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Content Determination of Related Substances in Terfenadine Tablets by HPLC
LONG Na(Huizhou Third People’s Hospital, Guangdong Huizhou 516002, China)

ABSTRACT OBIJECTIVE: To establish a method for the content determination of related substances in Terfenadine tablets.
METHODS: HPLC method was adopted. The determination was performed on Hypersil Phenyl 2 column with mobile phase consist-
ed of acetonitrile-phosphate buffer (50:50) at the flow rate of 1.5 ml/min. The detection wavelength was set at 220 nm and the col-
umn temperature was maintained at room temperature. RESULTS: Under this condition, the impurity could be completely separated
from main components (R>8). The RSD of repeatability test was 0.27% (n=6). The limit of detection was 0.005 pg/ml and the
contents of related substances were 0.3% in 3 batches of samples. CONCLUSIONS: The method is simple, sensitive and suitable
for the content determination of related substances in Terfenadine tablets.

KEY WORDS Terfenadine tablets; HPLC; Related substances; Determination
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Tab 1 The contents of impurity under different conditions
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Study of Microbiological Limit Test for 2 Kinds of Sulfur Preparation
ZHAO Xin-xia',NIU Po*(1.Henan Provincial Institute for Food and Drug Control, Zhengzhou 450003, China;2.
Henan Provincial People’s Hospital, Zhengzhou 450003, China)

ABSTRACT OBJECTIVE: To establish a method for microbial limit test of 2 kinds of sulfur preparation (Sulfur ointment and
Chuanshu tablets). METHODS: Test solution of Sulfur ointment were validated by routine method, culture medium dilution meth-
od, neutralization (adding neutralizing agent sodium sulfite) -routine method; test solution of Chuanshu tablets were validated by
routine method, culture medium dilution method, centrifugation-membrane-filter procedure, neutralization-culture medium dilution
method; validation test of control bacteria was carried out for selected feasible method. RESULTS: Recovery rate of all bacterials
by neutralization method of Sulfur ointment was higher than 70% . Recovery rate of neutralization method was higher than 70% in
bacterial count of Chuanshu tablets. Validation test of control bacteria was positive in test group. CONCLUSIONS: The bacteriostat-
ic action of test sample is effectively eliminated by sulfur in samples after adding sodium sulfite. The number of bacterial of Sulfur
ointment was counted by neutralization-routine method; the number of bacterial in Chuanshu tablet was counted by neutraliza-
tion-medium dilution method. The molds and yeast count and control bacteria test were performed using routine method. The test re-
sults met the requirements. The method is simple, effective and feasible. It can be used for microbial limit test for 2 kinds of Sulfur
preparations.

KEY WORDS Sulfur ointment; Chuanshu tablets; Sulfur preparation; Microbial limit test; Neutralization method; Sodium sulfite
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