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Study on the Determination and Related Substances of Anisodamine Hydrobromide Injection

LING Xiao, ZHAO Haiyun, WANG Guojin, XU Zhizhou, SHI Guosheng*(lnstitutefor Food and Drug Control of
Shandong Province, Jinan 250101, China)

ABSTRACT: OBJECTIVE To establish a method to determine the content and related substances of anisodamine
hydrobromide injection. METHODS The analysis was performed on an Intersil ODS-3 C;g column(250 mmx=4.6 mm, 5 pm)
and the mobile phase consisted of 0.01 mol-L™! potassium dihydrogen phosphate solution(with 0.15% triethylamine, adjust pH to
6.5 with phosphoric acid) and methanol(70 : 30). The flow rate was 1.0 mL-min™'. The column temperature kept at 35 °C, and
the detection wavelength was 220 nm. RESULTS Main peak, atropic acid, atropine and other individual impurity peaks were
separated. The anisodamine hydrobromide was linear in the range of 0.25-2.5 mg'mL™'(=1.000), atropine and tropic acid were
linear in the range of 1-100 pg-mL™'(»=0.999). The average recoveries of anisodamine hydrobromide, atropine and tropic acid
were 99.5%—-100.8% during tests in their high, middle and low concentrations. The anisodamine hydrobromide’s detection limit
was 0.2 ng and the limit of quantification was 0.7 ng. The atropine and tropic acid’s detection limit were 0.15 ng and the limit of
quantification was 0.17 ng. CONCLUSION The method is rapid, accurate, sensitive and reliable for content determination of
anisodamine hydrobromide injection and its related substances.
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Fig1 Chromatograms of the specificity validation

A—degradation products in acid medium; B—degradation products in alkaline medium; C—degradation products in oxidation medium; D—degradation
products under high temperature; E—degradation products under strong light; F—excipient blank solution; G—System suitability solution; 1—anisodamine
hydrobromide; 2—tropic acid; 3—atropine
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Tab 1 Results of samples’ related substances(n=3)
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Fig. 2 Chromatograms of sample’s related substances
A-liquid Chromatograms; B—thin layer chromatography; 1—anisodamine
hydrobromide; 2—tropic acid; 3—atropine; 4—anisodamine hydrobromide
injection(120601)
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