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Determination of related substances in Ambroxol Hydrochloride Injection by HPLC
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Abstract: Objective To develop a method for the determination of related substances in Ambroxol Hydrochloride Injection. Methods
The analysis was performed on an Agela Venusil MP C;g column (250 mmx4.6 mm, 5 um). The mobile phase was ammonium dibasic
phosphate buffer (pH 4.0)-methanol (40:60) with flow rate at 1.0 mL/min. The detection wavelength was 250 nm and column
temperature was 30 ‘C. Results The minimum detection limit of ambroxol hydrochloride and trans-4-[[(2-amino-3,5-dibromo-
phenyl) methyl] amino]-cyclohexanol was 15 ng and 30 ng, respectively. The calibration curve of impurity was linear in the range of
0.72—1.68 pg/mL (+=0.999 6); An average recovery rate of 101.32% was obtained with RSD 0.92% (n=9). Conclusion This
method is simple, accurate and with good specificity and could be used to determine the related substances in Ambroxol Hydrochloride
Injection.
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Fig.1 HPLC chromatograms of blank adjuvant (A), ambroxol hydrochloride (B), impurity (C), and Ambroxol Hydrochloride

Injection (D)
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Table 1 Determination of related substances in Ambroxol

Hydrochloride Injection
[ fit 5 GRYTY%  Bw%
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¥ 927720 0.076 0.64
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g 15 mg/ 100648 0.074 0.35
¥ 100649 0.080 0.45
100650 0.071 0.42
30 mg 100319 0.072 0.36
¥ 100320 0.071 0.35
100321 0.079 0.38
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