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Problems and Guideline to Develop the Consumer
Health Products Testing Laboratories for Applying
Accreditation According to ISO/IEC 17025: 2005

Jurai Chotchanathaweewong™

ABSTRACT

A study of assessment reports of 85 laboratories applied for accrediting of consumer
health products testing from Bureau of laboratory Quality Standards, Department of Medical
Sciences during 2005-2007 reveals that incidents of nonconformance were found to be 37.96%
and 62.04% for the management requirements and technical requirements, respectively. Most
of the non-conformances were relevant to document control, lacking of knowledge and
understanding for the testing methods and method validation. The results from this study
reveal information that may be useful as guidance to testing laboratories and internal auditors
for learning, solving and prevention the problems before applying accreditation. This study
also provides basic information to relate agencies so that they may be use it for establishing and
developing system for quick accreditation to laboratory, leading to upgrading the quality level of
the standard of the testing laboratories in Thailand to keep pace with those in order to facilitate

consumer protection and international trade of health products.

Keywords: problems of nonconformance, laboratory development, health products, accreditation,
ISO/IEC 17025: 2005
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