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INTENDED USE
For the quantitative determination of total bilirubin in serum or plasma.

as recommended by USA NIH manual Biosafety in
Microbiological and Biomedical Laboratories, and
in accordance with National or local regulations
related to the safety precautions of such materials.

3. Interference

Interference

Influence effect

Hemoglobulin

Not suitable when hemolysis

CLINICAL SIGNIFICANCE 2. This kit contains two reagents, ready to use. Ascorbic acid Kl?mterference was observed b
Bilirubin, is derived primarily in bile,from the breakdown of Blank Control Specimen 9 Waste management please refers to the local legal ascorbic acid up to 50mg/dL y
hemoglobin when senescent red blood cglls_ are phagocytized. requirements. Intratat Not stitable when i ¢
Normally, about 6 to 6.5 g of hemoglobin in aged red blood Ry (ml) 0.8 0.8 0.8 ntrata Ot suitable when lipemia occur
cells are broken down daily in an adult to form about 220 mg ddH0(ml) 0.02 - 10. Please refer to the manufacturer's safety data sheet 4 Stabilit

of bilirubin; another 50 to 60 mg of bilirubin originates from Control (ml) 0.02 and the product labeling for information on - y

other sources. The detail mechanism of bilirubin formation is Specimen(ml) - 0.02 potentially hazardous components. (MSDS could Expire day 1 year

not well understood. But it is known that the heme group of . — .
hemoglobin is converted to bilirubin in reticuloendothelial mix, 37°Cincubate 5min

system, which binds to albumin in plasma and is esterified to

bilirubin diglucuromide (BDG), which is secreted from liver as R (Mb 0-2 0-2 0.2
a waste product. It presents in serum in the free and
conjugated forms. An increase in the formation or retention of
bilirubin in the body results in the increased levels of serum

Mix, incubate at 37°C for 5 min, and read the absorbance
against reagent blank. A= Asss-Asso

be obtained from local dealer.)

11. According to the technical suggestion, the volume
of reagent and specimen could be adjusted in a
ratio for full-automatic biochemical analysis
instrument use. It won't affect the absorbance and
the result.

Open vial stability 30 day

REFERENCE
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bilirubin and jaundice. This hyperbilirubinemia is classified as CALCULATION asll A candid

prehepatic, hepatic or posthepatic depending on the major With standard or calibrator 12. Validity please see the reagent box label shown. for determination of bilirubin in serum. Test for
cause of condition. Therefore, the determination of total Asample transferability. Clin. Chem. 1983, 29: 297-301.

bilirubin and its conjugated (direct) bilirubin is important for Total bilirubin = —————— x conc. Std./cali. (mg/dL) REAGENT CHARACTERS

the diagnosis of hyperbilirubinemia. Astd /cali. PARAMETER SETUP

1. Precision (Within run)

N=15 Mean[mg/dL] SD [mg/dL] CV[%]

Hitachi 7170/917 Applications

PRINCIPLE REFERENCE RANGE Samplel 0.74 0.01 1.78% TEST [TBIL]
Bilirubin+ 3,5-DCPD —» azobilirubin oo -0 : Sample3 4.77 0.08 1.67% SAMPLE VOLUME [4]
( Reddish-purple ) Adult <12 R1 VOLUME [160]
: 2 Linearity R2 VOLUME [40]
REAGENT WAVELENGTH(nm) [660][546]
1.  Package: please see the reagent box label shown. WARNINGS AND PRECAUTIONS 20.0 Linearity CALIB. METHOD [Linear]
2. Components: L . . s .
1. This kit offers an optional calibrator, which is sold Hitachi 7150/717 Aoblications
Component Conc. individually. Bio-Rad Lyphochek control is y 250 TEST Ao [TBIL]
R:  Sulfamic acid 70 mmol/L recommended to use as serum control. % 20.0 | ASSAY CODE [2POINT]: [24]-[50]
HCI 70 mmol/L . E 150 | SAMPLE VOLUME [6]
2. Each laboratory has to perform the quality control . 2 _
DMSO 5 mol/L . . S 100 | R“ = 0.9988 R1 VOLUME [240]
mo test to assure the results being reliable before 5 Y R2 VOLUME [60]
. : 8 i
R, 3.5-DCPD 5mmol/L running the specimen tests. 5.0 WAVELENGTH(nm) [660][546]
STORE TEMPERATURE 3. This kit is for professionals and in vitro diagnostic 0.0 CALIB. METHOD [Linear]
. - use only. 0.0 50 100 15.0 20.0
The. st.andard is stable up to thec end of the indicated o . . ORDERING INFORMATION
expiration date._ If stored at 2_— 8 C ree}gent should be 4. To ensure the accuracy of result, the absorbance This kit has a good linearity up to 20mg/dL. Cat. No. Prodyct Package
protected from light and contamination is avoided. should be measured within 30 minutes after sample BC-0010M MeDiPro TOTAL BILIRUBIN TEST R1 6x20ml
Do not freeze the reagent! addition R2 3x10ml
: BC-0010A  MeDiPro TOTAL BILIRUBIN TEST  R1 4x60ml
SPECIMEN COLLECTION AND PREPARATION ; R2 2x30ml
5. Do not use if reagent 2 turns yellow. ;
Fresh serum and plasma are the choices. The sample be g y BC-0010B  MeDiPro TOTAL BILIRUBIN TEST R; gxlgoT'
collected without hemolysis, since hemoglobin inhibits the 6. The test is developed to determine bilirubin BC-0010C  MeDiPro TOTAL BILIRUBIN TEST 21 Z:gog:m
diazo reaction. ) ] o concentrations up to 18mg/dL. When values exceed R1
Avoid direct light exposure to the specimen since Bilirubin this range, samples should be diluted with normal BC-0010D  MeDiPro TOTAL BILIRUBIN TEST ~ R1 2x500ml
values may decrease as much as 50 % in one hour. Serum saline and calculate the results by multiplying the R1
specimen may be kept in dark in 2-8°C for up to one week, dilution factor. BC-0010G  MeDiPro TOTAL BILIRUBIN TEST  R2 2x200ml
and in freezer for 3 months without appreciable change in the R2
Bilirubin levels. 7. The above-mentioned procedures are suitable
either for the general semi-automatic,
PROCEDURES full-automatic biochemical analysis instrument or
1. Main wavelength : 546 nm manual operation.
Sub. wavelength : 660nm ) . . . .
8. Since all specimens are potentially infectious, they

Reaction Temperature : 37°C
Optical path length : 1.0 cm

should be handled with appropriate precautions
and practices in accordance with Biosafety level 2
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