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Determination of Principal Component in Anlotinib Hydrochloride Capsules by HPLC

XIE Ruijie’ ,HUANG Lanlan®,LU Hui',CHEN Shipeng' ,HUANG Yueling’,ZHUO Sijun’ ,HUANG Minzhou'
(1. Liuzhou People’s Hospital ,Liuzhou,Guangxi,China  545006; 2. School of Pharmacy,Guangxi Medical University,Nanning,Guangxi,China 530021)

Abstract: Objective

To establish a high — performance liquid chromatography (HPLC) method for determining the principal

component in Anlotinib Hydrochloride Capsules. Methods The chromatographic column was Waters SunFire C column (250 mm x

4.6 mm,5 pm),the mobile phase was methanol — acetonitrile — 25 mmol / L potassium dihydrogen phosphate (15:30:55,

V /I V/V),the flow rate was 1.0 mL / min,the detection wavelength was 242 nm,the column temperature was 40 °C,and the

injection volume was 20 pL.Results The linear range of anlotinib hydrochloride was 24.73 - 395.60 pg / mL (r = 0.999 9,

n = 6). The RSDs of precision, stability and repeatability tests were all lower than 2.0%. The average recovery rate of anlotinib

hydrochloride was 97.90%, with an RSD of 1.17% (n = 6). Conclusion This method is simple, fast, accurate and repeatable,

which can be used for the determination of the main component of Anlotinib Hydrochloride Capsules.
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Tab.1 Results of the recovery test (n = 6)

BHhE(ng) WAE(ng) MEFE(mg) ERE(%) X(%) RSD(%)
2.60 2.30 4.87 98.70
2.47 2.30 4.69 96.52
2.39 2.30 4.61 96.52
2.48 2.30 4.75 98.70 L
2.49 2.30 4.74 97.83
2.52 2.30 4.80 99. 13
F2 WAMREER
Tab.2 Results of the durability test
ekt A2(%) RSD(%) ekt 4%(%) RSD(%)
#k(nL/mn) 0.9 95.72 ik (m) 238 100.23
10 %35 1.3 12 9835 108
L1 97.02 W 98.40
#E(C) 35 98.3%9 EARRE10:35 96,34
40 9835 0.08 15:30 9835 1.30
45 8.4 20:25  96.02
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Tab.3 Results of the content determination of anlotinib hydro-

chloride in samples (%,n = 2)

El 1 2 3 4 X RSD

230316183 5.35 5.37 5.48 537 539 1.10
230315183 5.46 5.48 5.40 5.38 5.43 0.88
220615183 5.55 5.50 5.40 5.40 5.46 1.37
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