	[image: image6.png]



	


EXMC/1379/DV

July  2018


INTERNATIONAL ELECTROTECHNICAL COMMISSION SYSTEM FOR

CERTIFICATION TO STANDARDS RELATING TO EQUIPENT FOR USE

IN EXPLOSIVE ATMOSPHERES (IECEx SYSTEM)

Title: Scope Extension Assessment Report for LCIE, an Accepted ExCB and ExTL within the IECEx System, Equipment Scheme 02, to include IEC TS 60079-46, ISO 80079-36 and ISO 80079-37 in their scope. 
To: Members of the IECEx Management Committee, ExMC

Introduction

Following an application for a scope extension by LCIE, to include IEC TS 60079-46, ISO 80079-36 and ISO 80079-37 within their scope, a special site assessment visit was arranged and conducted.
This report details the assessment findings of this scope extension with the IECEx

Assessment Team recommending the acceptance of the above scope extension. 

It is now hereby submitted for voting by ExMC.

Please consider the report and return the completed voting form, separate Word

Document, to the Secretariat Chris Agius  by 2018 08 17
Your speedy response to the voting process will be very much appreciated.

Chris Agius

IECEx Secretary

	Address:

IECEx Secretariat

Australia Square

Level 33, 264 George Street

Sydney  NSW 2000

Australia


	 Tel:  +61 2 4628 4690

 Fax: +61 2 46 27 5285

 Email: chris.agius@iecex.com


IEC System for certification to standards relating to equipment for use in Explosive Atmospheres (IECEx System)
IECEx Assessment Report Form
IECEx Assessment Report Form for use by IECEx Assessment Teams to report Assessments conducted according to the IECEx Assessment Procedures of 

a) Operational Document IECEx OD 003-2 for the Certified Equipment Scheme

b) Operational Document IECEx OD 016 for the Certified Service Facility Scheme

c) Operational Document IECEx OD 022 for the IECEx Conformity Mark Licensing System

IECEx ExCB/ExTL assessment report for 
LCIE
INTERNATIONAL
ELECTROTECHNICAL
COMMISSION
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1 Assessment information

Type of Body covered by this assessment: 

	ExCB for IECEx Certified Equipment Scheme
	(

	ExTL for IECEx Certified Equipment Scheme
	(

	ExCB for IECEx Certified Service Facilities Scheme
	

	ExCB for IECEx Conformity Mark Licensing System
	


NOTE 1
ExCB - IECEx Certification Body

NOTE 2
ExTL - IECEx Testing Laboratory

Type of assessment: <retain appropriate marks>
	Pre-assessment for candidate body
	

	Initial assessment for candidate body
	

	Surveillance 
	

	Re-assessment 
	

	Scope extension
	(


Details of body

Country

FRANCE
Name of body

LCIE
Name and title of nominated principal contact

	Name
	Title
	E-mail address

	Marie-Elisabeth d'Ornano
	Director of Certification 
	marie-elisabeth.dornano@lcie.fr


Assessment information 

Members of the assessment team

	Name 

	Role (modify as necessary)

	Ron Webb
	Lead assessor


Place(s) of assessment

LCIE – 33 Avenue du General Leclerc, FR 92260 Fontenay-aux-Roses, France
Assessment date(s)

31 May 2018
Scope

ExCB scope for equipment certification scheme
	Number 
	Title 
	Scope

	ISO 80079-36 Ed. 1
	Explosive atmospheres - Part 36: Non-electrical equipment for explosive atmospheres – Basic method and requirements
	Extension

	ISO 80079-37 Ed. 1
	Explosive atmospheres - Part 37: – Non-electrical equipment for explosive atmospheres - Non electrical type of protection constructional safety "c", control of ignition source "b", liquid immersion "k"
	Extension

	IEC TS 60079-46, Ed 1
	Explosive atmospheres - Part 46: Equipment assemblies

	Extension


ExTL scope

The ExTL scope is the same as for the ExCB.  
ExCB scope for Service Facilities Scheme

Not in scope
ExCB scope for ExMark Scheme

While a full re-assessment is planned for later this year, this assessment focused on the scope extension for ISO 80079 and IEC 60079-46 only.

2 Common information
Legal entity of body
While a full re-assessment is planned for later this year, this assessment focused on the scope extension for ISO 80079 and IEC 60079-46 only.

Financial support
While a full re-assessment is planned for later this year, this assessment focused on the scope extension for ISO 80079 and IEC 60079-46 only.

History
While a full re-assessment is planned for later this year, this assessment focused on the scope extension for ISO 80079 and IEC 60079-46 only.

Documentation
Quality manual

While a full re-assessment is planned for later this year, this assessment focused on the scope extension for ISO 80079 and IEC 60079-46 only.  The quality manual has been updated to reflect OD280 for non-electrical equipment and assemblies.
Procedures

While a full re-assessment is planned for later this year, this assessment focused on the scope extension for ISO 80079 and IEC 60079-46 only.  Specific procedures have been created for the non-electrical tests, even though these are very similar to the electrical ones.
Work instructions

While a full re-assessment is planned for later this year, this assessment focused on the scope extension for ISO 80079 and IEC 60079-46 only. Specific work instructions have been created for the non-electrical tests.
Records (including test records where relevant)
While a full re-assessment is planned for later this year, this assessment focused on the scope extension for ISO 80079 and IEC 60079-46 only.

Document change control

While a full re-assessment is planned for later this year, this assessment focused on the scope extension for ISO 80079 and IEC 60079-46 only.

Confidentiality
While a full re-assessment is planned for later this year, this assessment focused on the scope extension for ISO 80079 and IEC 60079-46 only.

Publications (Hard cover and Electronic)
While a full re-assessment is planned for later this year, this assessment focused on the scope extension for ISO 80079 and IEC 60079-46 only.

Recognition and agreements
While a full re-assessment is planned for later this year, this assessment focused on the scope extension for ISO 80079 and IEC 60079-46 only.

Internal audit and periodic management review
While a full re-assessment is planned for later this year, this assessment focused on the scope extension for ISO 80079 and IEC 60079-46 only. It was confirmed that the procedures also cover the new Standards listed under the scope extension request.

Contracting, subcontracting, use of other labs and use of other locations
While a full re-assessment is planned for later this year, this assessment focused on the scope extension for ISO 80079 and IEC 60079-46 only. No further subcontracting is made.
Training and competence
Competency records are maintained for those members of staff involved in non-electrical assessments and assemblies.  Interviews were undertaken with staff to ensure that they had the required level of understanding. Training records for each staff member are comprehensive.

Complaints and appeals (including appeals to IECEx)

While a full re-assessment is planned for later this year, this assessment focused on the scope extension for ISO 80079 and IEC 60079-46 only.

Special facts to be noted

Supporting documentation

Copies of additional supporting information for this assessment have been provided to the applicant and the IECEx Secretariat. These are included in a site assessment report and include:

· Completed Technical Capability Document (TCD) for the 80079-36 and 80079-37 parts
· Assessor’s notes

Recommendations 

Based on the assessment performed on 31 May 2018, LCIE is recommended for continued acceptance in the IECEx scheme as an ExCB and an ExTL with the following scope extension:

·  IEC 60079-46, ISO 80079-36 and ISO 80079-37 
This is according to the scope of the standards listed in this document including the extension of scope. 

	Ron Webb

	Lead Assessor


Date: 31 May 2018
3 ExCB for IECEx Certified Equipment Scheme

Assessment references

a) IECEx02 IECEx Certified Equipment Scheme covering equipment for use in explosive atmospheres – Rules of Procedure

b) OD003-2 Assessment, surveillance assessment and re-assessment of ExCBs and ExTLs operating in the IECEx 02, IECEx Certified Equipment Scheme 
c) OD005-2 IECEx Quality System Requirements for Manufacturers – Part 2: Audit Checklist. (This is available in a Word format for use by ExCBs)
d)  ISO/IEC 80079-34 Edition 1, Explosive atmospheres – Part 34: Application of quality systems for equipment manufacture 

e) OD009 Issuing of CoCs, ExTRs and QARs

f) IECEx Document OD 025 Guidelines on the Management of Assessment and Surveillance programs for the assessment of Manufacturer’s Quality Systems in accordance with the IECEx Scheme 

g) OD0026 IECEx Certified Equipment Scheme – Guidelines for the qualification of Lead Auditor and Auditors, in accordance with the IECEx System
h) ISO/IEC 17065, General requirements for bodies operating product certification systems
i) IECEx Document OD17 Drawing and documentation guidance 

j) IECEx Technical Capability Documents (TCD)

k) ExTAG decision sheets (DSs)
l) OD 280 IECEx Certified Equipment Scheme – Guide to Certification of Non-electrical Equipment and Protective Systems
NOTE
The latest editions of the above documents were applied

ExCB persons interviewed

	Name
	Position

	Julien Gauthier
	Certification Officer

	Jérôme Reysson
	Unit Manager

	Mihai Demeter
	Assessment Officer

	Gaétan Arcana
	Assessment Officer


Associated ExTL(s)
The ExTL is integral with the ExCB. 
Associated certification functions

LCIE provides ATEX certificates in accordance with ATEX Directive 2014/34/EU and their operations are accredited to IEC/ISO 17065 by the National Accreditation Body. 
LCIE is a Notified Body according to the ATEX directive 2014/34/EU. 
National marks and certificates

LCIE ATEX certificates are accepted by the European commission and by European state regulators.
Standards accepted

Refer to OD 001 for the current scope.  See clause 1.5 of this report for scope extension.
National differences to IEC standards

National differences to IEC standards are those differences listed in the latest version of the IECEx Scheme Bulletin.

Organisation
Names, titles and experience of the senior executives
	Name
	Title
	Experience in Ex

	Marie-Elisabeth Dornano
	Director of Certification
	5 years


Name, title and experience of the quality management representative
	Name
	Title
	Experience 

	Marc Lescure
	Quality Manager
	25+ years


Name and title of signatories for certification
	Name
	Title
	Comments

	Marie-Elisabeth Dornano
	Director of Certification
	

	Julien Gauthier
	Certification Officer
	

	Didier Bourges
	Manager of Certification Operations
	


Other employees in ExCB activity

	Name
	Title
	Responsibility and Experience in Ex

	As listed in the TCD
	
	


Organizational structure

See Annex A
Administration

Administrative structure

Sufficient administrative assistance is provided
Indemnity insurance

While a full re-assessment is planned for later this year, this assessment focused on the scope extension for ISO 80079 and IEC 60079-46 only.

Resources
LCIE has an adequate number of staff for the current level of business. There are several experienced staff in Ex activities. This finding is based on interviews with persons involved in the assessment to ISO 80079-36 and 37 which showed they had sufficient knowledge of techniques used for the ignition hazard assessment. 
The laboratory and offices are located in building which provides an adequate environment for the work. The testing equipment is suitable for the range of tests carried out in house. 

Committees (such as governing or advisory boards)
While a full re-assessment is planned for later this year, this assessment focused on the scope extension for ISO 80079 and IEC 60079-46 only.

Certification operations
National approval/certification methods

While a full re-assessment is planned for later this year, this assessment focused on the scope extension for ISO 80079 and IEC 60079-46 only.

Certification policy

While a full re-assessment is planned for later this year, this assessment focused on the scope extension for ISO 80079 and IEC 60079-46 only.

Application for certification

While a full re-assessment is planned for later this year, this assessment focused on the scope extension for ISO 80079 and IEC 60079-46 only.  It was confirmed that the procedures also cover the new Standards listed under the scope extension request.

Certification decision

While a full re-assessment is planned for later this year, this assessment focused on the scope extension for ISO 80079 and IEC 60079-46 only. It was confirmed that the procedures also cover the new Standards listed under the scope extension request.

Certificates issued

Number of certificates issued under since the introduction of ATEX Directive 2014/34/EU. 
	Standard numbers
	Type of protection or other identifying information
	Number of issued certificates (for last 2 years)

	13463 series
	Non-electrical equipment for use in potentially explosive atmospheres (ATEX)
	52

	80079 series
	Non-electrical equipment for use in potentially explosive atmospheres (ATEX)
	4


The above table represents significant experience to date with certification to non-electrical standards.  

National accreditation
LCIE has French Accreditation by Cofrac to ISO/IEC 17065 as a certification body. The certificate is shown at Annex B of this report. 
The link to the Cofrac accreditation site is: http://www.cofrac.fr/annexes/sect5/5-0014.pdf
The scope of this accreditation includes the national scheme for Ex Certificates which complies with the ATEX Directive 2014/34/EU. 

Assessment of manufacturers and issue of QARs
LCIE has a procedure to addresses assessments of manufacturers. The report format includes all requirements from the IECEx Scheme together with ATEX requirements including ISO 80079-36 and ISO 80079-37.
For IECEx certification schemes a set of documented procedures is in place to enable surveillance to be carried out in accordance with the criteria of the certification systems.
Comments (including issues found during assessment)

The staff interviewed had a good understanding of the non-electrical standards ISO 80079-36 and ISO 80079-37 due to their experience with the EN13463-xx series, which were used as a basis for development of ISO 80079-36 and ISO 80079-37
4  ExTL for IECEx Certified Equipment Scheme

Assessment references

m) IECEx02 IECEx Certified Equipment Scheme covering equipment for use in explosive atmospheres – Rules of Procedure

n) IECEx OD003-2 Assessment, surveillance assessment and re-assessment of ExCBs and ExTLs operating in the IECEx 02, IECEx Certified Equipment Scheme 
o) IECEx OD009 Issuing of CoCs, ExTRs and QARs

p) ISO/IEC 17025:2005 Edition 2, General requirements for the competence of testing and calibration laboratories

q) IECEx Document OD17 Drawing and documentation guidance 

r) IECEx Technical Capability Documents (TCD)

s) ExTAG decision sheets (DSs)
t) OD 280 IECEx Certified Equipment Scheme – Guide to Certification of Non-electrical Equipment and Protective Systems
NOTE
The latest editions of the above documents were applied.

ExTL persons interviewed

	Name
	Position

	Julien Gauthier
	Certification Officer

	Jérôme Reysson
	Unit Manager

	Mihai Demeter
	Assessment Officer

	Gaétan Arcana
	Assessment Officer


Associated ExCB(s)
The ExTL is integral with the ExCB
Organisation

Names, titles and experience of the senior executives
	Marie-Elisabeth Dornano
	Director of Certification
	5 years


Name, title and experience of the quality management representative
	Name
	Title
	Experience 

	Marc Lescure
	Quality Manager
	25+ years


Other employees in ExTL activity  

	Name
	Title/responsibility
	Experience in Ex and Ex h

	As listed in the TCD
	
	


Organizational structure

See Annex A
Resources

LCIE has about 18 employees in the Ex operation.
Test reports issued
Number of test reports (ExTRs) issued under for the preceding years for each type of protection corresponds to the number of certificates issued shown in 3.14 
Regarding Scope Extension for ISO 80079-36 and ISO 80079-37, the assessment team interviewed the relevant staff and found them to have a thorough understanding of the Standards and the assessment required. 
A review of files relating to non-electrical Ex equipment (under the ATEX Directive) was also undertaken during the assessment and found to be satisfactory and complete with evidence that the concepts were well understood by the Staff.

The principle of risk assessment is also well understood 

National accreditation

LCIE has accreditation from the French Accreditation body Cofrac according to ISO/IEC 17025:2005. A copy of the accreditation is attached at Annex C. 
The link to the the Cofrac Accreditation site is: http://www.cofrac.fr/annexes/sect1/1-0311.pdf
The 17025 accreditation scope of LCIE include EN 13463 series which are the previous and European version of ISO 80079-36 and -37.

Calibration
The majority of test equipment is sent out for calibration by an external calibration facility. These calibration facilities are 17025 accredited.
Proficiency

LCIE partakes in the Proficiency testing organised by PTB. 
Comments (including issues found during assessment)

Minor issues were found which were cleared to the satisfaction of the assessment team quickly during the visit.

These included the correct use of the ignition hazard assessment form.
Annex A 
Overall Organisation Chart of LCIE
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Annex B 
Accreditation Certificate for ISO/IEC 17065
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Convention N*1697

Section Certifications.

ATTESTATION D’ACCREDITATION
ACCREDITATION CERTIFICATE
N° 5-0014 rév. 20

Le Comité Francais d'Accréditation atteste que
The French Committee for Accreditation certifies that

LCIE
33, avenue du Général Leclerc
92260 FONTENAY-AUX-ROSES

SIREN : 408363174

satisfait aux exigences de la norme | fulfils the requirements of the standard
NF EN ISO/CEI 17065:2012
et aux régles du Cofrac / and Cofrac rules

pour les activités de / for activities of

Certification de produits industriels et autres produits non agricoles et alimentaires / Certification
of industrial products and other products than food ones

réalisées par lentité ci-dessus désignée et le(s) site(s) éventuel(s) situés aux adresses ci-dessous /
performed by the above mentioned entity and the site(s) at the addresses below

!

et précisément décrites dans la ou les annexes techniques suivantes / and precisely described in the
following technical appendix

5-0014 rév. 20
Le Cofrac est signataire de I'accord multilatéral d'EA pour 'accréditation pour les activités objets de la

présente attestation / Cofrac is signatory of the European co-operation for Accreditation (EA) Multilateral
Agreement for accreditation for the activities covered by this certificate.

Date de prise d'effet / granting date : 221212017
Date de fin de validité / expiry date :  31/03/2020

CERT CPS Form 26 - Rév. 08 — Mars 2017 Page 1/2
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Pour le Directeur Général et par délégation
On behalf of the General Director

La Directrice de Section,
The Section Director,

Nathalie SAVEANT

La présente attestation nest valide qu'accompagnée de son annexe technique.
This certificate is only valid if associated with the technical appendix.

L'accréditation peut étre suspendue, modifiée ou retirée  tout moment. Pour une utilisation appropriée, la portée
de Faccréditation et sa validité doivent étre vérifiées sur le site internet du Cofrac (www.cofrac f).

The accreditation can be suspended, modified or withdrawn at any time. For a proper use, the scope of
accreditation and its validity should be checked on the Cofrac website (www.cofrac fr)

Cette attestation annule et remplace I'attestation N° 5-0014 Rév 19.This centiicate canceis and replaces the certificate N° 5-0014 Rév
19

Seul le texte en francais peut engager Ia responsabilté du Cofrac. The Cofrac’s libilty applies only o the French text.

Comité Francais d/Accréditation - 52, fue Jacques Hillairet - 75012 PARIS
Tél. 133 (0)144 688220 Fax:33(0)1 44688221  Siret : 367 879 487 00031 www.cofrac.fr

CERT CPS Form 26 - Rév. 08 — Mars 2017 Page 212




Annex C 
Accreditation Certificate for ISO/IEC 17025
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Convention N° 2542

Section Laboratoires

ATTESTATION D’ACCREDITATION
ACCREDITATION CERTIFICATE
N° 1-0311 rév. 5

Le Conmité Francais d'Accréditation (Cofrac) atteste que
The French Committee for Accreditation (Cofrac) certifies that

LCIE
N° SIREN : 408363174

Satisfait aux exigences de la norme NF EN ISO/CEI 17025 : 2005
Fulfils the requirements of the standard

et aux régles d'application du Cofrac pour les activités d'analyses/essais/étalonnages en
and Cofrac rules of application for the activities of testing/calibration in

ELECTRICITE / ACCESSOIRES ET CABLES UTILISES POUR LES RESEAUX DE TRANSPORT DE
L'ENERGIE - APPAREILLAGE INDUSTRIEL BASSE TENSION - CABLES ELECTRIQUES -
ELEMENTS D'APPAREILLAGE ELEC TRIQUE POUR INSTALLATIONS DOMESTIQUES ET
ANALOGUES - EQUIPEMENTS D'ISOLATION ET DE PROTECTION ELECTRIQUE POUR TRAVAUX
SOUS-TENSION - MATERIELS DIVERS UTILISES POUR LA DISTRIBUTION A HAUTE ET
MOYENNE TENSION - EQUIPEMENTS ELECTRIQUES (OU ELECTRONIQUES) DIVERS - TOUT
EQUIPEMENT OU PRODUIT ELECTRIQUE ET/OU ELECTRONIQUE SOUMIS A DES ESSAIS DE
COMPORTEMENT AU FEU

ELECTRICITY | ACCESSORIES AND CABLES USED FOR THE ENERGY TRANSPORT NETWORKS
- LOW VOLTAGE INDUSTRIAL APPARATUS - ELECTRIC CABLES - ELECTRICAL APPARATUS
COMPONANTS USED IN DOMESTIC AND/OR SIMILAR INSTALLATIONS - INSULATION
EQUIPMENTS AND ELECTRICAL EQUIPMENTS FOR LIVE WORKING - VARIOUS MATERIALS
INTENDED TO HIGH AND MEDIUM VOLTAGE SUPPLY - VARIOUS ELECTRICAL (OR
ELECTRONIC) APPARATUS - ALL ELECTRICAL AND/OR ELECTRONICAL EQUIPMENT OR
PRODUCT SUBJECT TO FIRE BEHAVIOUR TESTING

EQUIPEMENTS INDUSTRIELS ET PRODUITS D'INGENIERIE / TOUT EQUIPEMENT ET PRODUIT
(INDUSTRIEL ET DE CONSOMMATION) SOUMIS A DES ESSAIS EN ENVIRONNEMENT
CLIMATIQUE ET MECANIQUE

INDUSTRIAL EQUIPMENTS AND ENGINEERING PRODUCTS | ALL EQUIPMENT AND PRODUCT
(INDUSTRIAL AND CONSUMER) SUBJECT TO ENVIRONMENTAL AND MECHANICAL TESTING

réalisées par / performed by
LCIE Groupe 1 - Fontenay aux Roses

33, avenue du Général Leclerc
92266 FONTENAY AUX ROSES Cedex

et précisément décrites dans 'annexe technique jointe
and precisely described in the attached technical appendix

LAB FORM 37 — Révision 06 - 07 Aviil 2017 Page 1101
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L'accréditation suivant la norme internationale homologuée NF EN ISO/CEI 17025 : 2005 est la preuve
de la compétence technique du laboratoire dans un domaine dactivités clairement défini et du bon
fonctionnement dans ce laboratoire d'un systéme de management de la qualité adapté (cf. communiqué
conjoint ISO/ILAC/IAF de janvier 2009)

Accreditation in accordance with the recognised intemational standard ISO/IEC 17025: 2005 demonstrates
technical competence for a defined scope and the operation of a laboratory quality management system (re. Joint
IAF/ILAC/ISO Communiqué dated january 2009).

Le Cofrac est signataire de I'accord multitatéral dEA pour Iaccréditation, pour les activités objets de la
présente attestation.

Cofrac is signatory of the European co-operation for Accreditation (EA) Multilateral Agreement for accreditation for
the activities covered by this certificate.

Date de prise d'effet / granting date © 0111112017
Date de fin de validité / expiry date -~ 31/10/2022

Pour le Directeur Général et par délégation
On behalf of the General Director

Le Responsable du Péle Batiment-Electricité,
The Pole Manager,

Nicolas BARRAT

La présente attestation n'est valide qu'accompagnée de Iannexe technique.
This certificate is only valid i associated with the technical appendix.

L'accréditation peut étre suspendue, modifiée ou retirée & tout moment. Pour une utlisation appropriée, la portée
de I'accréditation et sa validité doivent étre vérifices sur le site internet du Cofrac (www. cofrac fr)

The accreditation can be suspended, modified or withdrawn at any time. For a proper use, the scope of accreditation and its
validity should be checked on the Cofrac website (www. cofrac.fr)

Cette attestation annule et remplace I'attestation N° 1-0311 Rév 4.
This certificate cancels and replaces the certificate N* 1-0311 Rév 4.

Seul le texte en francais peut engager la responsabilité du Cofrac.
The Cofrac’s liability applies only to the french text.

Comité Frangais dAccréditation - 52, rue Jacques Hillairet - 75012 PARIS
Tél:33(0)144 688220 -Fax:33 (01144688221  Siret : 397 879 487 00031 www.cofrac fr
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