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INTERNATIONAL ELECTROTECHNICAL COMMISSION SYSTEM FOR ERTIFICATION TO STANDARDS RELATING TO EQUIPMENT FOR USE IN EXPLOSIVE ATMOSPHERES (IECEx SYSTEM) 
Circulated to: Ex Management Committee, ExMC 
TITLE: IECEx Assessment Report for the acceptance of Agencija za prostore ugrožene eksplozivnom atmosferom (Ex-Agencija), Croatia, as an IECEx Test Laboratory (ExTL) within the IECEx System. 
INTRODUCTION

This document contains the IECEx Assessment Report for the acceptance of Agencija za prostore ugrožene eksplozivnom atmosferom (Ex-Agencija), Croatia, as an IECEx Test Laboratory (ExTL) within the IECEx System. 
In accordance with IECEx 01 Basic Rules, and given that the ExMC 2011 Split meeting is to be held on 8+9 September next, this report is being referred to the 2011 ExMC Meeting to seek their approval of the recommendation to accept Ex-Agencija as an IECEx Test Laboratory .   

Therefore this assessment report is issued for consideration during the next ExMC Meeting being held in Split, Croatia, September 2011, Draft Agenda ExMC/694A/DA. 

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

Agencija za prostore ugrožene eksplozivnom atmosferom, Zagreb, Croatia
IECEx TEST LABORATORY ExTL
Type of Assessment: (please mark)

Initial assessment for Candidate ExTL
X

1. OBJECT AND FIELD OF APPLICATION

1.1. Country: 
 Croatia (HR)
1.2. Name of Candidate TL
Agencija za prostore ugrožene eksplozivnom atmosferom (Ex-Agencija)

(Agency for explosive atmospheres)
1.3. Members of the Assessment Team
Jim Munro, lead assessor

Ron Webb, expert assessor

Fred Lankamp, expert assessor

1.4. Place and Date of Assessment
Bastijanova bb
HR-10001 Zagreb
Croatia
8 – 10 June 2011
1.5. Assessment References
i) IECEx 02 Fourth Edition 2010-08 IECEx Certified Equipment Scheme covering equipment for use in explosive atmospheres – Rules of Procedure
ii) IECEx OD/003-2 Procedures for the assessment, surveillance assessment and reassessment of ExCBs and ExTLs
iii) IECEx OD/009 Edition 2 2010-08 Issuing of CoCs, ExTRs and QARs 

iv) ISO/IEC 17025:2005

v) IECEx Technical Guidance Documents (TGDs)

vi) ExTAG decision sheets (DSs)

vii) ExTL application documents dated 2011-01-22 

1.6. Scope of Application 
	Number 
	Title 

	60079-0 

Edition 5
	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 5 
	Explosive atmospheres -
Part 11: Equipment protection by intrinsic safety “i”

	60079-15

Edition 4 
	Electrical apparatus for explosive gas atmospheres -
Part 15: Construction, test and marking of type of

protection "n" electrical apparatus

	60079-18

Edition 3 
	Electrical apparatus for explosive gas atmospheres -
Part 18: Construction, test and marking of

type of protection encapsulation "m"

electrical apparatus

	60079-25

Edition 2
	Electrical apparatus for explosive gas atmospheres -
Part 25: Intrinsically safe systems

	60079-26

Edition 2 
	Explosive atmospheres -
Part 26: Equipment with equipment protection

level (EPL) Ga

	60079-27

Edition 2 
	Explosive atmospheres –

Part 27: Fieldbus intrinsically safe concept (FISCO)

	60079-31

Edition 1
	Explosive atmospheres – 

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

	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'

	61241-18

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


Note 1: The latest editions of standards are shown above but earlier editions are also considered to be covered.

Note 2: Ex e and Ex nA machines with rated voltage exceeding 1 kV cannot be tested at Ex-Agencija or its contractors, but can be handled by witness testing, according to OD 024  IECEx Rules of Procedure covering testing, or witnessing testing at a manufacturer’s or user’s facility
1.7. Candidate TL Persons Interviewed
	Name
	Position

	Stipo Đerek
	CEO, Head of Certification Body

	Damir Korunić
	Head of Department of equipment certification,

Deputy of Head of certification body

	Krešimir Cofek
	Head of Laboratory 

	Marko Ružić
	Quality System Manager


1.8. Legal Entity of The Candidate TL

Ex-Agencija is a public, non-profit institution established by the Croatian government.   The decree number 60/02 dated 23 May 2002 and a later revision 98/06 establishing Ex-Agencija were viewed.  The body is owned by the government and a governing council was established by the government for general oversight.  But the government is not involved in the day-to-day operation of the facility.   A report is made every year to the governing council and it then goes to the government.  The latest report was viewed.  This included the financial report for 2010 compared to 2009.

Ex-Agencija is registered as a company.  The documents for the original registration and for subsequent registration to address the appointment of Stipo Đerek as Director General were sighted.

1.9. Associated ExCB
Both ExCB and ExTL are integral parts of Ex-Agencija.
1.10. Financial Support
Ex-Agencija has the financial stability and resources required for the operation as test laboratory from income fees for testing, certification, auditing of manufacturers QMS, technical supervision of plants with explosive atmospheres and customer training.
1.11. History
The former S-KOMISIJA (S-COMMISSION) was established as a “Commission for testing Ex-equipment” by decision of the Ministry of the former Yugoslavia, dated 16th July 1949.  In 1992 S-Komisija became the national authorized body for testing and certification of Ex-equipment and technical supervision of plants in areas at risk of explosive atmospheres in the Republic of Croatia. In 2002 the status was changed by Government decision published in the “Official Gazette” no. 60/02 and 98/06, which established the Agencija za prostore ugrožene eksplozivnom atmosferom (officially shortened to Ex-Agencija), as a public non-profit institution that carries on the activities of S-Komisija. 

2. ORGANISATION
Tables below to be initially completed by applicant or body being re-assessed
2.1. Names, Titles and Experience of the Senior Executives



	Name
	Title
	Experience

	Krešimir Cofek
	Head of test laboratory 
	33 years, all in Ex-field

	Mario Mačković
	Deputy Head of test laboratory
	7 years, all in Ex-field


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

	Name
	Title
	Experience

	Marko Ružić
	Quality Management Representative
	7years


2.3. Name and Title of Nominated Principal Contact

	Name
	Title
	Comments

	Krešimir Cofek
	Head of test laboratory 
	k.cofek@ex-agencija.hr 


2.4. Employees

	Name
	Title
	Experience

	Slobodan Sertić
	B.Sc. (E.E.)
	24 years, all in Ex-field

	Damir Korunić
	B.Sc. (E.E.)
	14 years, 10,5 in Ex-field

	Ana Hađak
	B.Sc. (E.E.)
	10 years, 7,5 in Ex-field

	Mario Mačković
	B.Sc. (M.E.)
	7 years, all in Ex-field

	Alenko Vraneš
	B.Sc. (E.E.)
	14,5 years, 7,5 in Ex-field

	Munira Gamma
	B.Sc. (E.E.)
	6,5 years, 5,5 in Ex-field

	Marino Kelava
	B.Sc. (E.E.)
	9 years, all in Ex-field

	Nediljko Piplica
	Technician (Electrotechnics)
	34,5 years, all in Ex-field

	Željko Vujević
	Ing. (Electrotechnics)
	20 years, 9,5 in Ex-field

	Predrag Stipković
	Technician (Mechanical)
	14,5 years, 7,5 in Ex-field


2.5. Organizational Structure

 The organizational structure is shown in Annex 1.
3. RESOURCES

Ex-Agencija has the appropriate resources of facilities, staff, procedures and test equipment to carry out the testing and assessment to the standards proposed for their scope in this report.
4. DOCUMENTATION
4.1. Quality Manual

Ex-Agencija has a general Quality Manual (PQ) that has been prepared in accordance with requirements of the standard ISO 9001:2008.

For testing services Quality Manual (PQI) has been prepared in accordance with requirements of the standard ISO/IEC 17025:2005 + Cor 1:2006 plus Ex-products conformity assessment in accordance with applicable documents of the IECEx Certified Equipment Scheme.
4.2. Procedures

Operational procedures are available according to ISO/IEC 17025 and applicable documents of the IECEx Certified Equipment Scheme. Quality manual (PQI) makes reference to these procedures. Procedures PQI B-21 to PQI B-32 and PQI B-33 are relevant for testing and prepared for ExTRs.

4.3. Work Instructions

Ex-Agencija has a good range of work instructions covering specific tests required by IEC standards (refer to 1.6 Scope of application of this application form).  PQI RU-021 to PQI RU-070 are the work instructions in place.
4.4. Records

Certification/testing documentation is securely stored in Ex-Agencija’s archive under restricted access as described in the quality manual. This storage was viewed and found to be appropriate.  All other records, prepared during the certification process are archived in the associated separate files.   These are stored in the office of the Head of the Laboratory.  This is within the test building which has an electronic secure access system. Certification documents are retained indefinitely.  The policy is that test records be kept for a minimum of 10 years but to date none have been destroyed
4.5. Document Change Control

The Ex-Agencija’s document control procedures are detailed in Chapter 4.2.3 of the quality manual PQ. Only one hard copy of each document is held and these are with the Quality Management Representative.  All copies for use by staff are in electronic form on the server.  Procedure OD-007 contains the statement that all printed versions used by staff are considered to uncontrolled.

4.6. Test Records

Test records and conformity assessment records (forms PQI C-xxx), which include test reports (TR = measurement & test) and ExTR are archived as described in the quality manual in Ex-Agencija’s archive. 
5. TEST REPORTS 
5.1. Test Reports Issued

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

	Standards
	Title
	Number of issued test reports

	
	
	2007
	2008
	2009
	2010
	Total

	IEC 60079-0 

EN 50014
	General requirements
	34
	37
	17
	14
	102

	IEC 60079-1

EN 50018

	Flameproof enclosure "d"
	13
	18
	19
	12
	62

	IEC 60079-2 

EN 50016

	Pressurized enclosures "p"
	2
	/
	/
	1
	3

	IEC 60079-5

EN 50017 
	Powder filling "q"
	/
	/
	/
	/
	0

	IEC 60079-6

EN 50015 
	Oil immersion "o"
	/
	/
	/
	/
	0

	IEC 60079-7

EN 50019
	Increased safety "e"
	6
	4
	5
	5
	20

	IEC 60079-11

EN 50020
	Intrinsic safety "i"
	7
	9
	4
	4
	24

	IEC 60079-15

EN 50021
	"n" type of protection 
	/
	/
	/
	/
	0

	IEC 60079-18

EN 50028
	Encapsulation "m"
	2
	/
	/
	2
	4

	IEC 60079-25

EN 50039
	Intrinsically safe electrical systems "i"
	/
	3
	/
	/
	3

	IEC 60079-26

EN 50284
	Electrical apparatus for zone 0 (Equipment EPL Ga); (Equipment Category 1G)
	/
	/
	/
	/
	0

	IEC 60079-27


	FISCO Fieldbus Intrinsically Safe Systems
	/
	/
	/
	/
	0

	IEC 60079-31


	Equipment dust ignition protection by enclosure "t"
	/
	/
	/
	/
	0

	IEC 61241-0

EN 50281-1-1
	Electrical apparatus for use in the presence of combustible dust - General requirements
	1
	5
	/
	1
	7

	IEC 61241-1 

EN 50281-1-1
	Electrical apparatus for use in the presence of combustible dust 
Protection by enclosures "tD"   
	/
	/
	/
	/
	0

	IEC 61241-4
	Electrical apparatus for use in the presence of combustible dust 
Protection by enclosures "pD"
	/
	/
	/
	/
	0

	IEC 61241-11


	Electrical apparatus for use in the presence of combustible dust 

Protection by intrinsic safety 'iD'
	1
	5
	/
	/
	6

	IEC 61241-18


	Electrical apparatus for use in the presence of combustible dust 
Protection by encapsulation "mD"
	/
	/
	/
	/
	0


6. CALIBRATION 
Calibration of test and measurement equipment is determined and implemented in accordance with documented procedure PQI B-21.  Nearly all equipment is calibrated externally.  An exception is the calibration of pressure transducers for pressure determination which are calibrated using a dead weight tester and the totalising flow meter for dust testing which is calibrated according to procedure PQI RU-073.  All equipment viewed within Ex-Agencija was in calibration.
7. CONFIDENTIALITY
Confidentiality is defined and implemented as described in the quality manual PQ Clause 4.  Ex-Agencija also considers potential impartiality/conflict of interest aspects whenever assigning work for projects. Through the quality system and corresponding documentation all employees are familiar with the importance of impartiality and maintaining privileged information, and violation of these rules is considered to be a serious offense. All employees sign confidentiality agreements under which they agree to abide by these rules.  Examples of signed agreements by staff were viewed.  
8. NATIONAL ACCREDITATION
Accreditation certificate BR./ No.: 1120 for ISO/IEC 17025 issued by the  Croatian Accreditation Agency HAA (EA MLA signatory) http://www.akreditacija.hr/ .  It is valid to 26/7/2012 (See Annex 2).  The scope of accreditation does not specifically reference IEC 60079-31 but it was advised this was because the accreditation only addresses tests which are already covered by other standards.  The standard is included in the scope for the accreditation of the certifying body as HAA considers assessment part of the certification process.  Notwithstanding the above, Ex-Agencija intend to seek to have IEC 60079-31 shown in the laboratory accreditation after the next visit by HAA.
9. RECOGNITION AND AGREEMENTS

Italian Ministry of Industry, Rome 2010, for testing of Ex-equipment within the frame of ATEX 94/9/EC.
Authorized test laboratory for Bosnia and Herzegovina.
10. INTERNAL AUDIT AND PERIODIC REVIEW

Internal audit is described in the quality manual PQ clause 8.2.2 and associated procedure PQ PO-010. The results of internal audits are presented to the management during management review of the system. Internal audit performance plan is made every year for the whole year.  The plan for 2011 was viewed.  The audit is planned to take place monthly and in the course of a year cover all departments.  The February audit that covered the Department of Equipment Certification and the Laboratory for Explosion Protection was viewed.  Six NCRs were raised, all of which were subsequently resolved.  

Management review of the system is covered in clause 5.6 of the quality manual PQ.  
Periodic Management Review is normally done around April each year.  The minutes for the meeting that took place on 29 April 2011 were reviewed.  They included reference to matters relevant to IECEx, including the goal of achieving acceptance as an ExCB and ExTL from IECEx in 2011.

11. COMPLAINTS AND APPEALS (Including appeals to IECEx)

Resolving of complaints and appeals is determined and implemented in accordance with documented procedure PQI B-28. The provision for appeals to IECEx is shown in the information that goes to the applicant but at the time of the assessment was not included in the procedures.  This was later corrected to the satisfaction of the assessment team.
12. SPECIAL FACTS TO BE NOTED
12.1. 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:

· Details of issues raised and how these have been resolved.
· Checklist for ISO/IEC 17025.
· Completed technical guidance notes (TGDs) for the General requirements, Ex d, e, i, n, m & mD, p, plus OD025 and OD005.

· Photos of the facilities.
· Assessor notes.
12.2. Tests Witnessed
The following tests were witnessed:

1. For 't' - Dust Ingress Protection IP6X and the associated pressure test

2. For 'i' - Spark ignition test on a power supply
3. For 'd' - Flameproof pressure determination with hydrogen and ethylene

4. For 'd' - Test for non-transmission with hydrogen

5. Temperature rise – at Ex-Agencija  on a luminaire

6. Temperature rise – at the contractor KONČAR on an electric motor

13. COMMENTS (Including issues found during assessment)
Some procedures were revised to include corrections or improvements during the assessment visit.  There were also a few issues identified during the assessment that were later resolved to the satisfaction of the assessment team.  These included: the provision of inductors and capacitors for use with the spark test apparatus, the need to improve dust circulation for dust testing, the need for traceable calibration for the dust flow meter, and the need to record the decisions with accompanying justification for where calibration periods are extended.
14. RECOMMENDATION
Based on the assessment performed on 8 to 10 June 2011, Ex-Agencija is recommended for acceptance in the IECEx scheme as an IECEx Testing Laboratory (ExTL) according to the scope of the standards listed in this document.  
	Jim Munro
Lead Assessor


	Ron Webb

Expert Assessor
	Fred Lankamp

Expert Assessor


Date:  27 July 2011
List of Annexes:

1. Organization Chart for Ex-Agencija  
2. Accreditation Certificate ISO/IEC 17025  

Annex 1

Organisation Chart of Ex-Agencija
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Accreditation Certificate ISO/IEC 17025
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DIRECTOR GENERAL OFFICE
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