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Development of Alternative Assay Method without Hazardous Reagent,
Chloroform for Urazamide Tablets in Korean Pharmaceutical Codex

Yoo Rim Lee, Hyun Ji Kim, Narae Seo and Kyeong Ho Kim*
College of Pharmacy, Kangwon National University, Chuncheon 200-701, Korea

Abstract — We developed an alternative assay method without hazardous reagent of chloroform for urazamide tablets in
Korean Pharmaceutical Codex. The HPLC analytical method was validated by system suitability, linearity, precision, accu-
racy and robustness. The linearity of the calibration curves in the desired concentration range is good (>>0.999). Precision
was obtained less than RSD 1.17%. Accuracy was obtained with recoveries in range of 98.12% and 99.47%. The developed
assay could be expected to become valuable tools for revising the Korean Pharmaceutical Codex.
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Fig. 1 - Chemical structure of urazamide.
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Fig. 2 - HPLC-UV chromatogram of urazamide.
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Table II — Results of precision intra/inter-day validation of the
HPLC-UV method

Con. Intra-day (n=6) Inter-day (n=3)
ng/ml  RSD* (%) Accuracy (%) RSD (%) Accuracy (%)
80 0.46 100.94 0.96 100.12
100 0.23 99.71 1.17 100.10
120 0.61 99.96 0.89 99.15

a; RSD: relative standard deviation.

Table III - Recovery tests for commercial drug (n=3) using HPLC-
UV method

Add contents (%) Recovery (%) RSD? (%)
80 98.32 1.43
100 99.47 1.87
120 98.12 0.58
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BN, A A 57 oPOﬂE}(Table V). Seapn] =
A 0] JNEFHAE 0.54%, HE-EAI7E] i EFHAL

£ 0.70%, ol ETF(N)= 8548, 18]al ]W’Qﬁ]—?(As)i— 0.73
Table I - Results of linearity test. Slope, y intercept and r? of = YERKSIT
calibration curves
Trial Slope y intercept r ABAILY A2M (Intermediate precision)
. 14.14 1145 0.9991 o Ad7)7 101 Shimadzu LC-20AD HPLCZ AHg-ato] 2
2 13.70 10.29 0.9999 .
3 14.03 29.40 0.9998 ARle] A 22 128] wHesle] SASgE W, e = 9
4 13.92 19.49 0.9997
5 13.85 7.197 0.9998
6 13.35 21.00 0.9991 Table IV — Results of system suitability validation (n=12)
Average 13.831 33.646 0.9995 Retention Peak area  Plate = Asymmetry
STDEV? 0.279 40.399 0.0003 time (RSD%) (RSD%) number factor
a: STDEV: standard deviation. Urazamide 0.70 0.54 8548 0.73
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Table V — Results of intermediate precision validation (n=12) o}, Q) AU b An] o) At EEEA} 0.23~0.61%, 2
Contents (%) Intermediate precision (RSD%) 7F AL A EFE3) 0.89~1.17%% JeERIITE 7831 2

100 0.08 A RO A7 0999 oVFow $raigitt. 4

i AYers SFEAFoR HAa 98.12%, At 99.47%

Table VI - Results of robustness validation (n=12) A7E JERITE mhEba] 2 ATellA] st Al 92

Parameter ty (RSD%) Peak area (RSD%)
.. =005 0.40 0.16
Flow rate (m//min) 1 005 1.14 0.33
. - 020 1.29 0.18
Mobile phase (pH) ' 0.11 0.28
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