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Content Determination of Omeprazole Sodium by RP-HPLC
ZHONG Mei, SHI Ting-ting, SUN Xiao-chen(Suzhou Erye Pharmaceutical Co., Ltd., Jiangsu Suzhou 215002,
China)

ABSTRACT OBIJECTIVE: To establish a method for the content determination of omeprazole sodium. METHODS: RP-HPLC
was employed. Amethyst C8 column was used with mobile phase consisted of 0.01 mol/L disodium hydrogen phosphate solution
(pH adjusted to 7.6 with phosphoric acid)-acetonitrile (75:30, V/V) at the flow rate of 1.0 ml/min. The detection wavelength was
set at 302 nm, and column temperature was 30 °C. The sample size was 20 pl. RESULTS: The linear range of omeprazole sodium
were 8.7-43.4 pug/ml (r=0.999 9) with an average recovery of 100.65% (RSD=0.60% , n=9). RSDs of precision, stability and
reproducibility tests were all lower than 0.38% . CONCLUSIONS: The method is simple, rapid, accurate and specific, and it is

suitable for the content determination of omeprazole sodium.
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A.substance control; B.test sample; C.negative control; l.omeprazole
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F1 MERKZEIRELER (n=9)
Tab 1 Results of recovery tests (n=9)

FRbEs, Fravit, BIASE, WRHRE, EERICE, ERhEERE, RSD,
mg mg mg mg % % %
11.34 10.84 8.02 18.92 100.75

11.07 10.58 8.29 19.03 101.93

11.65 11.14 7.82 19.00 100.51

11.79 11.27 9.86 21.23 101.01

11.85 1133 9.73 21.13 100.72 100.65 0.60
11.46 10.96 10.26 21.24 100.19
11.39 10.89 12.23 23.10 99.84

1184 1132 1188 2322 100.17
1129 1079 1227 2315 10073
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F2 HRMBENELER(n=3)
Tab 2 Results of content determination of samples (n=3)

e A#RP-HPLC % _ FLAE i 1
TR RE G, % RSD, %  FERURES SR, % RSD,%
120502 942 0.11 94.1 0.06
120605 95.6 0.22 95.7 0.09
130201 95.6 0.16 95.5 0.02
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B E B EIRNNELTIRARRY ZRGER TR AR ZFLRE AT THAS ST T k., 75 . AR
kAN G g%k, &3%4 % Dionex Cutt, K348 A TAE-0.015 mol/L B iR — A 47k (4 0.3% = T, MAs A pH £ 3.0, #E %
BE) ik H 1 ml/min, 2 K A 284 nm, A£B A 30 C,#AHFZ A 20 pl, SR 5L A RRY A BRI 5 F TN R ZIRIE S
A2 3.98~23.88.8.00~48.00 pg/mlE B A L5 @ ARARHME 2 RAF A9 & X & (5)=0.999 9.0.999 9) ;45 % JE AR M F KK
89 RSD<<0.62% ; T ¥ At DI & 551 % 99.36% .98.78% ,RSD %~ #1 4 0.71% .0.51% (n=9) . % it %7 kit R S, T
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Content Determination of Two Components in Compound Levofloxacin Lactate Burn Gel by HPLC
TAN Lu,ZHANG Guang-qiu, LIU Wen(Dept. of Pharmacy, Huanggang Central Hospital, Hubei Huanggang
438000, China)

ABSTRACT OBIJECTIVE: To establish a method for the content determination of levofloxacin lactate and dyclonine hydrochlo-
ride simultaneously in Compound levofloxacin lactate burn gel. METHODS: HPLC method was adopted. The determination was
performed on Dionex Cis column with mobile phase consisted of acetonitrile-0.015 mol/L potassium dihydrogen phosphate solution
(containing 0.3% trithylamine, pH value adjusted to 3.0 with phosphoric acid, gradient elution) at the flow rate of 1 ml/min. The
detection wavelength was set at 284 nm, and column temperature was 30 °C. The injection volume was 20 pl. RESULTS: The linear
range of levofloxacin lactate and dyclonine hydrochloride were 3.98-23.88 pg/ml (#=0.999 9) and 8.00-48.00 pg/ml (»=0.999 9),
respectively. RSDs of precision, stability and reproducibility tests were all lower than 0.62% . The average recoveries were 99.36 %
(RSD=0.71%, n=9) and 98.78% (RSD=0.51%, n=9), respectively. CONCLUSIONS: The method is rapid, simple and accu-
rate, and it can be used for the quality control of Compound levofloxacin lactate burn gel.

KEY WORDS Compound levofloxacin lactate burn gel; Levofloxacin lactate; Dyclonine hydrochloride; HPLC; Content determi-
nation
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