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Assay for bacteririal endotoxin in papaverine hydrochloride and sodium chloride
injection
JIN Wei-hong JU Hong-feng( Jiangsu Provincial Institution for Drug Control, Nanjing 210008 ,China)

ABSTRACT OBJECTIVE ; To establish the method of assay for the bacterial endotoxin in papaverine hydrochlo-
ride and sodium chloride injection. METHODS ; Inhibition and enhancement test was performed with limulus ame-
bocyte lysate manufactured by two different companies. RESULTS : The injection will not interfere to the bacterial
endotoxins test. CONCLUSIONS: The resulis suggest that bacterial endotoxins test ( gel-clot method) can be used

as an replaceable method for the rabbit pyrogen test for papaverine hydrochloride and sodium chloride injection.

KEY WORDS papaverine hydrochloride and sodium chlorid injection ; bacterial endotoxin ; Gel-clot method
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Determination of zoledronic acid for injection by HPLC
ZHENG Guo-gang', FANG Ying-zhi * ( 1. Zhejiang Institute for Drug Control, Hangzhou 310004, China;
2. Zhejiang Sir Run Run Shaw Hospital , Hangzhou 310016, China)

ABSTRACT OBJECTIVE; To establish an HPLC method for the determination of zoledronic acid for injection.
METHOD : The analysis was achieved by using Diamonsil C,; column with acetonitrile- ion-pair buffer solution(25
: 75) as mobile phase and UV-detector at wavelength 210nm. The ion-pair buffer sclution was a mixture of
0. 02mmol/ mL tetrabutyl ammonium hydroxide and 0. 02mmol/mL ammonium dihydrogen phosphate adjusted pH
2.3 with 50% phosphoric acid RESULTS : The linear range was from 50 to 240pg/mL (r=1.0). The average re-
covery was 100. 0% (RSD = 0.4% ). CONCLUSIONS: This method is simple, sensitive, accurate and suitable

for the determination of zoledronic acid for injection.

KEY WORDS zoledronic acid for injection ;determination; HPLC
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