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Study on Skin Irritation of Clobetasone Butyrate Cream in Rabbits and Its Skin Sensitization in Guinea
Pigs

XIANG Cuiying', YANG Gang’, YANG Bing’, ZHENG Chuanbo’, ZHOU Jingsi’, LI Zhengping’ (1.Center of
Research & Development, Huapont Pharm Co., Ltd., Chongqging 401121, China; 2.Chengdu Baikang
Pharmaceutical Industry Pharmacology and Toxicology Research Institute, Chengdu 610046, China)

ABSTRACT OBIJECTIVE: To study the skin irritation and sensitization of domestic generic drug Clobetasone butyrate cream,
and to compare it with commercial drug (original drugs). METHODS: The skin irritation test was conducted on rabbits. Totally 24
rabbits were randomly divided into test preparation intact skin group, test preparation abraded skin group, commercial drug intact
skin group and commercial drug abraded skin group, with 6 rabbits in each group. 0.5 mL test preparation or commercial drug was
administered to the left side of intact or abraded skin and the same amount of excipient on the right side of each rabbit twice a day
for consecutive 7 days. The irritation of the drug to the rabbit skin was observed, and the erythema and edema of the skin were
scored; the skin of administration site was taken at 72 h after last administration and the end of 7 d after drug withdrawal for
histopathological examination. The skin sensitization test (Buehler test) was carried out on guinea pigs. Totally 60 guinea pigs were
randomly divided into test preparation group (n=20), commercial drug group (n=20), positive control group (n=10) and
excipient control group (n=10). 0.2 mL test preparation or commercial drug was administrated to the left side of the rib abdomen
skin of each guinea pig at the 0, 7th, 14th day to induce model, and an equal amount of corresponding preparation was
administered to the right side in the same way at the 28th day for stimulation. Hypersensitive response such as erythema and edema
were observed and scored at 24 h and 48 h after the stimulation. The incidence of hypersensitive response was then calculated.
RESULTS: In skin irritation test of rabbits, no erythema and edema was caused by the test preparation or commercial drug on
intact skin of rabbits; scores of skin irritation was 0; there was no dermal irritation. Both test preparation and commercial drug
caused transient slight erythema on abraded skin of a few rabbits; scores of intact and abraded skin irritation were 0-0.33; there
was no dermal irritation. There was no statistical significance among groups. No dermal pathological changes were observed. In skin
sensitization test of guinea pig, no hypersensitive response such as erythema and edema was found on the skin of guinea pigs in
both test preparation and commercial drug groups; both score and the incidence of hypersensitive response were 0. Compared with

excipient control group, there was no statistical significance of average score and the incidence of hypersensitive response in test
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Clobetasone butyrate cream are the same as those of the original drug. It has no irritation to the skin of rabbit, and no sensitization

to the skin of guinea pigs.

KEYWORDS Clobetasone butyrate cream; Generic drug; Original drug; Skin irritation; Skin sensitization; Rabbit; Guinea pigs
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Tab 1 Scoring criteria for skin irritation
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Tab 2 Evaluation criteria of skin irritation intensity
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Tab 3 Scoring criteria of skin sensitization
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Tab 4 Evaluation criteria of skin sensitization
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tiple medication (7 =6)
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