COT Rapid Test Cassette
(Urine)
Package Insert
[ REFDCT-102 | English |
A rapid test for the qualitative detection of Cotinine (nicotine metabolite) in human urine.

For determination of smokini status onli. Not intended for medical diainostic use.

The COT Rapid Test Cassette (Urine) is a rapid chromatographic immunoassay for the detection of
Cotinine in human urine at a cut-off concentration of 200 ng/mL. This test will detect other related
compounds, please refer to the Analytical Specificity table in this package insert.
This assay provides only a preliminary analytical test result. A more specific alternate chemical
method must be used in order to obtain a confirmed analytical result. Gas chromatography and mass
spectrometry (GC/MS) is the preferred confirmatory method. Clinical consideration and professional
judgment should be applied to any drug of abuse test result, particularly when preliminary positive
results are used.
SUMMARY
Cotinine is the first-stage metabolite of nicotine, a toxic alkaloid that produces stimulation of the
autonomic ganglia and central nervous system when in humans. Nicotine is a drug to which virtually
every member of a tobacco-smoking society is exposed whether through direct contact or
second-hand inhalation. In addition to tobacco, nicotine is also commercially available as the active
ingredient in smoking replacement therapies such as nicotine gum, transdermal patches and nasal
sprays.
In a 24-hour urine, approximately 5% of a nicotine dose is excreted as unchanged drug with 10% as
cotinine and 35% as hydroxycotinine; the concentrations of other metabolites are believed to account
for less than 5%." While cotinine is thought to be an inactive metabolite, it’s elimination profile is more
stable than that of nicotine which is largely urine pH dependent. As a result, cotinine is considered a
good biological marker for determining nicotine use. The plasma half-life of nicotine is approximately
60 minutes following inhalation or parenteral administration.? Nicotine and cotinine are rapidly
eliminated by the kidney; the window of detection for cotinine in urine at a cutoff level of 200 ng/mL is
expected to be up to 2-3 days after nicotine use.
The COT Rapid Test Cassette (Urine) is a rapid urine screening test that can be performed without the
use of an instrument. The test utilizes a monoclonal antibody to selectively detect elevated levels of
Cotinine in urine. The COT Rapid Test Cassette (Urine) yields a positive result when the Cotinine in
rine exceeds 200 ng/mL.
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The COT Rapid Test Cassette (Urine) is an immunoassay based on the principle of competitive
binding. Drugs which may be present in the urine specimen compete against the drug conjugate for
binding sites on the antibody. During testing, a urine specimen migrates upward by capillary action.
Cotinine, if present in the urine specimen below 200 ng/mL, will not saturate the binding sites of
antibody coated particles in the test. The antibody coated particles will then be captured by
immobilized Cotinine conjugate and a visible colored line will show up in the test line region. The
colored line will not form in the test line region if the Cotinine level exceeds 200 ng/mL because it will
saturate all the binding sites of anti-Cotinine antibodies.
A drug-positive urine specimen will not generate a colored line in the test line region because of drug
competition, while a drug-negative urine specimen or a specimen containing a drug concentration less
than the cut-off will generate a line in the test line region. To serve as a procedural control, a colored
line will always appear at the control line region indicating that that proper volume of specimen has
been added and membrane wicking has occurred.
REAGENTS
The test contains mouse monoclonal anti-Cotinine antibody-coupled particles and Cotinine-protein
onjugate. A goat antibody is employed in the control line system.
PRECAUTIONS
e For professional in vitro diagnostic use only. Do not use after the expiration date.
e The test should remain in the sealed pouch until use.
« All specimens should be considered potentially hazardous and handled in the same manner as an
infectious agent.
o The used test should be discarded according to local regulations.
STORAGE AND STABILITY
Store as packaged in the sealed pouch either at room temperature or refrigerated (2-30°C). The test is
stable through the expiration date printed on the sealed pouch. The test must remain in the sealed
pouch until use. DO NOT FREEZE. Do not use beyond the expiration date.
SPECIMEN COLLECTION AND PREPARATION
Urine Assay
The urine specimen must be collected in a clean and dry container. Urine collected at any time of the
day may be used. Urine specimens exhibiting visible precipitates should be centrifuged, filtered, or
allowed settle to obtain a clear supernatant for testing.
Specimen Storage
Urine specimens may be stored at 2-8°C for up to 48 hours prior to assay. For prolonged storage,
specimens may be frozen and stored below -20°C. Frozen specimens should be thawed and mixed
before testing.
MATERIALS

Materials Provided

« Droppers
Materials Required But Not Provided
« Specimen collection containers
DIRECTIONS FOR USE
Allow test, urine specimen and/or controls to reach room temperature (15-30°C) prior to
testing.
. Bring the pouch to room temperature before opening it. Remove the test cassette from the sealed
pouch and use it within one hour.
Place the test cassette on a clean and level surface. Hold the dropper vertically and transfer 3 full
drops of urine (approx. 120 ulL) to the specimen well (S) of the test cassette, and then start the
timer. Avoid trapping air bubbles in the specimen well (S). See the illustration below.
Wait for the colored line(s) to appear. The result should be read at 5 minutes. It is important that
the background is clear before the result is read. Do not interpret the result after 10 minutes.
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INTERPRETATION OF RESULTS

(Please refer to the illustration above)
NEGATIVE:* Two colored lines appear. One colored line should be in the control line region (C), and
another colored line should be in the test line region (T). This negative result indicates that the
Cotinine concentration is below the detectable level (200 ng/mL).
*NOTE: The shade of color in the test line region (T) may vary, but it should be considered negative
whenever there is even a faint colored line.
POSITIVE: One colored line appears in the control line region (C). No line appears in the test line
region (T). This positive result indicates that the Cotinine concentration exceeds the detectable level
(200 ng/mL).
INVALID: Control line fails to appear. Insufficient specimen volume or incorrect procedural
techniques are the most likely reasons for control line failure. Review the procedure and repeat the
test using a new test. If the problem persists, discontinue using the lot immediately and contact your
local distributor.
QUALITY CONTROL
A procedural control is included in the test. A colored line appearing in the control line region (C) is
considered an internal positive procedural control. It confirms sufficient specimen volume, adequate
membrane wicking and correct procedural technique.

Control standards are not supplied with this kit; however, it is recommended that positive and negative
controls be tested as good laboratory practice to confirm the test procedure and to verify proper test
erformance.
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. The COT Rapid Test Cassette (Urine) provides only a qualitative, preliminary analytical result. A
secondary analytical method must be used to obtain a confirmed result. Gas chromatography/mass
spectrometry (GC/MS) is the preferred confirmatory method."?

2. Itis possible that technical or procedural errors, as well as other interfering substances in the urine
specimen may cause erroneous results.
3. Adulterants, such as bleach and/or alum, in urine specimens may produce erroneous results

regardless of the analytical method used. If adulteration is suspected, the test should be repeated
with another urine specimen.

4. A positive result indicates presence of the drug or its metabolites but does not indicate level of
intoxication, administration route or concentration in urine.

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

6. Test does not distinguish between drugs of abuse and certain medications.
EXPECTED VALUES

This negative result indicates that the Cotinine concentration is below the detectable level of
200ng/mL. Positive result means the concentration of Cotinine is above the level of 200ng/mL. The
COT Rapid Test Cassette has a sensitivity of 200ng/mL.

Accuracy

A comparison was conducted using the COT Rapid Test Cassette (Urine) and GC/MS. The following
results were tabulated:

Method GC/mMS Total Results
COT Rapid Results Positive Negative
pe Positive 88 4 2
TestC -
Negative 3 155 158
Total Results 91 159 250
% Agreement 96.7% 97.5% 97.2%

Analytical Sensitivity
A drug-free urine pool was spiked with Cotinine at the following concentrations: 0 ng/mL, 100 ng/mL,
150 ng/mL, 200 ng/mL, 250 ng/mL, 300 ng/mL and 600 ng/mL. The results demonstrate >99%
accuracy at +50% above and 50% below the cut-off concentration. The data are summarized below:

Cotinine Concentration Percent of n Visual Result
(ng/mL) Cut-off Negative Positive

0 0 30 30 0
100 -50% 30 30 0
150 -25% 30 27 3
200 Cut-off 30 15 15
250 +25% 30 4 26
300 +50% 30 0 30
600 +300% 30 0 30

Analytical Specificity
The following table lists compounds that are positively detected in urine by the COT Rapid Test
Cassette (Urine) at 5 minutes.

Compound Concentration (ng/mL)
(-)-Cotinine 200
(-)-Nicotine 5,000

Precision
A study was conducted at three hospitals by laypersons using three different lots of product to
demonstrate the within run, between run and between operator precision. An identical panel of coded
specimens containing, according to GC/MS, no Cotinine, 25% Cotinine above and below the cut-off,
and 50% Cotinine above and below the 200 ng/mL cut-off was provided to each site. The results are
given below:

Cotinine n Site A Site B Site C
Concentration (ng/mL) per site - + - + - +
0 10 10 0 10 0 10 0

100 10 10 0 10 0 10 0

150 10 9 1 9 1 9 1

250 10 1 9 1 9 2 8
300 10 0 10 0 10 0 10

Effect of Urinary Specific Gravity
Fifteen urine specimens of normal, high, and low specific gravity ranges were spiked with 100 ng/mL
and 300 ng/mL of Cotinine. The COT Rapid Test Cassette (Urine) was tested in duplicate using the
fifteen neat and spiked urine specimens. The results demonstrate that varying ranges of urinary
specific gravity do not affect the test results.

Effect of Urinary pH
The pH of an aliquoted negative urine pool was adjusted to a pH range of 5 to 9 in 1 pH unit
increments and spiked with Cotinine to 100 ng/mL and 300 ng/mL. The spiked, pH-adjusted urine was
tested with the COT Rapid Test Cassette (Urine) in duplicate. The results demonstrate that varying
ranges of pH do not interfere with the performance of the test.
Cross-Reactivity
A study was conducted to determine the cross-reactivity of the test with compounds in either drug-free
urine or Cotinine positive urine. The following compounds show no cross-reactivity when tested with
the COT Rapid Test Cassette (Urine) at a concentration of 100 pug/mL.
Non Cross-Reacting Compounds

4-Dimethylaminoantipyrine  Lithium carbonate

4-Acetamidophenol Phentermine

Acetone Diphenhydramine Loperamide trans-2-Phenyl
Acetophenetidin 5,5-Diphenylhydantoin Maprotiline cyclopropylamine
Acetylsalicylic acid Disopyramide Meperidine |I-Phenylephrine
N-Acetylprocainamide Doxylamine Mephentermine B-Phenylethylamine
Albumin Ecgonine Meprobamate Phenylpropanolamine
Aminopyrine Ecgoninemethylester Methadone (d,l-norephedrine)
Amitriptyline EDDP d-Methamphetamine (¢) Phenylpropanolamine
Amobarbital Efavirenz (Sustiva) |-Methamphetamine Prednisolone
Amoxapine EMDP Methaqualone Prednisone
Amoxicillin Ephedrine Methoxyphenamine 5B-Pregnane-3a, 17a, 21-triol
I-Amphetamine |-Ephedrine (-) 3,4-Methylenedioxy- Procaine

Ampicillin (¢)-Epinephrine amphetamine (MDA) Promazine
Apomorphine |-Epinephrine (+) 3,4 Methylendioxy-  Promethazine
|-Ascorbic acid Erythromycin methamphetamine d,I-Propanolol
Aspartame B-Estradiol (MDMA) d-Propoxyphene
Atropine Estrone-3-sulfate Methylphenidate d-Pseudoephedrine
Benzilic acid Ethanol (Ethyl alcohol) Methyprylon Quinacrine

Benzoic acid Ethyl-p-aminobenzoate Methaqualone Quinidine
Benzoylecgonine Etodolac Metoprolol Quinine
Benzphetamine Famprofazone Morphine sulfate Ranitidine

Bilirubin Fenfluramine Morphine- Riboflavin
(+)-Brompheniramine  Fenoprofen 3-B-D-glucuronide Salicylic acid
Buspirone Fentanyl Nalidixic acid Secobarbital

Caffeine Fluoxetine Nalorphine Serotonin
Cannabidiol Furosemide Naloxone (5-hydroxytryptamine)
Cannabinol Gentisic acid Naltrexone Sodium chloride
Chloral hydrate d (+) Glucose Methyprylon Sulfamethazine
Chloramphenicol Guaiacolglyceryl ether Metoprolol Sulindac
Chlordiazepoxide Guaiacolglyceryl ether Nimesulide Temazepam
Chloroquine carbamate Norcodein Tetracycline
Chlorothiazide Hemoglobin Morphine sulfate Tetrahydrocortisone,
(+)-Chlorpheniramine  Hydralazine g;li\éaphthaleneacetlc 3-acetate
(+)-Chlorpheniramine  Hydrochlorothiazide Norethindrone Tetrahydrozoline
Chlorpromazine Hydrocodone Normorphine Thebaine
Chlorprothixene Hydrocortisone d-Norpropoxyphene Theophylline
Cholesterol Hydromorphone Noscapine Thiamine



Cimetidine p-Hydroxyamphetamine d,l-Octopamine Thioridazine
Clomipramine o-Hydroxyhippuric acid Orphenadrine (chlorpromazine)
Clonidine p-Hydroxymethamphetamine Oxalic acid |-Thyroxine
Cocaine p-Hydroxynorephedrine Oxazepam Tolbutamide
Codeine Hydroxyzine Oxolinic acid cis-Tramadol
Cortisone 3-Hydroxytyramine Oxycodone Trazodone
Creatinine Ibuprofen Oxymetazoline Triamterene
Cyclobarbital Imipramine Oxymorphone Trifluoperazine
Cyclobenzaprine Iproniazid Papaverine Trimethobenzamide
Deoxycorticosterone  (-)-Isoproterenol Pemoline Trimethoprim

(-) Deoxyephedrine Isoxsuprine Penicillin-G Trimipramine

R (-) Deprenyl Kanamycin Pentazocine Tryptamine
Dextromethorphan Ketamine Pentobarbital d,I-Tryptophan
Diazepam Ketoprofen Perphenazine Tyramine
Diclofenac Labetalol Phencyclidine d,|-Tyrosine
Dicyclomine Levorphanol Phenelzine Uric acid
Diflunisal Lidocaine Pheniramine Verapamil
Digoxin Lindane Phenobarbital Zomepirac

hexachlorocyclohexane Phenothiazine
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@ o 0prOTECT Test rapid pentru detectarea fumatului (COT)
) b cu casetd de testare
(urina)
Prospect
[ REFDCT-102 | Romani |
Un test rapid pentru detectarea calitativa a cotininei (metabolit al nicotinei) in urina umana.
Numai pentru determinarea statutului de fumator. Nu este destinat utilizérii in diagnosticarea
medicala.
UTILIZARE PROPUSA
Test rapid pentru detectarea fumatului (COT) ,cu casetd de testare (urind) este un test
imunocromatografic rapid pentru detectarea cotininei in urina umana la o concentratie de referinta de
200 ng/ml. Acest test va detecta alti compusi inruditi; consultati tabelul Specificitatea analitica din
acest prospect.
Acest test ofera doar un rezultat preliminar al testului analitic. Pentru a obtine un rezultat analitic
confirmat, trebuie utilizatd o metoda chimica alternativd mai specificd. Cromatografia gazoasa si
spectrometria de masa (GC/MS) reprezintd metoda de confirmare preferata. Considerentul clinic si
rationamentul profesional trebuie aplicate oricarui rezultat al testului pentru droguri de abuz, in special
atunci cand sunt utilizate rezultate pozitive preliminare.
REZUMAT
Cotinina este metabolitul de prima etapa al nicotinei, un alcaloid toxic care produce stimularea
ganglionilor autonomi si a sistemului nervos central atunci cand este utilizat la oameni. Nicotina este
un drog la care practic orice membru al unei societati fumatoare de tutun este expus, fie prin contact
direct, fie prin inhalare la mana a doua. Pe langa tutun, nicotina este, de asemenea, disponibila pe
piatd ca ingredient activ in terapiile de inlocuire a fumatului, cum ar fi guma cu nicotina, plasturi
transdermici si spray-uri nazale.
Tntr-o urina recoltaté pe parcursul a 24 de ore, aproximativ 5% dintr-o doza de nicotina este excretata
sub forma de drog nemodificat, 10% sub forma de cotininad si 35% sub forma de hidroxicotining; se
considera ca concentratiile altor metaboliti reprezintd mai putin de 5%." In timp ce se considera ca
cotinina este un metabolit inactiv, profilul sdu de eliminare este mai stabil decét cel al nicotinei, care
depinde in mare masura de pH-ul urinei. Ca urmare, cotinina este considerata un bun marker biologic
pentru determinarea consumului de nicotina. Timpul de fnjumatatire plasmatica al nicotinei este de
aproximativ 60 de minute dupa inhalare sau administrare paremeralé.2 Nicotina si cotinina sunt
eliminate rapid prin rinichi; fereastra de detectare a cotininei in urina la un nivel limitd de 200 ng/mL
este de asteptat sa fie de pana la 2-3 zile dupa utilizarea nicotinei.
Test rapid pentru detectarea fumatului (COT) ,cu casetd de testare (urind), este un test rapid de
screening a urinei care poate fi efectuat fara utilizarea unui instrument. Testul utilizeaza un anticorp
monoclonal pentru a detecta selectiv niveluri crescute de cotinind in urind. Test rapid pentru
detectarea fumatului (COT) ,cu caseta de testare (urind), da un rezultat pozitiv atunci cand nivelul
otininei din urind depaseste 200 ng/mL.

Test rapid pentru detectarea fumatului (COT) ,cu caseta de testare (urind), este un test imunologic
bazat pe principiul legarii competitive. Drogurile care pot fi prezente in proba de urind concureaza cu
conjugatul drogului pentru locurile de legare de pe anticorp. In timpul testarii, o probd de urina se
deplaseaza in sus prin actiune capilara. Cotinina, daca este prezenta in proba de urina sub 200 ng/ml,
nu va satura locurile de legare ale particulelor acoperite cu anticorpi din test. Particulele acoperite cu
anticorpi vor fi apoi capturate de conjugatul de cotinind imobilizat, iar in regiunea liniei de testare va
aparea o linie colorata vizibila. Linia colorata nu se va forma in regiunea liniei de testare daca nivelul
de cotinina depaseste 200 ng/mL, deoarece va satura toate locurile de legare ale anticorpilor
anti-cotinina.
O proba de urind pozitiva pentru drog nu va genera o linie coloratad in regiunea liniei de testare din
cauza competitiei drogului, Tn timp ce o proba de urina negativa pentru drog sau o proba care contine
o concentratie de drog mai mica decat valoarea limita va genera o linie Tn regiunea liniei de testare.
Pentru controlul procedural, in regiunea liniei de control va aparea de fiecare data o linie colorata,
care indica faptul ca a fost addugat un volum corect de proba si cd s-a produs patrunderea
membranei.
REACTIVI
Testul contine particule anti-cotinind cuplate cu anticorpi monoclonali de soarece si conjugat
cotinind-proteind. Un anticorp de capré este folosit in sistemul liniei de control.
PRECAUTII
* Exclusiv pentru uz profesional in stabilirea diagnosticului in vitro. Nu utilizati dupa data de expirare.
« Testul trebuie pastrat in punga sigilata pana la utilizare.
* Toate probele trebuie considerate potential periculoase si manipulate in acelasi mod ca un agent

infectios.

Testul utilizat trebuie eliminat conform reglementérilor locale.
DEPOZITARE SI STABILITATE
Depozitati astfel cum este ambalat in punga sigilata la temperatura camerei sau la frigider (2-30 °C).
Testul este stabil pana la data de expirare imprimata pe punga sigilata. Testul trebuie sa ramana in
punga sigilatd pana la utilizare. A NU SE CONGELA. Nu utilizati dup& data de expirare.
RECOLTAREA S| PREGATIREA PROBEI

Test de urina
Proba de urina trebuie recoltata intr-un recipient curat si uscat. Se poate utiliza urina recoltata in orice
moment al zilei. Probele de urina care contin precipitate vizibile trebuie centrifugate, filtrate sau lasate
sa se stabilizeze, pentru a obtine un supernatant limpede pentru testare.
Depozitarea probei

Probele de urina pot fi pastrate la temperaturi intre 2-8 °C timp de pana la 48 de ore Tnainte de testare.
Pentru pastrarea de lunga duratd, probele pot fi congelate si depozitate la temperaturi sub -20 °C.
Probele congelate trebuie dezghetate si amestecate inainte de testare.

Materiale furnizate
e Pipeta

Materiale necesare, dar nefurnizate

« Recipiente pentru recoltarea probei

INSTRUCTIUNI DE UTILIZARE

Inainte de testare, lasati testul, proba de urina si/sau componentele de control sa ajunga la

temperatura camerei (15-30 °C).

1. Lasati punga sa ajunga la temperatura camerei inainte de a o deschide. Scoateti caseta de testare

din punga sigilata si utilizati-o in maximum o ora.

2. Asezati caseta de testare pe o suprafata curata si uniforma. Tineti pipeta in pozitie verticala si
transferati 3 picaturi pline de urina (aprox. 120 ul) in fiecare godeu pentru proba (S) al casetei de
testare si apoi porniti cronometrul. Evitati patrunderea bulelor de aer in godeul pentru proba (S). A
se vedea ilustratia de mai jos.

. Asteptati sa apara linia colorata (liniile colorate). Rezultatul trebuie citit dupa 5 minute. Este
important ca fundalul sa fie clar inainte de a citi rezultatul. Nu interpretati rezultatul dupa mai mult
de 10 minute.

e Caseta de testare e Prospect

o Cronometru

w
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(A se vedea ilustratia de mai sus)
NEGATIV:* Apar doua linii colorate. O linie colorata ar trebui sa fie in regiunea liniei de control (C) si
o alta linie colorata ar trebui sa fie in regiunea liniei de testare (T). Acest rezultat negativ indica faptul
ca concentratia de cotinina este sub nivelul detectabil (200 ng/mL).
*NOTA: Intensitatea culorii in regiunea liniei de testare (T) poate varia, insa rezultatul trebuie
considerat negativ ori de cate ori exista chiar si o linie slab colorata.
POZITIV: Apare o linie colorata in regiunea liniei de control (C). Nu apare nicio linie in regiunea
liniei de testare (T). Acest rezultat pozitiv indica faptul ca concentratia de cotinind depaseste nivelul

Negativ Nevalid

detectabil (200 ng/ml).

NEVALID: Linia de control nu apare. Volumul insuficient al probei sau tehnicile procedurale
incorecte sunt cele mai probabile motive pentru lipsa aparitiei liniei de control. Recititi procedura si
repetati testul utilizand un nou kit de testare. Daca problema persista, opriti imediat utilizarea lotului si
contactati distribuitorul local.

CONTROLUL CALITATII

Testul contine un control procedural. Linia coloratd aparuta in regiunea liniei de control (C) este
considerata un element de control procedural pozitiv intern. Aceasta confirma existenta unui volum
corespunzator de proba, patrunderea adecvata in membrana si tehnica procedurala corecta.

Nu sunt furnizate standarde de control impreuna cu acest kit; cu toate acestea, se recomanda
includerea in cadrul testarii a unor controalele pozitive si negative, ca o buna practica de laborator,
pentru a confirma procedura de testare si pentru a verifica performanta corespunzatoare a testului.

[

Test rapid pentru detectarea fumatului (COT) ,cu caseta de testare (urind), ofera doar un rezultat
analitic preliminar calitativ. Pentru a obtine confirmarea unui rezultat, trebuie utilizatd o metoda
analitica secundara. Cromatografia gazoasa/spectrometria de masa (GC/MS) reprezinta metoda de
confirmare preferata.™

. Este posibil ca erorile tehnice sau procedurale, precum si alte substante interferente din proba de
urind, sa duca la rezultate eronate.

Adaosurile nedorite, cum ar fi inalbitorul si/sau alaunul, din probele de urina pot duce la obtinerea
de rezultate eronate, indiferent de metoda analitica utilizatd. Daca se suspecteaza prezenta unui
adaos nedorit, testul trebuie repetat cu o altd proba de urina.

Un rezultat pozitiv indicd prezenta drogului sau a metabolitilor s&i, dar nu indica nivelul de
intoxicatie, calea de administrare sau concentratia din urina.

Un rezultat negativ poate sa nu indice neaparat o urina fara droguri. Rezultate negative pot fi
obtinute atunci cand drogul este prezent, dar sub nivelul limita al testului.

6. Testul nu face distinctie intre drogurile de abuz si anumite medicamente.
VALORI PRECONIZATE
Acest rezultat negativ indica faptul ca concentratia de cotinind este sub nivelul detectabil de

200 ng/mL. Rezultatul pozitiv inseamna ca concentratia de cotinina este peste nivelul de 200 ng/mL.
Test rapid pentru detectarea fumatului (COT) ,cu casetd de testare, are o sensibilitate de 200 ng/mL.
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CARACTERISTICI DE PERFORMANTA

Acuratete
O comparatie a fost efectuata utilizand Test rapid pentru detectarea fumatului (COT) ,cu caseta de
testare, si GC/MS. Urmatoarele rezultate au fost organizate sub formé tabelara:

Metoda GCIMS Rezultate totale|
Test rapid pentru Rezultate Pozitiv Negativ
detectarea fumatului Pozitiv 88 4 92
(com {Z:t‘;‘:eta de Negativ 3 155 158
Rezultate totale 91 159 250
Acord procentual 96,7% 97,5% 97,2%

Sensibilitatea analitica
Un grup de probe de urina fara droguri a fost imbogatit cu cotinina in urmatoarele concentratii:
0 ng/mL, 100 ng/mL, 150 ng/mL, 200 ng/mL, 250 ng/mL, 300 ng/mL si 600 ng/mL. Rezultatele
demonstreaza o acuratete >99% la +50% peste si 50% sub concentratia de referinta. Datele sunt
rezumate mai jos:

Concentratia de Procent din n Rezultat vizual
cotinina (ng/mL) valoarea limita Negativ Pozitiv
0 0 30 30 0

100 -50% 30 30 0
150 -25% 30 27 3
200 Valoare limita 30 15 15
250 +25% 30 4 26
300 +50% 30 0 30
600 +300% 30 0 30

Specificitatea analitica
Urmatorul tabel enumerd compusii care sunt detectati pozitiv in urind de catre Test rapid pentru
detectarea fumatului (COT) ,cu caseta de testare (urind), la 5 minute.

Compus Concentratie (ng/mL)
(-)-Cotinina 200
(-)-Nicotina 5000

Precizie
A fost efectuat un studiu la trei spitale de catre persoane nespecializate, folosind trei loturi diferite de
produs, pentru a demonstra precizia intraseriald, interseriala si intre operatori. Un panel identic de
probe codificate care contine, conform GC/MS, zero cotinina, 25% cotinina peste si sub valoarea limita
si 50% cotinina peste si sub valoarea limitd de 200 ng/mL, a fost furnizat fiecarui centru. Rezultatele
sunt prezentate mai jos:

Cotinina n Centrul A Centrul B Centrul C
otinina

Concentratie (ng/mL) cgnetrru - + - - +

0 10 10 0 10 0 10 0

100 10 10 0 10 0 10 0

150 10 9 1 9 1 9 1

250 10 1 9 1 9 2 8

300 10 0 10 0 10 0 10

Efectul greutatii specifice urinare

Cincisprezece probe de urina cu greutate specificd normala, ridicata si scazuta au fost imbogatite cu
100 ng/mL si 300 ng/mL de cotinina. Test rapid pentru detectarea fumatului (COT) ,cu caseta de
testare, a fost testat in dublu exemplar utilizdnd cele cincisprezece probe de urinad curate si
imbogatite. Rezultatele demonstreaza ca diferitele intervale de greutate specifica urinara nu afecteaza
rezultatele testului.
Efectul pH-ului urinar
pH-ul unui grup de probe de urina negative alicotate a fost ajustat la un interval de pH de 5 pana la 9 in
incremente de 1 unitate de pH si imbogatit cu 100 ng/mL si 300 ng/mL de cotinina. Urina imbogatita,
cu pH-ul ajustat, a fost testatad cu Test rapid pentru detectarea fumatului (COT) ,cu caseta de testare,
in dublu exemplar. Rezultatele demonstreaza ca diferitele intervale de pH nu interfereaza cu
performanta testului.
Reactivitate incrucisata
A fost efectuat un studiu pentru a determina reactivitatea incrucisata a testului cu compusi fie in urina
fara droguri, fie in urina pozitiva la cotinina. Urmatorii compusi nu prezinta nicio reactivitate incrucisata
atunci cand sunt testati cu Test rapid pentru detectarea fumatului (COT) ,cu caseta de testare, la o
concentratie de 100 pg/mL.
Compusi fara reactie incrucisata

4-Acetamidofenol 4-Dimetilaminoantipirina Carbonat de litiu Fentermina
Acetona Difenhidramina Loperamida trans-2-Fenil
Acetofenetidind 5,5-Difenilhidantoina Maprotilina ciclopropilamina
Acid acetilsalicilic Disopiramida Meperidina I-Fenilefrina
N-Acetilprocainamida Doxilamina Mefentermina B-Feniletilamina
Albumina Ecgonina Meprobamat Fenilpropanolamina
Aminopirina Ester metil-ecgonina Metadona (d,l-norefedrina)
Amitriptilind EDDP d-Metanfetamina (+) Fenilpropanolamina
Amobarbital Efavirenz (Sustiva) |-Metanfetamina Prednisolon
Amoxapina EMDP Metaqualona Prednison
Amoxicilina Efedrina Metoxifenamina 5B-Pregnan-3a, 17a, 21-triol
I-Amfetamina |-Efedrina (-) 3,4-Metilendioxi- Procaina
Ampicilina (+)-Epinefrina amfetamina (MDA) Promazina
Apomorfina I-Epinefrina (+) 3,4 Metilendioxi- Prometazina

|-Acid ascorbic Eritromicina metamfetamina d,I-Propanolol
Aspartam B-Estradiol (MDMA) d-Propoxifen
Atropina Estrona-3-sulfat Metilfenidat d-Pseudoefedrina
Acid benzilic Etanol (alcool etilic) Metiprilona Quinacrina

Acid benzoic p-Aminobenzoat de etil Metaqualona Chinidina
Benzoilecgonina Etodolac Metoprolol Chinina
Benzfetamina Famprofazona Sulfat de morfina Ranitidina
Bilirubina Fenfluramina Morfina- Riboflavina



(+)-Bromfeniramina Fenoprofen 3-B-D-glucuronida Acid salicilic
Buspirona Fentanil Acid nalidixic Secobarbital
Cafeina Fluoxetina Nalorfina Serotonina
Canabidiol Furosemida Naloxona (5-hidroxitriptamina)
Canabinol Acid gentizic Naltrexona Clorura de sodiu
Clorhidrat d (+) Glucoza Metiprilona Sulfametazina
Cloramfenicol Guaiacol-gliceril-eter Metoprolol Sulindac
Clordiazepoxid Guaiacol-gliceril-eter Nimesulid Temazepam
Clorochina carbamat Norcodeina Tetraciclind
Clorotiazida Hemoglobina Sulfat de morfina Tetrahidrocortizon,
(+)-Clorfeniramina Hidralazina Acid a-naftalenacetic 3-acetat
(#)-Clorfeniramina Hidroclorotiazida Noretindrona Tetrahidrozolina
Clorpromazina Hidrocodona Normorfina Tebaina
Clorprotixen Hidrocortizon d-Norpropoxifen Teofilina
Colesterol Hidromorfona Noscapina Tiamina
Cimetidina p-Hidroxiamfetamina d,I-Octopamina Tioridazina
Clomipramina Acid o-hidroxihipuric Orfenadrina (clorpromazina)
Clonidina p-Hidroximetanfetamina Acid oxalic |-Tiroxina
Cocaina p-Hidroxinorefedrina Oxazepam Tolbutamida
Codeina Hidroxizina Acid oxolinic cis-Tramadol
Cortizon 3-Hidroxitiramina Oxicodona Trazodona
Creatinina Ibuprofen Oximetazolina Triamteren
Ciclobarbital Imipramina Oximorfona Trifluoperazina
Ciclobenzaprina Iproniazida Papaverina Trimetobenzamida
Deoxicorticosteron (-)-1zoproterenol Pemolina Trimetoprim
(-) Deoxiefedrina Isoxsuprina Penicilina-G Trimipramina
R (-) Deprenil Kanamicina Pentazocina Triptamina
Dextrometorfan Ketamina Pentobarbital d,l-Triptofan
Diazepam Ketoprofen Perfenazina Tiramina
Diclofenac Labetalol Fenciclidina d,I-Tirozina
Diciclomina Levorfanol Fenelzina Acid uric
Diflunisal Lidocaina Feniramina Verapamil
Digoxin Lindan Fenobarbital Zomepirac
(hexaclorociclohexan) Fenotiazina
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