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Simultaneous Determination of Tetracycline Hydrochloride and Cortisone Acetate in Cortisone Tetracycline
Eye Ointment by HPLC

LIU Ying-qian', ZENG Jie', DENG Gui-fu', LI Xu-lun', WU Bin®(1.Chongqing Institute for Food and Drug Con-
trol/Chongqing Research Center for Medicine Process and Quality Control Technology, Chongqing 401121, Chi-
na;2.Chongqing Medical and Pharmaceutical College, Chongqing 401331, China)

ABSTRACT OBIJECTIVE: To establish a method for the simultaneous determination of tetracycline hydrochloride and cortisone
acetate in Cortisone tetracycline eye ointment. METHODS: HPLC was performed on the column of Phenomenex C;s and shimaduz
GL C; with mobile phase of 0.01 mol/L Sodium dodecyl sulfate solution (adjusted to pH 2.5 with phosphoric acid)-acetonitrile (60 :
40, V/V) at flow rate of 1.0 ml/min, detection wavelength was 254 nm, column temperature was 30 °C, and the injection volume
was 20 pl. RESULTS: The linear range was 11.36-227.18 pg/ml for tetracycline hydrochloride(#=0.999 9) and 11.11-222.21 pg/ml
for cortisone acetate (r=0.999 9) ; RSDs of precision, stability and reproducibility tests were no more than 1.2% ; recoveries were
96.89%-100.67% (RSD=1.1% ,n=9) and 100.04%-101.02% (RSD=0.3% ,n=9) , respectively. CONCLUSIONS: The method is
simple, accurate and specific, and can accurately determine the contents of tetracycline hydrochloride and cortisone acetate in Corti-
sone tetracycline eye ointment.
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Fig1 HPLC chromatograms for system suitability test

A.blank control solution; B.test sample solution; C.solution of system
suitability; 1.cortisone acetate; 2.4-epitetracycline; 3.tetracycline hydro-
chloride; 4.chlorteracycline hydrochloride; 5.epianhydrotetracycline; 6.
anhydrotetracycline
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Fig 2 HPLC chromatograms for specificity test
A.oxidative damage; B.alkali damage; C.acid damage; D.thermal dam-
age; E.UV damage; L.cortisone acetate; 2.tetracycline hydrochloride
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Tab 1 Results of recovery tests(n=9)

R AR, mg T35t mg MR, % FHIICE, % RSD,%
HRNFE 2082 2076 9971 99.12 11
2082 2073 99.57
2082 209 100.67
2602 2596 9.7
2602 2571 99.04
2602 2574 9892
312 3.025 96.89
312 3.089 98.94
312 3.076 98.53
FRARAT AT 2.061 2.082 101.02 100.55 03
2.061 2078 100.82
2061 2067 100,29
2576 2583 100,27
2576 2571 100.04
2576 2596 100.78
3.091 3117 100.84
3.01 3.107 100.52
3.001 3.103 100.39
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®2 HRAsNESER(n=2)
Tab 2 Results of contents determination of samples(n=2)
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