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CHAPTER 1.
1.1

GENERAL

These Rules describe the procedures that RINA
applies for conformity assessment of pressure
equipment according to the provisions of
European Directive 2014/68/EU concerning
pressure equipment (hereinafter “Pressure
Equipment Directive” or “Directive” or “PED”) and
what Organisations need to do to apply for,
obtain and maintain that certification.

1.2

Certification is open to all Organisations and does
not depend on whether they belong to an
association or group. RINA will apply its current
certification rates and guarantees that it will be
applied fairly and consistently.

1.3

Certification issued by RINA refers to the pressure
equipment indicated in the -certificate and
manufactured by the applicant Organisation,
where Organisation means a public or private
company, enterprise, business, body or
association, whether legally recognised or not,
with its own functions and administration, or a
natural person. For Organisations with more than
one operating unit, a single operating unit can be
defined as an Organisation.

1.4

Any information acquired during certification
activities shall be considered confidential and
handled as such.

15

The terms used in these Regulations are the same
as the definitions given in the Pressure Equipment
Directive.

1.6

The RINA identification number to include on the
data plates of the pressure equipment covered
by RINA certification is 0474.

This number shall be given in accordance with
the Pressure Equipment Directive provisions.

1.7

For Modules D, D1, E, E1, H, H1, the planning and
conduct of the audits is also done in compliance
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with what is prescribed in Rule RC/C.40 which
integrates what is prescribed in this Rule.

CHAPTER 2.
2.1

REFERENCE LEGISLATION

The applicable legislation for the purposes of the
pressure equipment conformity assessment is
Legislative Decree no. 26 of 15/02/2016,
implementing European Directive 2014/68/EU.

The reference accreditation standards are:

- EN ISO/IEC 17065 (Module B, C2, D, D1, E, E1, F,
G, H1)

- EN ISO/IEC 17020 (Module A2 and certification
of permanent joining processes)

- EN ISO/IEC 17021 (Module H)

- EN ISO/IEC 17024 (personnel
carrying out permanent joints)

certification

Any prescription of the above stated reference
legislation are considered applicable even if not
explicitly stated in this document.

For the application and standardised
interpretation of the Pressure Equipment
Directive, RINA uses the guidelines issues by the
European Community Working Group Party for
the Pressure Equipment Directive and the Agreed
Interpretations issued by the Italian Notified
Bodies Forum.

CHAPTER 3. ISSUE OF CERTIFICATION

3.1

Organisations wishing to obtain the aforesaid
certification for pressure equipment they intend
to market shall send a specific application
through fax, ordinary mail or email, containing the
necessary information according to the
applicable requirements of the Directive to
formulate the proposal of services, sich as:

a. name and address of the Organisation;

b. Description of pressure equipment, including

sketches, drawings, maximum allowable
pressure (PS), maximum and minimum
allowable temperature (TSmax, TSmin),

Volume (V) or DN, fluids contained and
relevant group and physical state as specified
in article 13 of the Directive;
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c. Assessment Module for conformity selected
and category of pressure equipment;

d. In the case of quality Modules (D, D1, E, E1, H,
H1), indication of the presence of an ISO9001
certified quality management system (QMS),
qualified processes and number of operators
(employee, externals, outsourced);

e. Number of items to be manufactured and for
mass production, estimated number of
pressure equipment manufactured per year,;

f. Standards used for the design, construction
and inspection of the pressure equipment;

g. Any eventual consulting company or self-
employed professional that any technical
activity has been outsourced to (drafting of
technical file, design, manufacturing,
inspection).

RINA performs a preliminary examination to verify
that all needed information are provided to
formulate a proposal for services; RINA reserves
the right to request further details, also if
necessary with reference to the contents of the
annexes to these Rules.

RINA formulates an economical proposal of
services based on these information; said
proposal will then be sent together with these
Rules and with the ‘Application for conformity
assessment of pressure equipment’ form.

3.2

Upon receipt of the filed ‘Application for
conformity assessment of pressure equipment’
form with acceptance of the proposal for service
issued, RINA wil be allowed to produce
comments on the application, or to rejectit; in the
absence of comments, RINA wil send the
applicant an order confirmation communication
which will indicate at least the information
relating to the contract number and job number,
reference offer number, name of the
technicians/auditors who will be involved in the
certification process and the chance of
motivated recusal of the technicians/auditors.

The ‘Application for conformity assessment of
pressure equipment’ form, completed by the
Organisation and its acceptance by RINA
contractually formalise the activities performed
by RINA according to these regulations.

RINA requires - for examination - the documents
listed in the annexes to these Rules and
applicable according to the module or
combination of modules selected.
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The organization shall identify (e.g. document
and revision number) any document of the
technical file.

RINA will notify the Organisation the name of
person in charge of the job, and that person wiill
then notify the Organisation of the name(s) of the
technician(s) who will be visiting the workshop
and/or worksite; the Organisation may object to
the appointment of said technician(s) explaining
its reasons for this.

3.3

In case of QMS conformity assessments (Modules
D, D1, E, E1, H, H1), RINA will visit the Organisation
to make an assessment, after notifying it the
names of the audit team in charge for carrying
out the assessment, to verify correct application
of all applicable procedures relating to the
design, construction and control of the pressure
equipment that is the object of the application
for assessment.

The Organisation may object to the appointment
of the above persons, explaining its reasons for
this.

In the case of first certification, RINA carries out an
initial audit consisting of two stages: audit stage 1
and audit stage 2.

Before carrying out the Stage 1 audit, the
Organization must send the documentation of its
Quality Management System to RINA; this
documentation must include at least a copy of
the Quality Management System Manual (if
present), a copy of all the System Procedures and
any necessary Instructions and Forms.

The RINA evaluation group verifies the adequacy
of the Organization's QMS in order to comply with
all the applicable requirements set out in PED
Directive.

The stage 1 auditis conducted at the RINA offices
or possibly at the Organization's office and has
the objective of providing an overview useful for
planning the subsequent audit activity, allowing
to:

- verify that the Organization's management
system documentation adequately covers the
requirements of the directive and the applicable
reference standards;

< review the level of understanding of the
requirements by the Organization, in particular
with respect to the identification of key
performances or significant aspects, processes,
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objectives and operations of the management
system applied to the directive;

= collect the necessary information regarding the
characteristics of the equipment being
inspected, the processes and the work areas;

- verify the presence of the instruments and
equipment necessary to carry out the activities;

e evaluate the level of preparation for the
subsequent stage 2 audit, verifying that the
implementation status of the quality
management system allows continuing with the
verification process;

= draw up the planning for the stage 2 audit (the
planning for the stage 1 audit is not mandatory),
defining any details where appropriate (such as
the location of the external activities to be
verified and the process phases to be verified) .

The purpose of the stage 2 auditis to evaluate the
implementation, including its effectiveness, of the
Organization's management system according
to the methods indicated below for the
evaluation visit.

The stage 2 audit must take place at the
Organization's premises.

QMS certified to ISO 9001 by an accredited
Certification Body is deemed essential for
Organizations applying to PED certification
accorting to modules D, D1, E, E1, H, HL1. If not, this
will be evaluated on a case by case basis.

The audit consists of:

e an initial meeting with the Organisation to
agree to the modalities of the actual audit;

e examination of the quality management
documents relevant for PED purposes
(alternatively, this examination can be made
beforehand);

e aninspection of the offices, production site(s)
and, where necessary of the site(s) where raw
materials are collected/stored, along with the
lab(s) to assess conformity of the factory
production control system with the
applicable reference standards;

e a closing meeting to share the outcome of
the audit.

The RINA audit team makes sure the
Organisation’s QMS is adequate for the purposes
of compliance with all the applicable essential
safety requirements set forth in annex | of the
Pressure Equipment Directive and, in the event of
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shortcomings or differences from the statements
made in the system documents, will notify the
Organisation of one or more findings.

During the audit, apart from demonstrating that
they possess the relevant reference standards,
the Organisation shall also demonstrate that the
QMS has been fully operational for at least three
months and that they effectively applies the
system and corresponding documented
procedures.

For this purpose, also during the surveillance
audits (specified below), RINA technicians are to
be guaranteed free access to the manufacturing
sites, to personnel and to the documents, in
addition to the necessary assistance by the
responsible people assigned to the audit.

3.4

At the end of the visit, the Organisation is given an
audit report containing any finding identified as
well as any proposed recommendation.

The Organisation may indicate any reservations
or observations concerning the findings of the
RINA technician(s) in the relevant field of the
audit report.

The content of the report is
confirmed by RINA in writing.

subsequently

If no written communication is received from
RINA, the report is deemed to be confirmed three
working days after it was given to the
Organisation.

After analysing the causes of any nonconformities
contained in the above report, the Organisation
shall propose the necessary corrective action to
RINA by the date indicated in the report, as well
as the expected deadline required for their
implementation.

RINA will send written acceptance of the
proposals and of the relative implementation
deadlines to the Organisation.

In the event of A-type findings (see next section)
the certification process is suspended; in the
event of other findings, the number of which, in
the audit team's judgement, may compromise
the efficiency of the system, the certification
process is also suspended.

In these cases, RINA may perform a
supplementary audit within three months in order
to ascertain whether the proposed corrective
action has been taken; if this audit is successful
the certification process is resumed.
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If the above period is exceeded, the QMS will be
completely re-examined within six months from
the date of the finding.

After the six-month period has elapsed and the
situation still remains negative, RINA reserves the
right to definitively close the certification file and
charge the time spent and expenses incurred up
to that moment. In that case, if the Organisation
wishes to proceed with RINA certification, it shall
submit a new application and repeat the
certification procedure.

In any case, if A-type findings are not closed
within twelve months from the assessment audit,
the Notified Body shall definitely refuse the
certification request.

In special cases, the above time limits may be
amended at the request of the Organisation, if
considered justified by RINA.

The Organization undertakes to satisfy the
obligations deriving from the approved quality
system and to ensure that it remains adequate
and effective.

The manufacturer keeps RINA informed of any
planned changes to the system, sending a
communication describing the changes made
and attaching the documents of the
Management System subject to change, limited
to the documents already acquired by RINA
when carrying out the Stage 1 audit.

RINA evaluates the proposed changes and
decides whether the modified system continues
to satisfy the requirements described above or
whether a second evaluation is necessary.

RINA communicates its decision to the
manufacturer. The communication must contain
the conclusions of the examination and the
detailed justification for the decision.

3.5

The findings relative to the object of the
certification are divided into the following types:

(a) A-type findings (major non-conformities):

e the total non-respect of one or more of the
Directive essential safety requirements or
requirements of the reference standards;

e asituation that may determine the delivery of
a non-conforming product or one that does
not comply with current law in the Member
State where the product is placed on the
market.
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e non-compliance with one or
requirements of these regulations;

more

e asituation that s likely to cause a failure in the
QMS or reduce its ability to assure control of
marked products.

(b) B-type findings (secondary shortcomings or
minor non-conformities):

e a condition that, in the RINA auditing team’s
opinion and experience, is not likely to cause
a failure in the operation of the QMS and does
not reduce its ability to guarantee product

control.
(c) C-type findings (recommendations,
observations):

e suggestions made with a view to improving
the system that do not directly pertain to the
requirements of the reference standards
applicable to the product.

3.6

The inspection of the products provided for the
pressure equipment shall be carried out in the
presence of RINA inspectors, based on the
requirements of the applicable assessment
procedures (modules) described in the Annexes
to this Rules.

The instruments needed to perform the tests (eg.
dimensional measurements, nondestructive
testing, hydrostatic test) are made available by
the applicant Organizations.

The instruments shall be adequate to the test
required and calibrated in accordance with the
internal procedures of Organizations, based on
the criticality of the measurement to be taken.

Instruments used for the hydrostatic test (pressure
gauges) calibration is always required and shall
be made in one of the following ways:

a. verification within the Organization, using, as
a reference master, an instrument subject to
calibration and accompanied by a
Calibration Certificate as indicated in the
following point b.,or

b. by a laboratory accredited by a body
signatory to the ILAC or EA Mutual
Recognition Agreement specifically
accredited according to ISO/IEC 17025 for
the calibration of pressure measuring
instruments with the issuing of a Calibration
Certificate,,
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c. by calibration centers qualified by the
manufacturer, that possess the necessary
expertise based on the requirements of UNIEN
ISO / IEC 17025: 2005; in this case, it shall be
guaranteed the metrological traceability to
primary instruments with valid calibration
certificates issued by laboratories accredited
by a body signatory to the ILAC or EA Mutual
Recognition

The instruments shall meet the

aceptibility criteria:

following

e min. full scale 1.5 times and max. full scale 4
times the value to be measured,;

e accuracy class < 2.5 on the measured value
(specified in the instrument calibration
report);

e the last calibration of the instrument has to be
done within 12 months.

RINA inspectors verify the identification of the
instruments and their calibration certificates with
metrological traceability.

In case necessary instruments are not made
available or not ensured their adequacy and
calibration, the relevant tests are not considered
valid for certification.

3.7

Normally, the hydrostatic test is performed after
the completion of the design appraisal by RINA
(where applicable). Where, upon preliminary
agreement with RINA, the hydrostatic test should
be carried out before the design appraisal is
completed, such test would not be considered
valid for the purposes of the certification process
if, as a result of design appraisal, any comment
would be identified by RINA about the need to
change (increase) the test pressure or, in any
case, if subsequent significant modifications to
the equipment would be carried out. In all these
cases, the hydrostatic test shall be repeated.

However the Organization shall provide
necessarily the documentation in the Iast
document revision in order to carry out the final
inspection. In case such documentation has not
been delivered to the notified body in advence,
upon agreement with notified body itself, this shall
be handed over to the inspector who will send it
to the competent RINA office.

3.8
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Following the successful outcome of all
examinations and tests set forth in the annexes to
these regulations, applicable according to the
module selected and specified in the proposal of
services sent to, and accepted by the
Organisation, RINA will issue the
certificate/authorisation/approval according to
the assessment module selected.

If the result of the assessment is negative (for
instance, in case the safety essential
requirements of the Directive and or requirements
of the relevant standards are not met), RINA will
notify the Organisation of the outcome and will
agree to a possible reassessment under the same
terms and conditions.

3.9

RINA provides evidence of the approval of
personnel and welding procedures as per Annex
| par. 3.1.2 of Directive 2014/68/EU (Regulation
RC/C.52) by affixing the Rina Services notification
number (No.Bo. 0474) to the relevant certificates;
for standards not harmonised with the Directive,
Rina affixes the explicit approval phrase to the
certificates in accordance with par. 3.1.2 of
Annex | of Directive 2014/68/EU.

3.10

The approval of the personnel responsible for
carrying out non-destructive tests on permanent
joints of Cat. Il and IV pressure equipment
according to Directive 2014/68/EU Annex 1 Par.
3.1.3 will be carried out in accordance with the
following cases:

- Case A: approval of personnel holding
certification in accordance with the ISO 9712
standard issued by RINA, Certification Body
accredited in accordance with EN ISO/IEC
17024 for the specific scheme and RTPO
Notified Body

- Case B: approval of personnel holding
certification in accordance with the ISO 9712
standard issued by an accredited
Certification Body in accordance with EN
ISO/IEC 17024 for the specific scheme, NOT
notified RTPO

- Case C: situations that do not fall within the
aforementioned Cases A and B: qualifications
in certain sectors issued according to criteria
equivalent to those of ISO 9712
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For requests attributable to Case A, PED approval
is declared on the qualification certificate issued
by RINA,; in the case of certificates issued by RINA
and currently valid which do not expressly report
approval according to Par. 3.1.3 of Annex | of the
Directive, the candidate must expressly request
this by attaching a copy of the certificate of
conformity to the ISO 9712 standard, issued by
RINA in accordance with the provisions of
regulation RC/C 14.

For requests attributable to Case B, the
candidate, through the Certification Body that
issued the certification in his possession, forwards
a certification request to RINA attaching the
following documentation:

- copy of the valid certification relating to the
"welding" product sector

- certificate certifying satisfaction of the visual
requirements referred to in point 7.4 of the ISO
9712 standard, relating to the previous 12
months

- agreement with the CB that
certification

- evidence, provided by the CB, relating to
qualification and certification

For requests attributable to Case C, the

candidate forwards a certification application to

RINA attaching the following documentation:

- certificate certifying satisfaction of the visual
requirements referred to in point 7.4 of the ISO
9712 standard, relating to the previous 12
months

- evidence relating to the training carried out prior

to the quallification exam

declaration of experience for the method for

which approval is requested

evidence of the positive outcome of the

theoretical exams (general and specific)
conducted during the CND qualification
evidence of the positive outcome of the
practical examination conducted on
permanent joints of pressure equipment

- declaration of absence of significant
interruptions in NDT activity in the field of
permanent joints of pressure equipment

issued the

Rina (as RTPO) will assign the following checks to
be carried out at the customer's premises to a
technician qualified for the PED scheme:

- ability to prepare and develop NDT Procedures
and |Instructions (if applicable based on
Level) for NDT test of permanent joints of
pressure equipment

- each candidate wil have to take, in the
presence of the qualified RINA technician, a
practical exam relating to each method for
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which approval has been
examining at least one sample.

requested,

For Case A, B and C, following the successful
conclusion of the aforementioned checks and
tests, Rina will issue a specific PED approval
certificate according to Directive 2014/68/EU
Attachment 1 Par. 3.1.3 related to the certificate
qualification held by the candidate.

The approval certificate issued by RINA will have
a maximum validity period of 5 years for Cases A
and B and 3 years for Case C, and in any case it
cannot have an expiry date subsequent to the
expiry date of the qualification certificate for the
method and is subject to maintaining the validity
of the qualification certificate.

The renewal of the PED Approval will follow the
following process:

Case A: the renewal of the PED approval will be
issued at the time of the renewal/recertification
of the ISO 9712 certificates

Case B: the renewal of the PED approval will be
issued following the presentation of evidence of
the renewal/recertification of the ISO 9712
certificates

Case C: the renewal of the PED approval will be
issued after repeating the process conducted on
the occasion of the first approval

For cases A, B it is not possible to renew the non-
destructive testing operator approval certificates
by applying the provisions of Annex C.2 of the EN
ISO 9712 standard for the structured credit system.

CHAPTER 4. OF CERTIFICATION
4.1
The validity of the RINA

certificate/authorisation/approval is established
by the Directive or, where provision is not made in
the Directive, authorisations or approvals relative
to modules A2, C2, D, D1, E, E1, H, H1 when
referring to mass productions are valid for three
years. There is no limit to the validity of certificates
or authorisations relative to modules A1, C1, F, G
issued for individual items of pressure equipment.
EU type-examination certificates (Module B) are
valid for ten years and are renewable when they
expire, such as EC designh-examination
certificates issued in accordance with Module H1
following the validity of the system certificate.
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CHAPTER 5.
CERTIFICATION

5.1

EXTENSION OF

Authorisation or approval corresponding to
modules A2, C2, D, D1, E, E1, H, H1 may be
extended for a further three years, as long as the
procedures set forth in these regulations are
repeated.

CHAPTER 6. SUSPENSION,
RESTORATION AND WITHDRAWAL OF
CERTIFICATION

6.1

The validity of the Certificate of Conformity may
be suspended as indicated in “GENERAL
CONTRACT CONDITIONS GOVERNING SYSTEM,
PRODUCT AND PERSONNEL CERTIFICATION” and
in the following specific cases:

e talida comportare il non soddisfacimento dei
requisiti della direttiva e delle altre norme di
riferimento;

if, during the monitoring activity following the
issue of the certificate, RINA finds that the
pressure equipment or the assembly is no longer
in compliance with the requirements of the
Directive and other standardes;

if the organization has made major changes to
the equipment or to the assembly certified
without informing RINA or such that the relevant
products fail to meet the requirements of the
Directive and other standards;

if the Organisation does not allow scheduled
audits to be performed at the requested date;

if non-conformities are found in the Quality
Management System which have not been
corrected within the time limits established by
RINA,;

if the Organisation does not observe the
deadlines established for the communication of
corrective actions, following non-
conformities/observations indicated on the
audit report;

if the Organisation has made significant
modifications to its Quality Management System
which have not been accepted by RINA,;

if the Organization refuses or hampers
participation of accreditation body observersin
audits;
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o for evidence that the Quality Management
System does not guarantee respect of the laws
and regulations applicable to the activity
and/or the site(s);

o if any justified and serious claims received by
RINA are confirmed.

The Organisation may also make a justified request to
RINA to suspend certification, normally for not more
than six months and in no case after the certification
expiry date.

This suspension will be notified in writing, stating the
conditions for re-instating certification and the date by
which the new conditions are to be complied with.

RINA informs the Italian Administration about any
suspension of validity of the certificates.

6.2

Restoration of the certification is subject to verification
that the shortcomings which led to the suspension itself
have been eliminated. This is achieved by means of an
analytical audit checking the compliance of the
product and of the Organization with all the
requirements of the reference standard.

This is notified in writing to the Organisation and to the
[talian Administration.

6.3

Failure to fulfil the conditions as per point 6.2 above by
the established date shall lead to withdrawal of the
Certificate of Conformity.

Withdrawal of the Certificate of Conformity may be
decided as indicated in “GENERAL CONTRACT
CONDITIONS GOVERNING SYSTEM, PRODUCT AND
PERSONNEL CERTIFICATION” and in the following
specific cases:

e when there are reasons such as those indicated
in point 6.1 for suspension, which are considered
to be particularly serious;

o if the Organisation stops the activities or services
covered by the certified Quality Management
System and/or of the pressure equipment
conformity assessment for over six months as a
rule;

o if the Organisation does not accept the new
economic conditions established by RINA
through an amendment to the contract;

o for any other reason that RINA deems to be
serious, including but not limited to the proven
failure of the system to pursue its objectives in
compliance with legislative or contractual
provisions or with product safety.
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If the Certificate of Conformity is withdrawn, RINA takes
the following measures:

a. gives the Organisation written, detailed
reasons explaining its decision to withdraw the
certificate and indicates the possibility to
appeal against that decision;

b. if the appeal is unsuccessful, it directly informs
the Italian Administration, providing the details
of the withdrawn certificates;

c. informs the technical secretariat of the forum
of European notified bodies of pressure
equipment of the data relevant to the
withdrawn certificate.

Any Organisation which, following withdrawal of its
Certificate, wishes to be re-certified, shall lodge a
new application and follow the entire procedure set
forth in these Rules all over again.

In case of revocation or suspension of the Certificate
of Conformity, starting from the date of the
intervention of the same, the organization will have
to suspend the marketing of the products marked
according to the same, including any stock.

CHAPTER 7.
ISSUED

7.1

LIST  OF  CERTIFICATIONS

RINA make available to the Italian Administration the
list of the issued, suspended, withdrawn certificates.

Said list contains:

— the name and address of the Organisation;

— the certificate/authorisation/approval
number;

— adescription of the certified pressure
equipment

— the date of issue of the
certificate/authorisation/approval;

— the expiry date of the
certificate/authorisation/approval,

RINA may also provide the above data to:
— The Italian accreditation body;

— Federations of Certification Bodies that RINA is
a member of;

— other Notified Bodies.
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CHAPTER 8.
CERTIFICATE

8.1

TRANSFERRING THE

If the company name changes, the Organisation
shall inform RINA accordingly and send the
following documentation:

— acopy of the Organisation's new Chamber of
Commerce registration certificate or
equivalent document,

— a copy of the notarial act certifying the
change.

After check of the above documents, RINA issues
a new Certificate of Conformity, which cancels
and replaces the previous one.

CHAPTER 9.
COMPLAINTS

9.1

APPEALS AND

The Organization can appeal against RINA's
decisions by explaining the reasons for dissent,
within 30 days from the date of notification of the
decision. The procedures to be followed for
submitting appeals and complaints are
described at www.rina.org by following the link
found on the page dedicated to the PED
Directive.

CHAPTER 10.
CERTIFICATION

A certified Organisation may send formal
communication of waiver of certification to RINA,
before the expiry of the certificate, including for
cases whereby the Organisation does not wish to
— or cannot - conform to new provisions
established by RINA.

WAIVER OF

Upon receipt of this communication, RINA
initiates the procedure to invalidate the
certificate.

Generally, RINA updates the validity status of the
certificate within one month from the date of the
communication.

CHAPTER 11.
111

CONTRACT CONDITIONS

For contract conditions, the contents of the
current edition of RINA Rule RC/C 17 “General
contract conditions for conformity assessment
activities” apply.
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MODULE A2 (Internal Production control plus supervised pressure equipment checks at random
intervals internal manufacturing checks with monitoring of the final assessment)

This module may be used for category Il pressure equipment or, if the manufacturer decides, for pressure equipment
falling within risk category I.

The manufacturer shall send a CE marking authorisation application, following the procedures described in module A2
of the Pressure Equipment Directive and for each individual item of pressure equipment intended for CE marking, the
manufacturer shall include the following documents:

a) a general description of the pressure equipment;

b) conceptual design and manufacturing drawings and diagrams of components, sub-assemblies, circuits, etc.,
complete with descriptions and explanations necessary for an understanding of the said drawings and diagrams
and the operation of the pressure equipment;

Cc) risk assessment

d) a list of the standards applied in full or in part, and a description of the solutions adopted to meet the essential
requirements of the Directive where the harmonised standards have not been applied,;

e) copy of the specifications and the reports qualifying the permanent joints (e.g. as regards WPS and WPQR) issued
by Notified Body or Third Party Body

f) certificates qualifying personnel/operators undertaking the permanent joining of parts, issued by Notified Body or
by Third Party Body.

RINA examines the documents produced and may make a preliminary visit to the manufacturer to verify the methods
used to execute the final assessment. If the outcome of this visit is positive, RINA issues authorisation for CE marking.

RINA approves the permanent joint operating procedures and personnel, in accordance with the provisions set forth
in point 3.1.2 of annex | of the Pressure Equipment Directive.

The manufacturer carries out the final assessment of the pressure equipment under RINA’s control, through unexpected
inspections.

During the scheduled and the unexpected visits, the manufacturer shall provide RINA with the following documents:

e results of design calculations made, examinations carried out, etc. for experimental designs;

e conceptual design and manufacturing drawings and diagrams of components, sub-assemblies, circuits, etc.,
complete with descriptions and explanations necessary for an understanding of the said drawings and diagrams
and the operation of the pressure equipment;

o list of materials used, with name of harmonised standard reference, or Particular Material Approval (PMA) issued by
manufacturer or European Material Approval (EMA);

e certificates of the base and of the filler materials;

traceability procedures;

copy of the specifications and the reports qualifying the permanent joints (e.g. WPS and WPAR) issued by Notified

Body or Third Party Body;

heat treatment procedures;

heat treatment diagrams;

reports of non-destructive tests;

reports of any destructive tests carried out (e.g. face bend and root bend welding tests);

copy of certificates qualifying personnel undertaking non-destructive tests;

certificates qualifying personnel/operators undertaking the permanent joining of parts, issued by Notified Body or

by Third Party Body and relevant RINA approval;

non-conformity reports issued in production and relevant corrective actions;

e oOperating instructions (instaling and putting into service, use and maintenance, limits of use, residual risks
connected to use, identification of replaceable parts, documents necessary for a full understanding of these
instructions)

e declaration of conformity (ref. Article 17 of directive 2014/68/EU).

During these inspections, RINA ascertains that the manufacturer actually performs the final assessment required by the
Directive (Annex |, par. 3.2) and shall take a sample of pressure equipment from the manufacturing or storage premises
in order to perform, or have performed, all or part of the final assessment of the pressure equipment samples.

RINA also verifies that the CE marking is correctly affixed.

The frequency of the visits made by RINA shall be defined according to the average annual number of pressure
equipment items manufactured, to the number of equipment types to certify and to the group of fluids contained.

Since these are unexpected visits, the manufacturer will communicate the intended schedule of production to RINA,
so that visits can be made during final product assessment or in any case when product items are available for RINA
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inspections, such as hydrostatic pressure tests, visual inspections and dimensional checks, non-destructive tests on
permanent joints, examination of test reports.

If shortcomings to the final assessment system should emerge during these unexpected visits, RINA reserves the right to
make other unexpected visits to verify whether the Organisation has remedied these non-conformities.

Under the responsibility of RINA, the manufacturer shall affix the CE marking on each item of pressure equipment,
indicating the identification number of RINA.
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MODULE B (EU TYPE-EXAMINATION)
EU-Type examination — production type

EU-type examination — production type is the part of a conformity assessment procedure in which RINA examines the
technical design of the pressure equipment and verifies and attests that the technical design of the pressure equipment
meets the requirements of the Directive.

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 below,
plus examination of a specimen, representative of the production envisaged, of the complete pressure equipment.

The manufacturer shall lodge an application for EU type-examination, following the procedures described in module B of
the Pressure Equipment Directive and for each “type”, the manufacturer shall include the following documents:

a) ageneral description of the pressure equipment;

b) conceptual design and manufacturing drawings and diagrams of components, sub-assemblies, circuits, etc.,
complete with descriptions and explanations hecessary for an understanding of the said drawings and diagrams and
the operation of the pressure equipment;

c) risk assessment;

d) a list of the standards applied in full or in part, and a description of the solutions adopted to meet the essential
requirements of the Directive where the harmonised standards have not been applied;

e) results of design calculations made, and plan of tests required in any experimental design procedures, describing the
relevant acceptability limits for those tests;

f) list of materials used, with name of harmonised standard reference, or European Material Approval (EMA);

g) copy of the specifications and the reports qualifying the permanent joints (e.g. WPS and WPAR) issued by Notified
Body or Third Party Body;

h) certificates qualifying personnel/operators undertaking the permanent joining of parts, issued by Notified Body or by
Third Party Body;

i) copy of certificates qualifying personnel undertaking non-destructive tests;

j) manufacturing quality control plan (inspection plan);

k) non-destructive test procedures;

) heat treatment procedures;

m) drawing of the plate;

n) operating instructions (installing and putting into service, use and maintenance, limits of use, remaining risks connected
to use, identification of replaceable parts, documents necessary for a full understanding of these instructions).

The manufacturer shall provide one or more representative examples of the production, hereinafter called “type”. One
type may cover several variations of an item of pressure equipment under the condition that the differences between the
variations have no effect on the level of safety.

Following this, RINA shall:
— examine and approve the documentation, send any comments, perform any assessments required;

— assess the materials used in relation to the function for which they are intended and to the compatibility with adjoining
materials; where these are not in conformity with the relevant harmonized standards or with a European approval for
pressure equipment materials, it shall issue a Particular Material Approval (PMA-PED form); it shall also check the
certificates issued by the material manufacturer in accordance with section 4.3 of Annex | of the Directive,

— check that the type has been manufactured according to the documents submitted, establishing which elements are
designed in conformity with the harmonised standards and which elements are designed in conformity with other
standards of reference;

— approve the procedures for the permanent joining of pressure equipment parts, or check that they have been
previously approved by a Notified Body or recognised third party, in accordance with section 3.1.2 of Annex | of the
Directive;

— verify that the personnel undertaking the permanent joining of pressure equipment parts and the non-destructive tests
are qualified or approved by a Notified Body or recognised third party ,in accordance with sections 3.1.2 and 3.1.3 of
Annex | of the Directive;

— perform the appropriate examinations and necessary tests to establish whether the solutions adopted by the
manufacturer meet the essential safety requirements listed in Annex | of the Directive and issue a test performance
report.

RINA will agree with the manufacturer the location where the examinations and tests are to be carried out.

Where the type meets the provisions of the Directive, RINA will issue an EU type-examination certificate to the
manufacturer. The certificate will contain the name and address of the manufacturer, the conclusions of the examination
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and the necessary data for identification of the approved type. A list of the relevant parts of the technical documentation
is annexed to the certificate and a copy kept by the RINA.

The manufacturer to which RINA issued the EU type-examination certificate shall inform RINA of all modifications to the
approved pressure equipment; these are subject to additional approval where they may affect conformity with the
essential requirements or the prescribed conditions for use of the pressure equipment. This additional approval shall be
given in the form of a revision or an addition to the original EU type-examination certificate.

RINA 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, RINA shall inform the manufacturer accordingly.

EU-Type examination - design type

EU-type examination — design type is the part of a conformity assessment procedure in which RINA 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.

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 below,
without examination of a specimen.

The experimental design method provided for in point 2.2.4 of Annex | shall not be used in the context of this module.

The manufacturer shall lodge an application for EC design-examination of pressure equipment, following the procedures
described in module B of the Pressure Equipment Directive and shall include the following documents:

a) a general description of the pressure equipment;

b) conceptual design and manufacturing drawings and diagrams of components, sub-assemblies, circuits, etc.,
complete with descriptions and explanations necessary for an understanding of the said drawings and diagrams and the
operation of the pressure equipment;

c) risk assessment;

d) a list of the standards applied in full or in part, and a description of the solutions adopted to meet the essential
requirements of the Directive where the harmonised standards have not been applied;

e) results of design calculations made and examinations carried out;

f) list of materials used, with name of harmonised standard reference, or European Material Approval (EMA);

g) copy of the specifications and the reports qualifying the permanent joints (e.g. WPS and WPAR) issued by Notified
Body or Third Party Body;

h) non-destructive test procedures;

i) heat treatment procedures;

j) drawing of plate

k) operating instructions (installing and putting into service, use and maintenance, limits of use, remaining risks connected
to use, identification of replaceable parts, documents necessary for a full understanding of these instructions).

Following this, RINA shall:
— examine and approve the documentation, perform any assessments required and send any comments;

— assess the materials used in relation to the function for which they are intended and to the compatibility with adjoining
materials; where these are not in conformity with the relevant harmonized standards or with a European approval for
pressure equipment materials, it shall issue a Particular Material Approval (PMA-PED form);

— perform the appropriate examinations to establish whether the solutions adopted by the manufacturer meet the
essential safety requirements listed in Annex | of the Directive;

— perform the necessary examinations to establish whether, where the manufacturer has chosen to apply the relevant
standards, these have actually been applied;

— approve the procedures for the permanent joining of pressure equipment parts, or check that they have been
previously approved by a Notified Body or recognised third party, in accordance with section 3.1.2 of Annex | of the
Directive;

— verify that the personnel undertaking the permanent joining of pressure equipment parts and the non-destructive tests
are qualified or approved by a Notified Body or recognised third party ,in accordance with sections 3.1.2 and 3.1.3 of
Annex | of the Directive;

Where the design meets the provisions of the Directive, RINA will issue an EU type-examination certificate to the
manufacturer. The certificate will contain the name and address of the manufacturer, the conclusions of the examination,
conditions for its validity and the necessary data for identification of the approved design. A list of the relevant parts of
the technical documentation is annexed to the certificate and a copy kept by the RINA.
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The manufacturer to which RINA issued the EU type-examination certificate shall inform RINA of all modifications to the
approved design; these are subject to additional assessment and approval where such changes may affect the
conformity of the pressure equipment with the essential requirements of the Directive or the prescribed conditions for use
of the pressure equipment. This additional approval shall be given in the form of a revision or an addition to the original
EU type-examination certificate.

RINA 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, RINA shall inform the manufacturer accordingly.

15/35



{ Rules for conformity assessment of pressure equipment in compliance with
R I } H Pressure Equipment Directive 2014/68/EU

Annex 3 - Module C2

MODULE C2 (CONFORMITY TO TYPE BASED ON INTERNAL PRODUCTION CONTROL PLUS SUPERVISED
PRESSURE EQUIPMENT CHECKS AT RANDOM INTERVALS)

Within the context of this procedure, the manufacturer establishes and declares that the pressure equipment is in
conformity with the type as described in the EU type-examination certificate and meets the requirements of the Directive.

This module may be used for category Il pressure equipment or, if the manufacturer decides, for pressure equipment
falling within risk category | or Il.

The manufacturer shall send a CE marking authorisation application, following the procedures described in module C2 of
the Pressure Equipment Directive and for each individual item of pressure equipment intended for CE marking, the
manufacturer shall include the following documents:

a) ageneral description of the pressure equipment;

b) conceptual design and manufacturing drawings and diagrams of components, sub-assemblies, circuits, etc.,
complete with descriptions and explanations necessary for an understanding of the said drawings and diagrams and
the operation of the pressure equipment;

c) a list of the standards applied in full or in part, and a description of the solutions adopted to meet the essential
requirements of the Directive where the harmonised standards have not been applied,;

d) copy of the specifications and the reports qualifying the permanent joints (e.g. as regards WPS and WPAR welding)
issued by Notified Body or Third Party Body;

e) certificates qualifying personnel/operators un;dertaking the permanent joining of parts, issued by Notified Body or by
Third Party Body;

f) a copy of the EU type-examination certificate issued by a Notified Body.

RINA examines the documents produced and makes a preliminary visit to the manufacturer to verify the methods used
to execute the final assessment; if the outcome of this visit is positive, RINA issues authorisation for CE marking.

The manufacturer carries out the final assessment of the pressure equipment under RINA’s control, through unexpected
inspections.

During the scheduled visits and the unexpected visits, the manufacturer shall provide RINA with the following documents:

e proof of EU-type examination certificate (Module B);

e conceptual design and manufacturing drawings and diagrams of components, sub-assemblies, circuits, etc.,
complete with descriptions and explanations necessary for an understanding of the said drawings and diagrams and
the operation of the pressure equipment;

o list of materials used, with name of harmonised standard reference, or Particular Material Approval (PMA) issued by
manufacturer or European Material Approval (EMA);

e certificates of origin of the basic materials and of the filler materials;

e traceability procedures;

a copy of the specifications and the reports qualifying the permanent joints (e.g. as regards WPS and WPAR welding)

issued by Notified Body or Third Party Body and approved by RINA;

heat treatment procedures;

heat treatment diagrams;

reports of non-destructive tests carried out;

reports of any destructive tests carried out (e.g. face bend and root bend welding tests);

a copy of certificates qualifying personnel undertaking non-destructive tests approved by Third Party Body;

certificates qualifying personnel/operators undertaking the permanent joining of parts, issued by Notified Body or by

Third Party Body and approved by RINA;

non-conformity reports issued in production and corresponding resolutions;

e oOperating instructions (installing and putting into service, use and maintenance, limits of use, remaining risks connected
to use, identification of replaceable parts, documents necessary for a full understanding of these instructions);

e declaration of conformity (ref. Article 17 of directive 2014/68/EU).

During these inspections, RINA ascertains that the manufacturer actually performs the final assessment required by the
Directive (Annex |, par. 3.2) and shall take a sample of pressure equipment from the manufacturing or storage premises in
order to perform, or have performed, all or part of the final assessment of the pressure equipment samples; RINA will also
ascertain that the CE marking is affixed correctly.

The frequency of the visits made by RINA shall be defined according to the average annual number of pressure
equipment items manufactured, to the number of equipment types to certify and to the group of fluids contained.

Since these are unexpected visits, the manufacturer will communicate the intended schedule of production to RINA, so
that visits can be made during final product assessment or in any case when product items are available for RINA
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inspections, for example during hydrostatic pressure tests, visual inspections and dimensional checks, non-destructive tests
on permanent joints, examination of reports of tests performed.

If shortcomings to the final assessment system should emerge during these unexpected visits, RINA reserves the right to
make other unexpected visits to verify whether the Organisation has remedied these non-conformities.

On the responsibility of RINA, the manufacturer shall affix the CE marking on each item of pressure equipment, indicating
the identification number of RINA.
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MODULE D (CONFORMITY TO TYPE BASED ON QUALITY ASSURANCE OF THE PRODUCTION PROCESS)

Within the context of this procedure, the manufacturer shall adopt an approved Quality System for production, final
inspection and testing as specified in “Quality System” and be subject to surveillance by RINA as specified in
“Surveillance”.

The manufacturer establishes and declares that the pressure equipment is in conformity with the type as described in the
EU type-examination certificate and meets the requirements of the Directive.

The manufacturer shall affix the CE marking to each item of pressure equipment, indicating the identification number of
RINA and draw up a Declaration of Conformity (ref. Article 17 of directive 2014/68/EU).

Quality system

The manufacturer shall lodge an application for assessment of his Quality System for the products concerned, in
accordance with the procedures described in module D of the Pressure Equipment Directive and shall include the
following documents:

a) a general description of the pressure equipment;

b) a copy of the quality documentation relevant for the purposes of the pressure equipment (this documentation is listed
below and alternatively may be acquired and examined by RINA during the audit);

Cc) a copy of the EU type-examination certificate or EC design-examination certificate (unless the assessment according
to Module D is carried out at the same time as the EU type examination or EC design examination) and the
corresponding technical documentation;

d) a copy of ISO9001 certification.

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.

The Quallity System documentation shall contain in particular an adequate description of:

- the quality objectives and the organizational structure, responsibilities and powers of the management with regard
to the quality of the pressure equipment;

- the 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 section
3.1.2 of Annex | of the Directive;

- the examinations and tests that will be carried out before, during and after manufacture, and the frequency with
which they will be carried out;

- 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 joining of parts and the
non-destructive tests in accordance with sections 3.1.2 and 3.1.3 of Annex | of the Directive;

- the means of monitoring the achievement of the required quality and the effective operation of the Quality System.

The Quality System shall guarantee conformity of the pressure equipment with the type as described in the EU type-
examination certificate and with the requirements of the Directive.

It is essential for the manufacturer to have its own Quality System certified by an accredited body to UNI EN ISO 9001,
cases other than these will be assessed individually.

When the manufacturer is sure that the documentation of its management Quality System is in line with the PED, it can
request RINA to carry out the audit.

During the audit for first certification, RINA will assess the fundamental points of the Quality System in terms of what is
required by the pressure equipment certificate, using an appropriate checklist; it will also assess the Quality System overall
if this has been certified by a different body from RINA. At the end of the audit, RINA will issue a copy of the audit report.

The auditing team shall have at least one member with experience of assessing the pressure equipment production
technology concerned. The assessment will include an inspection visit to the manufacturer’s premises.

If the outcome of assessment activities is positive, in other words if not serious (type B) findings or simple recommendations
emerge, RINA issues a Quality System Certificate of Conformity attesting to conformity with the requirements of Module D
(production quality assurance) of the Directive. RINA will make another visit to verify that the changes agreed during the
audit have been put into place within the agreed time.

If serious findings emerge or if the number of not serious findings prejudices compliance with the essential safety
requirements, RINA will carry out a reassessment within the deadline indicated on the audit report (which allows the
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manufacturer to take action on its Quality System, integrating the changes required) and will not issue any Certificate of
Conformity.

After the second audit is carried out, if the result is positive or falls within the limits above, RINA will issue the Certificate of
Conformity.

The Quality System Certificate of Conformity is valid for three years.
If the second audit is not successful, RINA will inform the other notified bodies that it has denied certification of conformity.

The manufacturer undertakes to fulfil the obligations arising out of the Quality System as approved and to ensure that it
remains satisfactory and efficient.

The manufacturer shall inform RINA of any intended adjustment to the Quality System.

RINA shall assess the proposed changes and decide whether the amended Quality System wiill still meet the requirements
referred to above or whether a reassessment is required.

RINA shall shall notify its decision to the manufacturer. The notification shall contain the conclusions of the examination
and the reasoned assessment decision.

Surveillance

The purpose of surveillance is to make sure that the manufacturer duly fulfils the obligations arising out of the approved
Quality System.

RINA carries out the Quallity System surveillance by implementing a time schedule that includes a maintenance visit at the
end of the first year, a maintenance visit at the end of the second year and a series of unexpected visits established on
the basis of the criteria described below; product specialists will carry out the visits.

During each of the maintenance visits, RINA will carry out a complete review of the management Quality System or apply
a review programme that leads to a full reassessment of the management Quality System during the two visits.

During the first year of production there shall be at least two unexpected visits for equipments categories Il and IV cited
at article 4, par.1, comma a), point i), article 4, par. 1, comma a), pointii), first indent, and article 4, par. 1, comma b) (one
of which may be carried out at the same time as the audit). For all other pressure equipments, and in general for all
subsequent visits, the frequency of the unexpected visits and any general increase in their number is determined on the
basis of the following criteria:

» the category of the equipment;
the results of previous surveillance visits;
the need to ensure implementation of the corrective actions;
special conditions linked to the approval of the system, where applicable;
significant changes in manufacturing organisation, policy or techniques.

v v v v

Since these are unexpected visits, the manufacturer will communicate the intended schedule of production to RINA, so
that visits can be made during final product assessment or in any case when product items are available for RINA
inspections, for example during hydrostatic pressure tests, visual inspections and dimensional checks, non-destructive tests
on permanent joints, examination of reports of tests performed.

During the scheduled visits and the unexpected visits, the manufacturer shall provide RINA with the following documents:
¢ the documentation relating to the Quality System;

e the internal inspection reports;

¢ results of design calculations made, examinations carried out, etc. for experimental designs;

e conceptual design and manufacturing drawings and diagrams of components, sub-assemblies, circuits, etc.,
complete with descriptions and explanations necessary for an understanding of the said drawings and diagrams
and the operation of the pressure equipment;

¢ list of materials used, with name of harmonised standard reference, or Particular Material Approval (PMA) issued
by the Notified Body that approved the type of pressure equipment or European Material Approval (EMA);

e certificates of origin of the basic materials and of the filler materials;

e traceability procedures;

e a copy of the specifications and the reports qualifying the permanent joints (e.g. as regards WPS and WPAR
welding) issued by Notified Body or Third Party Body and approved by the Notified Body that issued the EU-type
examination certificate;
heat treatment procedures;
heat treatment diagrams;
reports of non-destructive tests carried out;
reports of any destructive tests carried out (e.g. face bend and root bend welding tests);

a copy of certificates qualifying personnel undertaking non-destructive tests approved by Third Party Body;
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e certificates qualifying personnel/operators undertaking the permanent joining of parts, issued by Notified Body or
by Third Party Body and approved by the Notified Body that issued the EU-type examination certificate;

e calibration certificates of test equipment;

e non-conformity reports issued in production and corresponding resolutions;

e oOperating instructions (instaling and putting into service, use and maintenance, limits of use, remaining risks
connected to use, identification of replaceable parts, documents necessary for a full understanding of these
instructions);

e declaration of conformity (ref. Article 17 of directive 2014/68/EU).

During these inspections, RINA ascertains that the manufacturer actually performs the final assessment required by the
Directive (Annex |, par. 3.2) and shall take a sample of pressure equipment from the manufacturing or storage premises in
order to perform, or have performed, all or part of the final assessment of the pressure equipment samples.

RINA also establishes that the CE marking is correctly affixed.
When the result of these activities is positive, RINA issues a final assessment report.

The possible presence of high findings during surveillance visits or unannounced visits is managed by RINA as follows:

In the presence of major non-conformities or other findings, whose number in the opinion of the evaluation group is such
as to prejudice the manufacturing process, the Organization is subjected to an additional verification within the time
established by RINA, in relation to the type of non-conformities themselves and, in any case, no later than three months
from the end of the surveillance visit aimed at verifying the effectiveness of the corrections and corrective actions
proposed.

If the non-conformities are not resolved within the established times or if the non-conformities detected are such as not to
ensure the compliance of the product supplied with the applicable standards, RINA may suspend the certification until
the non-conformities have been corrected. If the subsequent audit also had a negative outcome, RINA will proceed with
the revocation of the Certificate of conformity.

When the certificate validity expires, the manufacturer shall send another application for assessment of its Quality System
and RINA will make a thorough review of the whole management Quality System.

MODULE D1 (QUALITY ASSURANCE OF THE PRODUCTION PROCESS)

Within the context of this procedure, the manufacturer shall implement an approved Quality System for production, final
inspection and testing of finished product as specified in “Quality System” and be subject to surveillance by RINA as
specified in “Surveillance”.

This module may be used for category Il pressure equipment or, if the manufacturer decides, for pressure equipment
falling within risk category I.

The manufacturer establishes and declares that the pressure equipment meets the requirements of the Directive.

The manufacturer shall affix the CE marking to each item of pressure equipment, indicating the identification number of
RINA and draw up a Declaration of Conformity (ref. Article 17 of directive 2014/68/EU).

Quality system

The manufacturer shall lodge an application for assessment of his Quality System for the products concerned, in
accordance with the procedures described in module D1 of the Pressure Equipment Directive and shall include the
following documents:

a) a general description of the pressure equipment with all useful technical information;

b) conceptual design and manufacturing drawings and diagrams of components, sub-assemblies, circuits, etc.,
complete with descriptions and explanations necessary for an understanding of the said drawings and diagrams and
the operation of the pressure equipment (this documentation is listed below and alternatively may be acquired and
examined by RINA during the audit);

c) results of design calculation made and a list of the standards applied in full or in part, and a description of the solutions
adopted to meet the essential requirements of the Directive where the harmonised standards have not been applied
(this documentation is listed below and alternatively may be acquired and examined by RINA during the audit);

d) a copy of the quality documentation relevant for the purposes of the pressure equipment (this documentation is listed
below and alternatively may be acquired and examined by RINA during the audit);

e) a copy of ISO9001 certification.

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.

The Quality System documentation shall contain in particular an adequate description of:
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- the quality objectives and the organizational structure, responsibilities and powers of the management with regard to
the quality of the pressure equipment;

- the 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 section
3.1.2 of Annex | of the Directive;

- the examinations and tests that will be carried out before, during and after manufacture, and the frequency with
which they will be carried out;

- 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 joining of parts in
accordance with section 3.1.2 of Annex | of the Directive;

- the means of monitoring the achievement of the required quality and the effective operation of the Quality System.

The Quallity System shall ensure compliance of the pressure equipment with the requirements of the Directive.

It is essential for the manufacturer to have its own Quality System certified by an accredited body to UNI EN ISO 9001,
cases other than these will be assessed individually.

When the manufacturer is sure that the documentation of his management Quality System is in line with the PED, it can
request RINA to carry out the audit.

During the audit for first certification, RINA will assess the fundamental points of the Quality System in terms of what is
required by the pressure equipment certificate, using an appropriate checklist; it will also assess the Quality System overall
if this has been certified by a different body from RINA. At the end of the audit, RINA will issue a copy of the audit report.

The auditing team shall have at least one member with experience of assessing the pressure equipment production
technology concerned. The assessment will include an inspection visit to the manufacturer’s premises.

If the outcome of assessment activities is positive, in other words if not serious (type B) findings or simple recommendations
emerge, RINA issues a Quality System Certificate of Conformity attesting to conformity with the requirements of Module
D1 (production quality assurance) of the Directive. RINA will make another visit to verify that the changes agreed during
the audit have been put into place within the agreed time.

If serious findings emerge or if the number of not serious findings prejudices compliance with the essential safety
requirements, RINA will carry out a reassessment within the deadline indicated on the audit report (which allows the
manufacturer to take action on its Quality System, integrating the changes required) and will not issue any Certificate of
Conformity.

After the second audit is carried out, if the result is positive or falls within the limits above, RINA will issue the Certificate of
Conformity.

The Quality System Certificate of Conformity is valid for three years.
If the second audit is not successful, RINA will inform the other notified bodies that it has denied certification of conformity.

The manufacturer undertakes to fulfil the obligations arising out of the Quality System as approved and to ensure that it
remains satisfactory and efficient.

The manufacturer, or his authorized representative established within the Community, shall inform the Notified Body that
has approved the Quality System of any intended adjustment to the Quality System.

The Notified Body shall assess the proposed changes and decide whether the amended Quality System will still meet the
requirements referred to above or whether a reassessment is required.

The Notified Body shall notify its decision to the manufacturer. The notification shall contain the conclusions of the
examination and the reasoned assessment decision.

Surveillance

The purpose of surveillance is to make sure that the manufacturer duly fulfils the obligations arising out of the approved
Quality System.

RINA carries out the Quality System surveillance by implementing a time schedule that includes a maintenance visit at the
end of the first year, a maintenance visit at the end of the second year and a series of unexpected visits established on
the basis of criteria described below; product specialists will carry out the visits.

During each of the maintenance visits, RINA will carry out a complete review of the management Quality System or apply
a review programme that leads to a full reassessment of the management Quality System during the two visits.

The frequency of the unexpected visits and any general increase in their number is determined on the basis of the
following criteria:
» the category of the equipment;
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the results of previous surveillance visits;

the need to ensure implementation of the corrective actions;

special conditions linked to the approval of the system, where applicable;
significant changes in manufacturing organisation, policy or techniques.

v v v v

Since these are unexpected visits, the manufacturer will communicate the intended schedule of production to RINA, so
that visits can be made during final product assessment or in any case when product items are available for RINA
inspections, for example during hydrostatic pressure tests, visual inspections and dimensional checks, non-destructive tests
on permanent joints, examination of reports of tests performed.

During the scheduled visits and the unexpected visits, the manufacturer shall provide RINA with the following documents:

e the documentation relating to the Quality System;

e the internal inspection reports;

¢ results of design calculations made, examinations carried out, etc. for experimental designs;

e conceptual design and manufacturing drawings and diagrams of components, sub-assemblies, circuits, etc.,
complete with descriptions and explanations necessary for an understanding of the said drawings and diagrams
and the operation of the pressure equipment;

¢ list of materials used, with name of harmonised standard reference, or Particular Material Approval (PMA) issued
by manufacturer or European Material Approval (EMA);

o certificates of origin of the basic materials and of the filler materials;

e traceability procedures;

e a copy of the specifications and the reports qualifying the permanent joints (e.g. as regards WPS and WPAR
welding) issued by Notified Body or Third Party Body, approved by RINA;

e heat treatment procedures;

¢ heat treatment diagrams;

e reports of non-destructive tests carried out;

e reports of any destructive tests carried out (e.g. face bend and root bend welding tests)

e copy of certificates qualifying personnel undertaking non-destructive tests

o certificates qualifying personnel/operators undertaking the permanent joining of parts, issued by Notified Body or
by Third Party Body and approved by RINA;

e calibration certificates of test equipment;

e non-conformity reports issued in production and corresponding resolutions;

e Operating instructions (instaling and putting into service, use and maintenance, limits of use, remaining risks
connected to use, identification of replaceable parts, documents necessary for a full understanding of these
instructions);

e declaration of conformity (ref. Article 17 of directive 2014/68/EU).

During these inspections, RINA ascertains that the manufacturer actually performs the final assessment required by the
Directive (Annex |, par. 3.2) and shall take a sample of pressure equipment from the manufacturing or storage premises in
order to perform, or have performed, all or part of the final assessment of the pressure equipment samples.

RINA also establishes that the CE marking is correctly affixed.
When the result of these activities is positive, RINA issues a final assessment report.

The possible presence of high findings during surveillance visits or unannounced visits is managed by RINA as follows:

In the presence of major non-conformities or other findings, whose number in the opinion of the evaluation group is such
as to prejudice the manufacturing process, the Organization is subjected to an additional verification within the time
established by RINA, in relation to the type of non-conformities themselves and, in any case, no later than three months
from the end of the surveillance visit aimed at verifying the effectiveness of the corrections and corrective actions
proposed.

If the non-conformities are not resolved within the established times or if the non-conformities detected are such as not to
ensure the compliance of the product supplied with the applicable standards, RINA may suspend the certification until
the non-conformities have been corrected. If the subsequent audit also had a negative outcome, RINA will proceed with
the revocation of the Certificate of conformity.

When the certificate validity expires, the manufacturer shall send another application for assessment of its Quality System
and RINA will make a thorough review of the whole management Quality System.
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MODULE E (CONFORMITY TO TYPE BASED ON PRESSURE EQUIPMENT QUALITY ASSURANCE)

Within the context of this procedure, the manufacturer shallimplement an approved Quality System for the final inspection
and testing of the finished product as specified in “Quality System” and be subject to surveillance by RINA as specified in
“Surveillance”.

The manufacturer establishes and declares that the pressure equipment is in conformity with the type as described in the
EU type-examination certificate and meets the requirements of the Directive.

The manufacturer shall affix the CE marking to each item of pressure equipment, indicating the identification number of
RINA and draw up a Declaration of Conformity (ref. Article 17 of directive 2014/68/EU).

Quality system

The manufacturer shall lodge an application for assessment of his Quality System for the products concerned, in
accordance with the procedures described in module E of the Pressure Equipment Directive and shall include the
following documents:
a) a general description of the pressure equipment;
b) a copy of the quality documentation relevant for the purposes of the pressure equipment (this documentation is
listed below and alternatively may be acquired and examined by RINA during the audit);
c) a copy of the technical EU type-examination certificate (unless the assessment according to Module E is carried
out at the same time as the EU type examination) and the corresponding technical documentation;
d) a copy of ISO9001 certification.

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.

The Quality System documentation shall contain in particular an adequate description of:

- the quality objectives and the organizational structure, responsibilities and powers of the management with regard
to the quality of the pressure equipment;

- the examinations and tests to be carried out after manufacture;

- 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 joining of parts and the
non-destructive tests in accordance with sections 3.1.2 and 3.1.3 of Annex | of the Directive;

- the means of monitoring the effective operation of the Quality System.

The Quality System shall guarantee conformity of the pressure equipment with the type as described in the EU type-
examination certificate and with the requirements of the Directive.

It is essential for the manufacturer to have its own Quality System certified by an accredited body to UNI EN ISO 9001,
cases other than these will be assessed individually.

When the manufacturer is sure that the documentation of his management Quality System is in line with the PED, it can
request RINA to carry out the audit.

During the audit for first certification, RINA will assess the fundamental points of the Quality System in terms of what is
required by the pressure equipment certificate, using an appropriate checklist; it will also assess the Quality System overall
if this has been certified by a different body from RINA. At the end of the audit, RINA will issue a copy of the audit report.

The auditing team shall have at least one member with experience of assessing the pressure equipment production
technology concerned. The assessment will include an inspection visit to the manufacturer’s premises.

If the outcome of assessment activities is positive, in other words if not serious (type B) findings or simple recommendations
emerge, RINA issues a Quallity System Certificate of Conformity attesting to conformity with the requirements of Module E
(production quality assurance) of the Directive. RINA will make another visit to verify that the changes agreed during the
audit have been put into place within the agreed time.

If serious findings emerge or if the number of not serious findings prejudices compliance with the essential safety
requirements, RINA will carry out a reassessment within the deadline indicated on the audit report (which allows the
manufacturer to take action on its Quality System, integrating the changes required) and will not issue any Certificate of
Conformity.

After the second audit is carried out, if the result is positive or falls within the limits above, RINA will issue the Certificate of
Conformity.

The Quallity System Certificate of Conformity is valid for three years.
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If the second audit is not successful, RINA will inform the other notified bodies that it has denied certification of conformity.

The manufacturer undertakes to fulfil the obligations arising out of the Quality System as approved and to ensure that it
remains satisfactory and efficient.

The manufacturer, or his authorized representative established within the Community, shall inform the Notified Body that
has approved the Quality System of any intended adjustment to the Quality System.

The Notified Body shall assess the proposed changes and decide whether the amended Quality System will still meet the
requirements referred to above or whether a reassessment is required.

The Notified Body shall notify its decision to the manufacturer. The notification shall contain the conclusions of the
examination and the reasoned assessment decision.

Surveillance

The purpose of surveillance is to make sure that the manufacturer duly fulfils the obligations arising out of the approved
Quality System.

RINA carries out the Quallity System surveillance by implementing a time schedule that includes a maintenance visit at the
end of the first year, a maintenance visit at the end of the second year and a series of unexpected visits established on
the basis of fixed criteria later on; product specialists will carry out the visits.

During each of the maintenance visits, RINA will carry out a complete review of the management Quality System or apply
a review programme that leads to a full reassessment of the management Quality System during the two visits.

During the first year of production there shall be at least two unexpected visits for equipments categories Il and IV cited
at article 4, par.1, comma a), point i), article 4, par. 1, comma a), pointii), first indent, and article 4, par. 1, comma b) (one
of which may be carried out at the same time as the audit). For all other pressure equipments, and in general for all
subsequent visits, the frequency of the unexpected visits and any general increase in their number is determined on the
basis of the following criteria:

» the category of the equipment;
the results of previous surveillance visits;
the need to ensure implementation of the corrective actions;
special conditions linked to the approval of the system, where applicable;
significant changes in manufacturing organisation, policy or techniques.

v v v v

Since these are unexpected visits, the manufacturer will communicate the intended schedule of production to RINA, so
that visits can be made during final product assessment or in any case when product items are available for RINA
inspections, for example during hydrostatic pressure tests, visual inspections and dimensional checks, non-destructive tests
on permanent joints, examination of reports of tests performed.

During the scheduled visits and the unexpected visits, the manufacturer shall provide RINA with the following documents:

e the documentation relating to the Quality System;

e the internal inspection reports;

e the technical documentation relative to the EC design-examination certificate and to the EU type-examination
certificate (Module B-Bl) issued by a Notified Body;

e conceptual design and manufacturing drawings and diagrams of components, sub-assemblies, circuits, etc.,
complete with descriptions and explanations necessary for an understanding of the said drawings and diagrams
and the operation of the pressure equipment;

¢ list of materials used, with name of harmonised standard reference, or Particular Material Approval (PMA) issued
by the Notified Body that approved the type of pressure equipment or European Material Approval (EMA);

o certificates of origin of the basic materials and of the filler materials;

e traceability procedures;

e a copy of the specifications and the reports qualifying the permanent joints (e.g. as regards WPS and WPAR
welding) issued by Notified Body or Third Party Body and approved by the Notified Body that issued the EU-type
examination certificate;
heat treatment procedures;
heat treatment diagrams;
reports of non-destructive tests carried out;
reports of any destructive tests carried out (e.g. face bend and root bend welding tests);

a copy of certificates qualifying personnel undertaking non-destructive tests approved by Third Party Body;
certificates qualifying personnel/operators undertaking the permanent joining of parts, issued by Notified Body or
by Third Party Body and approved by the Notified Body that issued the EU-type examination certificate;

e calibration certificates of test equipment;

e non-conformity reports issued in production and corresponding resolutions;
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e oOperating instructions (mounting and putting into service, use and maintenance, limits of use, remaining risks
connected to use, identification of replaceable parts, documents necessary for a full understanding of these
instructions);

e declaration of conformity (ref. Article 17 of directive 2014/68/EU).

During these inspections, RINA ascertains that the manufacturer actually performs the final assessment required by the
Directive (Annex |, par. 3.2) and shall take a sample of pressure equipment from the manufacturing or storage premises in
order to perform, or have performed, all or part of the final assessment of the pressure equipment samples.

RINA also establishes that the CE marking is correctly affixed.
When the result of these activities is positive, RINA issues a final assessment report.

In the event of serious findings or a number of findings that are not even serious enough to compromise compliance with
the Essential Safety Requirements, RINA will re-perform a surveillance audit within the deadline indicated in the Inspection
Report (such as to allow the manufacturer to act on its own quality system integrating the requested changes) suspending
the Certificate of conformity.

If the subsequent audit also had a negative outcome, RINA will proceed with the revocation of the Certificate of
conformity.

When the certificate validity expires, the manufacturer shall send another application for assessment of its Quality System
and RINA will make a thorough review of the whole management Quality System.

The manufacturer shall, for a period of ten years after the last of the pressure equipment has been manufactured, hold at
the disposal of the national authorities:
e the documentation referred to in point c) of the ‘Quality System’ section;
e the adjustments referred to in the Quality System;
e the decisions and reports from RINA and relative to the approval of the management Quality System, of the
changes made and of the scheduled and unexpected visits made.

MODULE E1 (QUALITY ASSURANCE OF FINAL PRESSURE EQUIPMENT INSPECTION AND TESTING)

Within the context of this procedure, the manufacturer shall use an approved Quality System for the final inspection and
testing of the finished product as specified in “Quality System” and be subject to surveillance by RINA as specified in
“Surveillance”.

This module may be used for category Il pressure equipment or, if the manufacturer decides, for pressure equipment
falling within risk category I.

The manufacturer establishes and declares that the pressure equipment meets the requirements of the Directive.

The manufacturer shall affix the CE marking to each item of pressure equipment indicating the identification number of
RINA and draw up a Declaration of Conformity (ref. Article 17 of directive 2014/68/EU).

Quality system

The manufacturer shall lodge an application for assessment of his Quality System for the products concerned, in
accordance with the procedures described in module E1 of the Pressure Equipment Directive and shall include the
following documents:

a) a general description of the pressure equipment with all useful technical information;

b) conceptual design and manufacturing drawings and diagrams of components, sub-assemblies, circuits, etc.,
complete with descriptions and explanations necessary for an understanding of the said drawings and diagrams and
the operation of the pressure equipment (this documentation is listed below and alternatively may be acquired and
examined by RINA during the audit);

c) results of design calculation made and a list of the standards applied in full or in part, and a description of the solutions
adopted to meet the essential requirements of the Directive where the harmonised standards have not been applied
(this documentation is listed below and alternatively may be acquired and examined by RINA during the audit);

d) a copy of the quality documentation relevant for the purposes of the pressure equipment (this documentation is listed
below and alternatively may be acquired and examined by RINA during the audit);

e) a copy of ISO9001 certification.

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.

The Quallity System documentation shall contain in particular an adequate description of:
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the quality objectives and the organizational structure, responsibilities and powers of the management with regard to
the quality of the pressure equipment;

- the operational procedures for the permanent joining of parts approved in accordance with the provisions set forth in
point 3.1.2 of annex | of the Pressure Equipment Directive;

the examinations and tests to be carried out after manufacture;

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 joining of parts in
accordance with section 3.1.2 of Annex | of the Directive;

- the means of monitoring the operation of the Quality System.
The Quality System shall ensure compliance of the pressure equipment with the requirements of the Directive.

It is essential for the manufacturer to have its own Quality System certified by an accredited body to UNI EN ISO 9001,
cases other than these will be assessed individually.

When the manufacturer is sure that the documentation of its management Quality System is in line with the PED, it can
request RINA to carry out the audit.

During the audit for first certification, RINA will assess the fundamental points of the Quality System in terms of what is
required by the pressure equipment certificate, using an appropriate checklist; it will also assess the Quality System overall
if this has been certified by a different body from RINA. At the end of the audit, RINA will issue a copy of the audit report.

The auditing team shall have at least one member with experience of assessing the pressure equipment production
technology concerned. The assessment will include an inspection visit to the manufacturer’s premises.

If the outcome of assessment activities is positive, in other words if not serious (type B) findings or simple recommendations
emerge, RINA issues a Quality System Certificate of Conformity attesting to conformity with the requirements of Module
El (production quality assurance) of the Directive. RINA will make another visit to verify that the changes agreed during
the audit have been put into place within the agreed time.

If serious findings emerge or if the number of not serious findings prejudices compliance with the essential safety
requirements, RINA will carry out a reassessment within the deadline indicated on the audit report (which allows the
manufacturer to take action on its Quality System, integrating the changes required) and will not issue any Certificate of
Conformity.

After the second audit is carried out, if the result is positive or falls within the limits above, RINA will issue the Certificate of
Conformity.

The Quallity System Certificate of Conformity is valid for three years.

If the second audit is not successful, RINA will inform the manufacturer and the other notified bodies that it has denied
certification of conformity.

The manufacturer undertakes to fulfil the obligations arising out of the Quality System as approved and to ensure that it
remains satisfactory and efficient.

The manufacturer, or his authorized representative established within the Community, shall inform the Notified Body that
has approved the Quality System of any intended adjustment to the Quality System.

The Notified Body shall assess the proposed changes and decide whether the amended Quality System will still meet the
requirements referred to above or whether a reassessment is required.

The Notified Body shall notify its decision to the manufacturer. The notification shall contain the conclusions of the
examination and the reasoned assessment decision.
Surveillance

The purpose of surveillance is to make sure that the manufacturer duly fulfils the obligations arising out of the approved
Quality System.

RINA carries out the Quallity System surveillance by implementing a time schedule that includes a maintenance visit at the
end of the first year, a maintenance visit at the end of the second year and a series of unexpected visits established on
the basis of fixed criteria later on; product specialists will carry out the visits.

During each of the maintenance visits, RINA will carry out a complete review of the management Quality System or apply
a review programme that leads to a full reassessment of the management Quality System during the two visits.

The frequency of the unexpected visits and any general increase in their number is determined on the basis of the
following criteria:
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» the category of the equipment;

» the results of previous surveillance visits;

» the need to ensure implementation of the corrective actions;

» special conditions linked to the approval of the system, where applicable;
» significant changes in manufacturing organisation, policy or techniques.

Since these are unexpected visits, the manufacturer will communicate the intended schedule of production to RINA, so
that visits can be made during final product assessment or in any case when product items are available for RINA
inspections, for example during hydrostatic pressure tests, visual inspections and dimensional checks, non-destructive tests
on permanent joints, examination of reports of tests performed.

During the scheduled visits and the unexpected visits, the manufacturer shall provide RINA with the following documents:

e the documentation relating to the Quality System;

e the internal inspection reports;

e the design calculations of the pressure equipment;

e conceptual design and manufacturing drawings and diagrams of components, sub-assemblies, circuits, etc.,
complete with descriptions and explanations necessary for an understanding of the said drawings and diagrams
and the operation of the pressure equipment;

o list of materials used, with name of harmonised standard reference, or Particular Material Approval (PMA) issued
by the Notified Body that approved the type of pressure equipment or European Material Approval (EMA)

o certificates of origin of the basic materials and of the filler materials;

e traceability procedures;

e a copy of the specifications and the reports qualifying the permanent joints (e.g. as regards WPS and WPAR
welding) issued by Notified Body or Third Party Body and approved by the Notified Body that issued the EU-type
examination certificate;

e forming procedures;

e heat treatment procedures;

¢ heat treatment diagrams;

e reports of non-destructive tests carried out;

e reports of any destructive tests carried out (e.g. face bend and root bend welding tests);

e a copy of certificates qualifying personnel undertaking non-destructive tests approved by Third Party Body;

o certificates qualifying personnel/operators undertaking the permanent joining of parts, issued by Notified Body or
by Third Party Body and approved by the Notified Body that issued the EU-type examination certificate;

e calibration certificates of test equipment;

e non-conformity reports issued in production and corresponding resolutions;

e oOperating instructions (instaling and putting into service, use and maintenance, limits of use, remaining risks
connected to use, identification of replaceable parts, documents necessary for a full understanding of these
instructions);

e declaration of conformity (ref. Article 17 of directive 2014/68/EU).

During these inspections, RINA ascertains that the manufacturer actually performs the final assessment required by the
Directive (Annex |, par. 3.2) and shall take a sample of pressure equipment from the manufacturing or storage premises in
order to perform, or have performed, all or part of the final assessment of the pressure equipment samples.

RINA also establishes that the CE marking is correctly affixed.
When the result of these activities is positive, RINA issues a final assessment report.

The possible presence of high findings during surveillance visits or unannounced visits is managed by RINA as follows:

In the presence of major non-conformities or other findings, whose number in the opinion of the evaluation group is such
as to prejudice the manufacturing process, the Organization is subjected to an additional verification within the time
established by RINA, in relation to the type of non-conformities themselves and, in any case, no later than three months
from the end of the surveillance visit aimed at verifying the effectiveness of the corrections and corrective actions
proposed.

If the non-conformities are not resolved within the established times or if the non-conformities detected are such as not to
ensure the compliance of the product supplied with the applicable standards, RINA may suspend the certification until
the non-conformities have been corrected. If the subsequent audit also had a negative outcome, RINA will proceed with
the revocation of the Certificate of conformity.

When the certificate validity expires, the manufacturer shall send another application for assessment of its Quality System
and RINA will make a thorough review of the whole management Quality System.
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MODULE F (CONFORMITY TO TYPE BASED ON PRESSURE EQUIPMENT VERIFICATION)

Within the context of this procedure, the manufacturer establishes and declares that the pressure equipment subject to
RINA surveillance and described in “product verification” is in conformity with the type as described in the EU type-
examination certificate and meets the essential requirements of the Directive.

The manufacturer shall also take all steps required to ensure that the production process guarantees conformity of the
equipment to the type described in the above certificates.

The manufacturer shall affix the CE marking to each item of pressure equipment and draw up a Declaration of Conformity
(ref. Article 17 of directive 2014/68/EU).

The manufacturer shall send a CE marking authorisation application, following the procedures described in module F of
the Pressure Equipment Directive and for each type of pressure equipment intended for CE marking, the manufacturer
shall include the following documents:

a) a general description of the pressure equipment;

b) conceptual design and manufacturing drawings and diagrams of components, sub-assemblies, circuits, etc.,
complete with descriptions and explanations necessary for an understanding of the said drawings and diagrams
and the operation of the pressure equipment;

c) a copy of the EU type-examination certificate issued by the Notified Body with all relevant technical
documentation attached.

d) certificates qualifying personnel/operators undertaking the permanent joining of parts, issued by Notified Body or
by Third Party Body and qualifying personnel undertaking non-destructive tests issued by Third Party Body;

e) a copy of the certificates of origin issued by the materials manufacturer

RINA examines the documentation produced and sends its comments.

RINA performs the audit to check conformity of each item of pressure equipment with the relevant requirements of the
Directive by examining and testing every product in accordance with the methods described in the next paragraph.

Product verification

RINA examines each item of pressure equipment individually and they undergo appropriate tests and examinations as set
out in existing harmonised standards, or equivalent examinations and tests in order to verify that each product conforms
to the type and to the requirements of the Directive.

In particular, for each product RINA shall:

1) verify that the personnel undertaking the permanent joining of parts and the non-destructive tests are qualified or
approved in accordance with sections 3.1.2 and 3.1.3 of Annex | of the Directive.

2) verify the certificates of origin issued by the materials manufacturer in accordance with section 4.3 of Annex | of the
Directive

3) carry out or have carried out the final inspection and proof test referred to in section 3.2 of Annex | and examine the
safety devices, if applicable.

During the visits as set out in point 3) above, the manufacturer shall provide RINA with the following documents:
¢ results of design calculations made, examinations carried out for experimental designs;
¢ documents relative to the EC design-examination certificate or the EU type-examination certificate
e conceptual design and manufacturing drawings and diagrams of components, sub-assemblies, circuits, etc.,
complete with descriptions and explanations necessary for an understanding of the said drawings and diagrams
and the operation of the pressure equipment;
¢ list of materials used, with name of harmonised standard reference, or Particular Material Approval (PMA) issued
by manufacturer or European Material Approval (EMA)
o certificates of origin of the basic materials and of the filler materials;
e traceability procedures;
copy of the specifications and the reports qualifying the permanent joints (e.g. as regards WPS and WPAR
welding) approved by Notified Body or Third Party Body
heat treatment procedures;
heat treatment diagrams;
reports of non-destructive tests carried out;
reports of any destructive tests carried out (e.g. face bend and root bend welding tests)
a copy of certificates qualifying personnel undertaking non-destructive tests approved by Third Party Body;
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e certificates qualifying personnel/operators undertaking the permanent joining of parts, approved by Notified
Body or by Third Party Body, or in lack thereof, RINA will approve them in compliance with the provisions of the
supporting EU-type examination certificate;

e non-conformity reports issued in production and corresponding resolutions;

e oOperating instructions (instaling and putting into service, use and maintenance, limits of use, remaining risks
connected to use, identification of replaceable parts, documents necessary for a full understanding of these
instructions);

If the results of these tests are satisfactory, RINA issues a Certificate of Conformity for each product and affixes its
identification number or has it affixed to each item of pressure equipment approved.

The manufacturer shall make the certificates of conformity issued by RINA available on request.
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ANNEX 7 MODULE G (CONFORMITY BASED ON UNIT VERIFICATION)

Within the context of this procedure, the manufacturer establishes and declares that pressure equipment which
has been issued with the Certificate of Conformity by RINA meets the essential requirements of the Directive.

The manufacturer shall affix the CE marking to each item of pressure equipment and draw up a Declaration of
Conformity (ref. Article 17 of directive 2014/68/EU).

The manufacturer shall send a CE marking authorisation application, following the procedures described in
module G of the Pressure Equipment Directive and for each item of pressure equipment intended for CE
marking, the manufacturer shall include the following documents:

a) a general description of the pressure equipment;

b) conceptual design and manufacturing drawings and diagrams of components, sub-assembilies, circuits,
etc., complete with descriptions and explanations necessary for an understanding of the said drawings
and diagrams and the operation of the pressure equipment;

c) risk assessment;

d) a list of the standards applied in full or in part, and a description of the solutions adopted to meet the
essential requirements of the Directive where the harmonised standards have not been applied;

e) results of design calculations made and examinations carried out;

f) testreports;

g) list of materials used, with name of harmonised standard reference, or European Material Approval (EMA);

h) copy of the specifications and the reports qualifying the permanent joints (e.g. as regards WPS and WPAR
welding) issued by Notified Body or Third Party Body

i) certificates qualifying personnel/operators undertaking the permanent joining of parts, issued by Notified
Body or by Third Party Body

i) manufacturing quality control plan (inspection plan);

k) non-destructive test procedures;

) heattreatment procedures;

m) copy of certificates qualifying personnel undertaking non-destructive tests

n) drawing of plate

0) operating instructions (installing and putting into service, use and maintenance, limits of use, remaining
risks connected to use, identification of replaceable parts, documents necessary for a full understanding
of these instructions).

After receiving this, during the design phase RINA carries out the following examinations and tests:
— examine and approve the documentation and make any assessments required;

— assess the materials used in relation to the function for which they are intended and to the compatibility with
adjoining materials; where these are not in conformity with the relevant harmonized standards or with a
European approval for pressure equipment materials, it shall issue a Particular Material Approval (PMA-PED
form);

— perform the appropriate examinations to establish whether the solutions adopted by the manufacturer meet
the essential safety requirements listed in Annex | of the Directive

— perform the necessary examinations to establish whether, where the manufacturer has chosen to apply the
relevant standards, these have actually been applied

— after carrying out these examinations and tests, issue a design examination report

— approve the procedures for the permanent joining of pressure equipment parts, or check that they have
been previously approved by a Notified Body or recognised third party, in accordance with section 3.1.2 of
Annex | of the Directive;

— verify that the personnel undertaking the permanent joining of pressure equipment parts and the non-
destructive tests are qualified or approved by a Notified Body or recognised third party ,in accordance with
sections 3.1.2 and 3.1.3 of Annex | of the Directive;

During the production phase, RINA carries out, or has carried out, the tests or inspections required by the
harmonised standards or by the relevant standard and according to the approved inspection plan, which are
necessary to ensure that the pressure equipment complies with the essential safety requirements of the Directive;
RINA will issue a test report for each test or inspection.

After production, RINA will carry out the final inspection as set out in point 3.2 of annex | of the Directive, and will
issue a final inspection report.

If the results of the inspections and tests are positive, RINA will affix its identification number or have it affixed to
the pressure equipment and will issue the manufacturer a Certificate of Conformity for the tests carried out.
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MODULE H (CONFORMITY BASED ON FULL QUALITY ASSURANCE)

Within the context of this procedure, the manufacturer shall use an approved Quality System for design, manufacture,
final inspection and testing of finished product as specified in “Quality System” and be subject to surveillance by RINA
as specified in “Surveillance”.

The manufacturer establishes and declares that the pressure equipment meets the directive essential safety
requirements.

The manufacturer shall affix the CE marking to each item of pressure equipment, indicating the identification number
of RINA and draw up a Declaration of Conformity (ref. Article 17 of directive 2014/68/EU).

Quality system

The manufacturer shall lodge an application for assessment of his Quality System for the products concerned, in
accordance with the procedures described in module H of the Pressure Equipment Directive and shall include the
following documents:

a) a general description of the pressure equipment with all useful technical information;

b) a copy of the quality documentation relevant for the purposes of the pressure equipment (this documentation is
listed below and alternatively may be acquired and examined by RINA during the audit);

Cc) a copy of ISO9001 certification.

d) the technical documentation for one model of each type of pressure equipment intended to be manufactured.
The technical documentation shall, wherever applicable, contain at least the following elements:

— ageneral description of the pressure equipment,
— conceptual design and manufacturing drawings and diagrams of components, sub-assembilies, circuits, etc.,

— descriptions and explanations necessary for the understanding of those drawings and diagrams and the
operation of the pressure equipment,

— alist of the harmonised standards the references of which have been published in the Official Journal of the
European Union, applied in full or in part, and descriptions of the solutions adopted to meet the essential
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,

— results of design calculations made, examinations carried out, etc.,
— testreports.
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.

The Quality System documentation shall contain in particular an adequate description of:

the quality objectives and the organizational structure, responsibilities and powers of the management with regard
to the quality of the design and to product quality;

the technical design specifications, including standards, that will be applied and, where the harmonised standards
are not applied in full, the means that will be used to ensure that the essential requirements of the Directive
applicable to the pressure equipment will be met;

the design control and design verification techniques, processes and systematic measures that will be used when
designing the pressure equipment, particularly with regard to materials in accordance with section 4 of Annex |;
the corresponding manufacturing, techniques, processes and systematic measures that will be used, particularly
the procedures used for the permanent joining of parts as approved in accordance with section 3.1.2 of Annex |,
in quality control and in quality assurance;

the examinations and tests that will be carried out before, during and after manufacture, and the frequency with
which they will be carried out;

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 sections 3.1.2 and 3.1.3 of Annex |;

the means of monitoring the achievement of the required pressure equipment design and quality and the effective
operation of the Quality System.

The Quality System shall ensure compliance of the pressure equipment with the requirements of the Directive.

It is essential for the manufacturer to have his own Quality System certified by an accredited body to UNI EN ISO 9001;
cases other than these will be assessed individually.
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When the manufacturer is sure that the documentation of his management Quality System is in line with the PED, it can
request RINA to carry out the audit.

During the audit for first certification, RINA will assess the fundamental points of the Quality System in terms of what is
required by the pressure equipment certificate, using an appropriate checklist; it will also assess the Quality System
overall if this has been certified by a different body from RINA. At the end of the audit, RINA will issue a copy of the
audit report.

The auditing team shall have at least one member with experience of assessing the pressure equipment production
technology concerned. The assessment will include an inspection visit to the manufacturer’s premises.

If the outcome of assessment activities is positive, in other words if not serious (type B) findings or simple
recommendations emerge, RINA issues a Quality System Certificate of Conformity attesting to conformity with the
requirements of Module H (production quality assurance) of the Directive. RINA will make another visit to verify that the
changes agreed during the audit have been put into place within the agreed time.

If serious findings emerge or if the number of not serious findings prejudices compliance with the essential safety
requirements, RINA will carry out a reassessment within the deadline indicated on the audit report (which allows the
manufacturer to take action on its Quality System, integrating the changes required) and will not issue any Certificate
of Conformity.

After the second audit is carried out, if the result is positive or falls within the limits above, RINA will issue the Certificate
of Conformity.

The Quality System Certificate of Conformity is valid for three years.

If the second audit is not successful, RINA will inform the other notified bodies that it has denied certification of
conformity.

The manufacturer undertakes to fulfil the obligations arising out of the Quality System as approved and to ensure that
it remains satisfactory and efficient.

The manufacturer, or his authorized representative established within the Community, shall inform the Notified Body
that has approved the Quality System of any intended adjustment to the Quality System.

The Notified Body shall assess the proposed changes and decide whether the amended Quality System will still meet
the requirements referred to above or whether a reassessment is required.

The Notified Body shall notify its decision to the manufacturer. The notification shall contain the conclusions of the
examination and the reasoned assessment decision.

Surveillance

The purpose of surveillance is to make sure that the manufacturer duly fulfils the obligations arising out of the approved
Quallity System.

RINA carries out the Quality System surveillance by implementing a time schedule that includes a maintenance visit at
the end of the first year, a maintenance visit at the end of the second year and a series of unexpected visits established
on the basis of fixed criteria later on; product specialists will carry out the visits.

During each of the maintenance visits, RINA will carry out a complete review of the management Quality System or
apply a review programme that leads to a full reassessment of the management Quality System during the two visits.

During the first year of production there shall be at least two unexpected visits for equipments categories Il and IV
cited at article 4, par.1, comma a), point i), article 4, par. 1, comma a), point ii), firstindent, and article 4, par. 1, comma
b) (one of which may be carried out at the same time as the audit). For all other pressure equipments, and in general
for all subsequent visits, the frequency of the unexpected visits and any general increase in their number is determined
on the basis of the following criteria:

» the category of the equipment;
the results of previous surveillance visits;
the need to ensure implementation of the corrective actions;
special conditions linked to the approval of the system, where applicable;
significant changes in manufacturing organisation, policy or techniques.

v v v v

Since these are unexpected visits, the manufacturer will communicate the intended schedule of production to RINA,
so that visits can be made during final product assessment or in any case when product items are available for RINA
inspections, for example during hydrostatic pressure tests, visual inspections and dimensional checks, non-destructive
tests on permanent joints, examination of reports of tests performed.
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In the case of one-off production of fired or otherwise heated pressure vessels and 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 2L, and all pressure cookers in Category Il and subject to module H procedure, the Notified Body
shall perform or have performed the final assessment (as referred to in Annex | 3.2.2 of the Pressure Equipment Directive)
for each unit.

During the scheduled visits and the unexpected visits, the manufacturer shall provide RINA with the following

documents:

the documentation relating to the Quality System,;

the internal inspection reports;

the design calculations of the pressure equipment;

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

complete with descriptions and explanations necessary for an understanding of the said drawings and

diagrams and the operation of the pressure equipment;

e list of materials used, with name of harmonised standard reference, or Particular Material Approval (PMA)
issued by manufacturer or European Material Approval (EMA);
certificates of origin of the basic materials and of the filler materials;

e traceabillity procedures;

a copy of the specifications and the reports qualifying the permanent joints (e.g. as regards WPS and WPAR

welding) issued by Notified Body or Third Party Body, approved by RINA;

heat treatment procedures;

heat treatment diagrams;

reports of non-destructive tests carried out;

reports of any destructive tests carried out (e.g. face bend and root bend welding tests);

copy of certificates qualifying personnel undertaking non-destructive tests;

certificates qualifying personnel/operators undertaking the permanent joining of parts, issued by Notified Body

or by Third Party Body and approved by RINA;

calibration certificates of test equipment;

non-conformity reports issued in production and corresponding resolutions;

e oOperating instructions (installing and putting into service, use and maintenance, limits of use, remaining risks
connected to use, identification of replaceable parts, documents necessary for a full understanding of these
instructions);

o declaration of conformity (ref. Article 17 of directive 2014/68/EU).

During these inspections, RINA ascertains that the manufacturer actually performs the final assessment required by the
Directive (Annex |, par. 3.2) and shall take a sample of pressure equipment from the manufacturing or storage premises
in order to perform, or have performed, all or part of the final assessment of the pressure equipment samples.

RINA also establishes that the CE marking is correctly affixed.

When the result of these activities is positive, RINA issues a final assessment report.

The possible presence of high findings during surveillance visits or unannounced visits is managed by RINA as follows:
In the presence of major non-conformities or other findings, whose number in the opinion of the evaluation group is
such as to prejudice the manufacturing process, the Organization is subjected to an additional verification within the
time established by RINA, in relation to the type of non-conformities themselves and, in any case, no later than three
months from the end of the surveillance visit aimed at verifying the effectiveness of the corrections and corrective
actions proposed.

If the non-conformities are not resolved within the established times or if the non-conformities detected are such as not
to ensure the compliance of the product supplied with the applicable standards, RINA may suspend the certification
until the non-conformities have been corrected. If the subsequent audit also had a negative outcome, RINA will
proceed with the revocation of the Certificate of conformity.

When the certificate validity expires, the manufacturer shall send another application for assessment of its Quality
System and RINA will make a thorough review of the whole management Quality System.

MODULE H1 (CONFORMITY BASED ON FULL QUALITY ASSURANCE PLUS DESIGN EXAMINATION)

Within the context of this procedure, in addition to the requirements of module H, the manufacturer shall lodge an
application for EU examination of the design with RINA.

This procedure applies to pressure equipment in category |V or, if the manufacturer decides, in a lower risk category.

The manufacturer lodges the application for EU examination of the pressure equipment design and includes the
following documents:
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a) a general description of the pressure equipment;

b) conceptual design and manufacturing drawings and diagrams of components, sub-assemblies, circuits, etc.,
complete with descriptions and explanations necessary for an understanding of the said drawings and
diagrams and the operation of the pressure equipment;

C) risk assessment;

d) alist of the standards applied in full or in part, and a description of the solutions adopted to meet the essential
requirements of the Directive where the harmonised standards have not been applied,;

e) results of design calculations made and examinations carried out;

f) list of materials used, with name of harmonised standard reference, or European Material Approval (EMA);

g) copy of the specifications and the reports qualifying the permanent joints (e.g. as regards WPS and WPAR
welding) issued by Notified Body or Third Party Body and corresponding RINA approval,

h) certificates qualifying personnel/operators undertaking the permanent joining of parts, issued by Notified Body
or by Third Party Body and corresponding RINA approval;

i) non-destructive test procedures;

i) heat treatment procedures;

k) a copy of certificates qualifying personnel undertaking non-destructive tests approved by Third Party Body;

) drawing of plate;

m) operating instructions (installing and putting into service, use and maintenance, limits of use, remaining risks
connected to use, identification of replaceable parts, documents necessary for a full understanding of these
instructions).

Following this, RINA shall:
— examine and approve the documentation, perform any assessments required and send any comments
— assess the materials used in relation to the function for which they are intended and to the compatibility with
adjoining materials; where these are not in conformity with the relevant harmonized standards or with a European
approval for pressure equipment materials, it shall issue a Particular Material Approval (PMA-PED form);
— perform the appropriate examinations to establish whether the solutions adopted by the manufacturer meet the
essential safety requirements listed in Annex | of the Directive;

— approve the procedures for the permanent joining of pressure equipment parts, or check that they have been
previously approved by a Notified Body or recognised third party, in accordance with section 3.1.2 of Annex | of
the Directive;

— verify that the personnel undertaking the permanent joining of pressure equipment parts and the non-destructive
tests are qualified or approved by a Notified Body or recognised third party ,in accordance with sections 3.1.2
and 3.1.3 of Annex | of the Directive.

Where the design meets the provisions of the Directive, RINA will issue an EU design-examination certificate to the
manufacturer. The certificate will contain the name and address of the manufacturer, the conclusions of the
examination, conditions for its validity and the necessary data for identification of the approved design. A list of the
relevant parts of the technical documentation is annexed to the certificate and a copy kept by the RINA.

The manufacturer to which RINA issued the EU design-examination certificate shall inform RINA of all modifications to
the approved design; these are subject to additional assessment and approval where such changes may affect the
conformity of the pressure equipment with the essential requirements of the Directive or the prescribed conditions for
use of the pressure equipment. This additional approval shall be given in the form of an addition to the original EU
design-examination certificate.

Final assessment as referred to in section 3.2 of Annex | of the Directive is subject to increased surveillance according
to even stricter criteria than in module H, which means special manufacturing surveillance by RINA, in the form of
unexpected visits. In the course of such visits, the Notified Body will conduct examinations on the pressure equipment

The number of unexpected visits required for the type of equipment referred to in module H1 depends on the number
of items manufactured and on the complexity of the actual equipment.

If the outcome of assessment activities is positive, in other words if no serious (type B) findings or simple
recommendations emerge, and when an EC design-examination certificate is issued for an item of equipment falling
within risk category IV, RINA issues a Quality System Certificate of Conformity attesting to conformity with the
requirements of Module H1 (production quality assurance) of the Directive.

The Certificate of Conformity issued according to module H1 also covers module H.

RINA follows the evolution of generally recognized technological progress and assesses whether the approved type is
no longer compliant with the applicable provisions of the directive. RINA decides whether this progress requires further
investigation and if so, informs the manufacturer
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