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Indications for Use

510(k) Numbex: KO729 17

Device Name: Diazyme Apolipoprotein A-1 Assay

Indications for Use: TthhymeMWA-lAmyisMcdﬁoﬁbeinvﬂromimive
detcrmination of apolipoprotein A-I (apo A-T) in serum. It can be used a5 an

aidfwmﬁngﬂxﬁskofmymdm.FmérmDiagnostic
use.

Calibrator: Forwmmﬁouof&cDiazychwmA-IAayfnm. For in vitro

Controls: Tomimrﬂwmwo{mAmﬁpmA—t.&mhmn.
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Prescription Use X AND/OR Over-The-Counter Use
(Part 21 CFR 801 Subpwt D) (21 CFR 801 Subpart C)
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