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Pressure Equipment
The 97/23/EC European Directive

The Directive

The CE Marking affixed on pressure equipment
refers to the enforcement of the 97/23/EC
European Directive, also known as PED,
mandatory since May the 29™ 2002 for the free
circulation of products on the European Market.

The Directive sets criteria for design,
manufacturing, testing and certification of
pressure equipment and of systems for which
the Maximum Allowable Pressure (PS) is greater
than 0,5 bar.

The Directive lays down essential safety
requirements both for equipment and production
process.

Marking and Certification

The manufacturer applies the Certification
Module according to the Category of the
equipment, which depends on:

e the fluid for which it is intended to be used,

e the Maximum Allowable Pressure (PS)

e the volume (V) or Nominal Size (DN) of the
item.

Finally, the manufacturer chooses the specific
Certification Module, according to the production
process (one-off or mass production), to the
presence or not of a company Quality Assurance
System and to the Category of the equipment.

Category |, the manufacturer is solely
responsible for the certification process.
Category I, lll and IV, the manufacturer shall

apply to a Notified Body.

The certification path may consist of several
possible ways of assessment, as displayed in
the following page.

After the successful completion of the
assessment procedures, the manufacturer
affixes the CE Mark, signs a Declaration of
Conformity and can then put the products into
the market.

Eurofins is an Notified Body (Eurofins — Modulo
Uno, n. 2049) accredited to provide all necessary
Conformity assessment and PED Certificates.

Mr. Kelven Gu
Tel: +86 133 1195 7978
Email:KelvenGu@eurofins.com
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CATEGORY ___

MODULE A - Internal Production Control
One-off or mass production without an approved QAS.

The manufacturer ensures and declares the compliance.

MODULE A1 - Internal manufct.checks with monitoring of
the final assessment
One-off or mass production without an approved QAS.

The manufacturer ensures and declares the compliance. The NB
monitors the final assessment performed by the manufacturer.

MODULE D1 - Production Quality Ass.
Mass production with an approved QAS for production final inspection
and testing.

Conformity of production, inspection and testing.
The NB assesses the Quality System.

MODULE E1 - Product Quality Assurance
Mass production with an approved QAS for product final inspection and

Conformity of final inspection and testing.
The Notified Body assesses the Quality System.

testing.

MODULE B

EC type-examination

A Notified Bodyassesses that a
representative sample of the
production meets the provisions of

the Directive.

MODULE B1

EC Design-examination

A Notified Bodyassesses that the
design of a pressure equipment
item meets the provisions of the

Directive. (—

MODULE E

Product Quality Assurance

Mass production with an approved QAS for
product final inspection and testing.

The manufacturer declares the conformity to the
type as described in the EC type examination
certificate.

The Notified Body assesses the QAS.

MODULE C1
Conformity to type
Production process without an approved QAS.

Final assessment must be subject to monitoring
in the form of unexpectedvisits by a NB.

MODULE D

Production Quality Assurance

Mass production with an approved QAS for
production final inspection and testing.

The manufacturer declares the conformity to the
type described in the EC design-examination
certificate.

The Notified Body assesses the QAS.

MODULE F
Product Verification
Production without an approved QAS.

The manufacturer declares the conformity to the
type described in the EC design-examination
certificate.

The Notified Body performs the appropriate
examinations and tests on all the items.

Module H - Full Quality Assurance
Approved QAS, manufacture, final inspection and testing.

The manufacturer ensures and declares the conformity.
The NB assesses the Quality System.

MODULE B —

EC Type-examination

A Notified Body assesses that a
representative sample of the
production meets the provisions of

the Directive.

Module D -
Assurance

Production Quality

Mass prod. with an approved QAS, final
inspec.and testing.

The manufacturer declares the conformity to the
type described in the EC design-examination
certificate.

The Notified Body assesses the QAS.

Module F - Product Verification
Production without an approved QAS.

The manufacturer declares the conformity to the
type described in the EC design-examination
certificate.

The Notified Body performs the appropriate
examinations and tests on all the items.

Module G - EC Unit verification
One-off production without an approved QAS.

The Notified Body must examine the design and construction of
each item of pressure equipment.

Module H1- Full Quality Assurance with design
examination and surveillance of the final assessment
Approved QAS for design, manufacture, final inspection and testing.

The manufacturer ensures and declares the conformity.

The Notified Body issues an EC design-examination certificate,
assesses the QAS, monitors the final assessment in the form of
unexpected visits.
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