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[ Abstract | Objective; To study materiomic of release kinetics and dissolution characteristics of Liuwei
Dihuang pills and correlation of them. Method: Choosing Liuwei Dihuang pills from three manufacturers and
different batches produced by manufacturer A. According to Chinese Pharmacopia, using the evaluation methods of
release kinetics of traditional Chinese Medicine to determining the materiomics release kinetics and the release
characteristic of Liuwei Dihuang pills by the paddle method, determining the dissolution time, and analyzing the
correlation between the characteristic parameter of drug release and dissolution of Liuwei Dihuang pills. Result:
Ty, of Liuwei Dihuang pills of the three manufacturers are 107. 01, 134.33 | and 13. 01 min, respectively while T,
are 234. 11, 385.42, and 206. 17 min. The materiomic release kinetics had significant difference among three
different manufacturers (P <0.01) ; T, of Liuwei Dihuang pills of three different batches produced by manufacturer
A are 107.01, 125.93, 194. 44 min and T, of them are 234. 11, 385.42, 206. 17 min. The materiomic release
kinetics had significant difference among different batches produced by manufacturer A (P < 0.01). Their
disintegration time are 32, 43, 37, 35, 21 min, there was high lever of linear correlation between the release curve
fitting parameter as Ty,, T, and disintegration time trials result (P <0.05). Conclusion; There were significant
difference among Liuwei Dihuang pills of different manufacturers or different batches produced by manufacturer A
under the evaluation methods of materiomic release kinetics. And the release rate has correlation with the
disintegration time.
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Fig.1 Standard spectrum of Liuwei Dihuang pills
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Fig.2 Materiomic release of Liuwei Dihuang pills
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Fig.3 Materiomic release of the first batch from manufacturer A in

different rotation speeds
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Fig.4 Materiomic release of the second batch from manufacturer A

in different rotation speeds
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Fig.5 Materiomic release of the third batch from manufacturer A

in different rotation speeds
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Fig. 6 Materiomic release of manufacturer B in different

rotation speeds
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Fig. 7 Materiomic release of manufacturer C in different

rotation speeds
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Table 3 Results of variance analysis of in vitro release parameter
;§ 60 T, ,T, of Liuwei Dihuang pills from different manufacturers(r =3,
—— H1
B 40 - n=18)
¥ - &
20 . O E
Wiz B T BIrE F p
2k iR
0 T
0 2 4 h 6 8 10 12 Tso 24 i) 2 54 994.333 27 497.167 275.308 <0.01
4N 15 1 498. 167 99. 878
B8 ST B B4R A - ) T, 2] (7] 2 201 344.111 100 672.056 219.632 <0.01
Fig.8 Materiomic release percentage-time curve of Liuwei Dihuang Wk 15 6 875. 500 458. 367

pills from three manufacturers
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Fig.9 Materiomic release percentage-time curve of Liuwei Dihuang

pills of three different batches of manufacturer A
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Table 1 Results of curve fiting(n =6)

RZ
R
H 1 2 3 Z W
BY SRR 0.7835 0.8231 0.8736 0.7607 0.618 0
SRR 0.9082 0.9046 0.9437 0.8546 0.8468

Higuchi %4 0.9045 0.9324 0.9638 0.8882 0.7348

Peppas 15574 0.9673 0.9789 0.9913 0.9653 0.8967

Weibull 155 #1 0.9894 0.9905 0.9897 0.9811 0.9440

R2 BEHRBYRARMELN Weibull 3HSH (2 £5,n=6)

Table 2

Weibull distribution parameter of in vitro release curve of

Liuwei Dihuang pills from different manufactuers(x +s,n=6)

IR S Ts T,

i 12032412 107.01 £12.03 206.17 £27.74
12032379 194.44 £12.27 385.42 £20.57
12030373 125.93 +18.01 234.11 £35.90

< 6420086 134.33 = 7.71 292.33 £13.19

W 20121204 13.01 = 9.54 37.66 £10.09
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Table 4 Results of variance analysis of in vitro release parameter
Tsy, Ty of Liuwei Dihuang pills of three different batches from

manufacturer A(r=3,n=18)

HHEH ﬁ% HMmBE B2 oM ¥orE F P

Tsy i 2 25348.111 12674.056 61.201 <0.01
My 15 3106.333  207.089

T, 4F 2 110 902.778 55451.389 69.900 <0.01
4y 15 11899.500  793.300
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Table 5 Disintegration time determination results of Liuwei

Dihuang pills

S ]/ min

FE S RSD/ %

1 2 3 4 5 6 Fy
i1 30 35 35 26 29 34 32 11. 84
2 46 39 34 40 52 49 43 15.69
3 36 28 38 40 31 49 37 19.93
Z 36 35 33 38 37 30 35 8. 40
A 20 18 23 21 25 19 21 12. 42
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Table 6 Results of correlation analysis between materiomic release

parameter and dissolution of Liuwei Dihuang pills(n =30) min
"% T5o ey dinL| Ty VA T[]
H1 107 32 206 32
2 194 43 385 43
H 3 126 37 234 37
4 134 35 292 35
] 13 21 38 21
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