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Specifying of Pharmaceutical Products,
Cosmetics and Medical Devices in the
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Bureau of Laboratory Quality Standards,
Department of Medical Sciences
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! Bureau of Laboratory Quality Standards, Department of Medical Sciences, Nonthaburi 11000, Thailand
’Regional Medical Sciences Center 9 Nakhon Ratchasima, Department of Medical Sciences,

Nakhonratchasima 30000, Thailand

ABSTRACT The specifying of laboratory accreditation scope of international standards is of considerable
importance to the issuing of laboratory accreditation certificate according to the requirements of the international
standard ISO/IEC 17025. Since 2013, the Bureau of Laboratory Quality Standards (BLQS) has determined
a guideline to define format and specify scopes of laboratory accreditation. Currently, types of pharmaceutical
products, cosmetics and medical devices are shown more varieties and relevant regulatory announcements are
revised and issued. These changes affect to the guideline for specify accreditation scope not only the processes
of pre-and post-accreditation but also the duration of the overall processes. The purpose of this study was
to analyze problems from collected data to suggest the current context to revise the guideline for specifying
of pharmaceutical products, cosmetics and medical devices to be mentioned in the accreditation certificate
of BLQS. The study was compiled from the accreditation applications in the fields of pharmaceutical
products, cosmetics, and medical devices of 28 from 127 (22.05%) laboratories with comparative data before
and after accreditation from the year 2020 to 2022. The results showed that the accreditation scopes specified
were deviated from the guidelines and the requirements of BLQS in the fields of cosmetics, medical devices,
and pharmaceutical products which were 55%, 38% and 7% respectively. This study indicated that those
relevant parties in the laboratory accreditation process did not have the consistent understanding of how
to specify the accreditation scope. In addition, there were more varieties of health products according to
the current situation. Therefore, this result will be useful for operators and related parties to accurately
and clearly identify the accreditation scope to be applied for the intended purpose and reduce problems

from correction.

Keywords: Scope of accreditation, ISO/IEC 17025, Pharmaceutical products, Cosmetics, Medical devices
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