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BZO&KET&GHB

Product Insert

For professional in vitro diagnostic use only.

INTENDED USE

The 3 in 1 Drink Spike Test BZO&KET&GHB is a rapid chromatographic immunoassay for the
qualitative and simultaneous detection of the following drugs in drinks. The designed cutoff
concentrations and direct calibrator for these drugs are as follows:

Test Calibrator Cut-off
Benzodiazepines (BZO) Oxazepam 600 ng/mL
Ketamine (KET) Ketamine 2000 ng/mL

y-Hydroxybutyric acid (GHB) y-Hydroxybutyric acid 1 mg/mL

The test provides only preliminary test results. A more specific alternative chemical method
must be used in order to obtain a confirmed analytical result. GC/MS or LC/MS is the preferred
confirmatory method.

PRINCIPLE

The 3 in 1 Drink Spike Test BZO&KET&GHB is one-step immunoassay in which chemically
labeled drugs (drug-protein conjugates) compete for limited antibody binding sites with drugs
which may be present in drinks. The test membrane strips are pre-coated with drug-protein
conjugates on the test band(s). For each strip, the drug antibody-colloidal gold conjugate pad
is placed at one end of the membrane. In the absence of drug in the drinks, the solution of the
colored antibody-colloidal gold conjugate move along with the sample solution upward
chromatographically by capillary action across the membrane to the immobilized drug-protein
conjugate zone on the test band region. The colored antibody-gold conjugate then attach to the
drug-protein conjugates to form visible lines as the antibody complex with the drug conjugate.
Therefore, the formation of the visible precipitant in the test zone occurs when the test drinks
is negative for the drug. When the drug is present in the drinks, the drug/metabolite antigen
competes with drug-protein conjugate on the test band region for the limited antibody. When a
sufficient concentration of the drug is present, it will fill the limited antibody binding sites. This
will prevent attachment of the colored antibody-colloidal gold conjugate to the drug-protein
conjugate zone on the test band region. Therefore, absence of the color band on the test
region indicates a positive result.

A control band with a different antigen/antibody reaction is added to the immune-chromato-
graphic membrane strip at the control region (C) to indicate that the test has performed
properly. This control line should always appear regardless of the presence of drug or
metabolite. If the control line does not appear the test strip should be discarded.

REAGENTS AND MATERIALS

Materials Provided
+ Multi-drug Drink Spike Pens  « Product Insert

Materials Required but Not provided

« Specimen collection container + Timer
« Positive and negative controls

PRECAUTIONS

STORAGE AND STABILITY

SPECIMEN COLLECTION AND STORAGE

PROCEDURE

IMPORTANT: Allow the test, drink specimen and/or controls to reach room temperature
(15-30°C) prior to testing.

Remove the test device from its packing. For the best results, the assay should be performed
within two hours.
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1. Take the test device out of the
extraction tube

4. Insert the
sample tip into
the sample and
hold for 2
oR seconds.
protector or a clean and dry
container.

Read the results:
For GHB strip

I positive  Negative

3 min.
For BZO/KET strip

THEEH |

Positive Negative  Invalid

Supporting ring

5. Remove the test pen and insert it
into the extraction tube, until the edge
of the extraction tube reached the
middle of the supporting ring.

6. Read results at 3 minutes. Do not read
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} the results after 10 minutes.

INTERPRETATION OF RESU

© POSITIVE: Only one colored band appears, in the control region (C).
No apparent colored band appears in the test region (T).

QUALITY CONTROL

A procedural control is included in the test. A colored line appearing in the control line region
(C) is considered an internal procedural control. It confirms sufficient specimen volume,
adequate membrane wicking and correct procedural technique.

LIMITATIONS OF THE TEST

1.The 3 in 1 Drink Spike Test BZO&KET&GHB provides only a qualitative, preliminary result.
A more specific alternative chemical method must be used in order to obtain a confirmed
analytical result. GC/MS or LC/MS is the preferred confirmatory method

2.Substances, such as bleach and/or alum, in specimens may produce incorrect results. If
adulteration is suspected, the test should be repeated with another specimen.

3.A positive result indicates presence of the drug.

4.A negative result may not necessarily indicate drug-free specimen. Negative results can be
obtained when drug is present but below the cut-off level of the test.

QUESTIONS AND ANSWERS

1.How do | know if the Test worked well?
When the control line(C) appears, it means that the test unit is working well.

2.How soon can | read my results?

For drugs BZO / KET / GHB, you can read your results after 3 minutes as long as a red line
or pink colored line has appeared next to the control region(C), do not read results after 10
minutes.

3.How to read the test if the color and the intensity of the lines are different?
The color and intensity of the lines have no importance for result interpretation. The test
should be considered as negative whatever the color intensity of the test line (T) is.

4.What Is a False Positive Test?
A false positive test result means the drug is not present but shows detected by the device.
The most common causes of a false positive test are cross reactants.

5.What Is a False Negative Test?

A false negative test means the drug is present but is not detected by the device. If the
sample is diluted, or the sample is contaminated that may cause a false negative result.
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