ARKTMApixaban Assay

The ARK Apixaban Assay is a homogeneous enzyme immunoassay
intended for the quantitative determination of apixaban in 3.2%
citrated human plasma on automated clinical chemistry analyzers.

Apixaban concentrations can be used as an aid in management of patients on apixaban therapy in the following situations where measurement
of apixaban levels could be useful to have as additional information:

- Patients at risk for major bleeding

- Patients experiencing a bleeding episode

The assay is not a stand-alone test and the results should be used in conjunction with other clinical and laboratory findings.

For use in adult population.

KEY POINTS

= Homogeneous Enzyme immunoassay

% Applicable onboard automated clinical chemistry analyzers
% Convenient, liquid-stable, ready-to-use

& Excellent calibration range

= Tested drugs and endogenous substances do not interfere

= The crossreactivity of O-demethyl apixaban metabolite was not clinically significant (< 5.0% crossreactivity)
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ARK Apixaban Assay (Lot Set #2)
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ACCURACY — ANALYTICAL RECOVERY
Theoretical Mean Recovered Percent
Concentration Concentration Recovery SAFETY AND STABILITY
0,
(ng/mL) () (%) Reagent on-board stability
3.0 3.4 111.7 Up to at least 60 days
16.0 7.2 107.4 Shelf Life of Reagents, Calibrators, and Controls
40.0 41.3 103.3 18 months from date of P
80.0 83.4 104.3 montns frrom date or manuracturing
160.0 172.9 108.1 Safety
300.0 294.8 98.3 Nonhazardous preservatives
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Contains sodium azide < 0.09%

Results shown are typical and may vary among laboratory analyzers.

ORDERING INFORMATION

ARK™ Apixaban Assay 5047-0001-00 R128mL,R2 14mL

ARK™ Apixaban Calibrator 5047-0002-00 1 x4mL;CALA
5x2mL; CAL B-F

ARK™ Apixaban Control 5047-0003-00

1 x4mL; LOW 10 ng/mL
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ARK Diagnostics, Inc.

ARK Diagnostics, Inc.
48089 Fremont Boulevard
Fremont, CA 94538

Tel: 510-270-6270 Fax: 510-270-6298

1 x 4mL; MID 30 ng/mL
1 x 4mL; High 200 ng/mL

For Customer Support:

Call toll free: 877-869-2320
customersupport@ark-tdm.com
www.ark-tdm.com
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