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Study on the Test Method for Bacterial Endotoxin in Compound Amino Acids (15AA) and Dipeptide (2) In-
jection

ZHU Qingfen', FENG Qiaogiao’, XIAO Ying', WEI Xia'(1.Shandong Institute for Food and Drug Control, Jinan
250101 ;2.Center for Drug Evaluation & Certification of Shandong FDA, Jinan 250013, China)

ABSTRACT OBJECTIVE: To provide reference for establishing the standard method for the bacterial endotoxin test in Com-
pound amino acids (15AA) and dipeptide (2) injection. METHODS: The limit for bacterial endotoxin in Compound amino acids
(15AA) and dipeptide (2) injection was designed according to Chinese Pharmacopoeia 2015 edition (four), and both gel-clot meth-
od and kinetic turbidimetric limulus test were conducted for detecting the samples’ interference to bacterialvendotoxin test. RE-
SULTS: After being adjusted to a near neutral pH, samples showed no interfered to bacterial endotoxin in both’methods when the
sample was diluted to 4 times. CONCLUSIONS: Both gel-clot method and kinetic turbidimettic limulus test can be used for the bac-
terial endotoxin test in Compound amino acids (15AA) and dipeptide (2) injection. Gel-clot-method is recommended due to the
large fluctuations of recovery rate in kinetic turbidimetric limulus test.

KEYWORDS Compound amino acids (15AA) and dipeptidé™(2) injection; Bacterial endotoxin test; Interference test; Gel-clot
method; Kinetic turbidimetric limulus test
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Tab 1 Results of the interference pre-test for bacterial endo-
toxin test by gel-clot method
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Tab 2 Results of the interference test for bacterial endotox-
in test by gel-clot method
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Tab 3 Standard curve and reliability of bacterial endotoxin
(n=4)
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Tab 4 Result of interference test and bacterial endotoxin
test in samples by kinetic turbidimetric limulus test
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Content Determination of Erythromycin Ethylsuccinate in Erythromycin Ethylsuccinate Tablet by HPLC-
ELSD
LI Zhide,ZHANG Caiyun, WANG Xia(Ezhou Center for Food and Drug Control, Hubei Ezhou 436099, China)

ABSTRACT OBIJECTIVE: To establish a method for the content determination of erythromycin ethylsuccinate in Erythromycin
ethylsuccinate tablet. METHODS: The column of Dikma-Cs with mobile phase of acetonitrile-0.05% diethylamine (70 : 30, V/V) at
a flow rate of 1.0 ml/min, column temperature was 30 “C, and the sample size was 10 pul. RESULTS: The linear range of erythromy-
cin ethylsuccinate was 1.216-7.296 pg (»=0.999 2); limit of quantitation was 0.304 ug, the limits of detection was 0.076/ig, re-
spectively; the RSDs of precision, stability and reproducibility tests were no more than 2.0% , the average recoveries “was
97.59%-104.19% (RSD=1.71% ,n=6). CONCLUSIONS: The method is simple and accurate with high sensitivity“and reproduc-
ibility, and can be used for the content determination of Erythromycin ethylsuccinate tablet.

KEYWORDS Erythromycin ethylsuccinate tablet; HPLC; Erythromylin ethyisuceinate ;) Content-determination
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