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Determination of the contents and related substances in Ambroxol hydrochloride orallydisinte-
grating tablet by HPLC

TANG Nan, ZHANG Dan , SUN Wen- xia ,QIU Li— ying, ZHAO Xi
( West China School of Phamacy, Sichuan Unwersity, Chengdu 610041, China)

Abstract: OBJECTIVE To establish a method for determination of the contents and related substances in Ambroxol hydrochloride orallydis
integrating tablet. METHODS HPLC method was adopted with a Hypersil Cig column ( 250 mm X 4. 6 mm, 10 Hm) , and the mobile phase
consisted of methyl alcohol= 20 mmol* L™ ' NaH,PO4— triethylamine (50 50 0. 1, adjusted to pH 3. 6020. 1with phosphoric acid). The UV
detection was at 244 mm and the flow rate was 1.0 ml* min~ '. RESULTS The calibration curve was linear(r= 0. 9999) wihin the range of
2.5~ 60.0 Bg*ml™" for Ambroxol hydmochloride. The average recovery was from 100.9% to 103.2% for three different levels of the amount of
Ambroxol hydrochloride, with RSD was from 0. 67% to 1. 09% . CONCLUSION This method is simple, rapid, accurate and effective for test-
ing content and related substances in Ambwxol hydwchloride orallydisintegrating tablet. This method is suiable for the quality control of Anr
broxol hydrochloride orallydisintegrating tablets.
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