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Content Determination of Rufloxacin Hydrochloride in Rufloxacin Hydrochloride Film and Its

Transdermal Effect in Vitro
JIN Weihua', PU Zhigiang', CHEN Hud', YU Botao', YU Zhijur’
(1. Department of Pharmacy, The General Hospital of Western Theater Command of Chinese People’s Liberation Army, Chengdu, Sichuan, China
646000)

Abstract: Objective To establish a high — performance liquid chromatography (HPLC) method for the content determination of rufloxacin

610083 ;

2. School of Pharmacy , Southwest Medical University , Luzhou, Sichuan, China
hydrochloride in Rufloxacin Hydrochloride Film and to investigate its transdermal effect in vitro. Methods The film was prepared by
polyvinyl alcohol 17 —88. The chromatographic column was Eclipse XDB - Cis column (150 mm x4.6 mm,5 wm),the mobile phase was
citric acid solution — acetonitrile (88 :12, V/ V), the flow rate was 1.0 mL/min,the detection wavelength was 254 nm,the column tem-
perature was 30 °C,and the injection volume was 10 L. In vitro transdermal test was carried out by using Kunming mice as the mod-
el. Results The result of the dissolution time limit test of the prepared Rufloxacin Hydrochloride Film was in accordance with the re-
quirement of the Chinese Pharmacopoeia,and all prepared Rufloxacin Hydrochloride Film dissolved within 15 min. The mass concentra-
tion of rufloxacin hydrochloride showed a good linear relationship in the range of 0.015-0.150 mg/mL (r=0.999 9,n=5). The limit
of detection(LOD) and the limit of quantitation(LOQ) were 0.000 23 mg/ml, and 0.000 78 mg/mL, respectively. The RSDs of preci-
sion, stability and repeatability tests were less than 2. 0%. The average recovery of rufloxacin hydrochloride was 101. 13% with an RSD of
0.96% (n=9). The cumulative penetration rate of in vitro transdermal test within 24 h was 69.15% . Conclusion The prepara-
tion process of the film is feasible,the content determination method is accurate and reliable,and the transdermal effect in witro is good.
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Fig.1 HPLC chromatograms
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Tab. 1 Results of the recovery test of rufloxacin hydrochloride(n =9)

I

gy #abE(g) PAE() H0BRE() k() X(%) RSD(%)

14.38 102. 08 75.00 179.18 102.80
14.54 103.15 75.00 177.75 99.47
14.44 102.52 75.00 178.22 100. 93
14.45 102.58 105.00 207.88 100.29
14.34 101. 81 105.00 208.71 101.81 10113 0.9
14.41 102.25 105. 00 208. 55 101.24
14.54 103.19 120. 00 223.88 100. 58
14.42 102.38 120. 00 24.18 101.50
14.32 101.72 120. 00 213.62 101. 58
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Fig.2 In vitro cumulative permeation profile of Rufloxacin

Hydrochloride Film(n =3)
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