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Simultaneous Determination of Content of Different Preservatives in Pirenoxine
Sodium Eye Drops by HPLC

Tian Haiyan, Li Zhihui (Dezhou Drug Testing Center, Dezhou 253015, China)

Abstract Objective: To establish the method for simultaneous determination of content of different preservatives
(merthiolate sodium, methylparaben, ethylparaben, propyl hydroxybenzoate) in Pirenoxine sodium eye drops by
HPLC. Methods: The separation was performed on a C18 column (4.6 mmx150 mm, 5 pm) with ammonium
acetate solution of 0.005 mol - L™'(every 1000 mL contained 10 mL triethylamine and pH was adjusted with
glacial acetic acid to 5.0+0.5)- acetonitrile (70 : 30) as mobile phase at the flow rate of 1.0 mL - min™'". The
detection wavelength was set at 256 nm and the column temperature was 30 °C . Results: The calibration curves
of merthiolate sodium, methylparaben, ethylparaben, and propyl hydroxybenzoate reflected good linearities
(r=0.9993-1.0000). The detection limits were 2.3, 0.4, 0.7 and 1.1 ng. Average recoveries of 4 kinds of
bacteriostatic agent were 100.49%-102.7%(RSD< 1.4, n=9). Conclusion: The established method is accurate and
reliable, which is suitable for quality control of different preservatives in Pirenoxine sodium eye drops.

Keywords: Pirenoxine sodium eye drops; preservatives assag; merthiolate sodium; methylparaben; ethylparaben;

propyl hydroxybenzoate; HPLC
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FESh & /g AL /g MR /e [N /1% XS [EDSCER /% RSD/%
5.648 3.900 9.524 99.38
5.648 3.900 9.591 101.10
5.648 3.900 9.600 101.33
5.648 6.205 11.86 100.11
5.648 6.205 12.01 102.53 1004 14
5.648 6.205 11.95 101.56
5.648 8.864 14.45 99.30
5.648 8.864 14.35 98.17
5.648 8.864 14.52 100.09
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®3 RERAREABERRER

=L s AT AR /g MG /g I 1% SEH RIS 1% RSD/%
179.6 1122 291.8 100.03
179.6 1122 291.5 99.77
179.6 112.2 292.0 100.15
179.6 179.6 363.3 102.29
179.6 179.6 362.6 101.88 101.5 12
179.6 179.6 363.0 102.12
179.6 2526 438.4 102.45
179.6 2526 4379 102.26
179.6 2526 4382 102.39

®4 BRZEEBERBRER

FER o8 /g AR /g MG /g I 1% S RISCE 1% RSD/%
217.3 1293 350.6 103.13
217.3 1293 349.9 102.59
2173 129.3 350.9 103.29
217.3 211.0 4294 100.50
217.3 211.0 4297 100.66 101.8 1.1
2173 211.0 429.0 100.31
217.3 258.6 480.3 101.72
217.3 258.6 480.1 101.63
217.3 258.6 481.0 101.98

K5 RENEEBEXRER

RS /g A /g MR /g I 1% SEREIICR 1% RSD/%
3712 214.9 594.9 104.09
3712 2149 595.1 104.19
371.2 214.9 595.6 104.44
371.2 376.1 753.4 101.63
371.2 376.1 753.7 101.71 102.8 12
3712 376.1 752.9 101.48
3712 537.3 921.9 102.49
3712 5373 921.6 102.44
371.2 537.3 9227 102.64
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