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Introduction

In accordance with the 5 year re-assessment plan for the surveillance and monitoring of bodies within the IECEx System, this document contains the IECEx Re-assessment Report for TÜV SÜD Product Service GmbH (TPS) as an Accepted Certification Body (ExCB).

This Report is issued for endorsement during the 2012 ExMC Calgary Meeting. 

Chris Agius

IECEx Secretariat
	IECEx Secretariat

Standards Australia Building

286 Sussex Street

Sydney  NSW 2000

Australia


	Tel:  +61 2 8206 6940

Fax: +61 2 8206 6272 

Email: chris.agius@iecex.com


IECEx ASSESSMENT REPORT FOR
TÜV SÜD Product Service GmbH, Germany
 (IECEx Certification Body, ExCB) 

Type of Assessment: (please mark)

Initial Assessment for Candidate ExCB

 

Re-Assessment of ExCB




X




Scope Extension of ExCB



X

1. OBJECT AND FIELD OF APPLICATION

1.1. Country: 

Germany
1.2. Name of Candidate ExCB

TÜV SÜD Product Service GmbH (TPS)
1.3. Members of the Assessment Team

Xu Jianping, Team Leader
William G. Lawrence, Expert Assessor
1.4. Place and Date of Assessment

TÜV SÜD Product Service GmbH (TPS)
Ridlerstrasse 65

80339 Munich

Germany
13th – 14th October, 2011
1.5. Assessment References
i) IECEx 02 Fourth Edition 2010-08  IECEx Certified Equipment Scheme - rules of procedure
ii) IECEx 04 First Edition 2007-11 IECEx Conformity Mark Licensing Scheme – Regulations

iii) IECEx 04A First Edition 2008-07 IECEx Guide – Guidance for making application for and use of IECEx Conformity Mark
iv) IECEx OD/003 IECEx Assessment procedures

v) IECEx OD 005-1 Quality System requirements for manufacturers

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

vii) IECEx Document OD 025V2 Management of assessment and surveillance programs for manufacturers (includes QAR forms)

viii) ISO/IEC Guide 65:1996

ix) IECEx Document OD 17 Drawing and documentation guidance
x) ExCB Scope Application documents (TPS-Scope matrix IECEx) dated June 2011
1.6. Scope of Application
	Number 
	Title 

	60079-0 

Edition 6
	Explosive atmospheres - 
Part 0: Equipment – General requirements 

	60079-1
Edition 6
	Explosive atmospheres -
Part 1: Equipment protection by flameproof enclosures “d” 

	60079-2 

Edition 5
	Explosive atmospheres -
Part 2: Equipment protection by pressurized enclosure “p” 

	60079-5
Edition 3 
	Explosive atmospheres -
Part 5: Equipment protection by powder filling “q”

	60079-6
Edition 3  
	Explosive atmospheres -
Part 6: Equipment protection by oil immersion “o” 

	60079-7
Edition 4 
	Explosive atmospheres -
Part 7: Equipment protection by increased safety "e"

	60079-11
Edition 6
	Explosive atmospheres -
Part 11: Equipment protection by intrinsic safety “i” 

	60079-15
Edition 4  
	Explosive atmospheres -
Part 15: Equipment protection by type of protection “n”

	60079-18
Edition 3 
	Explosive atmospheres -
Part 18: Equipment protection by encapsulation "m" 

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

	60079-28

Edition 1
	Explosive atmospheres -
Part 28: Protection of equipment and transmission systems using optical  radiation (limitation to “op-is” according to ZELM scope)

Scope Extension.

	60079-31
Edition 1
	Explosive atmospheres – 

Part 31: Equipment dust ignition protection by enclosure "t" 
Scope extension 

	61241-0
Edition 1
	Electrical apparatus for use in the presence of combustible dust -
Part 0: General requirements

	61241-1

Edition 1
	Electrical apparatus for use in the presence of combustible dust - 

Part 1: Protection by enclosures “tD”

	61241-4 

Edition 1
	Electrical apparatus for use in the presence of combustible dust -
Part 4: Type of protection "pD"

	61241-11
Edition 1 
	Electrical apparatus for use in the presence of combustible dust - 

Part 11: Protection by intrinsic safety “iD” 
Scope extension

	61241-18
Edition 1
	Electrical apparatus for use in the presence of combustible dust -
Part 18: Protection by encapsulation "mD" 
Scope extension


Note: Also Scope extensions to update editions of Standards already accepted within their scope
1.7. Candidate ExCB Persons Interviewed
	Name
	Position

	Siegfried Moesch
	Head of ExCB, Senior officer responsible for IECEx Conformity Mark License

	Klaus Lorenz
	Deputy Head of ExCB

	Joachim Haucke
	IECEx Certification specialist

	Christine Bernhard
	Head of Customer Service   

	Robert Huber
	Deputy Head of Customer Service

	Michael Reuschel
	Head of former ExTL Filderstadt 
Senior Product Specialist IECEx

	Andreas Pfeil
	Lead-Auditor IECEx, Technical Certifier IECEx

	Ulrich Jacobs
	Lead-Auditor IECEx, Technical Certifier IECEx

	Frank Pscheidt-Denzler
	Project Coordinator IECEx

	Thomas Zelm
	Head of ExTL ZelmEx – see clause 1.9


Note: Scope extensions to update editions of Standards already accepted within FTZU’s scope also included.
1.8. Legal Entity of the Candidate ExCB
The ExCB is a department within the organization of TÜV SÜD Product Service GmbH.
1.9. Associated Testing Laboratories
Before this re-assessment, TÜV SÜD Product Service GmbH had two associated testing laboratories accepted by IECEx. They were TÜV SÜD Automotive GmbH, Munich and TÜV SÜD Product Service, Filderstadt.
As previously informed to the IECEx secretariat, ExCB TÜV SÜD Product Service GmbH is now alternatively going to cooperate under a written agreement with the following approved ExTL under IECEx system:

ZELM Explosionsschutz GmbH (ZelmEx)
Siekgraben 56
D-38124 Braunschweig
Germany
There are two cooperation agreements between the ExCB TPS and the ExTL ZelmEx, signed on 12 May 2011 and 3rd Feb., 2011. Both were checked and found that all the necessary IECEx operation processes were incorporated properly. This found to be satisfactory with the requirements of IECEx.
At the assessment time, the existing scope of ZelmEx within IECEx covers the scope of standards listed in this document. ZelmEx will not be due for their 5 year re-assessment until May 2013.

Mr. Thomas Zelm, Managing Director of ZelmEx, attended the re-assessment at TÜV SÜD Product Service GmbH for the two days.
1.10. Associated Certification Functions
TPS is a Notified Body for a wide range of European Directives, for example the European ATEX Directive 94/9/EC.

TPS is active in a large number of other certification procedures such as the European ENEC Scheme (ISO Type 5 certification system) and the NRTL Program (USA, ISO Type 5 certification system). 

Furthermore, TPS is a NCB in the IECEE CB Scheme and the IECEE CB-FCS Scheme (FCS: Full Certification Scheme, an ISO type 5 certification system).

1.11. National Marks and Certificates
According to the German Product and Equipment Safety Law (GPSG), TPS is authorized to issue the German GS-mark (GS=Geprüfte Sicherheit, Safety tested). TPS further offers a non mandatory mark for a wide range of products, the TÜV SÜD Octagon Mark.
1.12. Financial Support
TPS, a 100% private owned company, is self founded relying on revenues based on certificate fees, license fees and testing activities.

1.13. History
Under the leadership of the former TÜV Bayern (now: TÜV SÜD), founded in 1872, several product safety laboratories in Munich were united and formed to TÜV Product Service GmbH in 1988. In 1990, TÜV Hessen’s safety laboratory joined, and in 1997, TÜV Südwest in Filderstadt / Stuttgart was integrated into the organization of TÜV Product Service GmbH. In 2006, the TÜV SÜD Holding introduced a new Corporate Identity and the former TÜV Product Service GmbH was renamed as TÜV SÜD Product Service GmbH. Nowadays, in a worldwide network, manufacturers of all kind of consumer products are served by TPS based on various accreditations and notifications.
1.14. Standards Accepted
See clause 1.6 of this report.
1.15. National Differences to IEC Standards
German National differences to IEC standards are available in the 4th Edition of the IECEx Bulletin published in February 2011.
2. ORGANISATION

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

	Dr. Michael Kappelan
	Head of Certification Division (ITC – International  Services, Technology, Certification) under TPS
	5 years at TPS for Product certification 

	Siegfried Moesch
	Head of ExCB
	30 years for product testing and certification


2.2. Name, Title and Experience of the Quality Management Representative
	Name
	Title
	Experience 

	Nils Beyer
	Quality Manager of TPS
	10 years in QM for testing laboratory, 2 years for TPS

	Tobias Pfeiffer
	Deputy Quality Manager of TPS
	4 years in QM, 1.5 years for TPS


2.3. Name and Title of Nominated Principal Contact
	Name
	Title
	Comments

	Siegfried Moesch
	Head of ExCB
	Tel: +49 89 5008 4335
Fax: +49 89 5008 4230
siegfried.moesch@tuev-sued.de


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

	Andreas Pfeil
	Technical Certifier IECEx
	TPS Filderstadt, 15 years in Ex field

	Ulrich Jacobs
	Technical Certifier IECEx
	TPS Filderstadt, 20 years in Ex field


2.5. Other Employees in ExCB activity



	Name
	Title
	Responsibility and Experience in Ex

	Christine Bernhard
	Head of Customer Service   
	Administration (15 years)

	Robert Huber
	Deputy Head of Customer Service   
	Administration (5 years)

	Klaus Lorenz
	Deputy Head of ExCB      
	Accreditation Coordination 
(5 years)

	Joachim Haucke
	IECEx certification specialist
	Accreditation Coordination 

(5 years)

	Ulrich Rohlfs
	IECEx Auditor, US Branch of TÜV SÜD Group 
	2 years experience with IECEx audit

	Gregory Salicki
	IECEx Auditor, US Branch of TÜV SÜD Group 
	7 years experience in Ex field, 1.5 years as IECEx auditor for TPS

	Chang Hee Lee
	IECEx Auditor, Korea Branch of TÜV SÜD Group 
	3 years experience as auditor for TPS


2.6. Organizational Structure
See Annexes 1 to 4.
2.7. Administration (including Indemnity Insurance)
TPS is operating an administration office for certification activities. Annex 4 “Ex Team Organization” describes the structure.
TPS presented insurance confirmation of the Allianz Insurance Company, showing that the indemnity insurance with reasonable value is applicable to all over the world. 
The assessment team also noted that the insurance is valid until the end of 2011 and can be renewed for another year.
3. RESOURCES
By incorporating with the worldwide expert resource, TPS is well resourced and operates in Munich for IECEx certification activities under the control of documented management quality system.
A total of 17 employees are involved in IECEx certification activities which include administration, certificate release, manufacturer auditing, technical review, general handling, customer service, accreditations, training, etc.). 2 persons thereof are listed as Technical Certifiers (technical decisions on certification applications). 
See Annex 4 for details.
4. COMMITTEES / Governing Board / Appeals / Advisory Board
The Governing Board operates according to their statutes as a committee with representation from parties with an interest in the certification policies and practices of TPS. The operating rules for the Board are given in the document of Statutes of Governing Board dated 1 June 2008, indicating the necessity of confidentiality, impartiality, and high quality. The Governing Board covers 5 members from manufacturer, standardization, accreditation, government, science and consumer. 
The latest meeting was held on 25th March 2011, and the corresponding minutes was sighted.
5. CERTIFICATION OPERATIONS
5.1. National Approval/Certification Methods
TPS operates according to several European conformity assessment procedures such as the ATEX directive 94/9/EC. TPS is also operating the GS Mark, a legal German quality mark which certifies that a product is safe and user-friendly.
5.2. Certification Policy
The certification policy is described in document CPL_P_10.03 “Procedure for the Certification Body for Products”.
5.3. Application for Certification
The application for certification is described in the quality management system of TÜV SÜD Product Service GmbH: TPS_P_10.01 “Process Control Certification”, and the specific procedure for the testing, auditing and certification in the IECEx system (ITC_P_10.14E) was checked and found to meet the requirements of the IECEx.

TPS uses an Inquiry List IECEx as an initial application form, which covers a statement of using external ExTL-ZelmEx for transparency.
5.4. Certification Decision
The detailed certification decision is conducted by Technical Certifiers who act on behalf of the Certification Body according to the document ITC_P_18.06.
With reference to the matrix of personnel competence, the technical certifiers also work as manufacturer auditors, but the assessment team noted that precaution is well documented (ITC_P_18.01E) to ensure that the technical certifier does not work on the project that he has been involved in the auditing.
The certification decision is documented on the form CPL_F_10.02. Examples of certification decision records were review and found to be satisfactory with the requirements of IECEx. 
5.5. Suspension and Cancellation of Certificates
The process on suspension and cancellation of certificates is described in the quality management system of TÜV SÜD Product Service GmbH: CPL_P_10.09 “Termination of Certificates”.
Requirements are described in the Testing and Certification Regulation TÜV SÜD Group, but without reflecting IECEx operational requirements on suspension and cancellation. This deficiency has been subsequently resolved.
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

	
	
	2008
	2009
	2010
	2011
	Total

	60079-0 
	Explosive atmospheres - 
Part 0: Equipment - General requirements 
	61
	105
	140
	70
	376

	60079-1
	Explosive atmospheres -
Part 1: Equipment protection by flameproof enclosures “d”
	22
	32
	38
	22
	114

	60079-2
	Explosive atmospheres -
Part 2: Equipment protection by pressurized enclosure “p”
	13


	18
	26
	13
	70

	60079-5
	Explosive atmospheres -
Part 5: Equipment protection by powder filling “q”
	-
	-
	-
	-
	-

	60079-6 
	Explosive atmospheres -
Part 6: Equipment protection by oil immersion “o”
	-
	-
	-
	-
	-

	60079-7
	Explosive atmospheres -
Part 7: Equipment protection by increased safety "e"
	6
	16
	11
	2
	35

	60079-11
	Explosive atmospheres -
Part 11: Equipment protection by intrinsic safety “i”
	5
	5
	12
	4
	26

	60079-15
	Explosive atmospheres -
Part 15: Equipment protection by type of protection “n” 
	5


	4
	7
	5
	21

	60079-18
	Explosive atmospheres -
Part 18: Equipment protection by encapsulation "m"
	10
	17
	23
	12
	62

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

	60079-28
	Explosive atmospheres -
Part 28: Protection of equipment and transmission systems using optical radiation 
	-
	12
	21
	10
	43

	60079-31
	Explosive atmospheres – 

Part 31: Equipment dust ignition protection by enclosure "t"
	-
	-
	1
	1
	2

	61241-0
	Electrical apparatus for use in the presence of combustible dust -
Part 0: General requirements
	19
	6
	12
	3
	40

	61241-1
	Electrical apparatus for use in the presence of combustible dust - 

Part 1: Protection by enclosures “tD”
	18
	3
	9
	2
	32

	61241-4
	Electrical apparatus for use in the presence of combustible dust -
Part 4: Type of protection "pD"
	-
	-
	-
	-
	-

	61241-11
	Electrical apparatus for use in the presence of combustible dust - 

Part 11: Protection by intrinsic safety “iD”
	1
	-
	2
	1
	4

	61241-18
	Electrical apparatus for use in the presence of combustible dust -
Part 18: Protection by encapsulation "mD"
	-
	3
	1
	-
	4


Note: Mainly using equivalent EN-standards for ATEX certification.

7. DOCUMENTATION

7.1. Quality Manual

The Quality system of TPS is incorporated into the Corporate Management System of TÜV SÜD Group. This Quality Manual of TPS at level 4 presents a five level concept. It describes how the requirements of TÜV SÜD Group are implemented at TPS which includes the ExCB. Furthermore, local adjustments specify how global procedures may be applied.
7.2. Procedures

At the time of assessment, there are a large number of documented procedures referenced by the ExCB’s quality manual. All these procedures are available in electronic format and accessible via intranet for all the relevant body members.
The IECEx operation is mainly described in the Quality system of TPS: ITC_P_10.14 “Testing, Auditing and Certification in the IECEx System”. 
Examples of procedures were reviewed during the site assessment. It was noted that all the relevant IECEx rules, operational documents are properly referenced by procedures, and found to meet the IECEx requirements.
7.3. Work Instructions

All relevant Staff Work Instructions for certification as well as all the relevant IECEx rules, guidance, operational documents and ExTAG decision sheets are also listed and available in the Intranet. 
7.4. Records

The overall records procedure is described in the Quality system of TPS (TPS_P_16.01 “Control of quality records” and CPL_P_16.01”Rentention periods in the certification body for products”).  The procedure ensures that all records related to IECEx testing and certification activities are maintained with a minimum retention time of 10 years. Examples of certification records were reviewed and it was found all the relevant records are properly stored by using registration numbers.
All the issued Certificates for IECEx and ATEX are listed on the Intranet of TÜV SÜD Group (www.tuev-sued.de).
7.5. Document Change Control

The document change control procedure is described in the Quality system of TPS (TPS_P_05.01 “Control of Quality Documents”).

The certification standards for IECEx operation at TPS are listed in the body’s database as a controlled list. By accessing into the intranet, it was found that the editions of listed standards are not completely matched with the scope accepted by IECEx. This deficiency has been subsequently resolved.
8. CONFIDENTIALITY

In addition to the confidentiality clause in the employment contract, individual confidentiality declarations are signed for all the internal staff according to procedure CPL_P_10.03 “Procedure for the Certification Body for Products”, clause 5.13. Examples of the contracts were viewed and found to be satisfactory.

9. PUBLICATIONS

Information concerning Ex activities are available on the Internet at www.tuev-sued.de and in brochures. 
10. NATIONAL ACCREDITATION
TPS was accredited as an ATEX Notified Body for the equipment used in explosive atmospheres by national accreditation body - ZLS. The latest renewal of the accreditation certificate was issued on 24 June 2008 according to DIN EN45011:1998 (ISO/IEC Guide 65). The certificate with identification number ZLS-ZE-621/08 is valid until 30 June 2013. A copy of the national accreditation certificate is attached as Annex 5 of this report. 

TPS also operates as a certification body for ATEX quality mangement system. The corresponding accreditation certificate is attached as Annex 6 of this report.
11. RECOGNITION AND AGREEMENTS

TPS is participating in the IECEE CB and CB-FCS Schemes as NCB and CBTL. Furthermore, TPS is presently the only NRTL (Nationally Recognized Testing Laboratory) in the OSHA scheme (USA) outside the American continent. 

In addition, there is presently an agreement with an external associated ExTL – ZelmEx for conduction of testing for TPS (see chapter 1.9). Beside that, there are no recognitions and agreements in the Ex field. 
12. INTERNAL AUDIT AND PERIODIC MANAGEMENT REVIEW

Internal audits are described in Procedure TPS_P_17.01E, Rev. 3 “Internal Quality Audits”. Audit plans 2010 and 2011 were presented as well as the audit report of the certification department issued on 8 June 2010. 
The Management Review procedure is described in TPS_P_01.01D, Rev.1 “Management Review”. The last meeting was held on 7 December 2010.   

The relevant records were checked and noted the audit specifically indicateed the assessment against additional IECEx requirements, e.g. Compliance of IECEx rules, procedures and operational documents.

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

The procedure for use of external laboratories is described in the Quality system of TPS: CPL_W_06.03 “External Laboratories Program”. 
For IECEx operation, TPS has presently one ExTL under subcontract (ZelmEx). The details are indicated in clause 1.9 of this report. In addition, special regulations according to ITC_P_10.14 “Testing, Auditing and Certification in the IECEx System” apply by referencing to OD024.
14. TRAINING

For the IECEx related there have been various internal and external trainings. The training evidences of 2011 were presented during the assessment, including the IECEx auditors working at US and Korea Branch of TÜV SÜD Group.
There is a competence matrix that lists the relevant employees and their competency against standards. But by accessing the intranet, it was noted that the qualification registration of IECEx auditors was not matched with the competence matrix of TPS. This has been subsequently resolved.
15. ASSESSMENT OF MANUFACTURERS AND ISSUE OF QARS

The procedure for the assessment of manufacturers is described in the Quality system of TPS: ITC_P_10.14 “Testing, Auditing and Certification in the IECEx System” and CPL_P_10.50 “Certification of Quality Systems by CRT3 in the regulated Area”
During the site assessment, numbers of QARs as well as its associated IECEx CoCs were checked. In general, majority of QARs and certificates issued by TPS are satisfactory. But the assessment team noted that one invalid QAR was linked with a current CoC, Ex markings showing in CoCs often include ATEX category symbols, or indicate EPLs even though IEC 60079-0 Edition 4 does not address EPLs. Subsequently, with the assistance of IECEx secretariat all those deficiencies have been successfully resolved.
16. COMPLAINTS AND APPEALS (Including appeals to IECEx)

The complaints procedure is described in the Quality system of TPS: TPS_P_19.01E “Complaint Management” and CPL_P_19.04E” Complaint Procedure Certification Body CRT3”, including the definitions, classification, responsibility, processing. 
The procedure was reviewed and found did not include reference to the IECEx appeals procedure as a further option for clients/applicants. Subsequently, proper supplement has been made in the procedure of TPS ITC_P_10.14 rev2 and the webpage of TPS to the satisfaction of the assessment team.
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:

· Details of issues raised and how these have been resolved

· Checklist for ISO/IEC Guide 65

· Technical Guidance Document OD 005 
· Competence matrix
17.2. Other Issues
TPS operates an ExCB for issuing IECEx Conformity Mark Licenses.  There was no IECEx Conformity Mark Licenses issued for manufacturers to use of IEC mark until the time of this assessment.
18. COMMENTS (Including issues found during assessment)
A number of issues as indicated above were raised during this re-assessment and reported to and accepted by TPS management at the end of this assessment.  
All the issues relating with ExCB have been subsequently resolved to the satisfaction of the assessment team. Details of issues and how these have been resolved are listed in Annex A of the site assessment report.

19. RECOMMENDATION

Based on the assessment performed from 13th to 14th October 2011 and subsequent corrective actions, TÜV SÜD Product Service GmbH is recommended for continued acceptance in the IECEx scheme as an IECEx Certification Body (ExCB) according to the scope of the standards listed in this document including the extension of scope.
	Lead Assessor

Xu Jianping
	Expert Assessor
William G. Lawrence
	


Date:  1st February 2012
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