Vcheck

Control T4

CONTROL OF CANINE & FELINE T4

For veterinary use only

INTENDED USE

It is important to perform control tests with more than one level of
control materials to assure your system is working properly. Vcheck
Control T4 is intended for use as quality control materials to check the
performance of Vcheck T4 test kit and Vicheck Analyzers.

PRINCIPLE

Two levels of control help to monitor the performance of Vcheck T4
test kit by checking whether the measurement value with control and
Vcheck T4 test kit is within the control range. The use of Vcheck Control
T4 materials is indicated as an objective assessment of the precision of
methods and techniques in use.

MATERIALS PROVIDED

Reagent 5 Tests/Kit
@ Low concentration(gray pouch) 5
disposable tablet pipette(blue bulb)
@ High concentration(orange pouch) 5
disposable tablet pipette(orange bulb)
@ Instructions for use 1

MATERIALS REQUIRED, BUT NOT PROVIDED

1. BIONOTE Vcheck Analyzer
2. Vcheck T4 test kit
3. 100 pd pipette

STORAGE AND STABILITY

1. Store the control at 2~30°C. DO NOT FREEZE.

2. Do not store the control in direct sunlight.

3. The control is stable until the expiry date that is marked on the
package label.

PRECAUTIONS

1. This reagent needs to be stored at 2~30°C. If refrigerated, allow all
kit components to reach room temperature (15~30°C) for at least 30
minutes prior to testing.

2. Exposure to humidity and heat may lead to deformation of the
control and cause instability or deterioration of the test result.
Remove the control from the foil pouch right before testing and
perform the test within 10 minutes from the removal.

3. Fully dissolve the control with the assay diluent. Strictly follow the
instructions for use including the required reagent volume and
testing time to avoid erroneous results.

4. Do not use the reagent if the expiry date has passed.

5. Discard all used test materials and specimens after processing

autoclave for a minimum of 15 minutes at 121°C.

It is recommended to use the BIONOTE Vcheck Analyzer at 15~30°C.

Perform the test immediately after dissolving the control material.

The dissolved control material is for one time use only. Do not store/

reuse the control material that has been dissolved..

9. Do not use the control if the pouch is damaged or the seal is broken.

TEST PROCEDURE

If Vcheck T4 test kit and Vcheck Control T4 are stored at 2~8°C, allow
kit components of Vcheck T4 test kit and Vcheck Control T4 to room
temperature(15~30°C) at least 30 minutes before starting the test.
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[Coding]
Standard

1. Turn on V200 Analyzer and select
((QCII. %enél])(/i

»

2. Enter Control ID written on the
control pouch and select Direct
button.

* Please note that Control Low and
High have diffferent Control ID.

3. Remove the test device from the
foil pouch of Vcheck T4 test kit.
And insert the device into Vcheck
analyzer so that the analyzer can
read the barcode first.

[Dilution of Vcheck Control T4 & Measurement]

1. Remove Vcheck Control T4 - Low
tablet pipette from gray pouch and
mix well with the assay diluent =
tube from the Vcheck T4 test kit by
gently squeezing the rubber bulb
until the white tablet is completely
dissolved.

* Use a Blue disposable
tablet pipette in the
Vcheck Control T4 pouch

* Aspirate only half of the diluent to
minimize foam.

* For testing Vcheck Control T4 high concentration, use Vcheck
Control T4 - high concentration(orange pouch) disposable tablet
pipette(orange bulb) and follow the test procedure.

2. Using a disposable tablet pipette
in the pouch of Vcheck T4 test kit
pouch, mix well by gently squeezing =
the rubber bulb several times until

the lavender tablet is completely
dissolved.

* Aspirate only half of the diluent to

minimize foam. *Use a disposable tablet pipette

in the Vcheck T4 test kit

3. After the lavender tablet is
completely dissolved, draw 100 p?
of diluent mixture using a 100 p?
pipette and add it into the sample
hole of test device. Then, press
[START] button immediately to
initiate testing.

* Caution: If the time to press [START]
button is delayed, it may affect the
test result.

4. The V200 analyzer will display the
test result on the screen after 10
minutes.

5. Remove the test device.

Interpretation of the Result

1. [Passed] or [Failed] result with the concentration of the Vcheck
Control T4 will be on the screen.

2. If"Passed" appears on the display, it means the result value is within
the reference range and the Vcheck T4 test kit is valid.

3. If "Failed" appears on the display, it means the result value exceeds
reference range and Vcheck T4 test kit is invalid.

Manufactured by BjoNote, Inc.
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