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Results and Analysis of Proficiency Test of Human Albumin Protein Content
Measurement

Wang Minli, Wang Qingzhou, Liu Yadan, Xu Miao, Hou Jifeng™ (National Institutes for Food and Drug Control,
Key Laboratory of the Ministry of Health for Research on Quality and Standardization of Biotech Products,
Beijing 100050, China)

Abstract Objective: To evaluate the proficiency of the human albumin protein content measurement of
the authorized blood products batch issued by institutes for drug control and other relevant enterprises or
laboratories. Methods: Qualified human albumin products were selected as raw materials to be mixed, sterilized
and subpackaged. The samples were distributed to eleven laboratories to determine the protein content according
to the method of Kjeldahl determination of China Pharmacopeia (2015 edition, part I1I) for cooperative
calibration and establishment of verification value. The samples were handed out according to the requirement of
proficiency test and the results of cooperative calibration were used as the reference to evaluate the proficiency of
the participants. Results: The verification value and reference (193.30+5.08) g.L"' of the samples for proficiency
test were established. Among the 13 participants, 10 laboratories were excellent, 1 laboratory was satisfactory,
and 2 laboratories were unsatisfactory. The overall satisfactory rate was 84.6%, excellent rate was 76.9%, and the

failure rate was 15.4%. Conclusion: The proficiency test results of 7 blood products batch issued by institutes
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for drug control were excellent. The proficiency test results of some enterprise laboratories were satisfactory. But

the testing results of few laboratories were unsatisfactory and needed to be investigated and improved.

Keywords: proficiency test; human albumin; blood product; protein content measurement; Kjeldahl

determination; laboratory quality management
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