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Simultaneous Determination of 2 Main Ingredients in Tobramycin and Dexamethasone Eye Drop by HPLC -
Column Derivatization-Dual Wavelength Method

TAI Shun-zhang', YUAN Bu-juan', GONG Ke-min®, ZHANG Ting-ting’ (1.Yancheng Institute for Drug Control,
Jiangsu Yancheng 224002, China; 2.Yancheng Health Vocational Technical College, Jiangsu Yancheng 224006,
China)

ABSTRACT OBIJECTIVE: To establish a method for the simultaneous determination of tobramycin and dexamethasone in Tobra-
mycin and dexamethasone eye drop. METHODS : HPLC-column derivatization-double wavelength method was performed on the col-
umn of Agilent C;s with mobile phase of 0.25% 3-hydroxymethyl aminomethane-acetonitrile-0.5 mol/L sulfuric acid(40:59: 1, V/V/
V) at flow rate of 1.0 ml/min, detection wavelength was 365 nm and 220 nm, column temperature was 30 °C, and the volume in-
jection was 20 pl. RESULTS: The linear range was 18.01-180.09 pg/ml for tobramycin(»=0.999 5) and 6.02-60.24 pg/ml for dexa-
methasone(7=0.999 8);RSDs of precision, stability and reproducibility tests were lower than 1% ;recoveries were 98.65%-100.01%
(RSD=0.47% ,n=9) and 98.92%-100.20% (RSD=0.50% ,n=9), respectively. CONCLUSIONS: The method is simple, time-sav-
ing, specific, reproducible, accurate and reliable, and can be used for the quality control of Tobramycin and dexamethasone eye

drop.
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Fig1 HPLC chromatograms

A.negative control; B.reference substance; C.test sample; 1.tobramycin;
2.dexamethasone
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Tab 1 Results of recovery test(n=9)

Ty BRAE, AR, e w#m& MR RSD,
mg mg mg 2,% 2, % %
g% 9.038 0 72038 71826 99.71 98.58 047
9.0380 72038 71062 98.65
9.0380 72038 71531 9930
9.0380 9.0047 9.0052 100.01
9.0380 9.0047 8.996 4 9991
9.0380 9.0047 9.0023 9997
9.0380 10,8057 10.805 8 100.00
9.0380 10.805 7 10743 1 99.42
9.0380 10.805 7 10.721 6 9.2
HERA 2,99 6 2409 6 24115 100.08 99.63 0.50
299 6 24096 23862 99.03
2996 24096 23836 9892
2996 6 30120 30089 99.90
2996 30120 30102 99.94
2996 30120 3.005 6 99.79
2996 36144 36068 99.79
299 6 36144 36015 10020
2996 36144 35786 99,01
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Tab 2 Results of contents determination of samples(n=2)

" THEL,% WEKH %
Kk Bk ZRE R kit
140312 100.4 101.2 99.9
140315 992 100.3 98.8
140708 93 99.0 99.1
131163PG 97.6 972 96.5
140623PG 101.8 100.6 100.2
140671PG 9.1 99.5 99.3
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