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Abstract: Objective To develop a HPLC method for determinating the dissolution of gliquidone tablet in vitro and evaluate the
dissolution profiles. Methods The chromatographic conditions included Colum Diamonsil@Plus Cg (150 mm X 4.6 mm,5 pm)
and 0.05 mol/L NH4H,PO, (adjusted to pH 3.5 + 0.1 with diluted phosphoric acid) -acetonitrile (3 . 5) as the mobile phase, at a flow
rate of 1.0 mL/min, detected at 310 nm, injection volum was 20 pL, the column temperature was 35°C, using external standard
method to calculate. Results gliquidone could be determined really, blank excipients and dissolution media were uninfluenced for
determination. There was a good linearity in the range of 3.13—50.02 pg/mL (» = 0.999 8, n = 7), the average recovery of gliquidone
was 100.2% (RSD = 0.83%, n = 9). Through 48 h stability test, the solution of gliquidone was good. The adsorption of the filter
membrane reached saturation after abandoning 10 mL initial filtrate. The self-prepared formulation and reference preparation are
consistent dissolution behavior in different seven media. Conclusion The established method is high selective, simple and accurate.
The method can be used for the determination of dissolution for gliquidone tablets.
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Table 1 Solubility of GLQD in different pH buffer (37°C)

R pH sy VMR /(ng-mL™)
1.01 0.1 mol/L EhIRIETR 0

4.50 TR b 2 vk 0

6.82 TR Eh 2 vk 2.31

7.40 IR SR 2 T 9.69

7.59 IR SR 2 T 13.94

7.79 IR SR 2 T 21.08

7.96 TR Eh 2 vk 37.28

8.33 TR Eh 2 i vk 70.79

8.51 TR Eh 2 iy 82.51

1 pH-AE&EMZ (37C)
Fig. 1 pH Solubility profile of GLQD at 37C
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Table 2 Specificity results of GLQD Tablets resolution method
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Fig.2 Dissolution curves of the self-prepared formulation and reference preparation in different dissolution medium
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Table 3 f; similar factor of the self-prepared formulation

and reference preparation in different buffer media

A 5 n
pH8.5 WML £h 221 (ChP) 6745 3
pH8.5 R £h 2% i (BP) 7870 3
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