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Simultaneous Determination of Sulfacetamide Sodium and Impurity Sulfanilamide in Sulfacetamide Sodium
Eye Drops by HPLC

GUO Xu-guang',GUO Xiao-juan’, GUO Hai-bo’(1.Henan Provincial Institute for Food and Drug Control, Zheng-
zhou 450003, China;2.Zhang Zhongjing College of Chinese Medicine, Nanyang Institute of Technology, Henan
Nanyang 473004, China;3.Henan Center for Drug Evaluation and Certification, Zhengzhou 450004, China)

ABSTRACT OBIJECTIVE: To establish the method for simultaneous determination of sulfacetamide sodium and impurity sulfanil-
amide in Sulfacetamide sodium eye drops. METHODS: HPLC method was adopted. The determination was performed on Agilent
Cs with mobile phase consisted of methanol-0.625% triethylamine water solution (pH adjusted to 3.0 using phosphoric acid) (10:
90) at the flow rate of 1.0 ml/min. The column temperature was 30 °C and the detection wavelength was set at 254 nm. RESULTS:
The retention time of sulfacetamide sodium and sulfanilamide were 7.1 min and 4.3 min, respectively. The linear range of sulfaceta-
mide sodium was 6-60 pg/ml (»=0.999 6) with average recovery of 100.06% (RSD=1.1% ) ; that of sulfanilamide was 2-20 pg/ml
(r=0.999 7) with an average recovery of 99.90% (RSD=0.9% ). The detection limits were 4.26 ng and 3.14 ng, and the quantifi-
cation limits were 12.54 ng and 9.39 ng, respectively. CONCLUSIONS: The developed method is simple, accurate, reliable and
specific, which can be used for the quality control of Sulfacetamide sodium eye drops.
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Fig1 HPLC chromatograms
A. mixed control; B. test samples; C. blank excipients; D. samples de-
stroyed by oxidation; E. samples destroyed by acid; F. samples de-
stroyed by alkali; G. samples destroyed by high-temperature; H. sam-
ples destroyed by highlight; 1. sulfanilamide; 2. sulfacetamide sodium
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F1 ERERRWER(n=3)
Tab 1 Results of recovery tests(n=3)
iy AR, mg WG, mg  BIR, % FHEILE, % RSD, %

TEIGERERERN  24.28 24.18 99.59 100.06 1.1
24.01 24.04 100.13
23.83 23.74 99.62
30.11 30.13 100.08
29.81 2991 100.34
29.72 29.46 99.12
36.45 36.11 99.07
36.28 37.28 102.77
36.09 36.03 99.83
Tt 791 7.83 98.96 99.90 0.9
8.35 8.48 101.59
8.02 7.96 99.20
10.15 10.05 99.01
10.09 10.18 100.94
9.86 9.81 99.52
11.96 11.88 99.36
12.05 12.05 100.00
12.44 12.51 100.54
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