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Inspection of dissolution curve of glipizide preparation

QIAN Wei — guang TIAN Zhong — ming ZHANG Xiao —lin XU Jie DU Xing

( Gansu Institute for Drug Control Lanzhou 730000 China)

Abstract Objective: through 40 nationwide production enterprises which involves to this sampling select 1 batch of
samples to carry on under respectively the different pH value condition for the dissolution curve inspection. Methods:
Dima Cg(4. 6mm x250mm 5pum) was adopted with 0. Imol * L™ sodium dihydrogen phosphate( adjusted to pH 6. 00
+0.05 with 2.0 mol * L' sodium hydroxide) —methanol as mobile phase and the detecting wavelength was 225nm.
Results:the majority of enterprise’s product and the original preparation still has certain disparity. Conclusion: The
four methods chosen dissolution method effective available in glipizide preparation bioequivalence inspection.
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Tab 3 Similarity comparison tables
f, £,=50 f, f,>50
( manufacturer) pH1.0 pH4.5 pH6.8  Water ( curve number) ( manufacturer) pH1.0 pH4.5 pH6.8  Water ( curve number)
A03 73.2 51.9 53.6 52.8 4 A08 69. 1 68. 1 56.5 86 4
A09 62.8 50.3 56.2 74 4 A10 52.2 51.2 54.2 56. 1 4
All 65.8 36.3 50.1 60. 1 3 A04 56.5 69. 6 44.8 75.8 3
Al12 72.5 45.5 52.3 69 3 Al13 54.5 46. 1 77.1 70.5 3
Al4 72.1 55.6 35.9 54 3 Al5 72.8 61.2 37.2 90 3
Al6 56.2 48.4 63.6 58.5 3 Al7 68.2 41.6 57 57.1 3
A18 63.1 56. 1 48.2 66.7 3 Al19 57.9 55.4 45.4 70.5 3
A20 69.9 41.6 75.6 74.1 3 A21 67.6 57.9 68 26.1 3
A22 60. 2 36.4 63 53.3 3 AO5 50.2 36.3 33.8 64 2
A23 48 52 60.7 43.1 2 A06 37.8 61.9 48.1 39.1 1
A24 66. 5 38.9 28.8 37.6 1 A25 54 42.4 38.3 29.1 1
A26 66. 4 46. 8 40.7 10.5 1 A27 88.7 49.2 43.1 45.7 1
A28 78.3 36.3 31.5 26 1 A29 56.6 47.9 38.8 40.4 1
A30 79 40.8 25.7 36.4 1 A31 52.6 39.7 49.2 37.9 1
A32 71.1 29.2 18.5 26.4 1 A33 57.8 28.6 42.9 12.6 1
A34 45.2 74.1 31.5 26.2 1 A35 56.9 38.9 24.2 25 1
A36 75.7 30.5 23.6 28.9 1 A37 75.7 32.2 32.9 25.6 1
A07 44.5 39.5 41.4 44.8 0 A38 35.2 46.7 35.9 45.3 0
A39 46.9 26.1 16.6 26.5 0 A40 49 30.4 44. 4 46.6 0
A41 47.7 42.6 43.6 34.7 0
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Fig 5 Dissolution curve of AO3 factory preparation
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Fig 6 Dissolution curve of AO4 factory preparation 9 A07
Fig 9 Dissolution curve of AO7 factory preparation
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Fig 7 Dissolution curve of AO5 factory preparation
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