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Abstract: Objective To select the best stabilizer for the preparation of quality control products for the bi-
ochemical tests of seminal plasma and evaluate its homogeneity,stability as well as monitor its routine quality
control data to gain stable seminal plasma biochemical quality control products. Methods Three different sta-
bilizer formulation schemes (ethylene glycol/propylene glycol/glycerol+ chloramphenicol) were used to pre-
pare quality control products. The performance of quality control products was evaluated by semen biochemical
test items (including neutral alpha-glucosidase, citric acid. fructose and zinc), and the best stabilizer scheme
was selected. Results The results of ANOVA demonstrated that the F of self-made seminal plasma biochemi-
cal quality control products were over critical value 2. 39, which were statistically significant (P<C0. 05). The
quality control products of the plasma neutral alpha-glucosidase used glycol as stabilizers, the measurement da-
ta was Sg>>0. 30,suggesting that there was a between-bottle difference in those quality control products. The
other indicators were S¢<{0. 35,showing no between-bottle difference in those items. The results of the t-test
analysis were performed between day 8,15,22,29,36 and 1, which had inferior results compared with critical
value 2. 57,showing that self-made seminal plasma biochemical quality control products have better stability
and can maintain for 36 d. The routine quality control monitoring data showed that the measured quality con-
trol data of self-made quality control products were uniformly distributed within the range of £ 3s,and the

change of CV value was within 15%. the CV value of propylene glycol group was within 10%. Conclusion
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The test results of neutral alpha-glucosidase in the quality control product plasma added with ethylene glycol

is different between bottles, which may be caused by improper operation of personnel. Propylene glycol was

added to the quality control products and the stability of each item was the best. The performance evaluation

results of the three quality control products met the clinical requirements.
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