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Study on the dissolution rate of difenidol hydrochloride tablets

CuiXiuyan(CXY), Guo Huaizhong(Guo HZ), Chen Jinzhe(Chen JZ), et al. (Affiliated Hospital of H ebei Staff
Medical College, Baoding 071000))

ABSTRACT OBJECTIVE: To determ ine dissolution of various difenidol hydrochloride tablets and investigate its quality.
METHOD: The dissolution of difenidol hydrochloride tablets was determ ined by HPLC. The mobile phase was methanol- 0.
5% triethylam ine solution(62: 38). The detection wavelength was 215nm. The pH of 0. 5% triethylam ine solution was
adjusted to 3.5 with phosphoric acid. RESULTS: The dissolution parameters( Tso, T4, m )-of difenidol hydrochloride tablets
from four pharm aceutical factories( seven batches) have very significant difference(P < 0. 01). CONCLUSION: Dissolution rate
test is needed for controlling the quality of difenidol hydrochloride tablets.
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2 DH (%) (XX RSD%, n= 6)

(m in)
5 10 15 20 25 30 40 50 Tso(min) Ta(min) m
A 3.82 16.15 56.3 85.1 97.6 99.1 99. 4 14.7 17.0 2.47
920101 +11.8 +17.3 t19.3 +6.69 +1.09 +2.03 t2.15 +3.92 * 4. 66 +22.3
A 35.6 68.9 95.8 1041 106 107 107 6. 62 8. 02 2. 04
920102 *62.7 +36.6 +6.96 +5. 40 +4.75 *6.56 *6.32 +42.6 +36.0 +52.8
A 0 0 25.7 45.5 74.3 85. 4 94.0 20.0 23.0 1. 44
970801 +£30.5 +25.6 *+19.0 t14.8 t5.72 +12.9 *t14.4 t15.4
B 0 3.86 7. 64 19.6 61.5 89.1 93. 4 25.8 29. 4 2.27
890524 +23.4 +38.0 +35.2 +35.0 +8.14 +5.31 +13.7 +14.1 +2.63
B 0 0 1.99 7. 66 16.2 28.9 54.7 39.0 45.9 1.54
971203 +160.0 +81.1 +41.8 t14.8 t17.4 +8.57 +10.7 *t13.0
C 0 0 0 0 0 0 28. 34 56. 8 47.0 54.2 1.76
970902 +73.8 +17.4 *21.3 +15.3 +20.6
D 4.13 10.6 26.53 45.6 66. 6 81.6 96. 0 20.3 24.0 2.22
971004 £8.55 t15.5 t11.71 *T14.1 *6.73 t4.75 T4 42 +7.08 t8.21 £8.19
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