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Indications for Use

510(k) Number: k091455

Device Name: Diazyme Liquid Stable Enzymatic Potassium Assay Kit

Indications for Use:

For in vitro quantitative determination of potassium in human serum. Measurements
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Calibrator:
mnmwmwpmmwmmismmm
uxmﬁ:emﬁbmﬁonofqmn&mﬁwmazymcmquidsmblemym&ﬁcPMnmAssay
Kit (DZ113C). For IVD use only.

Controls:
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For IVD use only.

Prescription X AND/OR Oves-The-Counter
Use Use
(Part 21 CFR 801 Subpert D) (21 CFR 801 Subpsart C)
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NEEDED)

Concutrence of CDRH, Office of In Vitro Diagnostic Devices (OIVD)



