Cotinine (COT) Rapid Test Panel(Saliva)
INTENDED USE

The COT Rapid Test Panci (Saliva) is a rapid visual immunoassay for the qualitative, presumptive
detection of cotinine in human oral Auid specimens.

Test Cut-off (ng/ml)

Cotinine{COT) 50
PRINCIPLE
The COT Rapid Test Panel (Saliva) is an immunoassay based on the principle of competitive
binding. Drugs that may be present in the oral fluid speci pete agamst their respective drug

conjugate for binding sites on their specific antibody:

During testing. a portion of the oral fluid specimen migrates upward by eapillary action. A drug, if
present in the oral fluid specimen below s cut-ofT concentration. will not saturate the binding sites of
its specific antibody, The antibody will then react with the drug-protein conjugate and a visible
colored line will show up in the test line region of the specific drug strip. The presence of drug above
the cut-off concentration in the oral fluid specimen will saturate all the binding sites of the antibody.
Therefore, the colored line will not form in the test line region.

A drug-positive oral fluid sp will not generate a colored line in the specific test line region of
the stnp because of drug competition, while a drug-negative oral fluid specimen will generate a line
in the test line region because of the absence of drug competition. To serve as a procedural control, a
colored line will always appear at the control line region, indicating that proper volume of specimen
has been added and membrane wicking has oecurred.

/I\ WARNINGS AND PRECAUTIONS

+  For prafessional m vitro diagnostic use only.
* Do not use after the expiration date indicated on the package. Do nol use the test if the foil pouch
is damaged. Do not teuse tests

*+  This device contains products of animal origin. Certified knowledge of the ongin and/or sanitary

state of the animals does ot completely guarantee the absence of transmissible pathogenic

ngents. It is thereft d that these products be treated as potemially infections, and

handied by observing usual safety precautions {eg.. do not ingest or inhale),

Read the entire procedure carefully prior to testing.

Do not eat, drink or smoke in the aren where specimens and devices are handled. Handle all

specimens a8 if they contain infectious agents. Observe established precautions against
ierobiological hazards throughout the p dure and follow standard procedures for the proper

disposal of specimens, Wear protective clothing such as laboratory coats, disposable gloves and

exe protection when specimens are assaved.

Humidity and temperature can adverscly affect results.

*  Used testing inls should be discarded in d with local 1
COMPOSITION
*  Individually packed test panel »  Package inscit
Materials Reguired but Not provided
»  Timer
STORAGE AND STABILITY

The fest should be stored at 4-30°C until the expiry date printed on the sealed pouch.
The test must remain in e sealed pouch until use.

Do not freeze,

The test should be hept out of direct sunlight.

Care should be taken to protect the compancrits of the test from contemination. Do not use if

there is evidence of mictoln ©F precip of
di fuip containers or reagents can lead to false results.

SPECIMEN

*  The COT Rapid Test Pancl (Saliva) is intended for use with human oral Auid speciniens only

* Ol fuid { must be collected ling 1o the di in the Test Procedure section
of this package nsert,

*  Perform testing immediately after speci llection,

* If specimens nre to be shipped, pack them in pli witl: all applicat gulations for

_ transpartakion of etiological agents
TEST PROCEDURE

Bring tests, specimens to room temperature (15-30°C) before use. Avoid placing anything

(including food, drink, gum and tobacco products) in mouth for at least 10 minutes prior to

specimen collection.

1. Remove the test from the sealed pouch and use it within one hour.

2. Take off the cap and insert the absorbent wick 1o the mouth. rub the absorbent wick against the
cheek and tongue gently in a circular motion about 10 times. And then place the absorbent wick
underneath the tongue until the control line appears

3. Put the cap back outside of the absorbent wick and place the test on a clean and level surface. See
illustration below.

4. Read results at 5 minutes. If mouth is dry or saliva is sticky or little, it is suggested to extend the
reading time, Da not read results after 10 minutes,
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iNTERPRETATION OF RESULTS
{ - POSITIVE: Only one colored band appears, in the control region {C).Ne
T apparent colored band appears in the test region (1),

NEGATIVE: Two colored bands appesr on the membrane. One band

c appears in the control region (C) and another band appears in
T H the test region (T)

INVALID: Coutrol band fails to appear. Hesulis ffom any test which has

¢ ¢ not produced a control band at the specified read fime must e

3 = discorded. Please review the procedure and repeat with a new

test. If the problem persists, discontinue using the test
immediately and contact your local distabutor.

NOTE:

1. The intensity of cobor in the test negion (T) may vary depending on the concentrmtion of analytes
present in the specimen. Therefore, any shade of color in the test region should be considered
negative, Note that this is a qualitative test only, and cannot determine the concentration of analytes
in the specimen.

2 Insufficient specimen volume, incommect operating procedure or expired tests are the most likely
reasons for control band faslure.

PERFORMANCE CHARACTERISTICS

A. Sensitivity '

A phosphate-tuffered saline (PBS) pool was spiked with drugs to target concentmtions of 50% cut-
ol

and 25% cut-off and tested with the COT Rapid Test Pancl (Saliva). The results are summarized
below,

Drug  Conc. COT

et e
0% Cut-ol 30 i 1]
-5 -0l 30 [l
-35% Cut-oit 30 0 [0
Cut-off 30 i) 19
+25% Cut-ofl 30 T 70
+511% Cut-oft 30 [1] 0

B. Specificity

The following table lists the concentrations of compounds (ng/mL) above which the COT Rapid
Test Panel (Saliva) identificd positive results at § minutes.

Cotinine-Related Compounds Concentration (ng/mL)
Cotmine E
Buprenorphine =104,000
A study was conducted to di the ivity of the test with compounds spiked into
drug-free PBS stock. The following compounds d d no false positive results on the COT
Rapid Test Panel (Saliva) when tested at concentrations up to 100 ug/mlL.
Acelaminophen Dexamethasone (+=-Maproxen
Aceione Diclofenac Nifedipine
Acetophenetiding Dicumarol Wimesulide
Aspisin Diftunisal Norchlordiazepoxide
Albymine Doxepin Nordoxepinlydroclloride
Atropine D-Proposypl ik -Nork i
Alplwenal DL-Tyrosine Mortripiy line
a-ly deaxy tt Dop Oianzaping
Alprazolam DL-Tryptoplan Opipramol
Amaniadine EDDP Caalic acid
Amikscin Envthromy cine Oy metazofine
Auinopyring Estron 3 sullte Pamoxeting
Amilriptyline Ethanol Pemoline
Atenolol Elodolac Penmdcilline G
Amoxicilling {+)-Ephedrine Perphenazine
Ampicilline {-FEphedrine Phenothiazine
Apomorphine Flupentixol Phenyloin
Aspariane Fluoxeting Preduisolons
Baclofen Furosemide Prednisone
Barbital Gastrozepin Protripiyline

Benrocaine Gentanucu Ometiapine
Bilirubin CGentisic acid Quinidine
Butethal Guaiacol Glycery] Ether Ranitidine
Carbamazeping Gilucose Rifampicine
Cephalexin Haloperidol Risperidone
{=-Cotinine Hemoglobin Salbutamol
Creatinine Hexobarbital Salicy fic acid
Creatine Hydralazine Secobarbital
C 2 T ) &
Chloroguine Hydroconisone Sodium chloride
Chlorphenirmi " Splranolactone
Chlorprothixeins Imipransine Sulfwnethoxazole
Cholesterol Indomethacin Sulindac
Chorplothixene Insulin Theophy iline
Cimetidine (-Msoproterenol Thiamine
Ciproflexacin Kananyein Thioridazine
Citabopram Ketamine Tobramycin
Clidam cin HKeloprolen Trieolam
Clobazam L-Thyroxine Trianserene
Clomipraniine Lincomycin Trimethoprim
Clonidine Loperamide Trimipraming
Clazapine Lidocaing Valproic acid
Callcine Lindnne Vancomycin
Crclobenzaprine Lonnetazepam Ventafaxine
Delorrepam Metoprolol Verapamil
Desipaming Methadone Zolpidem
DL-Propamlol Maprotiline

Digoxin Metronidazole

{+-cig-Diltisem Midazolam

Dimenlydrinale Mirtazapin

4-Di inontipyrine  Metoch

Diphenhydramine N-Methylepledrine

{£)-Epincplirine {%-PhenyIprapanolantine

Fenlamy] [t-Phewylethy lunive

LIMITATIONS OF THE TEST

1. The COT Rapid Test Panel (Saliva) is for professional in vitro diagnostic use, and  should be
anly used for the gualitative detection of drgs of abuse in oral Nuid.

2 ‘This assay provides o preliminary analytical test result onlv, A more specific altemative chemical
method must be used in order 1o obtain a confinned analvtical result. Clinical consideration and
professional judgment should be applied 10 any test result, particulady when preliminary posiive
results are indicated.

3. There is a possibility that technical or p Jural emors as well as other substances and fictors may
interfere with the test and cause false resulis.

4. A positive result indicates the presence of a drug/metabolite only, and does not indicate or measure
infoxication.

5 A negative result docs ot at any time nile out the presence of drugsimetabolites in urnne, as they
may be present below the minimum detection kevel of the test.

[

This test does not distinguish between drugs of abuse and cenain medications,

For in vitro diagnastic usc only

Jr Stored between 4-30°C

Consult instruction for use
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