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US FDA 510K -
No. Device Name
K941765/A001 One-Step One Minute Pregnancy Test

K941765/S1 TCPI OTC hCG Pregnancy One Step Wand
K935502 Event Test Strip HCG
K936013 EVATEST Strip

K923123/A HCG Pregnancy One Step Test Strip
K934830 HCG Pregnancy One Step Test Strip
K955353 One Step Pregnancy hCG Diluent Reagent
K935134 One Step LH Test
K954968 Uri-Test Glucose in Urine
K954685 Uri-Test — Nitrite in Urine Test
K972960 Uri-Test Protein in Urine

K863223/C Dimension - WBG

K880723/B Dimension Whole Blood Cholesterol
K973047 One Step Urine Drug Of Abuse: Barbiturate Test
K980776 One Step Urine Drug of Abuse: Benzodiazepine Assay
K970265 One Step Urine Drug of Abuse Methamphetamine Test
K981363 One Step Urine Drug of Abuse: Phencyclidine (PCP) Test
K981197 One Step Urine Drug of Abuse: Amphetamine Test
K951853 One Step Drug of Abuse Cannabinoid Test (THC)
K951892 One Step Urine Drug of Abuse Cocaine Test
K952096 One Step Urine Drug of Abuse Opiate Test: Opium/Heroin/Morphine
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