POSITIVE: Ons coler line appears in the cantrol raglon {C). No fine appears In the test
region (T}. This positive result Indicates that the drug concentratton is above the deieclable
level.

STORAGE AND STABILITY. - =

Gabapentin Dip Test

Cne Step Gabapentin Test Dip Card (Urine) .
Package Insert
For Forensic Use Only

The kit can be stored at room tamperature or refrigerated (2-30°C untll the expiry date
printed on the pouach.

The test dip card must remain in the sealed pouch until use.

The kit should be kept out of direat sunlight.

DO NOT FREEZE.

Do net use beyond the expiration date.

INVALID: Control iine faile to appear. Insufficlent specimen volume or Incorract procedural
techniquas are the most likely reasons for conivol 1ing fallure. Review the grocedurs and
regaat the test uging a new test dip card. If the problem persists discontinue uelng the lat
Immediately and contact your supplier.

A rapld, ons step lest for the qualitative detection of Gabapentin (GABA) and its melabaiites
in human uring.

-QUALITY-CONTROL

SPECIMEN COLLEGTION:AND PREPARATION

CINTENDED USE -

A procedural contro! is included In the test. A red line appearing in the contrel reglon {C} is
considerad an internal procedural contral. It confirms sufficiant specimen volume, adequate
membrane-wisking-and-correct-prosedural-technique.

Control standards ara not supplied with 1his kit; however, it Is recommended that positive

« Urine collected at any time of the day may be used.
The One Step Gabapentin Test Dip Card {Uring) is a lateral flow chromatographic + Urine specimens must be collected In clsan, dry contalners.

immunoassay for the detection of Gabapentin and s melabolias in iuman urine, Ferform-testing-immediately-after-specimen-coilection-Ro-net- Ieav&speclmans—ai—mﬂm
temperature for prolonged perlods. Urine specimans may be stored at 2-8°C for up to 2

Tast Callbrator Cut-off days For rcng term storage, spscimens should be kept below -20°C, and negalive controls be tested as good laboratory testing practice to confirm the test
{ngiml} « Bring specimens to room temperaiure prior to tasiing, Frozen spacimens must be procedure and to verify proper test performanca,
Gabapentin (GABA) Gabapentin 2000 completaly thawed and mixed well prior to testing. Avold repeated freezing and thawing

__LIMITATIONS

of specimens.
s Ifspacimens are to ke shipped, pack them in compliance with all applicable ragulations

This assay provides cnly a preliminary analytical test rasult. A mere specific alternate for Iranspertation of etiological agents. "

chamical method must be used in order to obtaln a confirmed analytical result. Gas
chromatography/mass spectrometry {GC/MS) and Liguid Chromatography / Mass
Spactromatry [ Tandem Mass Spectrometry (LC-MS/MS)} are the preferred
confirmatory methods. Clinlcal conslderation and professional judgment should be
applled to any drug of abusa test result, particularly when preliminary positive results
are used. This test doss not distingulsh betwsen drugs of abuse and certain medicalions.

The GABA Test should only be used for the qualitafive delection of drugs of abuse in
urine.

This assay provides a preliminary analytical test result only. A more specific alternative
chemical methed must be used in order to obtain a confirmed analytical result. Gas
chromatography/mess spectrometry (GG/MS) and Liquid Chromatography / Mass
Spectrometry / Tandem. Mass Spectrometry (LC-MS/MS) have been established as
the preferred confirmatory methed by the National Instiiute on Drug Abuse [NIDA).
Clinical consideration and prafessional judgment should be applled to any test result,
particularly when preliminary positive resulls are indicated.

Thers Is a possibility that tachnical or procadural errors as well as other substances and
Taclors may interfere with the lest and cause false results.

Adulterants, such as bleach and/or aluf, -In urfne specimens may pmduce errangous L
results regardless of the analytical method used. Thersfore, please preclude the
possrbrlrty of urine adulteration prior to testing..

A positive result indicates the presenca of & drug/metabelite only and doss not indicate
or measure intoxication.

MATERIALS .~ 2.

Materials. Providet!
= Individugily packaged single dip card

* Packags insert

SUMMARY -

Materials Regulrod But Not Provided
« Collectioh container/cup

L i
Gabapentin is ah ant-epileptic drug, also called an antlconvulsant. it affects chemicals and imar 3.

nerves n the body that are involved in lhe cause of seizures and some ypes of pain.
Cahapentin is used in adults to treat neuropathic pain {nerve pain) caused by herpas virus
or shingles {herpas zoster), In epilepsy, it may be used for those with parlial seizures. Ii is
recommendsad as one of a humber of first line medications for the treatment of neuropathic
galn In diabetlc neuropathy, postharpatic neuralgle, and central neurapathie pain, Common

DIRECTIONS FOR USE. .. - . MR 4.

Allow the fest dip card and urihe specimen to come fo room temperature [15-30°C
(59-B6°F)] prior to testing. 5.
1} Removs the test dip card from the foil pouch and use as soon &s possible.

slde affscis Include sleepiness and dizziness. Serous side effects may Include an 2) Remove the cap from the lest device. Label the device wilh pafient of control 8. A negative result does not.at-any fime rule out the. presence of drugs/metabolles in
Increased risk of suicide, aggressive behavior, and drug reactlon with eosinophilla and identiiications. urine, as they may ba present below the minimum detection level of the test.
systemic symptoms. 3) With the arrows pointing foward the urine specimen immerse the sample tip verilgally in 7. This test does not distinguish between drugs of abuse and certain medleations.
0-15 ds. Repl 1 (i . S .
The One Step Gabapartia Test Dip Card (Urine) yields a positive resUl when Gabapsniin ;ﬁ%“;,';;;ﬂiﬂ;&';ﬁ:g . Soconde. Replace the cap back anto the devios PERFORMANGE CHARACTERISTICS -
I urine excaess 2000 ng/m. 4} Read resulls at 5 minutes. DO NOT INTERPRET RESULT AFTER 10 MINUTES _
5) Prasumptive positive results must be confirmad by ancther test mathed, Send the cu . . A N :
) P P Y P A side-by-side comparison was conducted by laborafory perscnnel using the One Step

PRINCIPLE.

The One Step Gabapentin Drug of Abuse Test is an immunoassay based on the principle
of competitive binding. Drug which may be present in the urine specimsn competes against

and urine specimen intact to & texicology laboratory for confirmation

Gabapentin Test Dip card) and a commerclally. avallable rapid test. Testing was performed
on specimens previously collected from subjacts preseniing for Drug Screan Testing. The
following results were obtained :

thair respective drug conjugate for binding sites on their specific anlibody. COATEST - Method Anather Gommerclal Rapld Test Total

. " N . . . " " i s
During testing, a portion of the urine specimen migrates upward by capillary action. A drug, =1 Rasults Positive Negative Resu
if presant in the urine spacimen below its cut-off concentration, will not seiurate the binding :Eate - NEGATIVE Gabapentin Pogltive e ... o0 110
sltes of s speclfic antibody. The antbody wiil then react with the drug-protein conjugate B || Dip Test Nenath 0 150 150
and a vigible colored line will-appear Inthe test ine region of the-specific drug strip. The - L S S ERRSES . TR
presence of drug above the cutoff cancentration In the wine specimen will saturate all the E o] Toial Resulls 110 150 260
binding sites of the antibody. Therefors, nc calorad line will form In Lhe test line reglon. e POSITIVE % Agresment ~00% | »00%  a00%
A drug-positive urine specimen wil not gencrate a colored line in the specific fest line $|:|$ L] iz lvilcal SEnitivit
region of the strip because of drug compstliion, while a drug-negative urine specimen will B lanalytical Sensitivity] )
generate a lic?e in the tast line reglon because of lhe abssnce of drug competifion, To serva INVALID -As g:’yg-ﬂeif ;rlnezpst;zl Waﬁtsflir!lkelﬁ ‘;Vig‘l Gfgggeenﬂn tmffme fﬂtljlt!WIg ‘;Dncelni;?tinﬁr 0 ni}n'mlll-.
as a procedural control, a colored line will always zppesar at the contral line region, . cutoff, - cuteff, cutoif, cutoff and +60% cutoff. e resu
indicating that proper volume of specimen has been addsd and membrane wicking has demonstrates »99% accuracy al 50% above and 50% below the cut-off concentration.

occured.

PRECAUTIONS Gabapentin (GABA) Peroent of Visual Result
PRECAUTIONS e Concenfration (ng/mL) Cut-off n Negatlve Positive
» ForForensic Use Only. "] 0 30 30 1]
+ Do not uss after the expiration date Indicated on the package. Do not uss the test if the foll N 100 _E0% 30 0 0
pouch s damaged, Do not reuse the test. INTERPRETATION OF RESULTS 1508 25; a0 pr) 4
+ The test dip card should remain in the sealed pouch until use. ikl
+  Avoid cross-contamination of specimen by using a new specimen collection container for {Please refer to tha illustiation abw?} 2000 Cutoff 30 18 15
h spadimen oblanad NEGATIVE; Two lines appear. * One color Ine should be in the contrdl region (C), and -
bl : ther olor line: In the test reglon (T 2500 +25% 80 3 =7
+ Read the entire procedure carefully prior to testing. another color line In the test reg {T). - Py
This negative result Indicates that the drug concentration is below the detectable level. 3000 +50% 30 0 30

= All specimens should be considered potentially hazardous and handled in the same
manner as an infectious agent.

+  Humidity and temperature can adversely affect results.

+« The used test dip card should be discarded according to fedaral, stale and local
regulations.

\% i

The Intensity of color in the test region (T) may vary depending on the concenlration of
analytes present In the specimen, Therefore, any shade of color in the test region {T)
should be considered nagative. Flease note that this is a qualitative test only and cannct
determins the concentratlon of analytes in the specimen,

The data ara summarized below:




Analytical Specificlt
The followmg table lists ‘the concsniration of -compounds (ngfml) that. were detected
positive in urine by The Ona Step Gabapentin Test Cip Card at a read time of § minutes.

Compound Goncentration (ng/mL)
Gabapaniin {GABA) a 2,000
Pregabalin ] 40,000
Ibuprcfen 10,000
Triazolam 90,000
*_Bilirabin : ] : -~ 90,600 -
Difiunigal 156,000

Reproduclbilﬁy studles wore carried aut uslng commerclalJy available stock solutions of the
drug. analytes lisled. Dilutions were made from the stock. solution of each drug to the
concehtrations spacified in the following tables, The resulls are I[sled inthe following tables.

Gabapentin (GABA) Total iumber of
" .. cong, (ng/mL) Determinations . Result, Pmt.:ls.lon :
No drug presant 40 40 negafives >00%
1000 40 40 negatlves »88% .
3000 40 - 40 positives >09%
-4000 - 40 40 posifives »09%

Effect of Urinary.

Fifteen {15} urlne samples of nprmal, high, and low specific gravity ranges {1.005, 1.015,
1.030) were spiked with drugs at §0% below and 50%. above cul-off levels respectively. The
One Step Gabapentin Test DIp Card  was tested In duplicate using ten drug-free urine and
spiked urine samples. The results demonstrate that varying- ranges of urinary specific
gravity do not affest the test results. .

Thie pH of an allquoted negative urine paol was adjusted to pH ranges of 4.0, 4.5, 5.0, 6.0
and 9.0, and spfked with driige at 60% balow and 50% above cut-off levels, The splked,
pH-adjusted urine was tested with The Ons Step Gabapentih Test Dlp Card {Urine), The
resu]ts demanstrate that varying rangss of pH do nut interfera with the performanoe of the
tast,

_literference -

The following compounds wera avdlusted for potentlal positive or negahve interference with
the GABA dip card. All compounds were dissolvad in drug control soutions 50% below and
50% above their respective cutoff concentrations and tested with the GABA Dip Gard, An
unaltered sample-was used asicontral. No mlerferenc:e was found for following compounds at
acongentration of 100 pighmt.

Intarference Gompourids|

Acetophenetidin |-Gotining* . Ketoprafen T Quinidine
N-Acetylpracainamide  Creatlnine ~ Labetalo] ~Quinlne
Acetylsalicylic-acid Dboxycorticosterone  Lopsramlde Salicylic acid
Amfnopyrine Diclofenas Meprabamate Serotonin
Amoxiclilin . Difiunisal .~ Methoxyphenamine Sulfamathazine
Amplclliin Digoxin -~ Methylphenidate Sullndas:
l-Ascorble ackl Diphenhydramine - Nalidixicacld Tetracycline
Apomorphine Ethyl-p-amainobenzoate Naproxen Tetrahydrocarisone,
Aspartama p-Estradiol Niacinamide " B-Acetate

Atropine ' Estrane-3-sulfate Nifedipine ' Tetrahydrocortisona
Banzilic acld - © Erythromycin Norethindrone Tetrahydrozoling
Banzolc acid Fenoprofen Nescapire Thiamine .
(Bllirubin Furosemide d-Octopamine  Thioridazine
d,-Brempheniramine  Gentisic acld - Oxalic acld . d,FTyrosine
Caffelne © Hamoglobin Oxofinlc acid Tolbutamlde
Cannabidlo} Hydralazina Oxymetazolne Trlamterene
Chloralhydrate Hydrochlorathiazide  Papaverine Trifluoperazine
Chloramphenicol Hydrocartisona Penicillin-G Trimeathoprim
Chlerathlazide o-Hydroxyhippuric acid Psrphenazine d, - Tryptophan

d,-Chlorpheniramine . 3-Hydroxyyramine Phenelzine Uric acid

Chlorpromazine d,l-Isoprotereniol " Prednisone’ Verapamil
Cholesterol Isoxsuprine d,|-Propranalol Zomepirac
Clonidine Cortlsone d-Pseudoephedrine .
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