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Gentian Cystatin C Immunoassay 
 
For Research Use Only (RUO). Not for use in diagnostic procedures. The 
RUO kits cannot be used to compare the quality of the Gentian assay to 
other assays without our approval. 

Principle of the Procedure 
The Gentian Cystatin C Immunoassay is an immunoturbidimetric assay 
intended for the in vitro quantitative determination of cystatin C in human 
serum and plasma on automated clinical analysers by laboratory 
professional users. 
The Gentian Cystatin C Immunoassay is a particle-enhanced turbidimetric 
immunoassay (PETIA). The lithium heparin plasma or serum sample is 
mixed with Cystatin C immunoparticles. Cystatin C from the sample and 
the anti-cystatin C antibodies from the immunoparticles solution bind to 
form aggregates that increase the turbidity of the solution. The degree of 
turbidity is proportional to the concentration of cystatin C, which can be 
quantified via an established standard calibration curve. 
 

Warnings and Precautions 
1. Contains substances from human or animal origin and should be 

considered as potentially infectious material. Handle with caution 
and discard following local regulations. 

2. The sodium azide concentration of the assay is not characterised as 
hazardous. Although, accumulated NaN3 in lead and copper pipes 
may cause generation of explosive metal azides. To prevent this, rinse 
thoroughly if discarded into the drain.    

3. Contains a sensitizing substance below concentration limit. May 
produce an allergic reaction in some people and may cause 
respiratory irritation if inhaled. 

4. Contains antibiotics and must be handled with due caution. 
5. Exposure may result in irritation of skin and eyes. 
6. Avoid contact with incompatible materials.  
7. Avoid exposure to heat and direct sunlight. 
 
For additional safety information, please refer to the SDS (Safety Data 
Sheet) available on www.gentian.com.  

Additional Handling Instructions 
1. This test is for in vitro use only. 
2. Do not use products after the expiration date has passed. 
3. Do not mix reagents of different lots or interchange caps of reagents, 

controls, calibrators, and lots. 
4. Tighten caps carefully back on after use of reagents, calibrators, and 

controls to avoid evaporation. 

Storage instructions 
All products provided for the Gentian Cystatin C Immunoassay must be 
stored at 2-8°C. The expiry date is printed on the labels.  

Procedure 

Reagent Preparation  
The reagents are ready for use. Mix the reagents gently before placing 
them into the assigned reagent positions. The reagent bottles may fit 
directly into the instrument. 

Assay Kit Components 

Products provided  

Gentian Cystatin C Reagent Kit 

• R1 Assay Buffer (58 mL)  

• R2 Immunoparticles (10 mL) 

REF 1101-
RUO 

Products required, but not provided 

Gentian Cystatin C Calibrator Kit (6 levels x 1 mL) 
REF 1051-
RUO 

Gentian Cystatin C Control Kit (2 levels x 1 mL)  
REF 1019-
RUO 

All products are ready for use.  

 

Calibrator Standardisation (Optional) 
The Gentian Cystatin C Calibrator Kit is standardised against the 
international calibrator standard ERM-DA471/IFCC. 
 

Calibration Curve Establishment 
The 6-point prediluted calibrator kit is used to establish the calibration 
curve as specified in the instrument manual. The calibrator kit is ready to 
use, do not program dilution. Calibrator values are lot specific, and 
calibration must be performed whenever a new lot is used. The values 
assigned to the calibrators are provided in the analytical value sheet. A 
new calibration should be performed according to instrument specific 
calibration curve stability or when a new reagent lot is used. 

QC Controls 
The Gentian Cystatin C Controls should be assayed every day that the test 
is in use to verify the calibration curve. The controls have lot specific 
concentration ranges that must be met before measuring samples. The 
assigned value ranges are given in the analytical value sheet. If the control 
values measured are not valid, repeat the control measurements. 
Recalibrate if necessary. 

Control and Calibrator Value Assignment  
The control and calibrator values are given in the analytical value sheet. 

Measuring Samples 
When a valid calibration curve has been established and the control 
values are within the valid range, the lithium heparin plasma or serum 
sample may be measured. Ensure that the minimum sample volume is 
present in the sample cups/tubes and assay the samples according to the 
instructions given in the instrument manual. 

Application Notes  
Contact marketing@gentian.com for application notes describing the 
procedures for installation and analysis on specific instruments. For 
instructions on how to install a new application, consult the instrument 
manual. Maintenance, operation, and precautions must be handled in 
accordance with the specific instrument manual. 

Results 
The results are calculated automatically by the instrument. The results are 
presented in mg/L.  
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Modification from the Previous Version 
First version. 
 

Symbols Key 
 

Temperature Limit 

            
Use by Date 

          
Consult Instructions for Use 

            
Manufacturer 

 
Research Use Only 

 
Lot Number 

 
Catalogue Number 

 Contents 

 
R1 Assay Buffer 

 
R2 Immunoparticles 

 Control Low 

 Control High 

 Calibrator 

 Calibrator Level 1 

 Calibrator Level 2 

 Calibrator Level 3 

 Calibrator Level 4 

 Calibrator Level 5 

 Calibrator Level 6 

 

2°C 

8°C 
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