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Establishment of dissolution test method of isoniazid tablets and evaluation of
dissolution profiles
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Abstract: Objective To establish a method for determining the dissolution of isoniazid tablet in vitro and evaluate the dissolution
profiles. Methods The paddle method was used for the dissolution test and the rotation rate was set at 50 r/min. The hydrochloric acid
solution (pH 1.2), acetate buffer solution (pH 4.5), phosphate buffer solution (pH 6.8) and water (900 mL) were used as the
dissolution media. HPLC was used for the determination of dissolution quantity. Results There was a good linear relationship
between the quality concentration of isoniazid and peak area in the range 0f 0.198 1—0.990 4 pg (= 0.999 3). The average recovery
was 100.2%. Precision, reproducibility, and specificity tests were good. Among the determination of 16 manufactures, the
dissolution profiles in water of four manufactures were not similar with Sandoz reference preparation. Conclusion The HPLC
method is simple. The accuracy and specificity of determination of isoniazid dissolution are improved. There is significant
difference in the dissolution profiles between different manufactures. The method can be used for the determination of dissolution
curves for isoniazid tablets.
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Fig.1 Typical HPLC of isoniazid
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Fig.2  Dissolution curves of reference preparation in
different media (n=6)
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Fig.3 Dissolution profiles of isoniazid tablets in different media (n=12)
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Table 2 Evaluation results of dissolution profile similarity of different manufactures in water (n=12)
N A%
Az Al s ) - - ) 5
5 min 10 min 15 min 20 min
A 140601 345 62.9 82.3 92.0 53
B 68140101 90.3 97.4 98.5 98.4 —
C 150304 92.8 96.1 97.8 98.4 —
D 1405041 42.8 90.8 96.1 973 —
E 1404004 16.5 40.2 65.3 82.0 29
F 140202 21.2 36.9 49.5 60.4 23
G 150724-01 20.4 39.9 57.6 71.5 27
H 141101 383 79.9 95.2 95.8 —
I 1406271 30.6 59.9 843 94.8 51
J 1403126 244 50.8 69.4 854 36
K 141202 27.7 81.6 96.5 972 —
L 141001 30.9 87.6 96.4 91.7 —
M 140901 91.5 96.5 96.5 96.4 —
N 150601 36.0 64.2 84.2 94.7 57
o 20140602 35.9 63.5 843 96.3 56
P 150202 335 69.9 92.4 96.8 —
I ME130036 38.2 75.1 93.7 95.6 100
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