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Determination of Related Substances of Estradiol Cypionate Raw Material by HPLC
DU Bi-ying(Guangzhou Institute for Drug Control, Guangzhou 510160, China)

ABSTRACT OBIJECTIVE: To establish a method for the content determination of related substances in estradiol cypionate raw
material. METHODS: HPLC method was adopted. The determination was performed on Kromasil Cis column with mobile phase
consisted of ammonium nitrate-acetonitrile (23:77, V/V) at the flow rate of 1.5 ml/min. The detection wavelength was set at 280
nm, and sample size was 50 pl. The impurity I was determined by main component self contrast method without correction fac-
tor, and impurity Il was quantified by impurity control internal method. RESULTS: The linear range of impurity I and impurity
II were 0.3-2.0 pg/ml (#=0.999 9) and 0.5-4.0 pg/ml (#=0.999 9). The correction factors of impurity I and impurity Il were
0.970 and 0.368. The detection limits of impurity I , mpurity Il and estradiol cypionate were 6.3 ng, 1.5 ng and 2.3 ng, and the
quantification limits were 21.0 ng, 5.0 ng and 7.7 ng, respectively. The impurity | and impurity I were detected in 3 batches of

samples, and estradiol was not found. CONCLUSIONS: The method is accurate, sensitive and suitable for the determination of re-

lated substances in estradiol cypionate raw material.

KEYWORDS HPLC; Estradiol cypionate raw material; Related substances
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Simultaneous Determination of 3 Components in Rhinitis Spray by HPLC with Gradient Elution

LYU Guan-xin', GONG Yue-giang', YAN Jing’, OU Jing-yi*(1.Foshan Shunde District Institute for Drug Control,
Guangdong Foshan 528300, China; 2.Foshan Shunde District Guizhou Hospital, Guangdong Foshan 528300,
China)

ABSTRACT OBIJECTIVE: To establish a method for simultaneous determination of ephedrine hydrochloride, ciprofloxacin and
prednisolone acetate in Rhinitis spray. METHODS: HPLC with gradient elution method was adopted. The determination was per-
formed on SHIMADZU Shim-pack VP-ODS column with mobile phase consisted of methanol-acetonitrile-0.05 mol/L potassium di-
hydrogen phosphate (containing 0.25% triethylamine, pH 3.0) at the flow rate of 1.0 ml/min. The detection wavelength was set at
207 nm, 278 nm and 247 nm and column temperature was 40 °C. RESULTS: The linear ranges were 99.93-799.44 pg/ml for ephed-
rine hydrochloride, 46.38-371.00 pug/ml for ciprofloxacin and 5.39-43.12 pg/ml for prednisolone acetate (#=0.999 6-0.999 8); their
average recoveries were 100.4% (RSD=1.2% , n=3), 101.1% (RSD=1.3% ,n=3) and 101.0% (RSD=1.5% , n=3). CON-
CLUSIONS: The method is simple, sensitive, accurate, and can be used for the formulation of quality standard and quality control
of Rhinitis spray.

KEYWORDS HPLC; Rhinitis spray; Ephedrine hydrochloride; Ciprofloxacin; Prednisolone acetate; Content determination
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