SYPHILIS Ab ELISA KIT

Syphilis Ab ELISA KIT is an in-vitro diagnostic qualitative immunoassay for the detection of
antibodies to Treponema pallidum in human serum or plasma. The Kit is basically intended to be
used for screening purpose by healthcare professionals only.

Solid phase enzyme linked immunosorbent assay using “Double Antigen Sandwich”
technique

Specificity : 100% Sensitivity: 100%

® ®

Sample type: Human Serum or Plasma
Pack Size: 96 wells
Micro-Plate format: Breakaway 12 x 8 wells suitable for any workload

Assay run time: 120 minutes

DESDE

Ready to use positive and negative controls



Methodology

Antibodies to Treponema pallidum present in Serum / Plasma bind to the coated recombinant treponemal
antigens and forms antigen-antibody-antigen enzyme sandwich complex against the addition of Enzyme
Conjugate. The absorbance of enzyme activity is determined by measuring the developed colour at 450 nm /
620 nm wavelength against addition of substrate solution.

TEST PROCEDURE

Add 50 pL sample diluent in each well ‘I_/HJLH_H_H_H_HJ Pre-Assay Preparation

Add 50 L NC from Al to C150 UL of PC L/HJ_IU/LH_H_HJ 1. Conjugate Solution (100 x Conc = 1ul+99 pl) 1:99 dilution

from D1 to E1and 50 L le from F1t .
Cl:-‘om ° o K- sampierom ° N.C. N.C. NC. PC. PC. T T2 T3 10 “I Of Conc -loo X + 990 Hl Of D||Uent
Cover the plate and incubate at 37°C for 2. Washing Solution (20 x Conc = TmI+19ml
for 60 mins N o ° ( )
—_— 119 dilution (eg. 10ml of 10x wash solution to 190 ml distilled water)
Preparation of working wash solution: 20X Washing 2 3 4 s & 7 8 3 w0 ou o n
(Iml wash conc +19 ml distilled water) Sotution
Distilled water 1938 57 76 95 114 133 152 171 190 209 228 ASSAY VALIDATION
Wash (5 Cycles) with worki h / . .
uyash 5 Cycles) with working was w T T T Negative Control: The mean absorbance of the Negative Controls
(NCx) should not be less than or equal to 0.200
Preparation of working enzyme Cobigate 100 10 ;W 0 S 0 @ 0 w0 M0 m . .
conjugate solution oot 0 1 0 0 o e 0 w0 om0 1 v Positive Control: The mean absorbance of the Positive Control (PCx)
- / should be greater than or equal to 0.800. If the results are outside the

ﬁ\dgagovt‘é—”‘?fwmki“g enzyme conjugate above ranges or borderline, then the assay should be repeated
Cover the plate and incubate at 37°C for Result Interpretation
SCrmine S e e

Cut-off value= Ncx + 0.200

/ For example

Wash (5 Cycles) with working wash LHJLM

solution Negative Control 1 absorbance = 0.021
/ Negative Control 2 absorbance = 0.023

Add 100 WL of substrate in each well Negative Control 3 absorbance = 0.025

Cover the plate and incubate at $7°C for L O] Ncx = (0.021+0.023+0.025)/3 = 0.023

Cut-off value= Ncx+0.200 = 0.023 + 0.200 = 0.223

Add 50 L of stop solution and read result /
450 nm/620 nm

Interpretation of the results

Samples with an absorbance less than the cut-off value are considered Non-Reactive
Samples with an absorbance equal to or greater than the cut-off value are considered Reactive
*Ref the kit insert provided along with the kit for procedure and detailed calculations

Performance Characteristics

1. Diagnostic Sensitivity: 2. Diagnostic Specificity:
Results Results
No. of Samples Total No. of Samples Total
Samplestested " tested  |Positive|Negative|(Sensitivity)| | SamPples tested tested Positive|Negative (Specificity)
Positive 57 57 0 100% Negative 233 0 233 100%

ORDERING INFORMATION

Product Code Product Name Pack Size Storage Shelf Life

30201413 Syphilis Ab ELISA kit 96 Tests 2-8°C 15 Months

*Please note: Product specifications are subject to change without prior notice owing to product modifications, improvements / up-gradation.
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