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Preparation and Content Determination of Shuanghuang Fule Suppository

SHEN Weil, XIA Chenkez, JIANG Danlei’, CHEN Xueqi3*(1AThe First Affiliated Hospital of Zhejiang Chinese Medical
University, Hangzhou 310000, China; 2.College of Pharmaceutical Science, Zhejiang University of Traditional Chinese Medicine,
Hangzhou 310053, China; 3.The Thired Affiliated Hospital of Zhejiang Chinese Medical Univerdity, Hangzhou 310003, China)

ABSTRACT: OBJECTIVE To optimize the preparation process of Fule suppository and establish its assay method.
METHODS Orthogonal design, the appearance, weight difference, disintegration, dissolution, content as index, the effects of
different concentration of alcohol, polyethylene glycol ratio, temperature, stirring speed, influence of suppository preparation the
process time and casting temperature and stirring. The content of berberine hydrochloride in Shuanghuang Fule suppository was
determined by HPLC. RESULTS The best preparation condition was PEG-400 : PGE-6000 : S-40=6 : 3 : 1, temperature of

50 °C, stirring time of 40 min, stirring speed of 150 r-min”", injection temperature of 60 “C. The berberine hydrochloride content
of Shuanghuang Fule suppository were 2.10, 2.14, 2.15 mg. CONCLUSION The optimal proportion of the prescription is
reasonable, the preparation process is stable and easy to operate, and the content determination method is reliable.

KEY WORDS: suppository; preparation; process optimization
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Tab.1 The factors and levels of matrix formulation

K A B C
PEG-400 [fi5t/g  PEG-6000 [f)/g S-40 ) &#/g

1 2 0.5 0.5

2 3 1.5 1.5

3 4 2.5 2.5

211 IEASRE % Lo(3Y)IEAS Rk AT LI ¥ it
DA HR [ 24 3 2015 4 i Y 30 3% s R ARAS: 741 350 11
R QU YRR FE R A7 2 4, WBE A% 1
g5, A0 7). BAlEEZER QUM £5%AH
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EIRFR A 7 BEAT IR IR . H g T A1, 7RI E
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F2 NELEFMAT M LB ER KL
Tab. 2 Lo(3* orthogonal experiment result of formulation
screening for Shuanghuang Fule suppository

»

SIS Q1 Q2 Q3 F4r
A B C
1 1 1 1 2 2 2 6
2 1 2 2 2 1 0 3
3 1 3 3 0 0 0 0
4 2 1 2 2 2 1 5
5 2 2 3 2 1 1 4
6 2 3 1 2 2 2 6
7 3 1 3 0 0 0 0
8 3 2 1 2 2 2 6
9 3 3 2 1 0 1 2
K 3.667 3.667 5.667
K, 5.667 5.333 4.667
K3 3.000 3.333 2.000
R 2.667 2.000 3.667
212 FEASN USATCNIRZED, SF8E

T EM . SREY], Rl E N, Pk
R S-40 B R AR BRI ZE R A AR
GURNER 3. HAUEN BRI ABC,

- 1530-
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Bl 3 ¢ PEG-400, 1.5 g PEG-6000, 0.5 g S-40.
®3 TEMMEK

Tab.3 The results of variance analysisi

K% WZEFHM HEE F B
A 9.556 2 6.141
B 4.222 2 2.713
C 32.889 2 21.137 P<0.05
R 1.560 2

2.2 BRI & T2k

TR . BEREIS A) . PR . R
i JRE A 7R B RO A B KR o DR e HL kAT
AR5 . $ i Lo(3Y)IEZRBEAT VI, %
MHEFAKTIE 4.

x4 EXRBEZFKTER
Tab. 4 The factors and levels of preparation technology

B %
K A B C D
FERRRE/C BEREN A /min BEREERE /rominTt LR/ C
1 40 20 100 40
2 50 30 150 60
3 60 40 200 80
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Tab. 5 Lo(3* orthogonal experiment result of preparation
technology for Shuanghuang Fule suppository

H#®
SIS Ql Q2 Q3 M4y
A B C D

1 1 1 1 1 0 0 0 0
2 1 2 2 2 2 1 2 5
3 1 3 3 3 2 2 2 6
4 2 1 2 3 2 2 1 5
5 2 2 3 1 2 2 3 7
6 2 3 1 2 2 2 3 7
7 3 1 3 2 2 2 1 5
8 3 2 1 3 2 2 1 5
9 3 3 2 1 2 2 4 8
K, 3.667 3333 4.000  5.000
K, 6333 6.000 6.000 5.667
K; 6.000  7.000 6.000 5333

R 2.666 3.667 2.000 0.667
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Tab. 6 The results of variance analysisi

ES WmEFHM  AbE F 2
TN BE/C 12.667 2 18.991
1t 15 (8] /min 20.667 2 30.985 P<0.05
PP /r-min ™! 8.000 2 11.994
TR BE/C 0.667 2 1.000
U 0.667 2
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Fig. 1 HPLC chromatograms
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A-—standard solution; B—sample solution; C—negative blank solution; 1-berberine hydrochloride.
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W 5 R /N BEBR R IR S (0,744 mg-mL ™)K
o W B A I, 0 I B R T o) RS R
8.55, 17.1, 34.25, 68.4, 85.4 pg-mL™', 4%k
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