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Determination of the Content and the Related Substances of Hydroxycarbamide Capsules by HPLC-CAD

LI Jianwei'?, WANG Min?, YANG Weiqiu?, YAN Xiaoyan®(/.Department of Pharmacy, Changzhi Medical College,
Changzhi 046000, China; 2.Beijing Zhendong Guangming Drug Research Institute Co., Ltd., Beijing 100080, China)

ABSTRACT: OBJECTIVE To establish an HPLC-CAD method for determination of the content and the related substances of
hydroxycarbamide capsules. METHODS The determination was carried out on a Phenomenex Luna® NH2(250 mmx4.6 mm,
10 pm, IOOA) column at 40 °C, with acetonitrile-water(82 : 18) as mobile phase at a flow rate of 1.0 mL-min!. The detector of
charged aerosol detection was applied with a high nebulization temperature at 50 °C, the injection volume was 10 pL. RESULTS
Under the selected chromatographic conditions, related substances were completely separated from the principal component. The
content of hydroxycarbamide capsules was calculated by the external standard method of the reference substance, and the content
of carbamide was calculated by the self-control method of the main component. Hydroxycarbamide and carbamide showed a
good linear relationship with the peak area in the concentration range of 0.304 8-1.270 0 mg-mL~! (=0.999 8) and
0.241 1-1.004 6 mg-mL"'(+=1.000 0), respectively. The detection limits and quantitation limits of carbamide were 2.82 ng and
8.46 ng, respectively. CONCLUSION The method is simple, specific and reliable, and can be used for the determination of the
content of hydroxycarbamide capsules and related substances.

KEYWORDS: hydroxycarbamide capsule; related substance; content; carbamide
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Fig. 1  Chemical structure of hydroxycarbamide and
carbamide
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Fig. 2
conditions
A-alkaline stress solution; B—oxidative stress solution; C—UV stress
solution; D-acid stress solution, E-heat stress solution; F-original
solution; G—system suitability solution; H-blank excipient solution,

HPLC chromatograms of various degradation
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Tab.1 Recovery result of hydroxyurea
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80%-1 99.62
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100%-3 100.00
120%-1 98.84
120%-2 98.34
120%-3 99.36
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Tab. 2 Recovery results of urea %
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Tab.3 Recovery test results of hydroxylamine hydrochloride
%

EN Ehe Rgelilied RSD
80%-1 98.13
80%-2 100.27
80%-3 99.01
100%-1 100.79
100%-2 98.09 100.15 1.62
100%-3 101.97
150%-1 102.91
150%-2 99.78
150%-3 100.37
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