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D-Dimer Test Reagent (LETIA)

[Product Name]
Product Name: D-Dimer Test Reagent (LETIA)
[ Packing Specifications ]

Reagent 40mL (R1:1X30mL + R2:1X10mL)
Calibrator 6X0.5mL
Control 2X0.5mL

[Intended Use])

D-Dimer, a product for the detection of plasmin in plasma or serum to break down fibrin.
D-Dimer is a specific degradation product produced by plasmin hydrolysis after the crosslinking of fibrin
monomer activation factor XIII, and is a specific marker of fibrinolysis process. D-Dimer is derived from
plasmin-hydrolyzed cross-linked fibrin clots.
D-Dimer mainly reflects fibrinolytic function. As long as there is activated thrombosis and fiber dissolving activity
in the body's blood vessels, D-Dimer will be elevated; D-Dimer is a key indicator of deep vein thrombosis (DVT),
pulmonary embolism (PE), disseminated intravascular coagulation (DIC). D-Dimer is often used to assist in the
diagnosis of obstetric diseases, vascular lesions and other diseases.

[ Inspection principle]
In the reaction system, the D-Dimer in the sample and the anti-human D-Dimer latex particles in the reagent
undergo agglutination reaction, and the agglutination reaction forms an antigen-antibody complex to produce
turbidity, and its turbidity is proportional to the sample when a certain amount of antibody is present. By
measuring the absorbance value at a specific wavelength, the amount of D-Dimer in the sample can be calculated
by reference to the calibration curve.

[ Main components])

Composition Main components

R1 Tris bufter pH7.4
Sodium chloride
PEG20000

R2 Anti-human D-Dimer latex granules
ProClin 300

Calibrator D-Dimer

Control D-Dimer

[ Storage conditions and expiration date]
The detection reagent is kept tightly closed at 2~8°C for 12 months; Store stable at 2~8°C for 30 days after
opening.
The calibrator is stored in a closed and stable manner at 2~8°C for 12 months; Store stable at 2~8°C for 14 days
after reconstitution.

[ Applicable Instruments]
Applicable models of this reagent:
Hitachi 7600/7020/7060/7080/7180; The Beckman AU480/680 and other models have a fully automatic
biochemical instrument with a wavelength of around 570nm.

[ Sample Requirements)
Fresh and non-hemolytic plasma.

Samples 2 ~ 8 °C stored for one day.
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Do not use samples that have been contaminated.

[ Inspection method]

1.  Reagent preparation: double reagents do not need to be formulated, directly used.

2. Test conditions: as shown in the following figure (different hands-on parameters can be requested according
to different testing instruments)

Wavelength 700nm

Sample /R1/R2 4/180/60

Correction method 6 points calibration

Correction type Nonlinearity

Method Two-point method

Reaction direction Up

3. Procedure:

Sample 4 uL

Reagent 1 (R1) 180 uL

Mix well and incubate at 37°C for 5 min

Reagent 2 (R2) 60 uL

Mix well, after 10 sec of incubation, read the absorbance (A1),

after 5 minutes, read the absorbance (Az), AA=A; -A,

4,

Calibration procedure:

It is recommended to use the matching calibration product, multi-point calibration curve polyline processing,
the same measurement method.

Quality control procedures:

It is recommended to use the matching control to control the relative deviation within the performance
indicators.

Calculation of test results:

Multipoint calibration, using spline functions as a calculation mode to plot the standard curve, the D-Dimer

content in the sample can be calculated on the standard curve according to its absorbance value.

[ Reference interval)

The reference range was 0.5mg/L.

This range is for reference only and it is recommended that each laboratory establish its own range of reference

values.

[ Interpretation of test results]

I.

When the D-Dimer>30mg/L in the sample, the sample should be diluted with normal saline n times, retested,
and the test result multiplied by n to obtain the concentration in the original sample.

Hemolysis interferes with the measurement, and hemolysis should be avoided as much as possible during
operation.

When used for diagnostic purposes, the results of this test should always be interpreted in conjunction with
the patient's medical history, clinical symptoms and diagnosis and treatment results.

Measure the quality control products, and the results should be within the user's self-built control limits; If it

is not in the range, it should be re-measured and confirmed, and analyzed, to find the cause.

[ Limitations of the test method )

When bilirubin < 300 umol/L, triglycerides < 10 mmol/L, ascorbic acid < 2.8 mmol/L, hemoglobin < 5.0 g/L, and

rheumatoid factor < 400 IU/mL, there was no significant effect on the measurement results.

The test results are for reference only and are not used as the sole basis for clinical diagnosis.
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[Product Performance]

The following results were obtained by testing this reagent on the Hitachi 7080 automatic biochemical analyzer:

1. Reagent blank absorbance: A<2.0(570nm, optical diameter 10mm, 37 °C);

2. Analytical sensitivity: When the concentration of D-Dimer in the sample is 1mg/L, the absorbance change
value AA>0.01.

Measurement precision: Intra-assay repeatability CV <8%, assay relative range R<10%;

4. Accuracy: relative deviation< 10%;

5. Linear range: [0.2-30 mg/L], linear correlation coefficient 1>0.990;
absolute value of absolute deviation in the range of [0.2-3 mg/L] <0.3 mg/L;

In [3-30 mg/L], the absolute value of the relative deviation in the range < 10%;

6.  Method comparison: The D-Dimer content of 100 samples was determined by this reagent and imported

reagents of the same method, and the results showed that the correlation coefficient r >0.98.
[ Precautions]

1. This product is only used for in vitro diagnosis for the detection of plasma samples;

2. Avoid contact with skin, eyes and mucous membranes, once contacted, should rinse the contaminated part
with water;

3. The volume of reagents and samples can be increased or decreased proportionally due to different instrument
requirements, and the calculation formula remains unchanged;

4.  The reagent should avoid contamination in use, otherwise it will lead to failure;

5. There will be differences between the quality control results of reagents in different methodologies, please
ensure that the quality control selection is consistent with the methodology of the reagents when using;

6.  The operation should be carried out in strict accordance with the instructions, and reagents with different
batch numbers cannot be mixed;

7. The reagent contains substances of animal origin, originating from non-epidemic areas, and after inspection
and quarantine, it is not excluded that it contains other unknown infectious substances, so it should be treated
as infectious substances when used;

8. All samples should be regarded as potentially infectious substances, and the handling, use, storage and
disposal of waste of each component of samples and kits should be handled in accordance with the
corresponding measures of the national biohazard safety guidelines or procedures to ensure the safety of

users and the environment during use.
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