Procedure KK-CYC

Cystatin C

Pre-Analytics Automated Procedure
Cystatin C immunoassay can be performed on any open

clinical chemistry analyser. Applications are available

General Settings

The following reaction mode is recommended:

Samples required: ~ Serum

EDTA/Heparinized Plasma 1. Mixing of (diluted) sample and reaction buffer. )
. . . ) upon request for the following analysers
Volume required in 3 2. Incubation (until stable readings are obtained).
reaction: 3. Addition of the immunoparticle reagent.
Sample storage: RT 14 days 4' 3?&';'_“9 (= il ) I el Sty g il =2 CE certified Applications
2-8°C 21 days 5. Measuring signals during reaction until an end-point is theoretical No.
-20°C 3 months CREE Analyser of Tests per
Parameters Suggestion 10 ml particles
Incubation time , Roche Hitachi 911 250 Tests
before adding Immunoparticles 120 sec . .
Procedural Notes - Roche Hitachi 917 250 Tests
Sample dilution 1
- It is recommended to analyse fresh samples Sample Volumes 3l Roche Modular P 250 Tests
- Mix samples well before analysing Assay Buffer Volume 220 Roche Cobas ¢501 812 Tests
Immunoparticle Volume 45 pl Siemens Advia 1650 625 Tests
Total volume 268 pl Siemens Advia 625 Tests
Reaction Time 300 sec 1200/1800/2400
Total analysis Time 420 sec Olympus AU* 333 Tests
Ortho Vitros 5,1* 250 Tests
Calibrator Standards  Rel. dilution factor Abbott Architect 222 Tests
Calibrator A (lowest) 0.0313 Horiba Pentra 200/ 400 250 Tests
Calibrator B 0.0625
Calibrator C 0.125
Calibrator D 0.25 *Application on Olympus AU and Ortho Vitros 5,1
Calibrator E 05 require pre-diluted calibrators which will be provided
. i by BUHLMANN with the Cystatin C Kkit.
Literature Calibrator F (highest) 1.0
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Spline regression is the preferred math model.
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Characteristics KK-CYC
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Immunoassay on Abbott Architect® ci8200
0.031 mg/L
edition was followed to determine the trans- | o6 167 |

The Cystatin C Immunoassay is an in-vitro diagnostic

test for quantitative determination of cystatin C in
human serum and plasma. The assay can be applied Limit of Detection
on any clinical analyzer according to a specific pro-
t(?col. The measurement of cystatih C is used in the Limit of Quantification 0.33 mg/L ferability of the reference interval. .‘I 3-: 133 f
diagnosis and treatment of renal diseases. For Architect® ci8200 the reference interval is ;'I 0-.9 91;0 ,l’
Precision 0.53-1.01mg/L. ."I b o f'
o a g g | |
Summary and Explanation oo oo v S5 LAl For o tter eent e refeence 1 15 | 5 |
The non-glycosylated basic protein, cystatin C (mo- Within-Run CV(%) 13% t::ZI (S)bi):inedeo:lntzzcz:c:i:;ftg::iszog in- I.‘ :54 49
lecular weight 13.2 kDa), is produced at a constant ’ .‘I 1.'5 45 /
rate in nearly every nucleated cell in the human body ~ Total CV(%) 31% ¢ is recommended that every laboratory | 1.7 ;71 |
[1]. Tt is freely filtered through a normal glomerular determines a local reference interval since | 18 | 34 /
membrane,.and .is then realf:)sorbed and almost enti- i 0.3 - 8.8 mg/L values may vary depending on the popu- :.' 21..2 | j: II|'
rely catabolized in the proximal tubules. Hence, the lations tested. ‘.' 25 N 5 |
cystatin C concentration in human blood is closely | 3.0 o 16 f
related to glomerular filtration rate (GFR) [2]. A re- Analytical Recovery 100 - 107 % I.‘I 43'3 13 ||'
duction in the GFR causes a rise in the concentration | 4_3 ;1 f
of cystatin C. Cystatin C concentration has not been  |nterference .‘I soflg |
shown to be significantly influenced by other factors  No interference is detected with: [ ;'; ; J'I
such as muscular mass, inflammatory diseases, sex,  Triglycerides 12.5 mmol/mL l6.5 5 If
age or diet [2, 3, 4]. Haemoglobin 8.0 g/L (70 M5 |
Intralipid 11.0 g/L EER TN
Bilirubin 420 mg/L  Ordering codes: .
KK-CYC
KK-CYC-6* c €

A Princiol No interference detected with drugs tested on recommenda-
ssay Frincipie tion from Sonntag and Scholer [5].

Serum or plgsma samplt.a from huma_n is mixed with There is no rheumatoid factor (RF) interference because the
cystatin C immunoparticles. Cystatin C from the
sample and anti cystatin C from the immunoparticles

*Kit contains pre-diluted Calibrators for the
Patent pending

use in Olympus AU and Ortho Vitros 5.1

use of avian antibody.
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aggregate. The complex particles created absorb
light, and by turbidimetry the absorption is related
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to cystatin C concentration via interpolation on an
established standard calibration curve.
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