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ABSTRACT

Accreditation laboratory comply with ISO/IEC 17025: 2005 was one of process to indicate
the quality of the laboratory. The study objective was to analyze the trend of assessment conditions and
analyzed the condition of main causes found in most of laboratories for improvement of the quality
management system and technicality. The collection of conditions on accredited assessment for public
health laboratory or health product capability was that provided public laboratories service for both
government and public laboratories service in accordance with ISO/IEC 17025: 2005 from the fiscal year
2008 to 2011. The data were collected from 88 laboratories, which comprised of 73 from government
public laboratories service and 15 private public laboratories service that was 41% of all 215 accredited
laboratories. During 2008-2011, result of this study showed 9 (36%) requirements of all that the government
public laboratories service were likely should up trend on management and technical condition, as same
as 5 (20%) requirements of all that the private public laboratories service were likely should up trend on
management and technical conditions. particular, the government and private public laboratories
service were likely should most condition sideway trend on management and technical requirement
condition which was clearly shown unstable. However, the most case of condition found from
the government and private laboratories services were technical condition according to ISOIEC 17025:
2005, No. 5.4 (testing/calibration and method using validation). Result of analyzes the condition main
causes found that test method was not consistency with the reference method, validation of methods
and the estimation of uncertainty of measurement was incorrect. Therefore, the laboratory should use
them to improve their quality management system for maintain the quality management system as an
effective laboratory testing unit.
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1 ISO/NEC 17025: 2005

ISO/IEC 17025: 2005
4

4 (Management Requirement)
4.1 (Organization)
4.2 (Management system)
4.3 (Document control)
4.4
(Review of requests, tenders and contracts)
45 (Subcontracting of tests and calibrations)
4.6 (Purchasing services and supplies)
4.7 ‘ (Service to the customer)
4.8 (Complaints)
49 /
(Control of nonconforming testing and/or calibration work)
4.10 (Improvement)
411 (Corrective action)
412 (Preventive action)
4.13 (Control of records)
4.14 (Internal audits)
4.15 (Management reviews)
2 % (Technical Requirements)
51 (General)
52 (Personnel)
5.3 (Accommodation and environmental conditions)
54 /
(Test and calibration methods and method validation)
55 (Equipment)
5.6 (Measurement traceability)
5.7 (Sampling)
5.8 (Handling of test and calibration items)
5.9
(Assuring the quality of test and calibration results)
5.10 (Reporting the results)

(Trend Analysis)
(Cause and Effect Analysis)
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ISO/IEC 17025: 2005 . .2551 . .2552 . .2553 . .2554
4.1 9 18 25 37
4.2 6 14 16 16
4.3 18 24 41 48
4.4 4 5 14 14
4.5 2 5 7 4
4.6 8 16 1 14
4.7 1 7 10 10
4.8 1 6 8 7
4.9 6 n 15 18
4.10 1 6 7 10
411 1 7 9 8
4.12 1 6 6 17
4.13 13 18 28 18
4.14 n 10 n 14
4.15 2 6 13 7
51 2 1 3 4
5.2 13 32 30 38
5.3 4 14 18 7
54 82 129 156 151
5.5 39 63 78 79
5.6 13 17 23 19
5.7 1 2 0 1
5.8 15 26 20 20
59 13 25 33 20

5.10 9 24 16 22
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Control Chart
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