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Intended Use

The Oratect™ il Chal Fluid Drug Soreen Device is a ane-stap lateal oy amMmUnoassay
device for fhe qualitatwe detoclivn of methemphetaming. MOMS, THE, canang,
amphefaming, apiatas, phercyvelidine ang han melabuiles in human eral fuld, The
Dratact™ I et doiecks these drags st the fellowirg cut-aff concentrations:

MFE Ad-Muthamphatamine MDA, 25 nogim
TH Ag-Tatrahydroran nataing Al ndiml
(] Cocaine 20 ngiml
A c-fmphiclamine 25 ng/ml
Op Morphine 14 agdmil
PG Mhencyelicine 4 matml

The test s mbendad to be adminislersd hy a tained prolessonal. H should not ba
uged without superaesion. This product is intended far Farensis usa oy and is not for
use in diagnestie procedures.

The Oratect™ Il Gral Fluid Drug Screen Device provides only preliminary druyg
fest results. For quantitative analytical results or for 8 conflrmation of 3
presumptive positive result obtalned by Oratect™ |1, a more specific alternative
method such as GCIMS or LCIMS must be used,

Summary and Explanation

lllegal crug - censumption contiboles b many accidents, isurss and medical
cunditions. - Sereening incividuala for deungs ol abose is en imponant methed in
idantifying hase who may cause hanm 1o bamasves ani kB alhers

Caleel™ IF was developed o detect antva diuogs-olobuse present it salva, Sludies
o matnamphclaming, MOMA, cocaing, coiate. amphetamme. phensyoliding ang
canrabicid shaw that all of these drugs are defectanle ineeal fuid. Oratect™ 10 is
desgned o integrate eral fluid sallecton and o el Now Immurosssay scraening
el for rlrags-ul-abuss in ane gingie device,

lest Frinciple

The Oratect® I Ceal Fluid Drug Screen Device is hased on o compelifive
immuncassay procedure n which doog derivalives Immabiized on the membrang
carmpel with The drogis) which may be present o ol loid for Himited antibogy
Birding sites an the colored coiluidal gold anfisady conjugate. During testing, ol fluid
iz collecied &L the collection pac and nigrtes weross the membane. If o dug is
present n fhe ool fuid, the colored colloidal goid anbbedy conjugata will bind o the
drug derivatives an the membrane de form visible bands at specihc lest egans,
Merefore. the presence of a colored band ab 2 specific 1251 regon indicates a
negative resull. IF ary drogis) is (are) present i the pral Teid A compeles wity the
immebilizad don conpagale for rited arhbogy birding sies af the caloed colleidal
yofd conjugate. When a auffinient amaounl ol drug is present, the drug will eaturate the
antibadies. and the colered coligidal gold conjugats cannal sind {o the grug dervative
on the membrace Therefore, the absence of a color band at the dest region
indicates & prasumptive positive result for that partloular test,
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Fig.a Detail reginns of Sratect” ||

Aot Dasd sl he contegl reglon () Indicates the test nas pedanmicd propersy,
This condrel band should oieays appesr regardess of the preganca of dng e
milanalite.

Reagents

The Oratect™ 1 tesl devis: condaing oo membrang siips and a collechinn pad. Each
shrip consists of a membrane, & colieital gold conjugate pad, 8 semple sad ard an
absornand pd

Mamirase METHICD sl stip Methamahetaming, THG and Socaine-prolein
conjugates are coated nnko socofic regan on the membrang known as the “Test
Reginn”,

AMADREC test 8ing. Amphetamine, Marine ond Phencyelidine pratzin conjugates
are cnalad onde Lhe kst region of the membzans.

Ciotinickal Gokd Conjigate Pade The eellsidal gold conjugate pad ton lhe METHICO
=3t 8z cordaineg  anbt-methampbclamme. anti-THS and snt-cocaine antibiccy
rcoliedal gold conjugates coates onte a fibrous pad  The colioedil goli canjugate pad
for the AMICPIPG lesl s conlains ant-amphetamine, ard-mamnine and anl-
pheneycliding amipody colidal gold canunates

Colectian Pad: The collechioe pad consists of an assarbent ratersl

Materials Provided
Each Oratet® il Geal Fluid rug Sereen Device kit containg
1 1 Package Inser,
2 1 Refrrence Gude
3029 tem dovices.  Fach dewen consists of a plastic holder ard o dotachasle
Gap The devices are packagan indvadualy in a foil pouch with a desiccant
4,1 plastic wial containing buffer for confirmation kel

Materials Required but Mot Provided
v Tuming device

Warnings and Precautions
= Tha Oratect® Il Gl Fluid Drug Sereen Davice s mtended for farensic uge anly
and iz nat for wees indiagnesic procedures,
o The el device should remain o s origingl sealed EoUGh urtii reary o7 e,
» Liscard the lest devica if packags i ripped or tom,
L nol wse the test devics bayond the expivalon datg indicated or the kit
« Handie all ol specimens as poteabally nfoctious, Mrape: rancling and
disposal metheds should ba estabizRad

Product Storage
The Oratees™ || Sral Flud frag Svieen Device pouch should be shored at roons
wemperalay (15%-20°C) Do net apen powsh undl ready 1o perfanm the assay

Apecirnen Collection and Handling
IMPORTANT. A least 10 minutes prics b0 adminislenng the 1251, ingtruat fhe et
not to eal, drink. smoke or chew tohaco products

Test Procedure
1 Remeoye the tast device rom e sealad pouch
2 Caretuily remuove the blug sap oy baldang the sdes and aull gantly. This will
2xpose the aollanhon pod,
G Taeoorai fluig aoiection procoess most b2 cozersed. Inslract e suipuck b mold
the: o partion. of the desices (zhove e fostwindows),
4. When placicg device inlo the mauth, keep head fevel
a Cpan manth and b the colleclen pad insids mosts againsl one cheek
gently In a gircular maban twonly dimes, (Flg, b
k Shill keeping head ieval, b the callecbon pad agalnet the anposite chesak
in & earclar mabon beenk times. (Fig. b
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Fig-h  Rub the callecton pad agaimst vach chook twenty fimes,

T Rubihe codectan oo on top of e longue teenty times and e
underneath the lngua bventy times [Fig o and Fig d.). Do net chew,
suck, hileor bend the collection pad.

1 o 1

Fig. o Aubthe callestlan pad on top al
1he tongue fwaeney timaes

Fig.d Rub the eoliectlon pad
widlerrizadln tar temagur raenty thmes

h Flac: [he pallection pag undemeath the fonguea o collecl saliva,  Inatruct the
Conor e hold the desice n piace with freir hand.

] IFriiy pirtk-purgle Mow appears after 30 sanonds, iepeat the metruchions in slep 4

and O ountil the mek-purple fiow appears

7. Remowe the davice from mouih as soon as pink-purple 1ow Appears at bhoih

bl winciows,

Peoter Pimk-puenle Now shuou'd appear in 1he lest windows within & nuaates IF@g
P paterns are observad afer & minules it Lhe moutk, dizcaid the davice
revies pracelues &7 ahove with the donor and reneal e Jest LSing 2 new
device

4 Re-vap e device, lay [ton a Bat surface and road results In 5 minutes after

rernoving dovice frem mouth. Do pot read results alier 7 minutes,



Imterpreting Test Resuits

MNegative Results

Far eacn of he test windowes colares hanids shouldd be observed: ane bard a1 the
contial regean (23 ond cne band at the specific drug aobreviation (e g AR, D, GO
in e 128t region. See exampia Fi e

T color of the teat hand may be slightly darker o lighter than the control basd. Ay
tame Lhat can be sean visually, ne matter how faint, 15 & negative iosuil Read each
tealindenencenily. Do nel compere colar Inlensity of ane fest fo anather

I the Fryg,oe velow, the oral fuid samale 5 nagatve for Amphetansne, Opiate aed
Cocaine because bands are visible in the Poand S0 test regions
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Fige Erampde of Megative Test Rosulis

Presumptive Poaltive Results

Wb the conbigl banig is visible in the cantral regics (13) and ne band appoars ol the
spedific test region, the masull s o presumptive positive far that pasicuiar drag In
Fig. f below lno aral fluid samale @ prosumplee positive for’ Phencyclidine,
Mutharmphetamicg @nd TG bacause na bands are visible in the test reglons of
P, ME, and TH,
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Invalid Results

Winen ne bard agpaars in the naeliol () wegics, the test is Invalld regardiess of the
resulls n bhe test region IF e test i invalid, chack 1estng piocedures, and samples.
Repaat the teat using @ new device. in Flg. g beiow, the 1est is nvalic pecauss

there are no bands in the control rmginns,
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Frg. g Exarmgle ol Invalid Tesl Resulls

lmpodant: Reud each test Independently. Do not compare color intensity of
ona tesl band to another, When a faint color band for & specific test is obtaina
In the test region, the sample stould be considered negative. The Oratact™ 11
Cral Fluid Drug Screen Device provides qualitative resulls for the presance of
drugls) al specified cut-off concentration(s). For confirmation of a presumplive
positive result; a more specitic guantitative method (GCMS or LGIMS) must be
used.

Specimen Collection & Handling tor Contirmation

= For dewece walh any presemptive positive results. the collaction pad shousl he
resmved and sent for conbirmation basl

« Detach the coliectan pad with the blus can by puling B sure net fo damage
o thgior] he collection pad,

= Plasa the codeclion pad-nlo the enclosad canfieation viar,

= Recap the vial ane send | oo el far confirmatory testing (Specimen should be
gloved at 15-00°0 and testad wallun 2 werks of collection’.

s Follow sta~dard coair of custoiy prosarurms,

Cwrality Control

Tra Dratect™ I Dral Fluid Drog Screen Device provides buikin contral bands al
conirol regiens O} 1o indicate rhat he est oeilomed properly. These control basds
should always appear regardless of the prasence of dougs or metabalites, The
prasance of the colnred ands e contrel regions venfizs that 1) adequate sample
welomes have been used and 2% aroper How was abbuead I Hhe cordrol Senes do sat
appeas, e el device should oe discasded,

Limligations of Procedure

+ Tre aszay |s designed for numan oral Fuid use anly

+ Positive resuils anly ndicate the gesumptive presence of dregimatabolite and
oot indazale or measure inlcxication

= Technical or poosiual ermors 88 well a8 substances o colain foods and
cerlain med:catans may interess wilh the lesl ard cause falss rasulss.

Performance Characteristics

Precigainn

Far eash specific dug lesl arificial oral fuid salotion wat spked with 8 dnsg
slandard at vanicus concenteations (0%, S0%. 200% and 200%)  For caech
cancenbzlion, & total of 20 teste were pedormed Lo validats the test parfarmance

The results far e diug of the Gratect™ | Drug Sorean 1 ests are summanized balow
ong Todal fab Lesy ~ Concerisaton )
Tost Concentration 0%, S0 | shn% 3005

; : et T N | T
MET 20 20 o 20 i i Py 0|

| |

MOME | 20 [ |6 |28 |% [w [Z@ [B [0
THE: 20 B 0 [0 |20 |8 T w6 |
GO 20 2| 0 2 |G o 1'# |G 21
ANF T 20 [0 [20 [ |6 |20 |0 |20
Pl 2] 2w |9 |20 |n i m [0 | ;|

PGP 20 20 |o |z (o [0 |20 @ |z

| .
Specificity

The spesifody study lon cach drug test was evaluated by acling shucurzlly related
eurnpounds 1o artificial oral Auia sciobon, The results are expressed as thes amoml of
thee campannd, i rgiml, that preduced a pesilive result,

Crug test Appros mats Approsmata
. concerdralion (ng'mi) CIRES MEacivily
MWETNACMA
=1 Masharnpheoming 25 00,
[+-iMethamphatamine an Rd%
nADRA 25 100%
MDEA 300 A
FJ'H"n'U"UI:.'TT'E'I"IEII'I'IP-"IE[BMI-‘\E TUC Wb
Medthoryphenamine 2500 1%
{+-1Ephedrine B0 HEL
Fhemylenhrng Toog 0.4
Trimethobanzamica 4000 ki
AMP
d-Amphatanmns 25 120
. l-Amphatamine 40 G255
MO:A ETH G255
MOEA 120 25%
Al-p-Chleramphetanins 200 12.5%
Phentzrming 1400 dh%
& Phendalivdamines BOGD 0.3%
Tyramine S000 0.3%
cOC ) T
L 20 100
Banzoylrcgoning 18 1 10%
Eoooning RN 4%
T —_— b
Morghine Y 1003,
Codzine an O
G-Agahylmorgbing 12 g3
B-Aceylccdsing a0 i
Rarprmne-Shela-C-glosuronsde 25 40%
Cihylmarohins L] 1%
Huwin h ST
Hydramorphess 7o t4od
Hydrocodene Al 174
THO =
Dalta #-THL 40 100,
Deta 8-THC 100 et
11 -nor-Delt-8 THC-9 SO0H i 400%
11-hydraxy-Dalta o THC 400 10%
Canrabisagl &0 L
Cranralnciol =10 000 =0 %%
PCP
Phencyeliaing 4 0%,




Imterference

he allgearg compounds were spiked infe armfical arsl o salslion and found natta
.y - ] : o g

cross rmachwiih e Gratect™ | when leetad atconcentratins of 10w $10,000ng:mi}

Aoetamingzhen

Aceloasetic acid ftvium sat
A

Acelylalivyls acid

H-Ambyleodeine (eeeept MOR aszay)
S-fcalylmcrohiee (except MOR assay)
Ak

Alpiaealam

Armbnplyine

Arnnbyariutal

Brnoxaping

Arrawiniilin

d-Amnphataming {eecept AWM assay)
o |- Amphetaminge (eoeepd AMP azzay
Ampnzlin

Alp"|:1-."||115-1.a,:5£-

Anbwdroeegening HCI
Anlhydrezeaering Meathyl Ester
Apormorphing

I-fsarbic Acig

Aspartama

Aiowine

BHenzaeains

Reseoylecganine hydrate jexcept SO0 assay)
Btk

Bresmasapaen

1#) Brospheniraming

Hupromon

Hupresepiine

Ruprenaphine Hydroghlanida
Rutalilal

Lalleine

Canmzbing fgxceot THC aszay)
L bidial

Chidnlizeepoxids

Cohloarggene

[ hlonpheniraming
Chloruianazing
Chioroamahetarmme (DL-p-) Hygrachlaice (exnep AMEP sy
Clabaram

Clhormipramine

Clonarapam

Clorasenate

Cocaine (excenl GO0 assay)
Codelns {Eroept MOH Basiy)
(-iCabnine

Craesfine

Creafinine

Dyclpbonzapnne

Helnrepam

Dhessi pramins

Desmelrvid azapan

Dietran

Pyextiormel-arphan

| i agm

Lt Budiom Salt

4-Dimethy aminoarmyn ne
Paphemnbrydraming

Doparrine

Dieazizpin hydrochloride

Dewsylaming

Ecooning (excapt GO0 assay)

Ecganing Methy! Celer

(IEpradine (1R, 2R--Pseudesphadring)
[vEphadring (seenl MET agzay)

1R, 25{-}- Epredring (except ME | assoy)
15, BRI+ Fphodiise

FIEginephnng

B-i-i-Epinephring

Erythrormycin

Estazolam

Ethanol

Frivgilene- t E-Dimethyl-1-3.3-Diphenydpending Perchiarate sai
Ethyriglestradiol S-nuthyl sther 1 7aipha-
Etri Morghine {ecept MOR sssayd
2-Ethylidene-1 S-Dimethyl- 18 5 Dioheny
Flurmitrazaym

Flurazeparm

Furnsenide

Garlisis acia

CGHE Sodivm sall

Glucnse

Glucose-G-Poosnhale Delyd oganage
Gluvose-g-Mhosphate Diacdium Sall Hydrats
Guaiace” Glaeeyl Ether

Hemeglakin

Heroin (gxcept MOR azzaay)

Higaprs ol

Hydroeh arcdhficie

Hidrocoaane Jemnat MU ks
Hytramorphone {excep: MOR assay)

- Hydreesy L B Lohahyd rocan nabing ! femcspt THE aesy
- Bygrome-0-8-Tatramydrocannalingl-0-Carbosylle S6id (excant THL assay)
wHydraedeie-3-Anetiz agls (5-HIAL)
peHydrasymetharnpbataming {Pholdering (gxceal MET assay
Hydiarylyrarming

Izugrakan

Irmimarrine

Ketam:np H

I-Lactle Dehydroganase

Liducaing

Larazepam

Lormetazepam

PRCEMONA {exeapt AME, MET assays:
(-1 MDA (exrapt AME assay

[+--MDES (svcept AMP, MET assies)
Meperiding

(=S iddetnadong

[=iMetrampniataning fmeept MET agsay
Hblethamphetamine texcent Mi 1 agey)
Methagualanes



Methoxyphenamimne (excent ME 1 aasay)
4 Melylamine-Propicphenone 1G]
Methylph=enidars

Marohine fexcept MOR assamy)
Marphing-3-beta -D-Glusuronida (excopl MOR assay)
Malidixie acid

Malowpan

[+ Mapronen

Miaciamig:

S -Micaline

Ricali; Aced

MArerpim

{011 M Canbosy-Delad.THE (except THS assay)
Nordoxrpm hydinchiarica

d -Norephadnne hydroshleride
Norendrane

f-Norproaypheng

Mantngdeine hydrochleride

Crmahe Ao

Diwamapim

Orwalinic acn

Cryradone (exeepd MOR assay)
Fapaveing:

Fameilin-G {Bonezylpenicilling
Pantazaring

Pentabacttal

Perphesaang:

Fhensgclicing fexcest PCP agsay)
FPhetramme

Fhesobarbital

Phosathiazine

Phenlenmine (excent AMP agsay
Flhenylephrine {excep; MET aszay)

i Hiemplethdamine fexcept AMP assay)
(et Fhanglprooanalarmme hydrochlerids
Prazapam

Procaine

Promazine

Prestathazing

d-Proposyphens

Predniptyline

d-Paeudnephed nne H

Quiniding

Rantidine

Ritefizvin

Salicyi acid

Gecobarital

Seratonin

Budwm Chiceidea

Secum Tarbipte

Sulfamethazang

Sulindac

Temazepam

Tatracycling
[elta-2-Tabahydrocannahinal (ercepl THO HESHY)
Dela-3-Tetrahydrecannahinal (rocepl THI ssay)

I hisemine

Thicrilaging

Triammolane

Triazolam

Trifiuoperazing
Irmethebenzamide jexcept MET aseay]
Trrripranmine Malcaio
Trypain-chymotrepsin b ibiter
Treptamire

d |- Trypicghan

Tyramina {except AMP aszay)
1 Tyrosine

Lric Arid

“esapamil

Zomeprac
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