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Validation of Microbial Limit Test Method of Ethylparaben Alcoholic Solution

DU Jian-hong', YUAN Tao’, ZHANG Guo-qing', FANG Chen', ZHU Hui', LIU Hui'(1.Institute for Drug and In-
strument Control, Joint Logistics Department, Chengdu Military Region, Chengdu 610017, China; 2.Chengdu
Center for Food and Drug Control, Chengdu 610045, China)

ABSTRACT OBIJECTIVE: To establish a method for the microbial limit test of Ethylparaben alcoholic solution. METHODS:
The microbial limit test of Ethylparaben alcoholic solution was validated by routine method and medium dilution method in accor-
dance with the appendix Il of Chinese Pharmacopoeia (2010 edition). RESULTS: The recoveries of Staphylococcus aureus, Bacil-
lus subtilis and Aspergillus niger by routine method were less than 70% ; by medium dilution method, the recoveries of artificial
contaimination of 5 kinds of bacteria were more than 70%. The positive bacteria were detected in the control bacteria (Escherichia
coli) test by routine method and negative bacterial were not detected. CONCLUSIONS: For microbial limit test, medium dilution

method is suitable for bacteria, mould and saccharomycetes, and routine method is suitable for control bacteria.
KEYWORDS Ethylparaben alcoholic solution; Microbial limit tests; Medium dilution method; Routine method; Validation
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Simultaneous Determination of 3 Components in Compound Metoprolol Nitrendipine Capsules by RP-
HPLC
WANG Hui(Luoyang Institute for Food and Drug Control, Henan Luoyang 471023, China)

ABSTRACT OBIECTIVE: To establish a method for the content determination of hydrochlorothiazide, metoprolol tartrate and ni-
trendipine in Compound metoprolol nitrendipine capsules. METHODS: RP-HPLC method was adopted. The determination was per-
formed on Agilent ZORBAX Eclipse XDB-Cjs column with mobile phase consisted of acetate buffer-acetonitrile (gradient elution)
at the flow rate of 2.0 ml/min. The column temperature was 30 °C, and the detection wavelength was set at 275 nm. RESULTS:
The linear ranges of hydrochlorothiazide, metoprolol tartrate and nitrendipine were 45.8-687 pg/ml (#=0.999 9), 92.4-1 386 pg/ml
(r=0.999 9) and 46.1-692 pg/ml (r=0.999 9), respectively. The average recoveries were 100.27% (RSD=0.69% , n==6) ,
100.51% (RSD=1.06% , n=6) and 99.42% (RSD=0.90% , n=6), respectively. CONCLUSIONS: The method is sensitive, ac-

curate and reproducible for the improvement of quality standard of Compound metoprolol nitrendipine capsules.
KEYWORDS Hydrochlorothiazide; Metoprolol tartrate; Nitrendipine; HPLC; Content determination
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