One Step Multi-Drug Urine Cup

Cne Step Mulli-Orug Urine Cup offars any combination from 2 to 12 drugs of abusa tasts for 16
diffarent drugs: Amphetaminae (AMP), Barbslurates (BAR), Banzodiszeginas (BZ0), Cocama (C0OC),
Cannabingids {THE), Mathadans [(MTDH} Melhamphataming (MET),
Mothylenedoxymathemphatamine (MOMA] Morpnine (MOP), Opéate (01 2000), Phencycidine
(PGP, Troycle Antdepressanls (TCA), ), Buprsnorphine (BUR), Ouycodone [D0Y), Katamine (KET),
Propoxyphena (FRX).

This package inserl appbes o all combinstians of mulli-drog flesls panel with nfegraled cugp.
Thesalors, sama infarmabon on the parfonmance characlerisbes of the product may nal be redevand Lo
your tesl. We refer o the labels on the packaging end the prints on the tast strip to dentify which
drugs are included In your test”

A rapid one slep fest for the gquallative delection of drug of abuse and thel principal
mefabalites in human urine af specified cut off level
For hegithcare professional use only. For in vitro diagnostic use.

One Siep Multi-Drug Urne Cup & rapikd wine scresning test. The test is a lataral Bow, one-
slap imrmenoassay for the gualitative detection of specific drugs and thair maedaboites: in human
urine at the following ol of concentrations;

Cad off
Tast Cekbrator {ngimi)
Amphetaming Amohataming 1,000
Barbehsraing Sacobarbilal aoo
Benrodazesings Dxazepanm 300
Cocaina Banraybacgoning ano
Marljuana Menuana 50
Mathadong Methadone 00
Matharmghetamine Methampnetamine 1,000
Mathyienadicsymathamphetamine 3 4-Methylenediaxymethamphataminag 500
HCI{MOALA )
Marphins Morphine 300
Cipiatn Morphine 2000
Pheacydiding Fhencyclidine 25
Tricyclic Antideprassants Naotriptdina 1,000
Buprenorphine Buprenosghine 10
Chepoodons Cheycodons 100
Kelamine Kalamine 1,000
|_Propawyphans Propooyphans 300

This assay provides only a preliminary el resuft. A& mare specific allsmatve chamical method must
e usad in order to obisin a conlirmed analytical resull. Ges chromatograshy/mass spactrometry
(GEMS) is the prefermed confirmatory method, Clinécal considaration and professional jedgment
should ba applied to any drug of abuese test result, particulary when praliminary resalts are positive.

One Step Multi-Drug Urine Cup is a competitive immunoassay that is wsed to screen for the
presence of drugs of abuse in urine. It is chromatographic absorbent device in which drugs or
drug metaboliles in a sample competitively combined 1o @ limited numbes of antibody-dye
canjugate binding siles

When the abaorbent end of the test device s Immersed into the urine sample, the urine ks
absarbed into the device by capillary acton, mixes with the antibody-dye conjugate, and flows
across the pre-coated membrane.
When sample drug levels are al or above the larged culoff, the drug in the sample binds to the
anlibody-dye conjugale preventing the anlibody-dye conjugale from binding fo the
drug-protein pre-coated In the test reglon (T). This prevents the development of a distinct
colored band in the teat region indicating & potentially positive resut.
‘When sample drug levels are zero or below the target cutoff (the detection sensitivity of the
fest), antibody-dye conjugale binds Lo the drug-prolein pre-coated in the test region (T) of the
denion, This produces a colored fesl line that, regardiess of its inlensity, indicales a negalive
regult,
Ta serve 88 a pracedure contred, 8 colorad ling will appaar an the contred reglon (C), if the test
has bean performed propary.

= This kit is for external use only, Do nol swalow

= Discard afier firat use, The tast cannot be used maore than once
= Do not use test kit beyond expiraton date.

+ Do not usa the kit if the pouch is punctured or not well sealsd.
+ Kesirp out of lhe reach of children,

+ Store a1 4 °C ~ 30 °C up 1o the expiration date.
* Kaap away from suniight, molsture and heat,
« DO KOT FREEZE.

*One pauch contmning a fest cup, a screw Koy and a desiccanl.
«Fackage insart

«Timer + Exfernal confrofs

+“Wash your hands with socap and warm walar, Open the sealed pouch and remove tha wine fest cup,

+The donors callect their udne samples, Open the cag of te aug and urinisle direcly inlo Bee fest oup
Faplace and seal the cap. Check (he cag Tor a tight seal.
The minimum eample volumea |s 25mL (See the Minimum Fill Velume scale on the cup |abel).

+The technician check cap for tight seal and cbserve the lemperature indicator card attached on the
cup to sea if the donar collact water or liguid ather than wine. Normally, the temparaturs of urine just
aut of body is approxématin to tha body temparalure, Technician dates and signs the namas of the
danor and the aperator on the cap labsal

sUrine epecimans shoud be eeted wilhin ani hour alter colaclion in e lesl uine cup.

Test must be In room temparature (10 to 30°C). Brng the test cup wih Te sampée to room
tampearature prior to testing. The tast is perfommad by & technical not the sampla donos

1, Afber the urine his boen calleched, plaoe the fesl cup on a 821 surface.

2. Ingert tha serew key ta tha Key hole, than baials scraw key farm beft to night tll to a ful passtion &t
one lime.

&, Wait for 5 minutes, remove tha labal and read the result. Do not read results after 5 minutes.
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Positive (+]
A raza-pink band is visibie in sach controd region, No color kand appears in the appropriaie lest region
1§ indicales a posilive resufl for the corespanding drug of that specific lesl zone,

Magative |-

A rose-pink band is visibla in each controd region and the appropriate test ragion. It indicatas that tha
concentrabon of the cormesponding drug of that specfic test zone &5 zero or below the detecBon limit of
e sk,

Ievwalid

If a color band ie not visible in eech of the control raglon or a color band is only visible in each of the
test regian, the test is invabd, Ancther test should be run 1o re-evaluate the spaemen. Please contact
tha distributor or tha store, whara you boughl the produd, with the lot number,

Mote: Thes s no maaning aliribuled 1o lire color intensily or widlh.

Control Fine s c c c
Tass fing - T T T

Fositive  Negalive  Invalid Invalid

Pasitive result for the cormsponding
drug in the lest region T1 and T2

Rasults axample:

Contral line e
Test line == T1
Tast ine =i T2

Negative rosult for the cormespanding
drisg i the test region T1 and T2

Though thers is an internal procedural contrel line in the test device of contral region, the uss
of axtarnal controls is strongly recommended as good laboratory festing practice to confirm
thex tast procedurs and fo vardly proper lesl pedormance. Positive and negative confrol should
give the expecled results, When lesting the posilive and negalive conlrol, Ihe same assay
pracadure ahould be adopted,

1. This test has been developed for testing urine samples only. The perfermance of this test
using other spacimans has not bean substantiated.

2. Aduflasated unine sampies may produce eroneous msults. Strong oxidizing agents such as
bleach [hypochlosle) can oxidize drog analyses, T a sample s suspecied of being
adulterated, obtain a new sample.

3. This test is a qualiative screenng assay. It is not designed to determine the quantitative
conceniration of drugs or the level of intoxication

4 W is possible that technical or procadural errors, as well as other inlerfening substances in
Thir Unime Specimen may cause eroneous resulls

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

6. The test result doss not distnguish betwsen drugs of abuse and cedain medicings.

T A positive result mighl be obtained from carain foods or food supplements.

A comparison was conducted using sach of the tests and commarcially available drug rapid
test (Acon One Step Multl-Line Screen Test with Integrated E-Z Spdlt ey IM Cup (Urine)). 740
specimens were used in the test. Positive results were canfirmed by GCIME, The results wers
listed as follows:

4 Agresment with commercial kit
e N AMP BAR BZO CoC THC MTD MET MDA
Fosilive »89% | S7.6% | 95% 100% 95% G0% E0%, 5%
Megalive =39% % 100% BE% 9% a8% =>28% 9%
@ >00% | OBGE%W | Grott | -00% | 7ot | 96.4% | -00% | 07.0%




! M aFl
Eﬁﬂ:lﬁ‘ﬂl‘l 200 2000 PCP TCA BueR oy KET PFRX
Fosilive o7.S%  PTAs%  PTsth  @Es% B7% =00% BE% a5%
Magstiva % % 8% % H% =0E% Qi 100%
Takal BL6% B.6% [FE.6%  [@7.8% BT% =00% a7.5% | 97.9%
% Agraemant with GCMS
Spenman AMP BAR EZO CoC THC MTD MET MDMA
Fosiliva 4% az% a7% 96% 5% B5% 9% a7
Megative oY 8% are 9% 6% ik i a9%
Tatal a7 95 % 7% 3% B6% BT% 5% Qi
MOFE arl
Speciman 200 3000 FCF TCA BurF QXY KET FFX
Fositive 9% 99% A% 5% W% 925% | 925% a0%
Magativa GB% 99% A8% 9% ars% | arat H5% 97.5%
Tatal 6% 959% 6% 7% 83.8% 85% 93.8% | 23.8%

Standard drugs were splked info negative unna sampdes to the concentration of -50% cutof, -25%
cutaff, cutoff, +25% cutof and +50% cuioff. The results were sssmmarized below,

Drug Conc [ AMP | BAR | BZO | COC | THC | WTD | MET | MOMA
Cut-off ranga) I FERET=0 ST &= =1 s =] = -
% Cut-off Aplaojo|aoj o030 0300 |30)030|0] 30 0
L5603, Cut-off FAER IFRER IFS ER1 IR EXICE EM IENER 6N EST I A
e 20% Cut-oll 0|25 5 |26 42| 425|565 |23 7 |25] 5 )25 6] 23 ¥
ut-aff AB (12018102014 (1616 | 15 |14 16 |12 1B 12 [ 17] 10 | 20
25% Cut-ofl | 5|25 6|22 5 |25 6 |24 3 |27T| 6 |24 5 |25] 4 268
{50 Cutoft 30| 0 (30| 0 Ja0f0 (a0l (a0 0faol o |a0|o [30] 0 | a0
rug Conc - | M0F 300 | oFr2000 | PCP [ TCA [BUP [ OXY [ KET | PeX
Cut-off ranga) E + - + s lexl=1+l=0%]s]s)=]=]=1%
| A 30] 30 | © | a0 | o [ao|o faololaolo a0 o a0 o a0]o
0% Cad-aff oH] ] 0 30 O |30) 0 3000 300 O j30f 0 1300 0 |30 0
5% Cut-off F0) 24 -] 25 3 2604 J24) 6 j260 4 J26] £ |27] 3 26] 4 |
Cul-aff ) 10 20 14 16 Q114 416) 1 §29) 2 427 2 |2E} 1 |28
e 25% Cut-off 3 3 27 o 25 Tl2il 6 j24] 0 §3n) o |30] 0 J30) 0 |30
50 Cudoff 0] o (30 | o | 30 |olaoflolao]olso]olsa]osolofan

To test the specticity of the test, the test device was used to test varous drugs, drog
metabalites and other components that are likely to be present in urine, All the componants
were added lo drug-free mnormal human wrine. These concentralions (ngdmlL} bolow also
represent the fmils of deleclion lor the specilied drugs o metabaliles

Amphelamine hlhimhllm‘nm
d-Amphataming | [0+ |- Mathampheiamine i,
K. 1-Amphelaming [5.000 O-Amphetamine [E0.000
H-Amphataming 50,000 WChloroauins | T
4=y 5,000 #i-|-Ephadring i)
[3.4-rmath di ming
P el Ermrne 5,000 - -Methamphatamineg hﬁ 000
me-m +-13 A-methylenedioxumetha mpnatamin 2,000
{MCALA)
|Eecobarbital o E-mmm&mnn T
IArnobasmital i rimethobenzamida [0, 000
Wlphienal 150 athyl fioxymathamp (MDMAY
iprooartital (200 G a-Matnwienadioxymethamphetaming Foa
Butabarhital i HCAMDMAY
G &-Metyanadioxyamphetamine HCl [B.000
Butathal Ho0 4-Mathvienedicsyathsamphetaming
Bulalbita 2,500 arphina
ICyelopentooarhital 00 orphine Egg
Prniobarhital [B00 il CT
Fhenchartvisl o0 ihyl Morphineg Eﬂﬂ
[Banzodiazepines Hydraoodane 00
xazapam | i) Hydromorphona b OO0
Wlpriniam Eﬁﬂl Worphinie-3-b-d-glecuronido [, D00
l-Hydroxyalprazolsm H,500 [Thabaine | T
Bromazegarm I [opiate 2000
IChloroiazeposde H,500 IMorphine OO0
[Cionazapam HEI ’__lm fodeina P00
Ciabazanm [ Elhylrrarphing 5,000
Clonazepam Eﬁ Hydracodans 2 500
Clorazapale dipolassium Hydromorphine | SR
Delorazepam (1,500 L evarphanol 75 000
Dasaiyllurazapam pLO0 - Monoacetyd marphine B, D00
Diazepam 200 florphine 3-5-0-glucuronide 2000
Zodaem G000 Marcadeiru 12,500
unitrazegam FO0 Marmorphana 0. 000
C.L-Lorazapam 1,500 Choroodans 25 000
Midazalam 12,500 Csymorphine [5. 000
Pirazepam 00 P rocaing 150,000
Maorchlordisespoxide | ] Thebaine [roo,000
Mardiazepam KO0 Phancyclidina
[Terrazapam oo Phencyclidine 5
[Trazalam 2,500 b -Hydrogrphancycaina 12, 500
Cocaine [Tricyclic Antideprassants
Berzoylecganng | 7] FMotriptyling .00
ICacame HCI rs0 Mordowe s ]
Cocaathylens 12,500 Triripramiine 3,000
Ecgoning 2,000 JAmiriptying [1.500

Fromazine 1.500 [Codeina nao,0o0 |

Csiprarning 200 F::Irormrmnna 100,000

I mipramene M0 rphing =100

g pramine 12,500 tylmorghine =100,

Daxepine ERET] uprenarphine =1

Maproliine 2 000 Emﬁamphlne > 100,000

Fromethazine 25,000 rapoxyphana

ana - Progaxyphans 300

11-nor-AS-THC-8-C00H |50 -Maorpropocyrhane 300

11-nar-AB-THC-8-CO0H a0 Buprenorphine

11-hydrary- AD-Telrahydrocannabinol?, 500 Huprensmphing 3-0D-Glucuronige 15

Al Tatrahydrecannabing [7.500 plomuprenephine 20

AB- Tetahydrocannabing 10,000 Mormmuprenorphine 3-D-Glucuroreds o0

Cannabing! 10,000 Hetaming E

[Cannabidiol 100,000  Bethadona 0,000

ona [Fathidine 12,500

F«hmnu 300 [pAettylamphetamine H2,500

Doxylamine Booi0 Meihoryphenamine 17,500
yoodone Framethazine 25,000

FI:;\ydrmme 20,000 Phencyclidnes | S

Hfoaloohaneddin
Malidixiz acid
Aralylealicyic acd

ARraping

Banziko acia
Bernznic acid
Banzphetamire
Bilinuin
Deaeycoricoatarona
Cafining

Chioraitnyedrabe
Chlscasnphenisal
Chicrothlazice

0, L-Chiciphenraming

Considering the complexty of clinical unne specimens and the possizility that varlous wrine
apecimens contain potenbally interfending subsfances, we simulated abowe situations by
adding the potantally inferfering substances to a cedain concentration as specimen. The
following somponents show no cross-reaclivity when lested with Qne Step Multi-Drug Usine
Cup al a concenlration of 100 pg/mi,

Croatnine
Deaxyearicostsrans
Deatromsthorphan
Diczotenas

Diflursal

Digomin
Dishenbydramine
L-y-Ephwsdrine
Ecgoning methylastar
Ethyl-p-aminobenzoata
-Estradic
Estrone-3-suffale
Ergthramycin
Fennpralen
Furcsamida

Gantsic ad
Hemoglabin
Hydralazine
Hydrechlanalbiazide
Hydroaomsane

C-Hydronyhppusic acd

B Hyrirmayty e ne

Loperamide
Meprobamals
KMealhoayphanamine
Mallislc acd

Mal oo
Maitrexana
HMapraxen
Miacirartds
Miledipina
MNomethindrana
D-Mamprapaxyphana
Moscaping

D, L-Cetapaming
Cmalic acid
Qrnlinle feia
Creymatazoling
Papaverine
Panicilin-{
Perphanazing
Fhenelzins
L-Fhanylaphnne

- Phanyla thydaming
Phenyloropanoamins
Predrigone

O, L-Fropanaled
L-Codinine

Cuiriding

Chuirirm

Ranilicfira

Sallcyle ackd
Sarctaren
Sutfamathazing
Sulindac
Talracpcding
TatraiydrocortEons,
A-featata
Tetahydrocortisonm,
{B-D-glucumnonide)
Talrabpdrododres
Thiamine
Thiaridazing
DL-Tyrasing
Talbutamide
Tramterens
Trflopersasing
Trmeshoprim
Tyraming

B L -Tryptaphar
Urine acid
Warapamil
Zomwprac
D-Paaucoapheding

From lhe resulles above, it is cdear thal One Slep Mull-Drug Udne Cup resisls well agains]
Interference from these substances.
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Keep away from sunlight

Store batween 4°C and 30°C

Keep dry

Do not re-use
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