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Preparation and Quality Control of Hydrocortisone Enema
LIU Yong-sheng, CHEN Hua, JIN Wei-hua, MI Ting-ting(Dept. of Pharmacy, General Hospital of Chengdu Mili-
tary Region, Chengdu 610083, China)

ABSTRACT OBJECTIVE: To prepare Hydrocortisone enema and to establish the method for the quality control of it. METH-
ODS: Hydrocortisone was used as main component to prepare Hydrocortisone enema. The content of hydrocortisone was deter-
mined by HPLC. The quality and stability of Hydrocortisone enema were investigated. RESULTS: Preparation was colorless viscous
liquid. The identification and examination items were in accordance with the relevant provisions. The linear range of hydrocortisone
was 0.01-0.2 mg/ml (»=0.999 4) with an average recovery of 100.47% (RSD=0.474% ,n=9); average labelled percentages of 3
batches of samples were 99.87% (RSD=0.32% ,n=6), 102.72% (RSD=0.58% ,n=6) and 98.13% (RSD=0.63% ,n=6), re-
spectively. The preparation had no obvious changes at room temperature within 12 months. CONCLUSION: The method is simple,

feasible, stable and controllable in quality.
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Fig1 HPLC chromatograms
A. reference substance; B. negative control; C. sample; 1. hydrocorti-
sone; 2. methanol
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0.099 87 0.04 0.140 18  100.78

0.099 87 0.04 0.14032 101.13

0.099 87 0.04 0.14027  101.00

0.099 87 0.05 0.150 10  100.46
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