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Indications for Use

510(k) Number: K6, 239 4

Device Name: Diazyme HDL-Cholesterol Reagent

[ndications for Use: The Diazyme HDL-Cholesterol reagent is intended for the in vitro
quantitative detcrmination of High Density Lipoprotein Cholesterol in human
serum or plasma. The reagents can assist in the diagnosis and treatment of

patients at risk of developing coronary heart disease.

Calibrator; For calibration of the Diazyme HDL-Cholesterol Reagent Assay in

serum or plasma.
For [n Vitro Diagnostic Use

To monitor the performance of Diazyme HDL-Cholesterol Reagent.
For In Vitro Diagnostic Use

Controls:‘

Prescription Use X AND/OR Over-The-Counter Use
(Part 21 CFR 801 Subpart D) (21 CFR 801 Subpart C)
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