Multi-Drug 18 Drugs Rapid Test 1-Step Cup
(Urine)
Package Insert
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Instruction Sheet for testing of the following drugs:
OPI2000/MDMA500/0XY100/PCP25/COC100/MTD200/MET300/BAR200/PPX300/TCA1000/BZ010
0/AMP300/KET100/FYL10/MEP100/THC20/BUP5/ETG300

A rapid test for the simultaneous, qualitative detection of multiple drugs and drug metabolites in human
urine. For healthcare professionals including professionals at point of care sites. Inmunoassay for in
vitro diagnostic use only.

NTENDED USE

The Multi-Drug Rapid Test Cup is a rapid chromatographic immunoassay for the qualitative detection
of multiple drugs and drug metabolites in human urine at the following cut-off concentrations:

Test Calibrator Cut-off (ng/mL)

Amphetamine (AMP) d-Amphetamine 300
Barbiturates (BAR) Secobarbital 200
Benzodiazepines (BZO) Oxazepam 100
Buprenorphine (BUP) Buprenorphine 5
Cocaine (COC) Benzoylecgonine 100
Marijuana (THC) 11-nor-A°-THC-9 COOH 20
Methadone (MTD) Methadone 200
Methamphetamine (MET) d-Methamphetamine 300

Methylenedioxymethamphetamine d,I-Methylenedioxymethamphetamine [ 500

(MDMA)

Opiate (OPI) Morphine 2,000
Phencyclidine (PCP) Phencyclidine 25
Propoxyphene (PPX) Propoxyphene 300
Tricyclic Antidepressants (TCA) Nortriptyline 1,000
Ketamine (KET) Ketamine 100
Oxycodone (OXY) Oxycodone 100
Fentanyl (FYL) Norfentany! 10
Ethyl- B-D-Glucuronide (ETG) Ethyl- B -D-Glucuronide 300
Mephedrone (MEP) Mephedrone 100

Configurations of the Multi-Drug Rapid Test Cup come with any combination of the above listed drug
analytes with or without S.V.T. This assay provides only a preliminary test result. A more specific
alternate chemical method must be used in order to obtain a confirmed analytical result. Gas
Chromatography/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 indicated.
During testing, a urine specimen migrates upward by capillary action. A drug, if present in the urine
specimen below its cut-off 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 region of the specific drug dipstick. The presence of drug above the cut-off concentration will
saturate all the binding sites of the antibody. Therefore, the colored line will not form in the test region.
A drug-positive urine specimen will not generate a colored line in the specific test region of the dipstick
because of drug competition, while a drug-negative urine specimen will generate a line in the test
region because of the absence of drug competition.
To serve as a procedural control, a colored line will always appear at the control region, indicating that
proper volume of specimen has been added and membrane wicking has occurred.
Each test line contains anti-drug mouse monoclonal antibody and corresponding drug-protein
conjugates. The control line contains goat anti-rabbit IgG polyclonal antibodies and rabbit 1gG.
« For healthcare professionals including professionals at point of care sites.
e Immunoassay for in vitro diagnostic use only. 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.
* The used test should be discarded according to local regulations.
Store as packaged in the sealed pouch at 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.
Urine Assay
The urine specimen should 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 to settle to obtain a clear specimen for testing.
Specimen Storage
Urine specimens may be stored at 2-8°C for up to 48 hours prior to testing. For prolonged storage,
specimens may be frozen and stored below -20°C. Frozen specimens should be thawed and mixed
well before testing. When testing cards with S.V.T. or Alcohol storage of urine specimens should not
exceed 2 hours at room temperature or 4 hours refrigerated prior to testing.
MATERIALS

Materials Provided

e Test Cups * Package Insert
Materials Required But Not Provided
e Timer e Specimen collection containers

DIRECTIONS FOR USE

Allow the test, urine specimen and/or controls to reach room temperature (15-30°C) prior to

testing.

1. Bring the pouch to room temperature before opening it. Remove the cup from the sealed pouch and
use it within one hour.

2. Donor provides specimen.

. Technician replaces and secures cap while the cup is on a flat surface.

4. Check the temperature label (Temp Label) up to 4 minutes after specimen collection. A green color
will appear to indicate the temperature of the urine specimen. The proper range for an
unadulterated specimen is 32-38°C (90-100°F).

5. Technician dates and initials the security seal and attaches the security seal over the cup cap.

. Technician peels off the label on test cup to view results.

7. Thedrug strip result should be read at 5 minutes. Do not interpret the result after 10 minutes.
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Read the drug strips in 5 minutes
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Negative Positive Invalid

INTERPRETATION OF RESULTS

(Please refer to the illustration above)

NEGATIVE:* A colored line appears in the control region (C) and another colored line appears

in the test region (T). This negative result means that the concentrations in the urine sample are

below the designated cut-off levels for a particular drug tested.

*NOTE: The shade of the colored lines(s) in the test region (T) may vary. The result should be

considered negative whenever there is even a faint line.

POSITIVE: A colored line appears in the control region (C) and no line appears in the test region

(T). The positive result means that the drug concentration in the urine sample is greater than the

designated cut-off for a specific drug.

INVALID: No line appears in the control region (C). Insufficient specimen volume or incorrect

procedural techniques are the most likely reasons for control line failure. Read the directions again and

repeat the test with a new test. If the result is still invalid, contact your manufacturer.

QUALITY CONTROL

A procedural control is included in the test. A line appearing in the control region (C) is considered an

internal 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

performance.

1. The Multi-Drug Rapid Test Cup provides only a qualitative, preliminary 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. There is a possibility that technical or procedural errors, as well as 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 does not indicate level or 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. This test does not distinguish between drugs of abuse and certain medications.

7. A positive test result may be obtained from certain foods or food supplements.

PERFORMANCE CHARACTERISTICS

Accuracy
% Agreement with GC/MS
MDMA
IAMP 300[BAR 200ZO 100| BUP 5 (COC 100| THC 20 MTD 200|MET 300 o
Positive
99.1% | 95.3% | 99.29% | 99.1% | 99.2% | 94.8% | 98.9% | 97.8% | 98.1%
Agreement
Negati
C9AVE | 98596 | 97.9% | 97.5% |>99.9% | 97.0% | 99.3% | 98.7% | 97.5% | 99.3%
Agreement

Total Results| 98.8% | 96.8% | 98.4% | 99.6% | 98.0% | 97.6% | 98.8% | 97.6% | 98.8%

OPI PCP PPX TCA KET OXY FYL ETG MEP
2,000 25 300 1,000 100 100 10 300 100

Posiive | g6 705 | 92.4% | 96.0% | 94.8% | 96.0% | 97.7% | 98.8% | 98.8% | 90.5%
Agreement
Negative | o3 506 | 96.8% | 94.0% | 91.69% | 97.3% | 99.4% | 99.4% | 99.4% | 97.0%
Agreement

Total Results| 95.2% | 95.2% | 94.8% | 92.8% | 96.8% | 98.8% | 99.2% | 99.2% | 95.4%

% Agreement with Commercial Kit

/AMP 300|BAR 200|BZO 100| BUP 5 [COC 100| THC 20 |MTD 200[MET 300 M;)'\(")A
Positive

>99.9% | >99.9% | >99.9% | >99.9% |>99.9% | *  |>99.9% | >99.9% | >99.9%
Agreement
Negative | o9 096 | >90.9% | >09.0% | >09.0% | >90.0% | *  |>99.9% |>99.9% |>99.9%
Agreement

Total Results| >99.9% | >99.9% | >99.9% | >99.9% | >99.9% * >99.9% | >99.9% | >99.9%

OPI PCP PPX TCA KET OXY FYL ETG MEP

2,000 | 25 300 | 1,000 | 100 | 100 10 300 | 100

Positive * 1>90.0% [>99.0% | * |>99.9% | * * * *
Agreement

Negative * 1>90.9% [>99.0% | * |>99.9% | * * * *
Agreement

Total Results|  *  |>99.9% |>99.9% | * [>00.9% | * * * *

*Note: Based on GC/MS data instead of Commercial Kit.

Precision
A study was conducted at three hospitals using three different lots of product to demonstrate the within
run, between run and between operator precision. An identical card of coded specimens, containing
drugs at concentrations of negative, 50% and 25% cut-off level, was labeled, blinded and tested at
each site. The results gained =75% accuracy in *25% cut-off level specimen and 100%
accuracy in negative and +50% cut-off level specimen.

Analytical Sensitivity

A drug-free urine pool was spiked with drugs at the listed concentrations. The results are summarized
below.

Drug Concentration Cut-off] AMP BAR BzO BUP coc e
300 200 100 5 100 20
Range - + - + - + - + - + - +
0% Cut-off 30| 0o [30] 0|30 o3| o3| ofs3]o
-50% Cut-off 30 | 0 [30 [ 0o [30] o3 ] o3 ]o0of[3]o
-25% Cut-off 27| 3 [ 26| a |27 326 a 273 |26] a
Cut-off 15 [ 15 [ 15 [ 15 [ 14 | 16 [ 14 [ 16 [ 16 | 14 | 14 [ 16
+25% Cut-off 4 |26 3 |27 3 27| 327 a]26] a2
+50% Cut-off 0 |30 0o [30]o0o[3]o0o] 3]0 3]o0]3
+300% Cut-off 0 [30] o [30]o0o[3]o0o 3]0 [3]o0]3
) MTD MET MDMA OPI PCP PPX
Drug CO”?;;Z‘;W” Cutoffl 509 300 500 2,000 25 300
I I I I I I I S R
0% Cut-off 30 [ 0 [30] 0o [30] o3 ]o]3]of3]o




-50% Cut-off 30 0 30 0 30 0 30 0 30 0 30 0 Phencyclidine 2,000 Meperidine 2,000
-25% Cut-off 27 3 27 3 25 5 27 3 25 5 26 4 [Tetrahydrozoline 50 d-Methamphetamine 5,000
Cut-off 15 | 15 | 16 | 14 [ 14 | 16 | 15 | 15 | 15 | 15 | 14 | 16 Mephentermine 2,000 I-Methamphetamine 5,000
+25% Cut-off 4 | 26| 3 | 27| 4 |26| 5 |25]| 3 |27 3|27 (1R, 2S) - (-)-Ephedrine 10,000 [Thioridazine 5,000
+50% Cut-off 0 30 0 30 0 30 0 30 0 30 0 30 Disopyramide 2.000 3,4-Me§hylendioxymetham— 10,000
+300% Cut-off 0 30 0 30 0 30 0 30 0 30 0 30 [phetamine (MDMA)
OXYCODONE (OXY 100)
. TCA KET OXY FYL ETG MEP (Oxycodone 100 Hydromorphone 50,000
Drug Concsn"a"on Cutoffl 1 500 100 100 10 300 100 lOxymorphone 300 Naloxone 25,000
ange - + - + - + - + - + - + Levorphanol 50,000 Naltrexone 25,000
0% Cut-off 30 0 30 0 30 0 30 0 30 0 30 0 Hydrocodone 25,000
-50% Cut-off 30 0 30 0 30 0 30 0 30 0 30 0 FENTANYL (FYL 10)
-25% Cut-off 25 5 27 3 27 3 27 3 25 5 | 27 3 |Alfentany! 300,000 Buspirone 8,000
Cut-off 15 15 15 15 15 15 15 15 16 14 | 17 13 Fenfluramine 125,000 Fentany! 50
+25% Cut-off 4 26 3 27 4 26 3 27 4 26 | 5 25 Norfentany! 10 ISufentanyl 25,000
+50% Cut-off 0 30 0 30 0 30 0 30 0 30 0 30 paliperidone 500 Risperidone 2,500
+300% Cut-off 0O |3 | 0 [3 ]| 030|030 |3]o0]30 ETHYL-B-D-GLUCURONIDE (ETG 300)
Analytical Specificity Ethyl- B -D-Glucuronide 1300 Propy! B-D-glucuronide 30,000
The following table lists the concentrations of compounds (ng/mL) that are detected as positive in urine Morphine 3B-glucuronide 60,000 Morphine 6B-glucuronide 60,000
by the Multi-Drug Rapid Test at 5 minutes. (Glucuronic Acid 60,000 Ethanol >100,000
IAnalytes |conc. (ng/mL) ]Analytes Iconc. (ng/mL) Methanol >100,000
AMPHETAMINE (AMP 300) MEPHEDRONE (MEP 100)
D,L-Amphetamine sulfate 75 Phentermine 300 Mephedrone HCI 100 R(+)-Methcathinone HCI 1,500
L-Amphetamine 10,000 Maprotiline 15,000 IS(-)-Methcathinone HCI 500 3-Fluoromethcathinone HCl 1,500
() 3,4-Methylenedioxy 150 Methoxyphenamine 2,000 l4-Fluoromethcathinone HCI 300 Methoxyphenamine 100,000
lamphetamine D-Amphetamine 300 Effect of Urinary Specific Gravity
BARBITURATES (BAR 200) Fifteen (15) urine samples of normal, high and low specific gravity ranges (1.005-1.045) were spiked
IAmobarbital 3,000 IAlphenol 400 with drugs at 50% below and 50% above cut-off levels respectively. The Multi-Drug Rapid Test was
5,5-Diphenylhydantoin 5,000 IAprobarbital 300 tested in duplicate using fifteen drug-free urine and spiked urine samples. The results demonstrate that
IAllobarbital 400 Butabarbital 150 varying ranges of urinary specific gravity do not affect the test results.
Barbital 5,000 Butalbital 5,000 Effect of Urinary pH
Talbutal 150 Butethal 300 The pH of an aliquoted negative urine pool was adjusted to a pH range of 5 to 9 in 1 pH unit increments
lCyclopentobarbital 20,000 Phenobarbital 00 and spikgd with drug_s at 50% bglow and 50% above cut-off levels. The spikgd, pH-adjusted urine was
Pentobarbital 5,000 Secobarbital 500 Fested wnh the Multi-Drug Rapid Test. The results demonstrate that varying ranges of pH do not
BENZODIAZEPINES (BZO 100) interfere with the performance of the test. N
IAlprazolam 40 Bromazepam 300 Cross-Reactivity
- - A study was conducted to determine the cross-reactivity of the test with compounds in either drug-free
a-hydroxyalprazolam 500 Chlordiazepoxide 300 : L . . . .
- urine or drug positive urine containing above related calibrator substances. The following compounds
Clobazam 60 Nitrazepam 60 show no cross-reactivity when tested with the Multi-Drug Rapid Test at a concentration of 100 pg/mL.
Clonazepam 150 Norchlordiazepoxide 40 Non Cross-Reacting Compounds
Clorazepatedipotassium 150 Nordiazepam 300 Acetophenetidin Cortisone Zomepirac Quinidine
Delorazepam 300 Oxazepam 100 N-Acetylprocainamide ~ Creatinine Ketoprofen Quinine
Desalkylflurazepam 60 [Temazepam 40 Acetylsalicylic acid Deoxycorticosterone Labetalol Salicylic acid
Flunitrazepam 60 Diazepam 100 Aminopyrine Dextromethorphan Loperamide Serotonin
(+) Lorazepam 1,000 Estazolam 2,000 Amoxicillin Diclofenac Meprobamate Sulfamethazine
RS-Lorazepamglucuronide 60 [Triazolam 1,000 Ampicillin Diflunisal Isoxsuprine Sulindac
Midazolam 2,000 |-Ascorbic acid Digoxin d,I-Propanolol Tetracycline
BUPRENORPHINE (BUP 5) Apomorphine Diphenhydramine Nalidixic acid Tetrahydrocortisone,
Buprenorphine 5 Norbuprenorphine b5 Aspartame Ethyl-p-aminobenzoate Naproxen 3-acetate
- - Norbuprenorphine Atropine B-Estradiol Niacinamide Tetrahydrocortisone
Buprenorphine 3-D-Glucuronide |25 3-D-Glucuronide 50 Benzilic acid Estrone-3-sulfate Nifedipine Tetrahydrozoline
COCAINE (COC 100) B_e.nzo_ic acid Erythromycin Norethirjdrone Th?amine.
Benzoylecgonine |100 ICocaetherne |7’000 Bilirubin o Fenoprofgn Noscapine . Thlorldaglne
Cocaine HOI |80 |Ecgonine |10’000 d,I-Bromphemramme Fur0§gm|dg d,I-O_ctopgmme d,I-Tyrosme
Cannabidiol Gentisic acid Oxalic acid Tolbutamide
- MARIJUANA (T:‘C 20) Chloral hydrate Hemoglobin Oxolinic acid Triamterene
Cannablr;ol 14,000 AQ'THC 6.800 Chloramphenicol Hydralazine Oxymetazoline Trifluoperazine
ll-nor-Ag-THC-Q COCH 12 A -THC 6,800 Chlorothiazide Hydrochlorothiazide Penicillin-G Trimethoprim
11-nor-a™-THC-9 COOH |20 d,I-Chlorpheniramine  Hydrocortisone Perphenazine d,I-Tryptophan
METHADONE (MTD 200) Chlorpromazine o-Hydroxyhippuric acid ~ Phenelzine Uric acid
Methadone 200 IDoxyIamine 65,000 Cholesterol 3-Hydroxytyramine Prednisone Verapamil
METHAMPHETAMINE (MET 300) Clonidine d,l-Isoproterenol
p-Hydroxymethamphetamine 7,500 ()-3,4-Methylenedioxy- 5 750
D-Methamphetamine 300 imethamphetamine ! 1. Tietz NW. Textbook of Clinical Chemistry. W.B. Saunders Company. 1986; 1735.
L-Methamphetamine 6,000 Mephentermine 15,000 . B. Cody, J.T., “Specimen Adulteration in drug urinalysis. Forensic Sci. Rev., 1990, 2:63.

METHYLENEDIO

XYMETHAMPHETAMINE (MDMA 500) Ecstasy

(+) 3,4-Methylenedioxy-

3,4-Methylenedioxyethyl-

2

3. C.Tsai, S.C. et.al., J. Anal. Toxicol. 1998; 22 (6): 474

4. Hawks RL, CN Chiang. Urine Testing for Drugs of Abuse. National Institute for Drug Abuse
(NIDA),Research Monograph 73, 1986.

5. Baselt RC. Disposition of Toxic Drugs and Chemicals in Man. 6th Ed. Biomedical Publ., Foster

City,CA 2002.
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imethamphetamine HCI 500 lamphetamine 300
+) 3,4-Methylenedioxyampheta
ini)ne HCI g Y 5,000
MORPHINE/OPIATE (OPI 2,000)
Codeine 2,000 Morphine 2,000
Ethylmorphine 3,000 Norcodeine 25,000
Hydrocodone 50,000 Normorphone 50,000
Hydromorphone 15,000 Oxycodone 25,000
Levorphanol 25,000 (Oxymorphone 25,000
6-Monoacetylmorphine 3,000 Procaine 50,000
Morphine 3-B-D-glucuronide 2,000 IThebaine 25,000
PHENCYCLIDINE (PCP 25)
Phencyclidine |25 |4-Hydroxyphencyclidine |12,500
PROPOXYPHENE (PPX 300)
D-Propoxyphene |3OO |D-Norpropoxyphene |300
TRICYCLIC ANTIDEPRESSANTS (TCA 1,000)
Nortriptyline 1,000 Imipramine 1400
Nordoxepine 500 Clomipramine 50,000
[Trimipramine 3,000 Doxepine 2,000
IAmitriptyline 1,500 Maprotiline 2,000
Promazine 3,000 Promethazine 50,000
Desipramine 200 Perphenazine 50,000
Cyclobenzaprine 2,000 Dithiaden 10,000
KETAMINE (KET 100)
Ketamine 100 Benzphetamine 2,000
Dextromethorphan 200 (+) Chlorpheniramine 2,000
Methoxyphenamine 2,000 Clonidine 10,000
d-Norpropoxyphene 2,000 EDDP 5,000
Promazine 2,000 4-Hydroxyphencyclidine 5,000
Promethazine 2,000 Levorphanol 5,000
Pentazocine 2,000 MDE 5,000
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Multi-Drug 18 Test rapid pentru droguri

Cupa cu 1 pas (urina)

Fisa de ambalaj

Fisa cu instructiuni pentru testarea urméatoarelor medicamente:
OPI12000/MDMAS500/0XY100/PCP25/COC100/MTD200/MET300/BAR200/PPX300/TCA1000/BZ010
0/AMP300/KET100/FYL10/MEP100/THC20/BUP5/ETG300
Un test rapid pentru detectarea simultana, calitativd, a mai multor medicamente si metaboliti ai
medlcamente/or in urina umand. Pentru profesionistii din domeniul sanétatii, inclusiv profeSIonlstu din

punctele de ingrijire. Test imunologic numai pentru diagnostic in vitro.
UTILIZARE PREVENTATA

Cupa de testare rapida cu mai multe medicamente este un imunotest cromatografic rapid pentru
detectarea calitativa a mai multor medicamente si metaboliti ai medicamentelor in urina umana la

GOLDENPROTECT
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urmatoarele concentratii limita:

Test

Calibrator

Limita (ng/mL)

Amfetamina (AMP) d-Amfetamina 1.000/500/300
Barbiturice (BAR) Secobarbital 300/200

Benzodiazepine (BZO) Oxazepam 500/300/200/100
Buprenorfina (BUP) buprenorfina 10/5

Cocaina (COC) Benzoilecgonina 1.500/300/200/150/100
Marijuana (THC) 11-nor- "> THC-9COOH 300/200/150/50/30/25/20
Metadona (MTD) Metadona 300/200/100

Metamfetamina (MET)

d-metanfetamina

1.000/500/300/200

Metilendioximfetamina (MDMA)

d,l-metilendioximfetamina

1.000/500/300

*NOTA: Nuanta liniilor colorate din regiunea de testare (T) poate varia. Rezultatul ar trebui considerat
negativ ori de cate ori exista chiar si o linie slaba.

POZITIV: O linie colorata apare in regiunea de control (C) si nicio linie nu apare in regiunea de
test (T). Rezultatul pozitiv inseamna ca concentratia medicamentului in proba de urina este mai mare
decat limita desemnata pentru un anumit medicament.

INVALID: Nu apare nicio linie Tn regiunea de control (C) . Volumul insuficient al probei sau tehnicile
procedurale incorecte sunt cele mai probabile motive pentru esecul liniei de control . Cititi din nou

instructiunile si repetati testul cu un nou test. Daca rezultatul este inca invalid, contactati producatorul.
CONTROLUL CALITATII

Un control procedural este inclus Tn test. O linie care apare in regiunea de control (C) este considerata

un control procedural intern. Confirma volumul suficient al specimenului, absorbtia adecvata a

membranei si tehnica de proceduréa corecta.

Standardele de control nu sunt furnizate impreuna cu acest kit. Cu toate acestea, se recomanda ca

controalele pozitive si negative sa fie testate ca buna practicd de laborator pentru a confirma
rocedura de testare si pentru a verifica performanta corespunzétoare a testului.

1. Cupa de testare rapida Multi-Drug ofera doar un rezultat calitativ, preliminar. Pentru a obtine un
rezultat confirmat, trebuie utilizatd o metoda analitica secundara. Cromatografia gazoasa/M ass S
pectrometria (GC/MS) este metoda de confirmare preferata. *°

2. Exista posibilitatea ca erorile tehnice sau procedurale, precum si substantele care interfereaza in
proba de urina sa produca rezultate eronate.

3. Adulterantii, cum ar fi inalbitorul si/sau alaunul, in probele de urina pot produce rezultate eronate,

indiferent de metoda analitica utilizatd. Daca se suspecteaza o falsificare, testul trebuie repetat cu

o0 alta proba de urina.

Un rezultat pozitiv nu indica nivelul sau intoxicatia, calea de administrare sau concentratia in urina.

Configuratiile cupei de testare rapida cu mai multe medicamente vin cu orice combinatie a analitilor de
droguri enumerati mai sus , cu sau fara SVT. Acest test ofera doar un rezultat preliminar al testului. O
metoda chimica alternativa mai specifica trebuie utilizata pentru a obtine un rezultat analitic confirmat.
Cromatografia gazoasa/Spectrometria de masa (GC/MS) este metoda de confirmare preferata.
Consideratia clinica si rationamentul profesional trebuie aplicate oricarui rezultat al testului de abuz de

droguri, n special atunci cand sunt indicate rezultate pozitive preliminare.
PRINCIPIUL

In timpul testérii, o probd de urind migreaza in sus prin actiune capilard. Un medicament, dacé este
prezent in proba de urina sub concentratia sa limita, nu va satura locurile de legare ale anticorpului
sau specific. Anticorpul va reactiona apoi cu conjugatul medicament-proteina si o linie coloraté vizibila
va apdrea in regiunea de testare a rijei specifice medicamentului. Prezenta medicamentului peste
concentratia limita va satura toate locurile de legare ale anticorpului. Prin urmare, linia colorata nu se
va forma n regiunea de testare.

Un esantion de urind pozitiv pentru droguri nu va genera o linie colorata in regiunea de testare
specifica a jojei din cauza competitiei de droguri, in timp ce un esantion de urina negativ pentru
droguri va genera o linie in regiunea de testare din cauza absentei competitiei de droguri.

Pentru a servi drept control procedural, o linie colorata va aparea intotdeauna in regiunea de control,

indicand faﬁtul ca a fost adéuiat volumul adecvat de siecimen si a avut loc absorbirea membranei.

Fiecare linie de testare contine anticorp monoclonal de soarece anti-drog si conjugati
medicament-proteina corespunzatori. Linia de control contine anticorpi policlonali IgG anti-iepure de

caEra si IEG de i |eiure

Pentru profesionistii din domeniul sanatétii, inclusiv profesionistii din punctele de ingrijire.

e Imunotest pentru in numai pentru diagnostic in vitro . Testul trebuie s& ramana in punga sigilata
pana la utilizare .

* Toate probele trebuie considerate potential periculoase si manipulate in acelasi mod ca un agent
infectios.

« Testul folosit trebuie aruncat in conformitate cu reglementarile locale.
A se pastra asa cum este ambalat in punga sigilata la 2-30°C. Testul este stabil pana la data de
expirare imprimata pe punga sigilatd. Testul trebuie s ramana in punga sigilatd pana la utilizare. NU
CONGELATI. Nu utilizati dupa data de expirare.
Analiza urinei

Proba de urina trebuie colectata intr-un recipient curat si uscat. Urina colectata in orice moment al zilei
poate fi utilizata. Probele de urind care prezinta precipitate vizibile trebuie centrifugate, filtrate sau
lasate sa se depuna pentru a obtine un esantion clar pentru testare.

Depozitarea probelor
Probele de urina pot fi pastrate la 2-8°C timp de pana la 48 de ore inainte de testare. Pentru
depozitare prelungita, probele pot fi congelate si pastrate sub -20°C. Probele congelate trebuie
dezghetate si amestecate bine inainte de testare. La testarea cardurilor cu SVT sau alcool,
depozitarea probelor de urina nu trebuie sa depaseasca 2 ore la temperatura camerei sau 4 ore la
frigider inainte de testare.

MATERIALE

Materiale furnizate

e Cupe de testare e Pachetul pe care 1l introduc
Materiale necesare, dar nefurnizate
e Cronometru « Recipiente de colectare a probelor

Lasati testul , specimenul de urina gi/sau controalele sa atinga temperatura camerei (15-30°C)

inainte de testare.

1. Aduceti punga la temperatura camerei inainte de a o deschide. Scoateti cana din punga sigilata si
utilizati-o in decurs de o ora.

2. Donatorul ofera specimen.

3. Tehnicianul inlocuieste si fixeaza capacul in timp ce paharul se afla pe o suprafata plana.

4. Verificati eticheta de temperatura (Temp Label) pana la 4 minute dupa colectarea probei. O culoare
verde va apdrea pentru a indica temperatura specimenului de urina. Intervalul adecvat pentru un
specimen nealterat este 32-38°C (90-100°F).

5. Tehnicianul dateaza si initiaza sigiliul de securitate si ataseaza sigiliul de securitate peste capacul
cupei.

6. Tehnicianul dezlipeste eticheta de pe paharul de testare pentru a vedea rezultatele.

7. Rezultatul benzii medicamentoase trebuie citit la 5 minute. Nu interpretati rezultatul dupa 10
minute.

Cititi benzile de droguri in 5 minute

-E-Ea ]

Negativ Pozitiv Invalid

INTERPRETAREA REZULTATELOR

(Va rugam sa consultati ilustratia de mai sus )
NEGATIV:* O linie colorata apare in regiunea de control (C) si o alta linie colorata apare in
regiunea de test (T) . Acest rezultat negativ inseamnéa ca concentratiile din proba de urina sunt sub
nivelurile limitd desemnate pentru un anumit medicament testat.

- — 4.
Oplag:eg .(OPI) Morflpg . 2.000/1.000 5. Un rezultat negativ poate sa nu indice neaparat urina fara medicamente. Rezultate negative pot fi
Fenciclidina (PCP) Fenciclidina 50/25 obtinute atunci cand medicamentul este prezent, dar sub nivelul limita al testului.
Propoxifen (PPX) Propoxifen 300 6. Acest test nu face distinctie intre drogurile de abuz si anumite medicamente.
Antidepresive triciclice (TCA ) Nortriptilina 1.000/500/300 7._Un rezultat pozitiv al testului poate fi obtinut din anumite alimente sau suplimente alimentare.
Ketamina (KET) Ketamina 1.000/500/300/100 CARACTERISTICI DE PERFORMANTA
Oxicodona (OXY) Oxicodona 3.00/100 Precizie
Fentanil (FYL) Norfentanil 20/10 % de acord cu GC/MS
Etil - B -D-glucuronid (ETG) Etil-B-D-glucuronid 1.500/1.000/500/300 AMP BAR BZO BUP coc THC MTD MET | MDMA
Mefedrona (MEP) Mefedrona 5 00/100 300 200 100 5 100 20 200 300 500

Acord pozitiv| 99,1% | 95,3% | 99,2% | 99,1% | 99,2% | 94,8% | 98,9% | 97,8% | 98,1%

Acord negativ| 98,5% | 97,9% | 97,5% |>99,9% | 97,0% | 99,3% | 98,7% | 97,5% | 99,3%

Rezultate

totale 98,8% | 96,8% | 98,4% | 99,6% | 98,0% | 97,6% | 98,8% | 97,6% | 98,8%

OPI PCP PPX TCA KET OXY FYL ETG MEP
2,000 25 300 1,000 100 100 10 300 100

Acord pozitiv| 96.7% | 92.4% | 96.0% | 94.8% | 96.0% | 97.7% | 98.8% | 98.8% | 90.5%

Acord negativ| 93.8% | 96.8% | 94.0% | 91.6% | 97.3% | 99.4% | 99.4% | 99.4% | 97.0%

ngfa'f:‘e 95.2% | 95.2% | 94.8% | 92.8% | 96.8% | 98.8% | 99.2% | 99.2% | 95.4%
% Acord cu Commercial Kit
AMP 300|BAR 200|BZO 100| BUP 5 [COC 100| THC 20 [MTD 200MET 300| VXA

Acord pozitiv | >99.9% | >99.9% | >99.9% | >99.9% | >99.9% * >99.9% |>99.9% | >99.9%

Acord negativ| >99.9% | >99.9% | >99.9% | >99.9% | >99.9% * >99.9% | >99.9% | >99.9%

R?é;ﬁs‘e >99.9% | >99.9% | >99.9% |>99.9% |>99.9% | *  |>99.9% |>99.9% |>99.9%
OPI PCP PPX TCA KET ()44 FYL ETG MEP
2,000 25 300 1,000 100 100 10 300 100
Acord pozitiv * >99.9% | >99.9% * >99.9% * * * *
Acord negativ| * >99.9% | >99.9% * >99.9% * * * *
Rezultate * 1) 0, * 1) * * * *
totale >99.9% | >99.9% >99.9%
*Nota: Se bazeaza pe datele GC/MS in loc de Kitul comercial.
Precizie

Un studiu a fost efectuat la trei spitale folosind trei loturi diferite de produs pentru a demonstra precizia
dintre rulare, intre rulare si intre operator. Un card identic de specimene codificate, care continea
medicamente la concentratii negative, 50% si 25%, a fost etichetat, orbit si testat la fiecare loc.
Rezultatele au obtinut o acuratete = 75% la esantionul cu nivel de decuplare de ¥25% si o
precizie de 100% la specimenul cu nivel de decuplare de +50%.
Sensibilitate analitica

Un bazin de urina fara droguri a fost imbogatit cu medicamente la concentratile enumerate.
Rezultatele sunt rezumate mai jos.

Intervalul limitd de AMP BAR BZO BUP cocC THC
concentratie a 300 200 100 5 100 20
medicamentului - + - + - + - + - + - +
0% Cut-off 30| 0 |3 ] 0 |30 0 |3 | 0 ]3] 0]3]0
-50% Cut-off 30| 0 |3 ] 0 |30 0 |3 | 0 ]3] 0]3]0
-25% Cut-off 27 | 3 |26 | 4 |27 3 |26 | 4 |27 3 |12 | 4
Cut-off 15 15 15 15 | 14 16 | 14 | 16 | 16 14 | 14 | 16
+25% Cut-off 4 26 3 27 3 27 3 27 4 26 4 26
+50% Cut-off 0O |3 [0 [3]O0 30| 0 [30 [ 0 [30 | 0 |30
+300% Cut-off 0O |3 [0 [3] 0 30| 0 [30| 0 |30 0|30
Intervalul limita de MTD MET MDMA OPI PCP PPX
concentratie a 200 300 500 2,000 25 300
medicamentului - + - + - + - + - + - +
0% Cut-off 30| 0 |3 ] 0 |30 0 |3 ] 0 ]3] 0]3]0
-50% Cut-off 30| 0 |30 ] 0 |30 0 |3 ] 0|3 ] 0]3]0
-25% Cut-off 27 | 3 |27 3 | 25 5 |27 ] 3 | 25 5 [ 26 [ 4
Cut-off 15 15 16 14 | 14 16 | 15 15 | 15 15 14 | 16
+25% Cut-off 4 26 3 27 4 26 5 25 3 27 3 27
+50% Cut-off 0O |3 [0 [3]O0 30| 0 [30 [ 0 |30 0 |30
+300% Cut-off 0O |3 [0 [3]O0 30| 0 [30 | 0 |30 0 |30
Intervalul limita de TCA KET OXY FYL ETG MEP
concentratie a 1,000 100 100 10 300 100
medicamentului + - + - + - + - + - +
0% Cut-off 30| 0 |30 ] 0 |30 0 |3 )] 0 ]3] 0]3]0
-50% Cut-off 30 | 0 |30 ] 0 |30 0 |3 ] 0 ]3]0 ]3]0
-25% Cut-off 25 5 27 3 27 3 27 3 25 5 27 3
Cut-off 15 15 15 15 | 15 15 | 15 15 | 16 14 | 17 | 13
+25% Cut-off 4 26 3 27 4 26 3 27 4 26 5 25




[ +50% Cut-off [ 0o[]3]o([30]o]3]oJ[3]o][3]o]30]
| +300% Cut-off [ o ]3] o [3] o3 ]o([3]o0o]3][o]30]
Specificitatea analitica

Urmatorul tabel listeaza concentratiile de compusi (ng/mL) care sunt detectate ca pozitive in urind de
testul rapid cu mai multe medicamente la 5 minute.

(1,005 -1,045 ) au fost adaugate cu medicamente la 50% sub si, respectiv , 50% peste nivelurile limita.
Testul rapid cu mai multe medicamente a fost testat in dublu exemplar folosind cincisprezece mostre
de urina fara droguri si probe de urina cu varfuri. Rezultatele demonstreaza ca diferitele intervale de
greutate specifica urinara nu afecteaza rezultatele testului.

Efectul pH-ului urinar

Efectul gravitatiei specifice urinare
Cincisprezece (15) esantioane de urina din intervale de greutate specificad normald, ridicata si scazuta

— concentratie — concentratie pH-u_I unui bazin (_16 urina ne'gativ alicot a _fost ajustat la un interval de pH de Ia_5 la 9 n _inf:r'emepte de
Analiti (ng/mL) ’ }Anahgl (ng/mL) ’ 1 unitate de pH si a fost adaugat cu medicamente la 50% sub si 50% peste nivelurile limita. Urina cu
AMFETAMINA (AMP 300) varfuri, cu pH-ul ajustat a fost testatd cu Testul Rapid Multi-Drug. Rezultatele demonstreaza ca
— —= diferitele intervale de pH nu interfereaza cu performanta testului.
Sulfat de D,L-amfetamina 175 Fentermina 30 0 Reactivitate inérucisaté
L-Amfetamind 10,000 Maprotilina __ 15,000 A fost efectuat un studiu pentru a determina reactivitatea incrucisaté a testului cu compusi fie in uring
(+) 3,4-Metilendioxi 150 Metoxifenamina 2.000 fara medicamente, fie in urind pozitivd pentru medicamente care contine substante calibratoare
jamfetaming D-Amfetamina 3 00 inrudite mai sus. Urmétorii compusi nu prezinté reactivitate incrucisatd atunci cand sunt testati cu
BARBITURICE (BAR 200) Testul Rapid Multi-Drug la o concentratie de 100 pg/mL .
/Amobarbital 3.000 Alfenol 4 00 Compusi fara reactie incrucisata
5,5-Difenilhidantoina 5.000 IAprobarbital 300 Acetofenetidina Cortizon Zomepirac Chinidina
/Alobarbital 40 0 Butabarbital 150 N- acetilprocainamida  Creatinina Ketoprofen Chinina
Barbital 5.000 Butalbital 5.000 Acid acetilsalicilic Deoxicorticosteron Labetalol Acid salicilic
Talbutal 150 Butetal 30 0 Aminopirina Dextrometorfan Loperamida Serotonina
Ciclopentobarbital [20.000 Fenobarbital 200 Amoxiciling Diclofenac Meprobamat Sulfametazind
Pentobarbital 5.000 Secobarbital 200 Ampicilind Diflunisal Isoxsuprina Sulindac
BENZODIAZEPINE (BZO 100) Acid I-as‘corblc D!goxma . d,ITpropgr!o!ol Tetraqcllna )
[Alprazolam 20 Bromazepam 300 Apomorfina leenhldramlna ] Acid nalidixic tetrahidrocortizon ,
- - - - Aspartam P- aminobenzoat de etil  Naproxen 3- un cetat
a- hidroxialprazolam 500 Clordiazepoxid 300 Atropin ] " o o . .
- pina B-Estradiol Niacinamida tetrahidrocortizon
Clobazam 60 Nltrazepgm - 60 Acidul benzilic Estron-3-sulfat Nifedipina tetrahidrozolina
Clonazepam _ _ 150 Norclordiazepoxid 40 Acid benzoic Eritromicina Noretindrona Tiamina
Clorazepatedipotasiu 150 Nordiazepam 300 Bilirubina Fenoprofen Noscapine Tioridazina
Delorazepam 300 Oxazepam 100 d,I-Bromfeniramina Furosemid d,l-Octopamina d,| -tirozina
Desalchilflurazepam 60 [Temazepam 40 Canabidiol Acidul gentizic Acid oxalic Tolbutamida
Flunitrazepam 60 Diazepam 100 Hidrat cloral Hemoglobina Acid oxolinic Triamteren
(+) Lorazepam 1.000 Estazolam 2.000 Cloramfenicol Hidralazina Oximetazolina Trifluoperazina
RS- Lorazepamglucuronida 60 Triazolam 1.000 Clorotiazida Hidroclorotiazida Penicilina-G Trimetoprim
Midazolam 2.000 d,|-clorfeniramina Hidrocortizon Perfenazina d,| -Triptofan
BUPRENORFINA (BUP 5) Clorpromazina 0- Acid hidroxihipuric Fenelzina Acid uric
Buprenorfina 5 Norbuprenorfina 5 glole_sdt_erolul g-ll-h_droxnltramlnaI Prednison Verapamil
= onidina | -izoprotereno
Buprenorfina 3-D-glucuronidd 25 g‘%bg“lzz’;gm: 50 BIBLIOGRAFIE
COCAINA (COC 100) 1. Tietz NV. Manual dle chimie cIinicé. Cpmpania WB Sgunders. 1_986;_ 1735.
Benzolecgoning |1 00 ]Cocaetilené |7’0 0 2. B. Codly, JT, ,:Speumen Adulteratllon in drug‘unnaly.5|s. Forensic Sci. Rev., 1990, 2:63.
- — — 3. C. Tsai, SC si colab., J. Anal. Toxicol . 1998; 22 (6): 474
Clorhidrat de cocaina 8o [Ecgonina |£0.000 4. Hawks RL, CN Chiang. Testarea urinei pentru droguri de abuz . Institutul National pentru Abuzul de
MARIJUANA (T}-lC) 20) Droguri (NIDA) , monografia de cercetare 73, 1986.
Canabinol 14, 0,00 A _-THC 6,8 00 5. Baselt RC. Eliminarea medicamentelor si substantelor chimice toxice la om . a 6-a Ed. Biomedical
11-nor- A °-THC-9 COOH 12 A °-THC 6,8 00 Publ., Foster City , CA 2002. '
11-nor- A °-THC-9 COOH 20 Index de simboluri
METADONA (MTD) 200) . W ’ Reprezentant autorizat]
Metadona 200 Doxilamina 5.000 A Atenje Teste per kit in UE
METAMFETAMINA (MET 300) Pentru in vitro Utilizati pana g
p- Hidroximetamfetamina 7.500 ( £)-3,4-metilendioxi- 3,750 numai pentru uz diagnostic g la i ® Nu reutiizafi
D-Metanfetamina 300 metamfetaming : we 5
L-Metanfetamina l6.000 Mefentermina 15.000 A se pastra intre 2-30°C Numérul Catalog #
METILENDIOXIMETAMFETAMINA (MDMA) 500) Ecstasy lotului
+) 3,4-Metilendioxi - 3,4-metilendioxietil- it x . Consultati
E:Ic)xhidrat de metamfetamina p00 lamfetamina S00 @ Nu Utlgzs?él S:tceé:iggsalajul “ Producétor [E Instructiunile de
ﬁ():li"f-Mf_etilendioxiamfeta 3.000 utilizare
e mina . . =
VORFINA T GFIAT (OPT 2,000 gg;g:]?:gﬂeﬁtlﬁest Biotech Co.,Ltd. c € C-REP -
Codeina 2.000 Morfina 2.000 Hangzhou Economic & Technological Development Area Borkstrasse 10
Etilmorfina 13.000 Norcodeina 25.000 Hangzhou, 310018 P.R. China . 48163 Muenster
Hidrocodona 50.000 Normorfona 50.000 Web: www.alltests.com.cn  Email: info@alltests.com.cn Germany
Hidromorfona 15,000 Oxicodona 25.000 S
Levorfanol 25.000 Oximorfona 25.000 Importator si distribuitor :
- — — SC Speqtus Enterprise SRL
6-Monoacetilmorfina 3.000 Procaina 50.000 Bucuresti . Romania
Morfind 3- BD-glucuronida [2.000 [Tebaina 25.000 Contact@’goldenprotect.ro
FENCICLIDINA (PCP 25)
Fencicliding 3 [4-Hidroxifenciclidina [12., 500
PROPOXIFEN (PPX 300 )
D-Propoxifen [300 [D- Norpropoxifen [300 Numaér: 14603048501
ANTIDEPRESIVE TRICICLICE (TCA 1.000 ) Data revizuirii: 2026-03-04
Nortriptilina 1.000 Imipramina 1400
Nordoxepina 5 00 IClomipramina 50.000
[Trimipramina 3.000 Doxepina 2,0 00
Amitriptilina 1.500 Maprotilind 2,0 00
Promazina 3.000 Prometazina 50.000
Desipramina 200 Perfenazina 50.000
Ciclobenzaprina 2,0 00 Ditiaden 10.000
KETAMINA (KET 100 )
Ketamina 100 Benzfetamina 2.000
Dextrometorfan 200 (+) Clorfeniramina 2.000
Metoxifenamina 2.000 Clonidina 10.000
d- Norpropoxifen 2.000 EDDP 5.000
Promazina 2.000 4-Hidroxifenciclidina 5.000
Prometazina 2.000 Levorfanol 5.000
Pentazocina 2.000 MDE 5.000
Fenciclidina 2.000 Meperidina 2.000
[Tetrahidrozolina 50 d-Metanfetamina 5.000
Mefentermina 2.000 |I-Metanfetamina 5.000
(1R, 2S) - (-)-Efedrina 10.000 [Tioridazina 5.000
Disopiramida 2.000 féﬁ'a’\r"n?:]';e?&gmftama © lo.000
OXICODONA (OXY 100)
Oxicodona 100 Hidromorfona 50.000
Oximorfona 300 Naloxona 25.000
Levorfanol 50.000 Naltrexona 25.000
Hidrocodona 25.000
FENTANYL (FYL) 10)
Alfentanil 300.000 Buspirona 8.000
Fenfluramina 25.000 Fentanil 50
Norfentanil 10 Sufentanil 25.000
paliperidona 500 Risperidona 2.500
ETIL- B -D-GLUCURONIDA (ETG 3 00)
Etil-B-D-glucuronida 300 Propil B-D-glucuronida 30.000
Morfina 3B-glucuronida 60.000 Morfina 6B-glucuronida 60.000
IAcid glucuronic 60.000 Etanol >100.000
Metanol >100.000
MEFEDRONA (eurodeputat) 100)
Mefedrona HCI 100 R(+)- Metcatinona HCI 1.500
S(-)- Metcatinona HCI 500 ot e 1500
-fluorometatinona
Clorhidrat de 4-fluorometatinona (300 Metoxifenamina 100.000
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