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Preparation and Quality Control of Tranilast Nasal Drops

JIN Wei-hua', LIU Yong-sheng', TAN Yong-hong', CHEN Hua', QIU Wei’(1.Dept. of Pharmacy, General Hospital
of Chengdu Military Region, Chengdu 610083, China;2.Dept. of Pharmacy, Luzhou Medicine College, Sich-
uan Luzhou 646000, China)

ABSTRACT OBIJECTIVE: To prepare Tranilast nasal drops, and to control the quality. METHODS: Water was used as menstru-
um, and meglumine was used as cosolvent to prepare Tranilast nasal drops; the contents of tranilast were determined by HPLC;
and the stability of Tranilast nasal drops was investigated. RESULTS: The physico-chemical property of Tranilast nasal drops was
stable. The linear ranges of tranilast were 5-40 mg/L (r=0.999 9, n=5) with an average recovery of 98.53% (RSD=1.69% ,n=
6). The nasal drops were stable within 6 months, and period of validity should be 6 months tentatively. CONCLUSIONS: The prep-

aration is rational in formula, simple in preparation, good in stability, simple and accurate in quality control.
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Fig1 HPLC chromatograms
A. substance control; B. test sample; C. blank test sample; 1. tranilast
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Tab 1 Results of recovery tests(n=06)

AL, pg R, pg B, % SFHEIRCR, % RSD, %

20 19.2 96.00
20 19.4 97.00
30 29.8 99.33 98.53 1.69
30 30.1 100.33
40 39.6 99.00
40 39.8 99.50
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Tab 2 Results of content determination of samples(n=3)
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Tab 3 Results of stability tests of sample(n=3)
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Study of Related Substances in Ambroxol Hydrochloride Oral Solution from Different Manufacturers by HPLC
CHEN Yang,JIN Wei, YANG Yong-jian(Shanghai Institute for Food and Drug Control, Shanghai 201203, China)

ABSTRACT OBJECTIVE: To establish a method for the determination of related substances (including 6 known impurities, ie.
compound 1,2,3,4,5,6) in Ambroxol hydrochloride oral solution from different manufacturers. METHODS: The related substanc-
es in 161 batches of samples from 20 manufacturers were determined by HPLC. Agilent Zorbax Eclipse XDB-Cs column was adopt-
ed with mobile phase A consisted of ammonium acetate buffer (pH 8.7)-methanol (8:2) and mobile phase B consisted of acetoni-
trile-methanol (8:2) with gradient elution at the flow rate of 1.0 ml/min. The detection wavelength was set at 245 nm, the tempera-
ture of column was 40 °C, and external standard method was used to quantify 6 known impurities. RESULTS: Ambroxol hydrochlo-
ride, 6 known impurities and 5 preservatives were separated well under the chromatographic condition. 6 impurities were good in
linear range (#>0.999 5). The recoveries were from 85.4% to 113.7% , and the detection limits were all less than 5 ng. CONCLU-
SIONS: The method is specific, sensitive and accurate, and can be used for the determination of related substances in Ambroxol
hydrochloride preparations.

KEY WORDS HPLC; Manufacturers; Ambroxol hydrochloride oral solution; Related substances
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