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Preparation of orally disintegrating tablets of scopolamine hydrobromide
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[ Abstract]  Objective  To optimize the formula and the preparation technique of orally disintegrating tablets of
scopolamine hydrobromide (SH). Methods The wet granule compressing method and the direct compressing method were
compared to choose the suitable preparation method. The orthogonal design was used to optimize the formula of SH tablets
while taking the hardness, disintegrating time and dissolution rate of the tablets as indices, and the optimization was verified.
Results The wet granule compressing method was chosen for preparation. The optimized formula was composed of mannitol
40% MCC 35% ,lactose 0,and CMS-Na 10%. And the hardness, disintegrating time and Ts, of the optimized tablets were 3. 8
kg, 54 s, and 2. 47 min, respectively. Conclusion The obtained formula and preparation technique for orally disintegrating
tablets of SH is satisfactory; the quality of the prepared tablets can be well controlled.
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Fig 1 Self-developed disintegration device

for orally disintegrating tablets
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Tab 1 Design of L, (3*) orthogonal test

No A B C D Hzlr;lggess Disimeg[r;iiing time t;lr;:in D,
1 1 1 1 1 2.95 24.2 6.8 0.084 440
2 1 2 2 2 3.68 90. 0 10. 4 0.142 155
3 1 3 3 3 3.45 154.0 26.0 0.028 810
4 2 1 3 3 2.72 42.4 35.0 0.001 309
5 2 2 2 1 2. 80 34.7 6.7 0.054 073
6 2 3 1 2 3. 37 47.5 4.8 0.157 896
7 3 1 3 2 3.12 269.7 22.5 0. 000 066
8 3 2 1 3 3.43 63.8 21.0 0.075 202
9 3 3 2 1 2.70 55.0 5.6 0.034 175

K, 0.085 135 0.028 605 0.105 846 0.057 563

K 0.071 093 0.090 477 0.059 213 0. 100 039

K; 0.036 481 0.073 627 0.027 650 0.035 107

R 0.048 654 0.061 872 0.078 196 0.064 932

A': Mannitol; B: MCC(Microcrystalline cellulose) ; C: Lactose; D; CMS-Na (Carboxymethyl starch sodium)

xk2 FAEHWER
Tab 2 Result of ANOVA analysis

Variant source SS v MS F
A 0.003 762 2 0.001 881 12 136.69
B 0.006 139 2 0.003 070 19 803.53
C 0.009 286 2 0.004 643 29 953. 46
D 0. 006 525 2 0.003 262 21 047. 24
SSk 0. 000 000 31 2 0. 000 000 155

A: Mannitol; B; MCC (Microcrystalline cellulose); C: Lactose;

D: CMS-Na (carboxymethyl starch soautm). Fy ¢5(2,2)=19. 000
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Fig 2 Dissolution curve of optimized formulation
n=3,x+ts
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