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TB IgG/IgM ~ Test (test cassette) c G

Fiapid test for the for the simultaneous datection and ditferentiation of Igh anti-Mycobactarium Tuberculosis (M. TH)

and IgG anti- M. TH in human sensm, plasma or whole blood

Single test cassettes, pouched separately

Siep 4:
Apply 1 drop of whole blood (about 40-50 pL) into the sample well.
Then add 1 drop (about 35-50 uL) of Sample Dilvent immadiately.
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1 drop of whole blood

PP sts Sroppar wih he spocimen.

Holding the dropper vertically, dispense about 30-45 L) of
mmmwmmmmﬁ&m«umﬁoa

Then add 1 drop (about 35-50 L) of Samle Diluent immediately.
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Result

1 drop of spacimen 1 drop of sample diluent 15 minutes

Step 5: Setup timer.
Swep 8: Munhm.dlmsmhmmmmuulumumln
as short as 1

Don't read result after 15 minutes. To avoid confusion, discard the test
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UliluhdeullNADALTBlnG!W Test cassettes as described in the
Procedure above, run 1 Control and 1 Megalive Conirol
upnn request) under the following clreumstances 1o monitor lest

Amwmmu prior to performing lesting of
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The lemperature used during storage of the kit falls outside of 2°C-

30C.
The temperature of the test area falls outside of 15°C-30°C,
Expacted results are as follows:
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shows color development, the two T bands (T1 and
T2) show no color development.
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Imnﬂlvmu:hooonddnm e he band.
INTERPRETATION OF ASSAY RESULT
1. NEGATIVE RESULT: If only the G band is , the absence of any

present
m%mc,mmmbm bands (T1 and T2) indicates that no anti-
M.TB anfibodses are delected. The resull is negative.
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In addition to the presence of C band, IfonlyTEbcMIl
the test for the p of lgG anti- MTB.
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developed, indicates for the presence of IgG and IgM anti- M.TB
The result is also positive.

INVALID: i no C band is developed, the assay is invalid regardless of
any burgundy color in the
T bands as indicated below. Repeat the assay with a new device.

Agreement: 84.9%

subjects is showed in the following tabia.

Agreement: 85.3%
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'ATIONS OF TEST

The Assay Procedura and the Assay Result Interprefation must be
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serum of plasma from le& Failure to follow the
procedure may give inaccurate results.

The NADAL TB IgG/igh Test is limited to the qualitative
detection of IgG and IgM anti-M.TB in human serum or plasma. The
intensity of the test band does not have linear comelation with the

antibody fiter in the specimen.
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