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Establishment and validation of the rapid identification test on
rabies vaccine by ELISA methods’
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Abstract Objective: To establish and validate a method of rapid identification testing of rabies vaccine for human
use which in order to replace the previously methods. Method: To set up the double — antibody sandwich ELISA
methods that coated microplates by four strain monoclonal antibodies against rabies virus nucleoprotein. Then vali-
date the method by specificity sensitivity repeatability and applicability. Results: The results of validiation show
that the ELISA method had high specificity and sensitivity. The RSD was less than 15% . The ELISA method had
specific response with different rabies virus vaccine strains( such as CTN PV etc.) . Conclusion: The identification
testing by ELISA is rapid high specific and high sensitivity. It can replace the traditional potency test for the identi—
fication test of rabies vaccine.
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37 C 0.5 h 6 TMB Tab 1 The results of specificity test
10 min 2 mol * .7} about non - rabies vaccine
Asso om ( vaccine) A450mm
2 7 () EV) 0.017
° ( ) (HFRS) 0.013
x2.1 cut — off ((vero) ( HFRS) 0.011
0.05 0.05 0.05 ((vero) (HAV) 0.042
() (Flu vaccine) 0.031
0.4, ( positive) 2.673
2.2 ( negative) 0.053
100 L. Ay ( blank) 0.021
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. Tab 4 results of different rabies vaccine strains
2 which identified by ELISA
Tab 2 Validation results of sensitivity (Lot Ad4s0mm A4500m
strains he value range of he average of
( dilution) (‘potency) /TU * mL =1 A450 um (st ) (1 ge of Aysonm) (1 ge of Ag500m)
PM 6 2.381 ~2.652 2.519
10 0.67 4.915
PV 6 2.504 ~2.649 2.572
20 0.34 3. 800
CTN 6 2.053 ~2.663 2.431
40 0.17 2.760
aG 6 2.060 ~2.759 2.476
80 0.08 2.035 Flury LEP 6 2.481 ~2.971 2.557
160 0.04 1.784
5
3.3
3 2005
10 RSD
3.7%;,
6 RSD 10. 8% »
ELISA 1
3 ELISA
Tab 3 Validation results of the precision )% d
on the identification tests by ELISA
A450 nm
( No.)
( group precision) ( intermediate precision) ELISA
1 0.543 0.580 N
2 0.593 0.554 ( CHO ) ELISA
3 0.575 0.546 )
4 0.57 0. 485 °
5 0.539 0.485 ( Rhabdoviridae)
6 0.562 0.517 ( Lyssa virus)
7 0.558 / RNA 12 kb 5
8 0.552 /
(N). (P).
9 0.553 / M G RNA L
10 0.519 / (M) . (6). (L)
RSD /% 3.7 10.8 450
5.05 x10*
4 ELISA 98% ~99.6% .
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