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1. OBJECT AND FIELD OF APPLICATION

1.1. Country: 

Denmark

1.2. Name of Candidate ExCB

UL International Demko A/S (UL Demko)

1.3. Members of the Assessment Team

Jim Munro –IECEx Lead Assessor, Chairman IECEx Panel of Assessors

Alain Czyz – IECEx Assessor

1.4. Place and Date of Assessment

UL International Demko A/S
Lyskaer 8
P.O. Box 514
DK-2730 Herlev

Denmark

11 – 13 April 2007
1.5. Assessment References

i) IECEx 02 Second Edition 2006-011  IECEx Scheme rules of procedure

ii) IECEx OD 003/V1 IECEx Assessment procedures

iii) IECEx OD 005V2 Quality System requirements for manufacturers

iv) IECEx OD 009/V1 Issuing of CoCs, ExTRs and QARs

v) IECEx OD 025/V1

vi)  Management of assessment and surveillance programs for manufacturers (includes QAR forms)

vii) ISO/IEC Guide 65:1996

viii) IECEx Document OD 017/V3 Drawing and documentation guidance

1.6. Scope of Application
Existing 

	Number 
	Title 

	60079-0 
	Electrical apparatus for explosive gas atmospheres 
Part 0: General requirements 

	60079-1 
	Electrical apparatus for explosive gas atmospheres 
Part 1: Construction and verification test of flameproof enclosures of electrical apparatus 

	60079-2 
	Electrical apparatus for explosive gas atmospheres 
Part 2: Electrical apparatus, type of protection 'p' (Pressurization) 

	60079-5 
	Electrical apparatus for explosive gas atmospheres 
Part 5: Powder filling "q" 

	60079-6 
	Electrical apparatus for explosive gas atmospheres 
Part 6: Oil-immersion 'o'  Update to Edition 3

	60079-7 
	Explosive atmospheres 
Part 7: Equipment protection by increased safety “e”  Update to Edition 4

	60079-11 
	Electrical apparatus for explosive gas atmospheres 
Part 11: Intrinsic safety 'i'  Update to Edition 5

	60079-15 
	Electrical apparatus for explosive gas atmospheres 
Part 15: Electrical apparatus with type of protection 'n' (Non-Sparking) 

	60079-18 
	Electrical apparatus for explosive gas atmospheres 
Part 18: Encapsulation 'm' 

	60079-25 
	Electrical apparatus for explosive gas atmospheres 
Part 25: Intrinsically safe systems

	60079-26 
	Explosive atmospheres 
Part 26: Equipment with equipment protection level (EPL) Ga Update to Edition 2

	60079-27 
	Electrical apparatus for explosive gas atmospheres 
Part 27: Fieldbus intrinsically safe concept (FISCO) and Fieldbus non-incendive concept (FNICO)


The above includes update to latest editions as shown. 

1.7. Candidate ExCB Persons Interviewed

Name



Position

Edvard Jensen


Manager International Certification & Field Services

Marie Bruun de Neergaard
Engineering Team Leader Conformity Assessment Services at time of assessment and subsequently Quality Manager

Dennis Pihl Madsen

Manager Lab Organisation

Jan-Erik Storgaard

Certification Manager

Jasmin Omerovic


Certification Engineer

Steen Christensen

Certification Staff Engineer

Karina Christiansen

Program Manager Europe & Russia

Gitte Schjøtz
Senior Vice President & Certification Programs 


Officer (answering direct to UL’s President and so not part of UL-Demko) 

Horst Thelen
Quality Manager/Lead Auditor Central European Region

Beata Staniscewska
Quality Manager (at time of assessment)

1.8. Legal Entity of the Candidate ExCB
UL Demko A/S is a Danish limited company; fully owned by Underwriters Laboratories Inc. in USA, which is a not-for-profit company operating in similar business fields to UL Demko.

1.9. Associated Testing Laboratories
The ExTL is integral with the ExCB at the same site.

1.10. Associated Certification Functions
UL Demko does certification in a wide range of activities, including electrical safety and Ex.

1.11. National Marks and Certificates
The areas that UL Demko issues marks or certificates for include ATEX, UL listing, Demko, UL GS (for Germany), Nordic, CB Scheme, CCA, ENEC Mark.

1.12. Financial Support
UL Demko is fully self funded from certification, testing, inspection and quality assurance activities.

1.13. History
· DEMKO was established in 1928 by the lighting authority 

· In 1964 DEMKO was taken over by the Danish government 

· In1987 the CE-mark took over as the mandatory mark for Europe 

· In 1996 DEMKO was acquired by UL Inc from the Danish Government

· In 2000, it changed its name to UL International Demko A/S

1.14. Standards Accepted
See clause 1.6 of this report
1.15. National Differences to IEC Standards
National differences to IEC standards are listed in the latest version of the IECEx Scheme Bulletin.

2. ORGANISATION

2.1. Names, Titles and Experience of the Senior Executives
Name
Title
Experience

Mette Pedersen
Branch Manager
None in Ex

Edvard Jensen
Manager International Certification
None in Ex


and Field Services

Jan-Erik Storgaard
Certification Manager
None in Ex


Jasmin Omerovic
Certification Engineer
6 in Ex
2.2. Name, Title and Experience of the Quality Management Representative
Name
Title

Experience

Beata Staniscewska
Quality Manager
8 in Quality 


(at time of assessment)

Marie Bruun de Neergaard subsequently became the Quality Manager as shown in the revised organization chart.  She has 10 years’ experience in quality.

2.3. Name and Title of Nominated Principal Contact
Name

Title


Comments

Jasmin Omerovic
Certification Engineer

2.4. Name and Title of Signatories for Certification
	Name
	Title
	Comments

	Jasmin Omerovic
	Certification Engineer
	Will normally be the one to sign

	Peter Alex-Petersen
	Engineering Team Leader
	Replaces Klaus Moller Hansen who was present at the time of the visit but subsequently left UL Demko

	Fred Lankamp
	Senior Project Engineer
	Left for a period after the assessment visit but later returned


2.5. Other Employees in ExCB activity
	Name
	Title
	Responsibility/ Comments

	Peter Alex-Petersen
	Engineering Team Leader
	Normally only involved with ExTL.  But available as an additional resource to provide an occasional backup.

	Fred Lankamp
	Senior Project Engineer
	


2.6. Organizational Structure.
The ExCB and ExTL areas have separate personnel for normal operations although the ExCB may occasionally use resources from the ExTL.  In such cases the procedures address the need to avoid conflict between ExTL and ExCB roles.

More detail on the structure is shown in Annexes 1 and 2.

2.7. Administration
2.7.1. Administrative Structure

Work comes in through Internal Sales then through CAS (ExTL) and Certification for contract review.  If an audit is required this is raised as a separate project. The work then goes through the testing, review and certification processes.  

2.7.2. Indemnity Insurance

UL International Demko A/S holds indemnity insurance for ‘General and Product Liability – Professional Indemnity’ covering its operations.  The certificate sighted at the time of the assessment visit was valid until 1 June 2007.  UL-Demko subsequently confirmed that the certificate remains current.

3. RESOURCES
The operation in Denmark has 120 employees covering a range of activities. It is an integrated part of UL’s European network of 600 employees in 12 countries and has direct access to UL’s global network of 6000 employees.  For the Ex field the major connection is with the UL ExCB and ExTL located in Northbrook, USA.  There are a total of 10 people operating in UL Demko on Ex activities with others in management roles.  One Ex person is dedicated to Ex certification.  Three have an auditing role and the other six operate in the ExTL but may have ExCB roles such as review of certificates and may also be involved in auditing of manufacturers. Auditing staff are also a part of the ExTL.

4. COMMITTEES / Governing Board / Appeals / Advisory Board
There is a Certification Committee established to support UL Demko’s Certification Agreements and certification functions, covered by procedure c17. The Certification Committee has an advisory function.  However, if UL Demko does not follow a recommendation the committee has the right to go to the accreditation body. This committee does not handle appeals.

The committee is chaired by the Certification Manager and others from UL Demko may be present to provide information but are not members of the committee.  There are external members including representatives from the Association of manufacturers and importers of electric appliances, a manufacturer of appliances, the Danish electric council and the National Consumer Agency.

5. CERTIFICATION OPERATIONS
5.1. National Approval/Certification Methods

The main areas are ATEX certification and UL listing.

5.2. Certification Policy

The certification policy requirements are included in the quality policy which is in 
the Quality Handbook.

5.3. Application for Certification

There is an application form that is used by customers seeking certification.  
However, this is normally used after there has been correspondence.  It is also 
used as the basis for acceptance of a quote and contains the terms and conditions 
of UL Demko.


The application process for IECEx certification and associated documentation is 
covered in procedure 20-CE-S0035.

The final decision process for certification is covered in procedure c07.  The decision for issuing the IECEx certificate is delegated by the Certification Manager, to the defined signatories, for certification in the Scheme (see those listed earlier).

When new information is received from the Scheme, including new documents, the information is distributed according to the document control procedures to relevant personnel within the organization.

C32 Certification Personnel Qualification Program defines the way the two levels for password for the on-line IECEx certificate system are allocated.

5.4. Suspending and Cancelling Certificates
The procedure for suspending and cancelling certificates is covered in procedure c4.  This includes reference to the IECEx Scheme.  

6. STATISTICS

6.1. Certificates Issued

Number of certificates issued under the IECEx, national or regional schemes in the preceding four years for each type of protection:

	Standards
	Title
	Number of issued certificates

	
	
	2004
	2005
	2006
	2007
	Total

	60079-0 
	Electrical apparatus for explosive gas atmospheres 
Part 0: General requirements 
	1
	5
	10
	6
	22

	60079-1 
	Electrical apparatus for explosive gas atmospheres 
Part 1: Construction and verification test of flameproof enclosures of electrical apparatus 
	1
	3
	3
	1
	8

	60079-2 
	Electrical apparatus for explosive gas atmospheres 
Part 2: Electrical apparatus, type of protection 'p' (Pressurization) 
	0
	1
	0
	0
	1

	60079-5 
	Electrical apparatus for explosive gas atmospheres 
Part 5: Powder filling "q" 
	0
	0
	0
	0
	0

	60079-6 
	Electrical apparatus for explosive gas atmospheres 
Part 6: Oil-immersion 'o' 
	0
	0
	0
	0
	0

	60079-7 
	Explosive atmospheres 
Part 7: Equipment protection by increased safety “e”  
	1
	2
	3
	3
	9

	60079-11 
	Electrical apparatus for explosive gas atmospheres 
Part 11: Intrinsic safety 'i'  
	1
	1
	6
	2
	10

	60079-15 
	Electrical apparatus for explosive gas atmospheres 
Part 15: Electrical apparatus with type of protection 'n' (Non-Sparking) 
	0
	1
	0
	0
	1

	60079-18 
	Electrical apparatus for explosive gas atmospheres 
Part 18: Encapsulation 'm' 
	0
	0
	1
	0
	1

	60079-25 
	Electrical apparatus for explosive gas atmospheres 
Part 25: Intrinsically safe systems
	0
	0
	1
	2
	3

	60079-26 
	Explosive atmospheres 
Part 26: Equipment with equipment protection level (EPL) Ga 
	0
	0
	1
	2
	3

	60079-27 
	Electrical apparatus for explosive gas atmospheres 
Part 27: Fieldbus intrinsically safe concept (FISCO) and Fieldbus non-incendive concept (FNICO)
	0
	0
	0
	0
	0


In addition to the above figure there are about 120 other certificates for a variety of techniques issued each year.  For dust testing for ATEX there 18 projects in 2003, 14 in 2004, 7 in 2005 and 33 in 2006.

7. DOCUMENTATION

7.1. Quality Manual

UL Demko has a comprehensive range of quality documentation which consists of a major top level document, the Quality Handbook. The Quality Handbook contains a number of quality procedures and a number of instructions.  This is available for all UL Demko employees via UL Demko’s Intranet. 

7.2. Procedures

The current UL Demko procedures are in the process of being changed from the current numbering system and layout to a new UL corporate system of numbering and layout.

7.3. Work Instructions

Work instructions are only used in the test areas.

7.4. Records

Procedure 20-CE-S0022 describes the archiving of project documentation as follows: 

Documentation, communication and report for customer projects are archived in different places. The documentation for UL work is archived in the Lotus Notes database; eCommunication. The UL procedures and the matching documents are archived in the UL databases. The documentation for EN/IEC work is stored in the Lotus Notes databases; eCommunication and eProduction during the project work period, and hereafter detached and archived in the International Certification Library (ICL)

Hence all projects undertaken in the last year are fully electronic and no hard copy records are retained.  Older projects are still stored in hard copy.  

Project related documents are kept for at least 10 years after expiry of issued certificates, or after end of validity of the testing or inspection 

7.5. Document Change Control

Procedure 20-QA-S0002 describes the document control process.  All UL Demko quality documents are controlled and they are released electronically. The version on the intranet is the up-to-date document. Hard copies are regarded as uncontrolled.  
8. CONFIDENTIALITY

The Quality Handbook defines the requirements for ensuring confidentiality of customer information. All employees are required to sign a confidentiality declaration as part of their employment contract when they are employed.  All employees were also required to sign an updated contract in 2004. An example of such a contract was viewed.

9. PUBLICATIONS

Most information appears on the internet which is common for UL on Ex equipment.  There is a flyer on Equipment for Explosive Atmospheres that is a general one for UL. 

10. NATIONAL ACCREDITATION
UL Demko is accredited by the Danish accreditation body, DANAK.  The certificate number is 7011.  It was issued on 2005.12.09 and is valid to 2010.12.01.  The accreditation does not reference the standards covered.  However, there is a document shown on the UL Demko website that shows the standards covered.  UL Demko advised that DANAK use this document as the basis for their auditing and acceptance of standards that UL Demko can certify to.   This document also clearly defines which standards and editions are covered in the IECEx scope.

The last visit for certification was October 2006 with a further meeting in December, and there was a witness of an audit in November 2006.  

11. RECOGNITION AND AGREEMENTS

UL Demko have additional accreditations and agreements with a number of other bodies, including OSHA recognition certificate from the USA, notified body under ATEX, a member of the CB scheme, and acceptance from the US Coast Guard.

12. INTERNAL AUDIT AND PERIODIC MANAGEMENT REVIEW

There were two kinds of internal audit last year, one by the Quality Manager and one by a global UL internal quality auditor.  Every area was audited and all NCRs were recorded in the global CAR data base.  In the future it is planned to only use the global procedure for all of UL for the audits.  

The report for September 2006 was viewed.  This was a comprehensive audit over five days at a procedural level by one auditor.  The next audit is scheduled for September 2007 and will include a technical auditor as part of a team of two.

In addition, they advised that OSHA is auditing once a year and do the auditing at a technical level.  

Management Review occurs annually and is addressed in procedure 20-QA-S0003.  The meeting was last held on 8 February 2007 and documentation for that meeting was reviewed.  The meeting ended with goals being set for the forthcoming year.  

13. SUBCONTRACTING, USE OF OTHER LABS AND USE OF OTHER LOCATIONS

There is a procedure for the certifying body for subcontracting of testing, c02, and another for the ExTL, t15.  There is no subcontracting of certification activities.  There is some sub-contracting to UL Northbrook which is an ExTL in the IECEx Scheme.  This is shown in the list of subcontractors and a copy of the agreement with them was viewed.  There are a few other tests that would need to be subcontracted such as the resistance to light test (in IEC 60079-0) and the battery impact test (IEC 60079-7).  There has not been a need to have these tests done yet and so evaluation of suitable sub-contractors is still to be done.

The above procedures also mention Testing at Manufacturers’ Premises and Witnessed Manufacturers’ Testing but more detail is included in t21. This states that the responsibly for the testing rests with the personnel from the ExTL of UL Demko.  UL Demko have indicated that they will incorporate the requirements of OD024 in their procedures when it is issued.

14. TRAINING

There is a general procedure that covers hiring and training, tci02 and a more specific one to the certification area, c32.  This lists the competencies required of certification staff.  Examples of training records were reviewed, including training provided on the IECEx scheme.  There is also a competency matrix for the staff.

15. ASSESSMENT OF MANUFACTURERS AND ISSUE OF QARS

At the time of the assessment visit there were two people doing these audits, reviewing each others’ work. Their requirements required them to be lead auditors for ISO 9001 as well as the competences for product certification. Both had extensive experience in Ex and so are able to also fulfill the requirement to have an expert present for the audits.

When the above two auditors left the approach was changed so that the following two UL registered lead auditors were used to cover the quality aspects of the manufacturing assessment: Stewart Gronow and Norman Charters.   However, when Fred Lankamp returned he again took on the auditing role and two other staff members are under training.
Procedure 20-CE-S0036 covers this work and is based on OD005.  At the time of the assessment visit they had 15 QARs issued that were valid.

QAR DK/ULD/QAR06.0011 – this QAR was reviewed together with the supporting documentation.  This documentation is comprehensive and clearly documents the processes followed.  In this case due to the number of issues found at the first visit a second visit after six months, about when the certificate is due to be issued, is scheduled.

QAR DK/ULD/QAR07.0010 – this QAR and its associated documentation was also reviewed.  

16. COMPLAINTS AND APPEALS (Including appeals to IECEx)

Procedure 00-CS-S0012 covers customer complaints as a global approach for UL.  There is an Oracle CRM data base to store the complaints.  

It was found that there was no procedure that addresses appeals that relate to the IECEx Scheme, nor were the customers advised that this can be done.  However, during the process of the assessment a draft revision to the terms and conditions was developed to satisfy this requirement.  The final issued version was subsequently reviewed and found to be satisfactory.

17. SPECIAL FACTS TO BE NOTED

17.1. Supporting Documentation

Copies of additional supporting information for this assessment have been provided to the applicant and the IECEx Secretariat.  These include:

· A site report with details of issues raised and how these have been resolved

· Checklist for ISO/IEC Guide 65

· Notes from the assessment

17.2. Certificates and ExTRs
The following certificates and ExTRs were reviewed and found to be satisfactory: 

IECEx ULD 06.0016X – ExTR DK/ULD/ExTR07.0002/00 with technique Ex i.  Standards covered included IEC 60079-0, -11, -25 and -26.

IECEx ULD 06.0014U – ExTR DK/ULD/ExTR06.0006/00 and 01 with technique Ex e.  Standards covered included IEC 60079-0 and -7. This was ‘rebadged’ from another manufacturer – certificate IECEX ULD 05.0009U - with the same ExTR numbers plus an earlier report ExTR DK/ULD/ExTR06.0002/00.  

IECEx ULD 06.0001X – DE/BVS/ExTr06.001 DK/ULD/ExTR.0003 for Ex i and a gas sensing head that was Ex d.  The ExTR for the sensing head was from another ExCB.

DK/ULD/ExTR.06 0010/00 – Ex me valve position monitor with internal switch encapsulated tested to EN standards.

18. COMMENTS (Including issues found during assessment)
A few issues were found during the assessment.  These included outstanding matters from an accreditation body audit, procedures for appeals to the Scheme, and procedures and records regarding competencies.  Details of these issues and the actions that were taken to resolve them to the satisfaction of the assessment team are contained in the site report.

19. RECOMMENDATION

Based on the re-assessment performed on 11 to 13 April 2007 UL International Demko, plus follow-up actions with particular regard to reviewing changes in staff, it is recommended for continued acceptance in the IECEx scheme as a Certification Body (ExCB) according to the scope of the standards listed in this document.  

	Jim Munro

Team Leader


	Alain Czyz

Expert Assessor


Date:  23 September 2008
List of Annexes:

1. Overall Organization Chart of UL Demko

2. Organization Chart Showing Location of UL Demko ExCB Operation

3. Organisation Chart showing Location of Quality Auditors

4. Accreditation Certificate for Product Certification

Annex 1

Overall Organization Chart of UL Demko
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The significance of the colours of the boxes is:
BLUE=Core Management Team (CMT)
GREEN=Demko Management Team (DMT) 
Annex 2

Organization Chart Showing Location of UL Demko ExCB Operation
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Annex 3

Organisation Chart showing Location of Quality Auditors
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Annex 4
Accreditation Certificate for Product Certification
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Akkreditering til

Accreditation to .

Certificering af produkter

Certification of Products

Reg.ar. 7011

gel‘-gﬁ:eribn‘gisgrgam UL International Demko A/S
ertification body: Lyskeer 8, DK-2730 Herlev

Akkrediteringsomride: Certificering af elekiriske og elektroniske produkter, komponenter hertil samt
installationsmateriel, ledninger og kabler for overensstemmelse med krav til
elektrisk sikkerhed anfart i relevante standarder og normative dokumenter,
specificeret i liste fremsendt til DANAK.

De specifikke certificeringsordninger samt omfang af bedemmelse er anfart i
bilag 1 til dette dokument. Produkterne skal vaere produceret i Danmark.

Scope of Accreditation: Certification of electrical and electronic products, components to these plus wires, cables and
installation accessories for compliance with requirements to electrical safety in relevant standards and
normative documents specified in list forwarded to DANAK.

Specific agreements regarding this type of certification plus functions covered by this accreditation
are listed in appendix 1 to this document. Products must be manufactured in Denmark.

Gyldig til: 2010.12.01
Valid to:

Certificeringsorganet opfylder kriterierne i DS/EN 45011 - Generelle krav til organer, der udferer
produktcertificering - samt de til enhver tid fastsatte forskrifter angdende dets virksomhed som
akkrediteret selskab.

The certification body complies with DS/EN 45011 - General requirement for bodies operating product certification systems -
together with at any time stipulated regulations concerning its activities as an accredited certification body.

2005.12.09
Jesper Allan Munck
Direkter ¥Mjanaging Director Ledende assessor / Lead assessor

Dette dokument erstatter akkrediteringsdokument, reg. nr. 7011 af 2000.12.07
This document replaces accreditation document, reg. no. 7011 issued 2000.12.07

Oplysninger om s DANAK se venligst, www.danak.dk / Information on w2 DANAK, please consult, www.danak.org

Den Danske Akkrediterings- og Metrologifond
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Certificeringsordninger:

- CCA-aftalen (CENELEC Certification Agreement)

- ENEC-aftalen (European Norms Electrical Certification)

- HAR-aftalen (Cables and Cords complying with HARmonized Specifications)
- NCS-aftalen (Nordic Certification Services)

- GS-aftalen (German Equipment and Product Safety Act)
- DEMKO (Dansk Certificering)

omfattende typegodkendelse, overvagning ved regelmaessig inspektion af produktion og

vurdering af kvalitetsstyringssystem for produktion af certificerede produkter samt

- for produkttyper omfattet af ENEC- eller HAR-aftalen tillige regelmaessig
stikpreveudtagning af produkt og prevning heraf samt vurdering af produktionsstedets
kvalitetsstyringssystem efter reglerne i henholdsvis ENEC- eller HAR-aftalen.

Certification agreements:

- CCA-agreement (CENELEC Certification Agreement)

- ENEC- agreement (European Norms Electrical Certification)

- HAR- agreement (Cables and Cords complying with HARmonized Specifications)
- NCS- agreement (Nordic Certification Services)

- GS-agreement (German equipment and product safety act)
- DEMKO (Danish Certification).

Covering type testing, surveillance by regular inspection of production and assessment of Quality

Management System for production of certified products plus

- for product types included in the ENEC- or HAR agreement evaluation of product based on sample enquiry
and requirement of Quality Management System in compliance with the ISO 9000 series.

2005.12.09

/ W)

Jesper Allan Munck

Direktor AMbnaging director Ledende assessor / Lead assessor




