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Preparation of gliclazide tablets and consistency study of their dissolubility
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Abstract: Objective To prepare gliclazide tablets and to evaluate its consistency of dissolution tests. Methods The single factor
experiments were applied to investigating several factors on the dissolution, such as the amount of the adhesive, the amount of
lubricant, the particle size and tablet hardness.708-DS Dissolution Tester was used to conduct the dissolution tests which were carried
on four different dissolution media. Then the similar factor (f;) was adopted to evaluate the similarity of dissolution between the
original drug and generic drug. Results Three batches of homemade-tablets were eluted more than 85% within 15 min in phosphate
buffered saline (pH7.4), and the f; values were greater than 50 in water, pH 1.2 hydrochloric acid solution and pH 6.0 phosphate
solution. Conclusion In four different dissolution media, self-made tablets and reference formulations in vitro dissolution
consistent.
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Table 1 Similar factors at different binder concentrations

N 2
T /% /
pHI1.2 pH6.0
2 48 58
4 63 79
51 54
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Fig.1 Dissolution profiles of self-made tablets with different binder concentrations in media pH 1.2 and pH 6.4
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Table 2 Similar factors at different amount of disintegrant

o S
FRFIH /Y%
pH1.2 pH6.0
10.0 61.98 88.58
12.5 66.64 92.58
15.0 86.12 64.58
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Fig.2 Dissolution curves of self-made tablets with different amounts of disintegrant in pH1.2and pH6.4media
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Table 3 Similar factors at different lubricant dosage

AR % /2
pH1.2 pH6.0
0.40 60 68
0.60 68 83
1.00 82 84
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Fig.3 Dissolution curves of self-made tablets with different lubricants and glidants in pH1.2and pH6.4 media
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Fig.4 Dissolution curves of self-made tablets with different particle sizes in pH1.2 and pH6.4 media
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Table 4 Similar factors at different particle sizes
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Fig.5 Dissolution curves of self-made tablets with different hardness at pH1.2and pH6.4
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Table 6 Dissolution data of 3 batches of homemade tablets and reference preparations in aqueous media

/%
AR RS 0 min 5 min 15 min 45 min 90 min %
Zth 0 11.73 19.47 34.69 44.02 /
20170822 0 12.81 23.35 36.54 43.17 80.40
K 20170823 0 12.41 20.79 34.59 42.89 93.19
20170824 0 12.34 20.58 35.29 43.96 95.65

x7 3MBEHFSSILHIFIE pHL2 NRF B HE

Table 7 Dissolution number of 3 batches of homemade tablets and reference preparations in pH1.2 medium

, . HH %
TR s 0 min 5 min 15 min 45 min 90 min %
St 0 20.01 38.44 67.89 84.39 /
pH1.2 ZEn 20170822 0 25.65 43.46 69.93 85.61 69.45
vl 20170823 0 23.01 4535 70.29 89.56 65.81
20170824 0 22.52 44.49 72.54 91.44 63.23

*8 3HEH R SSILHIFIE pH6.0 N RF YA HE

Table 8 Dissolution number of 3 batches of homemade tablets and reference preparations in pH6.0 medium

" . /%
A s 0 min 5 min 15 min 30 min 90 min %
S 0 23.42 4581 62.96 87.25 /
B N 20170822 0 26.52 48.80 63.94 85.45 79.39
PHO.0 L 20170823 0 25.04 49.79 65.27 87.22 78.96
20170824 0 24.66 47.84 65.69 88.41 83.40

®9 3MBEH R SSILHIFIE pHT4 NRF B HE

Table 9 Dissolution number of 3 batches of homemade tablets and reference preparations in pH7.4 medium

e o VR %
A e 0 min 5 min 10 min 15 min S
Zlt 0 81.01 96.02 100.94 /
NN, 20170822 0 90.13 97.71 102.86 /
pHT.4 BHH 20170823 0 88.71 97.05 103.1 /
20170824 0 87.43 95.79 100.91 /
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Fig. 6 Dissolution profiles of self-made tablets and reference formulation in water, pH 1.2 hydrochloric acid solution, pH 6.0

phosphate buffer solution, pH 7.4 phosphate buffer solution
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