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Application of Easy Oxide Detection Method in Equipment Cleaning Validation for Glucose Injection
RAO Xiaoping, LIU Jianqing, ZHOU Chengfang, KE Zhihong, CHEN Jinshan (Dept. of Preparation, No. 175
Hospital of PLA/The Affiliated Southeast Hospital of Xiamen University, Fujian Zhangzhou 363000, China)

ABSTRACT OBJECTIVE: To investigate the feasibility of easy oxide detection method in equipment cleaning validation of Glu-
cose injection. METHODS: The cleaning procedure of equipment for Glucose injection by rinse water method was established; po-
tassium permanganate titration solution (0.02 mol/L) was used to detect easy oxide, and the results were compared with those of to-
tal organic carbon. RESULTS: The limits of residual glucose were 10 mg/L; the detection limit of easy oxide was 3*mg/L. The lin-
ear range were 5-30 mg/L (=0.999 5). The consumption amount of potassium permanganatetifration‘solution (0.02 mol/L) would
not be greater than 0.35 ml, and the limits of residual total organic carbon were 4smg/L. The results of 4 times of validation tests
showed that the amount of potassium permanganate in rinse water of sample,sites were in line with the requirements, and the deter-
mination result of total organic carbon was concordant with the.standard. (CONCLUSIONS: The method of easy oxides determina-
tion is easy in operation, low in cost, and can be used for equipment cleaning validation of Glucose injection and provide reference

for equipment cleaning validation of otherorganic compounds containing carbon.
KEYWORDS Easy oxide; Cleaning-validation; Glucose injection; Rinse water method
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Tab 1 Theltest results.of final rinse water
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20150728 I A >035m 0.10ml 0915mg/L
2 Atk >0.35ml 0.10 ml 0.925 mg/L
3 Ak >0.35ml 0.10 ml 0.925 mg/L
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