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Improvement of Quality Standard of Boron Chloride Solution
YU Xiao-xia, LIU Chun-xia, QIU Kai-feng (Dept. of Pharmacy, Sun Yat-sen Memorial Hospital, Sun Yat-sen
University, Guangzhou 510120, China)

ABSTRACT OBIJECTIVE: To improve and establish the quality standard of boron chloride solution. METHODS: The determina-
tion methods for naphazoline hydrochloride and chloramphenicol were added according to the methods in Chinese Pharmacopoeia
(2010 edition) , based on previous standard. The reaction medium in the content determination of boric acid was neutral glycerine
instead of mannitol, and sampling amount was 5 ml. RESULTS: The characteristic identification reactions were positive of all main
components as boric acid, naphazoline hydrochloride and chloramphenicol. The linear range of boric acid were 10-32 mg/ml (r=
0.999 5, n=7) with an average recovery of 101.0% (RSD=1.10% , n=3). Improved method had some advantage of clear end
point and reduced error, compared with previous method. CONCLUSIONS: The established methods is convenient, sensitive and
accurate, and can be used for the quality standard improvement of boron chloride solution.
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b E ) — MR IF(RSD=1.45% ,n=6), 11 #AHEE 60 min MIEEETAHT2%~91% ., Lt 07 Fthi RE, TAAT
B T7 Wit K W B

KRR A IRiEES M ik HPLC

Establishment of the Method for Dissolution Test of Compound Diphenoxylae Tablets in vitro
LIU Xiao-zhe(Nanyang Institute for Food and Drug Control, Henan Nanyang 473061, China)

ABSTRACT OBJECTIVE: To establish the method for dissolution test of Compound diphenoxylae tablets in vitro. METHODS :
The paddle method was used with hydrochloric acid (9—1 000) as dissolution medium at rotation speed of 75 r/min with dissolu-
tion time of 60 min. The content of Compound diphenoxylae tablets was determined by HPLC. The separation was performed on
Welchrom Cs column with mobile phase consisted of triethylamine phosphoric acid-acetonitrile (45:55, pH 3.1) at the flow rate of
1.0 ml/min. Detection wavelength was set at 230 nm, and column temperature was 30 “C. The dissolution homogeneity test was con-
ducted among 6 tablets from same batch. RESULTS: The linear range of diphenoxylae hydrochloride was 0.634-6.34 pug/ml (r=
0.999 8) with an average recovery of 99.30% (RSD=0.89% , n=3). Those samples showed sound dissolution homogeneity
(RSD=1.45% , n=6). Accumulative dissolution of 11 batches of samples was 72% -94% within 60 min. CONCLUSIONS: The

method is rapid and convenient. It can be applied for the quality control of Compound diphenoxylae tablets.
KEYWORDS Compound diphenoxylae tablets; Dissolution; HPLC
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