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Preparation and Quality Study of Lipoic Acid Orally Disintegrating Tablets
YI Lei, CHENG De-zhen(The Affiliated Tianyou Hospital of Wuhan University of Science and Technology, Wu-
han 430064, China)

ABSTRACT OBIECTIVE: To prepare Lipoic acid orally disintegrating tablets, and to evaluate its quality. METHODS: Lipoic
acid orally disintegrating tablets were prepared with direct compression after wet granulation. With disintegration time and dissolu-
tion as index, the constituents of disintegrating agent, filler and lubricant were screened by single factor test combined with orthogo-
nal test. The tablet weight, hardness, disintegration time, accumulative rate and percentage content were investigated. RESULTS:
The optimal formulation was MCC 167.58 mg, L-HPC 23.94 mg, PVPP 47.88 mg, mannitol 60 mg, lipoic acid 300 mg and mag-
nesium stearate 0.6 mg. The parameters of prepared disintegrating tablets was as follows as (0.59 + 0.05) g in weight, (20.32 +
0.16) kg in solidity and (23.5+0.4) s in disintegration time, 101.49% in 3 min accumulative dissolution rate, 96.34% of labeled
content. CONCLUSIONS: Lipoic acid orally disintegrating tablets are prepared successfully and controllable in quality.
KEYWORDS Orally disintegrating tablet; Lipoic acid; Preparation technology; Disintegration time
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K1 FRRFIRIFIEER (n=06)

Tab 1 Results of screening disintegrating agent(n=06)

HfERALS AR s 10 min{ I, % il 3

MCC+PVPP 39 96.15 I 7 iy S WY o
MCC+L-HPC 40 90.24 Wk ik, e & KRR R
MCC+CCMC-Na 55 8531 Mok kg, AN T2 A RE
MCC+CCMS-Na 62 84.63 oK, MR, RO 42 AR

NF LRl S0, ARG ) R, L MCC 5 PVPP L-HPC
BN BRAR, 3T EARHRAT A T B A A A 22K
222 ERRK L MCC.L-HPC .PVPP [ &40 5k Rl 2
A B.C, iRt TR bR, R 3 2 3 7K 1E 52 1R 56 i i A
SR T A A B AR A R 5K I3 2, TE 28
GHE SRR 3, B IEE R R 4,
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Tab 2 Factors and levels

EES
K
A(MCC), % B(L-HPC), % C(PVPP), %
1 80 20 0
2 80 10 10
3 70 10 20
3 EXHBERHSER
Tab 3 Design and results of orthogonal test
WS A B C HAAEITE s
1 1 1 1 45
2 1 2 2 36
3 1 3 3 25
4 2 1 2 27
5 2 2 3 38
6 2 3 1 42
7 3 1 3 2
8 3 2 1 28
9 3 3 2 24
K 35333 31.333 38.333
K, 35.667 34.000 29.000
K 24.667 30.333 28.333
R 11.000 3.667 10.000
T4 FEDWER
Tab 4 Results of variance analysis
FERE  ESETIM FiE ] F P
A 234.889 2 117.445 1.795 >0.05
B 21.556 2 10.778 0.650 >0.05
C 187.556 2 93.778 1433 >0.05
B 130.89 2 65.442
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Tab 5 Results of screening filler and lubricant
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Tab 6 The results of appearance and taste(n=3)

#He S M RS, %
20140910-1 I L LT -22~15
20140911-1 DIREEEPIRES T, TR -1.9~17
20140912-1 AR A TR -1.7~2.1
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Fig 1 The dissolution curve of Lipoic acid orally disintegrat-
ing tablets and Lipoic acid tablets(n=6)
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