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Quality Evaluation of Isoniazid Tablets by Dissolution Profiles in Different
Dissolution Mediums

Liu Xiaoyan, Zhang Xiaoming, Wang Wenli, Qin Wenwen, Du Xing (Gansu Institute for Drug Control, Lanzhou
730070, China)

Abstract  Objective: To study the dissolution profiles of isoniazid tablets from domestic and overseas
pharmaceutical manufactures in four dissolution mediums, so as to evaluate the drug quality. Methods: Paddle
method was adopted at a rotated speed of 50 r - min™". The dissolution profiles were determined in pHI.2
hydrochloric acid solution, pH 4.5 acetate buffer solution, pH 6.8 phosphate buffer solutions and water, and the
results were analyzed by the method of single point or f; factor. The dissolutionhomogeneity of isoniazid tablets
was determined. Results: The dissolutionhomogeneity of samples from Sandoz manufactures was all good, and
samples from domestic were uneven. The sample from Sandoz manufactures was taken as reference preparation.
All dissolution profiles of isoniazid tablets from manufactures A, B, C, F, G were similar to the reference
preparation. Among these samples from manufactures D, E, H, only some dissolution profiles were similar
to the reference preparation. Conclusion: The formula and preparation process of isoniazid tablets of several
manufacturers ware unstable. There are differences among the quality of domestic isoniazid tablets from different
manufactures which need to be improved.
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F2 FH#AH—MHUNESER (n=12)

Pl AR AR R (%7 %, RSD/ % )
e LR . . . . . .

5 min 10 min 15 min 20 min 30 min 45 min

L pH1.2 34.1,9.6 72.0,7.4 938, 1.5 96.3, 0.6 96.3, 0.5 96.2,0.7
(ME130036 )

pH4.5 358,93 75.5,8.8 90.3, 1.5 91.0, 1.9 91.4,1.0 91.1,1.4

pH6.8 394,73 77.4,2.0 94.0, 1.1 95.4,1.5 95.6, 1.0 95.4,1.0

7K 38.2,9.3 75.1,5.2 93.7, 1.6 95.6,1.2 94.9,1.2 95.0, 1.2

A (068140101 ) pH1.2 90.0, 2.6 94.1,2.4 96.3,2.5 96.8,2.5 96.7, 1.9 -
pH4.5 88.3,5.5 93.5,2.0 95.7, 1.5 95.7, 1.4 95.8,1.2 -
pH6.8 95.1,3.2 974,13 99.2,1.3 99.4,1.2 99.5,1.4 -
7K 90.3,5.6 97.4,1.4 98.5, 1.1 984, 1.1 98.5, 1.0 -

B (150304 ) pH1.2 914,1.8 95.1,2.8 94.6,2.8 95.3,2.6 95.4,1.5 -
pH4.5 92.4,0.9 95.0, 1.8 96.3,1.3 96.7,1.2 96.8, 1.0 -
pH6.8 93.0,2.4 96.7, 1.8 98.2,1.5 98.5,2.0 98.7,1.4 -
7K 92.8,3.4 96.1,1.2 97.8, 1.1 98.3, 1.0 98.5, 1.1 -

C (1405041) pH1.2 75.6, 18.6 92.6,3.7 96.2,2.1 97.1,2.4 97.2,2.3 -
pH4.5 80.0, 10.4 91.9,2.8 94.0,2.8 94.0, 3.0 94.2,2.1 -
pH6.8 43.9,15.1 96.4,2.5 100.4, 2.4 100.3, 2.5 100.2,2.3 -
7K 42.8,19.4 90.8,2.8 96.1,2.6 97.3,2.8 97.4,2.8 -

D (1404004 ) pH1.2 25.2,20.4 68.1,7.2 87.5,5.0 93.7,3.7 97.3,2.1 97.4,1.8
pH4.5 36.8,11.2 74.1,6.2 87.7,4.5 925,23 94.5,1.4 953,13
pH6.8 23.8,13.4 64.5,9.2 86.6, 6.2 95.4,2.5 96.5,2.4 96.6,2.0
7K 16.5,5.9 40.2,7.7 65.3,9.3 82.0,6.3 94.3,2.2 959,15

E (A140601 ) pH1.2 26.7,7.0 53.0, 6.6 73.2,5.1 86.24.3 96.7,2.6 98.4,2.3
pH4.5 25.3,6.8 50.2,6.3 69.4,3.0 81.7,2.7 90.9,2.0 922,14
pH6.8 33.0,6.3 62.7,5.7 82.3,3.7 92.7,2.7 952,23 95.2,2.2
7K 345,76 62.9,8.7 82.3,6.4 92.0,3.9 95.0,2.4 94.9,2.2
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Pl AR R R (37 %, RSD/ %)
e TR . . . | . ,
5 min 10 min 15 min 20 min 30 min 45 min

F (1504104 ) pH1.2 48.8, 13.7 81.8,8.2 97.0, 3.7 97.5,2.2 97.5,2.4 -
pH4.5 474,113 80.7,7.3 99.3,2.1 101.6, 2.0 102.2,2.1 -
pH6.8 45.5,12.1 78.4,5.4 95.6, 4.1 99.3,3.1 99.8,3.3 -
7K 482,75 79.4,3.9 95.5,3.0 98.9,1.9 99.0, 2.1 -

G (141003 ) pH1.2 96.0,4.3 100.6, 3.5 101.2,2.8 101.0, 2.7 101.1, 3.1 -
pH4.5 98.5,5.1 102.7,3.7 103.0, 4.1 102.7,3.7 102.5,3.6 -
pH6.8 90.4,7.8 100.1, 4.8 100.7, 4.8 99.8, 3.8 100.3, 4.7 -
7K 60.0, 9.8 88.7,6.8 972,29 98.3,3.0 98.2,3.1 -

H (1407340 ) pH1.2 50.8,12.3 95.0,4.8 100.0, 3.2 100.5, 3.0 100.8, 3.1 101.0, 3.6
pH4.5 57.6,21.6 98.2,3.7 101.1,2.3 101.0,2.4 101.0, 2.1 101.4,2.4
pH6.8 27.8,7.0 56.4,7.2 78.4,6.2 95.7,3.6 99.5,2.9 99.6, 3.0
7K 19.6, 6.1 37.2,8.6 54.8,8.3 68.7,5.8 90.4,4.9 96.9,2.4

&3 AHHtEH—EUNESER (n=6)
A PES L (57 %, RSD/ %)
Az Al it
5 min 10 min 15 min 20 min 30 min 45 min
1A ME130402
36.6, 6.4 71.5,7.1 90.4,5.2 93.6, 3.1 934,23 934,25
ME130036
A 68130851
68140101 81.9,12.2 95.8, 1.8 97.9,0.7 98.3,0.5 98.4,0.5 -
68140102
B 150303
150304 79.2,26.3 96.4, 4.5 98.8, 3.6 99.3,3.1 99.3,2.7 -
150401
C 1401042
1405041 32.7,30.3 70.6,34.2 85.5,18.6 92.7,6.5 96.7, 1.4 -
1406051
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AR )P4 3  i (X7/ 9%, RSD/ % )
Al It
5 min 10 min 15 min 20 min 30 min 45 min

D 1312007
1404004 28.1,43.2 52.2,3.0 73.4,20.1 86.1,0.7 95.3,3.0 96.9, 1.5
1501001

E A140101
A140601 333,213 60.7,20.3 79.7,15.1 89.0, 8.4 95.6,2.5 96.5,2.3
A140602

F 1504102
1504104 53.3,14.0 85.3,84 97.4,2.9 99.0, 1.4 99.0, 1.3 -
1405172

G 141001
141003 572,433 925,74 98.8,2.6 99.7,1.9 99.9,2.2 -
141103

H 1403126
1407340 274,384 55.6,42.8 71.1,29.8 83.2,19.6 95.4,6.5 99.1,2.2
1408468-1
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pHI.2 pH4.5 pH6.8 7K
A 068140101 > 85% > 85% > 85% > 85%
B 150304 > 85% > 85% > 85% > 85%
C 1405041 > 85% > 85% > 85% > 85%
D 1404004 > 85% > 85% > 85% 30
E A140601 53 50 38 41
F 1504104 > 85% > 85% > 85% > 85%
G 141003 > 85% > 85% > 85% > 85%
H 1407340 > 85% > 85% > 85% 25
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