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Determination of related substances in Trimetazidine Dihydrochloride Modified
Release Tablets by RP-HPLC
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Abstract: Objective To establish an RP-HPLC method for the determination of related substances in Trimetazidine Dihydrochloride
Modified Release Tablets. Methods The separation was performed on a Diamonsil C;g column (250 mmx4.6 mm, 5 um) with the
mobile phase of 0.012 mmol/L heptane sulfonic acid sodium solution (pH 3.5) - methanol - acetonitrile (55 : 36 : 9). The flow rate
was 1.0 mL/min with injection volume of 20 pL, the temperature of column was set 30 C, and the detection wavelength was set at 210
nm. Results Trimetazidine dihydrochloride and its related substances could be completely separated under the conditions. The
detection limits of trimetazidine dihydrochloride, impurities A, B, and C were 10.2, 4.4, 4.5, and 8 ng. Conclusion The method is
simple, quick, accurate, and reliable, which can control the related substances in Trimetazidine Dihydrochloride Modified Release
Tablets.
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Fig.1 Chromatogram of system suitability test
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Table 1 Determination of related substance in Trimetazidine Dihydrochloride Modified Release Tablets
R ) it F A% =) B/% H= C1% H AL A5/ % TN Y%
2013 131101 0.12 0.23 0.11 AL 0.46
131102 0.10 0.34 0.10 R 0.44
131101 0.10 0.30 0.12 ARAH 0.52
2012 120901 0.13 0.20 0.26 AT 0.59
120902 0.15 0.26 0.28 R 0.69
120903 0.12 0.27 0.24 ARA 0.63
2010 100611 0.38 0.31 0.49 A H 1.18
100612 0.41 0.29 0.40 R 1.10
100613 0.43 0.35 0.44 ARA 1.22
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Fig. 2 HPLC chromatograms of reference substances (A)

and Trimetazidine Dihydrochloride Modified Release

Tablets (B)
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