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Determination of Simvastatin in Simvastatin Cream Preparation for External Use in
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Abstract: Objective To establish an ultra — high — performance liquid chromatography (UPLC) method for the determination of
The chromatographic column was ACQUITY UPLC BEH C; column

(100 mm x 2.1 mm, 1.7 pm) , the mobile phase was acetonitrile — water (52:48,V/ V) ,the flow rate was 0.6 mL/ min, the

simvastatin in Simvastatin Cream Preparation. Methods
detection wavelength was 238 nm, the column temperature was 30 °C, and the injection volume was 5 pL. Results The linear
range of simvastatin was 4. 132 - 20. 660 pg/mL (R*=0.999 4,n=5). The RSDs of precision,stability and repeatability tests were
all lower than 2.0%. The average recovery rate of simvastatin was 100.20% with an RSD of 2.20% (n =9). Conclusion The

established method is rapid and accurate,which can be used for the quality control of Simvastatin Cream Preparation.
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Fig.1 UPLC chromatograms

82



202348 H 20 H 55 32 #5455 16 4]
Vol. 32,No. 16, August 20,2023

¥ %

China Pharmaceuticals

TR

Inspection and Test

F1 ERIRIEER(n=9)
Tab.1 Results of the recovery test (n=9)

NE(mg) MFEF(mg) BKE(%) X(%) RSD(%)
42.08 42.55 101. 12
42.08 42.27 100. 45
42.08 41.98 99.76
52.60 53.15 101. 05
52. 60 53.91 102. 49 100. 20 2.20
52. 60 54. 60 103. 80
63.12 61.34 97. 18
63.12 61.77 97. 86
63.12 61.93 98. 11
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