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Table 1  Screening test on particle size
dinesh/HM Appearance t(disintegrating)/s
1000 Rough 326
880 Rough 238
700 Smooth 256
550 Smooth 206
2.2.2
(MCC) 150 pm PVPP
ccp 17>
2
Table 2 Screening test on bulking agents
Formulation m(drug)/ m(MCC)/ m (lactose)/ m(calcium sulfate)/ m(PVPP)/ t(disintegrating)/
mg mg mg mg mg min
1 135 144 21 5
2 135 144 21 8
3 135 144 21 9
MCC
MCC
2.2.3
5mLg* PVPP LHPC CCMC-Na P
PVPP LHPC CCMC-Na CMS-Na 150 pm
“€2.17”

MCC
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Table 3 Screening test on disintegrants

. Lt m(drug)/  m(MCC)  m(PVPPY  m(@HPCYy m(CCMC-Nay m(CMS-Na)  (disintegrating)/
ormulation
mg mg mg mg mg mg min
1 135 144 21 5
2 135 144 21 7
3 135 144 21 6
4 135 144 21 9
CCMC-Na PVPP
CMS-Na LHPC
PVPP CCMC-Na LHPC CMS-Na
PVPP CCMC-Na
224
“€2.2.377 MCC PVPP
CCMC-Na (1:D) “€2.1*”
4
Table 4 Screening test on addition of disintegrant
) m(drug)/  m(MCC)/ m (PVPP-CCMC-Na) / t(disintegrating)/
Formulation ] Appearance
mg mg mg min
1 135 144 21(Intra-add) 5 Smooth
2 135 144 21(Axtra-add) 4 Rough with powder
3 135 144 10.5:10.5(1 1ntra : 7 Axtra) 3 Smooth
2.2.5
3 5% PVPKgsp- 5% PVPKj
95% 5
Table 5 Screening test on binder
. m(drug)/  m(MCC)/  m(PVPP)Y ) t(disintegrating)/
Formulation Binder .
mg mg mg min
1 135 144 21 5%PVPK 3, (alcohol solution) 9
2 135 144 21 5%PVPK3(aq sol) 8
3 135 144 21 95%Alcohol 5
5% PVPKj
5% PVPKj 95%
95%

2.3
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MCC PVPP CCMC-Na
3 4kgcm? 6
7 8 9
Table 6 Factors and levels
Factor
Level B C
w(CMC)/% w(PVPP)/% w(CCMC-Na)/%
1 5 4
2 7 6
3 9 8
Table 7 Result of experiments
) Factor . ) t (disintegrating)
Formulation w (dissolution) /%
A B C Is
1 1 1 1 69.5 156
2 1 2 2 79.6 138
3 1 3 3 83.7 103
4 2 1 3 80.2 106
5 2 2 1 815 112
6 2 3 2 89.3 78
7 3 1 2 79.7 117
8 3 2 3 87.5 94
9 3 3 1 93.2 57
K 77.600 76.467 82.100
K 83.667 82.867 84.333
K3 86.800 88.733 81.633
Ry 9.200 12.266 2.700
Ly 132.333 126.333 109.333
L, 98.667 114.667 100.333
L 89.333 79.333 110.667
R, 43.000 47.000 10.334
Table 8 Result of variance analysis of dissolution percent
Variance Ss f F P Remark
A 131.262 2 14.947
B 225.849 2 25.717 <0.05 *
C 12.496 2 1.423
Error 8.78 2

—Significant effect Fy05(2,2)=19.0
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Table 9 Result of variance analysis of disintegrating time

Variance Ss f F P Remark
A 3069.556 2 19.079 <0.05 *
B 3593.556 2 22.336 <0.05 *
C 189.556 2 1.178
Error 160.89 2

*—Significant effect F05(2,2)=19.0

2.3.1
6 1 000 mL
25 mm (37 £1) °C
15 mm
2.3.2
HPLC
23.2.1
Irregular-H C;g (4.6 mm><250 mm 10 um) - 0.04%
( 12:88) 1.0 mL-min™ 327 nm 25 20 uL
2.3.2.2
4,08 mg 10 mL 50%
01 04 05 06 08 10mL 10 mL
50% 20 uL
(b mgL?) (4)
A =6.497x10°p+1.401x10*  r=0. 999 6
4.08 40.8mgL™
2.3.2.3
10 5
50 % 50 mL 30 min
0.45 pm 5mL 25 mL
50 % 20 uL
10
2324
2005 XC 2
(n=6) 250 mL (37+0.5) 100 r-min™* 10 min

5mL 0.45 pm HPLC
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Table 10 Recovery of chlorogenic acid

Moriginal/ MY Madded/MY Mioung/MY Recovery/% Average/% RSD/%
0.255 0.25 0.502 98.8
0.268 0.25 0.510 96.8
0.257 0.25 0.508 100.4 98.6 131
0.273 0.25 0.518 98.0
0.254 0.25 0.501 98.8
2.4
B 4 C A3B3Cy
B (P<0.05) B 4 C
AzB3C5 A B (P <0. 05)
MCC 40% PVPP 9% CCMC-Na
6% 2:3 95%
550 um 550 pm
2.5
3
11

Table 11 Quality investigation results of 3 batches of sample

No. Appearance t(disintegrating)/ s w (dissolution) /%
1 Smooth 109 86.4
2 Smooth 115 87.2
3 Smooth 127 85.9
3
a.
b.
PVPP
15 2
Ul ccMmc-Na
4 cMS-Na

300 “  LHPC
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B mcc
[5]
C.
150 pm
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Preparation process of Wuweixiaoduyin dispersible tablets

ZHANG Yu', JIN Ling-yu', ZHU Tong-fei?, JIAO Cheng-mei*, LI San-ming*
(1. School of Pharmacy Shenyang Pharmaceutical University Shenyang 110016 China 2. School of

Traditional Chinese Materia Medica Shenyang Pharmaceutical University Shenyang 110016  China)

Abstract: Objective To investigate the optimum formulation and preparation process of Wuweixiaoduyin
dispersible tablets. Methods The formula of Wuweixiaoduyin dispersible tablets were optimized in terms
of disintegration time and dissolution percent by orthogonal design test. Results The tablets were prepared
by moist granulation method with alcohol ( 95%) as moistening agent, microcrystalling cellulose (MCC) as
diluents, and the polyvinylpolyrrolidone ( PVPP) and sodium croscarboxymethylcellulose (CCMC-Na) as
disintegrant. Conclusion The formula of the dispersible tablets is reasonable, with faster disintegration
and more complete dissolution.

Key words: pharmaceutics; dispersible tablets; orthogonal design; Wuweixiaoduyin; preparation



