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IECEx ASSESSMENT REPORT

For candidate ACB (Accepted Certification Body)

1.
OBJECT AND FIELD OF APPLICATION

1.1
Country: 


Germany

1.2
Name of Candidate ACB

Physikalisch-Technische Bundesanstalt (PTB) 

“Zertifizerungsstelle Explosionsschutz” (ZS-Ex) (Cert. body for explosion protection)

Bundesallee 100

38116 Braunschweig

1.3
Members Of The Assessment Team

                                   *  Janos Hanko, BKI-Ex, Hungary

                                   *  John Bossert, Hazloc Inc., Canada

                           Trond Sollie, Nemko, Norway (Lead Assessor)

*) Site visit performed by two Assessors only, due to Accreditation status of  applicant ACB (See item 12). The initial documentation review, follow up and general coordination has been made by Mr. Sollie, as the lead assessor

1.4
Place And Date Of Assessment

Braunschweig, November 25. and 26, 1998

1.5
Assessment References

Documents:

i) IECEx 04 First Edition 1995-03

ii) ExCC/27/INF November 1997

iii)  ISO/IEC Guide 65 1996 (Superseding ISO/IEC Guide 40)

iv) PTB application documents with letter dated 02.10.97

1.6
Scope Of Application

Product Category
Standard

General Requirements
IEC 79-0

Flameproof Enclosures
IEC 79-1

Pressurised Enclosures
IEC 79-2

Sand-Filled Apparatus
IEC 79-5

Oil-Emersed Apparatus
IEC 79-6

Increased Safety
IEC 79-7

Intrinsic Safety
IEC 79-11

Type “n” Protection
IEC 79-15

Type “m” Protection (encapsulation)
IEC 79-18

Apparatus for combustible dust atmospheres
IEC 1241-1-1

1.7
Candidate ACB Persons Interviewed

Position
Name

Head of Explosion Protection
H. Wehinger




1.8
Legal Entity Of The Candidate ACB

Governmental Body of the Federal Republic of Germany

1.9
Associated Testing Laboratories

Name of Laboratory
Address

Department 3 of  PTB
Same as ACB applicant

The laboratory is part of the PTB organization. The relation between the testing and certification activities is in compliance with the requirements of  EN45011.

1.10
Associated Certification Functions

Electromagnetic Compatibility,  Medical Products,  Eye Protection,  Ear Protection,  Weighing Machines and Firearms.  

1.11
National Marks And Certificates

Certificates are issued  for each certification and permission to use the “PTB” mark. 

Notified Body within the European Union under the Directives for Explosion  Protected Equipment

1.12
Financial Support

The ACB is financed by the Federal Republic of Germany and by fees collected for Certification. (See comment under Item 19)

1.13
History

PTB was established in 1949 by the Federal Government, as a successor to PTR (Physicalish-Technische-Reichsanstalt) founded in 1887, and is the world’s oldest national institute for science and technology. It is Germany’s central institute for metrology, incl. legal metrology,

as well as being the highest authority in Germany for certain sectors of safety engineering.

1.14
Standards Accepted

Relevant German Standards,  CENELEC Standards and the IEC Standards listed in Item1.6.

1.15
National Differences To IEC Standards

Normally CENELEC Standards are used, but certification to IEC Standards is performed on request.

2.
ORGANISATION

2.1
Names, Titles And Experience Of The Senior Executives

Name
Title
Experience

Hans Wehinger
Head of  Electrical Explosion Protection 
Electrical Engineer – 1972, PhD – 1976,  at PTB since 1987

2.2
Name, Title And Experience Of The Quality Management Representative

Name
Title
Experience

Michael Beyer
Quality Manager
Electrical Engineer – 1989,  PhD – 1996, at PTB since 1996,  Internal Auditor from DGQ

2.3
Name And Title Of Nominated Principal Contact

Name
Title
Comments

Hans Wehinger
Head of Electrical Explosion Protection 


2.4
Name and Title of Signatory for Certification

Name
Title
Comments

Hans Wehinger
Head of Electrical Explosion Protection


Uwe Klausmeyer
Head of Flameproof Explosion Section


Ulrich Johannsmeyer
Head of Intrinsic Safety Section


Ulrich Engel
Head of Explosion Protected Machines Section


2.5
Employees

See competence matrix in Annex 1.

The following staff members have DGQ qualification for performance of IS0 9002 audits, see Annex 2.

Name
Title
Responsibility

Mrs. Kulessa
Assessor
ISO 9002 audits

Mr.  Odin
Assessor
ISO 9002 audits

2.6
Organisational Structure

See Organization Charts in Annex 3, and comment under Item 19.

2.7
Administration

2.7.1
Administrative Structure

See Item 2.6 above

2.7.2
Terms Of Reference Of The Governing Board

The Ministry of Economics of the Federal Government appoints a board (Advisory Council) which is responsible for the overall operations of the PTB, and have representatives from various industrial associations and governmental institutions. The terms of reference are according to EN 45011 and -12.

3.
RESOURCES

PTB have some employees with qualifications for quality system audits, but some auditing work is also subcontracted to the DQS.  A letter to this effect is seen by the assessment team.

4.
COMMITTEES

The technical staff serve on Standards Committees of CENELEC and IEC. The PTB also has a number of Technical Committees supporting the different activities, which also report to the Advisory Council 

5.
CERTIFICATION OPERATIONS

5.1
National Approval/Certification Methods

Certification Activity
Competence Level of person/organisation performing work
Applicable Standard/Docs

Factory quality system audit
DQS qualification
ISO 9002

Product testing
Electrical Engineers
IEC Standards

Factory surveillance audit
DQS qualification
ISO 9002

Production inspection
Electrical Engineers
IEC Standards

5.2
Certification Policy

The testing and evaluation are performed by the PTB Department 3 and the certificates are, upon due verification, issued by the Head of Electrical Explosion Protection and his associates, 

5.3
Staff Work Instructions

There are clear instructions pertaining to the duties and responsibilities of the staff.

5.4     Application for Certification 

Documents for the guidance of applicants are available.

6.
STATISTICS 
Certificates issued during the past two years:

Flameproof  “d”                250

Intrinsic Safety  “i”           500

Increased Safety  “e”         800

Oil Immersed  “0”                 5

Powder Filled  “q”                 5

Encapsulated  “m”               25

Type  “n”                              15

Pressurized  “p”                    15

7.
DOCUMENTATION

7.1
Document and Change Control

Document and change control is the responsibility of Dr. Beyer, and the procedures are duly documented.

8.
RECORDS

Records relevant to certification activities are carefully maintained.

9.
CONFIDENTIALITY

All records of certification and information supplied by the client is kept strictly confidential.

10.
PUBLICATIONS

A list of certified products is published annually and a newsletter is issued every three months showing new certificates.

11.
APPEALS

Appeals are handled by the Head of Electrical Explosion Protection.  If not satisfied, the appeal can be taken to the Administration Court.

12.
NATIONAL ACCREDITATION

Accredited by ZLS, the federal accreditation body for Germany, as a certification body for products according to EN 45011, and quality systems according to EN 45012 (See copies of certificates in Annex  4). Also accredited by DAP (for voluntary sector) according to EN 45011 (See copy of certificate in Annex 5)

The German accreditation council DAR (ref. outline in Annex 6) is a member of the European cooperation for Accreditation (EA) which in turn is internationally recognised  by different MRAs  and by its association with IAF, (International Accreditation Forum).

The candidate’s accreditation covers the scope of the IECEx  Application, and as such is found to satisfy the terms of document ExCC/27/INF.

13.  RECOGNITION AND AGREEMENTS

EU Notified Body 

UL Accepted Body(USA)

MoUs with: FMRC(USA), Ministry of Labour(Japan), CEDEL(Brazil), LOSC(Australia)
NEPSI(P.R.China), COST(P.R.China),  KISCO(Korea). SIQ(Slovenia)

14.
QUALITY MANUAL

The content of the Quality Manual is relevant to the operations.

15.
INTERNAL AUDIT AND PERIODIC REVIEW

Evidence is seen that PTB operates an appropriate internal audit program

16.
COMPLAINTS

A complaints procedure is available.

17.
WITHDRAWLS AND CANCELLATION OF CERTIFICATES

There is a procedure for withdrawal and cancellation of certificates for cause.

18.
OTHER INFORMATION

 None noted
19.
COMMENTS

Although the candidate ACB is part of a larger organization which is involved  in a number of different activities concerning research, development etc., the certification service as such is organized and operated in compliance with the terms of EN 45011 and -12 

(The possible implications of the governmental subsidizing of PTB, regarding fair competition towards the other IECEx member bodies, are not evaluated by the assessment team).
20.
RECOMMENDATION

Based on the findings from the initial document review and from the site visit, the assessment team recommends full acceptance of the candidate certification body as IECEx ACB for the product standards applied for as shown in Item 1.6 of this report.

John Bossert                       Janos Hanko                      Trond Sollie

                                                                                        (Lead Assessor)

(This report is essentially prepared by  Mr. Bossert  and Mr. Hanko, upon their site visit to Germany as expert assessors, and is later complemented/finalized by Mr.Sollie as  the lead assessor)
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