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Analysis and evaluation of dissolution of Compound Liquorice Tablets

ZHENG Shu-feng, HU Meng-shen, YANG Hong-juan, HUANG Jian-ying, LI Ling-ling
Xiamen Institute for Drug Control, Xiamen 361012, China

Abstract: Objective To establish a test method for the dissolution of Compound Liquorice Tablets (CLT), to inspect the dissolution
of 76 batches of CLT made in China, and to evaluate their internal-quality. Methods Using paddle method, the medium was water,
and rotated speed was 75 r/min. The detection wavelength was 260 nm, the values of dissolution were calculated by self-control
method. Results The calibration curve was liner in the concentration range of 10%—100% dissolution, » = 0.999 7; 76 batches of
samples from 32 manufactories were detected using this method and the batches with the results below 80% were about 36.8% in total.
Conclusion The dissolution test method shows the biological availability to some degree, and the self-control method is accurate,
highly specific, and widely applicable. Through the investigation of the samples all over the country, it is shown that the method could
be applicable to all the samples and effectively control the internal-quality of product.
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Dissolution curves of CLT 0.1 mol/L hydrochloric acid solution (manufactory 25)

F1 BRHNRER

Table 1 Investigation of dissolution media

. SRR %
A I ) ) ) ) ) ) ) ) )
10 min 20 min 30 min 40 min 50 min 60 min 70 min 80 min 90 min
0.1 mol/L FhER¥EIR - 33.0 52.7 67.1 79.2 86.8 92.2 95.4 97.6
pH6.8 BifR M 703 99.2 102.9 — — — — — —
2 BHAREE
Table 2 Investigation of dissolution media
= [lwvn 132 /0
B A R . . %ﬁ/ B % . : .
5 min 15 min 30 min 45 min 60 min 90 min
7K 24.2 62.7 87.9 93.5 95.1 95.7
pH4.0 BEFR £h 52 26.2 64.9 90.1 91.3 91.4 91.1
243 WHMZrEse 32 Ak, Sigses WA RE R, U s R 5% [E]

TSR R MLk 25 RA T H ihd 2 7 B
F, AR I 30~90 min A%, FEFRIA
120 min ¥ H RIE 70%, WL 4. BSR4 5
TEESHR, P TR T T 5 2
RS AE R, RN TS T2
BEFE R I o DA SR [T e NSk, R A
DARESZ & Mok Py 257750, Wil A 7= A iR AT
FUHIF T 23 RAF B (R R AT A LA s A b 1R
PRI L, R AT B A, 283
TET

2.4.4  UUFER TR S, PRSEFRORf o SRR S AR

AL 45 min FERIORE i, BRI 32 A3t 76 #LR 7
TR AT TS, Hoh 28 it i RIAF)|
80%, i SHLIN) 36.8%; HAx 48 fitwythiar, H 6
A A 44], RSD {HIAAE 10%LA, ¥ il
LRI A AT, WfE R EE A bR7R 21K 80%.

3 g

3.0 AT AR R R IR AH O 2 b 2R B AE A N
FEFIIRTEE T, A SRS Z, FEE,
AT N

3.2 32 Mk, RS AL 3 — PR, A
A 28 Rk 41 1) 2 HESZAAFE W3 — iR 2=, Ak



t¥ishet %, Drug Evaluation Research 35 37% 35281 20144E4 A -133 -

120 120
100 100
§ i ! 5 . ——1
S0 | =2 T -
& 3 =
¥ ™ & ——3
= 40 ——4 Za0 | 4
Bk —=5 23 5
2 ¢ ——6 20 | —=
——6
0 L L L L , 0 . .
0 20 40 60 80 100 0 20 40 60 80 100
AR [E]/min B B [ /min
1k 35 b 42
120
100
S8y ——1
ﬁé() —a—2
g ——3
= 40 F ——1
23 ——5
20 - ——6
‘ ‘ ‘ ‘ ‘ : 0 7‘0 46 6‘0 8‘0 1(;0
0 20 40 60 80 100 -
BR8] /min B FE B [E])/min
Ak 22 Ak 24
——1
-2
——3
——4
——5
——6
0 50 100 150
EURERS (8] /min
il 28

4 PRI H 2

Fig. 4 Dissolution curves of CLT from various manufactories
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Fig. 5 Comparing dissolution curves of different batches from same manufactory
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