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Quality Control of Compound Clobetasol Propionate Film

PANG Lu', CHEN Zhi-ke', LU Guan-xin®*(1.Dept. of Pharmacy, Foshan Shunde District Chronic Disease Preven-
tion Center, Guangdong Foshan 528300, China; 2.Foshan Shunde District Institute for Drug Control, Guang-
dong Foshan 528300, China)

ABSTRACT OBJECTIVE: To establish the method for the quality control of Compound clobetasol propionate film. METHODS:
HPLC method was adopted to determine the content of clobetasol propionate in Compound clobetasol propionate film, and UV spec-
trophotometry was used to determine the content of salicylic acid. RESULTS: The linear range of salicylic acid was 8-28 pg/ml (r=
0.999 8) with an average recoveries of 101.10% , 99.35% and 99.96% at low, medium and high concentrations, RSD of 0.26% ,
0.62% , 0.56% (n=9) ; that of clobetasol propionate was 20.16-100.79 pg/ml (+=0.999 9) with an average recoveries of 99.14% ,
100.20% and 101.10% at low, medium and high concentrations, with RSD of 0.62% , 0.59% , 0.79% (n=9). CONCLUSIONS:

The method is simple, rapid and accurate, which can be used for quality control of Compound propionate clobetasol film.
KEY WORDS Clobetasol propionate; Salicylic acid; Film; Quality control; HPLC; UV spectrophotometry
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A. SA control; B. samples; C. negative samples

R1 SAEYWRRBER (n=9)
Tab 1 Results of recovery tests of SA(n=9)

m(MAR) ,mg  m(IEME) ,mg  FCE, %  SFHERE, %  RSD,%
17.12 17.25 100.80 101.10 0.26
16.84 17.06 101.30
16.88 17.08 101.20
19.92 19.90 99.90 99.35 0.62
19.88 19.62 98.69
19.93 19.82 99.45
24.04 23.89 99.38 99.96 0.56
24.82 24.95 100.50
23.71 23.71 100.00

T2 T VR X Rt VYRR B e o BRI, 43 A (D) I R R
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A. CP control; B. samples; C. negative samples; 1. CP

®2 CrEEERIXILER (n=9)
Tab 2 Results of recovery tests of CP(n=9)

mUMAGE) ,mg  m(SEMME) ,mg  WIE, % FHEEE, % RSD, %
0.406 0 0.400 1 98.55 99.14 0.62
0.406 0 0.402 3 99.09
0.406 0 0.405 1 99.78
0.507 5 0.508 6 100.20 100.20 0.59
0.507 5 0.505 5 99.61
0.507 5 0.5114 100.80
0.609 0 0.6137 100.80 101.10 0.79
0.609 0 0.621'1 102.00
0.609 0 0.6122 100.50
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®3 HMABNELER(n=4)
Tab 3 Results of content determination of samples(n=4)

Eiin= IKWAIR , mg/g MIRAER , me/g
20110420 51.88 0.5332
20110421 51.71 0.5250
20110422 51.38 05161
20120626 52.02 0.5382
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