Vcheck

SDMA

CANINE & FELINE SDMA

For veterinary use only

INTENDED USE

The Vcheck SDMA is an in vitro diagnostic test kit for the quantitative measurement
of SDMA concentration in canine or feline serum and plasma. Symmetric
dimethylarginine (SDMA) is a methylated derivative of arginine produced from
intranuclear methylation of L-arginine residues. SDMA is primarily excreted by
the kidneys, making it an endogenous marker of renal function. SDMA is a more
reliable indicator of kidney function than creatinine and the measurement of SDMA
can be used to detect both acute kidney injury (AKI) and chronic kidney disease
(CKD) earlier than ever. The BIONOTE Vcheck SDMA is designed to be used only by
veterinarians.

PRINCIPLE

This product uses an anti-SDMA antibody that specifically binds to SDMA, using
fluorescence measurement and immunoassay for SOMA measurement in serum or
plasma (heparin). After mixing the sample with Pretreatment Buffer, the supernatant is
recovered by centrifugation, diluted with assay diluent, and mixed with a tablet made
of anti-SDMA antibody bound to fluorescent particles. Then, when this sample mixture
is dropped on the sample hole of the SDMA test device, the sample mixture moves
along the membrane inside the device along with the capillary phenomenon, and is
adsorbed onto the membrane area coated with SDMA. As a result, when SDMA activates
the fluorescent material after binding to ultraviolet rays through the competitive
reaction with SDMA coated on the membrane, the reflected light is read to measure the
SDMA concentration in serum or plasma. Immunofluorescent assay is performed using
the optical system inside the BIONOTE Vcheck analyzer, and the SDMA concentration in
the sample is displayed by an algorithm for the SDMA result value.

MATERIALS PROVIDED

Reagent 5 Tests/Kit | 10 Tests/Kit

@ Vcheck SDMA Test device 5 10
@ Assay diluent bottle 1 1
® Pretreatment Buffer 2

@ Disposable tablet pipette (orange bulb) 5 10
® Disposable pipette tip 20 40
® 1.5mL Tube 10 20
@ Instructions for use 1 1

MATERIALS REQUIRED, BUT NOT PROVIDED

BIONOTE Vcheck Analyzer
25 pl pipette

50 pl pipette

100 pe pipette

STORAGE AND STABILITY

1. Store the test kit at 2~8 °C. DO NOT FREEZE.
2. Do not store the test kit in the direct sunlight.
3. Thetest kit is stable until the expiry date that is marked on the package label.
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Reagent Open status Storage Stability Note
Test device and | Unopened 2~8°C, Sealed | 9 months | Finished product
tablet pipette Opened Do not store - Use directly
Assay diluent Unopened 2~8°C, Sealed | 9 months | Finished product
Opened 2~8 °C, Resealed | 9 months -
Pretreatment Unopened 2~8°C, Sealed | 9 months | Finished product
Buffer Opened 2~8 °C, Resealed | 9 months -
PRECAUTIONS

1. The test kit is for canine or feline use only. Do not use for other animals.

2. The test device is sensitive to humidity and heat. Perform the test immediately

after removing the test device from the aluminum foil pouch.

Do not reuse test components.

Do not touch the membrane in the result window of the test device.

Do not use the test kit beyond the stated expiry date marked on the label.

Strictly follow the test procedure (E.g. adequate sample volume), as failure to

do so may adversely affect test performance and/or produce invalid results.

7. Although the Vcheck SDMA Test Kit offers simple and quick quantitative
measurement of SDMA concentration in canine or feline serum and plasma,
there may be a difference in the detection performance with other clinical or
laboratory methods with more sophisticated principles.

8. Do not use the test kit if the pouch is damaged or the seal is broken.

9. Do not mix components from different lot numbers, the components in this kit
have been quality control tested as a standard batch unit.
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10.  All samples should be handled as being potentially infectious. Wear protective
gloves while handling samples. Wash hands thoroughly afterwards.

11. Decontaminate and dispose of all samples, used kits and potentially
contaminated materials safely in accordance with national and local regulations.

12.  Hemolyzed samples or serum with precipitate such as fibrin may give erroneous
results.

13. Pretreatment Buffer is acidic, so care should be taken not to touch the skin.

14, Available only in countries other than the United States and Europe.

15.  Professional veterinarian should make a final diagnosis based on the results of
this product, other test results and clinical findings.

16. BIONOTE Vcheck analyzer is recommended to use at 15~30 °C.

COLLECTION AND PREPARATION OF SAMPLE

1. Serum or plasma of both feline and canine should be used with this test. A
method for preparing the specimen is as follows.

2. [Serum] Collect the whole blood into a blood collection tube containing NO
anticoagulant. Leave to settle for 30 minutes for blood coagulation and then
centrifuge to obtain the serum supernatant.

[Plasma] Collect the whole blood into the collection tube containing
anticoagulant (only heparin) and then centrifuge to obtain plasma.

3. If serum and plasma samples are not tested immediately, they should be
refrigerated at 2~8 °C and used within 2 weeks. For longer storage, serum or
plasma can be frozen (-20 °C or colder).

TEST PROCEDURE

* Allow all kit components and samples to reach room temperature (15~30 °C) for at
least 30 minutes prior to testing.

* Prepare the same number of the test device, anticoagulants, assay diluent and 1.5
mL tube as the number of the samples.

[Coding]

1. Turn on V200 Analyzer and select
“Standard Test".

2. Remove the test device from the
aluminum foil pouch. Once the “Insert
Device” is displayed in the screen, insert
the test device.

[Pretreatment]

3. Usea 100 p! pipette to draw 100 pf of the
sample and add to a 1.5 mL tube.

4. Use a 25 pf pipette to draw 25 u? of the
Pretreatment Buffer and add it to the 1.5
mL tube containing the sample.

* The pipette tip will be clogged as soon
as the Pretreatment Buffer touches the

sample. The end of pipette tip should
be applied onto the inner wall of the
tube.

* Be careful not to touch the skin with
the Pretreatment Buffer.

5. Tap with fingers 6~8 times or vortex to
mix well.

* Ensure that the sample and Pretreatment
Buffer are well mixed to form white
sediment.

6.  Centrifuge the well-mixed solution at
6,000 x g for 5 minutes.

* At 10,000 RPM for 5 minutes with the
centrifuge provided by BioNote.

[Dilution of sample & Measurement]

7. Collect 50 pt of the separated supernatant
and transfer to a NEW 1.5 mL tube.
* Be careful not to bring the sediments
fixed.

at the bottom when collecting the

supernatant because the sediment is not
»(\

®

8. Use 50 pl pipette to collect 50 pl of the
assay diluent and add it to the tube
containing the supernatant.

* Be sure to mix the supernatant and the
diluent thoroughly.

Use a disposable tablet pipette to mix
well by squeezing the rubber bulb gently
several times until the white tablet
dissolves in the pipette completely.

* Squeeze the orange bulb gently to
minimize foam.

Orange bulb

Add all of the mixed sample/tablet into
the sample hole of the test device using
the disposable tablet pipette and press
the [START] to initiate testing.

11.  The V200 analyzer will display the test
result on the screen after 5 minutes.

12.  Remove the test device.

* Strictly follow the test procedure including the amount of sample (100 pf)
used and the test time (5 min), as failure to do so may adversely affect
test performance and/or produce invalid results.

INTERPRETATION OF THE RESULT

1. Read the concentration value of SDMA appearing on the display of the BIONOTE
Vcheck Analyzer. (10~100 pg/dL)

2. If" | 10 pg/dL" appears on the display, it means the concentration of SDMA the
specimen is less than 10 pg/dL.

3. If "1 100 pg/dL" appears on the display, it means the concentration of SDMA
the specimen is greater than 100 pg/dL.

4. Ifthe [Invalid] result appears on the screen, a retest shall be carried out.

REFERENCE RANGE

< 14 pg/dL 14.1-19.9 pg/dL > 20 pg/dL
Suspected
(Check other evidence
N of kidney disease.
ormal

If there are no other
symptoms, a retest
is recommended
in 2-3 weeks.)

(< 16 ug/dL in puppies’) Kidney disease probable

* Mildly increased SDMA concentrations (14-16 pg/dL) in puppies should be
interpreted in light of the growth phase as well as other evidence of kidney
disease.

PERFORMANCE CHARACTERISTIC

L Measuring Range
10~100 pg/dL of canine or feline SDMA is measurable in serum or plasma.
For 1100 pg/dL results, samples may be diluted with negative sample and
measured again for a numerical result. To calculate the final canine or feline
SDMA concentration, the measured result must be multiplied by the dilution

factor.

SCREEN MESSAGES AND TROUBLE SHOOTING

[v200]

Error message

Error description

Contaminated

The test device is damaged or inserted improperly.
Solution: Discard the test device and retest with a new

Device . :
test device and a new specimen.
An insufficient amount of blood has been applied.
Insufficient Solution: Retest with a new test device with enough
Sample specimen, ensuring that blood is placed in to the narrow

channel in the top edge of the test device.

Expired Device

The test devices are expired.
Solution: Retest with a new test device that is not expired.

The environmental temperature is above or below the
operating range of the analyzer.

Temé)reiza:’ture Solution: Move to an area in the acceptable temperature
range for the analyzer and perform the test. Do not heat or
cool the analyzer artificially.

Printer The communication between analyzer and barcode or

Connection Fail

Barcode Error

printer has failed.

Solution: Reconnect the analyzer and external device.
If the error continues after turning ON/OFF the analyzer,
please contact BioNote, Inc.

The measured total hemoglobin is out of the range of 7 to
23 g/dL.

EI).(tremely Solution: This error occurs when a specimen has a total
ighTotal o oglobin in the abnormal If th ti
Hemoglobin emoglobin in the abnormal range. e error continues
after turning ON/OFF the analyzer, please contact BioNote,
Inc.
The test is invalid.
Result: Solution: Retest with a new test device and a new patient
Invalid specimen. If the error continues after turning ON/OFF the
analyzer, please contact BioNote, Inc.
Calibration The c§lib|"ation is overdue. _ )
Overdue Solution: If the error continues after turning ON/OFF the
analyzer, please contact BioNote, Inc.
A test device that is not supported by the analyzer has
Not Supported been loaded.
Device Solution: Check whether the test device is manufactured by
BioNote, Inc.
Internal error has occurred.
EEE Solution: If the error continues after turning ON/OFF the

analyzer, please contact BioNote, Inc.

Manufactured by ~ BjoNote, Inc.

BIONOT

22, Samsung 1-ro 4-gil, Hwaseong-si, Gyeonggi-do, 18449, Republic of Korea
TEL: 82-31-211-0516 | FAX:82-31-8003-0618 | www.bionote.co.kr
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