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Determination of Tioguanine and Its Related Substances by RP-HPLC

CHEN Dongfen, DENG Zuyue(Zhejiang Institute for Food and Drug Control, Hangzhou 310004, China)

ABSTRACT: OBJECTIVE To establish a reversed-phase high performance liquid chromatography (RP-HPLC) method for the
determination of the tioguanine tablet and its related substances. METHODS The analytical column was Altima C;g and the
mobile phase was 0.05 mol-L™" sodium dihydrogen phosphate acid (pH 3.0). The column temperature was maintained at 35 ‘C. The
detection wavelength was set at 248 nm. The flow rate was 1.0 mL-min"'. RESULTS Tioguanine was linear in the range from 8 to
120 mg-L™" (=0.999 9). The average recoveries were 99.27%. Guanine was linear in the range of 0.1-40 mg-L™" (+=0.999 9). The
limit of detection was 0.08 mg-L™". The average recoveries were 100.23%. CONCLUSION = The method was proved to be accurate,
sensitive and precise and showed highly specific. It can be applied for the content assay, as well as the related substances of
tioguanine tablet.
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Fig 1 Chromatograms of tioguanine and guanine
A-reference substance; B—tioguanine tablet; 1-guanine; 2—tioguanine
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Fig 2 HPLC chromatogram of thioguanine tablet and its degradation products
A-blank accessory; B—destroyed by alkali; C-destroyed by acid; D-destroyed by heat; E-destroyed by strong light; F-destroyed by H,0,; 1-guanine;

2-tioguanine
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Tab 1 Recovery for thioguanine assay(#=9)

TN E/mg  W5E E/mg FeR/% PR %  RSD/%
31.32 3118 99.54
31.67 31.48 99.40
31.63 31.40 99.28
40.21 39.90 99.24
40.51 40.16 99.14 99.27 0.20
39.71 39.32 99.01
47.60 4723 99.23
47.92 47.60 99.33
47.60 4727 99.30
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Tab 2 Recovery for guanine assay (#=9)

IAB/mg  WER/mg  FECR%  CPIEGR% RSD%
0.2 0417 100.61
0.2 0.415 100.31
0.2 0414 100.64
04 0.617 100.75
04 0.612 99.98 100.23 0.23
04 0.614 99.62
0.6 0.813 100.04
0.6 0.814 99.91
0.6 0.817 100.23
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Tab 3 Content and individual impurity of thioguanine
tablet(n=3)

5 TE% KM%
070703 95.06 0.46
070801 94.81 0.54
080401 93.49 0.67
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