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Determination of the Content and Related Substance of Irinotecan Hydrochloride Injection by HPLC
YU Chun-mei, YANG Xiu-li, ZHENG Xiao-feng, CHEN Jia-xiang, ZOU Yi-qiong, CHEN Lan (Institute of Phar-
macy, Southwest Pharmaceutical Co., Ltd., Chongging 400038, China)

ABSTRACT OBIJECTIVE: To establish the method for determination of the content and related substance of Irinotecan hydrochlo-
ride injection. METHODS: HPLC method was adopted. The determination was performed on Hypersile Luna(2) Cis column with
mobile phase consisted of water (containing 0.02 mol/L sodium acid phosphate and 0.008 mol/L octanesulfonic acid sodium)-aceto-
nitrile-methanol (59:17:24, V/V/V) at the flow rate of 1.5 ml/min. The detection wavelength was set at 255 nm, and the column
temperature was controlled at 40 °C. RESULTS: The linear range of irinotecan hydrochloride was 98.5-985.0 pg/ml (»=0.999 97)
and the detection limit was 1.2 ng; average recovery rates of high, middle and low concentrations were 99.4% , 99.8% and 99.6 %
(n=3), and RSDs were 0.12%, 0.10%, 0.15% (n=3). CONCLUSIONS: The method is accurate, and it is suitable for the quali-
ty control of Irinotecan hydrochloride preparation.

KEY WORDS Irinotecan hydrochloride injection; HPLC; Content determination; Related substance
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Fig2 HPLC chromatograms of destructive test
A. blank excipient solution; B. sample stock solution; C. solution de-
stroyed by acid; D. solution destroyed by alkali; E. solution destroyed
by oxidation; F. solution destroyed by high temperature; G. solution de-
stroyed by light; H. substance control solution; 1. irinotecan hydrochlo-
ride
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Tab 1 Determination results of samples
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Establishment of Bacterial Endotoxin Test of Haemocoaguiase Agkistrodon for Injection
HUANG Rong-fu, LI Qing, LI Long-jian, SHAO Li-xiao(Zhejiang People’s Armed Police Corps Hospital, Zheji-
ang Jiaxing 314000, China)

ABSTRACT OBJECTIVE: To establish a method for bacterial endotoxin test of Haemocoaguiase agkistrodon for injection.
METHODS: Maximum non-interference concentration of samples was determined by interference test according to bacterial endo-
toxin gel-clot assay in appendix of Chinese Pharmacopeia (2010 edition). And then methodology validation was conducted. RE-
SULTS: The interference on bacterial endotoxin test can be excluded when sample was diluted to below 0.04 U/ml. CONCLU-

SIONS: The established method is feasible to detect the bacterial endotoxin of Haemocoaguiase agkistrodon for injection.

KEY WORDS Haemocoaguiase agkistrodon for injection;Bacterial endotoxin test; Gel-clot assay; Interference test
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