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Quality control of sitagliptin phosphate tablets

ZHANG Jin—fen, ZHOU Yu-hong, LI Ji-bin, XING Zheng—ying, FANG Zhi-zhong

(College of Pharmacy,Tianjin Medical University, Tianjin Key Laboratory on Technologies Enabling Development of Clinical Therapeutics
and Diagnostics(Theranostics), Tianjin 300070,China )

Abstract Objective: To establish an appropriate method to determine contents of sitagliptin phosphate tablet. Methods: Content of
sitagliptin phosphate tablet was determined by an HPLC method, in which a TTANHER Kromasil Cis column (200 mmx4.6 mm,5 pm) was
used as stationary phase and a mix of methanol-0.1%HCIO, was used as mobile phase. The detection wavelength was 205 nm and flow rate
was 0.8 mI/min. Column temperature was set at 25 °C. The paddle method was used to determine the dissolution, using water, 0.01mol/L
HCI, PBS4.5 and PBS6.8 as mediums respectively with medium volume of 1 000 mL and rotation speed was 50 r/min, dissolution time 60
min. UV method was used to determine the accumulative dissolution of sitagliptin phosphate with the wavelength of 205 nm. The dissolution
rate was evaluated by similar factor method. Results: According to the test results of HPLC, the concentration detection of sitagliptin
phosphate showed a fine linearity between 6.4-96 pg/mL (r=0.999 8). The average recovery of sitagliptin phosphate was 101.74%, and the
corresponding RSD value was 0.46%. According to the test results of UV, the linear range of sitagliptin phosphate were 5-15 pg/mL(=0.999 1
in water, r=0.999 3 in 0.01mol/L HCI, r=0.999 7 in PBS4.5, r=0.999 9 in PBS6.8). The similarity factor f, for the cumulative dissolution of
the self-made preparations and the reference preparations in the 4 dissolution mediums were 64,87,63 and 59 (>50). Conclusion: The
detection method in this study is simple and accuracy, so it is appropriate to be used in the quality control of sitagliptin phosphate.
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Tab 1 The recovery tests of sitagliptin phosphate

S AE R O v H 4 3k
1% KQTL;ZFE‘IHL) ngj:ri/n;i) /% ‘;l;;f? | Rsor
80 0.052 2 0.051 6 101.09
0.051 1 0.051 6 99.09
0.052 6 0.051 6 101.88
100 0.064 3 0.064 5 99.68
0.065 2 0.064 5 101.06 100.74 0.46
0.064 4 0.064 5 99.87
120 0.078 7 0.077 4 101.63
0.078 2 0.077 4 100.97
0.078 5 0.077 4 101.43
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Tab 2 Content determination of sitagliptin phosphate

it Frs /% RSDI%
161227 101.47 121
170104 100.37 0.12
170105 101.74 0.41
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