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Assessment of ochratoxin A exposure in Gejie Dingchuan Pills and evaluation of its
maximum limit levels

HUANG Xiao-Yan', SONG Jia-Hong', WU Yue', WU Jian-Hong’, HUA Xiao-Yi'""

(1. Wuxi Institute of Drug Safety Control, Wuxi 214000, China; 2. The Affiliated Mental Health Center of Jiangnan University,
Wuxi 214000 , China)

ABSTRACT: Objective Evaluation of ochratoxin A (OTA) contamination in Gejie Dingchuan Pills. Methods Eighty-
six samples from seven pharmaceutical manufacturers were analyzed for OTA content using ultra-high-performance liquid
chromatography-tandem mass spectrometry. Results The method displayed excellent linearity within the range of concentrations
0.1~10 ng/mL. The limits of detection and quantification were 0.2 pg/kg and 1 ng/kg, respectively. Seventy-two samples were
detected to be contaminated with OTA, resulting in an 84% positive rate. Furthermore, ten samples failed to meet the required
standards, reflecting a failure rate of 12%. The actual sample test results showed that the OTA detection rate of Gejie Dingchuan
pills was high and the pollution was serious, which suggested the urgency of detecting and determining the maximum OTA limit of
proprietary Chinese medicine. Conclusion  This study assesses the extent of OTA contamination in Gejie Dingchuan pills, offering
a scientific basis for future investigations of OTA maximum limits in Chinese proprietary medicines.
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Table 1 Gradient elution conditions
5 ] (min) WA A(%) T B(%)
0~5 45—10 55—90
5~7 10 90
7~7.1 10—45 90—55
7.1~10 45 55
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Table 2 Multiple reaction monitoring (MRM) parameters
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Table 3  Recovery tests
IRk F-(ng) PR ) bR (%)
20 922 1.3
100 89.1 1.1
400 86.8 1.3
R KE R N KEA
= 70ug/ke — — At > rth
20~70ue/ke M 20 ~47ug/kg q
0--20pg/kg \»

0--20pg/kg

2 / A
Fig.2 Pie charts of OTA concentration in water honey and small/
big honey pills
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Multiple reactions monitoring chromatograms of the specificity test
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