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Make informed decisions conveniently and rapidly.

Alere QOratect®

Oral Fluid Drug Screening Device.
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Featuring the first 510(K)
cleared rapid on-site
oral fluid drug test.

For in vitro diagnostic use only.

Substance abuse testing with more substance.



Alere Oratect® Oral Fluid Drug Test

How It works.
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Features & Benefits .
Remove plastic

» 510(k) Cleared cap at bottom.
Collect oral sample.

» Rapidly screen up to 6 illicit drugs
and prescription drugs

» Simple procedure: collect and test Gently swab the
in one step—results in five minutes inside of the mouth
and tongue with pad.

Control Region

» Convenient and non-invasive
rapid screening

Test Windows

» Avoids cross gender observation

Replace cap on device.
» Reduces sample adulteration Lay flat. Read results
or contamination in 5 minutes.

Collection Pad

» Includes transport tube for
. . . PRODUCT PROCEDURE NOTE: For complete instructions,
confirmation teStlng limitations and warnings, please refer to the reference guide

and package insert before using this screening device. The — Plastic Cap
Alere Oratect® Oral Fluid Drug Screen Device is a one-step
lateral flow immunoassay device. The test is a prescription
assay. This product is for in vitro diagnostic use and it can
be used at the Point-of-Care site. The Alere Oratect® Oral
Fluid Drug Screen Device provides only preliminary drug
test results. For a quantitative result or for a confirmation
of a presumptive positive result obtained by the Alere
Oratect® Oral Fluid Drug Screen Device, a more specific
alternative method must be used. GC/MS or LC/MS/MS
is the preferred confirmatory method. The samples for
confirmatory testing should be collected with the oral fluid
confirmation tube provided.
Alere Oratect Device Cutoff Levels I
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Test Calibrator Cutoff -
Amphetamine (AM) d-Amphetamine 50 ng/mL b
Cocaine (CO) Cocaine 20 ng/mL
Marijuana (TH) A-9-Tetrahydrocannabinol 40 ng/mL
Methamphetamine (ME) d-Methamphetamine 50 ng/mL
Opiate (OP) Morphine 40 ng/mL el
- L. Algra Dratect”
Phencyclidine (PC) Phencyclidine 10 ng/mL Oral Fluid Drug Screen Device
[TEM #: AOT-6

25 devices per box. Includes 1 transport collection tube for confirmation testing.






