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Product number: BC-0015
V1.0

For In Vitro Diagnostic
eDiPro

Wiscical Dimgrontic Professdzral

MeDiPro CREATINE KINASE TEST (CK) - UV kinetic, NAC method

INTENDED USE
For the quantitative determination of creatine kinase activity in serum or plasma.

CLINICAL SIGNIFICANCE Optical path length : 1.0 cm

Creatinine kinase (CK) catalyzes the reversible reaction of 2. This kit contains two reagents, ready to use.
creatine and ATP to form creatine phosphate and ADP which Volume (ml)
plays a very important role in the function of energy storage in sample 0.02

the human tissue. It presents mostly in skeletal muscle, heart R 0 8
and brain. Damage of muscle and heart tissues will release .
CK to the blood stream and result in the increase of CK Mix, 37°C incubate 3min
activity. Determination of CK activity in serum or plasma is a R, 0.2
good diagnostic marker of muscular dystrophy, myocardial
infarction, renal damage and dysfunction and other skeletal
muscle diseases.

Mix, incubate at 37°C for 3 min, and read the initial
absorbance A against reagent blank, then read end
absorbance A; in every 1 min. A= Az40-A40s.
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MeDiPro CREATINE KINASE TEST (CK) - UV kinetic, NAC method

Since all specimens are potentially infectious,
they should be handled with appropriate
precautions and practices in accordance with
Biosafety level 2 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.

Waste management please refers to the local
legal requirements.

Please refer to the manufacturer's safety data
sheet and the product labeling for information

4.

Stability

Expire day 1 year
Open vial stability 30 day

REFERENCE

1

IFCC primary reference procedures for the
measurement of catalytic activity concentrations of
enzymes at 37 , Part 2. Clin. Chem. Lab. Med. 2002,
40: 631.

- New IFCC reference procedures for the determination

of catalytic activity concentrations of five enzymes in
serum: preliminary upper reference limits obtained in
hospitalized subjects. Clinica Chimica. Acta. 2003,
327: 69.

on potentially hazardous components. (MSDS
PRINCIPLE

Creatine phosphate + ADP % creatine + ATP CALCULATION (As-As) / min x Vi x 1000 could be obtained from local dealer.) PARAMETER SETUP
Hexokinase CK (UL) = 10. According to the technical suggestion, the Hitachi 7170/917 Applications
ATP + D-glucose = —— glucose-6-phosphate + ADP Lpxex Vs volume of reagent and specimen could be TEST [CK]
. G6PDH ‘ = (Az-Aq1) /min x 8199 adjusted in aratio for full-automatic biochemical ASSAY CODE [RateA]:[24]-[34]
glucose-6-phosphate + NAD EEE—— Vt: Reaction total volume 1.02 ml, Vs: sample volume 0.02 ml analysis instrument use. It won't affect the SAMPLE VOLUME [4]
6-phosphogluconate + NADH + H* €: NADH molar absorptivity 6.22, absorbance and the result. R1 VOLUME [160]
The rate of NADH formation is directly proportional to the CK 1000: transfer U/ml to U/L, Lp: Optical path length (cm) R2 VOLUME [40]
activity. 11. \Validity please see the reagent box label shown. WAVELENGTH(nm) [405][340]
REFERENCE RANGE CALIB. METHOD [Linear]
REAGENT Sex Conc. (U/L) REAGENT CHARACTERS
1. Package: please see the reagent box label shown. Male 24-195 U/L 1. Precision (Within run) Hitachi 7150/717 Applications
2. Components: Female 24-170 U/L N=15 Mean[U/L]  SD [U/L] CV[%] TEST [CK]
Component Conc. Sample1 124 1.11 0.89 éifﬂ/;{ E(\D/gEUME {g]ateA]:BS]-[SO]
. WARNINGS AND PRECAUTIONS Sample2 417 2.12 0.51
R1 Imlg?zole pH7.0+0.3 10 mmol/L Samzle3 452 437 0.97 R1 VOLUME [240]
Mg 10 mmol/L 1.  This kit offers an optional calibrator, which is R2 VOLUME [60]
AMP 5.0 mmol/L sold individually. Bio-Rad Lyphochek control is 2. Linearity WAVELENGTH(nm) [495][340]
Hexokinase 3000 U/L recommended to use as serum control. Lineary CALIB. METHOD [Linear]
G6PDH 2500 U/L 2. Each laboratory has to perform the quality 2000 ORDERING INFORMATION
Creatine phosphate 30 mmol/L control test to assure the results being reliable Cat. No. Product Package
before running the specimen tests. 1500 |- BC-0015M  MeDiPro CREATINE KINASE R1 6x20ml
R2 D-glucose 20 mmol/L - TEST R2 3%10ml
ADP 5 mmol/L 3. This kit is for professionals and in vitro i 1000 | BC-0015A  MeDiPro CREATINE KINASE R1 4x60ml
diagnostic use only. g BC-0015B -I[/IiSD-irPro CREATINE KINASE E? ‘21:11386“!”'
STORE TEMPERATURE S w0 | R2 = 0.9998 TeoT R 2s0m]
The standard is stable up to the end of the indicated 4. To ensure the accuracy of result, the BC-0015C MeDiPro CREATINE KINASE R1 2x300ml
expiration date. If stored at 2 — 8 °C., contamination should be absorbance should be measured within 30 0 TEST RA
avoided. minutes after sample addition. Hemolysis o 500 1000 1500 2000 BC-0015D  MeDiPro CREATINE KINASE ~ R1 2x500ml
Do not freeze the reagent! specimen shall be avoided. TEST R1
. . . This kit has a good linearity up to1600U/L. BC-0015G  MeDiPro CREATINE KINASE R2 2x200ml
SPECIMEN COLLECTION AND PREPARATION 5. T_he test is devel(_)ped to determine creatine TEST R2
Serum and heparin-treated plasma are the choices for the kinase concentrations up to 800U/L. When 3. Interference
assay. Avoid from hemolysis since glucose-6-phosphate values exceed this range, samples should be Interference Influence effect

diluted with normal saline and calculate the

dehydrogenase, adenylate kinase, ATP liberated from red results by multiplying the dilution factor.

cells will interfere with the result. CK is reportedly stable for 4

Hemoglobulin
Ascorbic acid

Not suitable when hemolysis occur
No interference was observed by

hrs at room temperature, 8~12 hours gt 4C, and 2~3.da¥s 6. The above-mentioned procedures are suitable Bilrubin ilicoirnbtlgr?::gnu.ég t(\jvggn;%/sil_rved by
when frozen. Analyze as soon as possible after sampling is either for the general semi-automatic, Hiroe form) Db i o AomerdL
recommended. full-automatic biochemical analysis instrument Bilirubin No interference was observed by
PROCEDURES or manual operation. (conjugate form)  bilirubin up to 40mg/dL
1. Main wavelength : 340 nm Intrafat No interference was observed by

intrafat up to 1.4%

Sub. wavelength : 405nm
Reaction Temperature : 37°C
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