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WE:BN Z23iNZEAFZTRERNBRARPIRBR ZMNEFTHE T E#E K. FE E#4H Dionex lonPac™ AS11 - HC 447 4
(250 mm x4 mm) , Dionex TonPac™AG11 — HC 4% 3 #£ (50 mm x 4 mm) , % 265& 4 30 mmol /1. & EALAP %, ik A 1.0 mL/min, 7] i
WBE 25 °C, #AFE A 25 wL, AERS 500(4 mm) #pH B, W H B IR A TS mA, A TR B0 R O RBR MG REREE
5.58 ~ 111.66 mg/L e A A% EBMERELRARIF(r=0.9999,n=6), T FFRA 23.25 ng; 45 F B AL E LK RSD 3
T2.0%(n=6);FHmAME A 99.52% ,RSD % 0.91% (n=9) F51® & FRAF AR, 5 F & A2 %4, TR Tl %4 &
FHE RN R R TIRABR &3,
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Content Determination of Disodium Edetate in Tobramycin and Dexamethasone Eye Drop by

Ion Chromatography
YAO Jingjing, KUANG Zhao, DING Susu

( Yangzhou Center for Food and Drug Control, Yangzhou, Jiangsu, China  225001)
Abstract: Objective To establish an ion chromatography (IC) method for the content determination of disodium edetate in Tobramycin
and Dexamethasone Eye Drop. Methods The chromatographic column was Dionex TonPac™ ASI1 —HC analytical column (250 mm x
4 mm), Dionex IonPac™ AS11 - HC protective column (50 mm x 4 mm),the isocratic elution was 30 mmol/L potassium hydroxide
solution, the flow rate was 1.0 mL/min,the temperature of the detection cell was 25 °C ,and the injection volume was 25 L. AERS
500 (4 mm) suppressor was adopted with a current of 75 mA. The conductivity detector was adopted. Results The linear range of dis-
odium edetate was 5.58 —111.66 mg/L (r=0.999 9, n=6),and the limit of quantification(LOQ) was 23.25 ng. The RSDs of preci-
sion, stability and repeatability tests were less than 2.0% (n=6).The average recovery of disodium edetate was 99.52% with an
RSD of 0.91% (n=9). Conclusion The method is simple, accurate and stable, which can be used for the content determination of

disodium edetate in Tobramycin and Dexamethasone Eye Drop.
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Thermo ICS — 5000 * A4 2§ 7 {0, % A% (FE 2R € H /R BL
o< > A H] ) Milli — Q 1Q 7000 %I 4fi 7k 2 45 (4
Merck Millipore 23] ) ; XS205DU % 1, F-43 b7 K- (Bt
+ Mettler Toledo 23 7] , K5 4 0. 01 mg) ; KH — 400KDB
TR 75 s e A (R LU R B A A 3R A BR A | ) 5
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Fig.1 Ion chromatogram of the system suitability test
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RS S PRI T SR (i (8] o DA b R — A Jo ot Ik
B (X, mg/L) Jp i A b W 18 R (Y) S DA bm ifE 47 2k 1k
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Fig.2 Ion chromatograms of the specificity test
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HERENE , AW EL (S/ N) Ry 10 2 1 B3T3 s B o 25
R RN 23. 25 ng.

2 B B 2.2 R N B RV He 2. 1 T
O TE SR SE AR E 6 YK, T SR A TR o 25 SRR L iR
TR ALY RSD K 0.84% ( n=6 ), KPS %
JERAT,

e PG B 2. 2 TR X R LA U, A TR
THCE 0,2,4,8,12,24,48 h 4% 2. 1 30 (635 5 ik
FEIN A , T 5% 068 T AR o 45 AR Hh iR — A0 T AR Y RSD Oy
1.31% (n=7) , W0 BV E IR TS 48 h Y
BRI

AP  BURE (L5 190817)iE &, 4L 6 17,
M A BER SR VAR, $ 2. 1 TR {03 A5 R UERE NI SE o
S5 A HL R — AN ) T35 50 0. 968 7 mg/mL, RSD
1.40% (n=6) , W LEE R

TR [l 56 < A 2% e B 00 5 PO R i (L5
190817)2. 5 mL, & 100 mL 25 EJHH, 3 9 4y, 43 ks %
FAT B VAT 1.0,1.5,2.0 mL, 4% 3 43, #% 2. 2 T
J5 B A R SR IA T, 7 2. 1 TR O AR EREN E
SR AR IS AR IR 25 R 3R 1

F1 MEEKREER(n=9)

Tab.1 Results of the recovery test(n=9)

H24E (ng/L) mAZE(ng/L) MEFE(mg/L) ®kE%) XY(%) RSD(%)

11.677 7. 444 19.022 98. 67
11.677 7. 444 18. 984 98. 16
11.677 7.444 19.020 98. 64
11.677 11.166 22.804 99. 65
11.677 11. 166 22.750 99.17  99.52  0.91
11.677 11.166 22.825 99. 84
11.677 14.888 26. 665 100. 67
11.677 14. 888 26. 639 100. 50
11.677 14.888 26.619 100. 36
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AT AR MR — AR LR e Dy T R M g K b PR A
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