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Content Determination of Dimethylamine in Metformin Hydrochloride Sustained — Release
Tablets by RP — HPLC with Pre — Column Derivatization
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Abstract: Objective To establish a reversed phase high performance liquid chromatography(RP — HPLC) method with pre — column
derivatization for the content determination of dimethylamine in Metformin Hydrochloride Sustained — Release Tablets. Methods The sam-
ples were derivatized by 2,4 — dinitrofluorobenzene and analyzed by the HPLC method. The chromatographic column was XDB - Cis col-
umn (150 mm x4.6 mm,5 pm),the mobile phase was 0.1% phosphoric acid solution(A) — acetonitrile (B) , gradient elution(0 min
40% B;12 min,55% B;13.2 min,75% B;18 min 40% B),the detection wavelength was 380 nm,the flow rate was 1.2 mL/min,and
the column temperature was 30 °C. Results The dimethylamine showed good linear relationship with peak area in the range of 0.2 —
0.6 wg/mL(7r=0.999 1).The limit of detection was 4.59 ng/mL and the limit of quantification was 17.80 ng/mL. The average re-
covery rate was 98.00% ,and the RSD was 1.37% (n=9). Conclusion The method is sensitive and easy to operate,which can be
used for the content determination of dimethylamine in Metformin Hydrochloride Sustained — Release Tablets.
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