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Phenomenex Gemini Cis 2 (150 mm x 4.6 mm,5 pm), A AAA 1% = Tk (A ®RA pH £ 3.0) - PE(HEERDL) Rk
1.0 mL/min, &9 % K % 248 nm, 2B 25 C,#HF A 50 pL &R 3 AR LBl BRI H A FE 2.525 ~7. 575 peg.
1.055 ~3.160 pg.2.510 ~7.535 pg A A 5% @mREME KX R BT (r>0.999 0), 4 % & AR & L HXB RSD ¥ T
2.0% (n=6),F 3%t W53 % 98.80% ,99.50% ,98.38% , RSD %~ #1 4 0.74% ,1.46% ,1.23% (n=6) . £5if
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Simultaneous Determination of Three Constituents in Compound Neomycin Sulfate

Eye Drops by HPLC
ZHAO Meng, LI Ling
( Lianyungang Institute for Food and Drug Control, Lianyungang, Jiangsu, China 222000)

Abstract: Objective To establish a high — performance liquid chromatography (HPLC) method for simultaneous determination of inosine,

ethylparaben and dexamethasone sodium phosphate in Compound Neomycin Sulfate Eye Drops. Methods The chromatographic column
was Phenomenex Gemini Cis column(150 mm x4.6 mm,5 pm), the mobile phase was 1% triethylamine(adjusted pH to 3.0 with
phosphoric acid) - methanol (gradient elution) ,the flow rate was 1.0 mL/min,the detection wavelength was 248 nm,the column tem-
perature was 25 °C ,and the injection volume was 50 pL.Results The linear ranges of inosine,ethylparaben and dexamethasone sodium
phosphate were 2.525 -7.575 g, 1.055-3.160 pg and 2.510 -7.535 ug(r > 0.999 0). RSDs of the precision, stability and re-
peatability tests were all less than 2.0% (n=6),the average recoveries of inosine, ethylparaben and dexamethasone sodium phosphate
were 98.80% (RSD =0.74% , n=6),99.50% (RSD =1.46% , n=6),98.38% (RSD =1.23% , n=6), respectively. Conclusion The
method is simple,accurate, stable, which can be used for the simultaneous determination of inosine,ethylparaben and dexamethasone sodi-

um phosphate in Compound Neomycin Sulfate Eye Drops.

Key words: HPLC; Compound Neomycin Sulfate Eye Drops;inosine;ethylparaben;dexamethasone sodium phosphate;content determination

S5 BT i 2R MR 1) 5 B0 I = A8 R4S
B SIS IUBE R AR R A EILIE R L s
T OCHR AR A S , LR B AL AR5 17 5 Ak~ e
P4k BAE 8o B0 A BB R R MR P BT |
WILH 45, AR T3 ads A T BR 5, RASE A 25 i PR S5 A
FCBRAT B s v 5 00 R L LA P 7 2R M FE R A

AT B O 45 B 23 o EL R 3 (4 0 %€ J7 3 O e 0 Uk LE
@R BRI, 2% BT UK X T4 R S o
AR AR LR B AT HR SR s SR
@38 (HPLC) ¥ 7] IR0 5 52 75 T R T 5 2R TR 3 v L
T RIS BRI ZER AN B 3 Bl (1 35 1 0
BARIEWT .

E—1EE RE, T, MEFRAE, LT HIF, BT @A SRR, (8 F 154 )zhaom202@ sina. com,

PIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIID

FPELER»GHal]]. FEERG AN LS, 2017,
23(17):87 - 90.

[13]1 % %.% %£.,% #,5. A2RHAKRTEANEHELN
R BNVATHEAE R 6 e B AR [I]. 3£ 25,2019,50(24)
5988 —5994.

[14] F @4, TA0% , RFH,F . AHMHENTHELH GC-MS
B AR ER[T]. PP E SR E,2020,35(3):
1466 - 1471.

[15] #m &, % 3%, 625k, F . FRBEFLHEREGREA

WE BB A SRS A (T]. F B F 4R ,2019,19(8):
230 -239.
[16] & A, X456, & *¥,F . FLBREKRERERS
GC - MS #&B#AT 5T 1], P E 25 %,2018,29(6):766 - 768.
(171 4 &th, 244, AR &, F . Fa@mkikEHEL b
RIELHARAAEHEF#E»H[I]. F B %L, 2020,
29(19):30 - 32.
(g H 38122020 - 10 - 11548 [ H 181 : 2021 - 02 - 09)

65



AR -

Inspection and Test

AL

China Pharmaceuticals

2021 4E 5 H 20 H 45 30 45 10 )
Vol. 30, No. 10, May 20,2021

1 XEE5RG
1.1 {435

Waters €2695 7 = 50RAH (23543, f0 45 Waters 2998
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Fig. 1
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3. dexamethasone sodium phosphate

B. Test solution

C. Negative reference solution

HPLC chromatograms
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1 MEERKRKEER(n=6)
Tab.1 Results of the recovery test(n =6)
#amaE(pg) mAE (ug) M3E (ug) =k (% ) X(%) RSD(% )

A B C A B C A B C A B C A B C A B C
937 283 982 987 298 988 1910 575 1968 98.58 97.99 99.80
937 283 982 987 298 988 1906 585 1946 98.18 101.34 97.57
937 283 982 987 298 988 1925 575 1956 100.10 97.99 98.58
937 283 982 987 298 988 1907 580 1951 98.28 99.66 98.08 98.80 99.50 9838 0.7 140 L2
937 283 982 987 298 988 1916 584 1966 99.19 101.01 99.60
937 283 982 987 298 988 1909 578 1937 98.48 98.99 96.66

EA ALY B ARELE,C ARERNERM L2 R,

Note: A is inosine, B is ethycparaben, C is dexamethasone sodium, as well as Tab. 2.

TR SR N M ZE K AN W R BN - X8 5 43 0l K 937,
283,982 we/mL, RSD 435l 0. 68% ,0.94% ,0.51%
(n=6), RUITEEL MR
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Tab. 2 Content determination of three constituents in the samples
(pg/mL, n=3)
R7r% nEE RAFEZ EMNEZ
i
B C A B C A B C

18080106 1000 &A%z 1000 937 283 982 990
18120104 1000 &4 & 1000 955 293 991 1003
19040113 1000 A4z 1000 943 287 986 997
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I — 7K A — 19 = M IR T Sh A I 45 BE R
TR 2 VRIS I 2 45 R RS20 o 45 R3], SR T R I -
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