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Accreditation
Single accreditation body
Non-competition / public authority
Requirements for accreditation bodies
Peer evaluation
Information obligation / transparency 
EA (European co-operation for accreditation)

Regulation (EC) No 765/2008 setting out the requirements for 
accreditation and market surveillance to the marketing of products

Applicable since 1 january 2010



Notification
– Requirements for notifying authorities
– Requirements for NBs / role of accreditation
– Subsidiaries and sub-contracting
– Accredited in-house bodies
– Electronic notification / de-notification
– Co-ordination GNBs

Conformity of the product  
– Assessment procedures 

Decision No 768/2008/EC on a common framework for the marketing of 
products



Accreditation is the attestation by NAB that CAB meets the 
requirements set by  harmonised standards and where applicable, any 
additional requirements including those set up in relevant sectorial 
schemes, to carry out a specific CA activity.

Decision’s Recital 39:
“Since accreditation is an essential means of verifying the competence 
of conformity assessment bodies, its use should also be encouraged 
for the purposes of notification”

Where the member State decides not to require accreditation for its 
NBs, it shall assess their competencies on a similar basis. This 
generally implies that the NB will implement and maintain a QS

Accreditation is considered as the best way for conformity assessment
body to demonstrate its competence. It is insisted that accreditation in 
general can not be regarded as sufficient: to take the accreditation into 
account a NB must be accredited for the specific task (for the specific 
measuring instrument category and the specific module of conformity 
assessment as laid down in MID)



Accreditation

Reduces the differences in the notification criteria
Provides established complaint and appeal procedures
Provides established procedures and regular surveillance

It provides harmonisation and transparency of the assessment based on 
codified rules and procedures

NLF has considerably strenghtened the role and use of accreditation in 
the regulated area



Mutual recognition of the level of competence of accredited CABs
(Article 5 – REGULATION (EC) No 764/2008

„Member States shall not refuse certificates or test reports issued by a
conformity-assessment body accredited for the appropriate field of 
conformity-assessment activity in accordance with Regulation (EC) No 
765/2008 on grounds related to the competence of that body“



Requirements relating to notified bodies Article R 17
(general requirements in article 12 in MID)

Establishement under national law
Legal personality
Independence and the absence of any conflict of interest
Impartiality
Professional integrity
Technical competence in the specific field
Necessary personnel with technical knowledge and sufficient and appropriate 

experience
Necessary means to perform the technical and administrative tasks
Liability insurance unless liability is assumed by the State in accordance with 

national law
The personnel shall observe professional secrecy with regard to all information 

obtained in carrying out their tasks under
Freedom from all pressures and inducements
Participate in, or ensure that their assessment personnel are informed of, the 

relevant standardisation activities and the activities of the notified body 
coordination group established under the relevant Community harmonisation 
legislation and apply as general guidance the administrative decisions and 
documents produced as a result of the work of that group



Assessment of NB (WELMEC Guide 8.0 )
General requirements in article 12 of MID and all specific requirements

General knowledge of MID
scope 
particular policy versus EMC
general policy concerning sub-assemblies
general policy concerning conformity assessment
marking and inscriptions
notification
respective roles of Members States and NBs
implementation
the national legislation transposing MID in the country where the NB is 

based
available harmonised standards and normative documents
general WELMEC guides



Assessment of NB (WELMEC Guide 8.0 )

Specific knowledge of MID
each conformity assessment procedure for which the body requests its 

notification
each relevant specific annex or part of an annex
appropriate harmonised standard and/or normative documents
the general and specific relevant WELMEC guides
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WELMEC Guides

Concerning assessment of NBs

- the most appropriate international standard(s) applicable for the 
assessment of the competence of the Body,
- a specific WELMEC guide for the application of the combination of the 
relevant international standard for the assessment of the competence of 
the Body and the relevant module 

8.5 Evaluation of NB for type examination (based on EN 45011)
8.7 Evaluation of NB for module F (based on EN 17020)



WELMEC Guides

Concerning operation of NBs
- the relevant standard for bodies in charge of testing,
- a specific WELMEC guide on the global application of a module 

8.2 Application of module H1

8.3 Application of module B

8.4 Application of module D
- where appropriate, a specific WELMEC guide on the requirements 
applicable to quality systems (QS) of manufacturers

8.6 Presumption of conformity of QS for modules D and H1, based on EN 
ISO 9001 - the main part of this guide is made of a four-column table 
giving the correspondence between requirements in modules D and H1, 
the titles of EN ISO 9001 and the guidance



Guides from WG 8 referenced on the EC webpage
8.0 general on assessment and operation of NB (applicable 
standards and link with other guides from the serie) 
8.1 Vocabulary : link between MID and OIML 
8.2 Application of module H1

8.3 Application of module B

8.4 Application of module D

8.5 Evaluation of NB for type examination (based on EN 
45011)
8.6 Presumption of conformity of QS for modules D and H1, 
based on EN ISO 9001 
8.7 Evaluation of NB for module F (based on EN 17020)

8.11 to 8.20 (tables of correspondence between OIML and MID)



QS: EN ISO/IEC 17021
DEC: EN 45011

EN ISO/IEC 17021

EN 45011 or
EN ISO/IEC 17020

EN ISO/IEC 17020
or EN 45011 

EN ISO/IEC 17020
or EN 45011 

EN ISO/IEC 17021
EN ISO/IEC 17021
EN ISO/IEC 17021
EN ISO/IEC 17021

EN ISO/IEC 17020
or EN 45011

No NB
EN 45011

EN ISO/IEC 17020
or EN 45011 

No NB

QS of Notified Bodies according to

EN ISO 9001 + EN ISO/IEC 17025 for tests
H1

EN ISO 9001 + EN ISO/IEC 17025 for testsH

Not applicableG

Not applicableF1

Not applicableF

EN ISO 9001 + EN ISO/IEC 17025 for testsE1
EN ISO 9001 + EN ISO/IEC 17025 for testsE
EN ISO 9001 + EN ISO/IEC 17025 for testsD1
EN ISO 9001 + EN ISO/IEC 17025 for testsD

Not applicableC1

Not applicableC
Not applicableB

Not applicableA1

Not applicableA

QS of Manufacturer according toMODULE



EA-2/17: 2009
EA Guidance on the horizontal requirements for the accreditation
of conformity assessment bodies for notification purposes

horizontal document that supports the application of the 
standards used for accreditation

used by accreditation bodies in their accreditation systems 
EN 45011 
EN ISO/IEC 17025 
EN ISO/IEC 17020
EN ISO/IEC 17021
EN ISO/IE C 17024 

This documents shall be used in combination with WELMEC 
guides



Application for notification according to Article R 18

The application for notification shall be accompanied by a 
description of the conformity assessment activities, the conformity 
assessment module or modules and the product or products for 
which that body claims to be competent, as well as by an 
accreditation certificate, where one exists, issued by a national 
accreditation body attesting that the conformity assessment body
fulfils the requirements laid down in Article [R17]



Assessment and appointment of notified bodies 

An expert on legal metrology shall always be a part of the assessment 
team He must have the competence with regard to the functioning and 
use of measuring instruments within the relevant field of application, to 
applicable assessment module(s) and to evaluation of measuring 
uncertainties. He must also have the knowledge of the legal requirements 
which are laid down for the instruments according to the directive

Member State shall carry out a minimum of supplementary actions 
besides the accreditation by itself – accreditation does not discharge the 
MS from its responsibility regarding the evaluation of competence, 
decision on appointment and surveillance of NB – AB accredit CAB, not 
NB

Member States shall inform the Commission of their procedures for the
assessment and notification of CABs and the monitoring of NBs



Article 12 MID
WELMEC Guide

Member State

SurveillanceEA

Notification

National 
Accreditation Body

Assessment

Notified Body



Notification procedure

They shall notify the Commission and the other Member States are notified using 
the electronic notification tool developed and managed by the Commission.

The notification shall include full details of the conformity assessment activities, 
the conformity assessment module or modules and product or products concerned 
and the relevant attestation ofcompetence

Notification which is not based on accreditation

all the documentary evidence necessary for the verification, recognition and 
regular monitoring of its compliance with the requirements laid down in Article R17
The body concerned may perform the activities of a notified body only where no 
objections are raised by the Commission or the other Member States within two 
weeks of a notification where an accreditation certificate is used or within two 
months of a notification where accreditation is not used



The alternative evaluation procedure is based on:
body should be aware of general conditions, their rights and obligation and 

requirements relating to the assessment carried out inview of notification
existence of a formal application procedure
assessment process against applicable requirements
production of an assessment report
decision making process
existence of a systematic surveillance and related sanction mechanism providing

for periodic surveillance including on-site visits, in order to verify the continued
fulfilment of requirements by the Notified Body

demonstration of the national authorities own technical competence for assessing
CABs for the purpose of notification under technical harmonisation legislation

National authorities should not outsource the assessment of CABs that seek to 
become NBs to the NAB without asking for accreditation. Such “light accreditation”
using the service and competence of NABs without the recourse to accreditation is 
a practice which undermines the accreditation and should therefore not be used



The information on notified bodies which have been designated per 
Directive by Member States, EFTA countries and other countries with 
which the EC has concluded MRAs and PECAs can be searched on 

the NANDO web site

http://ec.europa.eu/enterprise/newapproach/nando/

The information includes:
the identification number of each notified body
the tasks for which the notification has been made



WELMEC Central portal as a tool to access to national 
databases containing:

EC type examination
EC design examination certificates
Quality system approvals 

issued by notified bodies



EA – WELMEC MEMORANDUM OF UNDERSTANDING
signed in May 2009

http://www.welmec.org/fileadmin/user_files/news/Mou_EA_WELMEC_FINAL_SIGNED.pdf

WELMEC guidance documents will, as far as applicable, be used by EA to set 
up harmonized guidance for the assessment and eventual accreditation of 
Notified Bodies, both in general and in the field of legal metrology in particular
WELMEC has been accepted as a member of EAAB. WELMEC and EURAMET 
are now recognised as “Metrology College” that was established with the 
admission of EURAMET in EAAB
WELMEC participates in the work of EA HHC



e-mail:natasa.mejak-vukovic@gov.si

Thank you for your attention
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