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Abstract: Objective To prepare the homogeneity, stability and applicability of lyophilized control mate-
rials for quantitative determination of glucose— 6 —phosphate dehydrogenase (G6PD) ,and to provide quality as-
surance for Guangxi G6PD deficiency screening and diagnosis.  Methods The anticoagulated whole blood
from healthy volunteers was used as the matrix. A small dose of G6PD pure analyte at different proportions
was added to matrix for preparation two different levels of GEPD—lyophilized normal and deficient control ma-
terials. Freeze—drying was performed after aliquots. According to CNAS—GLO03 “Guidance on Evaluating the
Homogeneity and Stability of Samples Used for Proficiency Testing”, the homogeneity and stability of quality
—controls were evaluated after re — dissolution. The applicability was evaluated by different domestic brand
quantification kits. Comparing the self —made control materials with the import control materials in interior

quality control was done. Results One—way ANOVA analysis of homogeneity indicated that G6PD meas-

urements had no statistical differences ( P >>0. 05) after dispensing, lyophilization, re—dissolution of the con-
trol materials. Within anticipation observation time, the sealed lyophilized control materials were stable for one

year and the unsealed bottle controls were stable for 3 days at 2 to 8 °C. Applying to different quantitative de-

© EE£WMA ) & BB TATRTRE(22012321)
@ #if{E#E ,E— mail:zhouxyang@126. com

307 —



2016 4F

EERANEY PRV SR

503 4

tection kits, the same coincidence rate was obtained by qualitative determination, and quantitative results were

comparable. In internal quality control, the coefficient of variation (CV) in normal and deficient Randox quali-

ty control materials and in normal and deficient homemade quality control materials was 2. 60% ,5. 92% and 2.

99%,6.29%, respectively.

Conclusion The homemade G6PD lyophilized control materials have better hom-

ogeneity and stability, which can be applicable for quantitative detection and can be used in internal quality con-

trol; and can meet the needs of Guangxi G6PD screening laboratories in internal quality evaluation.
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