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1. GENERALREQUIREMENTS 

Bureau Veritas Italy works in accordance with UNI CEI EN ISO / IEC 17065 for activities related to modules B Ue type 
examination – product type and project type, C2, D, D1, E, E1, F, G, H1, this Regulation incorporates and completes 
the general regulations for the certification of product / process / service QHSE-REG-02.TQR. 

Bureau Veritas Italy works in accordance with UNI CEI EN ISO/IEC 17021 for activities related to module H. 

Bureau Veritas Italy works in accordance with UNI CEI EN ISO/IEC 17020 for activities related to module A2 and the 
tasks referred to in paragraph 3.1.2 of Annex I of Directive 2014/68/EU, regarding approvals of operating modes 
(permanent joining procedures). 

Bureau Veritas Italy operates in accordance with UNI CEI EN ISO/IEC 17024 for activities related to the tasks referred 
to in paragraph 3.1.2 of Annex I of Directive 2014/68/EU, with regard to personnel approvals (permanent joining 
personnel) and for activities related to the tasks referred to in paragraph 3.1.3 of Annex I of Directive 2014/68/EU. 

 
 

2. SPECIFIC REFERENCES 

The subject of this Regulation is the definition of service management on the pressure equipment and assemblies 
referred in the Article 1 of 2014/68/EU Directive. 

For pressure equipment means vessels, piping, safety accessories and pressure accessories, including elements 
attached to pressurized parts, such as flanges, nozzles, couplings, supports, lifting lugs. 

By the term “economic operator” refers to manufacturer, authorized representative, importer and distributor. 

By the term “assemblies" refers to the various pressure equipment assembled by a manufacturer to constitute an 
integrated and functional. 

Services of Bureau Veritas Italy: 

1. Notified Body for the evaluation of conformity according to the following modules of Legislative Decree February 
15, 2016 no. 26: 

 
Modulo A2 – Internal production control plus supervised pressure equipment checks at random intervals 

Modulo B – EU-Type examination 

Modulo C2 – Conformity to type based on internal production control plus supervised pressure equipment 
checks at random intervals 

Modulo D – Conformity to type based on quality assurance of the production process 

Modulo D1 – Quality assurance of the production process 

Modulo E – Conformity to type based on pressure equipment quality assurance 

Modulo E1 – Quality assurance of final pressure equipment inspection and testing 

Modulo F – Conformity to type based on pressure equipment verification 

Modulo G – Conformity based on unit verification 

Modulo H – Conformity based on full quality assurance 

Modulo H1 – Conformity based on full quality assurance plus design examination 

2. Notified Body for the tasks of paragraph 3.1.2 of Annex I of 2014/68/EU Directive. 

3. Recognized third party for the tasks of paragraphs 3.1.2 e 3.1.3 of Annex I of 2014/68/EU. 
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3. REFERENCE DOCUMENTS 

- 2014/68/UE Directive of 15th May 2014 published in OJUE L 188 of 27th June 2014 

- D.P.R. of 15/02/2016 n.26 for the implementing of 2014/68/EU Directive 

- Regulation EC n. 1272/2008 of the European Parliament and of the Council of 16 December 2008 on 
classification, labelling and packaging of substances and mixtures, amending and repealing Directives 
67/548/EEC and 1999/45/EC, and amending Regulation EC n. 1907/2006 

- Guideline B-01 - Pressure Equipment Directive PED 2014/68/EU Commission's Working Group 

- "Pressure” 

- Regulation (EC) No 765/2008 of the European Parliament of the Council of 9 July 2008 setting out the 
requirements for accreditation and market surveillance relating to the marketing of products and repealing 
Regulation (EEC) No 339/93 

- Decision No 768/2008/EC of the European Parliament and of the Council of 9 July 2008 on a common framework 
for the marketing of products, and repealing Council Decision 93/465/EEC 

- MQHSE – Integrated Manual 

- ISO IEC 17020 (last edition) - General criteria for the operation of various types of bodies performing inspection 

- ISO IEC 17065 (last edition) – Requirements for bodies certifying products, processes and services 

- ISO IEC 17021-1 (last edition) - Requirements for bodies providing audit and certification of management 
systems 

- ISO IEC 17024 (last edition) - General requirements for bodies operating certification of persons 

- EA 2/17 M:2020 - EA Document on Accreditation for Notification Purposes 

- Regulation for the certification of product/process/service QHSE-REG-02_ENG.TQR (last edition) 

- Inspection Regulation QHSE-REG-01_ENG.TQR (last edition) 

- Rules for the certification of management systems CER-REG-01_SG_ENG (last edition) 

- Regulations for the certification of persons QHSE-REG-03.TQR (last edition) 

 

4. CONTENTS 

4.1 APPLICATION FOR CERTIFICATION 
The data required for the formulation of an offer usually arises from what is requested by the client, not necessarily 
through the IND-F-001_PED request for quotation. In the event that Bureau Veritas is unable to accept the request, it 
informs the client, giving reasons, and does not proceed with the drafting of the offer. 

Following the issuance of the offer, it is' important that the client formalizes the assignment to BVI by sending its own 
order letter or by returning to BVI a copy of the offer countersigned "for acceptance." 

The customer's application for certification is formalized by completing the Application form" IND-F-002_PED-
"Application for PED Certification." The customer must also immediately forward the duly completed "Application 
Form" (together with the order). The latter must include: essential company data, equipment data, the chosen module 
and, in the case of quality modules, also the number of equivalent employees employed in the certified quality system 
and an indication of any outsourced processes (managed by subcontracting - outsourcing). 

The relevant back office receives from the customer signed and stamped for acceptance: 
- The offer prepared by BVI; 

- The privacy policy; 

- The general conditions of sale; 
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- The application for certification, referred to in the previous paragraph; 

- The order (not necessarily signed and stamped by the customer). 

The Back Office first verifies that the order shows the same amounts as the offer and forwards all the material 
to the assigned inspector. 

The inspector in charge (or the reference technician) reviews the documents, confirming the congruence of the 
information between the accepted offer and the received application for certification and finally summarizing 
the data transmitted at the preliminary stage. He affixes his signature on the latter for acceptance or officially 
notifies the Back Office, which files the communication together with the commercial documents. Only upon 
successful completion of this verification does BVI proceed with the certification process; otherwise it informs 
the customer. 

The Area of Competence activates the assigned inspector, who will be the BVI person most in close contact 
with the customer, who will follow the entire certification process, making use of his or her qualified staff 
depending on the conformity assessment module requested by the customer. If the activity includes the 
examination of calculations and drawings, the Competence Area activates the appropriate resource, who will 
proceed with the verification according to BVI's internal procedures. 

 
4.2 ACTIVITIES 
BV carries out a visit to the Organization and communicates in advance the names of the evaluation team 
responsible for verifying the correct application of all applicable procedures for the design, construction and 
inspection of pressure equipment covered by the application form. 

 
The organization may object to the appointment of these technical personell, demonstrating its reasons. 

The visit consists of: 

- an initial meeting with the Organization to arrange the visit; 

- review of technical documentation and, in the case of quality modules (D, D1, E, E1, H, H1), review of PED-
relevant quality documentation (this review may, alternatively, be conducted preliminarily); 

- inspection of the offices, the / the website / the production / s, and, where necessary, the site / s sampling / storage 
of raw materials, as well as the / the workshop / s to check the conformity of the control system factory production 
to the applicable standards; 

- an inspection of the product for compliance with the essential safety requirements, as provided for in the individual 
evaluation modules. 

- a final meeting to explain the outcome of the visit. 

In the case of Conformity Assessments that include a design review (Modules B, G, H1), this activity is normally to be 
performed prior to the execution of the field visit. However, it is not possible to exclude a priori the case in which the 
field audit is carried out before the design review phase is completed (the responsibility for this choice lies with the 
manufacturer). In this case, the BVI inspector performs the visit while keeping track of the status of the design review. 
If, following completion of the design review phase, it is found to be necessary, the BVI inspector shall ask the 
manufacturer to close any findings and shall have the manufacturer repeat or supplement the tests necessary to 
achieve compliance. 

In case of Conformity Evaluation of quality Modules (D, D1, E, E1, H, H1), the BV evaluation team verifies the 
adequacy of the quality system of the Organization in order to comply with all applicable essential safety requirements, 
laid down in Annex I of the PED and, in the case of deficiencies or deviations from that stated on the documentation of 
the system, the organization may notify one or more non-compliance. 

During the visit, the organization must demonstrate, in addition to meeting the relevant standards applicable to it, the 
system is fully operational for at least three months and effective implementation of such a system and its documented 
procedures. 

To do this, even during the surveillance audits (specified below), must be guaranteed to technical BV free access to 
the production facilities, personnel and documentation and assistance required by the staff person responsible for 
verification. 
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In the case of extraordinary or emergency situations that compromise the possibility of carrying out the activity at the 
Organization's premises and in the case in which the same activity cannot be postponed, BVI, in full respect of the 
indications of the accreditation body and of the international provisions (IAF), will be able to carry out a prior evaluation 
of the risk and of the feasibility that this type of verification can be carried out in an equally effective way with the use of 
alternative information technologies (remote), and therefore it will not be possible to issue new Reports/Certificates. 

In the event of a positive outcome, the activity must be performed in accordance with the indications provided by the 
operating instruction IND-LTI-04_PED guideline for remote final testing (equipment and assemblies) or from 
procedure IND-LPP-017_PED Management of extraordinary events and remote audits in the PED area, 
depending on whether it is product inspection activity-"final inspection"-or system audit in the area of quality modules. 

The duration of the quality management system audits (when applicable) is calculated according to the size of the 
company's quality system dedicated to production in accordance with the PED Directive (number of employees 
involved in the quality system for the required certification), the complexity of the product, and the dislocation of 
processes and activities. 

Prior to each audit, well in advance, Bureau Veritas sends the organization the Audit Plan IT-IND-F-002, which 
specifies in detail: 

- the composition of the audit team; 

- the type of audit (initial, surveillance or renewal); 
- the expected audit timeframe; 
- the scope; 

- the site, system elements, activities and processes to be audited. 
At the beginning of each audit, an Initial Meeting is held between the audit team and the organization's managers to 
introduce the participants and their roles, clarify the way the audit will be conducted, the classification of any 
deficiencies, sampling criteria, establish the lines of official communication between the audit team and the 
organization, and inform about the safety conditions of the operators. 

The audits of Quality Management System are divied in two stages: 

• STAGE 1: 

It can have different purposes in relation to the certification required, as detailed below: 

a) Check that the documentation of the manufacturer’s management system covering adequately the requirements of 
the Directive and of the applicable reference standards 

b) Assess the specific conditions of the client's site and undertake an information exchange with the client's staff in 
order to determine the degree of readiness for Stage 2; 

c) Review the level of understanding of the manufacturer about the requirements, in particular with respect to the 
identification of key performance or significant aspects, processes, objectives and operations of the management 
system applied to the Directive; 

d) Collect the necessary information about the purpose of the management system and the characteristics of the 
products subject to certification, processes and locations, as well as the relevant regulatory aspects; 

e) Review and discuss with the manufacturer the correctness of the certification field; 

f) Assess the degree of preparation for the stage 2, checking whether the internal audits and the review of the 
management system have been planned and carried out; 

g) Edit / confirm / modify the planning of the stage 2, including where appropriate any details, for example the location 
of the external activities to be checked and the processes steps to be checked; 

h) Verify that the manufacturer has edited one or more technical files for products subject to certification (module D1, 
E1, H). 

 
• STAGE 2: 

The purpose of the stage 2 is to assess the implementation, including its effectiveness, of the management system of 
the economic operator. The stage 2 has to take place at the site(s) of the economic operator. 
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During the audit, the Audit Team must: 

a) Collect the evidences of compliance with all requirements of the directive and the applicable reference standards. 

b) Verify the system for monitoring, measuring, recording and review of the management system, of the key objectives 

and targets; 

c) Verify that the economic operator's management system ensures legislative compliance, insofar as it is relevant and 

applicable to the subject of the requested certification ; 

d) Verify that the system guarantees the operational control of the processes and that the records ensuring the 

traceability where it is required; 

e) Examine the internal audits and review by the management, in terms of effectiveness and completeness, as well as 

the management’s responsibility for the customers’ policies; 

f) Evaluate the links between the normative requirements, policy, performance objectives and targets, applicable legal 

requirements, responsabilities, competence of personnel, operations, procedures, performance and the internal 

audit findings and conclusions; 

g) Confirm (or change) the certification field. 
 

At the end of the audit, a Final Meeting is held where the inspector (RGVI) presents the results, any findings and the 
final recommendation; reminds that the evidence, necessarily collected on the basis of sampling, contains an element 
of unavoidable uncertainty; then describes the way to continue the certification process and the opportunity given to the 
organization to submit an appeal or complaint to Bureau Veritas. Any differing opinions about the findings and results of 
the audit are discussed and, if possible, resolved. Unresolved divergent opinions are recorded in the audit report. 

The management of non-conformities is described in the Rules for Product/Process/Service Certification QHSE-REG- 
2.TQR (latest edition) and in the procedures dedicated to the individual modules. 

The purpose of the surveillance activity is to verify that the manufacturer effectively implements the contents of the 
approved quality system. 

Surveillance under the responsibility of BVI includes: 
 

 periodic audits 
 

 unannounced visits 

If any findings are found during surveillance, which do not affect the conformity of the equipment, the inspector will ask 
the manufacturer to take corrective action. Depending on the type and extent of these findings, the inspector may 
increase the frequency of audits and follow-up visits. 

The manufacturer shall allow the notified body access for inspection purposes to the manufacturing, inspection, testing 
and storage premises and shall provide it with all necessary information, in particular 

 
 the quality system documentation 

 
 other quality records, such as inspection reports and test data, calibration data, reports concerning the 

qualifications of the personnel concerned, etc. 

The manufacturer shall keep BVI informed of the updated production schedule by providing data annually for the past 
year. 

BVI shall conduct periodic audits to ensure that the manufacturer is implementing and maintaining the approved quality 
system. Periodic surveillance audits of the quality system shall be conducted at the discretion of BVI taking into account 
the difficulties encountered and with a minimum of one visit per year. All quality systems require a full reassessment 
every three years in addition to surprise visits and periodic audits. 

The purpose of unannounced visits is to verify that the manufacturer is satisfactorily implementing the quality system. 

The frequency of unannounced visits may be determined on the criterion applied by BVI for the above; in particular, the 
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frequency of visits may be increased in consideration of: 
 

 the category of the equipment 
 

 the results of previous surveillance visits 
 

 the need to ensure the monitoring of corrective measures 
 

 special conditions linked to the approval of the quality system 
 

 significant changes in manufacturing organization, measures or techniques. 

During the unannounced visits BVI may, if necessary, conduct tests to verify that the approved quality system is being 
fully complied with. In order to conduct the unannounced visits, the manufacturer shall inform BVI of the planned 
production schedule. 

Upon expiration of three years from approval BVI will, if appropriate, conduct a complete re-evaluation of the initially 
approved quality system. 

A new certificate valid for three years will be issued if the evaluation is positive. 

Bureau Veritas reserves the right to verify, as part of the initial audit or surveillance audits, any suppliers of the 
organization if they are entrusted with relevant processes falling within the scope of certification. 

In case of marking authorizations (Modules A2 and C2) for mass-produced equipment, these can be CE marked 
according to PED involving BVI in unannounced visits to supervise the final test. 

In case of single equipment construction, only the supervision of the final test is performed. 

In the case of construction of a batch of equipment and in the case of continuous series production the inspector will 
attend at least one of the first manufacturing operations and then perform at least one unannounced visit every 6 months. 

The number of visits may be increased based on the results. 

The manufacturer shall inform BV of the final manufacturing/inspection plan. 

Management of findings 

The organization is then required to indicate, within the timeframe requested by BV, the actions it intends to 
implement to remove any non-compliance found, in order to meet the requirements for certification. These 
actions must be approved by the audit team. 

Non-Compliance 

BV classifies states of non-conformance with reference standards in this way: 

"Major" Nonconformities are those that: 

- impair the effectiveness of the quality management system, due to the failure to implement one or more of the 
expected elements of the system; 

- reveal the absence of one or more of the essential requirements of the Directive in the MD, entailing a risk for the 
quality of the product supplied; 

- are due to violations of the BV Regulations such as to require the possible suspension or withdrawal of the 
certificate. 

“Major" non-conformities are also considered those non-conformities to legal requirements and, in the case of 
surveillance visits, minor non-conformities detected in the previous inspection, and persistent. 

“Minor" non-conformities are those which do not affect the operation of the management system as a whole, 
but concern the incorrect implementation of individual elements of the system itself. 

Any "observations" relate to situations that are currently compliant, which, if not addressed, could lead to one 
or more non-conformities. 
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Closure of the non-conformity 

In the case of "major" non-conformities, the organization must implement corrections and corrective actions 
within 90 days (or even sooner, if so requested by the audit team in the case of significant deviations of the 
product from the essential requirements of the Directive) from the date of the last day of the audit, as 
previously approved by the audit team, which is also responsible for evaluating their effective application. For 
"minor" non-conformities, the deadline for verifying their effective removal coincides with that of the next first 
surveillance audit. 

Extension of Scope 

BVI, following an application for an extension of the scope of an already issued certification (addition of new 
types or variants of equipment/assemblies), conducts a review of the application to determine the audit 
activities necessary to decide whether the extension can be, or cannot be, granted. These activities are 
usually conducted in conjunction with a surveillance audit. If the audit is successful, the certificate is reviewed 
through the review and deliberation process described for certificate issues. 

Extraordinary audits 

BVI reserves the right, justified in writing to the organization, to conduct extraordinary audits, of a maximum 
duration equal to that of a surveillance audit, in addition to those of the audit program, in these cases: 

 
- to verify the closure of major nonconformities; 

- to investigate complaints; 

- in the event of reports of serious, very serious or fatal accidents, or judicial measures, or serious irregularities 
related to the certified system; 

- following specific requests from accreditation bodies or scheme owners. 

- as a result of requests for extension of the scope during periods that do not coincide with planned audits 

- as a result of corporate changes of the client that affect the management system 

Extraordinary audits can also be planned on short notice based on information gathered in the market about 
possible serious management system deficiencies, particularly for high-risk services/products. 

 
4.2.1 TEST INSTRUMENTS REQUIREMENTS 

In order to comply with the provisions on traceability, defined in ILAC P10, Bureau Veritas identifies all types of 
measurements to be performed during the inspection activities and within these types, evaluates the 
measurements for which calibration is not a dominant factor, i.e. it has an insignificant influence on the 
measurement result. For these measurements, as per ILAC document P10, it is not necessary to demonstrate 
traceability. 

 
The block diagram below illustrates the process for analyzing measurements. 
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The analysis of the tools in the block diagram above has the following table as a basic reference: 

 
 
 

Test 

 
Standard 

of 
reference 

 
 

Instrument 
 
uncertainty 

> accuracy ? 

Calibratio 
n 

according 
to ILAC 

P10 

 
Calibration 
frequency 

 
Full 

scale 
range 

 
 
Acceptability 

Visual 
dimensional 

More 
standards 

 
CALIBER 

 
NO Not 

necessary 

   

Visual 
dimensional 

More 
standards METER NO 

Not 
necessary 

   

Visual 
dimensional 

More 
standards BINDEL NO 

Not 
necessary 

   

Pneumatic / 
hydrostatic 

testing 

 
More 

standards 

 
MANOMETER 

 
YES 

 
Necessary 

 
1/year 

1,5 * PT 
<= FS 
<= 4* 

PT 

Max 
accuracy 

class 2,5 % 

Pneumatic / 
hydrostatic 

testing 

More 
standards 

 
THERMOMETE 

R 

 
NO Not 

necessary 

   

 
Leak test* 

 
More 

standards 

 
MANOMETER 

 
YES 

 
Necessary 

 
1/year 

1,5 * PT 
<= FS 
<= 4* 

PT 

Max 
accuracy 

class 2,5 % 

 
 

*In case of final leakage/functional test of a PED assembly, for which neither the directive nor the harmonized standards 
define a minimum pressure value to be respected, calibration according to ILAC P10 is not considered necessary, since 
the essential variable of the test is the variation of the pressure value and not the value itself and therefore the 
uncertainty-accuracy relation is not valid. 

Note 1: For primary instruments the maximum accepted calibration frequency is 3 years. 

Note 2: For those instruments for which calibration according to ILAC P10 is not required, it is still necessary for them to 
be kept under periodic inspection (internal/external calibrations). 
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4.3 VALIDITY 
The certificate / authorization / approval issued by Bureau Veritas Italy SpA has established the validity of the 
Directive, or, if not defined by the Directive, equal to 3 years for autorization or approvals related to the modules A2, 
C2, D, D1, E, E1, H, H1 when referring to mass production. 

In case of certificates or authorizations of modules A2, C2, F, G issued to individual pressure equipment, the certificate 
has a validity period. 

The certificates for EU type examination – type of production (Module B) are valid for ten years renewable at the end 
as well, although not specified in the Directive, the EU type examination – type of design certificates (module B) and 
EU examination of the design certificates (module H1). However, their validity is subject to the fact that BVI is required 
to keep abreast of developments in technological progress, assessing whether the approved type remains compliant 
with the Directive and, if necessary, deciding whether further investigations regarding any impacts on the validity of 
issued certificates are deemed necessary. 

The validity of EU Project Examination certificates is subject to the validity of the quality management system 
certificate to which they refer. 

 
4.4 ASSEMBLIES 
Assemblies, or various pressure equipment assembled by a manufacturer to constitute an integrated and functional as 
defined in 2014/68/EU Directive, are subject to CE marking according to a classification in categories I to IV, where the 
intention the manufacturer is to put on the market a set as such, is not part of a larger whole, or installation. 

Assemblies can be composed of multiple components or pressure equipment and possibly other sets that form the 
global set. 

In an assembly must be one or more safety accessories, established by the manufacturer of the set itself, which must 
meet all safety requirements indicated in the PED Directive and identified according to the risk analysis. 

An assembly is put on the market under the responsibility of one manufacturer, and as such draws up the declaration 
of conformity. 

BVI inspector must verify all documentation relating to the assembly, operative instructions, and that the 
characteristics of the safety devices are adequate to the collection. 

It is necessary to verify the function of the safety devices to ensure that the pressure equipment must not exceed the 
allowable limits ; in this respect , in accordance with paragraph 2.11 of Annex I to Directive PED , safety accessories 
must: 

 
- be designed and constructed so as to be reliable and suitable for the intended use and take into account, where 

appropriate, the requirements relating to maintenance and testing of the devices themselves; 
 

- be independent of other functions, unless their safety function can be affected by such other functions; 

- be in conformity with the design principles appropriate to obtain adequate protection and reliable. These principles 
include, in particular, a fail-safe system, a system of redundancy, diversity and self-diagnosis. 

With particular reference to the certificates relating to the modules A2, B, F and G, the minimum contents found in the 
certificate of approval set are: 

 
- Number of the certificate 

 
- Issue date 

 
- Identification of the Manufacturer 

 
- Description of the assembly (risk category, drawing numbers, user company, website, battery limits of the 

assembly, list of the components) 
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- Number of factory / identifications for the assembly 
 

- Risk Category of the assembly 

 
For the identification of each equipment/accessory of the assembly will include the following minimum information: 

 
- serial number 

 
- year of production 

 
- design pressure 

 
- minimum temperature and maximum design 

 
- marking 

 
- risk category 

 
- volume or nominal size 

 
- fluid group 

Regarding certificates of approval relating to other modules it will be appropriate to clarify in the description of the 
assembly, all the components parts of it, to uniquely identify both the components themselves that the assembly. 

 

 
4.5 ACTIVITIES FOR THE APPROVAL OF THE PROCEDURES OF 

PERMANENT JOINT AND PERSONNEL OF THE PERMANENT JOINTS 
The activities related to approval by BVI about the requirements of 2014/68/EU Directive (PED) Point 3.1.2 of 
Annex I shall be adjusted as follows: 

 
- BVI approves procedures for the permanent joining and personell of permanent joints of a company responsible 

for the manufacture of pressure equipment; 
 

- The concession of the approval is subject to the payment as stated in the tariff; 
 

- The concession of approval by the BVI is performed in a non-discriminatory basis and guarantee of confidentiality 
towards third parties. 

The organization must submit the necessary documentation to BVI to carry out their activities (wps, material 
certificates, etc.). 

 
4.5.1 REQUEST FOR APPROVAL 

The request for approval sends by the manufacturer / builder must have the application form prepared BVI; must be 
signed and completed in its entirety. 

The certification schemes harmonized (according to ESR of Directive) acceptable for the approval are, for example and 
not only: 

For welding procedures: 
 

- UNI EN ISO 15613 Qualification of welding procedures (pre-production) 
 

- UNI EN ISO 15614 Welding procedure test 
 

- UNI EN ISO 13134 Brazing. 
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Procedure approval For welders: 
 

- EN ISO 9606.1 Qualification test of welders. Fusion welding. Part 1: Steels 
 

- EN ISO 9606.2 Qualification test of welders. Fusion welding. Part 2: Aluminium and aluminium alloys 
 

- EN ISO 9606.3 Approval testing of welders. Fusion welding. Part 3: Copper and copper alloys 
 

- EN ISO 9606.4 Approval testing of welders. Fusion welding. Part 4: Nickel and nickel alloys 
 

- EN ISO 9606.5 Approval testing of welders. Fusion welding. Part 5: Titanium and titanium alloys, zirconium and 
zirconium alloys 

 
- EN 287.6 Qualification test of welders. Fusion welding. Part 6: Cast iron 

 
- EN ISO 14732 Welding personnel - Qualification tests of welding operators and weld preparers for fully 

mechanized and automatic welding of metallic materials 
 

- EN ISO 13585 Qualification of brazers and operators for strong brazing 

 
4.5.2 OPERATING METHODS 

Route A: 

If the operator / procedure is qualified according to the harmonized standards in force, with qualification from a 
recognized third party or notified body (authorized for the task 3.1.2 of Annex I to 2014/68/EU Directive) is approved 
without further activity (no activity for BVI). 
Route B: 
If the operator / procedure is qualified according to the non-harmonized rules in force (eg ASME IX), with qualification 
from a recognized third party or notified body (authorized for the task 3.1.2 of Annex I to 2014/68/EU Directive), the BVI 
qualified inspector will control the implementation of the computer code and the qualification to verify the presence of 
necessary additions of tests to make it comparable to those required by the harmonized standards. Despite the positive 
result, the inspector will report in the inspection report the evidence of the activity. If the result isn’t positive, the 
operations will follow Route C. 

 
Route C: 

In the absence of qualification, or in the case where the operator / procedure has not recognized qualification 
awarded an organism, the entire qualification process must be completed according to the requirements of 
2014/68/EU Directive. 
The documentation of qualification processes and of personnel for permanent joints for PED use, will be on BV 
letterhead and stamped with the identification number 1370. 

ROUTE C APPROVAL PATH FOR PROCEDURES 

Customers wishing to obtain qualification of welding procedures should send the appropriate application (IT- IND-F-
000_WELD.ME) or equivalent explicit request containing the following information: 

a) name of the Organization; 

b) reference standard; 

c) number of weld tests to be qualified; 
d) designation of the qualification required. 

 
On the basis of these indications Bureau Veritas Italia, after a preliminary examination to verify the completeness of 
the information provided, prepares an economic proposal for the requested services. 

BVI performs the qualification of the procedure, in accordance with the applicable regulations. 

The examination takes place in the presence of the examiner(s) who must supervise the execution of the welded tests 
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by the operators assigned to perform the qualification test. 

Prior to each examination session, the examiners shall: 

- Verify that welding stations and base and filler materials appropriate to the applicable WPS are available; 
 

- Verify that the calibrations of amperemeters and voltmeters of electric arc welders and thermometers of electrode 
welding furnaces are valid; 

 
- Verify the identity of candidates through ID and/or company badges; and 

 
- Verify the consistency of the filler and base materials used (with the relevant 2.2 / 3.1 EN 10204 certificates made 

available) 

The performance of the weld tests is conducted with reference to a permanent joint specification (a WPS in the case of 
welding or a BPS in the case of brazing) made available by the customer. The qualification of welding/brazing 
procedures can be conducted indifferently at the Company's premises or at centers/facilities equipped from both 
technical and safety points of view. 

Upon completion of the qualification weld test, the assigned Inspector will identify the weld test for subsequent 
destructive and nondestructive testing as required by the relevant standard. 

The tests necessary to evaluate the welding coupons can be carried out at laboratories affiliated with Bureau Veritas 
Italy, at the Company itself, under the responsibility of the Inspector or at facilities indicated by the Company as long 
as the tests are carried out in accordance with UNI EN ISO 17025. 

All examination documentation must be clearly identified (including by stamps and signatures), reviewed and approved 
by the assessment body. 

In case of failure to pass the qualification tests, the examiner to whom the file has been assigned shall inform the 
Client in writing of the decision, stating the relevant reasons and indicating how to proceed to complete the certification 
process and resubmit the file to Bureau Veritas Italia. 

In case of passing the qualification tests, the examiner to whom the file has been assigned sends the complete 
documentation to the Technical Manager (or his substitutes), who will issue the certification (qualification) if successful. 

Certification normally consists of the following documentation: 
 

- Approved WPS/BPS; 
 

- WPQR/BPAR; 
 

- Test reports; 
 

- Certificates of base materials and consumables; 

ROUTE C PERSONNEL APPROVAL PROCEDURE 

Customers wishing to obtain certification for their personnel should send the appropriate application (IND-F-
000-WELD.ME) or equivalent explicit request containing the following information: 

a) name of the Organization; 

b) reference standard; 

c) number of persons to be qualified; 
d) designation of the qualification required. 

 
On the basis of these indications Bureau Veritas Italy, after a preliminary examination to verify the 
completeness of the information provided, prepares an economic proposal for the requested services. 

The examination consists of a practical test in the execution of weld tests to weld/braze as required by the 
reference standard(s). 

The examinations are held in the presence of the examiner who must supervise the candidates' execution of 
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the welded tests. 

Before each examination session, the examiner shall: 
 

- Verify that welding stations and base and filler materials appropriate to the applicable WPS are available and 
properly functioning; 

 
- Verify that the calibrations of amperemeters and voltmeters of electric arc welders and thermometers of electrode 

welding furnaces are valid; 
 

- Verify the identity of candidates through ID and/or company badges; 
 

- Verify the consistency of the filler and base materials used (with related 2.2 / 3.1 EN 10204 certificates made 
available); 

 
- Verify the candidate's signature of the Examination Regulations and attendance register, document IND-INFO-

01_WELD for applicable items ; 
 

- Submit the examination times for any theoretical test. 

In case verification of technical knowledge (recommended but not mandatory - e.g. Annex B EN ISO 9606.1) is also 
required by the requesting Organization, the examiners shall select the theoretical questions to be submitted to the 
candidates for the theoretical test from those saved in appropriate directory on the network. 

Technical knowledge testing (optional) will take place on multiple choice tests. The questionnaire will contain 25 
questions. The completion of the test shall not exceed 3 minutes per application. The maximum time allowed to the 
candidate, will be depending on the number of questions, the examination must be continuous and without access to 
any external aid. 

The theoretical test is deemed passed if the candidate answers at least 70% of the questions asked correctly. 

To ensure the objectivity of the results, the quizzes and masters will be deposited on the server and will be subject to 
updates/change of questions by the PRODUCT WELDING MANAGER. 

The verification of the welded/braised test consists in the first instance in the verification of the quality of the joint 
performed by visual examination in accordance with EN 17637/UNI EN 12799 by the candidate and subsequently by 
the examiner. 

Upon successful completion, destructive and nondestructive tests must be performed, and for the candidate to pass 
the examination, he/she must achieve results that meet the requirements of the applicable standard. 

The tests required to evaluate the weld tests may be conducted at laboratories included in the appropriate Bureau 
Veritas list, which may, however, be recused by the Client, or at facilities indicated by the Client. In the latter case, the 
facility must operate in accordance with the technical requirements provided for the applicable tests, employing 
competent and qualified personnel and suitable equipment.Facilities that are accredited in accordance with UNI CEI 
EN ISO/IEC 17025 are considered to comply with the above. Otherwise, the facility must be previously qualified by BV 
in accordance with the IT-QHSE-LPP-10.TQR IT procedure and the QHSE-F- 018.TQR qualification checklist. 

The tests will be attended by a BV inspector. 

If the candidate fails, he/she may take a new weld test under the same conditions as the first one for which he/she 
failed to qualify. 

All examination documentation must be clearly identified (including by stamping and signing), reviewed and approved 
by the evaluation body. 

If the qualification tests are passed, the examiner to whom the case was assigned shall send the complete 
documentation to Recorder Welding for review and possible approval. 

 
4.6 ACTIVITIES FOR APPROVAL OF PERSONNEL NON-DESTRUCTIVE 

TESTING for DIRECTIVE PED 
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The approval activity by BVI is carried out conforming to the requirements of 2014/68/EU Directive (PED) Point 
3.1.3 of Annex I. 

 
- the BVI certificate of approval recognizes the operating methods and suitability of the personnel of a 

manufacturing company or CND service company responsible for performing non-destructive testing on 
permanent joints of pressure equipment; 

 
- the granting of the certificate of approval is subject to payment in accordance with the fee schedule; 

 
- the acts concerning the granting of approval are carried out by BVI in a non-discriminatory manner and with 

guarantee of confidentiality towards third parties; 
 

- the employer shall submit the NDE personnel to BVI and document the validity of the information provided. 

 
4.6.1 APPLICATION, REQUIREMENTS AND EXECUTION METHODS 

The request for the approval has to be sent by the employer/s the candidate/s using the application form prepared 
BVI; must be signed and completely filled in (Application Form IND-F-006_PED.ND for route B or IND-F-
005_PED.NDT for route C). 

Only requests that fall into one of the cases (Route A, B, C, as per UNI CEN TR 15589:2014) provided below will 
be taken up. 

The certification schemes for approval acceptable are, for example: 
 

- EN ISO 9712:2022, Non-destructive testing - Qualification and certification of non-destructive testing personnel 
 

- ASNT Recommended Practice No. SNT-TC-1A, Personnel Qualification and Certification in Non- destructive 
Personnel; 

 
- ANSI/ASNT Standard CP 189, ASNT Standard for Qualification and Certification of Non- destructive Personnel; 

The documents listed below must be attached to the application for approval, depending on the applicable mode of 
execution (route A, B or C), in a true copy of the original (signed and stamped by the employer): 

Route A: 

If the operator holds a qualification according to EN ISO 9712 issued by an accredited certification organization and at 
the same time a recognized third-party entity, it is deemed approved without further activities (no activities for BVI). 

Route B 

If the operator holds an ISO 9712 certificate issued by a NON-RTPO certification body that has a formal contractual 
agreement in place with BV. 

In this case, the operator’s NDT certificate may be approved by BV in accordance with the PED directive, provided 
that satisfactory documented evidence of qualification and certification is received from the relevant certification body. 
Additionally, the operator must submit a signed request confirming that the certificate is not subject to 
revocation/suspension measures, along with: 

 
- A statement of work continuity and experience in the field of permanent joints, signed by the employer. The 

experience must meet the requirements set out in section 7.3.1 of ISO 9712 for direct access to Level 2. This 
statement must cover all testing methods included in the approval request and must relate to inspection activities 
on permanent joints. 

 

Methods Experience (days) 

AT ET LT RT UT TT 180 

MT PT 60 
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- Copy of ISO 9712 certificates for which application for approval is being made 
 

- Physical fitness (Jaeger test 1 and Ishihara test): 
 

 Near visual acuity must allow, at a minimum, the reading of Jaeger number 1, Times New Roman N 4.5, or 
equivalent characters (with a height of 1.6 mm) at a distance of no less than 30 cm with one or both eyes, 
with or without correction. 

 
 Color vision must be sufficient to enable the candidate to distinguish and differentiate the contrast between 

colors and shades of gray used in the method. 
 

- Proof of identity 

Route C 

If the qualification follows standards other than ISO 9712, the RTPO may verify the equivalence between the adopted 
system and the one required by the harmonized standard. 

The request must be submitted to BVI by completing the form IND-F-005_PED.NDT "Application Form for Approval of 
Personnel for Non-Destructive Testing in Route C". 

Based on the information received from the client, the relevant Area will prepare an offer. Upon acceptance of the 
offer, a BVI inspector will be assigned to proceed with the approval process. 

The approval, which is specific to the method, level, and application field, will be granted to candidates who hold a 
valid corresponding qualification certificate and physical fitness certification. It will also require verification of the 
application of control procedures compliant with national or international standards, drafted and approved by the 
client’s Level 3 personnel, for welded joints. 

The declared experience will be accepted if validated by the employer or a technical expert and if it is clearly related to 
the methods requested in the Application Form submitted by the employer requesting the approval. 

Since standards other than ISO 9712 do not fully meet the directive's requirements, obtaining BVI approval requires a 
mandatory on-site audit at the client's expense. This audit will be regulated by BVI and conducted by a BVI inspector. 

 
The approval activity will then be structured according to: 

 
- a documentary analysis 

 
- audit on site 

 
- practical examination. 

 
Audit on site: 

 
The audit on site, conducted mainly through documentary, formal and procedural analysis, will be useful to ascertain 
that the candidate to be approved: 

 
- is in possession of certificates of qualification in the method/s and level/s for which approval is required; 

 
- has satisfactory physical fitness (vision and colors perception): 

 
 Near visual acuity must allow, at a minimum, the reading of Jaeger number 1, Times New Roman N 4.5, or 

equivalent characters (with a height of 1.6 mm) at a distance of no less than 30 cm with one or both eyes, 
with or without correction. 

 
 Color vision must be sufficient to enable the candidate to distinguish and differentiate the contrast between 

colors and shades of gray used in the method. 
 

- has completed general and specific training prior to the qualification examination; 
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- has sufficient experience in the field of pressure products, the experience shall meet the experience requirements 
set out in point 7.3.1. of ISO 9712 for direct access to level 2, this attestation shall cover all test methods included 
in the application for approval and be related to control activities on permanent joints; 

 

Methods Experience (days) 

AT ET LT RT UT TT 180 

MT PT 60 

 
- continues to be qualified, without significant interruption, in the testing of permanent joints on pressure equipment; 

 
- is familiar with and can satisfactorily implement NDT procedures and instructions for testing permanent joints on 

pressure equipment; 
 

- has achieved satisfactory results in the written examination and practical tests relevant to permanent joining on 
pressure equipment; 

 
- through a practical examination, the candidate demonstrates the ability to satisfactorily apply at least one NDT 

procedure in each method for which approval is sought: 
 

 The practical examination involves the application of the nondestructive method being tested on samples 
selected by the assigned inspector from assays available from the client; 

 
 The practical examination includes performing the control on the prescribed examination sample, recording 

and interpreting the results with the required degree of detail, and reporting the results in the required 
format; 

 
 The administration of at least 1 sample is required for each methodology. 

 
- In order to qualify for certification, the candidate must obtain a minimum practical test rating of 80% (according to 

the table below) 
 

For each practical test the maximum time allowed is 1 h. 

Each candidate must have the necessary equipment for the practical test. The assigned inspector must collect 
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evidence regarding its calibration or, in the absence of such evidence, at least its verification. 

The examiners are responsible for explaining clearly to candidates what the practical test consists of and the 
evaluation criteria. 

The examiners must also ensure that the necessary personal protective equipment (PPE) is available to each 
candidate and that each candidate, depending on the equipment used during the practical test, use the PPE provided 
in accordance with the applicable safety legislation. 

At the end of the on-site documentary audit, the inspector in charge will fill out the form IT-IND-F-003_PED and attach 
all the evidence collected, the documentation will then be sent to the Certification Committee for verification and in 
case of a positive result, it will have the issuance of its approval 

 
4.6.2 FINDINGS MANAGEMENT 
For Route C, the documental audit and on-site audit activities should normally be conducted prior to practical method 
testing. However, it cannot be excluded a priori that practical method testing might occur before completing the 
documental audit phase (the responsibility for this decision lies with the assigned BV Inspector). 

BVI conducts the audit using form IT-IND-F-003_PED to record completed verification steps. Should findings emerge 
after audit completion, they must be classified by severity as follows: 

NON-CONFORMITY (NC):Findings indicating non-compliance with legal requirements or reference technical standards, 
and/or potentially compromising the reliability of BV's results/performance/services. NCs preclude documentation review 
for PED approval certificate issuance. 

OPPORTUNITY FOR IMPROVEMENT (OFI):Identifies aspects of activities or processes that could be optimized. OFIs 
do not obstruct documentation review for PED approval certificate issuance. 

Findings and corrective actions from audits are managed through these steps (recorded on form IT-IND-F-003_PED): 

1. Finding registration with client acceptance signature 

2. Corrective action definition by the client and form documentation 

3. BV Inspector review of proposed actions (approval/rejection with justification) 

4. Action implementation and evidence submission to relevant parties 

All finding-related actions must be closed within 60 days of issuance (monitored by BV Inspector and SL IND). 

Special NC Case: If a candidate successfully completes the documental audit but fails the practical test, they may retake 
it once within 2 months of the initial attempt, without repeating the documental audit. 

• Failure to pass the practical re-test triggers a new approval process, starting ≥2 months after the re-test date. 

• Candidates/clients failing the final documental audit must restart the approval process ≥2 months after the initial 
request. 

 
4.7 MATERIAL SUPPLY REQUIREMENTS UNDER THE PED DIRECTIVE 

According to Annex I of the PED Directive 2014/68/EU, point 4.3, "The manufacturer of the equipment must take 
appropriate measures to ensure that the material used complies with the requirements. In particular, for all materials, 
the manufacturer shall provide documents certifying their compliance with a given requirement." 

Guideline G-05 provides a detailed outline of the minimum documents required depending on the type of component 
and category of equipment: 
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In order to be able to consider that the certificates issued by the manufacturer of the material ensure compliance with 
the requirements of the same point, the manufacturer of the material must have an appropriate quality assurance 
system (e.g. ISO 9001) certified by a body established in the Union and which has been subject to a specific 
assessment for materials. 

In the verification of materials (traceability, suitability...) BVI will only accept certificates issued by material 
manufacturers that meet this requirement. 

 
5. DECLARATION OF CONFORMITY 

In accordance with Annex IV to 2014/68/EU Directive, the minimum contents within the declaration of conformity, on 
the description of the pressure are as follows: 

 
- Maximum design pressure (SP); 

 
- The maximum allowable temperature (TS); 

 
- Minimum design temperature (Tmin); 

 
- The volume or nominal diameter (DN or V); 

 
- Group membership of the fluid and risk category; 

 
- The product identification (name, type or model number and any additional information such as batch number or 

series). 

In the case of an assembly, the declaration of conformity must contain a description of all pressure equipment forming 
part of the same whole, including the evaluation procedure used. The description includes both equipment into the 
categories of risk PED (I - IV) and equipment valued in accordance to the Article 4, paragraph 3 of the PED because 
part of the assembly. 
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6. SUSPENSION, CANCELLATION AND REDUCTION OF 

CERTIFICATION 

The certification may be suspended or canceled in the cases identified in the General QHSE-REG-02.TQR. 

In the period of suspension/withdrawal, any products in stockshuold be held or not in compliance base on a control / 
comparison between the production date and the date of suspension / withdrawal of the certificate. Products 
manufactured prior to the decision aren’t making available on the market. 

The restoration of the certification is subject to the deletion of the deficiencies that caused the suspension. This must 
be certified by an audit in order to verify the system’s compliance with alla the relevant standards requirements. It is 
notified by a lettere to the company and made public by Bureau Veritas whether the news of the suspension had at 
the time been made public. 

In the case of suspension, withdrawal and cancellation of a certificate, Bureau Veritas Italy will inform the competent 
Ministry and other Notified Bodies. 
 
 
7. TRANSITIONAL PROVISIONS 

Certificates issued by BVI according to the 97/23/EC Directive shall be valid under the 2014/68/EU Directive. 
However, their validity is still binding on the expiration date indicated in the certificates themselves, equipment put into 
service from 19/07/2016 must be accompanied by an EU Conformity Declaration in accordance with the new 
Directive. 

If the client requires the regulatory update of the certificate, an extension of the certificate is expected after the 
updated technical documentation review. 
 
 
8. CLAIMS AND COMPLAINTS 

All complaints received by the Bureau Veritas in Italy regarding certification activities are taken in charge following the 
procedures of the Group: all complaints regarding certification activities (including third party claims on the work of 
certified companies) Bureau Veritas Italy and corrective actions taken and / or being developed are the subject of the 
report to the Committee for the Safeguarding of impartiality by the Technical Manager. The management of 
complaints and appeals procedure is explicit in the quality QHSE-LPP-09.TQR, viewed and downloaded from the 
website www.bureauveritas.it 

 
9. USE OF THE BUREAU VERITAS AND ACCREDIA LOGOS 

The use of the Bureau Veritas and/or Accredia logos is not permetted under any circumstances by the client. 

http://www.bureauveritas.it/
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CONFORMITY MODULES – DIRETTIVE 2014/68/UE 

 
MODULE A (Internal production control) 

 
Under this procedure, the manufacturer ensures and declares that the pressure equipment satisfies the 
essential requirements applicable to it. No intervention from an external notified body is required with this 
module.  
 
The manufacturer affixes the CE marking to each pressure equipment and draws up a Declaration of 
Conformity. 
 
The manufacturer shall prepare the following technical documentation: 

 
- a general description of the pressure equipment; 

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

- descriptions and explanations necessary for the understanding of those drawings and diagrams and the 
operation of the pressure equipment; 

- an adequate risk analysis and assessment; 

- a list of the harmonized standards applied in full or in part, the references of which have been published in the 
Official Journal of the European Union, and, where those harmonized standards have not been applied, 
descriptions of the solutions adopted to meet the essential safety requirements of the Directive. In the event of 
partly applied harmonized standards, the technical documentation shall specify the parts which have been 
applied; 

- results of design calculations made, examinations carried out, etc.; 

- test reports. 

 
This documentation shall be kept for at least ten years after the pressure equipment has been placed on the 
market, together with a copy of the Declaration of Conformity. 

 
The manufacturer shall take all measures necessary so that the manufacturing process and its monitoring 
ensure compliance of the manufactured pressure equipment with the technical documentation referred to 
above and with the essential requirements of the Directive that apply to it. 
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MODULE A2 (Internal production control plus supervised pressure equipment checks at random intervals) 
 
Module A2 is the conformity assessment procedure whereby the manufacturer ensures and declares, under its sole 
responsibility, that the pressure equipment concerned satisfies the requirements of the Directive.  
 
This module can be used for Category II pressure equipment or, at the choice of the manufacturer, for pressure 
equipment falling into risk Category I. 
 
The manufacturer sends an application for CE marking authorization according to the procedure described in Module A2 
of the PED Directive, attaching the following documentation for each piece of equipment they intend to CE mark: 

 
- a general description of the pressure equipment; 

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

- descriptions and explanations necessary for the understanding of those drawings and diagrams and the 
operation of the pressure equipment; 

- an adequate risk analysis and assessment; 

- a list of the harmonized standards applied in full or in part, the references of which have been published in the 
Official Journal of the European Union, and, where those harmonized standards have not been applied, 
descriptions of the solutions adopted to meet the essential safety requirements of the Directive. In the event of 
partly applied harmonized standards, the technical documentation shall specify the parts which have been 
applied; 

- results of design calculations made, examinations carried out, etc.; 

- test reports; 
 

- a copy of the specifications and qualification reports of permanent joints (for example, regarding WPS and 
WPQR welding procedures), issued by a Notified Body or Third-Party Organization; 

- qualification certificates of personnel/operators performing permanent joints, issued by a Notified Body or 
Third-Party Organization. 

 
This documentation shall be kept for at least ten years after the pressure equipment has been placed on the 
market, together with a copy of the Declaration of Conformity. 

 
The manufacturer shall take all measures necessary so that the manufacturing process and its monitoring 
ensure compliance of the manufactured pressure equipment with the technical documentation referred to 
above and with the essential requirements of the Directive that apply to it. 
 
BV examines the documentation produced, and may carry out a preliminary visit to the manufacturer to verify 
the methods and execution of the final check. 
 
BV approves the permanent joining procedures and the relative operators, in accordance with point 3.1.2 of 
Annex I of the PED Directive and paragraph 4.5 of this regulation. 
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In addition to the obligations under Module A, the manufacturer performs the final check of the pressure 
equipment under the supervision of BV, through unannounced inspection visits carried out by means of 
unannounced inspection visits. 
 
During scheduled and unannounced visits carried out by BV, the manufacturer shall make available the 
following documentation: 

 
- results of design calculations and examinations carried out, etc., in the case of experimental design; 

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

complete with descriptions and explanations necessary for the understanding of such drawings and diagrams 
and the operation of the pressure equipment; 

 
- list of materials used, indicating the reference harmonized standard, or Particular Material Appraisal (PMA) 

issued by the manufacturer, or European Approval for Materials (EAM); 
 

- certificates of origin for base materials and filler materials; 
 

- traceability procedures; 
 

- a copy of the specifications and qualification reports of permanent joints (for example, WPS and WPQR), issued 
by a Notified Body or Third-Party Organization, and the relevant BV approval; 

- heat treatment procedures; 
 

- heat treatment diagrams; 
 

- reports of non-destructive testing (NDT) carried out; 
 

- reports of any destructive testing carried out (e.g., test coupons); 
 

- copy of the qualification certificates of NDT personnel; 
 

- qualification certificates of personnel/operators performing permanent joints, issued by a Notified Body or 
Third-Party Organization, and the relevant BV approval; 

 
- non-conformity reports issued during production and their resolutions; 

 
- operating instructions (assembly and commissioning, use and maintenance, limits of use, residual risks 

associated with use, identification of replaceable parts, and documents necessary for a full understanding of 
these instructions); 

 
- declaration of Conformity. 

 
During these inspections BV: 

 
- performs, or has performed, product checks at random intervals determined by it, in order to verify 

the quality of the internal checks on the pressure equipment, taking into account, among other things, 
the technological complexity of the pressure equipment and the quantity produced 

 
- ensures that the manufacturer actually carries out the final check required by the Directive 

(Annex I, par. 3.2); 
 
- takes samples of pressure equipment at the place of manufacture or storage to carry out, or 

have carried out, the final check, partially or fully. 
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The acceptance sampling procedure to be applied aims to determine whether the manufacturing process of the 
pressure equipment operates within acceptable limits, to ensure the compliance of the pressure equipment. 

 

The frequency of inspection visits carried out by BV shall be defined in relation to the average annual quantity of 
pressure equipment produced, the number of equipment types to be certified, and the group of the fluid contained. 

  
Since these are unannounced visits, the manufacturer provides BV with information regarding the production 

schedule, to allow visits to be carried out during final product checks or whenever product specimens are available for 

BV checks, such as pressure testing, visual and dimensional checks, non-destructive testing on permanent joints, and 

examination of reports of testing performed. 

 
If these unannounced visits reveal deficiencies in the final check system, BV reserves the right to carry out further 

unannounced visits to verify that the Company has remedied these non-conformities. 

 

Upon the successful completion of these activities, BV issues a Final Verification Report.  

 

Under the responsibility of BV, the manufacturer affixes the CE marking with BV's identification number on each piece of 

equipment. 

 

BV ensures that the CE marking is correctly affixed. 

 
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 BV 
examines the technical design of the pressure equipment, and verifies and certifies that the technical design of 
such pressure equipment meets the requirements of the Directive.  

EU-type examination – production type – consists of an assessment of the adequacy of the technical design of 
the pressure equipment, carried out by examining the technical documentation and supporting evidence 
detailed below, together with the examination of a specimen, representative of the production envisaged, of 
the complete pressure equipment. 

The manufacturer sends an application for EU-type examination according to the procedure described in 
Module B of the PED Directive, attaching the following documentation for each "type": 

 
- a general description of the pressure equipment; 

- design and manufacturing drawings, as well as diagrams of components, sub-assemblies, circuits, etc., 
complete with descriptions and explanations necessary for the understanding of such drawings and diagrams 
and the operation of the pressure equipment; 

- risk analysis; 

- a list of the harmonized standards applied in full or in part, the references of which have been published in the 
Official Journal of the European Union, and, where those harmonized standards have not been applied, 
descriptions of the solutions adopted to meet the essential safety requirements of the Directive. In the event of 
partly applied harmonized standards, the technical documentation shall specify the parts which have been 
applied; 

- results of design calculations made, examinations carried out, etc.; 

- test reports; 
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 - Information regarding the tests planned in the manufacturing framework / experimental design, specifying the 
acceptability limits envisaged for such tests 

- list of materials used, indicating the reference harmonized standard, or Particular Material Appraisal (PMA) 
issued by the manufacturer, or European Approval for Materials (EAM); 

- a copy of the specifications and qualification reports of permanent joints (for example, WPS and WPQR), issued 
by a Notified Body or Third-Party Organization; 

- qualification certificates of personnel/operators performing permanent joints, issued by a Notified Body or 
Third-Party Organization, and the relevant BV approval; 
 

- copy of the qualification certificates of non-destructive testing personnel issued by a Third-Party Organization; 

- quality control plan in manufacturing (inspection plan); 
 

- non-destructive testing procedure; 
 

- heat treatment procedures; 
 

- heat treatment diagrams; 
 

- nameplate drawings; 
 

- Operating instructions (assembly and commissioning, use and maintenance, limits of use, residual risks 
associated with use, identification of replaceable parts, and documents necessary for a full understanding of 
these instructions). 

 
Furthermore, the manufacturer shall make available one or more specimens representative of production, hereinafter 

referred to as "type". The same type may cover several variants of pressure equipment provided that the differences 

between the variants do not affect the level of safety.  

 

BV may request further samples if necessary to carry out the test program. 

 

Following this, BV: 

- examines and approves the documentation, sends any comments, and performs the necessary 
verifications 

 
- evaluates the materials used in relation to their intended function and compatibility with adjacent 

materials to be joined, and, when these materials do not comply with the applicable harmonized 
standards or a European approval for pressure equipment materials, issues a Particular Material 
Appraisal (PMA); verifies, also, the certificates issued by the material manufacturer in accordance with 
point 4.3 of Annex I of the Directive; 
 

- verifies that the type has been manufactured in conformity with the submitted documents, identifying 
both the elements designed in accordance with the harmonized standards and those designed in 
accordance with other standard references 
 

- verifica che il tipo sia stato fabbricato conformemente ai documenti sottoposti, con individuazione sia 
degli elementi progettati in conformità alle norme armonizzate, sia degli elementi progettati in 
conformità agli altri riferimenti normativi; 
 

- approves the operating procedures for permanent joining of parts of the pressure equipment or 
verifies that they have been previously approved by a notified body or a recognized third-party 
organization, as prescribed in point 3.1.2 of Annex I of the Directive; 
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 - verifies that the personnel performing permanent joining of parts of the pressure equipment and non-
destructive tests has been approved or qualified by a notified body or a recognized third-party 
organization, as prescribed in points 3.1.2 and 3.1.3 of Annex I of the Directive 
 

- performs appropriate examinations and necessary tests to check whether, where the manufacturer 
has chosen to apply the solutions in the relevant harmonized standards, these have been applied 
correctly; 

 
- performs appropriate examinations and necessary tests to check whether the applicable essential safety 

requirements listed in Annex I of the Directive have been met. 

 
The place where the examinations and tests are to be carried out shall be agreed between BV and the 
manufacturer. 
 
BV draws up an evaluation report listing the activities carried out and their results; it may be made public only 
with the agreement of the manufacturer. 
 
If the results of the examinations and tests are favorable, BV issues an EU-type examination certificate – 
production type – to the manufacturer, containing the name and address of the manufacturer, the conclusions 
of the examination, and the data necessary for the identification of the approved type. An annex containing a 
list of the significant files of the technical documentation, of which BV keeps a copy, is attached to the 
certificate. 
 
If the type does not satisfy the applicable requirements of the Directive, BV refuses to issue an EU-type 
examination certificate – production type – and informs the applicant of this decision, providing detailed 
reasons for its refusal. An appeal procedure is available. 
 
BV follows technological progress generally recognized and assesses whether the approved type no longer 
complies with the applicable requirements of the Directive. It decides whether such progress requires further 
investigation and, if so, BV informs the manufacturer. 
 
If the manufacturer, to whom BV has issued an EU-type examination certificate – production type, makes 
modifications to the approved product that may affect conformity with the applicable essential requirements 
or the conditions of validity of the certificate, such modifications shall be notified to BV and shall be subject to 
further evaluation and approval. This new approval is issued in the form of a revision or supplement to the 
original EU-type examination certificate – production type. 

 
EU-Type Examination – Design Type 

EU-type examination – design type – is the part of a conformity assessment procedure in which BV examines 
the technical design of the pressure equipment, and verifies and attests that such design meets the 
requirements of the Directive. 

EU-type examination – design type – consists of an assessment of the adequacy of the technical design of the 
pressure equipment, carried out by examining the technical and supporting documentation detailed below, 
without the examination of specimens. 

The manufacturer sends an application for EU-type examination – design type – according to the procedure 
described in Module B of the PED Directive, attaching the following documentation: 

- a general description of the pressure equipment; 

- design and manufacturing drawings, as well as diagrams of components, sub-assemblies, circuits, etc., 
complete with descriptions and explanations necessary for the understanding of such drawings and diagrams 
and the operation of the pressure equipment; 

- risk analysis; 



7/36 Copia controllata del presente documento è solamente quella elettronica disponibile ”on-line” sulla rete aziendale. 

 

 

  

CONFORMITY MODULES 
BUREAU VERITAS ITALIA 

IT-IND-REP-01_PED APP 01 

Rev 01 del 09/02/2016 

 - a list of the harmonized standards applied in full or in part, the references of which have been published in the 
Official Journal of the European Union, and, where those harmonized standards have not been applied, 
descriptions of the solutions adopted to meet the essential safety requirements of the Directive. In the event of 
partly applied harmonized standards, the technical documentation shall specify the parts which have been 
applied; 

- results of design calculations made, examinations carried out, etc.; 

- list of materials used, indicating the reference harmonized standard, or Particular Material Appraisal (PMA) 
issued by the manufacturer, or European Approval for Materials (EAM); 

- a copy of the specifications and qualification reports of permanent joints (for example, WPS and WPQR), issued 
by a Notified Body or Third-Party Organization, and the relevant BV approval; 

- qualification certificates of personnel/operators performing permanent joints, issued by a Notified Body or 
Third-Party Organization, and the relevant BV approval; 

 
- non-destructive testing procedure; 

 
- heat treatment procedures; 

 
- Copy of the qualification certificates of NDT personnel approved by a Third-Party Organization; 

 
- nameplate drawings; 

 
- Operating instructions (assembly and commissioning, use and maintenance, limits of use, residual risks 

associated with use, identification of replaceable parts, and documents necessary for a full understanding of 
these instructions). 

 

Following this, BV: 

- examines and approves the documentation, sends any comments, and performs the necessary 
verifications; 

 
- evaluates the materials used in relation to their intended function and compatibility with adjacent 

materials to be joined, and, when these materials do not comply with the applicable harmonized 
standards or a European approval for pressure equipment materials, issues a Particular Material 
Appraisal (PMA);  
 

- performs appropriate examinations and necessary tests to check whether the applicable essential safety 

requirements listed in Annex I of the Directive have been met; 

 
- performs appropriate examinations and necessary tests to check whether, where the manufacturer 

has chosen to apply the solutions in the relevant harmonized standards, these have been applied 
correctly; 
 

- approves the operating procedures for permanent joining of parts of the pressure equipment or 
verifies that they have been previously approved by a notified body or a recognized third-party 
organization, as prescribed in point 3.1.2 of Annex I of the Directive; 
 

- verifies that the personnel performing permanent joining of parts of the pressure equipment and non-
destructive tests has been approved or qualified by a notified body or a recognized third-party 
organization, as prescribed in points 3.1.2 and 3.1.3 of Annex I of the Directive. 
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BV draws up an evaluation report listing the activities carried out and their results; it may be made public only 
with the agreement of the manufacturer. 
 
If the design satisfies the provision of the Directive, BV issues an EU-type examination certificate – design type 
– to the manufacturer, containing the name and address of the manufacturer, the conclusions of the 
examination, and the data necessary for the identification of the approved design. An annex containing a list of 
the significant files of the technical documentation, of which BV keeps a copy, is attached to the certificate. 
 
If the design does not satisfy the applicable requirements of the Directive, BV refuses to issue an EU-type 
examination certificate – design type – and informs the applicant of this decision, providing detailed reasons 
for its refusal. An appeal procedure is available. 
 
BV follows technological progress generally recognized and assesses whether the approved type no longer 
complies with the applicable requirements of the Directive. It decides whether such progress requires further 
investigation and, if so, BV informs the manufacturer. 

 
If the manufacturer, to whom BV has issued an EU-type examination certificate – design type, makes 
modifications to the approved product that may affect conformity with the applicable essential requirements 
or the conditions of validity of the certificate, such modifications shall be notified to BV and shall be subject to 
further evaluation and approval. This new approval is issued in the form of a revision or supplement to the 
original EU-type examination certificate – design type. 
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MODULE C2 (Conformity to type based on internal production control plus supervised pressure equipment 
checks at random intervals) 

 
Module C2 is the conformity assessment procedure whereby the manufacturer ensures and declares, under 
their sole responsibility, that the pressure equipment concerned is in conformity with the type described in the 
EU-type examination certificate and satisfies the requirements of the Directive applicable to it. 

 
This module can be used for category III pressure equipment or, at the choice of the manufacturer, for pressure 
equipment falling into risk category I or II. 
 
The manufacturer sends an application for CE marking authorization according to the procedure described in 
Module C2 of the PED Directive, attaching the following documentation for each piece of equipment they 
intend to CE mark: 
 

- a general description of the pressure equipment; 

- design and manufacturing drawings, as well as diagrams of components, sub-assemblies, circuits, etc., 
complete with descriptions and explanations necessary for the understanding of such drawings and diagrams 
and the operation of the pressure equipment; 

- risk analysis; 

- a list of the harmonized standards applied in full or in part, the references of which have been published in the 
Official Journal of the European Union, and, where those harmonized standards have not been applied, 
descriptions of the solutions adopted to meet the essential safety requirements of the Directive. In the event of 
partly applied harmonized standards, the technical documentation shall specify the parts which have been 
applied; 

- a copy of the specifications and qualification reports of permanent joints (for example, WPS and WPQR), issued 
by a Notified Body or Third-Party Organization; 

- qualification certificates of personnel/operators performing permanent joints, issued by a Notified Body or 
Third-Party Organization; 

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

The manufacturer performs the final check of the pressure equipment under the supervision of BV, carried out 
by means of unannounced inspection visits. 
 
During scheduled and unannounced visits carried out by BV, the manufacturer shall make the following 
documentation available: 
 

- Evidence of the EU-type examination certificate – production type (Module B); 

 
- results of design calculations and examinations carried out, etc., in the case of experimental design; 

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

complete with descriptions and explanations necessary for the understanding of such drawings and diagrams 
and the operation of the pressure equipment; 

 
- list of materials used, indicating the reference harmonized standard, or Particular Material Appraisal (PMA) 

issued by the manufacturer, or European Approval for Materials (EAM); 
 

- certificates of origin for base materials and filler materials; 
 

- traceability procedures; 
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 - a copy of the specifications and qualification reports of permanent joints (for example, WPS and WPQR), issued 
by a Notified Body or Third-Party Organization, and the relevant BV approval; 

 
- heat treatment procedures; 

 
- heat treatment diagrams; 

 
- reports of non-destructive testing (NDT) carried out; 

 
- reports of any destructive testing carried out (e.g., test coupons); 

 
- copy of the qualification certificates of NDT personnel; 

 
- qualification certificates of personnel/operators performing permanent joints, issued by a Notified Body or 

Third-Party Organization; 
 

- non-conformity reports issued during production and their resolutions; 
 

- operating instructions (assembly and commissioning, use and maintenance, limits of use, residual risks 
associated with use, identification of replaceable parts, and documents necessary for a full understanding of 
these instructions); 

 
- declaration of Conformity. 

 
During these inspections BV: 

 
- ensures that the manufacturer actually carries out the final check required by the Directive (Annex I, par. 3.2); 

 
- examines an appropriate sample of final pressure equipment, taken on-site before placing on the market, and 

performs appropriate tests, as established by the relevant parts of the harmonized standards and/or equivalent 
tests provided for in other technical specifications, to check the compliance of the pressure equipment with the 
applicable requirements of the Directive; 
 

- Ensures that the CE marking is correctly affixed. 
 

The frequency of inspection visits carried out by BV shall be defined in relation to the average annual quantity 
of pressure equipment produced, the number of equipment types to be certified, and the group of the fluid 
contained. 
  
Since these are unannounced visits, the manufacturer provides BV with information regarding the production 
schedule, to allow visits to be carried out during final product checks or whenever product specimens are 
available for BV checks, such as pressure testing, visual and dimensional checks, non-destructive testing on 
permanent joints, and examination of reports of testing performed. 
 
BV assesses the number of equipment units to be sampled as well as the need to carry out, or have carried out, 
the final check partially or fully on said pressure equipment. 
 
The acceptance sampling procedure to be applied aims to determine whether the manufacturing process of the 
pressure equipment operates within acceptable limits, to ensure the compliance of the pressure equipment. 

 
If these unannounced visits reveal deficiencies in the final check system, BV reserves the right to carry out 
further unannounced visits to verify that the Company has remedied these non-conformities. 
 
Upon the successful completion of these activities, BV issues a Report according to Module C2 of the Directive.  
 
Under the responsibility of BV, the manufacturer affixes the CE marking with BV's identification number on 
each piece of equipment. 
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MODULE D (Conformity to type based on quality assurance of the production process) 

 
Module D is the conformity assessment procedure whereby the manufacturer ensures and declares, under 
their sole responsibility, that the pressure equipment or assembly concerned is in conformity with the type 
described in the EU-type examination certificate and meets the requirements of the Directive 

Under this procedure, the manufacturer shall operate an approved quality system for production, final product 
inspection, and testing, as specified in the "Quality System" section, and shall be subject to surveillance by BV as 
specified under "Surveillance". 

 
Quality System 

 
The manufacturer submits an application for the assessment of their quality system for the products concerned 
according to the procedure described in Module D of the Directive, containing the following documentation: 

 
- a general description of the pressure equipment; 

 
- a copy of the quality documentation relevant to the Directive (this documentation, detailed below, may 

alternatively be acquired and examined by BV during the audit); 
 

- a copy of the EU-type examination certificate – production type – or EU-type examination certificate – design 
type (except where the Module D assessment is carried out concurrently with the EU-type examination) with 
relevant technical documentation; 

 
- copy of the ISO 9001 Certificate. 

 
All criteria, requirements, and provisions adopted by the manufacturer shall be documented in a systematic 
and orderly manner in the form of written measures, procedures, and instructions. 
This quality system documentation shall permit a consistent interpretation of the quality programs, plans, 
manuals, and records. 

 
In particular, the quality system documentation shall include an adequate description of: 

 
- the quality objectives, the organizational structure, responsibilities, and powers of management 

regarding the quality of the pressure equipment; 
 

- the corresponding manufacturing, quality control, and quality assurance techniques, processes, 
and systematic actions that will be applied, in particular the permanent joining procedures 
approved in accordance with point 3.1.2 of Annex I of the Directive and paragraph 4.5 of the 
regulation; 

 
- the examinations and tests that will be carried out before, during, and after manufacture, 

indicating the frequency with which they will be carried out; 
 

- quality records, such as inspection reports and test data, calibration data, reports on the 
qualifications or approvals of the personnel concerned, particularly those of personnel performing 
permanent joining of parts and non-destructive testing in accordance with points 3.1.2 and 3.1.3 of 
Annex I of the Directive; 

 
- the means of monitoring the achievement of the required quality and the effective operation of 

the quality system. 
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The quality system shall ensure compliance of the pressure equipment with the type described in the EU-type 
examination certificate and with the applicable essential requirements. It is highlighted that the manufacturer 
shall have a certified quality system in accordance with UNI EN ISO 9001 issued by an Accredited Body; 
different cases will be evaluated on a case-by-case basis. 
 
The manufacturer has the option to request a pre-audit to verify the status of the Quality System procedures 
for PED purposes. 
 
During the initial certification audit, BV will evaluate the key points of the Quality System against the 
requirements of the Directive using an appropriate checklist, and will also evaluate the Quality System as a 
whole if it has been certified by an entity other than BV. At the end of the audit, BV issues a copy of the Audit 
Report. 
 
The evaluation team will include at least one member with experience in the manufacturing technology of the 
pressure equipment concerned. The evaluation activity includes an inspection visit to the manufacturer's 
premises. 
 
If the evaluation is successful, i.e., in the event of minor findings or simple recommendations, BV issues a 
Quality System Certificate of Conformity in accordance with Module D of the Directive. 
 
BV will carry out a follow-up visit to verify that the changes agreed upon during the audit have been 
implemented within the agreed timeframe. 
 
In the case of major findings, or a number of minor findings that jeopardize compliance with the Essential 
Safety Requirements, BV will carry out a re-audit within the period indicated in the Audit Report (allowing the 
manufacturer to modify their quality system by integrating the requested changes) and will not issue any 
Certificate of Conformity.  
 
After the second audit is conducted, if the outcome is positive or falls within the limits described above, BV will 
issue the Certificate of Conformity. 
 
The Quality System Certificate of Conformity is valid for three years.  
 
If the second audit also fails, BV will inform the other Notified Bodies of the refusal of the Quality System 
certification.  
 
The manufacturer undertakes to fulfill the obligations arising from the approved quality system and to ensure 
that it remains adequate and efficient. The manufacturer shall also keep the notified body that approved the 
quality system informed of any intended modification to the system.  
 
The notified body evaluates the proposed changes and decides whether the modified system continues to meet 
the requirements described above or if a reassessment is required.  
 
The notified body notifies the manufacturer of its decision.  
 
The notification shall contain the conclusions of the examination and the reasoned assessment of the decision. 

 
Surveillance 

 
The purpose of surveillance is to ensure that the manufacturer correctly fulfills the obligations arising from the 
approved quality system.  
 
The surveillance of the quality system is carried out by BV through a schedule that includes a maintenance audit 
at the end of the first year, a maintenance audit at the end of the second year, and a series of unannounced 
visits established according to the criteria defined below; the visits will be carried out by product specialist 
technicians. 
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During maintenance visits, BV fully reviews the Company's Quality System every time, or applies a review 
schedule leading to a complete reassessment of the system over the course of the two visits. 
 
Unannounced visits during the first year of production shall be at least 2 for categories III and IV (one of which 
can be carried out concurrently with the audit), or at least 1 for categories I and II.  
 
The frequency of subsequent visits (at least 1 per year) and any general increase in the number of 
unannounced visits are determined based on the following criteria: 
 

- the category of the pressure equipment; 
 
- the results of previous surveillance visits; 

 
- the need to monitor corrective measures; 

 
- where applicable, special conditions associated with the approval of the system; 

 
- significant changes in organization, manufacturing strategies, and techniques. 

 
As these are unannounced visits, the manufacturer provides BV with information regarding the production 
schedule, to allow visits to be carried out during final product checks or whenever product specimens are 
available for BV checks, such as pressure testing, visual and dimensional checks, non-destructive testing on 
permanent joints, and examination of reports of testing performed. 
 
During scheduled and unannounced visits carried out by BV, the manufacturer shall make the following 
documentation available: 
 

- documentation concerning the quality system; 
 

- internal inspection reports; 
 

- results of design calculations and examinations carried out, etc., in the case of experimental design; 
 

- design and manufacturing drawings, as well as diagrams of components, sub-assemblies, circuits, etc., 
complete with descriptions and explanations necessary for the understanding of such drawings and diagrams 
and the operation of the pressure equipment; 

 
- list of materials used, indicating the reference harmonized standard, or Particular Material Appraisal (PMA) 

issued by the Notified Body that approved the type of pressure equipment, or European Approval for Materials 
(EAM); 

 
- certificates of origin for base materials and filler materials; 

 
- traceability procedures; 

 
- copy of the specifications and qualification reports of permanent joints (for example, WPS and WPQR), issued 

by a Notified Body or Third-Party Organization, and approved by the N.B. that issued the EC Design or Type 
Examination Certificate; 

 
- heat treatment procedures; 

 
- heat treatment diagrams; 

 
- reports of non-destructive testing (NDT) carried out; 

 
- reports of any destructive testing carried out (e.g., test coupons); 
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- copy of the qualification certificates of NDT personnel approved by a Third-Party Organization; 

 
- qualification certificates of personnel/operators performing permanent joints, issued by a Notified Body or 

Third-Party Organization, and approved by the N.B. that issued the EU-type examination certificate, or by BV 
itself; 

 
- calibration certificates for testing equipment; 

 
- non-conformity reports issued during production and their resolutions; 

 
- operating instructions (assembly and commissioning, use and maintenance, limits of use, residual risks 

associated with use, identification of replaceable parts, and documents necessary for a full understanding of 
these instructions); 

 
- declaration of Conformity. 

 
Upon expiry of the validity period of the Certificate, the manufacturer shall re-apply for evaluation of their 
quality system, and BV will carry out a thorough reassessment of the entire company quality system. 
 
The manufacturer shall keep available for the national authorities for ten years after the last date of 
manufacture of the pressure equipment: 

 
- documentation relating to the quality system; 

 
- updates to the quality system; 

 
- decisions and reports issued by BV regarding the approval of the quality system, modifications made, and 

scheduled and unannounced visits carried out. 

 
MODULE D1 (Quality assurance of the production process) 

Module D1 is the conformity assessment procedure whereby the manufacturer ensures and declares, under 
their sole responsibility, that the pressure equipment concerned satisfies the requirements of the Directive 
applicable to it. 

Under this procedure, the manufacturer shall operate an approved quality system for production, final product 
inspection, and testing, as specified in the "Quality System" section, and shall be subject to surveillance by BV 
as specified under "Surveillance". 

This module can be used for category II pressure equipment or, at the choice of the manufacturer, for pressure 
equipment falling into risk category I. 

 
Quality system 

The manufacturer submits an application for the assessment of their quality system for the products concerned 
according to the procedure described in Module D1 of the Directive, attaching the following documentation: 

 
- a general description of the pressure equipment with all useful technical information; 
 
- design and manufacturing drawings, as well as diagrams of components, sub-assemblies, circuits, etc., 

complete with descriptions and explanations necessary for the understanding of such drawings and diagrams 
and the operation of the pressure equipment (this documentation may alternatively be acquired and examined 
by BV during the audit); 
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 - a list of the harmonized standards applied in full or in part, the references of which have been published in the 
Official Journal of the European Union, and, where those harmonized standards have not been applied, 
descriptions of the solutions adopted to meet the essential safety requirements of the Directive. In the event of 
partly applied harmonized standards, the technical documentation shall specify the parts which have been 
applied (this documentation may alternatively be acquired and examined by BV during the audit); 
 

- results of design calculations made, examinations carried out, etc.; 
 

- test reports; 
 

- a copy of the quality documentation relevant to the Directive (this documentation, detailed below, may 
alternatively be acquired and examined by BV during the audit); 

 
- copy of the ISO 9000 Certificate. 

 
All criteria, requirements, and provisions adopted by the manufacturer shall be documented in a systematic 
and orderly manner in the form of written measures, procedures, and instructions. 
This quality system documentation shall permit a consistent interpretation of the quality programs, plans, 
manuals, and records. 
 
In particular, the quality system documentation shall include an adequate description of: 
 

- the quality objectives, the organizational structure, responsibilities, and powers of management 
regarding the quality of the pressure equipment; 

 
- the corresponding manufacturing, quality control, and quality assurance techniques, processes, 

and systematic actions that will be applied, in particular the permanent joining procedures 
approved in accordance with point 3.1.2 of Annex I of the Directive and paragraph 4.5 of the 
regulation; 

 
- the examinations and tests that will be carried out before, during, and after manufacture, 

indicating the frequency with which they will be carried out; 
 

- quality records, such as inspection reports and test data, calibration data, reports on the 
qualifications or approvals of the personnel concerned, particularly those of personnel performing 
permanent joining of parts and non-destructive testing in accordance with points 3.1.2 and 3.1.3 of 
Annex I of the Directive; 

 
- the means of monitoring the achievement of the required quality and the effective operation of 

the quality system. 
 

The manufacturer has the option to request a pre-audit to verify the status of the Quality System procedures 
for PED purposes. 
 
During the initial certification audit, BV will evaluate the key points of the Quality System against the 
requirements of the Directive using an appropriate checklist, and will also evaluate the Quality System as a 
whole if it has been certified by an entity other than BV. 
 
At the end of the audit, BV issues a copy of the Inspection Report. 
 
The evaluation team will include at least one member with experience in the manufacturing technology of the 
pressure equipment concerned. The evaluation activity includes an inspection visit to the manufacturer's 
premises. 
 
If the evaluation is successful, i.e., in the event of minor findings or simple recommendations, BV issues a 
Quality System Certificate of Conformity in accordance with Module D1 of the Directive. 
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 BV will carry out a follow-up visit to verify that the changes agreed upon during the audit have been 
implemented within the agreed timeframe. 
 
In the case of major findings, or a number of minor findings that jeopardize compliance with the Essential 
Safety Requirements, BV will carry out a re-audit within the period indicated in the Audit Report (allowing the 
manufacturer to modify their quality system by integrating the requested changes) and will not issue any 
Certificate of Conformity.  
 
After the second audit is conducted, if the outcome is positive or falls within the limits described above, BV will 
issue the Certificate of Conformity. 
 
The Quality System Certificate of Conformity is valid for three years.  
 
If the second audit also fails, BV will inform the other Notified Bodies of the refusal of the Quality System 
certification.  
 
The manufacturer undertakes to fulfill the obligations arising from the approved quality system and to ensure 
that it remains adequate and efficient. The manufacturer shall also keep the notified body that approved the 
quality system informed of any intended modification to the system.  
 
The notified body evaluates the proposed changes and decides whether the modified system continues to meet 
the requirements described above or if a reassessment is required.  
 
The notified body notifies the manufacturer of its decision.  
 
The notification shall contain the conclusions of the examination and the reasoned assessment of the decision. 
 
Surveilance 

 
The purpose of surveillance is to ensure that the manufacturer correctly fulfills the obligations arising from the 
approved quality system.  
 
The surveillance of the quality system is carried out by BV through a schedule that includes a maintenance audit 
at the end of the first year, a maintenance audit at the end of the second year, and a series of unannounced 
visits established according to the criteria defined below; the visits will be carried out by product specialist 
technicians. 
 
During maintenance visits, BV fully reviews the Company's Quality System every time, or applies a review 
schedule leading to a complete reassessment of the system over the course of the two visits. 

 
During the first year of production, at least 1 unannounced visit shall be conducted. The frequency of 
subsequent visits (at least 1 per year) and any general increase in the number of unannounced visits are 
determined based on the following criteria: 
 

- the category of the pressure equipment; 
 
- the results of previous surveillance visits; 

 
- the need to monitor corrective measures; 

 
- where applicable, special conditions associated with the approval of the system; 

 
- significant changes in organization, manufacturing strategies, and techniques. 

 
As these are unannounced visits, the manufacturer provides BV with information regarding the production 
schedule, to allow visits to be carried out during final product checks or whenever product specimens are 
available for BV checks, such as pressure testing, visual and dimensional checks, non-destructive testing on 
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 permanent joints, and examination of reports of testing performed. 
 
During scheduled and unannounced visits carried out by BV, the manufacturer shall make the following 
documentation available: 
 

- documentation concerning the quality system; 
 

- internal inspection reports; 
 

- results of design calculations and examinations carried out, etc., in the case of experimental design; 
 

- design and manufacturing drawings, as well as diagrams of components, sub-assemblies, circuits, etc., 
complete with descriptions and explanations necessary for the understanding of such drawings and diagrams 
and the operation of the pressure equipment; 

 
- list of materials used, indicating the reference harmonized standard, or Particular Material Appraisal (PMA) 

issued by the Notified Body that approved the type of pressure equipment, or European Approval for Materials 
(EAM); 

 
- certificates of origin for base materials and filler materials; 

 
- traceability procedures; 

 
- copy of the specifications and qualification reports of permanent joints (for example, WPS and WPQR), issued 

by a Notified Body or Third-Party Organization, and approved by BV; 
 

- heat treatment procedures; 
 

- heat treatment diagrams; 
 

- reports of non-destructive testing (NDT) carried out; 
 

- reports of any destructive testing carried out (e.g., test coupons); 
 

- copy of the qualification certificates of NDT personnel; 
 

- qualification certificates of personnel/operators performing permanent joints, issued by a Notified Body or 
Third-Party Organization, and approved by BV; 

 
- calibration certificates for testing equipment; 

 
- non-conformity reports issued during production and their resolutions; 

 
- operating instructions (assembly and commissioning, use and maintenance, limits of use, residual risks 

associated with use, identification of replaceable parts, and documents necessary for a full understanding of 
these instructions); 

 
- declaration of Conformity. 

 
Upon expiry of the validity period of the Certificate, the manufacturer shall re-apply for evaluation of their 
quality system, and BV will carry out a thorough reassessment of the entire company quality system. 
 
The manufacturer shall keep available for the national authorities for ten years after the last date of 
manufacture of the pressure equipment: 

 
- documentation relating to the quality system; 
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 - updates to the quality system; 

- decisions and reports issued by BV regarding the approval of the quality system, modifications made, and 
scheduled and unannounced visits carried out. 

 
MODULE E (Conformity to type based on pressure equipment quality assurance) 

 
Module E is the conformity assessment procedure whereby the manufacturer ensures and declares, under 
their sole responsibility, that the pressure equipment concerned is in conformity with the type described in 
the EU-type examination certificate and satisfies the requirements of the Directive applicable to it. 
 
Under this procedure, the manufacturer shall operate an approved quality system for final product inspection 
and testing, as specified in the "Quality System" section, and shall be subject to surveillance by BV as specified 
under "Surveillance". 

 
Quality System 

 
The manufacturer submits an application for the assessment of their quality system for the products concerned 
according to the procedure described in Module E of the Directive, containing the following documentation: 

 
- a general description of the pressure equipment; 

 
- a copy of the quality documentation relevant to the Directive (this documentation, detailed below, may 

alternatively be acquired and examined by BV during the audit); 
 

- a copy of the EU-type examination certificate (except where the Module E assessment is carried out 
concurrently with the EU-type examination) with relevant technical documentation; 

 
- copy of the ISO 9001 Certificate. 

 
All criteria, requirements, and provisions adopted by the manufacturer shall be documented in a systematic 
and orderly manner in the form of written measures, procedures, and instructions. 
This quality system documentation shall permit a consistent interpretation of the quality programs, plans, 
manuals, and records. 

 
In particular, the quality system documentation shall include an adequate description of: 

 
- the quality objectives, the organizational structure, responsibilities, and powers of management 

regarding product quality; 
 

- the examinations and tests that will be carried out after manufacture; 
 

- quality records, such as inspection reports and test data, calibration data, reports on the 
qualifications or approvals of the personnel concerned, particularly those of personnel performing 
permanent joining of parts and non-destructive testing in accordance with points 3.1.2 and 3.1.3 of 
Annex I of the Directive; 

 
- the means of monitoring the effective operation of the quality system. 

 
The manufacturer has the option to request a pre-audit to verify the status of the Quality System procedures. 
 
During the initial certification audit, BV will evaluate the key points of the Quality System against the 
requirements of the Directive using an appropriate checklist, and will also evaluate the Quality System as a 
whole if it has been certified by an entity other than BV. At the end of the audit, BV issues a copy of the 
Inspection Report. 
 



19/36 Copia controllata del presente documento è solamente quella elettronica disponibile ”on-line” sulla rete aziendale. 

 

 

  

CONFORMITY MODULES 
BUREAU VERITAS ITALIA 

IT-IND-REP-01_PED APP 01 

Rev 01 del 09/02/2016 

 The evaluation team will include at least one member with experience in the manufacturing technology of the 
pressure equipment concerned. The evaluation activity includes an inspection visit to the manufacturer's 
premises. 
 
If the evaluation is successful, i.e., in the event of minor findings or simple recommendations, BV issues a 
Quality System Certificate of Conformity in accordance with Module E of the Directive. 
 
BV will carry out a follow-up visit to verify that the changes agreed upon during the audit have been 
implemented within the agreed timeframe. 
 
In the case of major findings, or a number of minor findings that jeopardize compliance with the Essential 
Safety Requirements, BV will carry out a re-audit within the period indicated in the Audit Report (allowing the 
manufacturer to modify their quality system by integrating the requested changes) and will not issue any 
Certificate of Conformity.  
 
After the second audit is conducted, if the outcome is positive or falls within the limits described above, BV will 
issue the Certificate of Conformity. 
 
The Quality System Certificate of Conformity is valid for three years.  
 
If the second audit also fails, BV will inform the other Notified Bodies of the refusal of the Quality System 
certification.  
 
The manufacturer undertakes to fulfill the obligations arising from the approved quality system and to ensure 
that it remains adequate and efficient. The manufacturer shall also keep the notified body that approved the 
quality system informed of any intended modification to the system.  
 
The notified body evaluates the proposed changes and decides whether the modified system continues to meet 
the requirements described above or if a reassessment is required.  
 
The notified body notifies the manufacturer of its decision.  
 
The notification shall contain the conclusions of the examination and the reasoned assessment of the decision 

 
Surveillance 

 
The purpose of surveillance is to ensure that the manufacturer correctly fulfills the obligations arising from the 
approved quality system.  
 
The surveillance of the quality system is carried out by BV through a schedule that includes a maintenance audit 
at the end of the first year, a maintenance audit at the end of the second year, and a series of unannounced 
visits established according to the criteria defined below; the visits will be carried out by product specialist 
technicians. 
 
During maintenance visits, BV fully reviews the Company's Quality System every time, or applies a review 
schedule leading to a complete reassessment of the system over the course of the two visits. 
 
Unannounced visits during the first year of production shall be at least 2 for categories III (one of which can be 
carried out concurrently with the audit), or at least 1 for categories I and II.  
 
The frequency of subsequent visits (at least 1 per year) and any general increase in the number of 
unannounced visits are determined based on the following criteria: 
 

- the category of the pressure equipment; 
 
- the results of previous surveillance visits; 
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 - the need to monitor corrective measures; 
 

- where applicable, special conditions associated with the approval of the system; 
 

- significant changes in manufacturing organization, manufacturing policiess, and techniques. 
 

As these are unannounced visits, the manufacturer provides BV with information regarding the production 
schedule, to allow visits to be carried out during final product checks or whenever product specimens are 
available for BV checks, such as pressure testing, visual and dimensional checks, non-destructive testing on 
permanent joints, and examination of reports of testing performed. 
 
During scheduled and unannounced visits carried out by BV, the manufacturer shall make the following 
documentation available: 
 

- documentation concerning the quality system; 
 

- internal inspection reports; 
 

- the technical file related to the EU-type examination certificate issued by an N.B.; 
 

- design and manufacturing drawings, as well as diagrams of components, sub-assemblies, circuits, etc., 
complete with descriptions and explanations necessary for the understanding of such drawings and diagrams 
and the operation of the pressure equipment; 

 
- list of materials used, indicating the reference harmonized standard, or Particular Material Appraisal (PMA) 

issued by the Notified Body that approved the type of pressure equipment, or European Approval for Materials 
(EAM); 

 
- certificates of origin for base materials and filler materials; 

 
- traceability procedures; 

 
- copy of the specifications and qualification reports of permanent joints (for example, WPS and WPQR), issued 

by a Notified Body or Third-Party Organization, and approved by the N.B. that issued the EU-Type Examination 
Certificate; 

 
- heat treatment procedures; 

 
- heat treatment diagrams; 

 
- reports of non-destructive testing (NDT) carried out; 

 
- reports of any destructive testing carried out (e.g., test coupons); 

 
- copy of the qualification certificates of NDT personnel approved by a Third-Party Organization; 

 
- qualification certificates of personnel/operators performing permanent joints, issued by a Notified Body or 

Third-Party Organization, and approved by the N.B. that issued the EU-type examination certificate, or by BV 
itself; 

 
- calibration certificates for testing equipment; 

 
- non-conformity reports issued during production and their resolutions; 

 
- operating instructions (assembly and commissioning, use and maintenance, limits of use, residual risks 

associated with use, identification of replaceable parts, and documents necessary for a full understanding of 
these instructions); 
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- declaration of Conformity. 

 
Upon expiry of the validity period of the Certificate, the manufacturer shall re-apply for evaluation of their 
quality system, and BV will carry out a thorough reassessment of the entire company quality system. 
 
The manufacturer shall keep available for the national authorities for ten years after the last date of 
manufacture of the pressure equipment: 

 
- documentation relating to the quality system; 

 
- updates to the quality system; 

 
- decisions and reports issued by BV regarding the approval of the quality system, modifications made, and 

scheduled and unannounced visits carried out. 

 
MODULE E1 (Garanzia della qualità dell’ispezione e della prova delle attrezzature a pressione finite) 

Module E1 is the conformity assessment procedure whereby the manufacturer ensures and declares, under 
their sole responsibility, that the pressure equipment concerned satisfies the requirements of the Directive 
applicable to it. 

Under this procedure, the manufacturer shall operate an approved quality system for production, final product 
inspection, and testing, as specified in the "Quality System" section, and shall be subject to surveillance by BV 
as specified under "Surveillance". 

This module can be used for category II pressure equipment or, at the choice of the manufacturer, for pressure 
equipment falling into risk category I. 
 
Quality System 

The manufacturer submits an application for the assessment of their quality system for the products concerned 
according to the procedure described in Module E1 of the Directive, attaching the following documentation: 
 

- a general description of the pressure equipment with all useful technical information; 
 
- design and manufacturing drawings, as well as diagrams of components, sub-assemblies, circuits, etc., 

complete with descriptions and explanations necessary for the understanding of such drawings and diagrams 
and the operation of the pressure equipment (this documentation may alternatively be acquired and examined 
by BV during the audit); 

 
- a list of the harmonized standards applied in full or in part, the references of which have been published in the 

Official Journal of the European Union, and, where those harmonized standards have not been applied, 
descriptions of the solutions adopted to meet the essential safety requirements of the Directive. In the event of 
partly applied harmonized standards, the technical documentation shall specify the parts which have been 
applied (this documentation may alternatively be acquired and examined by BV during the audit); 
 

- results of design calculations made, examinations carried out, etc.; 
 

- test reports; 
 

- a copy of the quality documentation relevant to the Directive (this documentation, detailed below, may 
alternatively be acquired and examined by BV during the audit); 

 
- copy of the ISO 9000 Certificate. 
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 All criteria, requirements, and provisions adopted by the manufacturer shall be documented in a systematic 
and orderly manner in the form of written measures, procedures, and instructions. 
This quality system documentation shall permit a consistent interpretation of the quality programs, plans, 
manuals, and records. 
 
In particular, the quality system documentation shall include an adequate description of: 
 

- the quality objectives, the organizational structure, responsibilities, and powers of management 
regarding the quality of the pressure equipment; 

 
- the operating procedures for permanent joining of parts approved in accordance with point 3.1.2 

of Annex I of the Directive; 
 

- the examinations and tests that will be carried after manufacture; 
 

- quality records, such as inspection reports and test data, calibration data, reports on the 
qualifications or approvals of the personnel concerned, particularly those of personnel performing 
permanent joining in accordance with points 3.1.2 of Annex I of the Directive; 

 
- the means of monitoring the effective operation of the quality system. 

 
The manufacturer has the option to request a pre-audit to verify the status of the Quality System procedures. 
 
During the initial certification audit, BV will evaluate the key points of the Quality System against the 
requirements of the PED Directive using an appropriate checklist, and will also evaluate the Quality System as a 
whole if it has been certified by an entity other than BV. 
 
At the end of the audit, BV issues a copy of the Inspection Report. 
 
The evaluation team will include at least one member with experience in the manufacturing technology of the 
pressure equipment concerned. The evaluation activity includes an inspection visit to the manufacturer's 
premises. 
 
If the evaluation is successful, i.e., in the event of minor findings or simple recommendations, BV issues a 
Quality System Certificate of Conformity in accordance with Module E1 of the Directive. 
 
BV will carry out a follow-up visit to verify that the changes agreed upon during the audit have been 
implemented within the agreed timeframe. 
 
In the case of major findings, or a number of minor findings that jeopardize compliance with the Essential 
Safety Requirements, BV will carry out a re-audit within the period indicated in the Audit Report (allowing the 
manufacturer to modify their quality system by integrating the requested changes) and will not issue any 
Certificate of Conformity.  
 
After the second audit is conducted, if the outcome is positive or falls within the limits described above, BV will 
issue the Certificate of Conformity. 
 
The Quality System Certificate of Conformity is valid for three years.  
 
If the second audit also fails, BV will inform the other Notified Bodies of the refusal of the Quality System 
certification.  
 
The manufacturer undertakes to fulfill the obligations arising from the approved quality system and to ensure 
that it remains adequate and efficient. The manufacturer shall also keep the notified body that approved the 
quality system informed of any intended modification to the system.  
 
The notified body evaluates the proposed changes and decides whether the modified system continues to meet 
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 the requirements described above or if a reassessment is required.  
 
The notified body notifies the manufacturer of its decision.  
 
The notification shall contain the conclusions of the examination and the reasoned assessment of the decision. 

 
Surveillance 

 
The purpose of surveillance is to ensure that the manufacturer correctly fulfills the obligations arising from the 
approved quality system.  
 
The surveillance of the quality system is carried out by BV through a schedule that includes a maintenance audit 
at the end of the first year, a maintenance audit at the end of the second year, and a series of unannounced 
visits established according to the criteria defined below; the visits will be carried out by product specialist 
technicians. 
 
During maintenance visits, BV fully reviews the Company's Quality System every time, or applies a review 
schedule leading to a complete reassessment of the system over the course of the two visits. 

 
During the first year of production, at least 1 unannounced visit shall be conducted. The frequency of 
subsequent visits (at least 1 per year) and any general increase in the number of unannounced visits are 
determined based on the following criteria: 
 

- the category of the pressure equipment; 
 
- the results of previous surveillance visits; 

 
- the need to monitor corrective measures; 

 
- where applicable, special conditions associated with the approval of the system; 

 
- significant changes in organization, manufacturing strategies, and techniques. 

 
As these are unannounced visits, the manufacturer provides BV with information regarding the production 
schedule, to allow visits to be carried out during final product checks or whenever product specimens are 
available for BV checks, such as pressure testing, visual and dimensional checks, non-destructive testing on 
permanent joints, and examination of reports of testing performed. 
 
During scheduled and unannounced visits carried out by BV, the manufacturer shall make the following 
documentation available: 
 

- documentation concerning the quality system; 
 

- internal inspection reports; 
 

- design calculations of the pressure equipment; 
 

- design and manufacturing drawings, as well as diagrams of components, sub-assemblies, circuits, etc., 
complete with descriptions and explanations necessary for the understanding of such drawings and diagrams 
and the operation of the pressure equipment; 

 
- list of materials used, indicating the reference harmonized standard, or Particular Material Appraisal (PMA) 

issued by the Notified Body that approved the type of pressure equipment, or European Approval for Materials 
(EAM); 

 
- certificates of origin for base materials and filler materials; 
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 - traceability procedures; 
 

- copy of the specifications and qualification reports of permanent joints (for example, WPS and WPQR), issued 
by a Notified Body or Third-Party Organization, and approved by the N.B. that issue the EU-type examination 
certificate; 

 
- forming procedures; 

 
- heat treatment procedures; 

 
- heat treatment diagrams; 

 
- reports of non-destructive testing (NDT) carried out; 

 
- reports of any destructive testing carried out (e.g., test coupons); 

 
- copy of the qualification certificates of NDT personnel; 

 
- qualification certificates of personnel/operators performing permanent joints, issued by a Notified Body or 

Third-Party Organization, and approved by the N.B. that issue the EU-type examination certificate, or by BV 
itself; 

 
- calibration certificates for testing equipment; 

 
- non-conformity reports issued during production and their resolutions; 

 
- operating instructions (assembly and commissioning, use and maintenance, limits of use, residual risks 

associated with use, identification of replaceable parts, and documents necessary for a full understanding of 
these instructions); 

 
- declaration of Conformity. 

 
Upon expiry of the validity period of the Certificate, the manufacturer shall re-apply for evaluation of their 
quality system, and BV will carry out a thorough reassessment of the entire company quality system. 
 
The manufacturer shall keep available for the national authorities for ten years after the last date of 
manufacture of the pressure equipment: 

 
- documentation relating to the quality system; 

 
- updates to the quality system; 

- decisions and reports issued by BV regarding the approval of the quality system, modifications made, and 
scheduled and unannounced visits carried out. 
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 MODULE F (Conformity yo type based on pressure equipment verification) 
 
Module F is the conformity assessment procedure whereby the manufacturer ensures and declares, under their 
sole responsibility, that the pressure equipment concerned is in conformity with the type described in the EU-
type examination certificate and meets the requirements of the Directive applicable to it. 
 
The manufacturer submits an application for CE marking authorization according to the procedure described in 
Module F of the Directive, attaching the following documentation for each type of equipment they intend to 
mark: 

 
- a general description of the pressure equipment; 

- design and manufacturing drawings, as well as diagrams of components, sub-assemblies, circuits, etc., 
complete with descriptions and explanations necessary for the understanding of such drawings and diagrams 
and the operation of the pressure equipment; 

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

- qualification certificates of personnel/operators performing permanent joints, issued by a Notified Body or 
Third-Party Organization, and of NDT personnel issued by a Third-Party Organization; 

- copy of the certificates of origin issued by the material manufacturer. 

BV examines the documentation produced and sends appropriate comments.  
 
BV proceeds to verify the compliance of each pressure equipment with the requirements of the Directive by 
examining and testing every single product, as described in the following paragraph. 

 
Product Verification 

 
All pressure equipment is examined individually by BV, and appropriate tests are carried out on them based on 
the relevant harmonized standards or equivalent tests to verify conformity with the approved type described in 
the EU-type examination certificate and the relevant requirements of the Directive.  
In the absence of such harmonized standards, the notified body concerned decides which tests are appropriate 
to carry out. 
 
In particular, BV verifies for each product: 

 
- the qualification and approval of personnel performing permanent joining of parts and non-

destructive testing, in accordance with points 3.1.2 and 3.1.3 of Annex I of the Directive; 
 

- certificates of origin issued by the material manufacturer in accordance with point 4.3 of Annex I of the 
Directive; 

 
- performs or has performed the final inspection and pressure test referred to in point 3.2 of Annex I 

and examines, if necessary, the safety devices. 
 

During visits, the manufacturer shall make the following documentation available: 
 

- documentation related to the EU-type examination certificate; 

 
- results of design calculations and examinations carried out, in the case of experimental design; 

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

complete with descriptions and explanations necessary for the understanding of such drawings and diagrams 
and the operation of the pressure equipment; 
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 - list of materials used, indicating the reference harmonized standard, or Particular Material Appraisal (PMA) 
issued by the manufacturer, or European Approval for Materials (EAM); 

 
- certificates of origin for base materials and filler materials; 

 
- traceability procedures; 

 
- a copy of the specifications and qualification reports of permanent joints (for example, WPS and WPQR), 

approved by a Notified Body or Third-Party Organization; 
 

- heat treatment procedures; 
 

- heat treatment diagrams; 
 

- reports of non-destructive testing (NDT) carried out; 
 

- reports of any destructive testing carried out (e.g., test coupons); 
 

- copy of the qualification certificates of NDT personnel approved by a Third-Party Organization; 
 

- qualification certificates of personnel/operators performing permanent joints, approved by a Notified Body or 
Third-Party Organization, or in their absence, BV proceeds with their approval in compliance with the 
provisions laid down in the EU-type examination certificate 

 
- non-conformity reports issued during production and their resolutions; 

 
- operating instructions (assembly and commissioning, use and maintenance, limits of use, residual risks 

associated with use, identification of replaceable parts, and documents necessary for a full 
understanding of these instructions); 

 
If the outcome of these verifications is satisfactory, BV issues a Certificate of Conformity for each product and affixes, 
or has affixed, its identification number on each approved pressure equipment.  
 
The manufacturer shall be able to present the certificates of conformity issued by BV upon request. 

 
MODULE G (Conformity based on unit verification) 

 
Module G is the conformity assessment procedure whereby the manufacturer ensures and declares, under their sole 
responsibility, that the pressure equipment concerned complies with the requirements of the Directive applicable to 
it. 
 
The manufacturer submits an application for CE marking authorization according to the procedure described in 
Module G of the Directive, attaching the following documentation for each piece of equipment they intend to mark: 
 

- a general description of the pressure equipment; 

- design and manufacturing drawings, as well as diagrams of components, sub-assemblies, circuits, etc., 
complete with descriptions and explanations necessary for the understanding of such drawings and diagrams 
and the operation of the pressure equipment; 

- risk analysis; 

- a list of the harmonized standards applied in full or in part, the references of which have been published in the 
Official Journal of the European Union, and, where those harmonized standards have not been applied, 
descriptions of the solutions adopted to meet the essential safety requirements of the Directive. In the event of 
partly applied harmonized standards, the technical documentation shall specify the parts which have been 
applied; 
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 - results of design calculations made, examinations carried out, etc.; 

- test reports; 

- the list of materials used, indicating the reference harmonized standard, or European Approval for Materials 
(EAM); 

- a copy of the specifications and qualification reports of permanent joints (for example, WPS and WPQR), issued 
by a Notified Body or Third-Party Organization; 

- qualification certificates of personnel/operators performing permanent joints, issued by a Notified Body or 
Third-Party Organization; 
 

- manufacturing inspection plan; 

- non-destructive testing procedure; 
 

- heat treatment procedures; 
 

- copy of the qualification of NDT personnel issued by a Third-Party Organization; 
 

- nameplate drawings; 
 

- Operating instructions (assembly and commissioning, use and maintenance, limits of use, residual risks 
associated with use, identification of replaceable parts, and documents necessary for a full understanding of 
these instructions). 

 
Following this, BV, during the design phase, carries out the following examinations and verifications: 
 

- examine the technical documentation concerning design and manufacturing processes; 
 

- evaluates the materials used when they do not comply with the applicable harmonized standards or a 
European approval for pressure equipment materials, and verifies the certificates issued by the 
material manufacturer in accordance with point 4.3 of Annex I of the Directive; 
 

- approves the operating procedures for permanent joining of parts or verifies that they have been 
previously authorizes, in accordance with point 3.1.2 of Annex I of the Directive; 
 

- verifies the qualifications or approvals required under points 3.1.2 and 3.1.3 of Annex I of the 
Directive; 
 

- performs the final examination referred to in point 3.2.1 of Annex I, performs or has performed the 
test referred to in point 3.2.2 of Annex I, and examines, if necessary, the safety devices. 

 
During the manufacturing phase, BV performs, or has performed, the tests or checks required by the applicable 
harmonized standards or the relevant standard and provided for in the approved inspection plan, necessary to verify 
compliance of the pressure equipment with the Essential Safety Requirements of the Directive. For each test or check, 
BV will issue a Test Report. 
 
At the end of manufacture, BV proceeds to the final check as provided for in point 3.2 of Annex I of the Directive, and 
issues a Final Verification Report. 
 
If the results of the examinations and tests are favorable, BV affixes, or has affixed, its identification number on the 
pressure equipment and issues a Certificate of Conformity related to the tests performed to the manufacturer. 
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MODULE H (Conformity based on full quality assurance) 

 
Module H is the conformity assessment procedure whereby the manufacturer ensures and declares, under 
their sole responsibility, that the pressure equipment concerned satisfies the requirements of the Directive 
applicable to it. 

Under this procedure, the manufacturer shall operate an approved quality system for design, manufacture, 
final inspection, and testing of the finished product, as specified in the "Quality System" section, and shall be 
subject to surveillance by BV as specified under "Surveillance". 
 
Quality System 

 

The manufacturer submits an application for the assessment of their quality system for the products concerned 
according the procedure described in Module H of the Directive, attaching the following documentation: 

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

- design and manufacturing drawings, as well as diagrams of components, sub-assemblies, circuits, etc., 
complete with descriptions and explanations necessary for the understanding of such drawings and diagrams 
and the operation of the pressure equipment (this documentation may alternatively be acquired and examined 
by BV during the audit); 

- a list of the harmonized standards applied in full or in part, the references of which have been published in the 
Official Journal of the European Union, and, where those harmonized standards have not been applied, 
descriptions of the solutions adopted to meet the essential safety requirements of the Directive. In the event of 
partly applied harmonized standards, the technical documentation shall specify the parts which have been 
applied (this documentation may alternatively be acquired and examined by BV during the audit); 

- results of design calculations made, examinations carried out, etc.; 

- test reports; 

- a copy of the quality documentation relevant to the Directive(this documentation may alternatively be 
acquired and examined by BV during the audit); 

- copy of the ISO 9000 Certificate. 

All criteria, requirements, and provisions adopted by the manufacturer shall be documented in a systematic 
and orderly manner in the form of written measures, procedures, and instructions. 
This quality system documentation shall permit a consistent interpretation of the quality programs, plans, 
manuals, and records. 

 
In particular, the quality system documentation shall include an adequate description of: 

 
- the quality objectives, the organizational structure, responsibilities, and powers of management 

regarding design and product quality; 
 

- the technical design specifications, including standards that will be applied and, where the relevant 
harmonized standards are not applied in full, the means to ensure that the essential safety 
requirements of the Directive applying to the pressure equipment have been respected; 

 
- the design control and design verification techniques, processes, and systematic actions for the 

design of the pressure equipment corresponding to the type in question, in particular regarding 
materials, in accordance with point 4 of Annex I; 
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 - the corresponding manufacturing, quality control, and quality assurance techniques, processes, 
and systematic actions that will be applied, in particular the permanent joining procedures 
approved in accordance with point 3.1.2 of Annex I of the Directive; 

 
- the examinations and tests that will be carried out before, during, and after manufacture, 

indicating the frequency with which they will be carried out; 
 

- quality records, such as inspection reports and test data, calibration data, reports on the 
qualifications or approvals of the personnel concerned, particularly those of personnel performing 
permanent joining of parts and non-destructive testing in accordance with points 3.1.2 and 3.1.3 of 
Annex I of the Directive; 

 
- the means of monitoring the achievement of the required quality and the effective operation of 

the quality system. 
 
The manufacturer has the option to request a pre-audit to verify the status of the Quality System procedures 
for PED purposes. 
 
During the initial certification audit, BV will evaluate the key points of the Quality System against the 
requirements of the PED Directive using an appropriate checklist, and will also evaluate the Quality System as a 
whole if it has been certified by an entity other than BV.  
 
At the end of the audit, BV issues a copy of the Inspection Report. 
 
The evaluation activity includes an inspection visit to the manufacturer's premises. 
 
If the evaluation is successful, i.e., in the event of minor findings or simple recommendations, BV issues a 
Quality System Certificate of Conformity in accordance with Module H of the Directive. 
 
BV will carry out a follow-up visit to verify that the changes agreed upon during the audit have been 
implemented within the agreed timeframe. 
 
In the case of major findings, or a number of minor findings that jeopardize compliance with the Essential 
Safety Requirements, BV will carry out a re-audit within the period indicated in the Audit Report (allowing the 
manufacturer to modify their quality system by integrating the requested changes) and will not issue any 
Certificate of Conformity.  
 
After the second audit is conducted, if the outcome is positive or falls within the limits described above, BV will 
issue the Certificate of Conformity. 
 
The Quality System Certificate of Conformity is valid for three years.  
 
If the second audit also fails, BV will inform the other Notified Bodies of the refusal of the Quality System 
certification.  
 
The manufacturer undertakes to fulfill the obligations arising from the approved quality system and to ensure 
that it remains adequate and efficient. The manufacturer shall also keep the notified body that approved the 
quality system informed of any intended modification to the system.  
 
The notified body evaluates the proposed changes and decides whether the modified system continues to meet 
the requirements described above or if a reassessment is required.  
 
The notified body notifies the manufacturer of its decision.  
 
The notification shall contain the conclusions of the examination and the reasoned assessment of the decision. 
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Surveillance 

 
The purpose of surveillance is to ensure that the manufacturer correctly fulfills all obligations arising from the 
approved quality system.  
 
The surveillance of the quality system is carried out by BV through a schedule that includes a maintenance audit 
at the end of the first year, a maintenance audit at the end of the second year, and a series of unannounced 
visits established according to the criteria defined below; the visits will be carried out by product specialist 
technicians. 
 
During maintenance visits, BV fully reviews the Company's Quality System every time, or applies a review 
schedule leading to a complete reassessment of the system over the course of the two visits. 
 
Unannounced visits during the first year of production shall be at least 2 for categories III (one of which can be 
carried out concurrently with the audit), or at least 1 for categories I and II.  
 
The frequency of subsequent visits (at least 1 per year) and any general increase in the number of 
unannounced visits are determined based on the following criteria: 
 

- the category of the pressure equipment; 
 
- the results of previous surveillance visits; 

 
- the need to ensure the implementation of corrective actions; 

 
- where applicable, special conditions associated with the approval of the system; 

 
- significant changes in manufacturing organization, policies, and techniques. 

 
As these are unannounced visits, the manufacturer provides BV with information regarding the production 
schedule, to allow visits to be carried out during final product checks or whenever product specimens are 
available for BV checks, such as pressure testing, visual and dimensional checks, non-destructive testing on 
permanent joints, and examination of reports of testing performed. 
 
In the case of single-unit production of fired or otherwise heated pressure equipment intended for generating 
steam or superheated water at temperatures higher than 110 °C, as well as all pressure cookers in category III 
and subject to Module H, surveillance of the final check is required (limited to the provisions of Annex I, point 
3.2.2 of the Directive) for each individual unit. 
 
During scheduled and unannounced visits carried out by BV, the manufacturer shall make the following 
documentation available: 
 

- documentation concerning the quality system; 
 

- internal inspection reports; 
 

- design calculations of the pressure equipment; 
 

- design and manufacturing drawings, as well as diagrams of components, sub-assemblies, circuits, etc., 
complete with descriptions and explanations necessary for the understanding of such drawings and diagrams 
and the operation of the pressure equipment; 

 
- list of materials used, indicating the reference harmonized standard, or Particular Material Appraisal (PMA) 

issued by the manufacturer, or European Approval for Materials (EAM); 
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 - certificates of origin for base materials and filler materials; 
 

- traceability procedures; 
 

- copy of the specifications and qualification reports of permanent joints (for example, WPS and WPQR), issued 
by a Notified Body or Third-Party Organization, and approved by BV; 

 
- heat treatment procedures; 

 
- heat treatment diagrams; 

 
- reports of non-destructive testing (NDT) carried out; 

 
- reports of any destructive testing carried out (e.g., test coupons); 

 
- copy of the qualification certificates of NDT personnel; 

 
- qualification certificates of personnel/operators performing permanent joints, issued by a Notified Body or 

Third-Party Organization, and approved by BV; 
 

- calibration certificates for testing equipment; 
 

- non-conformity reports issued during production and their resolutions; 
 

- operating instructions (assembly and commissioning, use and maintenance, limits of use, residual risks 
associated with use, identification of replaceable parts, and documents necessary for a full understanding of 
these instructions); 

 
- declaration of Conformity. 

 
Upon expiry of the validity period of the Certificate, the manufacturer shall re-apply for evaluation of their 
quality system, and BV will carry out a thorough reassessment of the entire company quality system. 
 
The manufacturer shall keep available for the national authorities for ten years after the last date of 
manufacture of the pressure equipment: 

 
- documentation relating to the quality system; 

 
- updates to the quality system; 

 
- decisions and reports issued by BV regarding the approval of the quality system, modifications made, and 

scheduled and unannounced visits carried out. 
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MODULE H1 (Conformity based on full quality assurance plus design examination) 

 
Module H1 is the conformity assessment procedure whereby the manufacturer ensures and declares, under 
their sole responsibility, that the pressure equipment concerned satisfies the requirements of the Directive 
applicable to it.  
 
This procedure is applicable to pressure equipment falling into category IV or, at the choice of the 
manufacturer, into a lower risk category. 
 
The manufacturer submits an application for verification of their quality system, attaching the following 
documentation: 
 

- a general description of the pressure equipment; 

- design and manufacturing drawings, as well as diagrams of components, sub-assemblies, circuits, etc., 
complete with descriptions and explanations necessary for the understanding of such drawings and diagrams 
and the operation of the pressure equipment; 

- risk analysis; 

- a list of the harmonized standards applied in full or in part, the references of which have been published in the 
Official Journal of the European Union, and, where those harmonized standards have not been applied, 
descriptions of the solutions adopted to meet the essential safety requirements of the Directive. In the event of 
partly applied harmonized standards, the technical documentation shall specify the parts which have been 
applied; 

- results of design calculations made, examinations carried out, etc.; 

- test reports; 

- list of materials used, indicating the reference harmonized standard, or European Approval for Materials 
(EAM); 

- a copy of the specifications and qualification reports of permanent joints (for example, WPS and WPQR), issued 
by a Notified Body or Third-Party Organization, and the relevant BV approval; 

- qualification certificates of personnel/operators performing permanent joints, issued by a Notified Body or 
Third-Party Organization, and the relevant BV approval; 
 

- non-destructive testing procedure; 
 

- heat treatment procedures; 
 

- copy of the qualification certificates of NDT personnel approved by a Third-Party Organization; 
 

- nameplate drawings; 
 

- operating instructions (assembly and commissioning, use and maintenance, limits of use, residual risks 
associated with use, identification of replaceable parts, and documents necessary for a full understanding of 
these instructions); 

 
- documentation relating to the quality system. 
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All criteria, requirements, and provisions adopted by the manufacturer shall be documented in a systematic 
and orderly manner in the form of written measures, procedures, and instructions. 
This quality system documentation shall permit a consistent interpretation of the quality programs, plans, 
manuals, and records. 

 
In particular, the quality system documentation shall include an adequate description of: 

 
- the quality objectives, the organizational structure, responsibilities, and powers of management 

regarding design and product quality; 
 

- the technical design specifications, including standards that will be applied and, where the relevant 
harmonized standards are not applied in full, the means to ensure that the essential safety 
requirements of the Directive applying to the pressure equipment have been respected; 

 
- the design control and design verification techniques, processes, and systematic actions for the 

design of the pressure equipment corresponding to the type in question, in particular regarding 
materials, in accordance with point 4 of Annex I; 

 
- the corresponding manufacturing, quality control, and quality assurance techniques, processes, 

and systematic actions that will be applied, in particular the permanent joining procedures 
approved in accordance with point 3.1.2 of Annex I of the Directive; 

 
- the examinations and tests that will be carried out before, during, and after manufacture, 

indicating the frequency with which they will be carried out; 
 

- quality records, such as inspection reports and test data, calibration data, reports on the 
qualifications or approvals of the personnel concerned, particularly those of personnel performing 
permanent joining of parts and non-destructive testing in accordance with points 3.1.2 and 3.1.3 of 
Annex I of the Directive; 

 
- the means of monitoring the achievement of the required quality and the effective operation of 

the quality system. 
 
The manufacturer has the option to request a pre-audit to verify the status of the Quality System procedures 
for PED purposes. 
 
During the initial certification audit, BV will evaluate the key points of the Quality System against the 
requirements of the PED Directive using an appropriate checklist, and will also evaluate the Quality System as a 
whole if it has been certified by an entity other than BV.  
 
At the end of the audit, BV issues a copy of the Inspection Report. 
 
The evaluation team will include at least one member with experience in the manufacturing technology of the 
pressure equipment concerned. The evaluation activity includes an inspection visit to the manufacturer's 
premises. 
 
If the evaluation is successful, i.e., in the event of minor findings or simple recommendations, BV issues a 
Quality System Certificate of Conformity in accordance with Module H1 of the Directive. 
 
BV will carry out a follow-up visit to verify that the changes agreed upon during the audit have been 
implemented within the agreed timeframe. 
 
In the case of major findings, or a number of minor findings that jeopardize compliance with the Essential 
Safety Requirements, BV will carry out a re-audit within the period indicated in the Audit Report (allowing the 
manufacturer to modify their quality system by integrating the requested changes) and will not issue any 
Certificate of Conformity.  
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After the second audit is conducted, if the outcome is positive or falls within the limits described above, BV will 
issue the Certificate of Conformity. 
 
The Quality System Certificate of Conformity is valid for three years.  
 
If the second audit also fails, BV will inform the other Notified Bodies of the refusal of the Quality System 
certification.  
 
The manufacturer undertakes to fulfill the obligations arising from the approved quality system and to ensure 
that it remains adequate and efficient. The manufacturer shall also keep the notified body that approved the 
quality system informed of any intended modification to the system.  
 
The notified body evaluates the proposed changes and decides whether the modified system continues to meet 
the requirements described above or if a reassessment is required.  
 
The notified body notifies the manufacturer of its decision.  
 
The notification shall contain the conclusions of the examination and the reasoned assessment of the decision. 
 
Design Examination 
 
The manufacturer submits an application for design examination for each pressure equipment not subject to a 
previous design examination, attaching the following documentation: 
 

- a general description of the pressure equipment; 

- design and manufacturing drawings, as well as diagrams of components, sub-assemblies, circuits, etc., 
complete with descriptions and explanations necessary for the understanding of such drawings and diagrams 
and the operation of the pressure equipment; 

- risk analysis; 

- a list of the harmonized standards applied in full or in part, the references of which have been published in the 
Official Journal of the European Union, and, where those harmonized standards have not been applied, 
descriptions of the solutions adopted to meet the essential safety requirements of the Directive. In the event of 
partly applied harmonized standards, the technical documentation shall specify the parts which have been 
applied; 

- results of design calculations made, examinations carried out, etc.; 

- test reports; 

- list of materials used, indicating the reference harmonized standard, or European Approval for Materials 
(EAM); 

- a copy of the specifications and qualification reports of permanent joints (for example, WPS and WPQR), issued 
by a Notified Body or Third-Party Organization, and the relevant BV approval; 

- qualification certificates of personnel/operators performing permanent joints, issued by a Notified Body or 
Third-Party Organization, and the relevant BV approval; 

 
- non-destructive testing procedure; 

 
- heat treatment procedures; 

 
- Copy of the qualification certificates of NDT personnel approved by a Third-Party Organization; 
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- nameplate drawings; 

 
- Operating instructions (assembly and commissioning, use and maintenance, limits of use, residual risks 

associated with use, identification of replaceable parts, and documents necessary for a full understanding of 
these instructions); 

 
- Supporting evidence showing the adequacy of the technical design. This documentation shall mention all 

documents used, in particular where the relevant harmonized standards have not been applied in full, and shall 
include, if necessary, the results of tests carried out in accordance with other relevant technical specifications 
by the manufacturer's laboratory or by another testing laboratory on behalf and under the responsibility of the 
manufacturer. 

 
Following this, BV examines the application and, if the design complies with the requirements of the Directive 
applicable to the pressure equipment, issues an EU design examination certificate to the manufacturer. This 
certificate contains the name and address of the manufacturer, the conclusions of the examination, any 
conditions of validity, and the data necessary to identify the approved design. The certificate may include one 
or more annexes. 

 
The certificate and its annexes contain all relevant information to allow the assessment of conformity of the 
manufactured products with the examined design and, if applicable, the check of the product in operation. 
 
If the design does not meet the applicable requirements of the Directive, BV refuses to issue a design 
examination certificate and informs the applicant, giving detailed reasons for its refusal.  
 
BV follows technological progress generally recognized and assesses whether the approved design no longer 
complies with the applicable requirements of the Directive. It decides whether such progress requires further 
investigation and, if so, BV informs the manufacturer. 
 
If the manufacturer, to whom BV has issued an EU design examination certificate, makes modifications to the 
approved design that may affect conformity with the applicable essential requirements or the prescribed 
operating conditions of the pressure equipment, such modifications shall be notified to BV and shall be subject 
to further evaluation and approval. This new approval is issued in the form of a revision or supplement to the 
original EU design examination certificate. 
 
Surveillance 

 
The purpose of surveillance is to ensure that the manufacturer correctly fulfills all obligations arising from the 
approved quality system.  
 
The surveillance of the quality system is carried out by BV through a schedule that includes a maintenance audit 
at the end of the first year, a maintenance audit at the end of the second year, and a series of unannounced 
visits established according to the criteria defined below; the visits will be carried out by product specialist 
technicians. 
 
During maintenance visits, BV fully reviews the Company's Quality System every time, or applies a review 
schedule leading to a complete reassessment of the system over the course of the two visits. 
 
Unannounced visits during the first year of production shall be at least 2 for categories III (one of which can be 
carried out concurrently with the audit), or at least 1 for categories I and II.  
 
The frequency of subsequent visits (at least 1 per year) and any general increase in the number of 
unannounced visits are determined based on the following criteria: 
 

- the category of the pressure equipment; 
 
- the results of previous surveillance visits; 
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- the need to ensure the implementation of corrective actions; 

 
- where applicable, special conditions associated with the approval of the system; 

 
- significant changes in manufacturing organization, policies, and techniques. 

 
As these are unannounced visits, the manufacturer provides BV with information regarding the production 
schedule, to allow visits to be carried out during final product checks or whenever product specimens are 
available for BV checks, such as pressure testing, visual and dimensional checks, non-destructive testing on 
permanent joints, and examination of reports of testing performed. 
 
During scheduled and unannounced visits carried out by BV, the manufacturer shall make the following 
documentation available: 
 

- documentation concerning the quality system; 
 

- quality records related to the design section of the quality system, such as analysis results, calculations, tests; 
 

- quality records related to the manufacturing section of the quality system, such as inspection reports, test data, 
calibration data, personnel qualification reports, etc. 

 
The manufacturer shall keep available for the national authorities for ten years after the last date of 
manufacture of the pressure equipment: 

 
- documentation relating to the quality system; 

 
- updates to the quality system and their approvals; 
 
- decisions and reports issued by BV. 
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