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Preparation and in vitro Dissolution Investigation of Polygala fallax Rapidly Disintegrating Oral Tablets
WU Wei, LIU Yeying, HUANG Ying, LIU Liping, LIAO Liyuan, DUAN Xiaoqun (College of Pharmacy, Guilin
Medical University, Guangxi Guilin 541004, China)

ABSTRACT OBJECTIVE: To prepare Polygala fallax rapidly disintegrating oral tablets and investigate its in vitro_ dissolution.
METHODS: The rapidly disintegrating tablets was prepared by direct powder compression method. Using disintegration time as in-
dex, the ratio of stuffing bulking agent mannitol to disintegrating agent microcrystalline cellulose, the amount of drug extract, the
amount of lubricant magnesium stearate and other influential factors were investigated by single! factor'test and orthogonal test. The
drug dissolution effect of prepared tablet (using senegenin as substance control) was evaluatéd by in vitro dissolution test (using wa-
ter as dissolution medium, paddle method). RESULTS: The optimal_forfmulation ‘Wwas"that the amount of drug extract was 15% ;
the ratio of mannitol to microcrystalline cellulose was 1.5:1; the amount of.magnesium stearate was 1.0% . The disintegration time of
prepared tablet was (31+4) s; tablet hardness was (3.4 £.0:2) 'kg;' tablet friability was (0.23+0.07)% (RSD<<0.11%, n=3). Ac-
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cumulative dissolution rate of total saponins was more than 90% within 5 min. The dissolution parameters 75 was equal to 0.84

min and 7; was equal to 1.77 min. CONCLUSIONS: Polygala fallax rapidly disintegrating oral tablets will dissolve quickly and dis-

integrate rapidly in aqueous solution.

KEYWORDS Polygala fallax; Rapidly disintegrating oral tablets; Preparation; Formulation optimization; Orthogonal test; Disso-

lution rate
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Fig 1 Effects of 2 factors on disintegration time
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Tab 1 Factors and levels

Y RS MCCRIL) BORREIARD % CEHERIAR %
1 15:1 05 15
1.7:1 1.0 20
3 20:1 1.5 25
F2 RETHSER
Tab 2 The arrangement and results of test
%5 A B C D JfRESBR 5
1 1 1 1 1 30.45
2 1 2 2 2 33.93
3 1 3 3 3 69.55
4 2 1 2 3 61.08
5 2 2 3 1 72.46
6 2 3 1 2 50.97
7 3 1 3 2 96.98
8 3 2 1 3 30.63
9 3 3 2 1 81.04
K 44643 62.837 37.350 61.317
K. 61503 45.673 58.683 60.627
K 69550 67.187 79.663 53.753
R 24.907 21514 42313 7.564

R3 AEDWER
Tab 3 Variance analysis results
WERIE SSEYIIR A BJi% F P

A 969.350 2 484.675 9.239

B 776.326 2 388.163 7.399

C 2 685.690 2 1342.845 25597 <0.05
D(1%%) 104.920 2 52.460

1 Foes(2,2)=19.00
Note:Foos(2,2)=l9.00
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