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Simultaneous Determination of 3 Components in Rhinitis Spray by HPLC with Gradient Elution

LYU Guan-xin', GONG Yue-qiang', 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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Tab 4 Results of related substances in 3 batches of samples
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Tab 1 Gradient elution procedure

], min A,ml B,ml C,ml R, nm
0—10 15 5 80 207
10—20 15 5 80 278
20—35 5 33 62 278
3550 5 33 62 247
50—60 15 5 80 207
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Fig1 HPLC chromatograms
A. substance control; B. test sample; C. negative sample; 1. ephedrine
hydrochloride; 2. ciprofloxacin; 3. prednisolone acetate
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Tab 2 Linear ranges of 3 componments(n=>5)

Wy R, pg/ml By r

ERTRIPR O 99.93~799.44 A=8.09 x 10°c+4.11x10°  0.999 7
HNT R 46.38~371.00 A=227x10c¢+130x10°  0.999 8
BRI JeAN e 5.39~43.12 A=6.88x 10°c+1.03x 10°  0.999 6
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Tab 3 Results of recovery test(n=3)

iy AR, pg MR, pg FICK, % FHECK, % RSD, %
EN YN 336.64 340.80 101.24 100.4 12
336.64 332.12 98.66
336.64 33521 99.58

420.80 421.11 100.07
420.80 432.32 102.74
420.80 425.12 101.03
504.96 506.51 100.31
504.96 508.19 100.64
504.96 499.82 98.98
SNSRI 159.36 159.80 100.28 101.1 13
159.36 158.12 99.22
159.36 163.21 102.42
199.20 202.85 101.83
199.20 201.22 101.01
199.20 205.01 102.92
239.04 238.22 99.66
239.04 244.32 102.21
239.04 239.56 100.22

FEfk el 16.12 16.22 100.62 101.0 15
16.12 16.17 10031
16.12 15.98 99.13
20.15 2025 100.50
20.15 20.05 99.50
20.15 20.59 102.18
24.18 25.01 103.43
24.18 2491 103.02
24.18 2433 100.62
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Tab4 Content determination of samples(n=3)

R, AT )
I P bR bR
RSD, RSD, RSD,
B, % A VN T %
130601 99.2 0.7 973 0.8 99.8 1.1
130602 98.4 0.1 97.9 1.2 99.2 0.6
130605 98.5 03 98.2 13 99.7 0.6
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