR A HE . e RS B S A e A L AL
(Notified Body. HIFFF4E APAVE) 125 G £ fF Tttt i fi[ml .

6. When a Member State or the Commission considers that a European approval for materials
whose references have been published in the Official Journal of the European Union, does not
entirely satisfy the essential safety requirements which it covers and which are set out in Annex |,
the Commission shall decide by means of implementing acts whether to withdraw the references
of that European approval for materials from the Official Journal of the European Union. The
implementing acts referred to in the first subparagraph of this paragraph shall be adopted in
accordance with the examination procedure referred to in Article 44(3).

6. LR Rl G e U B R AT R B S 7 2 E L RRH AR HE I E A BR e i
JEE AT O ERPH SR | A T AR, B S NRE RS S, R B A E
ERTEM M R S5 . AR DBUITIR I SR 2 RIS 44 R (3) BT RRMIRE R
FBERFIT

Article 16
%16 %
User inspectorates

ERRR kIR

1. By way of derogation from the provisions relating to the tasks carried out by the notified
bodies, Member States may authorise on their territory the placing on the market and the
putting into service by users, of pressure equipment or assemblies of which conformity with the
essential safety requirements has been assessed by a user inspectorate designated in accordance
with paragraph 7.

1, JEE R A SHURPATE S 000k, R R EE T AR BOHRAE 58 7 B g F P R Se B
TTPPSE Y, T & A2 A R e A7 18 & s & (78 FLBE P94 s e A ] .

2. Pressure equipment and assemblies the conformity of which has been assessed by a user
inspectorate shall not bear the CE marking.
2. A RS MU HEAT & B8 VP R (0 AR M 1 % s & PR AR BRI CE Bl

3. The pressure equipment or assemblies referred to in paragraph 1 may be used only in
establishments operated by the group of which the inspectorate is part. The group shall apply a

common safety policy as regards the technical specifications for the design, manufacture,
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inspection, maintenance and use of pressure equipment and assemblies.

3. 5 1 BURTR A H A et B S A OUR] £ T P R B HOR SR A 40 i P E A
REIRE A A v Al S aF st W, Re8G . 4P A0E A A AR SO T A R 1) %2 4
e

4. The user inspectorates shall act exclusively for the group of which they are part.

4, PERLERN 5, AP RS RIS T AERTED.

5. The conformity assessment procedures applicable by user inspectorates shall be modules A2,
C2, Fand G, set out in Annex lll.
5. FI P B AL A& F 0 SRV e B R B 3w e il A2, 2, FHIG.

6. Member States shall notify the other Member States and the Commission which user
inspectorates they have authorised, the tasks for which they have been designated and, for each
inspectorate, a list of the establishments satisfying the provisions of paragraph 3.

6. HIE A B 24 05 H At R R0 28 A 2 LA AL L P AR SR B . TR 5%, Jind g e
S ALk R S S 5 3 BUREK I .

7. In designating the user inspectorates, the Member States shall apply the requirements set out
in Article 25 and ensure that the group of which the inspectorate is part applies the criteria
referred to in the second sentence of paragraph 3 of this Article.

7. TEFREUH PR e, B E R AT 25 SRR, JReRfR A PR SR pLE SR —
AR AT 3 B 2 Al AHEN] .

Article 17
H17 %
EU declaration of conformity

B B 1 7

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

1. A Ak A 0 1 2 B b 1 R p e A E 4 R S .

2. The EU declaration of conformity shall have the model structure set out in Annex IV and shall
contain the elements specified in the relevant conformity assessment procedures set out in
Annex Ill and shall be continuously updated. It shall be translated into the language or languages
required by the Member State in whose market the pressure equipment or assembly is placed or
made available on the market.

2. BB AR ER RN WV BT PSRBT, R AR 1 BUE B S E TR E
FEIF e, R T, R R R A7 ol A A R R T b, A T i Y Rl
o1 [ AT R A fhE B fE E

3. Where pressure equipment or an assembly is subject to more than one Union act requiring an
EU declaration of conformity, a single EU declaration of conformity shall be drawn up in respect
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of all such Union acts. That declaration shall contain the identification of the Union acts
concerned including their publication references.

3. M B A R TR I — A T R A e A A BRI, SRR B A
) 5 B — ) B S 1 5 TR S ] 12 B R A SR R A A 5, A LS (1 A AT SRR .

4. By drawing up the EU declaration of conformity, the manufacturer shall assume responsibility
for the compliance of the pressure equipment or assembly with the requirements laid down in
this Directive.

4. HLH KRR S AR, Rl 38 R A B e RS R AT S A 2 R f

Article 18
18 %

General principles of the CE marking

CE Fril e F J |

The CE marking shall be subject to the general principles set out in Article 30 of Regulation (EC)
No 765/2008.
CE #7iH B Jli M (EC) No 765/2008 -4 55 30 21— R dt J5i ).

Article 19
W19k
Rules and conditions for affixing the CE marking

P& CE B il BRI &1

1. The CE marking shall be affixed visibly, legibly and indelibly to any of the following:
(a) each item of pressure equipment referred to in Article 4{1) or its dataplate;
(b) each assembly referred to in Article 4(2) or its dataplate.
1. FHHEA™ T CE Frilbwh 20T B e o 375 T A L AS o] B R
Ca) BFANEE 4 35 (1) TR 7y ¥ 4 B34 0
(b) BN 4 /5 (2) FATRMALA 1 el .

Where the affixing of the CE marking is not possible or not warranted on account of the nature of
the equipment or assembly, it shall be affixed to the packaging and to the accompanying
documents,
YEEIE S A GRS, GRS CE BRI, R ALy
[

The item or assembly referred to in points (a) and (b) of the first subparagraph shall be complete
or shall be in a state permitting final assessment as described in point 3.2 of Annex I,

SF—hEGE (a) fI (b)) RFTRABE A B SR ORfr e B, BRAE TP 1 58 3.2 SR ATk i
formeesvt e R

2. It is not necessary for the CE marking to be affixed to each individual item of pressure
equipment making up an assembly. Individual items of pressure equipment already bearing the
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CE marking when incorporated into the assembly shall continue to bear that marking.
2. I BN R SR R O R IG CE fRiR. MO CE AR AR
PG & s AN s o T s N R e

3. The CE marking shall be affixed before the item of pressure equipment or the assembly is
placed on the market.

3. fEEEEEHEGHRATIZAT, LA CEdRil.

4, The CE marking shall be followed by the identification number of the notified body, where that

body is involved in the production control phase. The identification number of the notified body

shall be affixed by the body itself or, under its instructions, by the manufacturer or his authorised

representative.

4, CE briRM 5 & 5 =B 2 S HLE (Notified Body, 0T Ff4E APAVE) %S HE
. i B AR CR A A S HLH (Notified Body. HHBTFE4E APAVE) &afith Pl 7E i %

AR

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

S. CEFRIRFIFESS 4 BLrP4RBIRIS S ClniE YD 2 J5 wl Bty A s e DAL s i e P A i

6. Member States shall build upon existing mechanisms to ensure carrect application of the
regime governing the CE marking and shall take appropriate action in the event of improper use
of that marking.

6 Bl G o 2 o A B, BRI AR ] CE BB, JF BE AR L8 A8 HY i b ic RO T LR L
ST ED.

CHAPTER 4

W4

NOTIFICATION OF CONFORMITY ASSESSMENT BODIES
ARV E DL A

Article 20

520 %

Notification

-
’2-“ I=]

Member States shall notify the Commission and the other Member States of the notified bodies
and the user inspectorates authorised to carry out conformity assessment tasks in accordance
with Article 14, Article 15 or Article 16 and of the third-party organisations they have recognised,
for the purposes of the tasks referred to in points 3.1.2 and 3.1.3 of Annex .

B G TR RESE 28 By 2 NS ARl D [, MRS 14 4%, 5 15 el 16 FMHLE, BHR AU
T EBAFEAL S M2 5 HIH (Notified Body, WIFTFF4E APAVE) FIF] P S 5& HLAL AN A AT TIA 7T
M7, PATIE 58 3.2 FI 3.1.3 RFFTRE S = 4.

Article 21
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021 %
Notifying authorities
A EELH

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, recognised third-party organisations
and user inspectorates, including compliance with Article 27.

1. B EBEE — Al EENN, A, DRI A ST HL R 22
FRFE, FFEUEBASHLH (Notified Body, IS FE4E APAVE ). A BT 155 = 77 4L £ 0 A J i Ll
B, R 27 FAUEAIHLEG .

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.

2. 1A [ T LG5 1 BT dE (9P s £ 1 — S4B (EC) No 765/2008 FEHIE SUIFFF & i%ik
HLA E 0T HLE AT .

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.
3N EEVRLREE 1 BUR B RFVEE A0 SO BT F SR B A FBUR Y LA,
LR R R — sk, R AT G 8 22 FAUERIESR, A, ERIET I, BLE
i .

4. The notifying authority shall take full responsibility for the tasks performed by the body
referred to in paragraph 3.
4, A5 FEVLIXE 3 BT RN A SRR 4.

Article 22
2%
Requirements relating to notifying authorities

GEINTER DI

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

1. A6 FEIMBN LA 25 G P U R frep 5200 77 U 5.

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

2, At EEHERH S NGE (SRR 2 5 A 2 .

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

3. AN EFHR LLZH—F 74180 ok B AR B ETE IR RN R, RES
— G AR E YL 2t KA.

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

4, A FEHAGE TR ISR E U T RO iERY, sl T i b 2 3% 5 4 I )
5

5. A notifying authority shall safeguard the confidentiality of the information it obtains.
S, At FEVIMRIE MG B RS,

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

6. 2% FEYMNA EWHENFRIAA R, PURIEHAT %5 #0238 4 H.

Article 23
23 %
Information obligation on notifying authorities

NCER LRI GIENS S E s

Member States shall inform the Commission of their procedures for the assessment and
notification of conformity assessment bodies and the monitoring of notified bodies, recognised
third-party organisations and user inspectorates, and of any changes thereto. The Commission
shall make that information publicly available.

7 30 R 2 0 2 T VR R A TS O BT E LY, JFHTE A 5P (Notified Body, 15
FRHE APAVE) . ARTINEE =5 SLERANH P S LR IRy, BAREM T, Zh NIt
fefitiziE B

Article 24

924 %

Requirements relating to notified bodies and recognised third-party organisations
ARSI A AT 5 = 414100 ER

1. For the purposes of notification, a notified body or recognised third party organisation shall
meet the requirements laid down in paragraphs 2 to 11.

1. A5FMHBET G IMECATE =7 BN EH 2 £ 11 BiEeR.

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

2. SV ENM R B BN SE, JFRA AN S .
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3. A conformity assessment body shall be a third-party body independent of the organisation or
the pressure equipment or assembly it assesses.

3. A& VT SE LA R A ST A BB 5E 17 R 050 %% BAL A R BT = A1

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

& TRk h stk h AR, S50, BliE. 40t ReRC. (R aEEE I N i R e
G, e AR, il e A IR FLI AT R R g, o] LA R (R AT
EHLH

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,
installer, purchaser, owner, user or maintainer of the pressure equipment or assembly which they
assess, nor the representative of any of those parties.

A, FREVTENUR . H S g R R A O T S A RV SE AR5 I N AN R ARV R i
A SRRV, SR SRR R RIWRE. k. R EEEIRIE, thAEE

I A AL U

This shall not preclude the use of assessed pressure equipment or assemblies that are necessary
for the operations of the conformity assessment body or the use of such equipment for personal
purposes. 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 that
pressure equipment or assembly, or represent the parties engaged in those activities. 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.

IXAHERE TS RO HURLEE R 755, (8 AR 00 H o s s a0 s FAAE I
i Babr= S SEEETLE ., KRgras Zmaii il s e M TEARA A G EESZ S
FEAEEFBH AR, fEE. BT, 8 2edE, S, BfUR LI AN FIX
EE . AR AR o] GE S A BT A ST, 2wk 0 10 & RV E Bh ) SE B AR
ROPE. BT TE RS

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

A R TV SE DU 7 0 L 2 ) B4 B 7 05 2 A B M b T 5 S VT 58 % 2 1 R 1 L L
IR,

5. Conformity assessment bodies and their 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,
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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.

S A HEVERE LKA BN G 21 LA v B FEE 1 s f55 N4 b 26 A B AR BE AT AT & 4%
VBT . HREHERR A, ReAl R 5050, W Re i AT 540 0F 52 47 A T h
DR RURVIA, RS 5 FE B R 01 S &5 AT R i 1 e i A el T

6. A confarmity assessment body shall be capable of carrying out all the conformity assessment

tasks assigned to it by Article 14 or Article 15, or points 3.1.2 and 3.1.3 of Annex | 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.

6. o E LM R R T A BCES B AT B 14 B0 15 &, IR 3 312 f1 3.13 g

BUEM S EC AN SHIEES, MEIXLEEF 2T H S FENUE A S 84 3T,
FE R A B

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

EAEMTEHE, A TG EEE g — A D AR &0, SR v E LR R g
&ETE{E‘EW.

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

(a) AAEARMEA, JA LW SENERAEPIT SHIFEEFI AR,

(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
conformity assessment body and other activities;

(b) 4RSS R E R AR, BRI E R T 0 . A R R
F X 73 15 & i VFSE HLA BT B4 95 B HeAt % 30

(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 the
product technology in question and the mass or serial nature of the production process.

Ce) SERETHEN R MR R B Ak /by IRAEFERT] S50, PeindiR b S ARE. K
HRASE BIE A PR AR

A conformity assessment body 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.

B TEE ML R B R T, RS R AT AR Sl & R Ve WS B S B AR M A 55
JFAT D6 ARG AT AT 0 0 % B T
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7. The personnel responsible for carrying out conformity assessment tasks shall have the
following:
(a) sound technical and vocational training covering all the conformity assessment activities in
relation to 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;
(c) appropriate knowledge and understanding of the essential safety requirements set out in
Annex |, of the applicable harmonised standards and of the relevant provisions of Union
harmonisation legislation and of national legislation;
(d) the ability to draw up certificates, records and reports demonstrating that assessments have
been carried out.
7. PR GHAEE ARSI AN R
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8. The impartiality of the conformity assessment bodies, their top level management and of the
personnel responsible for carrying out the conformity assessment tasks shall be guaranteed.

8. RITRIEAHE T ENLR . @M ZE AT ST E % ot A2 B

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

B i PESE DL 5 0 B R M BUAT SR VP2 A 55 T 5T AN A~ R B b B ) 08, AR
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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.

9. G EENLEN AR BT ORES, BRARRE E S0 T h B 20RE, Bk R EA S T
BRI aEiEE.

10. The personnel of a conformity assessment body shall observe professional secrecy with
regard to all information obtained in carrying out their tasks under Article 14, Article 15, or under
points 3.1.2 and 3.1.3 of Annex | or any provision of national law giving effect to them, except in
relation to the competent authorities of the Member State in which its activities are carried out.
Proprietary rights shall be protected.
m«%ﬁﬂﬁﬂﬁﬁk;ma&?ﬂ&ﬁ%ﬂﬁiWﬁmﬁﬁl4$€Fw$-Wml%312
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11. Conformity assessment bodies shall participate in, or ensure that their personnel responsible
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for carrying out conformity assessment tasks are informed of, the relevant standardisation
activities and the activities of the notified body coordination group established under the
relevant Union harmonisation legislation and shall apply as general guidance the administrative
decisions and documents produced as a result of the work of that group.

11. SR EE U R Y 2 Y, sl ORI 07 SCE A ARV E AT 5 B AR S bR LG 3
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Article 25
525 %
Requirements relating to user inspectorates

R P RS R E R

1. For the purposes of notification, a user inspectorate shall meet the requirements laid down in
paragraphs 2 to 11.
1. A58 HATET PSSP0 5 5 2 8 11 BiY 20K,

2. A user inspectorate shall be established under national law of a Member State and have legal
personality.

2. RIP R B RO B 0t [ I 3G RGE, SR RAEA S

3. A user inspectorate shall be organisationally identifiable and have reporting methods within
the group of which it is part which ensure and demonstrate its impartiality.

3, WP feseinfEd s EnTiRS], JF BA R —mRor B S 077 iE,  BLRERTE
B H 2 IEE .

4, A user inspectorate, 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 the pressure equipment or assembly which they assess,
nor the authorised representative of any of those parties. This shall not preclude the use of
assessed pressure equipment or assemblies that are necessary for the operations of the user
inspectorate or the use of such equipment for personal purposes.

4, PR, SEUEEE R 3T ST E RSN AR R TEE R &
BUAG IR THIT ., W RN . L. R, k. B PRSI, AR
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A user inspectorate, 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 that pressure equipment or
assembly, or represent the parties engaged in those activities. 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.
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5. User inspectorates and their 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.

S FH P RS HLAL K N AR 22 LA 75 00 T 5 R S8 0 28 (0 s AR 0 HEIT A i
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6. A user inspectorate shall be capable of carrying out all the conformity assessment tasks
assigned to it by Article 16 and in relation to which it has been notified, whether those tasks are
carried out by the user inspectorate itself or on its behalf and under its responsibility.

6. Fl P EEIR NN GERIT RS ERITE & 16 FHEM S E A S SKITEE S, AT
XA S T S AR PP e f AR S BUH 42 SGHEEAT T, R He A 3

At all times and for each conformity assessment procedure and each kind or category of pressure
equipment in relation to which it has been notified, the user inspectorate shall have at its
disposal the necessary:

TEAEfIEHE, X TE—1ER e Rr g - OGS EREST, B aiilieibe
AP B

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

(a) AHAKIHR, FHA LW ENZ2ERMIT SR EE S I A,

(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
user inspectorate and other activities;

(b) WA FSIPE R AR, #RILE AR R B FESMECRAER
A XA E A R 2 AR ARAT B4R 55 Bl HA R 2

(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 the
product technology in question and the mass or serial nature of the production process.

(o) SEHEAT MR R R EE R AN BERET]. S50, PR AR SR, K
MR RS P R AR
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A user inspectorate 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.

R R e LR A b B 5, BAE S AT AR S 5 W U s 5 s A S R H AR B AT 55
I U BRI A B S I

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

(a) sound technical and vocational training covering all the conformity assessment activities in
relation to 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;

(c) appropriate knowledge and understanding of the essential safety requirements set out in
Annex |, of the applicable harmonised standards and of the relevant provisions of Union
harmonisation legislation and of national legislation;

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

7. MET SR ARV AE S AN SN R
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8. The impartiality of the user inspectorates, their top level management and of the personnel
responsible for carrying out conformity assessment tasks shall be guaranteed. User inspectorates
must not engage in any activities that might conflict with its independence of judgement and
integrity in relation to its inspection activities.

8. BMLfRIEF S, WA EEEMPIT SBIFEES AT AN L EE. FrREiLeg
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The remuneration of the top level management and personnel responsible for carrying out
conformity assessment tasks of a user inspectorate shall not depend on the number of
assessments carried out or on the results of those assessments.

F P 6 B & 2 B B AT A R V1 58 A1 55 T T A RN A~ IR kT 6 2 e 0 8, AR
ZHR TR A R .

9. User inspectorates shall take out liability insurance unless liability is assumed by the group of
which they are part.

9. IS tLb R R E o (R ORES,  BRARZ A IR — i o S e .

10. The personnel of user inspectorates shall observe professional secrecy with regard to all
information ebtained in carrying out their tasks under Article 16 or any provision of national law
giving effect to them, except in relation to the competent authorities of the Member State in
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which its activities are carried out. Proprietary rights shall be protected.

10, FPEESEHLE M N I ATE S ER L fR S ) B, B W 28 16 SRl t oy [l 304 it
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11. User inspectorates shall participate in, or ensure that their personnel responsible for carrying
out conformity assessment tasks are informed of, the relevant standardisation activities and the
activities of the notified body coordination group established under the relevant Union
harmonisation legislation and shall apply as general guidance the administrative decisions and
documents produced as a result of the work of that group.

11, AP tesadl ey 2, g ORI 5T LS BT 2 RS M A SR AH AR (LR E)
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Article 26
26 %

Presumption of conformity of conformity assessment bodies

EHEVEE B R & A

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 or Article 25 in so far as the applicable harmonised standards
cover those requirements.

2GR PP HUR IR B I 50 50 CLEEWCHR B O 2 kB R A B W R i L 0 e
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Article 27
27 %

Subsidiaries of and subcontracting by conformity assessment bodies

BV B 17 2 =] A4y 6

1. Where a notified body, a user inspectorate or a recognised third-party organisation
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 or Article 25 and shall inform the notifying authority accordingly.

1. 54 5B (Notified Body, BT FELE APAVE) . P R SG ML UL AT 55 = Fr el 8 40
& EA KRR TS el AR n, Mgt ol T AnHEE 24 F23 25
SR SE IR, IR ROE R R A S EEPL .

2. Notified bodies, user inspectorates and recognised third-party organisations shall take full
responsibility for the tasks performed by subcontractors or subsidiaries wherever these are
established.

2, GiRIRELA FALTEMR L, AGHLE . B P RSN o] 8 = A URIA e
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3. Activities may be subcontracted or carried out by a subsidiary only with the agreement of the
client.

3. HALEPIEMBUETEL S, o a2 s irisah.

4. Notified bodies, user inspectorates and recognised third-party organisations 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 14, Article 15, Article 16 or points 3.1.2 and 3.1.3 of Annex |.

4, WL, R R LA AT 8 =7 AR R e A0 EAE LM AR TR, (R G TEE 4
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Article 28
28 %

Application for notification

2 I R

1. A conformity assessment body shall submit an application for notification to the notifying
authority of the Member State in which it is established.
1. GRS VFIE AL R 2900 oy | T BT FE R A [, ) 2t 2 1 A HLF 25 24 &5 B .

2. The application for notification shall be accompanied by a description of the conformity
assessment activities, the conformity assessment module or modules and the pressure
equipment for which that 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 down in Article 24 or Article 25.

2, 2% I R ST R MR | ST MR G, LR RS O R G s A i
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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 or Article 25.

3. HEREENRARERRAEATTIE T, R 24 a2 % R B LR P 26 32 A B ST R A
BUE . SR WRCE FLR 5 5 24 R EEE 25 FHDE R ER.

Article 29
29 %

Notification procedure
AR
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1. Notifying authorities may notify only conformity assessment bodies which have satisfied the
requirements laid down in Article 24 or Article 25.

1. A EEI AT LA S OAFE 5 24 REUH 25 SR ZORMSRITENL .

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

2. fbfiINE h& A2 FRRE MG FA S E&, AHRASMHMmRAR.

3. The notification shall include full details of the conformity assessment activities, the
conformity assessment module or modules and the pressure equipment concerned and the
relevant attestation of competence.

3, ARG VEE G M AT, SRR B A A OCER A

4. Where a notification is not based on an accreditation certificate as referred to in Article 28(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 or Article 25.

4, HAEAELUE 28 55 (2) ETRRPARRER AR, A% BEVIERIRZ 2
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5. The body concerned may perform the activities of a notified body, a recognised third-party
organisation or a user inspectorate only where no objections are raised by the Commission or the
other Member States within two weeks of a notification where an accreditation certificate is used
or within two months of a notification where accreditation is not used.
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Only such a body shall be considered a notified body, a recognised third-party organisation or a
user inspectorate for the purposes of this Directive.

RATXFERINL A A AT 4 A 2 B WA . DT 38 =0 LR P B LA

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

6 o EEHUMIR 2 5 2 0 2 A At AR b4 R 2 35 7R .

Article 30
H30%

Identification numbers and lists of notified bodies

LA R R B 7

53



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.

1. RSN EES A EPLH) (Notified Body, BT FE4E APAVE) — M40 . BI{ENLE
2 REE S BT a s, WAz B RO D .

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

2, BNSRAMTEAEAIAEIH (Notified Body, MR FE4E APAVE) 4 H, AiFE
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Article 31
31
Lists of recognised third-party organisations and user inspectorates

VAT = S SR P R e LA 3 2

The Commission shall make publicly available the list of the recognised third-party organisations
and of the user inspectorates under this Directive and the tasks for which they have been
recognised. The Commission shall ensure that the list is kept up to date.

Z R B AT HE ARSI S =TT A R RayLa 2 0, QFCEiA TS, &
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Article 32
532 5%
Changes to notifications

AEMAEE

1. Where a notifying authority has ascertained or has been informed that a notified body or a
recognised third-party organisation no longer meets the requirements laid down in Article 24 or
that it is failing to fulfil its obligations, the notifying authority shall, as appropriate, restrict,
suspend or withdraw the notification, 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.

1. 20 5 AR O B R T S A S MU B nT B T A RS A 24 SKRHE M
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Where a notifying authority has ascertained or has been informed that a user inspectorate no
longer meets the requirements laid down in Article 25, or that it is failing to fulfil its obligations,
the notifying authority shall as appropriate, restrict, suspend or withdraw the notification,
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.
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2. In the event of restriction, suspension or withdrawal of notification, or where the notified body,
the recognised third-party organisation or the user inspectorate 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, recognised third-party organisation or user
inspectorate, or kept available for the responsible notifying and market surveillance authorities at
their request.

2. fERRE], PabeRdE A% MRS F, 2A S HLE (Notified Body, f0feFE4E APAVE). A
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Article 33

33 5%

Challenge of the competence of notified bodies, recognised third party organisations and user
inspectorates
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1. The Commission shall investigate all cases where it doubts, or doubt is brought to its attention
regarding, the competence of a notified body, a recognised third-party organisation or a user
inspectorate, or the continued fulfilment by a notified body, a recognised third-party organisation
or a user inspectorate 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 all information
relating to the basis for the notification or the maintenance of the competence of the conformity
assessment body concerned.

2, 5 G N A AR O G R . O T kel ml o S S R I MRS 1R
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3. The Commission shall ensure that all sensitive information obtained in the course of its

investigations is treated confidentially.

3. & G2 RER DR AT A L IC IR LR P IRAT AU (S B AT PR A ER

4. Where the Commission ascertains that a notified body, a recognised third-party organisation
or a user inspectarate does not meet or na longer meets the requirements for its notification, it
shall adopt an implementing act requesting the notifying Member State to take the necessary
corrective measures, including withdrawal of notification if necessary. That implementing act
shall be adopted in accordance with the advisory procedure referred to in Article 44(2).

4, NMEHWE LTI (Notified Body, MBI FE4E APAVE ). AW & = 4 4Hal FH P ¥ 0e
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Article 34

%34 %%

Operational obligations of notified bodies, user inspectorates and recognised third party
organisations

LEH . R PRI RA S =T SRS E L

1. Notified bodies, user inspectorates and recognised third-party organisations shall carry out
conformity assessments in accordance with the conformity assessment tasks provided for in
Article 14, Article 15, Article 16, or in points 3.1.2 and 3.1.3 of Annex I.

1. AfHUE . APEIEHR T = SN R 14 k. 3 15 . 16 SRR
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2. Conformity assessments shall be carried out in a proportionate manner, avoiding unnecessary
burdens for economic operators.

2. FrREVTE R LUE Sy AT, e pisE R AL B .

Conformity assessment 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 the
pressure equipment or assembly technology in question and the mass or serial nature of the
production process.
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In so doing they shall nevertheless respect the degree of rigour and the level of protection
required for the compliance of the pressure equipment with the requirements of this Directive.
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3. Where a conformity assessment body finds that essential safety requirements set out in Annex
| or corresponding harmonised standards or other technical specifications have not been met by
a manufacturer, it shall require that manufacturer to take appropriate corrective measures and
shall not issue a certificate of conformity.

3. G AR VT PR R I T AR R R | BRI ) A e A R R S ) A R i
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4. Where, in the course of the monitoring of conformity following the issue of a certificate, a
conformity assessment body finds that pressure equipment no longer complies, it shall require
the manufacturer to take appropriate corrective measures and shall suspend or withdraw the
certificate if necessary.
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5. Where corrective measures are not taken or do not have the required effect, the conformity
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assessment body shall restrict, suspend or withdraw any certificates, as appropriate.
S, ACTHLA IER Ml el 2 A A B HUE ORI, S H0F e B R ETRS PR b sl e £ o]
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Article 35

35 5%

Appeal against decisions of notified bodies, recognised third party organisations and user
inspectorates

FAEE . RS =T AR P A S Lk oo i L UF

Member States shall ensure that appeal procedures against decisions of notified bodies,

recognised third-party organisations and user inspectorates are available.
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Article 36

36 %

Information obligation on notified bodies, recognised third party organisations and user
inspectorates

SR LR L AT = LSRR P R e LR e S fIE R L

1. Notified bodies, recognised third-party organisations and user inspectorates shall inform the
notifying authority of the following:

1. AEHH. A=A AR P A ISR R E A EEHUE LR E B

(a) any refusal, restriction, suspension or withdrawal of a certificate;
(b) any circumstances affecting the scope of or conditions for notification;
(c) 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.
(a) AEMUEHRYHEAE ., PR B akAfE
(b §ama 24 %5 10 B B 5k AF (AT T 15 00
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2. Notified bodies, recognised third-party organisations and user inspectorates shall provide the
other bodies notified under this Directive carrying out similar conformity assessment activities
covering the same pressure equipment with relevant information on issues relating to negative
and, on request, positive conformity assessment results.

2. AW AR =B P ARSI R AR @ HAR A S HLIFE R — R i e
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Article 37

37 %%
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Exchange of experience
AL b

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

Z Bz WO AR B AT 20T BUR R E 5 RSP 2 A s de s il 4.

Article 38
38 %
Coordination of notified bodies, recognised third-party organisations and user inspectorates

E T HLE L AT = S AUR T R A LR 1 Bl R

The Commission shall ensure that appropriate coordination and cooperation between the
conformity assessment bodies notified under this Directive are put in place and properly
operated in the form of a sectoral group or groups of conformity assessment bodies.

Z R R R IZAE 4S8V E H U 2 R AT E M R B R S 5 1, JF LSRR E WL B 2R 4R e
g e EEsE.

Member States shall ensure that the conformity assessment bodies notified by them participate
in the work of that or those group or groups, directly or by means of designated representatives.
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CHAPTER 5

#55

UNION MARKET SURVEILLAMNCE, CONTROL OF PRESSURE EQUIPMENT AND ASSEMBLIES
ENTERING THE UNION MARKET, AND UNION SAFEGUARD PROCEDURE

B i3 g, fai) e 278k RN A1 0 N R e R R R A

Article 39

539 %

Union market surveillance and control of pressure equipment and assemblies entering the Union
market

b S T gt e A7 8 2 R L AP N B B T ) i A

Article 15(3) and Articles 16 to 29 of Regulation (EC) No 765/2008 shall apply to pressure
equipment and assemblies covered by Article 1 of this Directive.
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Article 40
540 %
Procedure for dealing with pressure equipment or assemblies presenting a risk at national level

5 5 AL TR Ay il ol & = A MR O R P

1. Where the market surveillance authorities of one Member State have sufficient reasons to
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believe that pressure equipment or assemblies covered by this Directive present a risk to the
health or safety of persons or to domestic animals or property, they shall carry out an evaluation
in relation to the pressure equipment or assembly concerned covering all relevant requirements
laid down in this Directive. The relevant economic operators shall cooperate as necessary with
the market surveillance authorities for that purpose.
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Where, in the course of the evaluation referred to in the first subparagraph, the market
surveillance authorities find that the equipment or assembly does not comply with the
requirements laid down in this Directive, they shall without delay require the relevant economic
operator to take all appropriate corrective actions to bring the pressure equipment or assembly
into compliance with those requirements, to withdraw the equipment or assembly from the
market, or to recall it within a reasonable period, commensurate with the nature of the risk, as
they may prescribe,

B BRI AR YT 5 LR R %A 4 B A PR A R A 4 B E SR
B, R P SR S 2 AR A R, R Ui A e R i, 3 e A i B S
R L IR MR, BT B L A BT R R, o BRI A I
o

The market surveillance authaorities shall inform the relevant notified body accordingly.

T4 LR 30 R R AT LA

Article 21 of Regulation (EC) No 765/2008 shall apply to the measures referred to in the second
subparagraph of this paragraph.
(EC) No 765/2008 #7155 21 e T A5 — BLR S ) it -

2. Where the market surveillance authorities consider that 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 operator to
take.

2, i B LR U A R & e AT S0 A AN SZ R, T R s B3 s Atk
1l 7 O P 5 R B At AT 3 o v AT E ) i I

3. The economic operator shall ensure that all appropriate corrective action is taken in respect of
all the pressure equipment and assemblies concerned that it has made available on the market
throughout the Union.

3, SR RO O AT BN ANER M T 00 05 4% A A R 2 fr ] T

4. Where the relevant economic operator 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 prohibit or restrict the equipment’s or
assembly’s being made available on their national market, to withdraw the equipment or
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assembly from that market or to recall it.
4, HFHREE F AR B N TIR B A A (RS R BOE M ERS, diin i E
BUAE R 22 SR I — D03 22 (b B e, 3% b B PR 4 B A PR EE AN E 2 T 3 BAER, 3R
i b L3 I = 7 (] 2 v e B S

The market surveillance authorities shall inform the Commission and the other Member States,
without delay, of those measures.
5350 M LIS B 25 5 2 RS 3 B 2

5. The information referred to in the second subparagraph of paragraph 4 shall include all
available details, in particular the data necessary for the identification of the non-compliant
equipment or assembly, the origin of the equipment or assembly, the nature of the
non-compliance alleged and the risk involved, the nature and duration of the national measures
taken and the arguments put forward by the relevant economic operator. In particular, the
market surveillance authorities shall indicate whether the non-compliance is due to either of the
following:

S. 4 BUE IR G R AR AT ol A TERL, R BRI E AR Y 1 A B AL A
WA B G R RIR . ANRF S B0 B RFAE RO B B IR ) 2 A HUHS It F) 44 I R 5 2 0 ], B
BeAT SR B PRt HCH A0 R 4 )t v b LR R B AT 5 T2 5 W B AT

(a) failure of the equipment or assembly to meet requirements relating to the health or safety of
persons or to the protection of domestic animals or property; or

(a) B&BUH A RRLE R A RN TR 4, BER (5 A 3 P elcid = i) SR

(b) shortcomings in the harmonised standards referred to in Article 12 conferring a presumption
of conformity.

(b) fE55 12 K AR e bR R A 2 .

6. Member States other than the Member State initiating the procedure under this Article 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
equipment or assembly concerned, and, in the event of disagreement with the adopted national
measure, of their objections.

6. FitAR S bl Iy B LA A e o £ [T 7 o B 36 ) 2 17 < A Al ) (AT i S ) 4 AT ]
fiufi A B AR A B B A O EANME B, TR R DR AN E 2 RS R, 42 i)
1 5% R

7. Where, within three months of receipt of the information referred to in the second
subparagraph of 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.

7. HWCEIE 4 BUOR CAMRBIMGE =AW, WA R FE e e i R 6 R
SO P 0 o5 e A 1 S0 R LR, A TR AR S .
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8. Member States shall ensure that appropriate restrictive measures, such as withdrawal of the
equipment or assembly from the market, are taken in respect of the equipment or assembly
concerned without delay.

8. RO R LR BAH G U A B S, R OR Sr B SREHGE 2 Y PR M A, ek el
foF AT 35 b4 E]

Article 41

a1 5%

Union safeguard procedure
B R R

1. Where, on completion of the procedure set out in Article 40(3) and (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 adopt an implementing act determining whether the national measure is justified or not.

1. M3 40 5 (3) J (4) MUTHIOE eI, B0 R R RN, RE RS
N A 0 M SR L 7 R S B R B R R 2 R s M 1
WP R, BRSSP i R AT AT,

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 A N RIATAT BCGR [ELER e, JRSL R0 5 (B B Se e B i

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

2, A E R ARG, B R R E R B I, W OO A 15 % E
AT, HMPHENZE RS, WEEEFR AN ASEE, 78R E RN
B %3 i

3. Where the national measure is considered justified and the non-compliance of the equipment
or assembly is attributed to shartcomings in the harmonised standards referred to in point (b) of
Article 40(5) of this Directive, the Commission shall apply the procedure provided for in Article 11
of Regulation (EU) No 1025/2012.

3, HEEFEH YRS, AHSMEMEIEHASHRED TARSH 40 %5 5
(o) AR bRAEAS R SR, A S NRIEV) No 1025/2012 LR 11 FRE N
2.

Article 42
42 %

Compliant pressure equipment ar assemblies which present a risk

el
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1. Where, having carried out an evaluation under Article 40(1), a Member State finds that
although pressure equipment or an assembly is in compliance with this Directive, it presents a
risk to the health or safety of persons, to domestic animals or property, it shall require the
relevant economic operator to take all appropriate measures to ensure that the equipment or
assembly concerned, when placed on the market, no longer presents that risk, to withdraw the
equipment or assembly from the market or to recall it within a reasonable period, commensurate
with the nature of the risk, as it may prescribe.

1. RS 40 R (1) @ ATEE, AR R E SR H A B O R A AR A R,
{ELHARFI O N DY R Rl 22 4, [ A Zh P elind 7= e i), S EDR A CEE H R -iE
i, WhORESRETT i BT ekl & A B RS, B e R, E— e B RS
BN, MR ) bR PR, RS Bl A ] vk A e B S

2. The economic operator shall ensure that corrective action is taken in respect of all the
equipment or assemblies concerned that he has made available on the market throughout the
Union.

2. EE A IR DR BT 7688 KB 17 4 L 8 A 9 B o L 5 R A 3 B

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 equipment or assembly concerned, the origin and the supply chain of the
equipment or assembly, the nature of the risk involved and the nature and duration of the
national measures taken.

3. R B ST B 0 2E A s A A R T [ XA (E RS AT T R AT, e BRI
e E AT SR B R B & S B G R ARSI R R B AR 5
R B ) 5 A R ()

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 by means of implementing
acts whether the national measure is justified or not and, where necessary, propose appropriate
measures.

A, ZE Rz RINT RN S F R i B R OGS 5 T VP T I ) [ S8 . 7P &l LR L
Zz Gy e R SRSk e E e A E, IR, SRS AR .

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

AR TR A, BRI 44 & E (3) AR ERFHAT.

On duly justified imperative grounds of urgency relating to the protection of health and safety of
persons, or of domestic animals or of property, the Commission shall adopt immediately
applicable implementing acts in accordance with the procedure referred to in Article 44(4).

HHF RPN R REN S, BAPeir=EE, Sas. SHHOEMRUaEd, &
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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.

S R BEIE BT R BB R R, LRI Rk A S R E A

Article 43

o 43 5%

Formal non-compliance
IEAARF

1. Without prejudice to Article 40, where a Member State makes one of the following findings, it
shall require the relevant economic operator to put an end to the non-compliance concerned:

1. BT 40 SKAUTEOL T, A E A BL R RS, B NSRRI R4 T 1A O
AT

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

(a) CE friHidi FZ (EC) No 765/2008 £ 30 Skl ATh 44 19 K MHE;
(b) the CE marking has not been affixed;

(b) AHhME CE B5il;
(c) the identification number of the notified body involved in the production control phase, has
been affixed in violation of Article 19 or has not been affixed;

Co) R R AR mIET B 2 S HLER A S, RIS 19 SR ERANIG,  BIORBERS IS,
(d) the marking and labelling referred to in point 3.3. of Annex | have not been affixed or have
been affixed in violation of Article 19 or point 3.3 of Annex |;

(d) ARG 1 58 3.3 s TR IR IR AR 2R Bt S o0 19 SRElPl ¢ 156 3.3 R ER NI,
(e) the EU declaration of conformity has not been drawn up;

(e AR EFF &1k,
(f) the EU declaration of conformity has not been drawn up correctly;

(F) SARE LAl M ] 502 R 15 514 75 B
(g) the technical documentation is either not available or not complete;

(g) HARZHFARATHATTE,
(h) the information referred to in Article 6(6) or Article 8(3) is absent, false or incomplete;

(h) e &% (6) Pk 8 &% (3) FHHEMELAEE., EENAEE,;
(i) any other administrative requirement provided for in Article 6 or Article 8 is not fulfilled.

G HAboRREML S 6 FEl 8 JRHLE AT HER.

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 equipment or assembly being made
available on the market or ensure that it is recalled or withdrawn from the market.

2, %5 1 B RTIRROAN AT S IEFERE, AT G AR i P B 24 SRR — D 2 A o, PR e ik i
SRS PRE TS L RE, SRS O R EGR T .
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CHAPTER &

&6 5

COMMITTEE PROCEDURE AND DELEGATED ACTS
Z B S P R

Article 44

F a4 5k

Committee procedure

ZRERIT

1. The Commission shall be assisted by the Committee on Pressure Equipment. That committee
shall be a committee within the meaning of Regulation (EU) No 182/2011.
1. ZRASMZENREZ AWM. %% R RBE(EV) No 182/2011 iEFIFHE & R 2.

2. Where reference is made to this paragraph, Article 4 of Regulation (EU) No 182/2011 shall
apply.
2. AREEEN U, &R T(EU) No 182/2011 i35S 4 %,

3. Where reference is made to this paragraph, Article 5 of Regulation (EU) No 182/2011 shall
apply.
3, AEZHEMLM, G T(EU) No 182/2011 #FL5 5 %

4. Where reference is made to this paragraph, Article 8 of Regulation (EU) No 182/2011, in
conjunction with Article 5 thereof, shall apply.

4, REBEF I, EHT(EU) No 182/2011 i 6 T4 5 14 8 FNE.

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

R d 4 EF(EU) No 1025/2012 230 3l 30 fth 4 fe] R B i 4

The committee may furthermore examine any other matter concerning the application of this
Directive raised either by its chair or by a representative of a Member State in accordance with its
rules of procedure.

%2 2 Lk 2B A bl o R B A (R A R AR FAE B 5 HH ) A7 AR 4 L FH AT o]
HoAb 15 .

Article 45
5 45 %

Delegated power

BT

1. In order to take into account emerging very serious safety reasons, the Commission shall be
empowered to adopt delegated acts in accordance with Article 46 reclassifying pressure
equipment or assemblies so as to:
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1. HIEBUHH BUA AR ™ Y R, R RS R BUR IR 46 JRont ) sl o1
B R R AT

(a) make an item or family of pressure equipment referred to in Article 4(3) subject to the
requirements of Article 4{1);

(a) MRIESS 4 530 (1) FESR, NEE 4 &5 (30 AR e i or — - kil

(b) make an assembly or family of assemblies referred to in Article 4(3) subject to the
requirements of Article 4(2);

(b) HUEEE 4 3R50 (20 BRESR, W 4 &% (3) BRMNEAHEEG L5 1F0
EEAREELY

(c) classify an item or family of pressure equipment, by way of derogation from the requirements
of Annex Il, in another category.

Ce) i FEME I 0 2R, 72 57— rhoh I Ao i 70 Tk .

2. A Member State having concerns about the safety of pressure equipment or assemblies shall
immediately inform the Commission of its concerns and provide reasons in support.

2, &G M e R R [H, RSERDE RN D2 e, R A
SCRFEI A

3. Prior to adopting a delegated act the Commission shall carry out a thorough assessment of the
risks that require reclassification.

3. TEFANZRLT AT, 28 023 O A B T 0288 00 B ik AT I VR A

Article 46
i 46 &
Exercise of the delegation

BT

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

1. KINERBGERBIBUI B % R SRR AR R AR

2. The power to adopt delegated acts referred to in Article 45 shall be conferred on the
Commission for a period of five years from 1 June 2015. The Commission shall draw up a report
in respect of the delegation of power not later than nine months before the end of the five-year
period. The delegation of power shall be tacitly extended for periods of an identical duration,
unless the European Parliament or the Council opposes such extension not later than three
maonths before the end of each period.

2. fE5 45 KRR R EGE R, NMIMZE A E 2015 F 6 H 1 DA TLFEAR
W 2 M2 W TEANE T FUE WSS Oar 0 LA H A EERLI R A A — it o BRI g 100 B
VFREACAR 7 A S PR Bl B 1 22 a0 BE S 22 7E AR TR HES W 2 f =4~ H RO X Fh e 3.
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3. The delegation of power referred to in Article 45 may be revoked at any time by the European
Parliament or by the Council. A decision to revoke 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.

3. TEH 45 Fh PR BRI B vT G 2 TEAT AT (o) 48 D 0 2 BRET e 2 By . B e 2 22
R E AT HLE BT o DS LT G B S8 B 7 2 A A e sl i i 1) H AR 2 e A e AE
fi] S A AR AE R M M.

4. As soon as it adopts a delegated act, the Commission shall notify it simultaneously to the

European Parliament and to the Council.

4, —BERYN T EREPUER, RASNIRF BRI S MBS,

5. A delegated act adopted pursuant to Article 45 shall enter into force only if no objection has
been expressed either by the European Parliament or the Council within a period of two 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 two months at the initiative of the
European Parliament or of the Council.

S. R 45 FArRIUEAUE R, RSN A S S SHEESH ARG, B
W BRI T i, BRI BUIR) S5 A0, WO B S Sl & R Feontifin A
SR A R AL FERGH I B e AR T, MR R .

CHAPTER 7

7

TRANSITIONAL AND FINAL PROVISIONS
Article 47

47 %

Penalties

Sk

Member States shall lay down rules on penalties applicable to infringements by economic
operators of the provisions of national law adopted pursuant to this Directive and shall take all
measures necessary to ensure that they are implemented. Such rules may include criminal
penalties for serious infringements.

B DA ] Bz ] 7 R 1 P T T i T R R A 4 i B [ B AR AN AT R R
— YL BRI, ORI S . 2R T P L BT IR S AR T .

The penalties referred to in the first paragraph shall be effective, proportionate and dissuasive.

B R AT AL SR R .

Article 48
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5 48 %
Transitional provisions

i i M SR

1. Member States shall not impede the putting into service of pressure equipment and
assemblies which comply with the regulations in force in their territory at the date of application
of Directive 97/23/EC and were placed on the market until 29 May 2002.

1. B EARUIRIAE 97 / 23 JEC 54 L, COFfF& SR MEER), F1E 2002 4F 5
H 29 Hu s A i ) e il & FIE S AR AAE

2. Member States shall not impede the making available on the market and/or the putting into
service of pressure equipment or assemblies covered by Directive 97/23/EC which are in
conformity with that Directive and which were placed on the market before 1 June 2015.

2. 2 W E A TGYRG 97 / 23 /EC R4 il i), FFAi&in £ JF7E 2015 4 6 H 1 H a5
% I it e w2 5 1 HE A T I3 R/ B AAERT

3. Certificates and decisions issued by conformity assessment bodies under Directive 97/23/EC
shall be valid under this Directive.

3. ORI SENLMHEE 97 / 23 JEC FE AR BB R E, NEATES FH AL

Article 49
o 49 %
Transposition

Jivid

1. Member States shall adopt and publish, by 28 February 2015, the laws, regulations and
administrative provisions necessary to comply with Article 13. They shall forthwith communicate
the text of those measures to the Commission.

1. HEOY R 2015 F 2 F 28 FSRBUR A G 5 13 SR ML EAEE . A TEGE -
fib AT IR ST B b 28 R 2 A i A B S AR

They shall apply those measures from 1 June 2015.
flAITRY 5 2015 FE 6 H 1 F s i s il

When Member States adopt those measures, they shall contain a reference to this Directive or be
accompanied by such reference on the occasion of their official publication. They shall also
include a statement that references in existing laws, regulations and administrative provisions to
Article 9 of Directive 97/23/EC shall be construed as references to Article 13 of this Directive.
Member States shall determine how such reference is to be made and how that statement is to
be formulated.

2 A R g S A, f TR 5| B s A eAE B O B EUR AN P B s A e
fre B, REIIA A, AUE. TEURWEISI ] 97/23/EC 1545 9 5%, NG| HAEESH 13
%o B R E S| AR S0, B R I R e o
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2. Member States shall adopt and publish, by 18 July 2016, the laws, regulations and
administrative provisions necessary to comply with Article 2(15) to (32), Articles 6 to 12, 14, 17
and 18, Article 19(3) to (5), Articles 20 to43, 47 and 48 and Annexes |, Il, Il and IV. They shall
forthwith communicate the text of those measures to the Commission.
2. R ERTE 2016 5 7 H 18 HREAFFAATLEFEE. IEMAUTEBER BT &5 2 %65
(15) ¥ (32) &K, BeFE12%, H1a, 1817 5%, H19% (3) £ (5) K, H20ZE
43 4. H 47 %, a8 K, VAJEPHZ 0, w, moAN v, AR BYGE S0 R s iX se RS R i)
K.

They shall apply those measures from 19 July 2016.
fib IR H 2016 4 7 A 19 FRFRBGX LSS M.

When Member States adopt those measures, they shall contain a reference to this Directive or be
accompanied by such reference on the occasion of their official publication. They shall also
include a statement that references in existing laws, regulations 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 that statement is to
be formulated.

2% 7 [ SR R R, 1R 553 S fE A S H MR B R A LB If EiZde 4 8%,
LR -], AR, FUERTEGEM S, AR R IEMIE SR EE R
EAMES . R E R E DTS % 2%, LRI ATHE .

3. Member States shall communicate to the Commission the text of the main provisions of
national law which they adopt in the field governed by this Directive.

3. B O B L ) 8 17 2 P A AT D PE A 8 48 0 L A SR AT R 11 [ 5 il e B SR

Article 50
i 50 %
Repeal
il

Article 9 of Directive 97/23/EC is deleted with effect from 1 June 2015, without prejudice to the
obligations of the Member States relating to the time-limit for transposition into national law and
the date of application of that Article, set out in Annex V, Part B.

97/23/EC 45 9 K uillk, F 2015 4F 6 A 1 Hil2AER, AT al A B T ol [ 5k
TR B [a) R M) LA A2 i 2K E M 3 v, B B Ar R AT H .

Directive 97/23/EC, as amended by the acts listed in Annex V, Part A, is repealed with effect from
19 July 2016, without prejudice to the obligations of the Member States relating to the time-limit
for transposition into national law and the date of application of the Directive set out in Annex V,
Part B.

97/23/EC $1i%, £V, ABRARTFUT HRIZT, B 2016 F 7 H 19 AR, AHITH
iy ] 9 3t e SR B SR TR () e () PR AR DA B Z SR TE PR 7 v, B B4 005 A DA

68



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 VI.

B 1k 64 0 5] IR AR P A F5 A 0 51 A, R HE B vi 3o L Y e A ek

Article 51

%51 5%

Entry into force and application
SeRi) St 5 R H

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

AAESRHENRE TR ERREE —+RER.

Article 1, points 1 to 14 of Article 2, Articles 3, 4, 5, 14, 15 and 16, Article 19(1) and (2), and
Articles 44, 45 and 46 shall apply from 19 July 2016.

1Ak, W2AM1AEGE LA B35, BaA%k WSk H14% H15 %k, F 16 %,
B9 REE (1) A1 (2) 3R, 44 %k, BT A4S AN 46 5T 2016 4R 7 H 19 HELiE.

Article 52
52 %

Addressees

Wt

This Directive is addressed to the Member States.
%45 AT ) BT R E .

Done at Brussels, 15 May 2014,
FHiE%EIR, 20145 H 15 H.,
For the European Parliament

e ES

The President

£

M. SCHULZ

M. SCHULZ

For the Council

HE

The President

T

D. KOURKOULAS

D. KOURKOULAS
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ANNEX |
(5!

ESSENTIAL SAFETY REQUIREMENTS
AL EER

PRELIMINARY OBSERVATIONS

A HAA %2

1. The obligations arising from the essential safety requirements listed in this Annex for pressure
equipment also apply to assemblies where the corresponding hazard exists.

1 AP S 0 e il B A 22 4 TR BT A 0 S5 TG R T A R fa R A 5 1

2. The essential safety requirements laid down in this Directive are compulsory. The obligations
following from those essential safety requirements apply only if the corresponding hazard exists
for the pressure equipment in guestion when it is used under conditions which are reasonably
foreseeable by the manufacturer.

2. AARABUE B HE AR R R MR A . IR AR AR S S R SRR &
LEM 3% B B AT T B ) 2R, R A0 2 f s 1) ) BRI A

3. The manufacturer is under an obligation to analyse the hazards and risks in order to identify
those which apply to his equipment on account of pressure; he shall then design and construct it
taking account of his analysis.

3. AR A OSSR T Sy A RS AT b, WRGE PSSt AR
At 0 S BT AT BT R

4. The essential safety requirements are to be interpreted and applied in such a way as to take
account of the state of the art and current practice at the time of design and manufacture as well
as of technical and economic considerations which are consistent with a high degree of health
and safety protection.

A, FEARAZ A BR B LUK EE—Fh Ay SRR RIS TER TR IE B B S AR S AT s R
[, MW AR S, MR R R A i

1. GENERAL

1.1. Pressure equipment shall be designed, manufactured and checked, and if applicable
equipped and installed, in such a way as to ensure its safety when put into service in accordance
with the manufacturer’s instructions, or in reasonably foreseeable conditions.

1.1, A&, HIEMEE, & (SR fedend, siit HRiEbsE s
B, BRAE W T S B T,

1.2. In choosing the most appropriate solutions, the manufacturer shall apply the principles set
out below in the following order:
1.2, TEEFRE A IR ey 2T, ISR R B TR A A0 () T 00«
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— eliminate or reduce hazards as far as is reasonably practicable;
Fn] GE-A BEFN G SE v A7 ML R B b R
— apply appropriate protection measures against hazards which cannot be eliminated;
—— R EIEH B R, G 2 Y B i
— where appropriate, inform users of residual hazards and indicate whether it is necessary to
take appropriate special measures to reduce the risks at the time of installation and/or use.
——EE SN, SR ERREEE, RS 51 R/ 8l A i A7 4 2R S
4 P A A I AL IR B

1.3. Where the potential for misuse is known or can be clearly foreseen, the pressure equipment
shall be designed to prevent risks from such misuse or, if that is not possible, adequate warning
given that the pressure equipment shall not be used in that way.

1.3, 2 RNER T L R T 0L W] BEEAT HE R A, A W T AR R A, AN
AIfE, Mg T8 R Ayl A LAz 7 s AT e s .

2. DESIGN
2. it

2.1. General

2.1, HEik

The pressure equipment shall be properly designed taking all relevant factors into account in
order to ensure that the equipment will be safe throughout its intended life.

a5 W FE A M OGRS B, CARR R Z8 A H U0 A4 dr 79 &

The design shall incorporate appropriate safety coefficients using comprehensive methods which
are known to incorporate adequate safety margins against all relevant failure modes in a
consistent manner.

IR LRSS &0 Mok aniAby, DO BB b A S BN R & T ik, B B ES & SIS 4 4

2.2. Design for adequate strength

2.2, it EE

2.2.1. The pressure equipment shall be designed for loadings appropriate to its intended use and
other reasonably foreseeable operating conditions. In particular, the following factors shall be
taken into account:

2.2.1, HE B A A v L T e (R Al B L R FLRE SRE R  uieT . RER
FRELLUNEE:

— internal/external pressure,

—— AR/ SN ST,

— ambient and operational temperatures,
—— AR ERE,

static pressure and mass of contents in operating and test conditions,
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{63 (R 2 1 F R s T AL,
— traffic, wind, earthquake loading,
A L, MRS = A R er 4
— reaction forces and moments which result from the supports, attachments, piping, etc.,
——HIE R, PRF. EIESE SRR AR A,
— corrosion and erosion, fatigue, etc,
—— Al 975,
— decomposition of unstable fluids.

—— AN AR G

Various loadings which can occur at the same time shall be considered, taking into account the

probability of their simultaneous occurrence.

2 8 2% P AT L[] — B [B) A AR 0, 5 IR AT R A A A =

2.2.2. Design for adequate strength shall be based on either of the following:
2.2.2. BT LU, it 2 imE:

— as a general rule, a calculation method, as described in point 2.2.3, and supplemented if
necessary by an experimental design method as described in point 2.2.4,

—— BEAHIN G 2.2.3 PR M) TFROT I, DLRCIN SR EATIE . Fh AT R 2.2.4 FRdIE
(Pt e T E i

— an experimental design method without calculation, as described in point 2.2.4, when the
product of the maximum allowable pressure PS and the volume V is less than 6 000 bar.L or the
product PS.DN less than 3 000 bar.

——Wn 2. 2.4 {R A C T TERL A SRR TR, P A O SRR ) s AR v /T 6 000
BarxL 2K i (¥] PS.DN /> 3000 Bar.

2.2.3. Calculation method
223, iR
(a) Pressure containment and other loading aspects

(a) HEAE A diqh ik m

The allowable stresses for pressure equipment shall be limited having regard to reasonably
foreseeable failure modes under operating conditions. To this end, safety factors shall be applied
to eliminate fully any uncertainty arising out of manufacture, actual operational conditions,
stresses, calculation models and the properties and behaviour of the material.

R S PRI A TR RAERS L T R 20, PR iR & i f i . Bk, REREH
AR, Db THRIE,. bR . #itr. THREBER. MR R EE M — 1)
A E B 3R

These calculation methods shall provide sufficient safety margins consistent, where applicable,
with the requirements of point 7.
X ROF MR 2R AR, HFAEHN, 5% 7 SER L
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The requirements set out above may be met by applying one of the following methods, as

appropriate, if necessary as a supplement to or in combination with another method:

LR BE R AT SRR B R R e, W T, bR A LA T

— design by formula,
—— R4 A i,
— design by analysis,
— R bt
design by fracture mechanics.

— R4 R it .

(b) Resistance

(b) #ARFHE
Appropriate design calculations shall be used to establish the resistance of the pressure
equipment concerned.

REAE A Al M wehH I, B ST ORI e AR AR

In particular:

A

— the calculation pressures shall not be less than the maximum allowable pressures and take
into account static head and dynamic fluid pressures and the decomposition of unstable fluids.
Where a vessel is separated into individual pressure-containing chambers, the partition wall shall
be designed on the basis of the highest possible chamber pressure relative to the lowest pressure
possible in the adjoining chamber,

—— R A WA TR ICVE I A7, 58 R i A e 1) RN sl s 4 e A BB ASER 2 4 4
R 20 T SR AR A B R N R D o BB I s g T R R e T A A R P g e
Hyikil,

— the calculation temperatures shall allow for appropriate safety margins,

—— IR N 0 VI 2 i) A

— the design shall take appropriate account of all possible combinations of temperature and
pressure which might arise under reasonably foreseeable operating conditions for the
equipment,

BET R REAE O B AT TN AR A B R R BT AT RERIR LR 4L A

the maximum stresses and peak stress concentrations shall be kept within safe limits,

—— g KL AN 7 g 4R vh R R A T A

— the calculation for pressure containment shall utilise the values appropriate to the properties
of the material, based on documented data, having regard to the provisions set out in point 4

together with appropriate safety factors. Material characteristics to be considered, where
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applicable, include:
—— IR BRI SR U, FEE 4 AADEM S L R E R, (EHEE RN
e EERON T, RMEEMERE, a:
— vyield strength, 0,2 % or 1,0 % proof strength as appropriate at calculation temperature,
—— iR, B EE R . 0.2%EK 1,0 %3 [ R EE,
— tensile strength,
——HiHi e,
— time-dependent strength, i.e. creep strength,
—— Bl (B SR L, A i

fatigue data,
—— B 5 A,
— Young's modulus (modulus of elasticity),
—— IR GRMEELRD,
— appropriate amount of plastic strain,
—— & YA RPN,
— bending rupture energy,

P,

— fracture toughness.

W31t .

appropriate joint factors shall be applied to the material properties depending, for example,
on the type of non-destructive testing, the materials joined and the operating conditions
envisaged,
——F L Im A B 18 5 A R (R 2R LA R e ) A A U3 Y, Rl S 7y sURISE AR A
{E&1F,

— the design shall take appropriate account of all reasonably foreseeable degradation
mechanisms(e.g. corrosion, creep, fatigue) commensurate with the intended use of the
equipment. Attention shall be drawn, in the instructions referred to in point 3.4, to particular
features of the design which are relevant to the life of the equipment, for example:
—— Wi R Y EATE Al S E LA, 5 AR R LR CinfEvh, G,
). NTER 3.4 GIRBIRRM, Rt S R AR ar A R BT RE, Bt
— for creep: design hours of operation at specified temperatures,
—— A VETHTERY E IR T B AR ],

for fatigue: design number of cycles at specified stress levels,
— WS WTHERRE R A R R

for corrosion: design corrosion allowance.

—— Al A

(c) Stability aspects

(c) faEtt
Where the calculated thickness does not allow for adequate structural stability, the necessary
measures shall be taken to remedy the situation taking into account the risks from transport and
handling.
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S R EE AR L UE A S R REE T, 5 18 312 A b B UK, RIS A e
KA IEIX R O o

2.2.4. Experimental design method

224, SERETHE

The design of the equipment may be validated, in all or in part, by an appropriate test
programme carried out on a sample representative of the equipment or the category of
equipment.

VL ) T ATRE 2 1% o I A (A ol S S 2 ) S 887 S BT A ek 40 B E

The test programme shall be clearly defined prior to testing and accepted by the notified body
responsible for the design conformity assessment module, where it exists.

JSELE I A A s IR T S, R ST VTR A P E BN A S5 KUK (Notified Body,
BB FE4E APAVE) 552 (INFFTE)D.

This programme shall define test conditions and criteria for acceptance or refusal. The actual
values of the essential dimensions and characteristics of the materials which constitute the
equipment tested shall be measured before the test.

T2 S I S TR 57 B 48 1) S AR RO HE . B R R R ) A R R S PR R A
e AT A

Where appropriate, during tests, it shall be possible to observe the critical zones of the pressure
equipment with adequate instrumentation capable of registering strains and stresses with
sufficient precision.

TEMNL AV, R ZWRIEN . AT DO R 0088, W e ) i & S X .

The test programme shall include:
SERG T RN AR
{(a) A pressure strength test, the purpose of which is to check that, at a pressure with a defined
safety margin in relation to the maximum allowable pressure, the equipment does not exhibit
significant leaks or deformation exceeding a determined threshold.

(a) HEAsarginiat, HH r R B AR o o AT e ) 2 S0 M EDER R, &
o VA T 2 A it i Rl R AT AR TR .

The test pressure shall be determined on the basis of the differences between the values of the
geometrical and material characteristics measures under test conditions and the values used for
design purposes; it shall take into account the differences between the test and design
temperatures;

TR ) AR 7208 S F T TLART RO R B B A 5 Bl 2 i 5 18 Ve P {01 ) ZE {00 o s
fr ek, B S A A T I A 2 5

{b) where the risk of creep or fatigue exists, appropriate tests determined on the basis of the
service conditions laid down for the equipment, for instance hold time at specified temperatures,
number of cycles at specified stress-levels;
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(b)) 2 A AR i 5 ARG AT, R 15 24 150 A e FE A 1 s i 2 ke, 01 T sy
SE i BE T OREF — B[], ERFE N AR RS2

(c) where necessary, additional tests concerning other factors referred to in point 2.2.1 such as
corrosion, external damage.

(c) BEN, WEH 221 qrHMER, WmiEh, SHEm R,

2.3. Provisions to ensure safe handling and operation

2.3, WAL B AR A M E

The method of operation specified for pressure equipment shall be such as to preclude any
reasonably foreseeable risk in operation of the equipment. Particular attention shall be paid,
where appropriate, to:

e 3V 3 BB A 7 2 3 G AT o] ] £ B O AL ) 18 A2 4T o 0 DXL o IRy 1) 8 (A -

— closures and openings,
FART A
— dangerous discharge of pressure relief blow-off,
& 2P BT HES s
— devices to prevent physical access whilst pressure ar a vacuum exists,
—— T EE DE A ER), PN
— surface temperature taking into consideration the intended use,
—— [ TR e FH I ) 2 i R R
— decomposition of unstable fluids.
—— A RE R A .

In particular, pressure equipment fitted with an access door shall be equipped with an automatic
or manual device enabling the user easily to ascertain that the opening will not present any risk.
Furthermaore, where the opening can be operated quickly, the pressure equipment shall be fitted
with a device to prevent it being opened whenever the pressure or temperature of the fluid
presents a risk.

Feml i, A HENTTE R &N A B e Fa 3 E, wikM P or e e DA AT
far PR o Ak, AT AP BRI D, R R R, P bR A A el
SRR B 4T H R

2.4. Means of examination
2.4, BHIEA A
(a) Pressure equipment shall be designed and constructed so that all necessary examinations to

ensure safety can be carried out;

(a) JEA UL R vh i pe o] LAEAT B AT e B2 00 . FH RABI 7 22 4= 0 30

{b) Means of determining the internal condition of the equipment shall be available, where it is
necessary to ensure the continued safety of the equipment, such as access openings allowing
physical access to the inside of the pressure equipment so that appropriate examinations can be
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carried out safely and ergonomically;
(b) M LEMUAE AL S, MRS UL N RIS, o fRivr i AR ik
FHHMEEEA D, DEFRE S, e Ao AN LR e A ST

(c) Other means of ensuring the safe condition of the pressure equipment may be applied in any
of the following situations:

Cey Feftumffr i 70 it 4R B 7 i vl B R R HIME — it

— where it is too small for physical internal access,

ANEAE T HE LA L,
— where opening the pressure equipment would adversely affect the inside,
—— 4T H Fe i 2 0 N A A S
— where the substance contained has been shown not to be harmful to the material from which
the pressure equipment is made and no other internal degradation mechanisms are reasonably
foreseeable.
—— T e IR I A 2 5 T IS B O i B ek, 3 ELVR AT B At ny & 2T AL £ P 0 P AE
Pl

2.5. Means of draining and venting

2.5, KR K B

Adequate means shall be provided for the draining and venting of pressure equipment where
necessary:

DA, R 77 15 A APHE AR AU (A 2 1) ik

— to avoid harmful effects such as water hammer, vacuum collapse, corrosion and uncontrolled
chemical reactions. All stages of operation and testing, particularly pressure testing, shall be
considered,

Ryt ER, TR, T RSS2 A 1k A R A R . FE T R
M, R RS A R B o 2 1% )

— to permit cleaning, inspection and maintenance in a safe manner.

—— LA A RS BRI,

2.6. Corrosion or other chemical attack

2.6, B PRECH fh (b 2R Tl

Where necessary, adequate allowance or protection against corrosion or other chemical attack
shall be provided, taking due account of the intended and reasonably foreseeable use.
HETMA R SETOLMER, LB, BIREE s aliRyr, Bk e
=2k,

2.7. Wear

2.7. i

Where severe conditions of erosion or abrasion may arise, adequate measures shall be taken to:
0] fil 2 I IO R DR ER R AT, REORI AR 43 B A
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minimise that effect by appropriate design, e.g. additional material thickness, or by the use of

liners or cladding materials,
i AE AR LLE iz R, o BA AR R R, B R R R AR

— permit replacement of parts which are most affected,
—— UV S iR S R ) 1
— draw attention, in the instructions referred to in point 3.4, to measures necessary for
continued safe use.
—— i AL 3.4 PRI RS e R BT 6 .

2.8. Assemblies

2.8, HEM
Assemblies shall be so designed that:
A RIX PR

— the components to be assembled together are suitable and reliable for their duty,
—— L ARAE AR AR R T A A SRR A E R T S Y,
all the components are properly integrated and assembled in an appropriate manner.

——FT AT LA LA 2 0y AR M 2 RN 1 2

2.9. Provisions for filling and discharge

2.9. mEFEFHEEME

Where appropriate, the pressure equipment shall be so designed and provided with accessories,
or provision made for their fitting, as to ensure safe filling and discharge in particular with respect
to risks such as:

FIATEF, FE R SRR AL R BOR B S R D AR &, DR IR e A, R

(a) on filling:
(a) E;ﬁ.
overfilling or overpressurisation having regard in particular to the filling ratio and to vapour
pressure at the reference temperature,
—— 45 1] 2 8 B 7 2 5L FE IR ()4 78 bl AR R it e A it AR el e
— instability of the pressure equipment;
—— R 1R A E M

(b) on discharge: the uncontrolled release of the pressurised fluid;

Cb) HEZE: B0 IRL A A 3245 ] AT RE TG

(c) on filling or discharge: unsafe connection and disconnection.

(c) FEAMFFE: AREMELMIEHT.

2.10. Protection against exceeding the allowable limits of pressure equipment

2.10. HJ7if sl 7o VRGN {4
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Where, under reasonably foreseeable conditions, the allowable limits could be exceeded, the
pressure equipment shall be fitted with, or provision made for the fitting of, suitable protective
devices, unless the equipment is intended to be protected by other protective devices within an
assembly.

TER] & BT e Ay 2 o U VE T RS LT, G AT 3 Y PR ks B el v R
MR, ARz B RAA SRR e R R TR,

The suitable device or combination of such devices shall be determined on the basis of the
particular characteristics of the equipment or assembly.

P ) O 2 T 0 2R 152 25 L P e M el E

Suitable protective devices and combinations thereof comprise:

B 1) {4 5% oA A R4

(a) safety accessories as defined in point 4 of Article 2,

Ca) TEH 2 &5 4 AP E 22T,

(b) where appropriate, adequate monitoring devices such as indicators and/or alarms which
enable adequate action to be taken either automatically or manually to keep the pressure
equipment within the allowable limits.

Cb) ialqy, AAURHIREE, 3SR/ EHRE ", TLlEE [ 2heFaniE, R
JE ST PRA I 5 4 7 SOV R Y .

2.11. Safety accessories

2.11. E4EE

2.11.1. Safety accessories shall:

2.11.1. @A AR

— be so designed and constructed as to be reliable and suitable for their intended duty and take
into account the maintenance and testing requirements of the devices, where applicable,

—— S HIE & T AU H 08 oA, alfre, S E AR IZ S0 R,

— be independent of other functions, unless their safety function cannot be affected by such
other functions,
o T HARThAE, Bk A Thig ANz HoAb Th e i) B,

comply with appropriate design principles in order to obtain suitable and reliable protection.
These principles include, in particular, fail-safe modes, redundancy, diversity and self-diagnosis.

P vt B LASRAS A ik EL T S (O OR4 . 228 o7 U 4% ) 0, 458 B - 2 AR X, T
st BRAEEMERIZE.

2.11.2. Pressure limiting devices

2112, [REEE

These devices shall be so designed that the pressure will not permanently exceed the maximum
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allowable pressure PS; however a short duration pressure surge in keeping with the specifications
laid down in point7.3 is allowable, where appropriate.

XL B R R TR A AR A R AR VE IR . (ERTATR, HRE 7.3 SRR, TR
SR (A R Y ik s .

2.11.3. Temperature monitoring devices

2.11.3. REKEEREER

These devices shall have an adequate response time on safety grounds, consistent with the
measurement function.

e A MR EERIFEIN, M T ZE%E, MAT LA R ] .

2.12. External fire

212, SMEAK

Where necessary, pressure equipment shall be so designed and, where appropriate, fitted with
suitable accessories, or provision made for their fitting, to meet damage-limitation requirements
in the event of external fire, having particular regard to its intended use.

fELERE, FER0F ESIFUHRKER, BRI, JE7E A& i & 0 i e s s
A g, LU S SR B BRI R 2R

3. MANUFACTURING

3. il

3.1. Manufacturing procedures

3.1. HlEfREF

The manufacturer shall ensure the competent execution of the provisions set out at the design
stage by applying the appropriate techniques and relevant procedures, especially with a view to
the aspects set out below.

)38 N = AR R SRR, B ERAE BT B B R 2 AR AT RE 0 AR T i
9 LA 1

3.1.1. Preparation of the component parts

3.1.1. Ff4H&

Preparation of the compaonent parts (e.g. forming and chamfering) shall not give rise to defects or
cracks or changes in the mechanical characteristics likely to be detrimental to the safety of the
pressure equipment.

T HIE o pl BB f ) AT Ptk bR B SRR M RE 028 (kI 0] Al 2340050 e i
#wE e,

3.1.2. Permanent joining
3.1.2, Ak AMEESE
Permanent joints and adjacent zones shall be free of any surface or internal defects detrimental

to the safety of the equipment.
T ANE T BAR LA A A1 AT ] AR T i 5 e A i) = il R

The properties of permanent joints shall meet the minimum properties specified for the
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materials to be joined unless other relevant property values are specifically taken into account in
the design calculations.

A HE Sk I RE IR BE R B RARMERE, BRAETESOH BRI 5 18 T HAESC A R

For pressure equipment, permanent joining of components which contribute to the pressure
resistance of equipment and components which are directly attached to them shall be carried
out by suitably qualified personnel according to suitable operating procedures.

o F IR, BB TR AR el H e 2 A 0 At g, MR A ER S
F N DY G B A 6 Bl

For pressure equipment in categories lI, lll and IV, operating procedures and personnel shall be
approved by a competent third party which, at the manufacturer’s discretion, may be:

AT 0L S M v RS E, SRR ERE, BB R A B
(P8 = tkate, A ATTR] AR

— a notified body,
AL,
— a third-party organisation recognised by a Member State as provided for in Article 20.

55 20 ZRLSE f R A A BT = LA

To carry out these approvals the third party must perform examinations and tests as set out in
the appropriate harmonised standards or equivalent examinations and tests or shall have them
performed.

AT FERGR A, B =7 AR S ) R b R, BE AT R B R, el SR g
Wit .

3.1.3. Non-destructive tests

3.1.3, AL

For pressure equipment, non-destructive tests of permanent joints shall be carried out by
suitable gualified personnel. For pressure equipment in categories lll and IV, the personnel shall
be approved by a third-party organisation recognised by a Member State pursuant to Article 20.
MR E B, MR EIE R G i A R R AR S AT o tREl. 6T FE, v RS
BF, WA G REEE 5 20 SR A G AR DL RO 5 =7 dH 4 Atk .

3.1.4. Heat treatment

3.1.4, b

Where there is a risk that the manufacturing process will change the material properties to an
extent which would impair the safety of the pressure equipment, suitable heat treatment shall be
applied at the appropriate stage of manufacture.

4 17 A L P 2 SRR SR bR ISRy, BRI AT L6 e A, 38 20
il B B s 5 (AL B

3.1.5. Traceability
3.1.5. AliE#E
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Suitable procedures shall be established and maintained for identifying the material making up
the components of the equipment which contribute to pressure resistance by suitable means
from receipt, through production, up to the final test of the manufactured pressure equipment.
7 BRI ER AT SIE MIAR T, MBI, B 13 i ) He A7 8 e im 2 B By, il
W7k, s O 4R B TR T A A AR

3.2. Final assessment
3.2, HAEEE
Pressure equipment shall be subjected to final assessment as described below.

He J3 ¥ & BEHEAT 0T B i B T

3.2.1. Final inspection

3.2.1, R

Pressure equipment shall undergo a final inspection to assess visually and by examination of the
accompanying documents compliance with the requirements of this Directive. Test carried out
during manufacture may be taken into account. As far as is necessary on safety grounds, the final
inspection shall be carried out internally and externally on every part of the equipment, where
appropriate in the course of manufacture (e.g. where examination during the final inspection is
no longer possible).

FE A Vs BT i 2K 5, BAEAT B VRN S B & A48 S ZR N s 02t . AT LB B
i i P AT B A TS, eI Rk, BRI TERIS R, AR
IR F SR ERREA TR B (i, AN AT BEFE B 2R B Fa A A s L)

3.2.2. Proof test

3.2.2. i

Final assessment of pressure equipment shall include a test for the pressure containment aspect,
which will normally take the form of a hydrostatic pressure test at a pressure at least equal,
where appropriate, to the value laid down in point 7.4.

s 73 Vs p 20T S I B A% e 8 P R T T e, — R IR RO, (B2 5 7.4 siil
H A R AT A K R W

For category | series-produced pressure equipment, this test may be performed on a statistical
basis.

W TV B A e BRI, RN LUTE S o SRl b ET .

Where the hydrostatic pressure test is harmful or impractical, other tests of a recognised value
may be carried out. For tests other than the hydrostatic pressure test, additional measures, such
as non-destructive tests or other methods of equivalent validity, shall be applied before those
tests are carried out.

LA RN FaAA U SEERI, af BT JLAR DA AT R0 6 Bk 2 7 He i 8 1)
ShASR, WAEBER R R B A RO, K R R AT AT -

3.2.3. Inspection of safety devices
323, WA EELG
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For assemblies, the final assessment shall also include a check of the safety devices intended to
check full compliance with the requirements referred to in point 2.10.

A, BREFTR M AR TEsEEAE, HNE TR A 2SS 4aHEE 210
FER.

3.3. Marking and labelling

3.3, BRI FIbR%E

In addition to the CE marking referred to in Articles 18 and 19 and the information to be provided
in accordance with Article 6(6) and Article 8(3), the following information shall be provided:

B T ESS 18 SR AIEE 19 R THE B CE bRl AR S 6 SR EE (6) FURIST 8 JREE (3) AR
FRELMETRL, EREHE R R G

(a) for all pressure equipment:
(a) XA it
— the year of manufacture,
—— IS A,
identification of the pressure equipment according to its nature, such as type, series or batch
identification and serial number,
HRAEHE /i te i, S, RISEHEERAFE S, TR
— essential maximum/minimum allowable limits.

ARG EA AT () PR

(b) depending on the type of pressure equipment, further information necessary for safe
installation, operation or use and, where applicable, maintenance and periodic inspection such
as:
(b) IR A iyRA, Fydedede, BEEH, UM REBfE Cangi) pr
H A HE— B .
the volume V of the pressure equipment in L,
—EEENER v, H LR
the nominal size for piping DN,

—— il A PR AR DN,
— the test pressure PT applied in bar and date,
—— il E Ay P, A Bar At H 3,
— safety device set pressure in bar,

A EH I EIE S, H Bar &R,
— output of the pressure equipment in kW,

R & TR, H kw 2R,
— supply voltage in V (volts),

i, v (RE5) R,
— intended use,
—— T i,
— filling ratio kg/L,
—— ik, F kg/L#R,

maximum filling mass in kg,
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e NIRRT R, H kg 4,
— tare massin kg,
HiE, H kg %,
— the fluid group.
—— i A .

(c) where necessary, warnings fixed to the pressure equipment drawing attention to misuse
which experience has shown might occur.

() fEAbBERT, [ AL e Ay oty LR85, R 20 50 s T e 207 A (13 A

The information referred to in points (a), (b) and (c) shall be given on the pressure equipment or

on a dataplate firmly attached to it, with the following exceptions:

soCa)s (b) A Co) JRBIMAE BLRIAE e Ayl 4 sl i fE Uk 2 L AOsaRi s, BR T LU B4k

— where applicable, appropriate documentation may be used to avoid repetitive marking of
individual parts such as piping components, intended for the same assembly,
Al E AR R E Y, R R T FEA AR G iEgE) TE kRS,

where the pressure equipment is too small, e.g. accessories, this information may be given on
a label attached to that pressure equipment,

— NN CEEE) AR, %5 BT TE R TR R S i hR R L

— labelling or other adequate means may be used for the mass to be filled and the warnings
referred to in point(c), provided it remains legible for the appropriate period of time.

—— A TEIE 2 A (6] Y OR KR, SRR B AR 80T i BT e e S () BT R

3.4. Operating instructions
3.4, #AEULE
{(a) When pressure equipment is made available on the market, it shall be accompanied, as far as
relevant, with instructions for the user, containing all the necessary safety information relating to:
(a) IR s feridapiiimmy, BEPH H P B MO0, BF LU AT G
ZER:
— mounting including assembling of different pieces of pressure equipment,
——4 %, PR S A
— putting into service,
—RNIEAT,
use,
—1E M,
— maintenance including checks by the user.

—— 440, BRI PR

{(b) Instructions shall cover information affixed to the pressure equipment in accordance with
point 3.3, with the exception of serial identification, and shall be accompanied, where
appropriate, by the technical documents, drawings and diagrams necessary for a full
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understanding of these instructions.
(b) BHIRGEEE 3.3 SPTIRMIME L i b, BRT RS DAMOE R, FHRERE I L
KR B IX S B P O BRSO AR R,

(c) If appropriate, these instructions shall also refer to risks arising from misuse in accordance
with point 1.3 and particular features of the design in accordance with point 2.2.3.

Co) DT AE 2 ) o, b ARt i A R 1 0 1.3 AR AR Rl 2.2.3 Fiad i sy
P IR

4. MATERIALS

4, HE

Materials used for the manufacture of pressure equipment shall be suitable for such application
during the scheduled lifetime unless replacement is foreseen.

FH il He 0 v 2 B B RHE £ P 25 dr A A F T8 0L, BRARA W] LAY BE

Welding consumables and other joining materials need to fulfil only the relevant requirements of
points 4.1, 4.2(a) and the first paragraph of point 4.3, in an appropriate way, both individually and
in a joined structure.

To i A ST SR R A ), SRR AR L A R U DAUE S 7 2, e R 41, 4.2()
a3 5B E R,

4.1. Materials for pressurised parts shall:
4.1, 2R
(a) have appropriate properties for all operating conditions which are reasonably foreseeable and
for all test conditions, and in particular they should be sufficiently ductile and tough. Where
appropriate, the characteristics of the materials shall comply with the requirements of point 7.5.
Moreover, due care should be exercised in particular in selecting materials in order to prevent
brittle-type fracture where necessary; where for specific reasons brittle material has to be used
appropriate measures shall be taken;

Ca) AAT A (WG 2 B ol £ L7000 A B P T Do A A il o R ik i, R RLRAT 2
BRI REREMERTIE . AT LA, FOEMERERIAT &8 7.5 )EVER . JEAh, TEIEFRAELR ML
FERER, BTl REE R, R R A F AT AR, R 2 4

(b) be sufficiently chemically resistant to the fluid contained in the pressure equipment; the
chemical and physical properties necessary for operational safety shall not be significantly
affected within the scheduled lifetime of the equipment;

(b X He Jpis & vh BT i e L 85 it (4 22 i itk s S dE 2o 4 P b W P 22 R B4 i
TV TRy WA 2= f B &1L,

(c) not be significantly affected by ageing;
(e) A% R3E FEiuim,

(d) be suitable for the intended processing procedures;
Cd) i F T T Ak 2R 1
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(e) be selected in order to avoid significant undesirable effects when the various materials are put

together.

(e) (HHE) MLHE, MG & FPPRNEE 4 B E A R,

4.2. The pressure equipment manufacturer shall:
4.2, 7 o i) i
(a) define in an appropriate manner the values necessary for the design calculations referred to in
point 2.2.3 and the essential characteristics of the materials and their treatment referred to in
point 4.1;

Ca) LL&E 277 30E LA 2.2.3 3BV S AU E AILE 4.1 PIE B R A BE AN
LSS T

(b) provide in his technical documentation elements relating to compliance with the materials
specifications of this Directive in one of the following forms:

(b)) TEHCRIAF AR BEHCAF S AR TR S EEm B R, FHEL Pz —&oR:

— by using materials which comply with harmonised standards,
i FE 56 W AR B ol g e
— by using materials covered by a European approval of pressure eguipment materials in
accordance with Article 15,
—— 3§55 15 AR s 2B R BT R AG A R
— by a particular material appraisal;

—— IR IR A AR R

(c) for pressure equipment in categories lll and IV, a specific assessment of the particular material
appraisal shall be performed by the notified body in charge of conformity assessment procedures
for the pressure equipment.

Cody XT3 . 5 v R E &, FE b e i B AP0 B b 2 S LA e i & &
e AT .

4.3. The equipment manufacturer shall take appropriate measures to ensure that the material
used conforms with the required specification. In particular, documentation prepared by the
rmaterial manufacturer affirming compliance with a specification shall be obtained for all
materials.

4.3, WA NlE R RCRROE S, CARRGRBTE R MM R S AR EDR . U, T
EERHEAS R R i R 2 (I HE R AT & R Y S0 .

For the main pressure-bearing parts of equipment in categories Il, Il and IV, this shall take the
form of a certificate of specific product control.

5 = OO | == 1 1 < O AV S 4 £ e R L 1 P T g 2 ST B - BT s T DA

Where a material manufacturer has an appropriate quality-assurance system, certified by a
competent body established within the Union and having undergone a specific assessment for
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materials, certificates issued by the manufacturer are presumed to certify conformity with the
relevant requirements of this point.

LR RS A A ER . B e R B AT AR ) (AR DGR Y 5 R RGIE R R, IR LRk
FFE VI, A o ATUAZ (I A HE 5 1 50X — RO S R

SPECIFIC PRESSURE EQUIPMENT REQUIREMENTS
FFR R ) A N R

In addition to the applicable requirements of points 1 to 4, the following requirements apply to
the pressure equipment covered by points 5 and 6.

BRTSE 1R 4 s RS, LUFESRIEM T3 5 5 6 il a i il

S. FIRED OR OTHERWISE HEATED PRESSURE EQUIPMENT WITH A RISK OF OVERHEATING AS
REFERRED TO IN ARTICLE 4(1)
S FARERBLH AN sUMAR E i & A 25 4 550 (1) FEEEINE A

This pressure equipment includes:
1% e 7% 4

steam and hot-water generators as referred to in Article 4{1)(b), such as fired steam and
hot-water boilers, superheaters and reheaters, waste-heat boilers, waste incineration boilers,
electrode or immersion-type electrically heated boilers, pressure cookers, together with their
accessories and where applicable their systems for treatment of feedwater and for fuel supply,
——55 4 %5 (1) FKE (b) FARBIPZEFNMAT L8, W32 SRR g
TR ERs . Aabmalr . REAGesetr . e AR ELr . TR0, E R IRIAL
AL FRES K BB EHE R R 58 (WA,

— process-heating equipment for other than steam and hot water generation falling under
Article 4(1)(a), such as heaters for chemical and other similar processes and pressurised
food-processing equipment.

B ARE (1) K (a) FAEBIMAEZRISAIKE P LU LM &, nfhs sk
Ll T2 A0 S T AR R R
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This pressure equipment shall be calculated, designed and constructed so as to avoid or minimise
risks of a significant loss of containment from overheating. In particular it shall be ensured, where
applicable, that:

T, SR e i i i, R e R e P B A R A AL .
I 175 i R 2

(a) appropriate means of protection are provided to restrict operating parameters such as heat
input, heat take- off and, where applicable, fluid level so as to avoid any risk of local and general
overheating;

(a) MRl S P de B, PETHEIS T S8 Ao BLEFESErTE AL T, it
PRRTRAS, DA G - fo] 956 e B JR) el 280 g S «

(b) sampling points are provided where required to allow evaluation of the properties of the fluid

so as to avoid risks related to deposits and/or corrosion;

(o) Syt S AT FITHE ) SRR v U T B SRV e i RO PR e 775 B i f L EURE O

(c) adequate provisions are made to eliminate risks of damage from deposits;

(e) AT HERUTBRPR 4R KBS, SREUS 43 Tlbh i b

(d) means of safe removal of residual heat after shutdown are provided;

(d) fefhmeRERcH G RMHY T

(e) steps are taken to avoid a dangerous accumulation of ignitable mixtures of combustible
substances and air, or flame blowback.

Ce) FHUEME, LA iR 4 oA =3 /U T AR 5 P fa B B L R B ok

6. PIPING AS REFERRED TO IN ARTICLE 4(1)(c)
6. HaAKE (1) FF (o) HPEMEIE

Design and construction shall ensure:

BTG TR A R

(a) that the risk of overstressing from inadmissible free movement or excessive forces being
produced, e.g. on flanges, connections, bellows or hoses, is adequately controlled by means such
as support, constraint, anchoring, alignment and pre-tension;

(a) HIISCHE, #9%, HiE. BIEMFEM T, R dEhlindese . i, HarE el
Bk, BT AR E e ah B R A A AL R 1 e AU

(b) that where there is a possibility of condensation occurring inside pipes for gaseous fluids,
means are provided for drainage and removal of deposits from low areas to avoid damage from
water hammer or corrosion;

(b) AR A E R VBRI TR, kil e 2 BRI 8E, AT MRAL 1 B R ke
B 2 BRI
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(c) that due consideration is given to the potential damage from turbulence and formation of
vortices; the relevant parts of point 2.7 are applicable;

() FHEBMHAAITE BRI A L UK. nT SR A £ 2.7 BOAH SR 7

(d) that due consideration is given to the risk of fatigue due to vibrations in pipes;

(d) 5 FE B RSN 5] RS A5 27 U 5

(e) that, where fluids of Group 1 are contained in the piping, appropriate means are provided to
isolate ‘take-off’ pipes the size of which represents a significant risk;

(e) WBVEEREZE 1 ALIRIR, BB TR DA AR 7 15 B A 2 e B A 5 A

(f) that the risk of inadvertent discharge is minimised; the take-off points shall be clearly marked
on the permanent side, indicating the fluid contained;

CF) A3 AL R ) RS AR B di s s e A ] 52— 07 AR ik I B, R R W B iR

(g) that the position and route of underground piping is at least recorded in the technical
documentation to facilitate safe maintenance, inspection or repair.

(g) M ETE ML E A ERER AR AR p, ([ i dh . K e oz,

7. SPECIFIC QUANTITATIVE REQUIREMENTS FOR CERTAIN PRESSURE EQUIPMENT
7. 5E A il LA E B SR

The following provisions apply as a general rule. However, where they are not applied, including
in cases where materials are not specifically referred to and no harmonised standards are applied,
the manufacturer shall demonstrate that appropriate measures have been taken to achieve an
equivalent overall level of safety.

AN ML AR — B . 2RI, DRl it [ R B sl A A A il br ey, Avid iz
WU, o e P SR 2 e, DAk B R M A e A KF

The provisions laid down in this section supplement the essential safety requirements of points 1
to 6 for the pressure equipment to which they apply.
AT HE i R e, (ERE 1 R 6 MEARL S ERAFN .

7.1. Allowable stresses
7.1, FoiFRih
7.1.1. Symbols

7.1.1. #%9

R ey, yield limit, indicates the value at the calculation temperature of:

Rep » FeanE T RUIRLRE T () Jei R ARE PRAT -

— the upper flow limit for a material presenting upper and lower flow limits,
——F R BT R R PR L AR

— the 1,0 % proof strength of austenitic steel and non-alloyed aluminium,

xf BCM AR &6, 1.0 %% fleod i,
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the 0,2 % proof strength in other cases.
—— HAl 5L, 0.2%0) i M 5E

R w20 indicates the minimum value of the ultimate tensile strength at 20 °C.

R mizo 2275 L 20°C I $30 5 B A e /M-

R i designates the ultimate tensile strength at the calculation temperature.

R e F0TE TH SR B B LS SR L

7.1.2. The permissible general membrane stress for predominantly static loads and for
temperatures outside the range in which creep is significant shall not exceed the smaller of the
following values, according to the material used:

7.1.2 0T A EE TR0 R A P A 0 R R AP AR SL WA AT A AR, — AR R
A R S ) M E -

— in the case of ferritic steel including normalised (normalised rolled) steel and excluding
fine-grained steel and specially heat-treated steel, 2 /3 of R and 5/ 12 of R /20,

—— PR E AR, GAEIEK GEAELED W, ARiEamib Shr Rk e B, 2 / 3
(] Rep %5 /12 9 R y0s

in the case of austenitic steel:
—— 0 B
— if its elongation after rupture exceeds 30 %, 2 / 3 of R .
—— R RS T 30%, 2/3 M1 R,
— or, alternatively, and if its elongation after rupture exceeds 35 %, 5/ 6 of R,sand 1/ 3 of R

mjt e

——l A, WL R 35%, S/6 1T Rx K 3/ 1 R e

— in the case of non-alloy or low-alloy cast steel, 10 / 19 of R.sand 1 /3 of R a0,

AR SRR &, 10/ 19 09 RepEX 1/ 3 B R mp2o

— in the case of aluminium, 2 / 3 of R.p,

__!f-l_x-.l.%gn 2 {' 3 E’] Rejtj

— in the case of aluminium alloys excluding precipitation hardening alloys 2 / 3 of Ry and 5/ 12
Of R I‘|1,|"2|3 .

A AOIEEEE G &S S, 2/3 B Ren B 5 /12 I R 0.

7.2. Joint coefficients
7.2, TSk R

For welded joints, the joint coefficient shall not exceed the following values:

RSk, Bk RO R AU

for equipment subject to destructive and non-destructive tests which confirm that the whole
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series of joints show no significant defects: 1,
—— W& R TR AR AT, A RS B G, 1,
for equipment subject to random non-destructive testing: 0,85,
—— & R TR I 0,85,
— for equipment not subject to non-destructive testing other than visual inspection: 0,7.

— & A T EmElsE R 0,7,

If necessary, the type of stress and the mechanical and technological properties of the joint shall
also be taken into account.

A, R ER N R IR L S 2 A

7.3. Pressure limiting devices, particularly for pressure vessels

7.3, IRAMRGIRE, FH2EE S

The momentary pressure surge referred to in point 2.11.2 shall be kept to 10 % of the maximum
allowable pressure,

5 2.11.2 SHR IR0 S B, RITERORRIT R 109%2 4.

7.4. Hydrostatic test pressure

7.4, WS H RS e

For pressure vessels, the hydrostatic test pressure referred to in point 3.2.2 shall be no less than
either of the following:

5 3.2.2 R BIAYHE E B K e T MEAS N T BURAE

— that corresponding to the maximum loading to which the pressure equipment may be subject
in service taking into account its maximum allowable pressure and its maximum allowable
temperature, multiplied by the coefficient 1,25,

i I HE ) 15 4 6 £ FH o ol B 52 B B o5 R RO FovF I R B SRR, e
LA 5% 1,25,

— the maximum allowable pressure multiplied by the coefficient 1,43, whichever is the greater.

—— NV AR L R 1,43, DI k.

7.5. Material characteristics
7.5, BEERE

Unless other values are required in accordance with other criteria that shall be taken into
account, a steel is considered as sufficiently ductile to satisfy point 4.1(a) if, in a tensile test
carried out by a standard procedure, its elongation after rupture is no less than 14 % and its
bending rupture energy measured on an ISO V test-piece is no less than 27 J, at a temperature
not greater than 20 *C but not higher than the lowest scheduled operating temperature.

B AR AT Hofth iz =BG R M 5 B ARSI, O SRAE bt AP SRR AT A0 e ey, I 5 il e 2 R
T 14%, BEREANT 2000, AmTHRCEERFERERZSF, #150 it v 2ilHE
002 gy B AR AR T 27 0 B, AT SR 05 00 AL R 1 e 4.1(a) AR .
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ANNEX 11

3

CONFORMITY ASSESSMENT TABLES
AR

1. The references in the tables to categories of modules are the following:

1. 7ERTEI T AFHIE R

I | = | Module A
A

Il | = | Modules A2, D1, E1
fizl, A2, D1. E1

Il | = | Modules B (design type) + D, B (design type) + F, B (production type) + E, B (production
type) + C2, H
izl B G4 +0, B GEFAED +F. B (2B +E. B (ZE/H) +C2, H

IV | = | Modules B (production type) + D, B (production type) + F, G, H1
e (ErR) +D, B (R +F, G, H

2. The safety accessories defined in point 4 of Article 2, and referred to in Article 4(1)(d), are
classified in category IV.

2, (ESE 2650 4 e L, BLRREE 4 &% (1) 3GHE (d) A ATIRMmE i, ok
v,

However, by way of exception, safety accessories manufactured for specific equipment may be
classified in the same category as the equipment they protect.

s, AT, R B I N P A T R A Y R 2K

3. The pressure accessories defined in point 5 of Article 2, and referred to in Article 4(1)(d), are
classified on the basis of:

3. fE5 2 /5 5 mE S 4K (1) B3GR (d) P BT a MM A1 B4, MR B R 428

— their maximum allowable pressure PS,
—— R AVFIE S Ps,
— their volume V or their nominal size DN, as appropriate,
—— B v B 5 E 1) A FR E A DN,
the group of fluids for which they are intended.
— B IR AR R .

The appropriate table for vessels or piping is to be used to determine the conformity assessment
category.
3 1 7 ol I 1 A P SR S S VR S 2

Where both the volume and the nominal size are considered appropriate in the second indent of
the first subparagraph, the pressure accessory shall be classified in the highest category.
HERMAFLERA BN E S 1 BGE 2 950, e A BF R R oy e s 2
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4. The demarcation lines in the following conformity assessment tables indicate the upper limit
for each category.

4, FHEMEEVEE R PR A 2 .
PS
(bar) A

10000 —

1000

50 —
25 =

10—

1=

0.5

T 1 T T T >
0,1 1 10 50 100 400 2000 w000 V(L)

Table 1
*1

Vessels referred to in Article 4(1)(a)(i), first indent

55 4 (1)@ 1 RATIRM A

Exceptionally, vessels intended to contain an unstable gas and falling within categories | or Il on
the basis of table 1 shall be classified in category IIl.

ok, A AT S A ROE UM, HER 1 Bk Bl e 580 i, BRI 2] .
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PS
(bar) A

10000 —
PS=3000

1000

PS=1000

200 —

V=1

Article 4, paragraph 3

B NG \ @ ps=05

0.5

0.1 1 10 100 400 1000 w000 V(L)

Table 2
#2

Vessels referred to in Article 4(1){a)(i), second indent

4 ZB(1)&)0)1H 2 BEFTIR I 4

Exceptionally, portable extinguishers and bottles for breathing equipment shall be classified at
least in category IIl.

CUBLTRR U R W S o 2 B R 8% & 1R VA e 1B et TS
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PS

(bar) A
10000 —
11 @
1000 — -
500 =500
200 —
50— ®
bl PS=10
Article 4, paragraph 3 (D
71—
PS=0,5
0.5
»
| T | | I
0.1 1 10 100 400 1000 woo0 V(L)
Table 3
%3

Vessels referred to in Article 4(1)(a)(ii), first indent

B4 FB(E@NTE 1 BT A
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PS

(bar) A
10000 —
L=
® 3 ©
PS=1000
1000
g PS=500
500 —
100 —
. PS=10
Article 4, paragraph 3
1
- PS=0,5
0.5
l 1 I | | >
0.1 1 10 20 100 1000 io000 V(L)
Table 4
4

Vessels referred to in Article 4(1)(a)(ii}, second indent

55 4 FEAB ()i 2 B AT A A

Exceptionally, assemblies intended for generating warm water as referred to in the second
subparagraph of Article 4(2), shall be subject either to an EU-type examination (Module B —
design type) with respect to their conformity with the essential requirements referred to in
points 2,10, 2.11, 3.4, 5(a) and 5(d) of Annex I, or to full quality assurance (Module H).

sk, B4 FHEQ)FE 2 BRI T A oK IEH e R & 3 2,10, 211,
3.4, 5(a)ffl 5(d) WA E A TR EU BRI (IS B—iRi B, BlATR B AHE (B
H).
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PS
(bar) A

10000 —
3000 —

Article 4,
1000 —| paragraph 3

=2

Vv

- PS=32
25

10—

PS=0.,5

0.1 1 2 10 100 400 1000 w00 V(L)

Table 5
#5

Pressure equipment referred to in Article 4(1)(b)

55 4 ZR () (b) 3 HT R I IR A i

Exceptionally, the design of pressure-cookers shall be subject to a conformity assessment
procedure equivalent to at least one of the category Ill modules.

Bl5k, AW SRR RUR T 2= ST 200 m A A — 1.
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PS

(bar) A
ud
Article 4, ) -,8;
1000 —{ paragraph 3 (=] =
200 —
=l @
35— S \&
'Q;.#’ :ka
10 B Vo
8 2
wl ¥
= -
Q Q
1 —
® PS=0,5
0.5
| | |
0.1 1 25 100 350
Table 6
%6

Piping referred to in Article 4{1){c)(i), first indent

54 RN TR 1 BT R EIE

Exceptionally, piping intended for unstable gases and falling within categories | or Il on the basis
of Table 6 shall be classified in category III.
b, BT A AT S, HETER 6 Henth B oy 250 1 51 0 i, R R A 2 .
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PS

(bar) A
1000 — =
Sl 2 &
a|l o] o @
100 —
35 _|
31,257
20 —
10—
Article 4, paragraph 3
j_.
PS=0,5
05
| e p— | I >
0.1 1 10 32 100 250 1000 10000 DN
Table 7
7

Piping referred to in Article 4{1)(c){i), second indent
554 SRR (1)) 1 2 B TR M I

Exceptionally, all piping containing fluids at a temperature greater than 350 °C and falling within

category |l on the basis of Table 7 shall be classified in category III.

5k, FTEEREAT 3507 €, JHTEZR 7 2850 0 AT RERI S 3] .
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PS

(bar) A
Ty
& @
1000 — P
PS=500
500 —
- O,
PS=10
10—
Article 4, paragraph 3 (D
1—
PS=0,5
05
I 1 1 I 1 »>
0.1 1 10 25 100 200 1000 4000 10000 DN
Table 8
# 8

Piping referred to in Article 4(1)(c)(ii), first indent
5 4 () (i) 1 B ATREIE
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PS

(bar) A
8 ®
1000 —] 3
| PS=500

100 — ®

25— £

iy "'z;k\ PS=10

Article 4, paragraph 3

1=

PS=0.5

0.5

1 1 | I >
0,1 1 10 100 200 5001000 4000 10000 DN
Table 9
#2 9

Piping referred to in Article 4(1)(c)(ii), second indentE
5 4 A () (i) 1 2 B ATREIE
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ANNEX 111

7=

CONFORMITY ASSESSMENT PROCEDURES
TR

The obligations arising from the provisions on pressure equipment in this Annex also apply to
assemblies.

AR Bt 7 Xk T 9 8 4 (R 7 A ) S 55 R T AL 1

1. MODULE A: (INTERNAL PRODUCTION CONTROL)
1, FEEC A CAERAE =i

1. Internal production control is the conformity assessment procedure whereby the manufacturer
fulfils the obligations laid down in points 2, 3 and 4, and ensures and declares on his sole
responsibility that the pressure equipment concerned satisfy the requirements of this Directive.
1. AR PR R E T R S 2. 3 04 S0 S0, TR R E AN TS 0 S
AAE S EORME— DR SR ER .

2. Technical documentation

2. HARIAF

The manufacturer shall establish the technical documentation. The technical documentation shall
make it possible to assess the conformity of the pressure equipment to the relevant
requirements, and shall include an adequate analysis and assessment of the risk(s). The technical
documentation shall specify the applicable requirements and cover, as far as relevant for the
assessment, the design, manufacture and operation of the pressure equipment. The technical
documentation shall, wherever applicable, contain at least the following elements:

i) 25 9 ) 5 B AN S o BRSO RERT DAV E H I g O A S BRI G 7 A Y DA
SRUTAEE . BRSO R eI A R, IR R A OCAY E R & RIERRIE.
FASCHF R, 20T uE:

— a general description of the pressure equipment,
—— R /il & KA
— conceptual design and manufacturing drawings and diagrams of components, sub-assemblies,
circuits, etc.,
—— WS T AN i AR R AR RS,

descriptions and explanations necessary for an understanding of those drawings and
diagrams and the operation of the pressure equipment,

Sy o T AR R R A s 0 4 BT G 0 3 A
— a list 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 a description of the solutions
adopted to meet the essential safety requirements of this Directive where those harmonised
standards have not been applied. In the event of partly applied harmonised standards, the
technical documentation shall specify the parts which have been applied,
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AR A 5| F DL RAER B 7 A4 B 1 W IR AR AE A 5122, JF 48R A SR IR LAl A2 iR
PRI A BRI, AR SRR L BRI . B A AR e, BA SR R W
S 34
— results of design calculations made, examinations carried out, etc.,

—— AR AR, T RS,
— test reports.
—— R

3. Manufacturing

3. ik

The manufacturer shall take all measures necessary so that the manufacturing process and its
monitoring ensure compliance of the manufactured pressure equipment with the technical
documentation referred to in point 2 and with the requirements of this Directive.

1135 T I SR D) A B, R T B ) e T A P R R L e R R 5 2
R EA S AR S IER,

4, CE marking and EU declaration of conformity

4, CE bRl 5 R HFF & e B

4.1. The manufacturer shall affix the CE marking to each individual pressure equipment that
satisfies the applicable requirements of this Directive.

4.1, HE MR A4S HE RS E ik I CE BRiR.

4.2. The manufacturer shall draw up a written EU declaration of conformity for the pressure
equipment model and keep it together with the technical documentation at the disposal of the
national authorities for 10 years after the pressure equipment has been placed on the market.
The EU declaration of conformity shall identify the pressure equipment for which it has been
drawn up.

4.2, TER Rt fa, i A E N AR R AR BRI, R R R S ] —
FHE YRR B A SR A U SRR FRAF 10 15, B RG4S W R W o 24 5 75
I A1

A copy of the EU declaration of conformity shall be made available to the relevant authorities
upon request.

2R AR SCHLABER,  SROERK B R & v A I R A

5. Authorised representative
5. R
The manufacturer’s obligations set out in point 4 may be fulfilled by his authorised representative,

on his behalf and under his responsibility, provided that they are specified in the mandate.

55 4 s E I At S5 AT TEREAL PR BUE , th i A B LR R A I E A 07 5T T AT .

2. MODULE A2: INTERNAL PRODUCTION CONTROL PLUS SUPERVISED PRESSURE EQUIPMENT
CHECKS AT RANDOM INTERVALS

2. MR A2: AR Pl B L e A 1 M P A 15 6 i
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1. Internal production control plus supervised pressure equipment checks at random intervals is
the conformity assessment procedure whereby the manufacturer fulfils the obligations laid down
in points 2, 3, 4 and 5, and ensures and declares on his sole responsibility that the pressure
equipment concerned satisfy the requirements of this Directive.

1, PERA P+ R PRI PR A TR iR S R f e SRR T, LG R LE 2. 3. 4
A5 S LS, FERRORANE AT T VP B e ) R R AR A BRI — SRR SR E TR T

2. Technical documentation

2. feATCA

The manufacturer shall establish the technical documentation. The documentation shall make it
possible to assess the conformity of the pressure equipment with the relevant requirements, and
shall include an adequate analysis and assessment of the risk(s). The technical documentation
shall specify the applicable requirements and cover, as far as relevant for the assessment, the
design, manufacture and operation of the pressure equipment. The technical documentation
shall contain, wherever applicable, at least the following elements:

1 LA . E AR SO RERT DAV SE A VA RO OCEE SR, R LS 1
B o T ANVF S o BRSO RIR & I ZoR, s VF s AH R He ek it ok & A
. HATIRAES, £0a50FITE:

a general description of the pressure equipment,
—— Ik Ay R EG IR,
— conceptual design and manufacturing drawings and diagrams of components, sub-assemblies,
circuits, etc.,
——HEE R A S B E R, s, RS,
— descriptions and explanations necessary for the understanding of those drawings and
diagrams and the operation of the pressure equipment,

A fige P £ P 2 M T 5 o B T A R R R

— a list 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 safety requirements of this Directive where those harmonised
standards have not been applied. In the event of partly applied harmonised standards, the
technical documentation shall specify the parts which have been applied,
—— AR A 5] F D4 e A AR B O 2 AE I R AR HE O B, SRR IR AT SR H LA B 2 B R
PRAER AT SR . AR A IR AR . B R IR ERT, BRSOk BRI
g3l

results of design calculations made, examinations carried out, etc., and
—— W RS R, BT AR,

test reports.

—— I

3. Manufacturing
3. Wl

The manufacturer shall take all measures necessary so that the manufacturing process and its
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maonitoring ensure compliance of the manufactured pressure equipment with the technical
documentation referred to in point 2 and with the requirements of this Directive that apply to it.
i) 3 7P A I — ) A4 e, R ORI RS O PR ) W R TE B R B A, SRS 2
RSB EARSCI R R ATE 2 M E R

4. Final assessment and pressure equipment checks

4, EBEGEEME DB SN

The manufacturer shall perform a final assessment of the pressure equipment, monitored by
means of unexpected visits by a notified body chosen by the manufacturer.

I EE P S 0] e 8 g i AT B £, I P o R A AR T T LA LA S R R U B 7 AU AT
.

The notified body shall carry out product checks or have them carried out at random intervals
determined by the body, in order to verify the quality of the internal checks of the pressure
equipment, taking into account, inter alia, the technological complexity of the pressure
equipment and the quantity of production.

S PR BT P SR T, B TE R S I A (6] [ B AT P R

L, BLESUERE N A m R, HEE, R,

S E A RS R

During its unexpected visits, the notified body shall:
TEFARFEU ), 2 2 HLE R

— establish that the manufacturer actually performs final assessment in accordance with point
3.2 of Annex .

—— B 1 A S AR Y 1 5B 3.2 ST BV

take samples of pressure equipment at the manufacturing or storage premises in order to
conduct checks. The notified body assesses the number of items of equipment to sample and
whether it is necessary to perform, or have performed, all or part of the final assessment of the
pressure equipment samples.
——(EHE B 7 A ) SR R R AT A . R A RV R ) Al R
B e A BT (aC#ET) Ailaliil o 1A e 0 i 1 B 201 .

The acceptance sampling procedure to be applied is intended to determine whether the
manufacturing process of the pressure equipment performs within acceptable limits, with a view
to ensuring conformity of the pressure equipment.

FAHh PR 1Y B R A 0 & e R R v IR T R VF I B w1 VE
At

Should one or more of the items of pressure equipment or assembly not conform, the notified
body shall take appropriate measures.

MR —AREAE S F IS E, 25 HURCREGE M B E .
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The manufacturer shall, under the responsibility of the notified body, affix the notified body's
identification number during the manufacturing process.

I e 2 LR G T, FERE DR I A SRR .

5. CE marking and EU declaration of conformity
5. CE briR HRCE T &1 3
5.1. The manufacturer shall affix the CE marking to each individual pressure equipment that

satisfies the applicable requirements of this Directive.

5.1+ il 5 i L A AR 40 Y Z R B — AN A i B0 L cE $iil.

5.2. The manufacturer shall draw up a written EU declaration of conformity for the pressure
equipment model and keep it together with the technical documentation at the disposal of the
national authorities for 10 years after the pressure equipment has been placed on the market.
The EU declaration of conformity shall identify the pressure equipment for which it has been
drawn up.

5.2, TEEEHANTHG, $EmR R E A BN LRGN &R0 E— 0
SRR AT St B, SRRSO — R RAF 10 4. RESFF-6 1% 5 B R R R R A E
B i %

A copy of the EU declaration of conformity shall be made available to the relevant authorities

upon request,

RERUROCHLS 2R, SR QLB AT SR B i 4

6. Authorised representative

6. FHftE

The manufacturer’s obligations set out in point 5 may be fulfilled by his authorised representative,
on his behalf and under his responsibility, provided that they are specified in the mandate.

55 s BB A LS R AERERCS PR ML, f Al SR AR A I A 0 T R AT

3. MODULE B: EU-TYPE EXAMINATION

3, R B: WY SRS

3.1. EU-Type examination — production type
3.1, RREAY Ak ge —

1. EU-type examination — production type is the part of a conformity assessment procedure in
which a notified body examines the technical design of the pressure equipment and verifies and
attests that the technical design of the pressure equipment meets the requirements of this
Directive.

1. R SR B0 - e R 2 S LR R AG He J  S HAGR TE, HFERIE I TR R E A T
AR ERN AR E R —

2. EU-type examination — production type shall consist of an assessment of the adequacy of the
technical design of the pressure equipment through examination of the technical documentation

and supporting evidence referred to in point 3, plus examination of a specimen, representative of
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the production envisaged, of the complete pressure equipment.
2. [ A Ak B - e T SR RS 0] 2 3 SR B R AR SRS FRUER (W A, AT IR i
R HA RS AT, E BRI SR P A ) e S R AR AR A

3. The manufacturer shall lodge an application for EU-type examination with a single notified
body of his choice.
3. A R v e 4 A B o S LA B R T e B A g

The application shall include:

% I

— the name and address of the manufacturer and, if the application is lodged by the authorised
representative, his name and address as well,

—— R AR MRE, G0 SRR SR AN, IR S R,

— a written declaration that the same application has not been lodged with any other notified
body,
——FH [ B G W A & LA AT AT 28 S AT LA ) 5 i A

— the technical documentation. The technical documentation shall make it possible to assess
the conformity of the pressure equipment with the applicable requirements of this Directive and
shall include an adequate analysis and assessment of the risk(s). The technical documentation
shall specify the applicable requirements and cover, as far as relevant for the assessment, the
design, manufacture and operation of the pressure equipment. The technical documentation
shall contain, wherever applicable, at least the following elements:

—— AR FECR SO R AT LAVESE IR 7 IR & P61 S O ER, R AL AE 7 Y AL
SrRT AV E AR T R R i IS R, SR R O R OGO R A .
TR AR, 2PEFEITT R

a general description of the pressure equipment,
—— Ik Ay R EG IR,
— conceptual design and manufacturing drawings and diagrams of components, sub-assemblies,
circuits, etc.,
——HEE R A S B E R, s, RS,

descriptions and explanations necessary for the understanding of those drawings and
diagrams and the operation of the pressure equipment,

hy T ff P R P 2 B 1 S 5 4 T G A A R R R

— a list 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 safety requirements of this Directive where those harmonised
standards have not been applied. In the event of partly applied harmonised standards, the
technical documentation shall specify the parts which have been applied,
—— AR A 5] F D4 e A AR B O 2 AE I R AR HE O B, SRR IR AT SR H LA B 2 B R
PR AT SR . AR A IR AR R . B R R, HeAR Sk BRI
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PAETEIT

results of design calculations made, examinations carried out, etc.,
—— Wi RS R, BT AT,
— test reports,
—— AR
— information concerning the tests provided for in manufacture,
—— il e R4S S
— information concerning the qualifications or approvals required under points 3.1.2 and 3.1.3
of Annex |,
—— KT 5 3.0.2 FIE 3.1.3 SHECRIIFE s ftHEE 2
the specimens representative of the production envisaged.

—— oA AR AR B

The specimen may cover several versions of the pressure equipment provided that the
differences between the versions do not affect the level of safety.
FEShTTRETE m R RS A i, (AELS Z i A RIA 2 R 2 4 S

The notified body may request further specimens if needed for carrying out the test programme;

INRRI T RIFE, AEHHETRESEREDRR,

— 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 applying other relevant technical specifications, or by another testing laboratory on
his behalf and under his responsibility.

FRAT HOEE A T8 Uy S S RIENE . AZAEE R AR A A (] F 3 SO, R R AE R S R
PRAEA G F GO0, SCRUESR A6 i ALK, o i v oA ) FLAR AR DG ER I, A&
SEEG AR B MAASS R, BT SCRSTE R, 72 5 — I Se s == A7 il

4. The notified body shall:
4, 2t BRI

4.1. examine the technical documentation and supporting evidence to assess the adequacy of the
technical design of the pressure equipment and the manufacturing procedures.

4.1, KBS HEZRATR, DL I 0808 S 2k e i R B et i 78 a0k

In particular, the notified body shall:
Oy B HLAE RERF ) <

— assess the materials where these are not in conformity with the relevant harmonised
standards or with a European approval for pressure equipment materials, and check the
certificate issued by the material manufacturer in accordance with point 4.3 of Annex |,
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PRAS AT O H I B 1 b o BRI P A5 S R E R AT B, PRI BT o 1 26 4.3 i &
A e g v 2 R PR

approve the procedures for the permanent joining of pressure equipment parts, or check that
they have been previously approved in accordance with point 3.1.2 of Annex |,
— b B R T AR A MR, B R I I 1 58 3.1.2 sk AT At kR RE
— verify that the personnel undertaking the permanent joining of pressure equipment parts and
the non-destructive tests are qualified or approved in accordance with points 3.1.2 or 3.1.3 of
Annex|.
—— SR EARAE PR I 1 3 3.1.2 2R 3.0.3 AUHEAT VT mldthiE ik AT R il & Tk AEE R
ToA M AN 7

4.2, verify that the specimen(s) have been manufactured in conformity with the technical
documentation and identify the elements which have been designed in accordance with the
applicable provisions of the relevant harmonised standards as well as the elements which have
been designed using other relevant technical specifications without applying the relevant
provisions of those standards.

4.2, Bk CHE AR S AR SO, R E IR A O B AR AR RUE BT T R, B A
FOfb ARG, 0 AT bR e & .

4.3. carry out appropriate examinations and necessary tests to check whether when the
manufacturer has chosen to apply the solutions in the relevant harmonised standards, these
have been applied correctly.

4.3, HATIE AR A AL EA I, BARE TR B i e B E W T3 AR IS R HE Y
g

4.4, carry out appropriate examinations and necessary tests to check whether, where the
solutions in the relevant harmonised standards have not been applied, the solutions adopted by
the manufacturer applying other relevant technical specifications meet the corresponding
essential safety requirements of this Directive.

A4, AR FFAH IR bR AR 7 B, TREEAT IS 2 R A A B, LR ) 2
5 A AR DG ARG, SR 2 AT 21 L P K A 2 4= R

4.5. agree with the manufacturer on a location where the examinations and tests will be carried
out.
4.5,

vl 5 ) 3 et e s

5. The notified body shall draw up an evaluation report that records the activities undertaken in
accordance with point 4 and their outcomes. Without prejudice to its obligations vis-a-vis the
notifying authority, the notified body shall release the content of that report, in full or in part,
only with the agreement of the manufacturer.

S. AGHUE RN GREHZIEE 4 RTINS EhF RS R R pEE i . AT AGEEIE
AR, AS LM ERGER FEAFRET, afailsahzfbrmng.

6. Where the type meets the requirements of this Directive, the notified body shall issue an
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EU-type examination certificate — production type to the manufacturer. Without prejudice to
point 7, the certificate shall be valid for 10 years and be renewable and shall contain the name
and address of the manufacturer, the conclusions of the examination, the conditions (if any) for
its validity and the necessary data for identification of the approved type.

6. iR ASR A TORIF, 44 E UMY IR L B R0 —— A R Hh.
ARES 7 28, RN 105, BHIES, RN EE R R 2Rk, Riegiie
A 0 T S R AT G 1 R

A list of the relevant parts of the technical documentation shall be annexed to the certificate and
a copy kept by the notified body.
FHIREEA ARG S A M A R B PRFEIE T b, 3 i A S PR AE

The certificate and its annexes shall contain all relevant information to allow the conformity of
manufactured pressure equipment with the examined type to be evaluated and to allow for
in-service control.

EF R R R & BT M CRIE R, AR bEn R & R BRI 5 & 1% vl BL LT
fii, IRFERIEH.

Where the type does not satisfy the applicable requirements of this Directive, the notified body
shall refuse to issue an EU-type examination certificate — production type and shall inform the
applicant accordingly, giving detailed reasons for its refusal. Provision shall be made for an
appeals procedure.

BTG AR S HE RN, A5G R R 5 R R B Ak e —— = AE IR
FRGEEHE A, RS mEEn B A, e VR .

7. 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 applicable
requirements of this Directive, and shall determine whether such changes require further
investigation. If so, the notified body shall inform the manufacturer accordingly.

7. AE PR T B\ CAPEM R, U AR R AT R A A A e 4 aE
HEJ( FF IR A K 2 b 75 7 B — B A 0 A N, 2 B T A 388 R e

The manufacturer shall inform the notified body that holds the technical documentation relating
to the EU-type examination certificate — production type of all modifications to the approved
type that may affect the conformity of the pressure equipment with the essential safety
requirements of this Directive or the conditions for validity of the certificate. Such modifications
shall require additional approval in the form of an addition to the original EU- type examination
certificate — production type.

3 7 I 5 BLE (Notified Body, P 4E APAVE) T CL3R7G B AR e —— 4=
FERERER S 7 S SRR S AZ R, I W RE ST AR & R i B L R ZORMFF &
P BYTE T 2 PR YA Rt o P A T T B SRR, 1 IR R B T A 0 —— = ARIE
FAIFh .

8. Each notified body shall inform its notifying authority concerning the EU-type examination
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certificates — production type 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
certificates and/or any additions thereto refused, suspended or otherwise restricted.

8. Oy MR B A A LR ST R R AU 50— P S, /el 2 A el
EIAAT AT Eh 78, FF R AR R, @ A & R E U R AT g n . 64, B
155 g A PR A

Each notified body shall inform the other notified bodies concerning the EU-type examination
certificates —production type 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 has issued.

D5 LR 7 5 e At 2 o LA T BB Y O B —— R P BE S, AT N, 454,
F el R, g EaR, S a R A CUE R e ek A

The Commission, the Member States and the other notified bodies may, on request, obtain a
copy of the EU-type examination certificates — production type and/or additions thereto. On
request, the Commission and the Member States may obtain a copy of the technical
documentation and the results of the examinations carried out by the notified body. The notified
body shall keep a copy of the EU-type examination certificate — production type, its annexes and
additions, as well as the technical file including the documentation submitted by the
manufacturer, until the expiry of the validity of the certificate.

Z e R E AU AR 2 HUH AT R A B R B A SR B —— P RN R e A, ek
AAF. Tier . BT E W SRR A S UL R BRSO AR (A5 B o B P R RE
A W Y R e —— 7 P LR S e FL P e R A SO AR RO RN AR BL B T b R A R LA TR
SO, ELEE TS O T -

9. The manufacturer shall keep a copy of the EU-type examination certificate — production type,
its annexes and additions together with the technical documentation at the disposal of the
national authorities for 10 years after the pressure equipment has been placed on the market.

9. fER A EHBETEIAG, BIEERIEA S ERERG, CAr R A U g —— 4 7=
FRUGIE 45 R FC B AR 7 SO AR 10 4.

10. The manufacturer’s authorised representative may lodge the application referred to in point 3
and fulfil the obligations set out in points 7 and 9, provided that they are specified in the
mandate.

10, REAb T Ear bR, BLEREAUCT T LT 3 GIERBIR T, JHRITES 9
R 7 s HLE 1Y 355

3.2. EU-Type examination — design type

3.2, BREARS —idih R

1. EU-type examination — design type is the part of a conformity assessment procedure in which a
notified body examines the technical design of the pressure equipment and verifies and attests
that the technical design of the pressure equipment meets the requirements of this Directive.

1. BCHR B SORG B —— VPR A FLR R S R i BT IR ) R S AR
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2. The EU-type examination — design type shall consist of an assessment of the adequacy of the
technical design of the pressure equipment through examination of the technical documentation
and supporting evidence referred to in point 3, without examination of a specimen.

2, B AR AR B —— kit 2 BRI T 3 BB SRR A, RE TR
DE R R EAR T, AR ARG

The experimental design method provided for in point 2.2.4 of Annex | shall not be used in the
context of this module.

PR 156 2.2.4 SUHIE SRS TH T EA AT Tz B

3. The manufacturer shall lodge an application for EU-type examination — design type with a
single notified body of his choice.

3 il e L A A A B 2 T HUR B B R U B —— B R

The application shall include:

1% HO A

— the name and address of the manufacturer and, if the application is lodged by the authorised
representative, his name and address as well,

—— il A AR bAE, A SR IR BN, IR A A,

— a written declaration that the same application has not been lodged with any other notified
body,
—— A B #Pe s EIHARE T A LA H = i,

the technical documentation. The technical documentation shall make it possible to assess
the conformity of the pressure equipment with the applicable requirements of the Directive and
shall include an adequate analysis and assessment of the risk(s). The technical documentation
shall specify the applicable requirements and cover, as far as relevant for the assessment, the
design, manufacture and operation of the pressure equipment. The technical documentation
shall contain, wherever applicable, at least the following elements:
—— AR FHOR SRR P] PAVESE B ) A OGRS 8 4 A0 AR B A
VERE o AR SR MR i K, HFE i VEEFOC I R e s i, Wi (e, FoR
SRR, BAEEL R

— a general description of the pressure equipment,

—— & iR & I E R

— conceptual design and manufacturing drawings and diagrams of components, sub-assemblies,
circuits, etc.,

—— AL A BE FH A E R g RS,

— descriptions and explanations necessary for the understanding of those drawings and
diagrams and the operation of the pressure equipment,
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— a list 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 safety requirements of this Directive where those harmonised
standards have not been applied. In the event of partly applied harmonised standards, the
technical documentation shall specify the parts which have been applied,

—— AR A 5] F D4 e A AR B O 2 AE I R AR HE O B, SRR IR AT SR H LA B 2 B R
PRAE i SR R AR e BRIV . B R bR, RO SO R B
g3l

— results of design calculations made, examinations carried out, etc.,

IR RIS R, 2T 0 EHIE S,
— information regarding the gualifications or approvals required under points 3.1.2 and 3.1.3 of
Annex |,

—— KT V5 3.1.2 FIE 3.0.3 A ERAD VR E sl HE (S B

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. This 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.
—Fe AT A VTR e 7 SR SRR IR . BRI B AT ] B B B0 A )2 TEAH DS P bR
HEAN Al RS0 . SCRFIEAETE L0 B N AT, ol il i 79 7E 4530 0 5 75 380 ) i ik R, B
LA 4 SO BTE T, A 55—t e == AT (0 L.

The application may cover several versions of the pressure equipment provided that the
differences between the versions do not affect the level of safety.

FEah T HETE o 2R S I ), (B 2 (Rl AN R A 2 e e 4 S

4, The notified body shall:
4, A5 PUR R
4.1. examine the technical documentation and supporting evidence to assess the adequacy of the

technical design of the product.

4.1, BAHAR AT RAEE, LU & B el AR R T i e

In particular, the notified body shall:

PNTEIRAIVESS IR

— assess the materials where these are not in conformity with the relevant harmonised
standards or with a European approval for pressure equipment materials,

—— PP AN SR C B0 0 A SR e 7 50 2 B R ) R R

— approve the procedures for the permanent joining of pressure equipment parts, or check that
they have been previously approved in accordance with point 3.1.2 of Annex .

——HEE D B T K A MR, BE R IR IR 1 36 3.1.2 sibe AT At ERRR R,
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4.2. carry out appropriate examinations to check whether where the manufacturer has chosen to
apply the solutions in the relevant harmonised standards these have been applied correctly.

4.2, HHTIENIR A, LUK B2 15 kR S R TR A A S R R A R

4.3, carry out appropriate examinations to check whether, where the solutions in the relevant
harmonised standards have not been applied, the solutions adopted by the manufacturer meet
the corresponding essential safety requirements of this Directive.

4.3, HAKMM bR HER 7 |, R TE SRR, LR ARl e T e A e S
TR R AR 22 42 B R

5. The notified body shall draw up an evaluation report that records the activities undertaken in
accordance with point 4 and their outcomes. 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.

5. 2% HLH RG] H S 4 U BEIT RVIRECR A AN ER S . FEAETASHEG
LA, AGPHRMTERER FREMET T, S s S ZiREmm .

6. Where the design meets the requirements of this Directive, the notified body shall issue an
EU-type examination certificate — design type to the manufacturer. Without prejudice to point 7,
the certificate shall be valid for 10 years and be renewable and shall contain the name and
address of the manufacturer, the conclusions of the examination, the conditions (if any) for its
validity and the necessary data for identification of the approved design.

6. IR ATE BRI, 2 S HUR N 225 i A R BB R R e —— S R HHIE TS AE
AHWHE 7 ST, ERARN 10 G, BOIWER, R ELIESL R AR,k
S5 448 A A0 S Tl VR T I RS 0 0 A .

A list of the relevant parts of the technical documentation shall be annexed to the certificate and
a copy kept by the notified body.
FHRFEA LA X N R R IR LR L, FR e 2 & HLF TR AF

The certificate and its annexes shall contain all relevant information to allow the conformity of
manufactured pressure equipment with the examined design to be evaluated and to allow for
in-service control.

R R R A & BT CRIE R, ARV bEn R & R BRI 7 & 1% vl BA T
fii, IRFERIEH.

Where the design does not satisfy the applicable requirements of this Directive, the notified body
shall refuse to issue an EU-type examination certificate — design type and shall inform the
applicant accordingly, giving detailed reasons for its refusal.

LR S AR SIEH E RN, A5 RHE 65 A RCE B A i —— 3 RE S, FFRE
R E RGN, FFVELR T AR Y A .

7. 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 applicable
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requirements of this Directive, and shall determine whether such changes require further
investigation. If so, the notified body shall inform the manufacturer accordingly.

7. AS PR T A T2k, LA CU A B2 B nT A 75 A4l 4 (13
FHZER, F PRI A IR S AR 2 73 75 B — 0 0 1 o G A () 18, 2 5 WA B o0 368 SR i 3 7

The manufacturer shall inform the notified body that holds the technical documentation relating
to the EU-type examination certificate — design type of all modifications to the approved design
that may affect the conformity of the pressure equipment with the essential safety requirements
of this Directive or the conditions for validity of the certificate. Such modifications shall require
additional approval in the form of an addition to the original EU-type examination certificate —
design type.

I P I 2 H HLE (Notified Body, WIBFE4E APAVE) AT CLERAFEE T UG 3 ——i%
THRUEAE AL S 7= S OCEER SO AIAZ R IX n BE B A G & I /i S A e 2 BRI T &
P BGIE A5 2 A A AT 80tk - X PP SR T SEA SN, 1 B I R A A — s AR
SiliE LT

8. Each notified body shall infarm its notifying autharities concerning the EU-type examination
certificates — design type 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
certificates and/or any additions thereto refused, suspended or otherwise restricted.

8. v HURIRE s R B A o PR OC T BR W B S0k 40 BT AIEYS, ARG Ok Bl
AT el b 78, HFREE el 4E Bk, B2 i E VLA R R/ ., a4,
15 Bl H: A BR 1) .

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

Sy PR B 0 At s 5 HLA T B R U B —— R TP RNE . R/ n ., dH,
FFECH AP B, A TR, R CUR A GRS R A AR AR

The Commission, the Member States and the other notified bodies may, on request, obtain a
copy of the EU-type examination certificates — design type and/or additions thereto. On request,
the Commission and the Member States may obtain a copy of the technical documentation and
the results of the examinations carried out by the notified body. The notified body shall keep a
copy of the EU-type examination certificate — design type, its annexes and additions, as well as
the technical file including the documentation submitted by the manufacturer, until the expiry of
the validity of the certificate.

ZE ey ARG EATH At 2 5 HLR AT R A 30 0 Y AR e Bt R A, Rk
FooCfE. ol OO AT ERERA A LB O BRSO R AR B S5 B . A LI R R
A Wk B A R i — T B IR 1 B JE B e b 78 SR AR, DA BB el s g 4 R R A
SO, ELEBEF A A0 e

9. The manufacturer shall keep a copy of the EU-type examination certificate — design type, its
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annexes and additions together with the technical documentation at the disposal of the national
authorities for 10 years after the pressure equipment has been placed on the market.

9. EENEFRMTTHG, BERMEX S EEVRLRE, AR R e ——i it
RUUE 5 B I B SRR RSO B AS 10 4.

10. The manufacturer’s authorised representative may lodge the application referred to in point 3
and fulfil the obligations set out in points 7 and 9, provided that they are specified in the
mandate.

10. R EAbA T Ear HihdRE, BLEREAUCT AT AT 3 GHERBIR s, JRRITES 9
R 7 s HLE 1Y 355

4. MODULE C2: CONFORMITY TO TYPE BASED ON INTERNAL PRODUCTION CONTROL PLUS
SUPERVISED PRESSURE EQUIPMENT CHECKS AT RANDOM INTERVALS
4. HRR C2: TR A 4 i+ BEAL I B ) P 7 8 e b 2 M I

1. Conformity to type based on internal production control plus supervised pressure equipment
checks at random intervals is the part of a conformity assessment procedure wherehy the
manufacturer fulfils the obligations laid down in points 2, 3 and 4, and ensures and declares on
his sole responsibility that the pressure equipment concerned is in conformity with the type
described in the EU-type examination certificate and satisfy the requirements of this Directive
that apply to it.

1. PO T P A0 AR = 5+ B AL ) ) T ) 8 e A B B i v B I — B A, il
WEELLFE 2.0 3 M4 L5, RS AT E B TTAT, A A AR e R
fr R iE SRR A dE, R LA S E I R ER .

2. Manufacturing

2. ik

The manufacturer shall take all measures necessary so that the manufacturing process and its
monitoring ensure conformity of the manufactured pressure equipment with the type described
in the EU-type examination certificate and with the requirements of this Directive that apply to
them.

3 P I AT — 7)o B P il R DR 7 ) e A0 i e B i ae i B L 1 R 4 B R A e
UEF A Fe A2 R R EER

3. Final assessment and pressure equipment checks

3, MRS A T

A notified body, chosen by the manufacturer, shall carry out checks or have them carried out at
random intervals determined by the body, in order to verify the quality of the final assessment
and of the internal checks on the pressure equipment, taking into account, inter alia, the
technological complexity of the pressure equipment and the quantity of production.

o A R A A S L, REEEAT R B ch LA B AT B (BN B, DAR IR B v e R
AV E AR AR TR, R R PR AR R A AR i R A ' A R A R

The notified body shall establish that the manufacturer actually performs final assessment in
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accordance with point3.2 of Annex 1.

SRR PR 3 1 58 3.2 2, A HFIRIE R SE PR AT IR E T E

An adequate sample of the final pressure equipment, taken on site by the notified body before
the placing on the market, shall be examined and appropriate tests as identified by the relevant
parts of the harmonised standards, andfor equivalent tests applying other technical
specifications, shall be carried out to check the conformity of the pressure equipment with the
relevant requirements of this Directive.

TESRHT 2 A, o S AL B3 i B2 08 () dp 2% T AJ Uk B i, 22308 1) B ot A o
AT BRI, R E A AR R R GRS, RO RSO AR AN

The notified body shall assess the number of items of equipment to sample and whether it is
necessary to perform, or have performed, all or part of final assessment on the pressure
equipment samples.

L& MM (Notified Body, UNBFEA4E APAVE ) [EvF s BURE 15 w404 1 Bl i LR 7 0 B0
ATEE AT A LR 23 A1 IR S AL R 2T .

Where a sample does not conform to the acceptable quality level, the body shall take
appropriate measures.

DR AT O AT RS BT R AT, B AR PR IR = 47 i

The acceptance sampling procedure to be applied is intended to determine whether the

manufacturing process of the pressure equipment performs within acceptable limits, with a view

to ensuring conformity of the pressure equipment.

T2 AT A AE ) B B2 0 502 s o i il R 75 7 U232 v [ AT, BAB ORI A i
-HES

Where the tests are carried out by a notified body, the manufacturer shall, under the
responsibility of the notified body, affix the notified body’s identification number during the
manufacturing process.

2 2 S WU BT R, A R R A L Y 48 SO TERIE I RE I B A U RE S .

4, CE marking and EU declaration of conformity
4, CE Frifl 5 RR W5 7 Al

4.1. The manufacturer shall affix the CE marking to each individual pressure equipment or
assembly that is in conformity with the type described in the EU-type examination certificate and
satisfies the applicable requirements of this Directive.

4.1, il RLAE 38 L AR 408 F BRI — AR i & s S RIS b ce bRifl. Ixebilt &
i o S 2 AR SR e i B A S AT ) 3R . .

4.2. The manufacturer shall draw up a written EU declaration of conformity for a pressure

equipment model and keep it at the disposal of the national authorities for 10 years after the
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pressure equipment has been placed on the market.
8.2, IR SNIAIG, I [ N BRI FESR , o E 7 8 & R — 4
AR R B A R R, R RAT 10 4R

The EU declaration of conformity shall identify the pressure equipment model for which it has
been drawn up.

ORGSR 5 e P A P AL 5 P A ) [ D

A copy of the EU declaration of conformity shall be made available to the relevant authorities
upon request.

Rz AHSHLF R, R S EA R A,

5. Authorised representative

5. fZHft#E

The manufacturer’s obligations set out in point 4 may be fulfilled by his authorised representative,
on his behalf and under his responsibility, provided that they are specified in the mandate,

55 4 SRR A BIE T LS rTTERERUT 4% U RLE . B iR U E A fh IR TE A £ 37 F AT .

5. MODULE D: CONFORMITY TO TYPE BASED ON QUALITY ASSURANCE OF THE PRODUCTION
PROCESS

5. R D: FET A= Fi B OHE

1. Conformity to type based on quality assurance of the production process is that part of a
conformity assessment procedure whereby the manufacturer fulfils the obligations laid down in
points 2 and 5, and ensures and declares on his sole responsibility that the pressure equipment
or assembly concerned is in conformity with the type described in the EU-type examination
certificate and satisfies the requirements of this Directive that apply to it.

1. FETA =t A R ORI 2 SRR E R N — 50, TR L S 2 R 5 sl X
%o FECRUEFN A B AH G 201 & B SR S RO R U SR LE B e, AR S E R m
RME—TT T

2. Manufacturing
2, il

The manufacturer shall operate an approved quality system for production, final product
inspection and testing of the pressure equipment concerned as specified in point 3 and shall be
subject to surveillance as specified in point 4.

i3 i AT — AN CHEHER) . AR, B AR AR A 3 A A S TR A
AR R, JERZHE 4 SR .

3. Quality system

3, MEER

3.1. The manufacturer shall lodge an application for assessment of his guality system with the
notified body of his choice for the pressure equipment concerned.
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3.1, (IR R BT R A A S BUM R L o, VRE MG iR B R R .

The application shall include:

% HE N

— the name and address of the manufacturer and, if the application is lodged by the authorised
representative, his name and address as well,
—— il i 44 BR AR, B R AU, IR I 4R Ak,
— a written declaration that the same application has not been lodged with any other notified
body,
——H [ i 35 A R g A e At 2 S5 AT LA 1) 5 T 7
all relevant information on the pressure equipment type envisaged,
—— BT A Rk A RS
— the documentation concerning the quality system,
—— iR S AR S
— the technical documentation of the approved type and a copy of the EU-type examination
certificate.

—— LA RR AR AR AR SO AN R S A A B H R A

3.2. The quality system shall ensure that the pressure equipment is in conformity with the type
described in the EU-type examination certificate and comply with the requirements of this
Directive that apply to it.

3.2, FRE RN A e R SR S b iR R R B, R A ARIE AR
IEH ER .

All the elements, requirements and provisions adopted by the manufacturer shall be
documented in a systematic and orderly manner in the form of written policies, procedures and
instructions. This guality system documentation shall permit a consistent interpretation of the
quality programmes, plans, manuals and records.

W F AT R T o . BRI E N RS H A b D ECGE . FR AR e el sk
AR EEZ R RS R THR, B R AT B AR

It shall, in particular, contain an adequate description of:

ERFREE (LUFBH) 780 ik

— the guality objectives and the organisational structure, responsibilities and powers of the
management with regard to the quality of the pressure equipment,

—— e HARAE PSR R T i R IR ST AU,

— the corresponding manufacturing, quality control and quality assurance techniques,
processes and systematic actions that will be used, particularly the procedures used for the
permanent joining of parts as approved in accordance with point 3.1.2 of Annex |,

——FHN S A IR R AR RS, feal R R R
5 3.1.2 SR AR o AOAEHER F
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— the examinations and tests that will be carried out before, during and after manufacture, and
the frequency with which they will be carried out,

——{EHE LB R AT M AR, LU s

— the quality records, such as inspection reports and test data, calibration data, reports
concerning the qualifications or approvals of the personnel concerned, particularly those of the
personnel undertaking the permanent joining of parts and the non-destructive tests in
accordance with points 3.1.2 and 3.1.3 of Annex |, etc., and

Ji R, IR T A . AR, O A RS R HE AR, AR
B 1 5 3,12 AAE 3.1.3 s, AR AMEISEACR A S, DR

— the means of monitoring the achievement of the required quality and the effective operation
of the guality system.
—— gk B A A R B R4 AU T T

3.3. The notified hody shall assess the quality system to determine whether it satisfies the
requirements referred to in point 3.2.

3.3, ANHMRGTERREER, Diife LR NLS 3.2 sk,

It shall presume conformity with those requirements in respect of the elements of the quality
systemn that comply with the corresponding specifications of the relevant harmonised standard.

ENBEFEREERMBERAERITE, FEHIPMRIRERH TR ER.

In addition to experience in quality management systems, the auditing team shall have at least
one member with experience of evaluation in the relevant pressure equipment field and pressure
equipment technology concerned, and knowledge of the applicable requirements of this
Directive. The audit shall include an inspection visit to the manufacturer’s premises.

fi 7 R R R A £ 8, W THEIBARL A AT — S R R AT R G R S SN i A
ATV E L, T RRAE S WA A R, R LA o e 1 5 BT g

The auditing team shall review the technical documentation referred to in point 3.1, fifth indent,
to verify the manufacturer’s ability to identify the relevant requirements of this Directive and to
carry out the necessary examinations with a view to ensuring compliance of the product with
those requirements.

TR AL 2 H 7 3.1 2 L B B A S, UG TERIE R AE L, TR E 1238 A SRR,
FRATLERI G, BRI E R,

The decision shall be notified to the manufacturer. The notification shall contain the conclusions
of the audit and the reasoned assessment decision.

FROE BOE RN . AR R A R S E AR ROE .

3.4. The manufacturer shall undertake to fulfil the obligations arising out of the quality system as
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approved and to maintain it so that it remains adequate and efficient.

3.4, il A S RUEEAT R PP AR &, (e GRS 2 BB I A1 2.

3.5. The manufacturer shall keep the notified body that has approved the quality system
informed of any intended change to the quality system.

3.5, il i f S 3 Rt R R AR A 40 T HLF A A B R R R AT

The notified body shall evaluate the proposed changes and decide whether the modified quality
system will continue to satisfy the requirements referred to in point 3.2 or whether a
reassessment is necessary.

L EHLE (Notified Body, N EF4E APAVE) RIiFi Sl cl, JEdvefzoUsm g R
RS 3.2 SAVECR, BUEAH LEEINEE.

It shall notify the manufacturer of its decision. The notification shall contain the conclusions of
the examination and the reasoned assessment decision.

B N3 RN P R . I R R R R S EE AP P

4, Surveillance under the responsibility of the notified body

4. ATRHUR A BT MR

4.1. The purpose of surveillance is to make sure that the manufacturer duly fulfils the obligations
arising out of the approved quality system.

4.1, B H BT R U TR R AR R R L.

4.2. The manufacturer shall, for assessment purposes, allow the notified body access to the
manufacture, inspection, testing and storage sites and shall provide it with all necessary
information, in particular:

4.2, YERVEER E N, BHRER RV ASHUREEN GG, 5. SR afe, M
REPTAE ML ERFL, 02

— the quality system documentation,
— AR R
— the quality records, such as inspection reports and test data, calibration data, qualification
reports of the personnel concerned, etc.
B CS, WEEIeR T . MRHGE . RedEEdE . HOCA REE RS .

4.3. The notified body shall carry out periodic audits to make sure that the manufacturer

maintains and applies the quality system and provide the manufacturer with an audit report. The

frequency of periodic audits shall be such that a full reassessment is carried out every three

years.

43, AN E WA, LUBRGRE R ORI ST R R, RN 4R e
Lo E HIVR R RS R Oy = AR AT I T TR .

4.4, In addition the notified body may pay unexpected visits to the manufacturer. The need for
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such additional visits, and the frequency thereof, will be determined on the basis of a visit control
systemn operated by the notified body. In particular, the following factors shall be considered in
the visit control system:

a4, MHh, A HLA e A AT A e MR T ] . BCRREAMT ) (R AN, A5 A
i lE s R AR b, W A S URER . U ) R R e 2 LR LA R R

— the category of the pressure equipment,
—— A R,
— the results of previous surveillance visits,
I SR R] prr S A
— the need to follow up corrective actions,
—— PR 20 T e ) 0
— special conditions linked to the approval of the system, where applicable,
——IE N, R R AR R R,
— significant changes in manufacturing organisation, policy or technigues.

—— I A . EOREROR R AR

During such visits the notified body may, if necessary, carry out product tests or have them
carried out in order to verify that the guality system is functioning correctly. The notified body
shall provide the manufacturer with a visit report and, if tests have been carried out, with a test
report,

FEVTE], WA, A% L (Notified Body, NEYFE4E APAVE) REHEAT= Sk, LA
USIE o e R T RIS AT o 2 T AU N [ 3 T R A U e R . SRR AT TR, R
[ES S

5. CE marking and EU declaration of conformity

5. CE briH ik B 75 1k 75 0

5.1. The manufacturer shall affix the CE marking and, under the responsibility of the notified
body referred to in point 3.1, the latter’s identification number to each individual pressure
equipment that is in conformity with the type described in the EU-type examination certificate
and satisfies the applicable requirements of this Directive.

5.1, il M R AR BT S R A AR G E S A B A 4 il ] EOR A [E e B E e
BRiR A, 7RSS 3.1 AURBIR A5 H1H (Notified Body. B FE4E APAVE) fiit . [t EHLK
Fhd.

5.2. The manufacturer shall draw up a written EU declaration of conformity for each pressure
equipment model and keep it at the disposal of the national authorities for 10 years after the
pressure equipment has been placed on the market. The EU declaration of conformity shall
identify the pressure equipment model for which it has been drawn up.

5.2, {EH S REOTH G, B i N E A SN BRSSO s R E
FE AR AT ST, JRRAF 10 47, BB &1 55 0 S BH i 5 ZEAUOE A B IS il & .

A copy of the EU declaration of conformity shall be made available to the relevant authorities
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upon request.

Rz AHSHLF R, R S EA R A,

6. The manufacturer shall, for a period ending 10 years after the pressure equipment has been
placed on the market, keep at the disposal of the national authorities:

6. fEE & i e, Ry R N PO A B S, (RAEBL T 30fF 10 4

— the documentation referred to point 3.1,
—— 5 3.1 FUEFY L
the change referred to in point 3.5, as approved,
——tnZ ki, 3 3.5 RURFIMAEE,
— the decisions and reports of the notified body referred to in points 3.3, 3.5, 4.3 and 4.4,
——7E45 3.3, 3.5, 4.3 fil 4.4 SRR A S LG O EMIR Y .

7. Each notified body shall inform its notifying authorities of the quality system approvals issued
or withdrawn, and shall, periodically or upon request, make available to its notifying authorities
the list of quality system approvals refused, suspended or otherwise restricted.

7o AT LR R 5 R oy R AU O T R B R A HEERRR], FFRDE MR A R,
AT FEHR AR R R A RIEA . B U AR5 5.

Each notified body shall inform the other notified bodies of the quality system approvals which it
has refused, suspended, withdrawn or otherwise restricted, and, upon request, of quality system
approvals which it has issued.

oy S LA R R0 A 23 T HLR L B R ERO AR . S e IR, nE R, SRl
JRCH A A R AHE .

8. Authorised representative

8. FERfLE

The manufacturer’s obligations set out in points 3.1, 3.5, 5 and 6 may be fulfilled by his
authorised representative, on his behalf and under his responsibility, provided that they are
specified in the mandate.

5 3.1, 3.5, 5F16 SRR HEIEN L ATERE T R R0E, iR RACR M IF
FEA 1 5T T REAT .

6. MODULE D1: QUALITY ASSURANCE OF THE PRODUCTION PROCESS
6. R D1: Ar=id FE b 5 BRIk

1. Quality assurance of the production process is the conformity assessment procedure whereby
the manufacturer fulfils the obligations laid down in points 2, 4 and 7, and ensures and declares
on his sole responsibility that the pressure equipment concerned satisfy the requirements of this
Directive that apply to it.

1 R P R AR 2 G R R, AR R L S 2 AL 5 4 R 7 R L5
FEARAIE N FS WA OC e ) V4% B & AR 6 AR 4 4 FH Y B R ME— BT
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2. Technical documentation

2, fEARTCF

The manufacturer shall establish the technical documentation. The documentation shall make it
possible to assess the conformity of the pressure equipment with the relevant requirements and
shall include an adequate analysis and assessment of the risk(s). The technical documentation
shall specify the applicable requirements and cover, as far as relevant for the assessment, the
design, manufacture and operation of the product. The technical documentation shall, wherever
applicable, contain at least the following elements:

1) e N R L AR S o SR SO R AT DAVE S A v 7 S SR, DL AR 78 43 1 A
G A T FIPESE o HAR SO R S R, R T B A SRR A I i
{E. HEARTCHRAREN, EAMEFLIF TR,

— a general description of the pressure equipment,
— i KR,
— conceptual design and manufacturing drawings and diagrams of components, sub-assemblies,
circuits, etc,,
SEE AL s EHAaR R, A, BB,

— descriptions and explanations necessary for an understanding of those drawings and
diagrams and the operation of the pressure equipment,
—— R PR P R AN [ e T AR A e 0 I o ROl A e

a list 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 safety requirements of this Directive where those harmonised
standards have not been applied. In the event of partly applied harmonised standards, the
technical documentation shall specify the parts which have been applied,
—— 4 E a4 5| Bl C 8 R R R T 7 28 S R AR 00 313, JF4 iR B RHL LA 2 B iR
PRAEBCH BRI AR AR & 2 BRI 3. W R B AR, AR SCAF R 4 B
FH R4y
— results of design calculations made, examinations carried out, etc., and

Wi RS R, BT A RHIE S,
— test reports.

—— iR

3. The manufacturer shall keep the technical documentation at the disposal of the relevant
national authaorities for 10 years after the pressure equipment has been placed on the market.

3. ER SR fn, T3S LA P 50 M AR B S SR B S 10 4.

4. Manufacturing

4, #HiliE

The manufacturer shall operate an approved quality system for production, final product
inspection and testing of the pressure equipment concerned as specified in point 5, and shall be
subject to surveillance as specified in point 6.

I S AT A CHEHER T A7, e A e A 5 5 S4B e S I R R,
FERARS 6 g5z FE .
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5. Quality system

5. kR

5.1. The manufacturer shall lodge an application for assessment of his quality system with the
notified body of his choice for the pressure equipment concerned.

5.1, il i i ) FL PR SR A o AL SR R R, TRE MR IR iR AR &

The application shall include:

1% HO A

— the name and address of the manufacturer and, if the application is lodged by the authorised
representative, his name and address as well,
—— il i 44 BR AR, B R AU, IR I 4R Ak,
— a written declaration that the same application has not been lodged with any other notified
body,
——HH ] A P W R 22 A AT AT HAth 20 5 A LA ) 5 T A
all relevant information on the pressure equipment type envisaged,
—— BT KRR S ERRE R,
the documentation concerning the quality system,
—— R RS
the technical documentation referred to in point 2.

—— 5 2 IR BIEBOR

5.2. The quality system shall ensure compliance of the pressure equipment with the
requirements of this Directive that apply to it.

5.2, AR R PLRR O 7Bl i S AR S ad F 2K

All the elements, requirements and provisions adopted by the manufacturer shall be
documented in a systematic and orderly manner in the form of written policies, procedures and
instructions. This quality system documentation shall permit a consistent interpretation of the
quality programmes, plans, manuals and records.

i AT R R T o & . BRI N R g A P AR O . FE AR B aan .
AR SR R R E, HRL TR R BRI

It shall, in particular, contain an adequate description of:

‘ERFREm (CURIH) 78t

— the quality objectives and the organisational structure, responsibilities and powers of the
management with regard to the quality of the pressure equipment,

—— G H AR B A SRR . Je T He i B B E s AR

— the corresponding manufacturing, quality control and quality assurance techniques,
processes and systematic measures that will be used, particularly the procedures used for the
permanent joining of parts as approved in accordance with point 3.1.2 of Annex |,

125



PR RGBT AT R ARE R AR . FRERURHE A RT3 MR =
55 3.1.2 AU T A AR i At HERE

— the examinations and tests that will be carried out before, during and after manufacture, and
the frequency with which they will be carried out,

——ERE AT PR AT AR A A, LA R SRR,

— the quality records, such as inspection reports and test data, calibration data, reports
concerning the qualifications or approvals of the personnel concerned, particularly those of the
personnel undertaking the permanent joining of parts in accordance with point 3.1.2 of Annex |,
etc.,

BRSO R . R R, GO0 N A RS R HE AR T, A AR
RS 58 3.1.2 AN 3,13 f ARFHAR AVEIBERC R AN A A,

— the means of monitoring the achieverment of the required product quality and the effective
operation of the quality system.
A Ok B 5 o R A B RS WOE AT I A k.

5.3. The notified body shall assess the quality system to determine whether it satisfies the
requirements referred to in point 5.2. The elements of the quality system which conform to the
relevant harmonised standard are presumed to comply with the corresponding requirements
referred to in point 5.2.

5.3. AW HURPEE FEAE R, DO E R GIEE 5.2 MR FFE R SCH R b e Y R
BERTEAETTEE 5.2 SPriBmMAHR ER,

In addition to experience in quality management systems, the auditing team shall have at least
one member with experience of evaluation in the pressure equipment technology concerned,
and the knowledge of the applicable reguirements of this Directive. The audit shall include an
assessment visit to the manufacturer’s premises.

o 7 R A R (£, W THEBA R A AT — A~ Bl A AT M DGR i SN I )i
ATT IV E e, T RRAE S WA K R LA 0 ke 1 5 BT R A

The auditing team shall review the technical documentation referred to in point 2 in order to
verify the manufacturer’s ability to identify the relevant requirements of this Directive and to
carry out the necessary examinations with a view to ensuring compliance of the pressure
equipment with those requirements.

HORZ AL 2 A5 2 R B EAR SO, PASRIERERTAYRE J), BESE IR A JCER, IRt
BRI, R A IR,

The decision shall be notified to the manufacturer. The notification shall contain the conclusions
of the audit and the reasoned assessment decision.

HROE NIB ARG R . JE RN A RS R S E AP e .

5.4. The manufacturer shall undertake to fulfil the obligations arising out of the quality system as
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approved and to maintain it so that it remains adequate and efficient.

5.4, & A S RUEE AT AR PP A &, e GRS 2 WE I A1 2 .

5.5. The manufacturer shall keep the notified body that has approved the quality system
informed of any intended change to the quality system.

5.5 il it fg S 30 Rt R R AR A £ T HLF A ] A R R SR AT S

The notified body shall evaluate any proposed changes and decide whether the modified quality
system will continue to satisfy the requirements referred to in point 5.2 or whether a
reassessment is necessary.

£ EHLE (Notified Body, GnBifFF4E APAVE) RIiFE Sl o, JEdvEfzoUsmmEd R
RS 3.2 SAVECR, BUEAH LEEINEE.

It shall notify the manufacturer of its decision. The notification shall contain the conclusions of
the examination and the reasoned assessment decision.

B N3 RN P R . I R R R R S EE AP P

6. Surveillance under the responsibility of the notified body

6. v B B B Y

6.1. The purpose of surveillance is to make sure that the manufacturer duly fulfils the obligations
arising out of the approved quality system.

6.1, EFAY H A0 B0 O 2 R BAT T RN R R B A Y LSS

6.2. The manufacturer shall, for assessment purposes, allow the notified body access to the
manufacture, inspection, testing and storage sites and shall provide it with all necessary
information, in particular:

6.2. 1EREEMHI, BHEERMARTEASIREEAGE . 5. WA EiE i, JFR
RETAE M BEFEL, 02

— the quality system documentation,
——Jg i R A
— the technical documentation referred to in point 2,
—— 5 2 SR RECR T,
the quality records, such as inspection reports and test data, calibration data, qualification
reports of the personnel concerned, etc.

BT, WAL . WREEE . BaEREE . MO RB SRR .

6.3. The notified body shall carry out periodic audits to make sure that the manufacturer
maintains and applies the gquality system and provide the manufacturer with an audit report. The
frequency of periodic audits shall be such that a full reassessment is carried out every three
years.

6.3, 2 G HIAG R E WA L, DABR ORI i (R S R &, i A e
R . SE VT T SR N B AR AT — A T P
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6.4. In addition the notified body may pay unexpected visits to the manufacturer. The need for
such additional visits, and the frequency thereof, will be determined on the basis of a visit control
system operated by the notified body. In particular, the following factors shall be considered in
the visit control system:

6.4, UbAh, 2 HLE DA s AT A E R A ] KRR AT IR ) SRR, A AE
Vil HME R A EAE B A SV E . Ui R R B B R R

— the category of the pressure equipment,
V& iR,

— the results of previous surveillance visits,
—— 2 i WU )k AL
— the need to follow up corrective actions,
—— R O B
— special conditions linked to the approval of the system, where applicable,
—— iGN, R T

significant changes in manufacturing organisation, policy or technigues.

—— iR . B R AR R

During such visits the notified body may, if necessary, carry out product tests, or have them
carried out, in order to verify that the quality system is functioning correctly. The notified body
shall provide the manufacturer with a visit report and, if tests have been carried out, with a test
report.

FEVT R A, B, AN HLE (Notified Body, WIFTFE4E APAVE) RiI#EfT/ ™= flllid, LA
B IE i A R AR IEAT o 2 T AU R T PR A U el R . D AR AT TR, B AR
iR

7. CE marking and EU declaration of conformity

7. CE tniH SR &k m 8y

7.1. The manufacturer shall affix the CE marking and, under the responsibility of the notified
body referred to in point 5.1, the latter’s identification number to each individual pressure
equipment that satisfies the applicable requirements of this Directive.

7.1, HIEER MNTER DR A AIE S IE R BRI E ) e B b cE BRIR AL, TEES 5.1 mifRF)
(F1 A% PLE (Notified Body, G FF4E APAVE) i F, [ EHLFZ .

7.2. The manufacturer shall draw up a written EU declaration of conformity for each pressure
equipment model and keep it at the disposal of the national authorities for 10 years after the
pressure equipment has been placed on the market. The EU declaration of conformity shall
identify the product model for which it has been drawn up.

7.2, {EH ST G, HEi NE E SR B S, SRR s R E
FE AR AT ST, JRRAF 10 47, BB &1 55 0 S BH i 5 ZEAUOE A B IS il & .

A copy of the EU declaration of conformity shall be made available to the relevant authorities
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upon request.

Rz AHSHLF R, R S EA R A,

8. The manufacturer shall, for a period ending 10 years after the pressure equipment has been
placed on the market, keep at the disposal of the national authorities:

8. fEIE & Hii e, Wi pg R P PO A B S, (RAF BL T 30fF 10 4

— the documentation referred to in point 5.1,
—— 5.1 R BRSO
the change referred to in point 5.5,
—— i 5.5 RSB,
— the decisions and reports of the notified body referred to in points 5.5, 6.3 and 6.4.
——7E% 5.5, 6.3 F 6.4 pidg )25 HLRY e FidR i

9. Each notified body shall inform its notifying authorities of the quality system approvals issued
or withdrawn, and shall periodically, or upon request, make available to its notifying authorities
the list of quality system approvals refused, suspended or otherwise restricted.

9 AT HLAIRE 5 R oy R AL O T R B R A HEERRR], R RDE MR A R,
AT FEHR AR R R A RIEA . B U AR5 5.

Each notified body shall infarm the other notified bodies of quality system approvals which it has
refused, suspended, or withdrawn, and upon request, of quality system approvals which it has
issued.

oy TR R e 0 Al 23 5 LR 0 B R e RO TR AR SR, AT EOR, O A R R
14 F bt

10. Authorised representative

10. FERLANAE

The manufacturer’s obligations set out in points 3, 5.1, 5.5, 7 and 8 may be fulfilled by his
authorised representative, on his behalf and under his responsibility, provided that they are
specified in the mandate.

% 3. 5.1, 5.5. 7 fl 8 Al BIRBIE R L R PR mEE, miib s
fi IEFEqth 0 5T AT .

7. MODULE E: CONFORMITY TO TYPE BASED ON PRESSURE EQUIPMENT QUALITY ASSURANCE
7. A E: FFEEET RS RERIER

1. Conformity to type based on pressure equipment gquality assurance is that part of a conformity
assessment procedure whereby the manufacturer fulfils the obligations laid down in points 2 and
5, and ensures and declares on his sole responsibility that the pressure equipment concerned is
in conformity with the type described in the EU-type examination certificate and satisfies the
requirements of this Directive that apply to it.

1. FEETEDE&EAERIERESGHEERFN &9, BIERlEmmes 2 AfEs
R S5, i CRUE A PR KA OC e 0 % BRAL A A WO R SR B P N ik, AR A E

129



F A SR — T4

2. Manufacturing
2. il

The manufacturer shall operate an approved quality system for the final product inspection and
testing of the pressure equipment concerned as specified in point 3 and shall be subject to
surveillance as specified in point 4.

)3t ) I AT — A B . TR A AR B AR 3 SR AR S T i
FRAER, JFRZRE 4 SERAEE.

3. Quality system

3. FA kR

3.1. The manufacturer shall lodge an application for assessment of his quality system with the
notified body of his choice, for the pressure equipment concerned.

3.1 I R AT R A S U R, PR R D R R &

The application shall include:
1% T LA
— the name and address of the manufacturer and, if the application is lodged by the authorised
representative, his name and address as well,
—— il i 44 BR AR, B R AU, IR I 4R Ak,
— a written declaration that the same application has not been lodged with any other notified
body,
——HH ] A P W R 22 A AT AT HAth 20 5 A LA ) 5 T A
— all relevant information on the pressure equipment type envisaged,
—— BT KRR S ERRE R,
the documentation concerning the quality system,
—— R RS
the technical documentation of the approved type and a copy of the EU-type examination
certificate.

—— CL At HERR AR (4 B AR SO AR S A8 AR e T A

3.2. The quality system shall ensure compliance of the products with the type described in the
EU-type examination certificate and with the applicable requirements of this Directive.

3.2, FEMRFR RN A e S R R B e b TR R 26 R — 8L S AR
iEH R,

All the elements, requirements and provisions adopted by the manufacturer shall be
documented in a systematic and orderly manner in the form of written policies, procedures and
instructions. This guality system documentation shall permit a consistent interpretation of the
quality programmes, plans, manuals and records.

IS R AT R R A o8 EORAENE W RS AT PR LB I ECE . R AR id .
AR EEZ R RS R THR, B R AT B AR
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It shall, in particular, contain an adequate description of:

BN E (LURIE ) 780 A9k

— the quality objectives and the organisational structure, responsibilities and powers of the
management with regard to product quality,

—— i B AR AV EL A AU . ST R B IR B AL ),

— the examinations and tests that will be carried out after manufacture,
P R HEAT A B AR,

— the quality records, such as inspection reports and test data, calibration data, reports
concerning the qualifications or approvals of the personnel concerned, particularly those of the
personnel undertaking the permanent joining of parts and the non-destructive tests in
accordance with points 3.1.2 and 3.1.3 of Annex |,

—— Rl ke ie s e . ke, A oe A R SR R Y, R AR
HEBE 1 2 3.1.2 SURNEE 3.0.3 A1, ARAHGK AEIERER RN R A R,

— the means of monitoring the effective operation of the guality system.

AR B i it RO AR AR S A0S AT BT

3.3. The notified body shall assess the quality system to determine whether it satisfies the
requirements referred to in point 3.2. It shall presume conformity with those requirements in
respect of the elements of the guality system that comply with the corresponding specifications
of the relevant harmonised standard.

3.3, AEHRGEE I EE R, e RS E 3.2 SER, BN E A A IR TR
WIS R RIoER, Ao bR R A R b 2K

In addition to experience in quality management systems, the auditing team shall have at least
one member with experience of evaluation in the relevant pressure equipment field and pressure
equipment technology concerned and knowledge of the applicable requirements of this Directive.
The audit shall include an assessment visit to the manufacturer’s premises.

B T I B R R AR e, T AR FE A A R R LA R S R O i RN T i
ATTMAITFELT, & 7RSS ra ] ZR, ok b A FE 0 1 B B A ke 3

The auditing team shall review the technical documentation referred to in point 3.1, fifth indent,
in order to verify the manufacturer’s ability to identify the relevant requirements of this Directive
and to carry out the necessary examinations with a view to ensuring compliance of the pressure
equipment with those requirements.

wTHALS Y A 3.1 AU LB BB AR SO, BAGAIE S B e L, B %R S LR,
AT B EATINEE, LR AT S IR,

The decision shall be notified to the manufacturer. The notification shall contain the conclusions
of the audit and the reasoned assessment decision.
O S SEIM K IE R o 30 R0 AL S R A LR S R e .
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3.4. The manufacturer shall undertake to fulfil the obligations arising out of the quality system as

approved and to maintain it so that it remains adequate and efficient.

3.4, (SR A S PR BEAT HAR PR R A, A OR A A2 NN R 2

3.5. The manufacturer shall keep the notified body that has approved the quality system
informed of any intended change to the quality system.

3.5 il A I 36 RStk o AR R B T HLASAE () e I B A R AT

The notified body shall evaluate any proposed changes and decide whether the modified quality
systemn will continue to satisfy the requirements referred to in peint 3.2 or whether a
reassessment is necessary.

A ML (Notified Body, BT FE4E APAVE) iP5 S E EL, JFdvE oS 100 &4k R
LT 3.2 IR, BUEH BEENEE.

It shall notify the manufacturer of its decision. The notification shall contain the conclusions of
the examination and the reasoned assessment decision.

" L3 3 P PR AR o N T A 5 A S R A LA

4. Surveillance under the responsibility of the notified body

4. ATHUR BT A

4.1. The purpose of surveillance is to make sure that the manufacturer duly fulfils the obligations
arising out of the approved quality system.
4.1, WEE R H R GRE R IE2CRAT T R R R L.

4.2. The manufacturer shall, for assessment purposes, allow the notified body access to the
manufacture, inspection, testing and storage sites and shall provide it with all necessary
information, in particular:

42, {ERTFENEE, ISR N RVFa S AREE . 5%, WeCRafgdf, 3R
PEOLATA ML G E, F50E:

— the quality system documentation,
—— AR R T
the technical documentation,
—— AR,
the quality records, such as inspection reports and test data, calibration data, reports
concerning the gualifications of the personnel concerned, etc.

FURCS, WETIRHR . WREEE . FEEAE. MO AR AR RS A

4.3. The notified body shall carry out periodic audits to make sure that the manufacturer
maintains and applies the quality system and provide the manufacturer with an audit report. The
frequency of periodic audits must be such that a full reassessment is carried out every three
years.
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4.3 AT BN E AT b, DL RS R GRS A SE R R R, JF i R AR i
Wi . e WIVF AT B R = AT — R R E T .

4.4. In addition the notified body may pay unexpected visits to the manufacturer. The need for
such additional visits, and the frequency thereof, will be determined on the basis of a visit control
system operated by the notified body. In particular, the following factors shall be considered in
the visit control system:

4.4, WAL, 2 E IR R Sl R AT A e R T TR . IXPREAN ) f R RN, ST
L i Ry o v s e 10 e v B ek I Ak 5 A Y P

— the category of the pressure equipment,
V& iR,

— the results of previous surveillance visits,
—— 2 [ U Ak AL
— the need to follow up corrective actions,
—— SRR TE B O

special conditions linked to the approval of the system, where applicable,
——IE I, R S AR R 1

significant changes in manufacturing organisation, policy or technigues.

—— SRS BRI .

During such visits, the notified body may, if necessary, carry out product tests, or have them
carried out, in order to verify that the quality system is functioning correctly. The notified body
shall provide the manufacturer with a visit report and, if tests have been carried out, with a test
report.

eV IME, AL E, AN (Notified Body, WIETFE4E APAVE) REIHFAT™= i, LA
Sk i B R T IEWIEAT . o PriLA R e s R O U iR . ST T, SR
i

5. CE marking and EU declaration of conformity
S. CE brifl 5 Wi B 75 & o 7 Y

5.1. The manufacturer shall affix the CE marking and, under the responsibility of the notified
body referred to in point 3.1, the latter’s identification number to each individual pressure
equipment that is in conformity with the type described in the EU-type examination certificate
and satisfies the applicable requirements of this Directive.

S.1. il i R R — AP B Y SR S A i A A A1 B BRI s e & BIG | cE
FRiR M, 655 3.1 SIRBIM A5 HLES (Notified Body. B FE4E APAVE) fidT K. M ALK
&Y.

5.2. The manufacturer shall draw up a written EU declaration of conformity for each pressure
equipment model and keep it at the disposal of the national authorities for 10 years after the
pressure equipment has been placed on the market. The EU declaration of conformity shall
identify the product model for which it has been drawn up.
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5.2, FEM BT IG, HIAERT 7R A BRI AL BRI, R I 5 8 ) 5E —
PR A SEE, R 10 . BRSO S B o 7 UL A W O Ay 6 .

A copy of the EU declaration of conformity shall be made available to the relevant authorities
upon request.

R RGROCHLA ESR, R T S rE R A

6. The manufacturer shall, for a period ending 10 years after the pressure equipment has been
placed on the market, keep at the disposal of the national authorities:

6. (EIE )& BT 5, A R A BB A B S , DRAF AT SCf 10 4

the documentation referred to point 3.1,
—— 5 3.1 RUHEBIR S
— the change referred to in point 3.5, as approved,
——IngEftitE, 3.5 RRFIRAEE,
— the decisions and reports of the notified body referred to in points 3.3, 3.5, 4.3 and 4.4,
7E55 3.3, 3.5, 4.3 fll 4.4 SIZFM A S HUTRERIR .

7. Each notified body shall inform its notifying authorities of quality system approvals issued or
withdrawn and shall, periodically or upon request, make available to its notifying authorities the
list of quality system approvals refused, suspended or otherwise restricted.

7o i HUR R RUH 20 B B HLA O T WA & AR R At AR, R B sl g ok, il
A FEH AR R A RIEL . B S PR 3 5.

Each notified body shall inform the other notified bodies of quality system approvals which it has
refused, suspended or withdrawn, and, upon request, of quality system approvals which it has
issued.

Oy 5 MU R 5 e A 2y T LR L B RAERER IR . BTEEE, sk, SOk
()7 & 44 F it

8. Authorised representative

8. fZHit#E

The manufacturer’s obligations set out in points 3.1, 3.5, 5 and 6 may be fulfilled by his
authorised representative, on his behalf and under his responsibility, provided that they are
specified in the mandate.

55 3.1, 3.5, 5 M6 SIRBIGIERE L AT ERAC PR ME . BB B A
FEAR 5T T AT

8. MODULE E1: QUALITY ASSURANCE OF FINAL PRESSURE EQUIPMENT INSPECTION AND TESTING
8+ MR E1: Jh Ay il af S # R e A 1) O & Ok

1. Quality assurance of final pressure equipment inspection and testing is the conformity
assessment procedure whereby the manufacturer fulfils the obligations laid down in points 2, 4
and 7, and ensures and declares on his sole responsibility that the pressure equipment
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concerned satisfy the requirements of this Directive that apply to it.
1, Fe kg i 224 B Rl (1) 0 B R R SR R T A2 50 2 AL, 5 4 RNUE 7 B L
FEORALEFFE B FE G ) 1 o B A R 5 A48 4 065 FH A S SRefE— T {F .

2. Technical documentation

2, PRI

The manufacturer shall establish the technical documentation. The technical documentation shall
make it possible to assess the conformity of the pressure equipment with the relevant
requirements, and shall include an adequate analysis and assessment of the risk(s) The technical
documentation shall specify the applicable requirements and cover, as far as relevant for the
assessment, the design, manufacture and operation of the pressure equipment. The technical
documentation shall, wherever applicable, contain at least the following elements:

)3 i S R LB AR S - BRSO N AT LAVESE R A ¥ 17 S DG ER, R RLAE TS 47 A
WA AT AN PESE o BRSO R E RS M EER, R VR E A SS H B i il A
. FRCARAER, EAOAFLITFEE:

a general description of the pressure equipment,
—— e A1 EGE

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

SEE AL s EHAaR R, A, BB,

— descriptions and explanations necessary for the understanding of those drawings and
diagrams and the operation of the pressure equipment,

by R RN [ e T 0 A P o O et iR R

— a list 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 safety requirements of this Directive where those harmonised
standards have not been applied. In the event of partly applied harmonised standards, the
technical documentation shall specify the parts which have been applied,

AP A 5l F DL R AR LT 7 A4 AR I W AR At £ %12, 48 T SR I LA il /22 3R
PR B BRI, ARIR SRR LRI R w R P RbRERT, SR CHE RS B
A HIER 4
— results of design calculations made, examinations carried out, etc., and
——WiHH RS R, AT R RHIESE, A

test reports.

—— I

3. The manufacturer shall keep the technical documentation at the disposal of the relevant

national authaorities for 10 years after the pressure equipment has been placed on the market.

3. {ER R e, S A T S0 M AR B S SR B S 10 4.

4. Manufacturing
4, HiE
The manufacturer shall operate an approved quality system for the final product inspection and
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testing of the pressure equipment as specified in point 5 and shall be subject to surveillance as
specified in point 6.

A S AT — A CHEAE T e = SR B AR 2 5 SR E RS R R, , R
%5 6 RAZEH .

5. Quality system
5. MR

5.1. The manufacturer shall lodge an application for assessment of his guality system with the
notified body of his choice, for the pressure equipment concerned.

5.1 il i ) H FTIR FE) 2 SHLMBRE  ER PP AR i A A

The application shall include:

1% F 7 IS LA -

— the name and address of the manufacturer and, if the application is lodged by the authorised
representative, his name and address as well,
—— i R A BRI hE, BT AR, IR AT RE 4 M,

a written declaration that the same application has not been lodged with any other notified
body,

FA ] P AT WA 78 A T H il 24 75 LR ) 15 IR R,

— all relevant information on the pressure equipment type envisaged,
——FrH A RIE D& ER NG,
— the documentation concerning the quality system,
—— i A S A ST
— the technical documentation referred to in point 2.

——55 2 FARBIM R S

5.2. The quality system shall ensure compliance of the pressure equipment with the

requirements of this Directive that apply to it.

5.2, AR R PLRR O 7Bl i S AR S ad F 2K

Under the quality system, each item of pressure equipment shall be examined and appropriate
tests as set out in the relevant standard(s) referred to in Article 12, or equivalent tests, and
particularly final assessment as referred to in point 3.2 of Annex |, shall be carried out in order to
ensure its conformity with the requirements of this Directive which apply to it.

AR T, A& R A I EAT RS 12 b BFH SShRAE R S E B, B
At 28 20 R R BEEAT B 3% 1 5 3.2 LRI EE R, LRI S AR S IS 2R

All the elements, requirements and provisions adopted by the manufacturer shall be
documented in a systematic and orderly manner in the form of written policies, procedures and
instructions. This guality system documentation shall permit a consistent interpretation of the
quality programmes, plans, manuals and records.

SR AR AR TR, ESRAEE R RS AT P DS REGE . AR e .
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AR SR R R TR T AEHL S R A B

It shall, in particular, contain an adequate description of:

ERFFREAE (LUFIH) FE 7R3

— the quality objectives and the organisational structure, responsibilities and powers of the
management with regard to the quality of the pressure equipment,
—— iR H b A B SRR L O T R s A SR B ST AL

the procedures used for the permanent joining of parts as approved in accordance with point
3.1.2 of Annex |,
FRHB IS 5 3.0.2 SHEHERY . BT AR AR o B AR R,

— the examinations and tests that will be carried out after manufacture,

—— R AT R A,

the quality records, such as inspection reports and test data, calibration data, reports
concerning the qualifications or approvals of the personnel concerned, particularly those of the
personnel undertaking the permanent joining of parts in accordance with point 3.1.2 of Annex |,
—— G, TR A R AE . REEEUE, Ao N A RS RS . R AR AR
FEBA S 1 5 3.1.2 RUFIER 3.0.3 A, ARIHAK AMERERCER NN A R,

— the means of monitoring the effective operation of the quality system.

—— IR R ST R R

5.3. The notified hody shall assess the quality system to determine whether it satisfies the
requirements referred to in point 5.2.

5.3. ANHMREEREER, Liife RS 5.2 sk,

It shall presume conformity with those requirements in respect of the elements of the quality
systemn that comply with the corresponding specifications of the relevant harmonised standard.

FFEAR IS IR AR 04 0 Bk R oo R HEE P A A R R

In addition to experience in quality management systems, the auditing team shall have at least
one member with experience of evaluation in the relevant pressure equipment field and pressure
equipment technology concerned, and knowledge of the applicable requirements of this
Directive. The audit shall include an assessment visit to the manufacturer’s premises.

BT R PR AR R LR, W THEIBA R A S R DA R A G e R AR T Ay i
ATTEEVEESL, IF TR FNE AR o 05 ) 1S 5 3 BT e e 5 .

The auditing team shall review the technical documentation referred to in point 2 in order to
verify the manufacturer’s ability to identify the relevant requirements of this Directive and to
carry out the necessary examinations with a view to ensuring compliance of the pressure

equipment with those requirements.
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WAL AL 25 A 2 AR SO, DARIERE R ARE ), B IRAR A SRR, IRt
TRBEAIGR, W0 R SIXeeER,

The decision shall be notified to the manufacturer. The notification shall contain the conclusions
of the audit and the reasoned assessment decision.

HROE NIB ARG R . JE RN A RS R S E AP e .

5.4. The manufacturer shall undertake to fulfil the obligations arising out of the quality system as
approved and to maintain it so that it remains adequate and efficient.

5.4, I RT R S OHIE AT AR IR 2R, S DR L B A R 2

5.5. The manufacturer shall keep the notified body that has approved the quality system
informed of any intended change to the quality system.

5.5 il i 2300 S T A AR 0D 2 S5 LA ] X T e AR AT 5

The notified body shall evaluate any proposed changes and decide whether the modified quality
system will continue to satisfy the requirements referred to in point 5.2 or whether a
reassessment is required.

235 HLE) (Notified Body, BT FE4fE APAVE ) i i WALl A BT 24, IR v s 45 05U Y i AR R
TR 3.2 MMESR, R ECREITE .

It shall notify the manufacturer of its decision. The notification shall contain the conclusions of
the examination and the reasoned assessment decision.

"R JR A L R R L R R R SRR A PR SR

6. Surveillance under the responsihility of the notified body
6. O3 HLKL f BT Y B

6.1. The purpose of surveillance is to make sure that the manufacturer duly fulfils the obligations

arising out of the approved quality system.

6.1, HUEFAY H 002 00 O il i 1 RAT 1 S 0 W e AR B A B L5

6.2. The manufacturer shall, for assessment purposes, allow the notified body access to the
manufacture, inspection, testing and storage sites and shall provide it with all necessary
information, in particular:

6.2, 1ENVFEMHN, FLEERN A RVT 2 S A G]E . e, WM el fe, FFR
RUPTH ML ERR, FFR:

— the quality system documentation,

—— AR R,

— the technical documentation referred to in point 2,

——5 2 G A AR S

— the quality records, such as inspection reports and test data, calibration data, qualification
reports of the personnel concerned, etc.
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BT, WAL . WREEE . BaEREE . MO RB SRR .

6.3. The notified body shall carry out periodic audits to make sure that the manufacturer

maintains and applies the quality system and provide the manufacturer with an audit report. The

frequency of periodic audits shall be such that a full reassessment is carried out every three

years,

6.3+ 2T HLAE R SE AT o, L Or il i (R R SR R AR &, JFumli i e (e
o ERIVFH R RO = E I T IR e T E P .

6.4. In addition the notified body may pay unexpected visits to the manufacturer. The need for
such additional visits, and the frequency thereof, will be determined on the basis of a visit control
system operated by the notified body. In particular, the following factors shall be considered in
the visit control system:

6.4, UbAh, 2 HLE DA s AT A E R A ] KRR AT IR ) SRR, A AE
Vil HME R A EAE B A SV E . Ui R R B B R R

— the category of the equipment,
W& R,
— the results of previous surveillance visits,
—— 2 i WU )k AL
— the need to follow up corrective action(s),
—— PR 1 ) A B
— special conditions linked to the approval of the system, where applicable,
—— iGN, R T
— significant changes in manufacturing organisation, policy or technigues.

—— iR . B R AR R

During such visits the notified body may, if necessary, carry out product tests, or have them
carried out, in order to verify that the quality system is functioning correctly. The notified body
shall provide the manufacturer with a visit report and, if tests have been carried out, with a test
report.

FEVFIRIE], WAy, A% KL (Notified Body, WIFFE4E APAVE) REHEAT ™ fhillid, LA
B IE i A R AR IEAT o 2 T AU R T PR A U el R . D AR AT TR, B AR
iR

7. CE marking and EU declaration of conformity

7. CE tiH SR B FF Sk 8

7.1. The manufacturer shall affix the CE marking and, under the responsibility of the notified
body referred to in point 5.1, the latter’s identification number to each individual item of
pressure equipment that satisfies the applicable requirements of this Directive.

7.1, BT R TR AN R DR T R I TR A B AR 4l B LR e ) g b
b CE bR, RS 5.1 IEFIM A T HLE (Notified Body, WIPTH4E APAVE) 97 |, [ E
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CIRCECTER

7.2. The manufacturer shall draw up a written EU declaration of conformity for each pressure
equipment model and keep it at the disposal of the national authorities for 10 years after the
pressure equipment has been placed on the market. The EU declaration of conformity shall
identify the pressure equipment model for which it has been drawn up.

7.2 TEEEHFAROTS G, $EmR N7 E A BRI ARG, AR &R0 E— 0
FEARCE TSRS, R 10 45, RG5O S B A 75 ZEAOE A IR R il & .
e,

A copy of the EU declaration of conformity shall be made available to the relevant authorities

upon request,

BRI 2R, SR OLEC AT SR o s A

8. The manufacturer shall, for a period ending 10 years after the pressure equipment has been
placed on the market, keep at the disposal of the national authorities:
8. TER &G )G, WG N E AL AR S, (A7 EL R S 10 4R

the documentation referred to in point 5.1,
—— % 5.1 RUREFIR LA
— the change referred to in point 5.5, as approved,
——HEHEIS 5 5.5 AR AR,
— the decisions and reports of the notified body referred to in points 5.3, 5.5, 6.3 and 6.4.
——fE# 5.3, 55, 6.3 Fl 6.4 mif2 3o & HLI E R .

9. Each notified body shall inform its notifying authorities of quality system approvals issued or
withdrawn and shall periodically or upon request, make available to its notifying authorities the
list of quality system approvals refused, suspended or otherwise restricted.

9, GRS F A BN T RS RO RRE, Jf R MRS R,
I TS EE UM AR OO 0T R R A, B 5 E A PR

Each notified body shall inform the other notified bodies of quality system approvals which it has
refused, suspended or withdrawn, and, upon request, of quality system approvals which it has
issued.

23 T LR BT B A 2 T HUR LR B AR SR AR 26 S [a], Ay 2R, S RO A A E
T F Atttk

10. Authorised representative

10, #ERARFR

The manufacturer’'s obligations set out in points 3, 5.1, 5.5, 7 and 8 may be fulfilled by his
authorised representative, on his behalf and under his responsibility, provided that they are
specified in the mandate.

3. 5.1 5.5, 7 fl 8 s BUMIHIE R LS5 W TEARALT s REE , difb e AR IR
fi HAEA 7 3 FIEAT .
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9. MODULE F: CONFORMITY TO TYPE BASED ON PRESSURE EQUIPMENT VERIFICATION
9. Mz F: BT IR AU MR AR A

1. Conformity to type based on pressure equipment verification is the part of a conformity
assessment procedure whereby the manufacturer fulfils the obligations laid down in points 2 and
5, and ensures and declares on his sole responsibility that the pressure equipment concerned,
which has been subject to the provisions of point 3, is in conformity with the type described in
the EU-type examination certificate and satisfies the requirements of this Directive which apply
toit.

1, BT EE &AM & TR ST R m — sy, ZIEmNEmEHLE 2 AME s A
(F) 5%, JRRAUERI A IIAESGIE T35 3 AR i & 5 OCRR B UG B e T A 418, T A
5238 F 1 2ok — ST AE .

2. Manufacturing

2. HlE

The manufacturer shall take all measures necessary so that the manufacturing process and its
monitoring ensure conformity of the manufactured products with the approved type described in
the EU-type examination certificate and with the requirements of this Directive which apply to
them.

1) 22 SR T — ) L (S il A 1 e R O 4 R e 1) 0 2R R S
Foftiid, MA@ MER K.

3. Verification

3. KeiE

A notified body chosen by the manufacturer shall carry out the appropriate examinations and
tests in order to check the conformity of the pressure equipment with the approved type
described in the EU-type examination certificate and with the appropriate requirements of this
Directive.

P 135 T I 1) 2 S LR, AT S R A A, LUK 75 He )i % 5 6 U HIE ) B 50 Y <A
SuE g, RACHE 4 iiE R R

The examinations and tests to check the conformity of the pressure equipment with the
appropriate requirements shall be carried out by examination and testing of every product as
specified in point 4.

MR IO UE TR 7847 5 A MR, AR & SRR, RHEAP Gl (7R 15

4, Verification of conformity by examination and testing of every item of pressure equipment

4, RS S AU T A S R R

4.1. All pressure equipment shall be individually examined and appropriate tests set out in the
relevant harmonised standard(s) or equivalent tests shall be carried out in order to verify

conformity with the approved type and described in the EU-type examination certificate and with
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the appropriate requirements of this Directive. In the absence of such a harmonised standard,
the notified body concerned shall decide on the appropriate tests to be carried out.

A1, BT F V4 BLE AT HE DS MR B R (0 e A A0 2 it CERAEAGALR ), BLRE
P £ BRSO S 1 AR . IS & B ISR . 25057 bR,
O LR R e 5 AT 0 2 R i

In particular, the notified body shall:
SR ITRES IR

verify that the personnel undertaking the permanent joining of parts and the non-destructive
tests are qualified or approved in accordance with points 3.1.2 and 3.1.3 of Annex |,
—— R HRAEPHSR 1 B 3.1.2 BE 3.0.3 TP BUHE N AT B D& R A A AR IR E AR
W A B,
— verify the certificate issued by the materials manufacturer in accordance with point 4.3 of
Annex I,
—— RIS 58 4.3 A1 SRR RHEE  H RAHE TS,

carry out or have carried out the final inspection and proof test referred to in point 3.2 of
Annex | and examine the safety devices, if applicable.

HATLL, HEATHE |5 3.2 SR B O R R IR R A 2 A

4.2. The notified body shall issue a certificate of conformity in respect of the examinations and

tests carried out, and shall affix its identification number or have it affixed under its responsibility

to each approved item of pressure equipment.

4.2, AT LRI RO EE T R A AR S RAE T, JF AR R L R IR A
0 H LA GRS B U B G fai

The manufacturer shall keep the certificates of conformity available for inspection by the national
authorities for 10 years after the pressure equipment has been placed on the market.

ER A& BRI G, WS RO S IE T RAF 10 48, LAOLE SOBRURY LR 36 .

5. CE marking and EU declaration of conformity

S+ CE brvifl 55 Wi B AF 5 0 7 1

5.1. The manufacturer shall affix the CE marking and, under the responsibility of the notified
body referred to in point 3, the latter’s identification number to each individual item of pressure
equipment that is in confarmity with the approved type described in the EU-type examination
certificate and satisfies the applicable requirements of this Directive.

S.1. il FE TR B — N o B R R G T PR R AR A i F R A e i % R | cE
PR, 265 3 sSIRFIM A S (Notified Body, IFIFE4E APAVE) fi3T F, I EHLEIS
fith .

5.2. The manufacturer shall draw up a written EU declaration of conformity for each pressure
equipment model and keep it at the disposal of the national authorities, for 10 years after the
pressure equipment has been placed on the market. The EU declaration of conformity shall
identify the pressure equipment model for which it has been drawn up.

142



5.2, TEM ARG, WG R N [ A B R BRSO IR s s R E
PR A SEE, R 10 . BRSO S B o 7 UL A W O Ay 6 .

A copy of the EU declaration of conformity shall be made available to the relevant authorities
upon request.

R RGROCHLA ESR, R T S rE R A

If the notified body referred to in point 3 agrees and under its responsibility, the manufacturer
may also affix the notified body’s identification number to the pressure equipment.

WA 3 AARBIA A S HLM (Notified Body, NI FE4E APAVE) [AlEEJF x4 3, ikt
AT LAAE il s BB B A S L L &Y .

6. If the notified body agrees and under its responsibility, the manufacturer may affix the notified
body's identification number to the pressure equipment during the manufacturing process.

6. WIRH 3 pEER M)A L HLHE (Notified Body, WIFTFF4E APAVE ) [RIEEIFXS H AT, dilikig
HR] LATEAE P ek fE o, X e )& IR B2 5 WA B LA 2R o

7. Authorised representative

7. PR

The manufacturer’s obligations may be fulfilled by his authorised representative, on his behalf
and under his responsibility, provided that they are specified in the mandate. An authorised
representative may not fulfil the manufacturer’s obligations set out in point 2.

I R S AT EREBL T R Rl e, i AR F A S M IR AE fth £ 51 R B AT . SRR
BEANI AL 5 2 pd EOR A I 1 L5

10. MODULE G: CONFORMITY BASED ON UNIT VERIFICATION
10, B G BT Se el

1. Conformity based on unit verification is the conformity assessment procedure whereby the
manufacturer fulfils the obligations laid down in points 2, 3 and 5, and ensures and declares on
his sole responsibility that the pressure equipment concerned, which has been subject to the
provisions of point 4, is in conformity with the requirements of this Directive that apply to it.

1, BT RN UEFAEAA 2 R e R IFERF, fERGRAHLE 2 m. $3 mNEs 1
() L5, FFORAUEA AT IR T RIE 5 4 sAH 5C e 08 % 1 & 4048 4 08 B 00 32 R ok — e 4T

2. Technical documentation

2, PRI

The manufacturer shall establish the technical documentation and make it available to the
notified body referred to in point 4.

A I ) 52 AR R R LS 4 R B 00 2 P L (Notified Body. TIBY FF 4 APAVE ).

The documentation shall make it possible to assess the conformity of the pressure equipment
with the relevant requirements and shall include an adequate analysis and assessment of the
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risk(s). The technical documentation shall specify the applicable requirements and cover, as far as
relevant for the assessment, the design, manufacture and operation of the pressure equipment.
AT RORT LAVESE B 0 s F S DS ER,, FF R 78 0 B PG 3 TR0 PF 5 o« B R
REIE IR, FRER R MR e B ik R

The technical documentation shall, wherever applicable, contain at least the following elements:

FOAR LA RSN, BAEFLIN GE:

— a general description of the pressure equipment,
& R R,

— conceptual design and manufacturing drawings and diagrams of components, sub-assemblies,
circuits, etc.,
—— R A R ik AU R R . RS,
— descriptions and explanations necessary for an understanding of those drawings and
diagrams and the operation of the pressure equipment,
—— AR R 0N PR 2 R AR e 0 V4% P 7R ) i R0 A

a list 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 safety requirements of this Directive where those harmonised
standards, have not been applied. In the event of partly applied harmonised standards, the
technical documentation shall specify the parts which have been applied,
—— 4 E a4 5| Bl C 8 R R R T 7 28 S R AR 00 313, JF4 iR B RHL LA 2 B iR
PRAESEA BRI AR HAR L S BORABR TR W AR AERT, BOR SRR
F IR AT
— results of design calculations made, examinations carried out, etc.,
——iF R SR, AT R BHEST,
— test reports,

MR 7

— appropriate details relating to the approval of the manufacturing and test procedures and of
the gualifications or approvals of the personnel concerned in accordance with points 3.1.2 and
3.1.3 of Annex I.
— 3 P IR A B PR R 5 3.1.2 F13.1.3 SR EGR A e A R e Bt R
BT

The manufacturer shall keep the technical documentation at the disposal of the relevant national
authorities for 10 years after the pressure equipment has been placed on the market.

FE R 3 S AT J W TN [ A UL ) Ak I PR AF A S 10 4

3. Manufacturing

3. ik

The manufacturer shall take all measures necessary so that the manufacturing process and its
monitoring ensure conformity of the manufactured pressure equipment with the applicable
requirements of this Directive.

35 SR — U7 S O 4 il R R A 1 1 0 A PE i e R A LR i AR A i 22
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4., Verification

4, ik

A notified body chosen by the manufacturer shall carry out appropriate examinations and tests,
set out in the relevant harmonised standard(s) and/or equivalent tests, to check the conformity
of the pressure equipment with the applicable requirements of this Directive, or have them
carried out. In the absence of such a harmonised standard the notified body concerned shall
decide on the appropriate tests to be carried out applying other technical specifications.

P A AR A A T WK, AT AR DG P TR o LR 0 R AR, A i
AR Ay PR A 5 A 2 HE R ER . 35 S PR RR e, 9% 20 S5 LR 7 oA e i At
FOARKE, HATE Y I

In particular the notified body shall:
oy e HLFE 2R <

examine the technical documentation with respect to the design and the manufacturing

procedures,
LTRSS A

— assess the materials used where these are not in conformity with the relevant harmonised
standards or with a European approval for pressure equipment materials, and check the
certificate issued by the material manufacturer in accordance with point 4.3 of Annex |,
—— VAN S DS B R AR BRI i Rt e AR, SRR B 43 i
Ak i) i g 2 A HOIE S
— approve the procedures for the permanent joining of parts or check that they have been
previously approved in accordance with point 3.1.2 of Annex |,
—— b TR AR R, ol PP a1 5 3,12 AR AT St HER R,

verify the qualifications or approvals required under points 3.1.2 and 3.1.3 of Annex |,
—— WP 1 5 3.1.2 FIES 3.1.3 BRI TTE BlAtLHE,

carry out the final inspection referred to in point 3.2.1 of Annex |, perform or have performed
the proof test referred to in point 3.2.2 of Annex |, and examine the safety devices, if applicable.
—— T BA, HEATP 1 5 3.2.1 AR B A A S S AN PR SR 1 5 3.2.2 RUER S AYIETEMNL, I
Fadric 4.

The notified body shall issue a certificate of conformity in respect of the examinations and tests
carried out and shall affix its identification number to the approved pressure equipment, or have
it affixed under its responsibility. The manufacturer shall keep the certificates of conformity at
the disposal of the national authorities for 10 years after the pressure equipment has been
placed on the market.

4.2, AP IR RO HEFT AR AR SRR, RITESAAE A IR A H g Bk I
g S HO IR B S0 () B, TERODSHEITE, W R A% HiE 1 B A7
10 4, BLOLE SRR R e

5. CE marking and EU declaration of conformity
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S CE FriR SR AT o Bl

5.1. The manufacturer shall affix the CE marking and, under the responsibility of the notified
body referred to in point 4, the latter’s identification number to each item of pressure equipment
that satisfies the applicable requirements of this Directive.

5.1. fillidi FRLAE RS AR TR S IE BRI IR i B0 b cE BriR B, TE5 4 23Ry
AENMETAT T, AR,

5.2. The manufacturer shall draw up a written EU declaration of conformity and keep it at the
disposal of the national authorities for 10 years after the pressure equipment has been placed on
the market. The EU declaration of conformity shall identify the pressure equipment for which it
has been drawn up.

5.2, fEIE AR, WG R R E — i A R A SR, 7R N
SRER S TFIN 10 4F o DR 0 P O I A R A L A O T .

A copy of the EU declaration of conformity shall be made available to the relevant authorities
upon request,

BRI 2R, SR OLEC AT SR o s A

6. Authorised representative

6. FHftE

The manufacturer’s obligations set out in points 2 and 5 may be fulfilled by his authorised
representative, on his behalf and under his responsibility, provided that they are specified in the
mandate.

B 2 A 5 AR FIM WS S5 rT TR ORI, E AR A A e A e A i 7E A 47 1
TEAT.

11. MODULE H: CONFORMITY BASED ON FULL QUALITY ASSURANCE
11, BLUH: TSl fiuEmeas

1. Conformity based on full quality assurance is the conformity assessment procedure whereby
the manufacturer fulfils the obligations laid down in points 2 and 5, and ensures and declares an
his sole responsibility that the pressure equipment concerned satisfies the requirements of this
Directive that apply to it.

13T 2 m R RER &2 — P SR vFE R, AR H]E p R 5 2 SRS 5 s L5,
FEORALEFN TS B FH G He 7 ¥ oy B & 1R 1 5 AS9R 238 T ) SR ME— 5 1E .

2. Manufacturing
2, HliE

The manufacturer shall operate an approved quality system for design, manufacture, final
product inspection and testing of the pressure equipment as specified in point 3 and shall be
subject to surveillance as specified in point 4.

)i i s AT bR . T AR, B ks B RS 3 R E A R A1
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SRR AR, PN SERE 4 s R R

3. Quality system
3. JAE KR

3.1. The manufacturer shall lodge an application for assessment of his guality system with the
notified body of his choice, for the pressure equipment concerned.

3.1, (il e JL BT R A 23 S LA R L R, VTR S A A A R

The application shall include:

2 HE N A

— the name and address of the manufacturer and, if the application is lodged by the authorised
representative, his name and address as well,
—— S A R AL, B AR Y, MR i AL kL,

the technical documentation for one model of each type of pressure equipment intended to
be manufactured.

BERP TSGR He s S AR T

The technical documentation shall, wherever applicable, contain at least the following elements:
FAR R EH AN T, 2AOAE TR
— a general description of the pressure equipment,
—— R il KEURIE
— conceptual design and manufacturing drawings and diagrams of components, sub-assemblies,
circuits, etc.,
—— WS AN i AR R iR RS,

descriptions and explanations necessary for the understanding of those drawings and
diagrams and the operation of the pressure equipment,

Jhy H e P A0 R PR 2 B S 0 45 T 75 M i A g e

— a list 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 safety requirements of this Directive where those harmonised
standards have not been applied. In the event of partly applied harmonised standards, the
technical documentation shall specify the parts which have been applied,
—— A TRE A 51 O 48 K AR B 5 A B R bR ER 53R, AR BT R BAE 2 i
PRAEEA BRI RIRA AR BRI R . W K H W IEARAERT, BRSO R AR B
T
— results of design calculations made, examinations carried out, etc.,
——iF R SR, AT R BHEST,
— test reports,
—— iR
— the documentation concerning the quality system, and

—— R R AR, BAA
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- a written declaration that the same application has not been lodged with any other notified
body.
——H 1 i AR 5 AT A A B LA AT P

3.2. The quality system shall ensure compliance of the pressure equipment with the
requirements of this Directive that apply to it.
3.2, FEM RN OE &S AR S IEAER,

All the elements, requirements and provisions adopted by the manufacturer shall be
documented in a systematic and orderly manner in the form of written policies, procedures and
instructions. That quality system documentation shall permit a consistent interpretation of the
quality programmes, plans, manuals and records.

WG R AR R TR TR, BRI N R4 HA P DB EBOR. B siEticst.
AR B R R AR E T R vHR FIANC R B

It shall, in particular, contain an adequate description of:

NG (LLURIH) 7Rk

— the quality objectives and the organisational structure, responsibilities and powers of the
management with regard to design and product quality,

— i B AE AL, R TR &R E IR AU,

— the technical design specifications, including standards, that will be applied and, where the
relevant harmonised standards will not be applied in full, the means that will be used to ensure
that the essential requirements of this Directive that apply to the pressure equipment will be
met,

— B AR BT, SRR, BLRTERH SRR RAE A e ad R, B ORI A7 8 v
R A RS AR R M A i,

— the design control and design verification techniques, processes and systematic actions that
will be used when designing the pressure equipment, pertaining to the product type covered,
particularly with regard to materials in accordance with paoint 4 of Annex |,

——fE TR A S I A S R R AR T R R T AR R R AT, R R
HRR, RERUEH AP 5 4 SIRHH

— the corresponding manufacturing, quality control and quality assurance technigues,
processes and systematic actions that will be used, particularly the procedures for the permanent
joining of parts as approved in accordance with point 3.1.2 of Annex |,

——FEN S A IR R RS R RS, PR
3 3.1.2 S H TR AR o pOAbHER

— the examinations and tests to be carried out before, during, and after manufacture, and the
frequency with which they will be carried out,
—— el R R AT R AR, LA S HEAR,
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— the quality records, such as inspection reports and test data, calibration data, reports
concerning the qualifications or approvals of the personnel concerned, particularly those of the
personnel undertaking the permanent joining of parts and the non-destructive tests in
accordance with points 3.1.2 and 3.1.3 of Annex |, etc.,

—— Rl ke ie s e . ke, A oe A R SR R Y, R AR
HEBE 1 2 3.1.2 SURNEE 3.0.3 A1, ARAHGK AEIERER RN R A R,

— the means of monitoring the achievement of the required design and pressure equipment
quality and the effective operation of the quality system.
—— W B AT A U E B R A% AR & R GG R AT T i

3.3. The notified body shall assess the quality system to determine whether it satisfies the
requirements referred to in point 3.2. It shall presume conformity with those requirements in
respect of the elements of the quality system that comply with the corresponding specifications
of the relevant harmonised standard.

3.3, ATHURIREE TR R, LI E FO2 T 5 3.2 SR, EREGERF AR ELR
M Sk R oER, FFE KRR R R bR R

In addition to experience in quality management systems, the auditing team shall have at least
one member experienced as assessor in the pressure equipment technology concerned, and
knowledge of the applicable requirements of this Directive. The audit shall include an assessment
visit to the manufacturer’s premises.

B o TR R AR AR A e, o TH A R ZE AT S R FAT AR G T R SR R Ay i
ATFEAVEE 5, JFT AR 000G A B R . o B o 5 a3 e 4 P B A

The auditing team shall review the technical documentation referred to in point 3.1, second
indent, to verify the manufacturer’s ability to identify the applicable requirements of this
Directive and to carry out the necessary examinations with a view to ensuring compliance of the
pressure equipment with those requirements.

RN 2o A 3.0 5 2 BRI A BRSO, LASer ki) i i 6 58 ) 8 0 24 4 ) EEOK,
FEa AT AL, RO AR R

The manufacturer or his authorised representative shall be notified of the decision. The
notification shall contain the conclusions of the audit and the reasoned assessment decision.

il g o R AR AUAC R PG RiZ g - SRR & W A5 8 5 SR VR il e .

3.4. The manufacturer shall undertake to fulfil the obligations arising out of the quality system as

approved and to maintain it so that it remains adequate and efficient.

3.4, (SR A A PR IBEAT AR PR R AR A OR A A2 MM R 2

3.5. The manufacturer shall keep the notified body that has approved the quality system
informed of any intended change to the quality system.
3.5, Il A R3O A R 00 2 T LR foT O R R AT R
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The notified body shall evaluate any proposed changes and decide whether the modified quality
system will continue to satisfy the requirements referred to in peoint 3.2 or whether a
reassessment is necessary.

Ay M1 (Notified Body, WIBHFEAE APAVE ) Wil AT (o SAUL I s 0, JF s 120G M i
R TS 3.2 MR, BT L EENEE.,

It shall notify the manufacturer of its decision. The notification shall contain the conclusions of
the examination and the reasoned assessment decision.

BN IE RN R I . I ROE R A R A R E .

4, Surveillance under the responsibility of the notified body

4, i B G TT A RUE

4.1. The purpose of surveillance is to make sure that the manufacturer duly fulfils the obligations
arising out of the approved quality system.
4.1, B H 2 80 O i R AT T A R R R AT A 5

4.2. The manufacturer shall, for assessment purposes, allow the notified body access to the
design, manufacture, inspection, testing and storage sites and shall provide it with all necessary
information, in particular:

4.2, fERVEER H I, &Ny e vr o S L AR . ke, WG, JFRE
PROLATH PG R, Fa:

— the quality system documentation,
—— AR R,
— the quality records provided for by the design part of the quality system, such as results of
analyses, calculations, tests, etc.,
——EEidSt, kR . MAEE . BEEUR . GRS RE S,

the quality records provided for by the manufacturing part of the quality system, such as
inspection reports and test data, calibration data, qualification reports on the personnel
caoncerned, etc.
—— R RGN A A R R, ke s S R . R OGN
IR E.

4.3. The notified body shall carry out periodic audits to make sure that the manufacturer
maintains and applies the quality system and shall provide the manufacturer with an audit report.
The frequency of periodic audits shall be such that a full reassessment is carried out every three
years.

4.3, AFHURIR e AT A, DA OR A M R R SRl R R, A R SR
. WIVEE PR RO T - I T E TR .

4.4, In addition, the notified body may pay unexpected visits to the manufacturer.
a4, MeAh, ATEHU BT EE T AS E Ed ].
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The need for such additional visits, and the frequency thereof, will be determined on the basis of
a visit control system operated by the notified body. In particular, the following factors shall be
considered in the visit control system:

AP AN Uy (] ) T R AN, R AE U IR R R EERE b, AU E . UriE e R
FERFHIEIELL TR E:

— the category of the equipment,
—— SR R,
the results of previous surveillance visits,
—— 2 i T ) fry s L
— the need to follow up corrective action(s),
—— PR A T A A
— special conditions linked to the approval of the system, where applicable,
——IE i, R SRR R R R AT
— significant changes in manufacturing organisation, policy or technigues.

A AU . B R A T

During such visits, the notified body may, if necessary, carry out product tests, or have them
carried out, in order to check the proper functioning of the quality system. It shall provide the
manufacturer with a visit report and, if tests have been carried out, with a test report.
FEVT I ME], g, AP (Notified Body, WIFFF4E APAVE) RIHEFTF= S, LA
SHIE T B R IETIEAT o 2 Prp LA N e i AR S U iRt o AT T, SR A
[ES S

5. CE marking and EU declaration of conformity

5. CE briH ik B 75 1k 75 0

5.1. The manufacturer shall affix the CE marking and, under the responsibility of the notified
body referred to in point3.1, the latter’s identification number to each individual item of pressure
equipment that satisfies the applicable requirements of this Directive.

5.1, WlE R NAERE N O A e S F BRI & B0 b e dRif AL, 7RSS 5.1 nifg F
12 & ULFS (Notified Body, IFTFR4E APAVE) 131 F, M B LIS,

5.2. The manufacturer shall draw up a written EU declaration of confarmity for each pressure
equipment model and keep it at the disposal of the national authorities for 10 years after the
pressure equipment has been placed on the market. The EU declaration of conformity shall
identify the pressure equipment model for which it has been drawn up.

5.2, WHSMER N EEMNIR G, RN H ik & 280 ) s — 015 0 B 7 - 7
TE IR A BRI LA A B S AE T 10 46 R EART 5 1 5 0 I ) ol 5 S0 75 I g P il e

A copy of the EU declaration of conformity shall be made available to the relevant authorities
upon request.

RERHSHL SR, e R A e e m R 4.
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6. The manufacturer shall, for a period ending 10 years after the pressure equipment has been

placed on the market, keep at the disposal of the national autharities:

6+ ill 3 i CE e A B e BT B I, AR R AU L AR B S 17 A 10 45 LR S0P

— the technical documentation referred to in point 3.1,
—— % 3.1 RURBIH
— the documentation concerning the quality system referred to in point 3.1,
——hngp ki, 5 3.5 SHRBIMEE,
the change referred to point 3.4, as approved,
—— 4 HEHEM S 3.4 RUTIRNIETE,
— the decisions and reports of the notified body referred to in points 3.3, 3.4, 4.3 and 4.4,
——7E% 3.3, 3.5, 4.3 Fl 4.4 S LRI 5 BUR e R 5 .

7. Each notified body shall inform its notifying authorities of quality system approvals issued or
withdrawn, and shall, periodically or upon request, make available to its notifying authorities the
list of quality system approvals refused, suspended or otherwise restricted.

7o AT LR R 5 R oy R AU O T R B R A HEERRR], FFRDE MR A R,
AT FEHR AR R R A RIEA . B U AR5 5.

Each notified body shall inform the other notified bodies of quality system approvals which it has
refused, suspended or withdrawn, and, upon request, of quality system approvals which it has
issued.

Sy LR R S R Al 2 S LR T SR Rt E R T2 ek, R, SRk
(1) 01 1 R At

8. Authorised representative

8. Pl

The manufacturer’s obligations set out in points 3.1, 3.5, 5 and 6 may be fulfilled by his
authorised representative, on his behalf and under his responsibility, provided that they are
specified in the mandate.

% 3.1, 3.5, 516 S ERFUAYHIL R LF AT RECE TR AUE, AR R BRI
TEAR 7 B FHEAT .

12. MODULE H1: CONFORMITY BASED OMN FULL QUALITY ASSURANCE PLUS DESIGN
EXAMINATION
12, Bid H1:

1. Conformity based on full quality assurance plus design examination and special surveillance of
the final assessment is the conformity assessment procedure whereby the manufacturer fulfils
the obligations laid down in points 2 and 6, and ensures and declares on his sole responsibility
that the pressure equipment concerned satisfy the requirements of the Directive that apply to it.
1. S T4 R G+ B0T F AR E R IR 2 ST E R, RHaEhEmie 2

152



SIS 6 il 55, FECRAERIF BAR ¢ 18 11 A48 41 i) SR e — B £E

2. Manufacturing

2. il

The manufacturer shall operate an approved guality system for design, manufacture and final
product inspection and testing of the products concerned as specified in point 3 and shall be
subject to surveillance as specified in point 5.

ifilid i NS AT — AN SRR . T dh, AR B SR e A 3 ST E A O E
WHEMBEMRR, HRNZIE s AZRINEE.

The adequacy of the technical design of the pressure equipment shall have been examined in

accordance with point 4.

REARAE 3 4 s e 86 e i e T 938 40 1

3. Quality system
3, MEER

3.1. The manufacturer shall lodge an application for assessment of his guality system with the
notified body of his choice, for the pressure equipment concerned.

3.1 il L e FTE E )  SHLMERE  ER VPR AR i A A

The application shall include:

1% F 7 IS LA -

— the name and address of the manufacturer and, if the application is lodged by the authorised
representative, his name and address as well,
—— i R A BRI hE, BT AR, IR AT RE 4 M,

the technical documentation for one model of each type of pressure equipment intended to
be manufactured.

b T LI Y R S AR S

The technical documentation shall, wherever applicable, contain at least the following elements:

AR ARG, EARELIFIER:

— a general description of the pressure equipment,
—— kv KE

conceptual design and manufacturing drawings and diagrams of components, sub-assemblies,
circuits, etc.,
——HEE R A S B E R, s, RS,
— descriptions and explanations necessary for the understanding of those drawings and
diagrams and the operation of the pressure equipment,
by R RN [ e T 0 A P o O et iR R
— a list 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
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adopted to meet the essential safety requirements of this Directive where those harmonised
standards have not been applied. In the event of partly applied harmonised standards, the
technical documentation shall specify the parts which have been applied,
—— 4 TRE A 5 B 2% R R AR B 2 B R RrER 53R, AR T R EL BAE 2 B iF
PRAESEA BRI AR HAR S BRAR T R W K RARAERT, BOR SRR B
Ry
— results of design calculations made, examinations carried out, etc.,
——dib RS R, BT MRS,
— test reports,

W3R 75 .
— the documentation concerning the quality system,
—— i A R AR I
— a written declaration that the same application has not been lodged with any other notified
body.
—— 7 [R] HH 1 3 A R A 2 e At 2 T LA ) 5 1 7

3.2. The quality system shall ensure compliance of the pressure equipment with the
requirements of this Directive that apply to it.

3.2, B R REE O A R A O AR A R P R

All the elements, requirements and provisions adopted by the manufacturer shall be
documented in a systematic and orderly manner in the form of written policies, procedures and
instructions. This quality system documentation shall permit a consistent interpretation of the
quality programmes, plans, manuals and records.

W AT R A R . BERMEE N R A L PR IECGE . iR il .
AR R Z R RS R TR FIRC R A B

It shall, in particular, contain an adequate description of:

e (BLFIE) Ferioiid.

— the guality objectives and the organisational structure, responsibilities and powers of the
management with regard to design and product quality,

—— Wit B R, /T R A& R IR ST,

- the technical design specifications, including standards, that will be applied and, where
relevant harmonised standards will not be applied in full, the means that will be used to ensure
that the essential safety requirements of the Directive that apply to the pressure equipment will
be met,

— L FE (0 AGSTE, SRR, BLRETERE B I bR A SE A i R R, TR i A
/LI ] 4R A BRI T i,

— the design control and design verification technigues, processes and systernatic actions that
will be used when designing the pressure equipment pertaining to the pressure equipment type
covered, particularly with regard to materials in accordance with point 4 of Annex |,
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PEVE T A7 S i A s R R SR AR P R R AT N, R EIPah
RBLL FRRIETR PR 5 4 SR

— the corresponding manufacturing, quality control and quality assurance techniques,
processes and systematic actions that will be used, particularly the procedures for the permanent
joining of parts as approved in accordance with point 3.1.2 of Annex |,

——AHMN RS, R R AR, REAEE RN RS A, feRR R
5 3.1.2 AT AR AR A A E R A,

the examinations and tests that will be carried out before, during and after manufacture, and
the frequency with which they will be carried out,

EHE TR AT b G EEAT R B AR, DL SR A,

— the quality records, such as inspection reports and test data, calibration data, reports
concerning the qualifications or approvals of the personnel concerned, particularly those of the
personnel undertaking the permanent joining of parts and the non-destructive tests in
accordance with points 3.1.2 and 3.1.3 of Annex |, etc.,

— B ida, Wk AR R R, AR A AR AR, R AR
PEEAa 1 5 3.1.2 FRIES 3.0.3 B, RAEGK AR IR RE AR A

— the means of monitoring the achievement of the required design and pressure equipment
quality and the effective operation of the quality system.

—— WA IR B AR T A ) A A RS ROE T T

3.3. The notified body shall assess the quality system to determine whether it satisfies the
requirements referred to in point 3.2.

3.3, AT HLHRIVE R T B A, DAR e L i L 5 3.2 R ER .

It shall presume conformity with those requirements in respect of the elements of the quality
system that comply with the corresponding specifications of the relevant harmonised standard.
In addition to experience in quality management systems, the auditing team shall have at least
one member experienced as an assessor in the relevant pressure equipment field and pressure
equipment technology concerned, and knowledge of the applicable requirements of this
Directive. The audit shall include an assessment visit to the manufacturer’s premises.

ENGE PSRRI B R UR, fFEMXh b AN R R, BT R
PR, B PR T A — A S AT T 17 4 S 17 8 4 R 7 T 10 2
200, I TR ARER R, N R RE R A R

The auditing team shall review the technical documentation referred to in point 3.1, second
indent, to verify the manufacturer’'s ability to identify the applicable requirements of this
Directive and to carry out the necessary examinations with a view to ensuring compliance of the
pressure equipment with those requirements.

TAE A A 3.0 AE 2 BB HOAR AT, RASG RS Y R, W E 1% 48 4k B E0R,
H AT BRI, B R SRS IR R
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The manufacturer or his authorised representative shall be notified of the decision.

i3 ey B P UG R B R R E

The notification shall contain the conclusions of the audit and the reasoned assessment decision.

i ED R AL AT S S AT PR E .

3.4. The manufacturer shall undertake to fulfil the obligations arising out of the quality system as
approved and to maintain it so that it remains adequate and efficient.

3.4, MIERT A S HIE AT AR TR 2R, S DR L BB A R 2

3.5. The manufacturer shall keep the notified body that has approved the quality system
informed of any intended change to the quality system.

3.5, il 300 S T A AR 0 2 S LA ] X I e AR AT 5

The notified body shall evaluate any proposed changes and decide whether the modified quality
system will continue to satisfy the requirements referred to in point 3.2 or whether a
re-assessment is necessary.

NEPLEL (Notified Body, HNETFE4E APAVE) R 2 AF (i SL4UL I o o5, ol m s i D i A
B FRETWERS 3.2 Al ER, EALERFE.

It shall notify the manufacturer of its decision. The notification shall contain the conclusions of
the examination and the reasoned assessment decision.

"R JR A L R R L R R R SRR A PR SR

3.6. Each notified body shall inform its notifying authorities of quality system approvals issued or
withdrawn, and shall, periodically or upon request, make available to its notifying authorities the
list of quality system approvals refused, suspended or otherwise restricted.

3.6, LM R A A R LR ST S R AR AR, e MR R
TR T5 F LR L () L e R AT A TS I A PR S

Each notified body shall inform the other notified bodies of quality system approvals which it has
refused, suspended or withdrawn, and, upon request, of quality system approvals which it has
issued.

Oy 5 LA LT 0 i 2 35 WK BT R RAEAE 04 . BRI, AR, SRORH
{1 i 4 Stk

4. Design examination

4, Witd i

4.1. The manufacturer shall lodge an application for examination of the design of each item of
pressure equipment not covered by a previous design examination with the notified body
referred to in point 3.1.

4.1, il P R R — AN B BT R TR AR A R R R B, A 3. SR R A
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BLF g 22 iy .

4.2. The application shall make it possible to understand the design, manufacture and operation
of the pressure equipment, and to assess the conformity with the requirements of this Directive
that apply to it. It shall include:

4.2, HigRAIEL GEAD TEEIE A&t mid (s, POER BT S A 4nk
FER. SR,

— the name and address of the manufacturer,
HilligE i 4 R AL,
— a written declaration that the same application has not been lodged with any other notified
body,
——FH [ B G W A & LA AT AT 28 S AT LA ) 5 i A

— the technical documentation. The documentation shall make it possible to assess the
conformity of the pressure equipment with the relevant requirements, and shall include an
adequate analysis and assessment of the risk(s).

——HEAR IO A SO A) BAVE R e ) R SR DR R, R LG A 2 B U S i AR

The technical documentation shall specify the applicable requirements and cover, as far as
relevant for the assessment, the design and operation of the pressure equipment. The technical
documentation shall, wherever applicable, contain at least the following elements:

PR S R TE 3 B 2R, R o 8 A SR He ) BT R « BEA SO AR L
EOAFLUTILE:

— a general description of the pressure equipment,
—— e A1 EGE

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

s st AR i E A E R R SR,

— descriptions and explanations necessary for the understanding of those drawings and
diagrams and the operation of the pressure equipment,
by R RN [ e T 0 A P o O et iR R
— a list 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 safety requirements of this Directive, where those harmonised
standards have not been applied. In the event of partly applied harmonised standards, the
technical documentation shall specify the parts which have been applied,
—— 4 HEG 4 5| B 4 R F AR RR B 07 2% A W R AR HE R B S, TR A R LA 2 PR
PR A BRI AR SR e BRI T . B R VAR, R SO R A Y
A HIER 4
— results of design calculations made, examinations carried out, etc., and
—— Wi RS R, AT R RHIESE,

— test reports,
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— the supporting evidence for the adequacy of the technical design. This supporting evidence
shall mention any documents that have been used, in particular where the relevant harmonised
standards have not been applied in full, and 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.

—— 5 P AR T S FHIFR . % UEE R AR AT AT B0 S0, R BLR TR SR b 4
EH ARG . SCRPUEYE e B REALE,  ph s R ) AR OGRS, TESIE SRR
BRI LS R, REMhAYZ LRFAE T, E S — DRI kT .

4.3. The notified body shall examine the application, and where the design meets the
requirements of this Directive that apply to the pressure equipment it shall issue an EU design
examination certificate to the manufacturer. The certificate shall give the name and address of
the manufacturer, the conclusions of the examination, the conditions (if any) for its validity and
the data necessary for identification of the approved design. The certificate may have one or
more annexes attached.

43, AHHLH (Notified Body, W[ R4k APAVE) Rl & iZHiE, HLEHE&ZEL RS
FHIC AR S A ZE KI5 R B B THIE T o U R & i i 2 AR fndht, t e
g, AR CmREARE) 1R FEE SRR L R EE . T S A E L B

=t
b

The certificate and its annexes shall contain all relevant information to allow the conformity of
manufactured products with the examined design to be evaluated, and to allow for in-service
control, where applicable.

S P TS BB L AT A L, S0 VPV B 007 5 00 e — B
#, FHARIFERIEG.

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 applicant accordingly,
giving detailed reasons for its refusal.

AT E A G 4 S A SRR, 2 BLR R 2 S A TR DR e, R R R
N VEETSAA JLAE ) R A .

4.4, 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
applicable requirements of this Directive, and shall determine whether such changes require
further investigation. If so, the notified body shall inform the manufacturer accordingly.

a4, A EVART A ] TR, PART CHERERI ISR nTREA AT S AR 21
SRR, JFN NSRS R R A i RRAIE, A S UL SR R S
(5

The manufacturer shall keep the notified body that has issued the EU design examination
certificate infermed of any modification to the approved design that may affect the conformity
with the essential safety requirements of this Directive or the conditions for validity of the
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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.

1 N R AR R VT AEE P A A E UK (Notified Body, B FE4E APAVE) {Efi[n]
e b HE VTR A AR HE 4 B AR 0 4 B SR BIGIE 047 R AT B A i 1 i % o s 5 2 A A IR
BT AR A 2 S UL, (N SRR W BT EE R A Fh AR

4.5. 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 certificates and/for any
additions thereto refused, suspended or otherwise restricted.

4.5, A HURI R EH A RO T R e AR, R/ LA B B AT e
#h7E, FFRDE BIEHE 2R, B & RN GRS /U N, dEAE, e EAn
PR .

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

Sy i LR B 0 At 2 5 WL FEVE T S RS, RS REn, fEEE, A e AR PR,

WA R, IR H P DGR A/ b A

The Commission, the Member 5tates 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 documentation and of
the results of the examinations carried out by the notified body.

Zbher. RO AN A 2% S ALk T 2R A9 B R vETH e AUE A EIAS, FO/ERAN RO, &
e O E AR ARG A LA A SO R A IR e 2 R

The notified body shall keep a copy of the EU design examination certificate, its annexes and
additions, as well as the technical file including the documentation submitted by the
manufacturer until the expiry of the validity of the certificate.

O 85 LA LA R S T 7 B0E S B L P S A b e SO RN A, BB BLAE ph il e e e i
AR, B BRIETA HOW EE.

4.,6. The manufacturer shall keep a copy of the EU design examination certificate, its annexes and
additions together with the technical documentation at the disposal of the national authorities
for 10 years after the pressure equipment has been placed on the market.

4.6, TERNEERBOTH G, $IEENEL & P E IS, R R e c o
72 R A R LB A Fh 78 AR ELA 10 4

5. Surveillance under the responsibility of the notified body
5. AT HLAG BT AN R
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5.1. The purpose of surveillance is to make sure that the manufacturer duly fulfils the obligations
arising out of the approved quality system.

S.1. MEFAY H 02 B ORI R RAT T AR R R R BT Y L5

5.2. The manufacturer shall, for assessment purposes, allow the notified body access to the
design, manufacture, inspection, testing and storage sites, and shall provide it with all necessary
information, in particular:

5.2, 1ERVEERT H Y, ik i N O SR VF o S LR EE G T Wl B s, UR & fig it i,
AR MO EE R, R

— the quality system documentation,
—— i ik & A,
— the quality records as provided for by the design part of the quality system, such as results of
analyses, calculations, tests, etc.,
—— RS, R IeRY . MAEdE . B, ARSI G,
— the quality records as provided for by the manufacturing part of the quality system, such as
inspection reports and test data, calibration data, qualification reports on the personnel
concerned, etc.

T B R S 1R B R T, R e S A . AR, MY
BT AR

5.3. The notified body shall carry out periodic audits to make sure that the manufacturer

maintains and applies the quality system and shall provide the manufacturer with an audit report.

The frequency of periodic audits shall be such that a full reassessment is carried out every three

years.

5.3. ATy HUR R SE IIREAT S AE, LA O ) Al i (RS SR I R AR, Dl e e 1t o 1
o ERIVFH R RO = E I T IR e T E P .

5.4. In addition, the notified body may pay unexpected visits to the manufacturer.

S.4. MbSk, AR A ]S T A E P

The need for such additional visits, and the frequency thereof, will be determined on the basis of
a visit control system operated by the notified body. In particular, the following factors must be
considered in the visit control system:

TFPE SN ) TR, TRV IR R R SRR b, ATV E . ViR R
L 55 B LA R 3R

— the category of the equipment,

W& I,
— the results of previous surveillance visits,
—— 2 il M ) R
— the need to follow up corrective action(s),
—— PR 20 T e ) 0

special conditions linked to the approval of the system, where applicable,
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TN, R R
— significant changes in manufacturing organisation, policy or technigues.

A AU . B R A T

During such visits, the notified body may, if necessary, carry out product tests, or have them
carried out, in order to check the proper functioning of the quality system. It shall provide the
manufacturer with a visit report and, if tests have been carried out, with a test report.

eV IME, AL E, AN (Notified Body, WIETFE4E APAVE) REIHFAT™= i, LA
Sk i B R T IEWIEAT . o PriLA R e s R O U iR . ST T, SR
i

5.5. Special surveillance of the final assessment

5.5, I EE T )RR I

Final assessment as referred to in section 3.2 of Annex | is subject to increased surveillance in the
form of unexpected visits by the notified body. In the course of such visits, the notified body shall
conduct examinations on the pressure equipment.

MR PR 1 5 3.2 AR MR £ VFE,  BAA S HLEY A 2 W3 5 ok vy o) e U n e B . 2E U 1)
AN T IR A T B NS P R 2

It shall provide the manufacturer with a visit report and, if tests have been carried out, with a test
report.
© WAy R A AN U AR, RIS 2R T, AR .

6. CE marking and EU declaration of conformity
6. CE brifl 5 Wi 75 & o 7 Y

6.1. The manufacturer shall affix the CE marking and, under the responsibility of the notified
body referred to in point 3.1, the latter's identification number to each individual item of
pressure equipment that satisfies the applicable requirements of this Directive.

6.1, il i f MTE B — A & A4 S i R BURAO IR Ay il e B B cE B, TE5E 3.1 mif2 3
EFASTEiLR 31N S et 1R F

6.2. The manufacturer shall draw up a written EU declaration of conformity for each pressure
equipment model and keep it at the disposal of the national authorities for 10 years after the
pressure equipment has been placed on the market. The EU declaration of conformity shall
identify the pressure equipment model for which it has been drawn up and shall mention the
number of the design examination certificate.

6.2, HIERTER DR EBNGTIAIG, RO 5% AT 0 5 — O 151 0 B4 e A
TE [ B F Ab 38 J5 AE T 10 57 DO A5 5 1 7 B A A 0 B 7 B ) 1 8 4 05
v s AR S .

A copy of the EU declaration of conformity shall be made available to the relevant authorities
upon request,
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PRI ER, e SR AT S e A R AR

7. The manufacturer shall, for a period ending 10 years after the pressure equipment has been
placed on the market, keep at the disposal of the national authorities:

7. SR B AR e, 7R UL A S AR 10 SR LU SO

— the documentation concerning the quality system referred to in point 3.1,

——5 3.1 SAERIAY T Bk R oo,

— the change referred to in paint 3.5, as approved,
neEfikifk, &5 3.5 SRR E,

— the decisions and repaorts of the notified body referred to in points 3.5, 5.3 and 5.4.
fEH5 3.5, 5.3 F1 5.4 si4R 310 A 5 HLR e RS

8. Authorised representative

8. fftak

The manufacturer’s authorised representative may lodge the application referred to in points 4.1
and 4.2 and fulfil the obligations set out in points 3.1, 3.5, 4.4, 4.6, 6 and 7, on his behalf and
under his responsibility, provided that they are specified in the mandate.

B9 4.1 ANE 4.2 FPTIRNOHE, BLEE 3.1, 55 3.5, 4.4, 4.6, 5 6 N 7 LUIRBIMG
IE T S ATTERR RO e B E , Atk AU R AR At FF 7E A 77 5% F AT
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ANNEX IV
B3 v

EU DECLARATION OF CONFORMITY (No XXXx) '
BT AT A N X000

1. Pressure equipment or assembly (product, type, batch or serial number):
1. EAE&EAEE (Fodh, BR, SEFH5):

2. Name and address of the manufacturer and, where applicable, his authorised representative:

2. i A PR, BLE AR ALR (mERD:

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

3. BT T SR A A

4, Object of the declaration (identification of pressure equipment or assembly allowing
traceability; it may, where necessary for the identification of the pressure equipment or assembly,
include an image):

4, FIE R CRA RN R )R S AL RN 2 R ) R B A
i, ER B EE R,

— description of the pressure equipment or assembly,
——HE A B A AR
— conformity assessment procedure followed,
—— G IR,
in the case of assemblies, description of the pressure equipment constituting the assembly,
and the conformity assessment procedures followed,

LGNSO T, FR R AL R i & DU R E R

5. The object of the declaration described above is in conformity with the relevant Union
harmonisation legislation:

S LA B P I FT A A2 i A S RS A B

6. References to the relevant harmonised standards used or references to the other technical
specifications in relation to which conformity is declared:

6+ GIME AR R Rt BRG] AR & v A AR 5% 10 SE A AR S

7. Where appropriate, the name, address and number of the notified body which carried out the
conformity assessment and the number of the certificate issued, and a reference to the EU-type
examination certificate — production type, EU- type examination certificate — design type, EU
design examination certificate or certificate of conformity.

7. HEER, HTEREEE S SV AR, Huhk g 5 F ik e g, LU S| FIER
BRI T8, BRI —wit 8, RS tiE .
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8. Additional information:
B'\ H‘{‘Hu{ﬁ !Eﬂ

Signed for and on behalf of:
(place and date of issue):
{name, function) (signature):
R E.

CHb 5 FTE 1D

(AR, B0 (8

(where appropriate, particulars of the signatory authorised to sign the legally binding declaration

for the manufacturer or his authorised representative)

CEVE IS, il i i sl AU BAT IR A0 U B A B 2 B 54 D

(1) It is optional for the manufacturer to assign a number to the declaration of conformity.

C1) il 355 7R A A 1 P A oA — A S 5 A2 P A
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ANNEX V
v

PART A
Al

Repealed Directive with list of the successive amendments thereto (referred to in Article 50)

PEFRAR & RILELEZIT 0 B (FE5 50 K 42HA)

Directive 97/23/EC of the European Parliament
and of the Council

(0JL181,9.7.1997,p. 1).

RN 22 L S 2> 97/23/EC 7%

Regulation (EC) No 1882/2003 of the European
Parliament and of the Council.

(0J L 284, 31.10.2003, p. 1).

B i 2z A1 PE 3 2r Regulation (EC) No
1882/2003 %4l

Only point 13 of Annex |
HAT 15 13 4

Regulation (EU) No 1025/2012 of the European
Parliament and of the Council

(0J L316, 14.11.2012, p. 12).

W] 8 2 KL ¥E SE 2> Repgulation (EU) No
1025/2012 %1

Only point (f) of Article 26(1)
HATH 26 25 1 5 1

PART B
B #i4r

Time-limit for transposition into national law and date of application (referred to in Article 49)

Fe M E FUERN R I H IR B (8] (FESH 49 ZRePSE R

Directive Time-limit for transposition Date of application

154 A 30 I (i) PR 1) H i [ A

97/23/EC 29 May 1999 29 Novermnber 1999 ( 1)
1999 £ 5 H 29 H 1999 411 F] 29 H

{ 1) In accordance with Article 20(3) of Directive 97/23/EC, Member States shall permit the
putting into service of pressure equipment and assemblies which comply with the regulations in
force in their territory at the date of application of the Directive beyond that date.

(1) H4E 97/23/EC 15455 20 255 (3) X, R B SOvVFHE s g FIAL o s AR 5%
o PR EAE, iSRRI 2 H A H .
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ANNEX VI

CORRELATION TABLE
o I e
Directive 97/23/EC This Directive
Article 1(1) Article 1(1)
Article 1(2) Article 2(1) to (14)
Article 1(3) Article 1(2)
— Article 2({15) to (32)
Article 2 Article 3
Article 3 Article 4
Article 4(1) Article 5(1)
Article 4(2) Article 5(3)
— Article 6
Article 7
Article 8
— Article 9
— Article 10
— Article 11
Article 5 -
Article 6 —
— Article 12(1)
Article 7(1) Article 45
Article 7(2) Article 44(1)
Article 7(3) -
Article 7(4) Article 44(5), second subparagraph
Article 8 -
Article 9(1) Article 13(1), introductory sentence

Article 9(2) point 1

Article 13(1)(a)

Article 9(2) point 2 Article 13(1)(b)
Article 9(3) Article 13(2)
Article 10 Article 14
Article 11(1) Article 15(1)
Article 11(2) Article 15(2)
Article 11(3) Article 15(3)
Article 11(4) Article 12(2)
— Article 15(4)
Article 11(5) Article 15(5)
Article 15(6)
Article 12 -
Article 13 —
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Article 14(1)

Article 16(1)

Article 14(2) Article 5(2)
Article 14(3) to (8) Article 16(2) to (7)
Article 14(9) and (10) —

— Article 17

— Article 18

Article 15(1) -

Article 15(2) Article 19(1)

Article 15(3)

Article 19(2)

Article 15(4) and (5)

Article 19(3) to (6)

Article 20

Article 21

Article 22

Article 23

Article 24

Article 25

Article 26

Article 27

Article 28

Article 29

Article 30

Article 31

Article 32

Article 33

Article 34

Article 35

Article 36

Article 37

Article 38

Article 16

Article 17

Article 18

Article 39

Article 40

Article 41

Article 42

Article 43

Article 44(2) to (4)

Article 44(5), first subparagraph

Article 46

Article 47

Article 19
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Article 20(1) to (2)

Article 20(3) Article 48(1)
— Article 48(2) and (3)
— Article 49
— Article 50
Article 51
Article 21 Article 52
Annex | Annex |
Annex Il Annex |l

Annex I, introductory wording

Annex IIl, introductory wording

Annex Ill, Module A

Annex |ll, point 1, Module A

Annex I, Module Al

Annex lll, point 2, Module A2

Annex Ill, Module B

Annex [ll, point 3.1, Module B,
examination — production type

EU-type

Annex lll, Module B1

Annex [ll, point 3.2, Module B, EU-type

examination — design type

Annex lll, Module C1

Annex Ill, point 4, Module C2

Annex Ill, Module D

Annex IIl, point 5, Module D

Annex I, Module D1

Annex lll, point 6, Module D1

Annex Ill, Module E

Annex |ll, point 7, Module E

Annex Ill, Module E1

Annex |Il, point 8, Module E1

Annex lll, Module F

Annex Ill, point 9, Module F

Annex Ill, Module G

Annex |Il, point 10, Module G

Annex Ill, Module H

Annex |ll, point 11, Module H

Annex I, Module H1

Annex |Il, point 12, Module H1

Annex IV -
Annex V —
Annex VI —
Annex VI Annex IV
Annex V
Annex VI
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STATEMENT OF THE EUROPEAN PARLIAMENT

The European Parliament considers that only when and insofar as implementing acts in the sense
of Regulation (EU) No 182/2011 are discussed in meetings of committees, can the latter be
considered as ‘comitology committees’ within the meaning of Annex | to the Framework
Agreement on the relations between the European Parliament and the European Commission.
Meetings of committees thus fall within the scope of point 15 of the Framework Agreement
when and insofar as other issues are discussed.

169



