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Determination of Bacterial Endotoxin in Cross-linked Sodium Hyaluronate for Intraarticular Injection by
Using Kinetic-turbidimetric Technique
WU Ting, CAO Xia-fei, LI Wei(Guangzhou Institute for Drug Control, Guangzhou 510160, China)

ABSTRACT OBIECTIVE: To establish the method for the quantitative determination of endotoxin in Cross-linked 2% sodium
hyaluronate for intraarticular injection. METHODS: According to kinetic-turbidimetric technique and guidance principle stated in
Chinese Pharmacopoeia (2010 edition) , inference test was carried out to determine maximum effective diluent fold. The results
were compared with gel-clot test. RESULTS: There was no interference in the bacterial endotoxin test when the sample was diluted
by 8 times. The recovery rates of endotoxin were 50% -200% . Results of two methods both were below the limits. CONCLU-
SIONS: It is feasible that established kinetic-turbidimetric technique is used to determine the endotoxin in Cross-linked 2% sodium
hyaluronate for intraarticular injection.

KEYWORDS Cross-linked 2% sodium hyaluronate for intraarticular injection; Kinetic-turbidimetric technique; Bacterial endotox-
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Tab 1 Reliability test of standard curves(n=3)
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Tab 2 Results of preliminary interference test(n=3)
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Tab 3 Results of interference test(n=3)

PEERHES BREH KETE TRNENE,s AMENGERERE, EU/ml R, %

802023/3 8 A >3 600 <0.03

B 1071.0 04017 148.68
802025/2 8 A >3 600 <0.03

B, 1099.0 03673 134.92
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B, 1086.0 0.382 8 141.12
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Tab4 Comparison of the results of 2 kinds of methods
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Methodology Study on Microbial Limit Test for Levofloxacin Hydrochloride Tablets
LONG Hui', WU Xin’, YAN Lei-na’, CHEN Fang'(1.Nanchang Center for Disease Control and Prevention, Nan-
chang 330038, China;Z2.Jiangxi Provincial Institute for Food and Drug Control, Nanchang 330029, China)

ABSTRACT OBJECTIVE: To establish the microbial test method for Levofloxacin hydrochloride tablets. METHODS: Microbial
limit test for Levofloxacin hydrochloride tablets were carried out by using plating method, membrane-filter method and mem-
brane-filter method with neutralizing agent of magnesium sulfate. RESULTS: The membrane-filter method (1 mol/L magnesium sul-
fate solution 1 ml added into culture medium), as pH 7.0 sterile sodium chloride-peptone buffer 500 ml containing 0.1 mol/L neu-
tralizer magnesium sulfate for flushing 5 times, could be used for the microbial limit test. The method can effectively eliminate the
effects of anti-microbial component on the test. Plating method was used to detect mould and saccharomycetes, and recovery rate of
5 kinds of positive bacteria had reached 70%. It was in line with the requirements that membrane-filter method of pH 7.0 sterile so-
dium chloride-peptone buffer 300 ml containing 0.1 mol/L neutralizer magnesium sulfate was used for the controlled bacteria limit
test. CONCLUSIONS: The established microbial test method for Levofloxacin hydrochloride tablets is simple, feasible and reliable.
KEYWORDS Levofloxacin hydrochloride; Magnesium sulfate; Microbial limit test
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