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European Union. General Requirements.

International Electrotechnical Commission — IEC

TR
s @ [nternational Organization for Standardization, ISO

ST

IEEE
(Institute of Electrical and Electronics Engineers)

National standardization bodies:
Hungary - MSZT; Finland - SFS, Germany — DIN,
France - AFNOR, etc.




Basic Standards

Nuclear Safety Standards General industrial directives of

IEC 61226:2010 the European Parliament

IEC 61513:2013 AWBYED = -
Electromagnetic compatibility

IEC 60987:2015 2014/35/EU —

IEC 60880:2009 Low voltage equipment

IEC 62138:2009 2014/32/EU — Instrumentation

IEC 62340:2010 2014/34/EU (ATEX) —

IEC/IEEE 60780-323:2016 Explosion-Proof Equipment

IEC 61500:2011
IEC 61508:2010
IEC 62556:2014
IEC 61227:2008
IEC 61225:2005
IEC 60709:2004




Hierarchy of requirements as exemplified by the PAKS Il
Project

EPC Contract Requirements

Hungarian Nuclear Safety
Standards

EU Directives

IAEA, |IEC, ISO standards

Russian standards and procedures
(in the absence of contradictions)

The content of this presentation is for discussion purposes only, shall not be considered as an offer and doesn'’t lead to any obligations to Rosatom and its affiliated

companies. Rosatom disclaims all responsibility for any and all mistakes, quality and completeness of the information.



Contents

European Union. General Requirements.

Compliance assessment. Certification / Declaring.

APCS compliance assessment. General approach.

Criteria for selecting a body for conformity assessment.




Compliance assessment. Certification / Declaring Q’

ROSATOM

I Conformity assessment concept

Conformity assessment is the process of confirming that the requirements established for
the product, process, service, system, person or body have been met.

Compliance assessment

Certification
By third parties

Declaring

By manufacturers or with the
involvement of third parties

Document verification

J

Document verification

Testing

y

J

Testing

Analysis

y

J

Analysis

Certificate

J

Declaration




"
Conformity confirmation procedures. Solution 768/2008/EC Q’

ROSATOM

Manufacturing Designing

Module A
In-house production control

Module C Module B
The conformity of products to the sample tested | Testing product samples according to the

Module D rules of the European Union with third

Availability of a quality assurance system parties involved

Module E
Availability of a quality assurance system and
product inspection

Module F
Third-party product testing

Module G
Third-party product testing

Module H
Availability of an engineering, production, testing, and control assurance system
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Conformity assessment stages Q’

Stage 1 Assessing the conformity of the assessment scheme and the list of
standards to the EU Directives.

Stage 2 Bringing the engineering documentation in line with the requirements of
the European Union.

Stage 3 Conducting tests by the manufacturer and/or using the resources of an ®

accredited laboratory (if applicable). :;
<))

Stage 4 Checking the documentation by a notified certification body. >
v
U

Stage 5 Conducting audit of production and the quality management system by a
notified certification body (if applicable).

Stage 6 Assessing conformity of products in the form of certification and
declaring.

Stage 7 Conducting supervisory audit (once per 1 to 3 years) - confirmation of
conformity of products to the declared standards (if applicable).

* Provided there is a complete set of documentation for the supplied equipment by the
beginning of certification and selection at Phase 3 of a laboratory already accredited in the EU
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0
Criteria for selecting a body for conformity assessment. Q’

ROSATOM

An independent conformity assessment body authorized to carry out conformity assessment
shall be accredited in accordance with ISO/IEC 17065 for this type of product

An independent inspection body authorized to carry out inspection check-up shall be
accredited in accordance with ISO/IEC 17020 for this type of product

An independent testing laboratory authorized to conduct product tests shall comply with the
requirements of ISO/IEC 17025 for this type of product
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Certification bodies and testing laboratories accredited in the

European Union

O

ROSATOM

@ IAF MLA

National accreditation bodies

National accreditation bodies

—> | (s, DAKKS (Germany)

(( DAKKS DAkkS (Germany)

—> [ MaH  NAH (Hungary)

MAH NAH (Hungary)

= Cofrac (France)

Accredited laboratories

_@ Bureau \eritas
TUV SUD

V%: D pekrA VEIKI-VNL Ltd.

L TUV Reinland

—> = Cofrac (France)
Certification bodies
—> _@ Bureau \Veritas
> TUV SUD
‘—> |boea  DEKRA
—> 2. TUV Reinland
—> | sGs SGS




Thank you for your time!
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