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Simultaneous Determination of Seven Bacteriostatic Agents in Compound Neomycin Sulfate

Eye Drops by HPLC
CHEN Zayie ,CHEN Yanzhi ,WU Xiaomei,XUE Kunpeng,REN Xingfa,TU Bingfang
(Welch Technology < Shanghai > Co. ,Ltd. ,Shanghai,China 201600)
Abstract: Objective

of seven bacteriostatic agents such as methylparaben, ethylparaben, propylparaben, sodium benzoate, thiomersal, benzalkonium chloride
®

To establish a high — performance liquid chromatography (HPLC) method for the simultaneous determination
and benzalkonium bromide in Compound Neomycin Sulfate Eye Drops. Methods The chromatographic column was Welch Ultimate
XB - C,s column (150 mm X 4.6 mm,5 wm),the mobile phase was methanol — phosphoric acid aqueous solution (pH =3.5),the
elution method was gradient elution, and the flow rate was 1.0 mL/ min, the column temperature was 30 °C, the detection
wavelength was 214 nm, and the injection volume was 10 pL. Results The linear ranges of methylparaben, ethylparaben,
propylparaben, sodium benzoate, thiomersal , benzalkonium chloride and benzalkonium bromide were 0.625 — 62.500 wg/ mL,1.080 -
108.000 pg/mL,0.535-53.500 wg/mL,1.015~-101.500 pg/mL,1.210-121.00 pg/mL,4.965 —496. 500 wg/mL and 5.350 -
535.000 pg/mL(r=0.999 9,n=7),the RSDs of precision,stability and repeatability tests were lower than 1.5%,and the recovery
rates were 97.24%,98.67%,99.85%, 98. 55%,97.99%, 98. 72% and 97.55% with the RSDs of 0.93%,1.02%,0.97%,0.87%,
0.67%,0.85% and 0.88%(n=9). Conclusion The method is simple,accurate and stable,which can be used for the simultaneous
determination of seven bacteriostatic agents in Compound Neomycin Sulfate Eye Drops.
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) IO S R R R 4% B A W B R, LA 3485 S 7 N KT 1Y JBT
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1. Methylparaben 2. Sodium benzoate 3. Ethylparaben 4. Propylparabe 5. Thiomersal 6. Benzalkonium bromide 7. Benzalkonium chloride
B. Test solution [

A. Mixed standard solution C. Test solution Il D. Negative control solution

Fig.1 HPLC chromatograms

x1 EUEXRER TERSRNURBESR
Tab.1 Results of linear relationship test,LOQ and LOD

Bl g B ro SEEA(pg/ml) ZZMR(ng) AMR(ng)
AATE Y=413004+10906.0 0.999 0.625~62.500 0.625 0.208
AATE Y=28249Y-10245.0 0.9999 1.080~108.000 1.080 0.360
BAAE Y=459830+8756.4  0.999 0.535~53.500 0.535 0.178
APEMA Y=20376Y+8290.5 0.999 1.015~101.500 1.015 0.338
AR Y=19702Y-2925.3  0.999 1.210~121.000 1.210 0.403
RAE% V=5238.30-2614.0 0.999  4.965~496.500 4,965 1.650
AAEE Y=4805.61-2592.0 0.999 5.350~535.000 5.350 1.780

TR RORNER BRI R R FLIR B R LA TR
RSD 43 %} 0.25%, 0.35%, 0.19%, 0.22%, 0.37%,
0.43%,0.41%(n = 7) , R A ARUETIAIAE 12 h N
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HBUORE 552, 36y, 422 2. 2301 F il A& bl s I,
Fie 2. VI T i 2 R R AR 2 L S5 SRR R R R
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W T LAY RSD 439 A 0. 95%, 1. 02%, 0. 89%, 1. 11%,
1.15%,0.97%,1. 09%(n = 6) , W i EE MR I
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9y, 4y Rk 34, 43 M AR & bR e S W 0.8, 1.0,
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R CHR FRARNER SR ORFLIR B RFLA N
FE B8R 43 53] Sk 97.24%, 98. 55%,98. 67%, 99. 85%,
97.99%,97. 55%,98. 72% , RSD 435} 0. 93%,0. 87%,
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1.02%,0.97%,0. 67%,0. 88%,0. 85%(n=9) .
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