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Preparation technology and quality control of Chuanxinlian Soft Capsule
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Abstract: Objective To establish the preparation technology and a method for the quality control of Chuanxinlian Soft Capsule.
Methods According to the Andrographis Herba Tablets item in Chinese Pharmacopoeia 2010, the Chuanxinlian extracts were
prepared; The contents of capsule and capsule shell were evaluated by single factor. The content of dehydroandrographolide and the
dissolution of Chuanxinlian Soft Capsule were determined by HPLC. Results The best formulation of Chuanxinlian Soft Capsule
content (1 000 capsules) was determined as follows: Chuanxinlian 1 000 g, span 80 5.5 g, beeswax 27.5 g, and soybean oil 422 g. The
final formulation of capsule shell was fixed as gelatin-glycerin-water (100 : 40 : 100). The prepared Chuanxinlian Soft Capsule was in
accordance with the regulation in Chinese Pharmacopoeia. The content and dissolution of dehydroandrographolide had no significant
difference among different batches of Chuanxinlian Soft Capsule. Conclusion This prescription of Chuanxinlian Soft Capsule is
reasonable and effective; The method is simple and accurate and can be used for the quality control of Chuanxinlian Soft Capsule.
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Table 1 Investigation of soybean oil consumption
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Table 2 Investigation of suspending agent and emulsifying agent
AR Lt et (24h J5) DikELL
K 1 7 0.57
K- 1:0.065 if 0.75
K- - =] 3% 80 1:0.065:0.013 It 0.95
K7 ih- 1 - =) 5 80 1:0.065 : 0.025 It 0.96
K- I8 - X S 1:0.065:0.013 It 0.87
K- B - K T g i 1:0.065 : 0.025 It 0.93
K -1 -2 1L A4 80 1:0.065:0.013 It 0.89
KT -2 -2 L A4 80 1:0.065 : 0.025 It 0.93
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Table 3 Capsule shell formula
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Table 4 Six batches of production data

BRI FR" /min  BEZES BKFOENEE / (mgh )

i PEIR

01 AW NENEE, WRYNHAECRBTRE; <k
02 AWCHEIHE, WERY PR ORI,
03 AMCHENLEE, WRYN B ORI
04  ANCENTEE, WRYNPAE ORI
05 AW NPNTE, WRYNHAECRBTRE; <6k
06 Ahh A BIEE, WA 0 DE O RERA: U,

v
v
v
v
v
ok i

17 R 8.15
19 FFE e 6.05
20 fFERLE 7.50
18 FFE e 6.45
20 R 7.85
16 fFEHE 7.65

*DARRRISE 0.55 g ¢, % 5 A

*each capsule have 0.55 g gauge, same as Table 5
26 FRBiEHmRrY
26.1 &M EiGHN Kromasil Cig A (150
mm X 4.6 mm, 5.0 um), JLaNFH A FEE-7K (60 : 40D,
PRI 1.0 mL/min, A9 30 °C, #EFfE 20 uL,
R K 254 nm.
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Wk Y=313 614 X—267 456, R*=0.999 9, Ji/K%
LENBELE 25~200 pg/mL 5 MR 2 ) AF 2t
KR
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®5 #H#mMNE (n=2)
Table 5 Determination of samples (n = 2)

e Hﬁﬁ/ﬁ?lb%?\]"ﬁ‘é / o Hﬁykﬁ'll\%lj\]*ﬁﬁ /
(mgHi ) (mgKi ")

07 5.66 13 7.15

08 5.18 14 7.05

09 5.68 15 7.58

10 5.50 16 7.45

1 530 17 7.44

12 7.08
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Fig. 1 Dissolution curves of three batches of samples
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