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Determination of residual EDTA-2Na in Japanese encephalitis
attenuated live vaccine by capillary electrophoresis with
electrophoretically mediated microanalysis *
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Abstract Objective; To establish a capillary electrophoresis (CE) with electrophoretically mediated microanaly-
sis (EMMA ) method for the determination of EDTA-2Na in Japanese encephalitis attenuated live vaccine.
Methods: The test was performed in disodium hydrogen phosphate buffer with pH 2.5, the online metal ions com-
plexation of 1.5 mg + mL™' Fe’* and incubation time of 3 min. The separation voltage was 25 kV, the detection
wavelength was 257 nm, and. the column temperature was 25.0 °C. Results: The established method had a good
linear relationship in the concentration range of 0.01 —=0.5 mg - mL™' (r =0.999 9), the detection limit was
5 wg - mL™", and the relative standard deviation ( RSD) of the measured samples was less than 2.87% . The
recoveries of spiked samples were between 96.49% —101.02% . Conclusion;The optimized method was applied to
the determination of EDTA-2Na in Japanese encephalitis attenuated live vaccine. The satisfactory experimental
results were obtained.
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1 EDTA-2Na*$mRE A e EIMHLER
Tab.1 EDTA-2Na peak area and time reproducibility results

HEFEREL R/ WA T R
(times) min (peak area)
1 6. 89 26.70
2 6. 86 27.00
3 6.83 25.90
4 6. 80 26. 00
5 6. 80 25.70
6 6.76 24.90
RSD/ % 6. 82 26.03
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[F]— R NESEHERE 6 U, T RS il i) 10 i AR A A

%2 ASHLE EDTA2Na 0 E 4 2 & w &

SRR 2E (RSD% ) , iR 25 R4 T3 1., it
FE s () A [T B RSD% 43331 4 0. 66 Fi1 2. 87, 1HH]1%
Tk EA RAF R SRR S PE
3.2.3  JiikECR 30l R TERE )RR P51
T LRGP 1A I = AN AS[A) e () EDTA-
2Na X B, AN BE RO 3 4y, #222. 17 31 T fik
TR B T VR A BRSBTS 25 R T 3% 2,
S5 B, 7 1k OF 3 Lk 43 i S 101..05% A
98.89% ,FRWiZ 7 L HA RAFHIMERAEE
3.3 SERRAERIE

HAS TRIHE YR 11 20 B0 35 938 1 DR P51 I 2L BB K
TERE T L (R PIAE)  45 2. 17 350 ik S b 45 7
AR S R T, T A R T3 2,

Tab.2 EDTA-2N determination results and recovery in real samples

S L PO R e e SRl
FLIRESD Ejin2 . .
(single dose concentration)/ (average recovery)/
(real sample) (lot No. )
(mg - mL~") %

P51 JE# (P51 original solution) 5152201 0.06 101. 05
5152202 0.09

LM it (Japanese encephalitis inactivated vaccine product ) 51P202203001 0.03 98. 89
51P202203002 0.03
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