
BSI Standards Publication

Conformity assessment —
Requirements for bodies 
certifying products, 
processes and services

BS EN ISO/IEC 17065:2012

Full document details: BS EN ISO/IEC 17065:2012

http://www.avadocuments.com/doc/bs-en-iso-iec-17065-2012
http://www.avadocuments.com/doc/bs-en-iso-iec-17065-2012


National foreword

This British Standard is the UK implementation of EN ISO/IEC 17065:2012. It 
supersedes BS EN 45011:1998 which is withdrawn.

The UK participation in its preparation was entrusted to Technical Committee 
CAS/1, Conformity assessment.

A list of organizations represented on this committee can be obtained on 
request to its secretary.

This publication does not purport to include all the necessary provisions of a 
contract. Users are responsible for its correct application.

© The British Standards Institution 2012

Published by BSI Standards Limited 2012 

ISBN 978 0 580 78472 9 

ICS 03.120.20

Compliance with a British Standard cannot confer immunity from 
legal obligations.

This British Standard was published under the authority of the Standards 
Policy and Strategy Committee on 31 October 2012.

Amendments issued since publication

Date                     Text affected

BRITISH STANDARDBS EN ISO/IEC 17065:2012

Full document details: BS EN ISO/IEC 17065:2012

http://dx.doi.org/10.3403/01266040
http://www.avadocuments.com/doc/bs-en-iso-iec-17065-2012
http://www.avadocuments.com/doc/bs-en-iso-iec-17065-2012


 
 

 
EUROPEAN STANDARD 

NORME EUROPÉENNE 

EUROPÄISCHE NORM 

 
 EN ISO/IEC 17065 
  

 
 September 2012 

ICS 03.120.20 Supersedes EN 45011:1998         

English version 

 Conformity assessment - Requirements for bodies certifying 
products, processes and services (ISO/IEC 17065:2012) 

 

Évaluation de la conformité - Exigences pour les 
organismes certifiant les produits, les procédés et les 

services (ISO/IEC 17065:2012) 

 Konformitätsbewertung - Anforderungen an Stellen, die 
Produkte, Prozesse und Dienstleistungen zertifizieren 

(ISO/IEC 17065:2012) 

This European Standard was approved by CEN on 18 August 2012.  
 
CEN and CENELEC members are bound to comply with the CEN/CENELEC Internal Regulations which stipulate the conditions for giving 
this European Standard the status of a national standard without any alteration. Up-to-date lists and bibliographical references concerning 
such national standards may be obtained on application to the CEN-CENELEC Management Centre or to any CEN and CENELEC 
member. 
 
This European Standard exists in three official versions (English, French, German). A version in any other language made by translation 
under the responsibility of a CEN and CENELEC member into its own language and notified to the CEN-CENELEC Management Centre 
has the same status as the official versions. 
 
CEN and CENELEC members are the national standards bodies and national electrotechnical committees of Austria, Belgium, Bulgaria, 
Croatia, Cyprus, Czech Republic, Denmark, Estonia, Finland, Former Yugoslav Republic of Macedonia, France, Germany, Greece, 
Hungary, Iceland, Ireland, Italy, Latvia, Lithuania, Luxembourg, Malta, Netherlands, Norway, Poland, Portugal, Romania, Slovakia, 
Slovenia, Spain, Sweden, Switzerland, Turkey and United Kingdom. 
 
 
 

CEN-CENELEC Management Centre 
Avenue Marnix 17, B-1000 Brussels 

© 2012 CEN/CENELEC All rights of exploitation in any form and by any means reserved 
worldwide for CEN national Members and for CENELEC 
Members. 

Ref. No. EN ISO/IEC 17065:2012 E

 

BS EN ISO/IEC 17065:2012

Full document details: BS EN ISO/IEC 17065:2012

http://dx.doi.org/10.3403/30260760U
http://dx.doi.org/10.3403/01266040
http://www.avadocuments.com/doc/bs-en-iso-iec-17065-2012
http://www.avadocuments.com/doc/bs-en-iso-iec-17065-2012


EN ISO/IEC 17065:2012 (E) 

2 

Contents Page 

Foreword ..............................................................................................................................................................3
 

BS EN ISO/IEC 17065:2012

Full document details: BS EN ISO/IEC 17065:2012

http://www.avadocuments.com/doc/bs-en-iso-iec-17065-2012
http://www.avadocuments.com/doc/bs-en-iso-iec-17065-2012


EN ISO/IEC 17065:2012 (E) 

3 

Foreword 

This document (EN ISO/IEC 17065:2012) has been prepared by Technical Committee ISO/CASCO 
"Committee on conformity assessment" in collaboration with Technical Committee CEN/CLC/TC 1 “Criteria for 
conformity assessment bodies” the secretariat of which is held by BSI. 

This European Standard shall be given the status of a national standard, either by publication of an identical 
text or by endorsement, at the latest by March 2013, and conflicting national standards shall be withdrawn at 
the latest by March 2013. 

Attention is drawn to the possibility that some of the elements of this document may be the subject of patent 
rights. CEN [and/or CENELEC] shall not be held responsible for identifying any or all such patent rights. 

This document supersedes EN 45011:1998. 

According to the CEN/CENELEC Internal Regulations, the national standards organisations of the following 
countries are bound to implement this European Standard: Austria, Belgium, Bulgaria, Croatia, Cyprus, Czech 
Republic, Denmark, Estonia, Finland, Former Yugoslav Republic of Macedonia, France, Germany, Greece, 
Hungary, Iceland, Ireland, Italy, Latvia, Lithuania, Luxembourg, Malta, Netherlands, Norway, Poland, Portugal, 
Romania, Slovakia, Slovenia, Spain, Sweden, Switzerland, Turkey and the United Kingdom. 

Endorsement notice 

The text of ISO/IEC 17065:2012 has been approved by CEN as a EN ISO/IEC 17065:2012 without any 
modification. 
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Introduction 

The overall aim of certifying products, processes or services is to give confidence to all interested parties that 
a product, process or service fulfils specified requirements. The value of certification is the degree of 
confidence and trust that is established by an impartial and competent demonstration of fulfilment of specified 
requirements by a third party. Parties that have an interest in certification include, but are not limited to: 

a) the clients of the certification bodies; 

b) the customers of the organizations whose products, processes or services are certified; 

c) governmental authorities; 

d) non-governmental organizations; and 

e) consumers and other members of the public. 

Interested parties can expect or require the certification body to meet all the requirements of this International 
Standard as well as when relevant, those of the certification scheme. 

Certification of products, processes or services is a means of providing assurance that they comply with 
specified requirements in standards and other normative documents. Some product, process or service 
certification schemes may include initial testing or inspection and assessment of its suppliers' quality 
management systems, followed by surveillance that takes into account the quality management system and 
the testing or inspection of samples from the production and the open market. Other schemes rely on initial 
testing and surveillance testing, while still others comprise type testing only. 

This International Standard specifies requirements, the observance of which is intended to ensure that 
certification bodies operate certification schemes in a competent, consistent and impartial manner, thereby 
facilitating the recognition of such bodies and the acceptance of certified products, processes and services on 
a national and international basis and so furthering international trade. This International Standard can be 
used as a criteria document for accreditation or peer assessment or designation by governmental authorities, 
scheme owners and others. 

The requirements contained in this International Standard are written, above all, to be considered as general 
criteria for certification bodies operating product, process or service certification schemes; they may have to 
be amplified when specific industrial or other sectors make use of them, or when particular requirements such 
as health and safety have to be taken into account. Annex A contains principles relating to certification bodies 
and certification activities that they provide. 

This International Standard does not set requirements for schemes and how they are developed and is not 
intended to restrict the role or choice of scheme owners, however scheme requirements should not contradict 
or exclude any of the requirements of this International Standard. 

Statements of conformity to the applicable standards or other normative documents can be in the form of 
certificates and/or marks of conformity. Schemes for certifying particular products or product groups, 
processes and services to specified standards or other normative documents will, in many cases, require their 
own explanatory documentation. 

While this International Standard is concerned with third parties providing product, process or service 
certification, many of its provisions may also be useful in first- and second-party product conformity 
assessment procedures. 
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In this International Standard, the following verbal forms are used: 

 “shall” indicates a requirement; 

 “should” indicates a recommendation; 

 “may” indicates a permission; 

 “can” indicates a possibility or a capability. 

Further details can be found in the ISO/IEC Directives, Part 2. 
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Conformity assessment — Requirements for bodies certifying 
products, processes and services 

1 Scope 

This International Standard contains requirements for the competence, consistent operation and impartiality of 
product, process and service certification bodies. Certification bodies operating to this International Standard 
need not offer all types of products, processes and services certification. Certification of products, processes 
and services is a third-party conformity assessment activity (see ISO/IEC 17000:2004, definition 5.5). 

In this International Standard, the term “product” can be read as “process” or “service”, except in those 
instances where separate provisions are stated for “processes” or “services” (see Annex B). 

2 Normative references 

The following referenced documents are indispensable for the application of this document. For dated 
references, only the edition cited applies. For undated references, the latest edition of the referenced 
document (including any amendments) applies. 

ISO/IEC 17000, Conformity assessment — Vocabulary and general principles 

ISO/IEC 17020, Conformity assessment — Requirements for the operation of various types of bodies 
performing inspection 

ISO/IEC 17021, Conformity assessment — Requirements for bodies providing audit and certification of 
management systems 

ISO/IEC 17025, General requirements for the competence of testing and calibration laboratories 

3 Terms and definitions 

For the purposes of this document, the terms and definitions given in ISO/IEC 17000 and the following apply. 

3.1 
client 
organization or person responsible to a certification body for ensuring that certification requirements (3.7), 
including product requirements (3.8), are fulfilled 

NOTE Whenever the term “client” is used in this International Standard, it applies to both the “applicant” and the 
“client”, unless otherwise specified. 

3.2 
consultancy 
participation in  

a) the designing, manufacturing, installing, maintaining or distributing of a certified product or a product to be 
certified, or 
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b) the designing, implementing, operating or maintaining of a certified process or a process to be certified, or 

c) the designing, implementing, providing or maintaining of a certified service or a service to be certified 

NOTE In this International Standard, the term “consultancy” is used in relation to activities of certification bodies, 
personnel of certification bodies and organizations related or linked to certification bodies. 

3.3 
evaluation 
combination of the selection and determination functions of conformity assessment activities 

NOTE The selection and determination functions are specified in ISO/IEC 17000:2004, Clauses A.2 and A.3. 

3.4 
product 
result of a process 

NOTE 1 Four generic product categories are noted in ISO 9000:2005:  

 services (e.g. transport) (see definition in 3.6);  

 software (e.g. computer program, dictionary);  

 hardware (e.g. engine, mechanical part);  

 processed materials (e.g. lubricant).  

Many products comprise elements belonging to different generic product categories. Whether the product is then called 
service, software, hardware or processed material depends on the dominant element. 

NOTE 2 Products include results of natural processes, such as growth of plants and formation of other natural 
resources. 

NOTE 3 Adapted from ISO/IEC 17000:2004, definition 3.3. 

3.5 
process 
set of interrelated or interacting activities which transforms inputs into outputs 

EXAMPLES Welding engineering processes; heat treatment processes; manufacturing processes requiring 
confirmation of process capability (e.g. operating or producing product within specified tolerances); food production 
processes; plant growth processes. 

NOTE Adapted from ISO 9000:2005, definition 3.4.1. 

3.6 
service 
result of at least one activity necessarily performed at the interface between the supplier and the customer, 
which is generally intangible 

NOTE 1 Provision of a service can involve, for example, the following: 

 an activity performed on a customer-supplied tangible product (e.g. automobile to be repaired); 

 an activity performed on a customer-supplied intangible product (e.g. the income statement needed to prepare a tax 
return); 

 the delivery of an intangible product (e.g. the delivery of information in the context of knowledge transmission); 

 the creation of ambience for the customer (e.g. in hotels and restaurants). 

NOTE 2 Adapted from ISO 9000:2005, definition 3.4.2. 
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3.7 
certification requirement 
specified requirement, including product requirements (3.8), that is fulfilled by the client (3.1) as a condition 
of establishing or maintaining certification 

NOTE Certification requirements include requirements imposed on the client by the certification body [usually via the 
certification agreement (see 4.1.2)] to meet this International Standard, and can also include requirements imposed on the 
client by the certification scheme. “Certification requirements”, as used in this International Standard, do not include 
requirements imposed on the certification body by the certification scheme. 

EXAMPLE The following are certification requirements that are not product requirements: 

 completing the certification agreement; 

 paying fees; 

 providing information about changes to the certified product; 

 providing access to certified products for surveillance activities. 

3.8 
product requirement 
requirement that relates directly to a product, specified in standards or in other normative documents identified 
by the certification scheme 

NOTE  Product requirements can be specified in normative documents such as regulations, standards and technical 
specifications. 

3.9 
certification scheme 
certification system related to specified products, to which the same specified requirements, specific rules and 
procedures apply 

NOTE 1 Adapted from ISO/IEC 17000:2004, definition 2.8. 

NOTE 2  A “certification system” is a “conformity assessment system”, which is defined in ISO/IEC 17000:2004, 
definition 2.7.  

NOTE 3 The rules, procedures and management for implementing product, process and service certification are 
stipulated by the certification scheme.  

NOTE 4 General guidance for the development of schemes is given in ISO/IEC 17067, in combination with 
ISO/IEC Guide 28 and ISO/IEC Guide 53.  

3.10 
scope of certification 
identification of 

 the product(s), process(es) or service(s) for which the certification is granted, 

 the applicable certification scheme, and 

 the standard(s) and other normative document(s), including their date of publication, to which it is judged 
that the product(s), process(es) or service(s) comply 

3.11 
scheme owner 
person or organization responsible for developing and maintaining a specific certification scheme (3.9) 

NOTE The scheme owner can be the certification body itself, a governmental authority, a trade association, a group 
of certification bodies or others. 
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3.12 
certification body 
third-party conformity assessment body operating certification schemes 

NOTE A certification body can be non-governmental or governmental (with or without regulatory authority). 

3.13 
impartiality 
presence of objectivity 

NOTE 1 Objectivity is understood to mean that conflicts of interest do not exist, or are resolved so as not to adversely 
influence the activities of the body. 

NOTE 2 Other terms that are useful in conveying the element of impartiality are independence, freedom from conflicts 
of interest, freedom from bias, freedom from prejudice, neutrality, fairness, open-mindedness, even-handedness, 
detachment and balance. 

4 General requirements 

4.1 Legal and contractual matters 

4.1.1 Legal responsibility 

The certification body shall be a legal entity, or a defined part of a legal entity, such that the legal entity can be 
held legally responsible for all its certification activities. 

NOTE A governmental certification body is deemed to be a legal entity on the basis of its governmental status.  

4.1.2 Certification agreement 

4.1.2.1 The certification body shall have a legally enforceable agreement for the provision of certification 
activities to its clients. Certification agreements shall take into account the responsibilities of the certification 
body and its clients. 

4.1.2.2 The certification body shall ensure its certification agreement requires that the client comply at 
least, with the following: 

a) the client always fulfils the certification requirements (see 3.7), including implementing appropriate 
changes when they are communicated by the certification body (see 7.10); 

b) if the certification applies to ongoing production, the certified product continues to fulfil the product 
requirements (see 3.8); 

c) the client makes all necessary arrangements for  

1) the conduct of the evaluation (see 3.3) and surveillance (if required), including provision for 
examining documentation and records, and access to the relevant equipment, location(s), area(s), 
personnel, and client's subcontractors;  

2) investigation of complaints; 

3) the participation of observers, if applicable; 

d) the client makes claims regarding certification consistent with the scope of certification (see 3.10); 

BS EN ISO/IEC 17065:2012

Full document details: BS EN ISO/IEC 17065:2012

http://www.avadocuments.com/doc/bs-en-iso-iec-17065-2012
http://www.avadocuments.com/doc/bs-en-iso-iec-17065-2012

