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With a long history of the use of internal quality control and external quality
assessment schemes, there is now a requirement for international guidance on the
implementation of quality systems. In recent years there have been many developments
in the field of quality assurance which have led to new and improved guides and
standards. This present day, many countries have adopted Internation Organization for
Standardization 9000 (ISO-9000) series which has been developed in the interests of
international harmonization and international trade. It has been developed on the basis
for establishing quality systems in laboratories and for recognizing their competence
by accreditation. This international standard guide provides a mechanism for promoting
confidence in calibration and testing laboratories that can show they operate in accordance
with its requirements and facilitate cooperation between laboratories to assist in the
exchange of information and experience, and in the harmonization of standards and
procedures. This guides sets out the general requirements in accordance with which a

laboratory has to demonstrate that it operates.

The concept of quality assurance system and laboratory accreditation is
accepted and successfully performed in many countries in North-America, Europe,
Australia and Asia. Moreover, the standardization is recognized as a fundamental part

of health care and is more and more demanded. This situation also influence the
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laboratory management in our country for the adoption of the international standard
guide, ISO-9000. To establish the suitable quality assurance system and laboratory

accreditation, the detail of concept, performance and accreditation need to be understood.
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