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B OE AW AN dmw AR BRASTN Tk, Fik: RARMSREMEE R, &4 4 Diamonsil® Cy, 348
h B Ak B AN it (TR TR R e B840 5.05 g, AmBkE% 3 ml, An K A8 £ 2 000 ml)- ¥ BE- Z A% (55:36:9, V/V/V) , ikik 2 1.0 ml/min,
ALIR A 30 °C A K 4 210 nm, #AEF A 20 plo 45 R B W £ ke 2R E L 0.02~2.0 mg/ml 58 B A 5% @ AR AR
2 RIFO LM RAF(r=0.999 9) ;5 FHE AT M F X RSD<0.2% ;T 3 mAf wlk £ % 100.08% ,RSD=0.2% (n=9) .
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Content Determination of Trimetazidine Dihydrochloride Sustained-release Tablets by RP-HPLC

WANG Hong-mei', LIU Xiao-lan',ZHANG Yi-hua®*(1.Highway Bureau Hospital, Sichuan Province Transporta-
tion Department, Chengdu 611731, China; 2.Hebei Institute for Food and Drug Control, Shijiangzhuang
050011, China)

ABSTRACT OBJECTIVE: To establish a method for the content determination of Trimetazidine dihydrochloride sustained-release
tablets. METHODS: RP-HPLC method was adopted. The separation was performed on a Diamonsil® C.s column with mobile phase
consisted of Heptanesulfonic acid sodium solution (anhydrous heptanesulfonic acid sodium 5.05 g added into phosphoric acid 3 ml
and diluted into 2 000 ml)-methanol-acetonitrile (55:36:9, V/V/V) at flow rate of 1.0 ml/min. The column temperature was 30 C,
and detection wavelength was set at 210 nm. The sample size was 20 pul. RESULTS: The linear range of trimetazidine dihydrochlo-
ride were 0.02-2.0 mg/ml (»=0.9 999). RSDs of precision, stability and reproducibility tests were lower than 0.2%. Average recov-
eries were 100.08% (RSD=0.2% , n=9). CONCLUSIONS: The method is simple, reproducible and specific, and can be used
for the quality control of Trimetazidine dihydrochloride sustained-release tablets.
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Fig 1 HPLC chromatograms
A. substance control; B. test samples; C. negative control
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F1 EFRRERRIELER (n=9)
Tab 1 Results of recovery tests(n=9)

Fefha,mg AR, mg AR, mg FICE, % FHEIE/% RSD, %

25.02 20.04 45.01 99.75
25.05 20.08 45.10 99.85
25.03 20.02 45.11 100.29
25.11 2521 50.37 100.19
25.13 25.05 50.21 100.29 100.08 0.2
25.08 25.06 50.15 100.11
25.06 30.13 55.22 100.09
25.11 30.06 55.20 100.09
25.05 30.04 55.11 100.06
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Ay e aR. %
2013 131101 99.32
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2010 100611 95.82
100612 95.88
100613 95.78
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