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Preparation Process Optimization and Safety Evaluation of Shimang Qingre Ointment
XIAO Jiajia ,WANG Jun,SHI Chongjing,LI Ping
(Chengdu Integrated TCM & Western Medicine Hospital - Chengdu First People's Hospital,Chengdu,Sichuan ,China  611141)
Abstract: Objective

comprehensive scores of sample appearance, coating ductility, centrifugal stability, cold resistance test, and heat resistance test were

XEHS 1006 — 4931(2025)09 - 0040 — 06

To optimize the preparation process of Shimang Qingre Ointment, and to evaluate its safety. Methods The

taken as evaluation indexes,and the dosage of polyethylene glycol 400, water,and glycerol were taken as evaluation factors,the Box —
Behnken Design (BBD) response surface methodology was used to screen the optimal preparation process based on the single
factor test,and the validation test was conducted. The irritation test and acute toxicity test were conducted on intact and damaged
skin of Japanese white rabbits, and the skin allergy test was conducted on guinea pigs to verify the safety of Shimang Qingre
Ointment. Results The optimal process was as follows:the dosage of polyethylene glycol 400 was 56 g,the dosage of water was
2.8 g,and the dosage of glycerol was 3.2 g. Under these conditions,the comprehensive score of the three experiments was (88 + 2)
points. Shimang Qingre Ointment and corresponding excipients had no local irritant reaction on intact skin,but have a mild irritant
effect on damaged skin;the sensitization rate was 10%, and no severe allergic reactions were observed;there were no acute toxic
reactions to intact or damaged skin. Conclusion The optimal preparation process of Shimang Qingre Ointment is scientific,
reasonable, stable, feasible, safe,and effective.

Key words:Shimang Qingre Ointment;Box — Behnken response surface design method;process optimization ;safety
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Tab.1 Evaluation indexes and criteria for Shimang Qingre Ointment
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Fig.1 Results of the single factor test
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Tab. 4 Results of the analysis of variance of multiple regression model
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A. Polyethylene glycol 400 — water dosage B. Polyehylene glycol 400 - glycerol dosage C. Water — glycerin dosage

Fig.2 The 2D contour map and 3D response surface map of the interaction of various influencing factors on the comprehensive scores
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Tab.5 The average score of skin irritation response in rabbits

(X = s,point,n = 4)
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Tab. 6 Effect of Shimang Qingre Ointment on skin allergic

reaction in guinea pigs (n = 10)
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Tab.7 Effect of Shimang Qingre Ointment on body weight of
rabbits when applied to intact and damaged skin (X * s,kg,n = 4)
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