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WE BN 20 45 fAMNERGR T RR IS TN HRMERE SHRNPE D FTR &34 4 DIKMA Diamonsil C (4
(150 mm X 4. 6 mm,5 um) , 3484 0. 05 mol / L Bk = A 4 ik (2K pH £ 5.0) - TH(60:40,V/ V), %k % 1.0 mL/ min, 4
MK A 256 nm, HEA 30 C,HAFF A 20 pLATS RE R ERE AR B L7 FJAMBIRRETNE LA TN ER ART
BE 2R A 3.31~105.80 pg/mLFE A A 5 @mMEMEXZRIF(r=1,n=6);4&MFRA 0.08 pg/mL, £Z A 0.15 pg/ mL;
A AR E LRI R RSD AT 2.0%(n=6) ;- FH A= F A 99.81%,RSD A 1.42%(n=9) AF7F A 0.05~
0.5 mg/ mL # 3K L5 4 57 RACH T IR R Ak 2K 3] 2020 SR B 25 (w3 ) )M dp B2 e A2 FETAT
H 77 RACA B RR T R LG 042 T, & A7 4% H) R F 0 8 R 69 Ade AT IR
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Content Determination of Ethylparaben in Compound Sodium Chloride Eye Drops

and Evaluation of Its Bacteriostatic Efficacy
FU Xing ,YANG Zhenchun,SUN Li

(Sugian Institute for Food and Drug Control,Sugian,Jiangsu,China 223800)
Abstract: Objective To establish a high — performance liquid chromatography (HPLC) method for the content determination of
ethylparaben in Compound Sodium Chloride Eye Drops, and to evaluate its bacteriostatic efficacy. Methods The chromatographic
column was Dikma Diamonsil C,4 column (150 mm X 4.6 mm,5 um),the mobile phase was 0.05 mol /L ammonium dihydrogen
phosphate solution (pH 5.0 adjusted by aqueous ammonia) — acetonitrile (60 : 40,V / V) the flow rate was 1.0 mL/ min,and the
detection wavelength was 256 nm, the column temperature was 30 °C, and the injection volume was 20 L. The bacteriostatic
efficacy of Compound Sodium Chloride Eye Drops containing different concentrations of ethylparaben was evaluated. Results The
linear range of ethylparaben was 3.31 — 105.80 pg/ mL (r=1,n=6). The limit of detection (LOD) was 0.08 g/ mL,and the
limit of quantitation (LOQ) was 0. 15 wg/mL. The RSDs of precision,stability,and repeatability tests were lower than 2.0% (n=6).
The average recovery of ethylparaben was 99.81% with an RSD of 1.42% (n =9). Compound Sodium Chloride Eye Drops with a
labeled amount of 0.05 — 0.5 mg/ mL ethylparaben could not fully achieve the bacteriostatic efficacy recorded in the Chinese
Pharmacopoeia (2020 Edition, Volume IV ). Conclusion The established method can be used for the content determination of
ethylparaben in Compound Sodium Chloride Eye Drops,and the addition dose of antibacterial agents in this preparation should be
re — evaluated.
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1. Ethylparaben
A. Reference solution B —D. Test solution (Lot No. : 2008041,
210909,21091401)
Fig.1 HPLC chromatograms
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E. Blank reference solution
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Tab.1 Results of the content determination of ethylparaben in

samples (mg/mL,n =3)

2 R BEE OWRAE| &% BY KFFE MR4E

A 2008041 0.05 0.034
2008281 0.05 0.036 B
2102231 0.05 0.038
2104081 0.05 0.039 C
2106161 0.05 0. 040

2103071 0.05 0.038
210909 0.3 0.286
210606 0.3 0.288
21091401 0.5 0.472
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Tab.2 Evaluation results of the bacteriostatic efficacy of ethyl-

paraben in samples

Sk - BAPA G 214

6h 24h 7d 14d 284

A ke EHHXE 0 0.2 0.5 - NR
AR SRR T 0.3 0.5 09 - NR

PN ZE T ] 0.2 0.3 0.3 - NR

ERRF N - - 0.2 0.5 NI

2w - - 0.5 0.7 NI

B 2hEHFHHRE 0.2 0.6 1.5 - NR
AR GEAR SR RO 0.4 1.1 2.6 - NR

X35 8 0.2 0.5 0.6 - NR

b ERRA - - 0.2 02 NI

2w g - - 0.8 1.0 NI

C AEEMEHRYE 0.6 1.1 1.7 - NR
AR SRR SR 1.0 2.2 39 - NR

PN Sl 0.7 1.4 1.7 - NR

b ehzkE - - 1.1 1.5 NI

2 E - - 1.5 2.1 NI

E NR A KIS A A K NLA K IG A, 235 3587 1A
SRR I ey H RARE 0. Slg; - kA,

Note: NR refers to no recovery of test bacteria; NI refers to no
increase, in the table it means that for the previous measurement time,

the number of the test bacteria increase <0. 5lg; —refers to not detected.
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