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Study on the Formulation and Preparation Technology of Chuanhuning Rectum in Situ Gel

SONG Jing', LIANG Li-juan', WANG Jin-yu’, TONG Yan®(1.Beijing Friendship Hospital Affiliated to Capital
Medical University, Beijing 100050, China; 2.Institute of Chinese Materia Madica, China Academy of TCM,
Beijing 100700, China)

ABSTRACT OBJECTIVE: To study the prescription and formulation technology of Chuanhuning rectum in situ gel. METHODS :
Using appearance, viscosity mutation temperature and gelling temperature and the stability as index, amount and type of polox-
amor, the amount of antioxidant and types of antiseptic were investigated by single factor test.The amount of antiseptic, types and
amount of antioxidant were optimized by orthogonal test and single factor test with the percentage of the decrease of potassium de-
hydroandrographolide succinate as index using the contents of disodium ethylenediamine tetraacetic acid, benzil alcohol and
HP-$-CD as factors. The period of validity of the gel was predicted. RESULTS: Optimal formulation was as follows: potassium de-
hydroandrographolide succinate of 10 g, poloxamer 407 of 18 g, poloxamer 188 of 6.0 g, benzil alcohol of 0.5 g, HP-4-CD of 6
g, adding high purity water of 59.5 g; gelling temperature of (36.5 £ 0.5)°C ; The period of validity was 1.57 years. CONCLU-
SIONS: The optimal formulation is reasonable and feasible, and it is suitable for the preparation of Chuanhuning rectum in situ gel.
KEY WORDS Chuanhuning rectum in situ gel; Preparation technology; Formulation
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Fig1 Determination of 7g in different prescniptions
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Fig 2 Determination of 71 in different prescriptions
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Tab 1 Factors and levels

k¥ i
A% B,% C,%
1 0 0.50 0.50
2 0.25 1.00 1.00
0.50 150 200
F2 EXRWLHER
Tab 2 Results of orthogonal test
&5 A B C D(RE)  FRETERRIRENE, %
l 1 1 1 1 8327
2 | 2 2 2 45.03
3 1 3 3 3 40.74
4 2 1 2 3 5027
5 2 2 3 1 5143
6 2 3 1 2 5153
7 3 1 3 2 5209
8 3 2 1 3 5429
9 3 3 2 1 4751
K 43.01 48.54 49.10 4740
K 5108 5025 47.60 49.55
K 5130 46.59 48.09 4843
R 8.29 3.60 210 215
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Tab 3 Analysis of variance

TEKR HETIH Gl Ji% F P
A 133,68 2 66.84 1933 <005
B 2009 2 1004 290
c 721 2 360 104

D(B%) 692 200 346
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note: Fuos(2,2)=19.0
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Fig 3 Effects of HP-£-CD on the stability of glue soluting
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Tab4 Determination of K in different temperature

0,5 1T K 1ok
7 29155x10° 30630x10° —27T346
80 28329x10° 1381 8x10° ~23824
9 2754810 41454x10° ~18596

100 26810107 18424x10° ~15139
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