Indications for Use

510(k) Number: KO 4k

Device Name: Diazyme Apolipoprotein B Assay

Indications for Use:  The Diazyme Apolipoprotein B Assay is intended for the quantitative
determination of apolipoprotein B (apo B) in serum. It can be used as an aid
for assessing the risk of coronary artery disease. For in vitro Diagnostic use.

Calibrator: For calibration of the Diazyme Apolipoprotein B Assay in serum. For in vitro
Diagnostic Use.

Controls: To monitor the performance of Diazyme Apolipoprotein B Assay in serum. For
in vitro Diagnostic Use.
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