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= Turn the power on and Please follow procedure on the Screening of Vet chroma™ reader.

This picture is for reference only.

- STEP 1 : Insert the cartridge.

- STEP 2 : Enter the required information.

- STEP 3 & STEP 4 : Follow the picture below.

1

STEP 3 2

Jewng-a

MYWOMHI L J A

Note: Please refer to the table below to identify various symbols

Sufficient <n> tests

Read instruction for use

Use by date

Batch code

Catalog number

Caution

Manufacturer

In vitro diagnostic medical device

Temperature limit

Do not reuse
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Vet chroma™ D-dimer

Vet chroma™ D-Dimer is a Fluorescence Immunoassay (FIA) for the quantitative determination of
D-Dimer in canine plasma (sodium citrate). It useful as an aid in management and monitoring of post
therapeutic evaluation of thromboembolic disease patients.

INTRODUCTION

D-Dimer, a degradation product of cross-linked fibrin formed during activation of the coagulation
system, is commonly used to exclude thromboembolic disease in outpatients suspected of having
deep venous thrombosis (DVT) and pulmonaryembolism (PE). DVT and PE is relatively common and
can cause sudden, fatal embolic events in the pulmonary arteries and other regions. Measurement of
the D-Dimer level in plasma has been used as a screening strategy for subclinical DVT. A systematic
review reported that a normal range of a highly sensitive D-Dimer level accurately ruled out DVT in
patients classified as having a low or moderate clinical probability of DVT.

WARNINGS AND PRECAUTIONS

= For in Vitro use only.
= Carefully follow the instructions and procedures described in this ‘Instruction for use’ .
= Sample
- The sample type: plasma (Sodium Citrate) of Dog.
- Recommend the fresh samples and avoid direct sunlight.
- If the test could not be performed within 24 hours, serum or plasma should be immediately frozen
below —20°C. The freezing storage of sample up to 3 months does not affect the quality of results.
- Once the sample was frozen, it should be thawed one time and only for test, because repeated
freezing and thawing can result in the changed test values.
- Sample with severe hemolytic and hyperlipidemia cannot be used and should be recollected.
- Do not cross use collection tool of sample between specimen and specimen. Because it avoid
contaminating each other. It must be use the clean and new tools at the time of use.

= Reagents and cartridges

- Just before use, allow the cartridge, detection buffer and sample to be at room temperature for
approximately 30 minutes.

- The cartridge and detection buffer can be stored at room temperature for up to 12 hours.

- Test components that were left at room temperature over 12 hours may affect test results.

- Test components that were left at room temperature frequently will expire sooner.

- Used detection buffer tubes, pipette tips and cartridges should be handled carefully and discarded by
an appropriate method in accordance with relevant local regulations.

- Do not reuse. A detection buffer and capillary cap should be used for processing one sample only. So
should a cartridge.

- Lot numbers of all the test components (cartridge, Lot chip and detection buffer) must match each
other.

- Do not interchange the test components between different lots or use the test components after the
expiration date, either of which might yield misleading of test result(s).

- The cartridge should remain sealed in its original pouch before use. Do not use the cartridge, if is
damaged or already opened.

- The detection buffer contains sodium azide for preservatives. If you exposure to skin or eye with
reagent, please rinse immediately with clean water and ask for medical advice.

= Reader

- Vet chroma™ D-Dimer as well as the instrument for Vet chroma™ tests should be used away from
vibration and/or magnetic field. During normal usage, it can be noted that instrument for Vet chroma™
tests may produce minor vibration.

LIMITATION OF THE TEST SYSTEM

= The test may yield false positive/negative result(s) due to the flow things.
- The cross-reactions and/or non-specific adhesion of certain sample components to the capture/de—
tector antibodies.
- The non-responsiveness of the antigen to the antibodies is most common where the epitope is masked
by some unknown components, so as not to be detected or captured by the antibodies.
The instability or degradation of the antigen with time and/or temperature may cause the false negative
as it makes antigen unrecognizable by the antibodies.
- Other factors may interfere with the test and cause erroneous results, such as technical/procedural
errors, degradation of the test components/reagents or presence of interfering substances in the test
samples.

= Any clinical diagnosis based on the test result must be supported by a comprehensive judgment of the
concerned physician including clinical symptoms and other relevant test results.

DEMAND COMPONENT

= |nstrument for Vet chroma™ D-dimer tests
- Vet chroma™ Reader FPRR025
(Please refer to the ‘Instrument for Vet chroma™ tests operation manual’  for complete information
and operating instructions)

MATERIALS SUPPLIED

. CFPA-9
= Cartridge Box:

- Capillary caps
- Instruction for Use

STORAGE AND STABILITY

= The cartridge and detection buffer is stable for 20 months (while sealed in an aluminum foil pouch) if
stored at 2-8 C.
= After the cartridge pouch is opened, the test should be performed immediately.

- Cartridges 6
- Detection Buffer tubes 6
- Lot Chip 1
6
1

QUALITY CONTROL

= Quality control tests are a part of the good testing practice to confirm the expected results and validity
of the assay and can be performed at regular intervals.

= Quality control tests could be used for re—calibration of product.

= Control materials are not provided with Vet chroma™ D-dimer. For more information regarding obtaining
the control materials, contact ANIVET Inc.” s Sales Division for assistance.
(Please refer to the instruction for use of control material.)

TEST SETUP

= Check the contents of Vet chroma™ D-dimer: Sealed Cartridge, Detection Buffer Tubes and Lot Chip
and capillary caps.

= Ensure that the lot number of the cartridge matches that of the Lot chip as well as the detection buffer.

= Keep the sealed cartridge (if stored in refrigerator) and the detection buffer tube at room temperature
for at least 30 minutes just prior to the test.

= Place the cartridge on a clean, dust-free and flat surface.

TEST PROCEDURE

= Please follow procedure on the Screening of Vet chroma™ reader.

1) Make a puncture on the top of the detection buffer tube by inserting an empty capillary cap.

2) Transfer 50u of sample (Canine plasma/control) using a micropipette to a tube containing the Detection
buffer tube (punched tube).

3) Assemble the capillary cap and the tube into one. Shake the 5 times or more until the sample out of the
capillary cap by inversion.

4) Remove the cap off the top of assembled tube. Discard 2 drops of reagent onto the paper towel before
applying to the cartridge. Load only 2 drops of the mixture onto the sample well of the cartridge. And
Leave the Cartridge on the Vet Chroma holder

5) Instrument for Vet chroma™ tests will start automatically scanning the sample-loaded cartridge after
12minutes.

6) Read the test result on the display screen of the instrument for Vet chroma™ tests.

INTERPRETATION OF TEST RESULT

= |nstrument for Vet chroma™ tests calculates the test result automatically and displays D—dimer
concentration of the test sample in terms of ng/mL
= Working range & Cut-off

- Working range: 50-10,000 ng/mL
- The cut-off (reference range): 250 ng/mL
- These recommendations are for guidance only.

= The aim of this test is to measure circulating D—dimer concentrations in dogs.

= |nterpretation of the result by the veterinarian should always. Take into account the history, clinical
examination, and any further diagnostic test results, as no diagnostic method is 100% accurate.

= The definitive diagnosis is the prerogative and responsibility of the veterinarian.
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