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DIRECTIONS FOR USE

Allow the test device, specimen to equilibrate at
room temperature (15-30°C) before testing.

1.Bring the pouch to room temperature before opening it.
Remove the test cassette from the sealed pouch and use it
within 1 hour.

2. Place the cassette on a clean and level surface.

3. For Serum or Plasma specimen: Hoﬁhe dropper vertically and transfer
1 drop (25 pL) drops of serum or plasma and add 1 drop of buffer
(approximately 40 pL) into the specimen well, and start the timer. See
illustration below. For Venipuncture Whole Blood specimen: Hold the
dropper vertically and transfer 1 drop (25 pL) drops of whole blood and add
1 drop of buffer (approximately 40 pL) into the specimen well, and start the
timer. For Fingerstick Whole Blood specimen: Take sample using sample
dropper and transfer approximately 25 pL (1 drops) of fingerstick whole
blood specimen to the specimen well of test cassette, then add 1 drop of
buffer (approximately 40 pL) and start the timer

4. Note: Do not interpret the result after 20 minutes.
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INTERPRETATION OF RESULTS

Positive: The control line (C) and test line (T)
lines are visible on the test device.
This is positive for TSH hormone.

Negative: The control line is the only visible
line on the test device. No TSH hormone
were detected.

Invalid: The control line fails to appear.
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3. The device is sensitive t
device from seal pouch
Do not mix reagents fro

idity as well as heat. Therefore, take out the

ispose all
accordance in GLP.
6. Follow the testing procedure exactly as mention in the insert.

| STORAGE AND STABILITY

1. The kit can be stored at room temperature or refrigerated (2-30°C). The
» test device must remain in the sealed pouch until use. DO NOT FREEZE
|2, Donotuse beyond the expiration date.
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Sensitivity and Specificity

Method Other Rapid Test
— . Total Test
. ) Result Positive Negative
TSH Rapid o
Card Test Positive 75 0 75
' Negative 0 230 230
5 230 305

- Total Results 7

SENSITIVITY : >98% (95% CI*: 94.4%-99.8%)
SPECIFICITY : >98% (95%CI*: 96.7%-99.6%)

Corporate Office:- Factory Address:-

C/609, 6th Floor, Mittal Commercia, Unit 2, )
Hasan Pada Road, Chimatpada Marol, G/F-12/13, Evershine-2, Survey NO.

Andheri (E), Mumbai - 400059. 307/3/1, Balitha}, N.H No 48, Vapi, Valsad,
Gujarat, 396191.




