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Content Determination of Cinacalcet Hydrochloride Tablets by HPLC

ZHAO Ling', ZHAO Chun-cai*, LU Chao’, LIU Yan-yan’(1.School of Biology and Pharmaceutical Engineering,
Wuhan Polytechnic University, Wuhan 430023, China; 2.Nanjing Jiahexin Pharmaceutical Co., Ltd., Nanjing
210018, China;3.Suzhou Canimble Biotechnology Co., Ltd., Jiangsu Zhangjiagang 215600, China)

ABSTRACT OBJECTIVE: To establish a method for the content determination of Cinacalcet hydrochloride tablets. METHODS:
HPLC method was adopted. The determination was performed on Phenomenex Cis column with mobile phase composed of triethyl-
amine solution (pH 8.0)-methanol (15:85) at a flow rate of 1.0 ml/min. The detection wavelength was set at 272 nm at 25 °C. The
injection size was at 20 pl. RESULTS: The linear range of cinacalcet hydrochloride were 39.82-358.3 pg/ml (»=0.999 9) with an
average recovery of 99.54% (RSD=0.49% , n=3). CONCLUSIONS: The method is convenient, rapid, accurate and reliable,

and it is applicable for the quality control of Cinacalcet hydrochloride tablets.
KEYWORDS Cinacalcet hydrochloride tablets; Content determination; HPLC
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Fig1 HPLC chromatograms
A. blank excipients; B. substance control; C. test sample; D. samples de-
stroyed by oxidantion; 1. cinacalcet hydrochloride; 2. catabolite I ; 3.
catabolite Il ; 4. catabolite Il
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F1 ERRRGLER (n=3)
Tab 1 Results of recovery test(n=3)
B, mg AR, mg AT, mg BICE, % SRR, % RSD, %

9.72 10.31 19.98 99.52
9.91 10.06 19.94 99.70
10.01 10.12 20.01 98.81
12.40 1271 25.07 99.69
12.45 12.56 25.02 100.10 99.54 0.49
12.54 12.64 25.15 99.76
14.79 15.24 29.94 99.41
14.91 15.11 30.03 100.10
15.02 15.03 29.86 98.74
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