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Preparation and Quality Control of Silybin Meglumine Ophthalmic Gel
LIU You-bin, CHEN Jun, YANG Xue-juan, CHEN Hua, ZHANG Chun-xiao (College of Pharmacy, Jiangsu Uni-
versity, Jiangsu Zhenjiang 212013, China)

ABSTRACT OBIJECTIVE: To prepare silybin meglumine ophthalmic gel and establish a method for its quality control. METH-
ODS: Silybin meglumine ophthalmic gel was prepared with silybin meglumine as main component and carbomer 940 as matrix.
HPLC method was adopted to determine the contents of main component, and the particle size, pH value and microbial limit were
investigated; the stability test of the sample at 4, 40 “C and under light was conducted after 10 days, and the appearance, content,
particle size and pH value were investigated. RESULTS: Prepared gel was light yellow transparent semisolid, showing homoge-
neous and fine and smooth structure and well-spread. The study showed that labeled amount of samples were between 96.35% and
100.01% , particle size were less than 50 pm, and pH value was 7.89 + 0.06; microbial limit was in line with the regulations stated
in Chinese Pharmacopeia (2010 edition) ; the index of sample had no significant change under centrifugation, but pH value slight-
ly increased at 40 “C. CONCLUSIONS: The preparation technology is simple and feasible. The quality of the gel is stable and con-
trollable, and it should be kept in a cool place.

KEY WORDS Silybin meglumine; Ophthalmic gel; Preparation; Quality control
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Fig1 HPLC chromatograms
A. substance control; B. sample; C. blank sample
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