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REF 5090170 TECHNOVIEW Rivaroxaban CAL Set 5 x 1 mL 
    

REF 5090171 TECHNOVIEW Rivaroxaban CAL High Set 5 x 1 mL 
    

REF 5090172 TECHNOVIEW Rivaroxaban Low Control 5 x 1 mL 
    

REF 5090173 TECHNOVIEW Rivaroxaban Medium Control 5 x 1 mL 
    

REF 5090174 TECHNOVIEW Rivaroxaban High Control    5 x 1 mL 
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TECHNOVIEW Rivaroxaban* 
 

PRODUCT DESCRIPTION 
INTENDED USE – RESEARCH USE ONLY 
 

TECHNOVIEW Rivaroxaban Calibrator Set is a set of calibration plasmas and TECHNOVIEW 
Rivaroxaban Control Plasma is a set of low, medium and high control plasmas to be used for 
calibration and the quality control of rivaroxaban measurements, optimised using anti-Xa 
assays . 
 

 

COMPOSITION 
 

TECHNOVIEW Rivaroxaban Calibrator and Control plasma are prepared from citrated 
plasmas supplemented with different concentrations of rivaroxaban*. The plasma contains 
stabilizers but no bactericide additives. 
 

TECHNOVIEW Rivaroxaban Calibrator Set 5x1 mL  REF 5090170 contains: 
 

mL Reagent 

1 
Calibrator 1 human plasma, freeze dried, without any additive of rivaroxaban  
(CAL 1 at 0 ng/mL)  

1 
Calibrator 2 human plasma, freeze dried, supplemented with rivaroxaban  

(CAL 2 at ~ 15 ng/mL)  
1 

Calibrator 3 human plasma, freeze dried, supplemented with rivaroxaban  

(CAL 3 at ~ 60 ng/mL)  
1 

Calibrator 4 human plasma, freeze dried, supplemented with rivaroxaban  

(CAL 4 at ~ 100 ng/mL)  
1 

Calibrator 5 human plasma, freeze dried, supplemented with rivaroxaban  
(CAL 5 at ~ 150 ng/mL)  

 

TECHNOVIEW Rivaroxaban Calibrator Set High 5x1 mL  REF 5090171 contains: 
 

mL Reagent 

1 
Calibrator 1 high human plasma, freeze dried, without any additive of rivaroxaban  
(CAL 1 at 0 ng/mL)  

1 
Calibrator 2 high human plasma, freeze dried, supplemented with rivaroxaban  
(CAL 2 at ~50 ng/mL)  

1 
Calibrator 3 high human plasma, freeze dried, supplemented with rivaroxaban  

(CAL 3 at ~100 ng/mL)  
1 

Calibrator 4 high human plasma, freeze dried, supplemented with rivaroxaban  

(CAL 4 at ~ 200 ng/mL)  
1 

Calibrator 5 high human plasma, freeze dried, supplemented with rivaroxaban  

(CAL 5 at ~ 500 ng/mL)  
 

TECHNOVIEW Rivaroxaban Control Low 5x1 mL  REF 5090172 containing 5 vials: 
 

mL Reagent 

1 
Control Low human plasma, freeze dried, supplemented with rivaroxaban 
(CONT L at ~ 60 ng/mL) 

 

TECHNOVIEW Rivaroxaban Control  Medium 5x1 mL  REF 5090173 containing 5 vials: 
 

mL Reagent 

1 
Control Medium human plasma, freeze dried, supplemented with rivaroxaban 

(CONT M at ~ 110 ng/mL) 
 

TECHNOVIEW Rivaroxaban Control High 5x1 mL  REF 5090174 containing 5 vials: 
 

mL Reagent 

1 
Control High human plasma, freeze dried, supplemented with rivaroxaban 

(CONT H at ~ 300 ng/mL) 
 

MATERIAL REQUIRED (not supplied with the kit) 
 

- Pipettes  -     Distilled water 
 

WARNING AND PRECAUTIONS 
 

- RUO for in vitro research use only 
- All blood and plasma samples and products have to be regarded as potentially infectious 

and handled with appropriate care and in compliance with the biosafety regulations in 
force and must be disposed of in the same  way as hospital waste. 

- Each single donor plasma and each lot of Control and Calibration plasma are tested and 
found negative for HbSAg, HIV 1/2 Ab and HCV Ab. However, universal precautions 
(treating all human source materials as if potentially infectious) should be exercised. 

 

STABILITY AND STORAGE 
 

The expiry date printed on the labels applies to storage of the unopened bottles at +2…8 °C. 
 

Stability after reconstitution: 
 

RT* +2…8 °C 

48 hours 7 days 
 

Upon storage, caps should be screwed tightly.                                          *=room temperature 
 

TEST PROCEDURE 
 

PREPARATION AND PERFORMANCE OF THE TEST 
 

- Open the vial carefully and reconstitute the contents in 1 mL of distilled water by carefully 
rotating the vial until the product is completely reconstituted (avoid foaming). 

- Allow the reconstituted TECHNOVIEW Rivaroxaban Calibrator and Control plasma to 
stand for at least 10 minutes at room temperature before use. Invert to mix before use 
(avoid foaming). 

- Treat the reconstituted plasma as a citrated patient sample according to the instructions of 
the respective test. 

- TECHNOVIEW Rivaroxaban Calibrator plasmas allow the calibration of anti-Xa assays for 
the measurement of rivaroxaban* in plasma. 

 

APPLICATIONS FOR INSTRUMENTS  
 

Application sheets are available from Technoclone or your local distributor upon request. 
 

ANALYSES RESULTS 
EVALUATION OF THE RESULTS 
 

The figures in the batch table are only applicable to the indicated lot number of TECHNOVIEW 
Rivaroxaban Calibrator and Control plasma and the method has to adhere strictly as 
prescribed for the respective reagent. 
 

STANDARDIZATION 
 

TECHNOVIEW Rivaroxaban Calibrator and Control plasma are calibrated against according to 
rivaroxaban standard method (3). 
 

LIMITATION OF THE TEST 
 

The figures in the batch table are only applicable to the indicated lot number of TECHNOVIEW 
Rivaroxaban Calibrator and Control plasma and the method has to adhere strictly as 
prescribed for the respective reagent.  
Two step anti-Xa assays with addition of antithrombin are not suitable for measurement of 
rivaroxaban. 
 

PERFORMANCE CHARACTERISTICS 
 

TECHNOVIEW Rivaroxaban Control plasmas allow the validation of the calibration curve for 
the measurements of rivaroxaban* in plasma, especially with anti-Xa methods.  The calibration 
curves covers a range from 0-500ng/mL. For concentrations <150ng/mL a calibration curve in 
the range 0-150ng/mL should be used and concentrations >150ng/mL should be reassayed 
with the settings for  calibration range 0-500ng/mL . 
Attention!! Results below detection limit of the used anti-Xa assay should be declared 
as < LOD 
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1 
For standardization a reconstitution time of 30 minutes is recommended. 

* Rivaroxaban  is the active substance in Xarelto
®
 which  is a registered trade mark of Bayer 
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