ALL ™ TML Rapid Test Cassette
k= WTEST (Whole Blood/Serum/Plasma)
Package Insert
[(REFDTM-402 | English |

A rapid test for the quaitative dedestion of TML iy human whale biood or serum or plasma.
For medical and other professions! in vitro disgnoshiz use oniy.

[INTENDED USE]
The TML Rapid Test Cazsette (Whole \asma) is a lateral flow
immunoasssy for the detection of Tramacal in whole blood or semem or plagma al a cut-olf
concantraion of S0ngiml This tesl will detect other retated compounds, please refer 1o the
analyticsl Spacifichy tabla in this packsge insart.
This assay provides only a qualtstive, profminary test resull A more specific allernate
chemical method mus! be used in order to obtain 8 confimed analyical resull Gas
chwomstographyimass spectiometry (GCIMS) is e prefemed corfimatory metiod . Clinical
corsideration and professional judgment ehowid be spplied to any drsg of souse test Esult,
particulady when preiminary positve resulis are used.

[SUMMARY ]
Tramadol(TML) is 8 quasi-nancolic anaiges:c used in B Featmenl of moderale 1o severe
pain Il is a synihetic analog of codeine, but has 3 low bcm!lnu affirity 1o the mu-opioid
receplors. Large dozss of ramacol can and
lead to it abusa Tramadol is s:iensweb; u!sbahullznd after oral  administration
Approximately 30% of Ihe dose is exoreled in whale blood or senem or plasma as uwchanged
drug. whereas 6% is excreted as melabolies. The major pathwarys appear to be N- and O-
demetylation, gucoranidaton or sultstion in the lver.
The TAL Rapid Test Cassette (Whole Blood/Semim/Plasma) i a rapid whole blood ecrsanng
test that can be pedormed without the wse of an instrament. The test utilizes a monoclonal
antivody 1o selectively detect elevated levels of Tramadol in whole Boodisensniplasma, The
TML Rapid Test Cassatie yields 3 posilive resull whan Tramadol in whole blood exceed 50
ngimi'

[PRINCIPLE]
The TML Rapid Test Cassefle (Whole lasma) is an i based on
the principle of compeliive bindng. Drugs thal may be presend in e whole
bloadisenamiplasma specimen compels agans! e drug canjugate for binding sies on the
antivody
During testing, & whole biood/serumiplasma speciman migrates upward by capibary action.
Tramadol, if present in the whole boodiserumiplasma specmen below the cul-off level, will
not saturate the binding sies of the antibody in the lest. The antibody coated particles will
then be caplured by immabiizea Tramadal-protein conjugate and & weible colored ne will
show up i the test line region. The calsred lna wil not farm in tha test Ine region if the
Tramadollevel exceeds the culofl level because @ owill satursie i e binding sites of
anti-Tramadolantibodies.
A drug-postive whole bloodisensm/plasma specimen will not generate a coared ine in the
test line regon becsuse of drug competiion. whils 8 drug-negatue  wholn
bloodiserumiplasma specimen or 8 specimen condaining a drug concentrabion lesa than the
cul-off will gersrate a line in the lest line region, To serve as a procedwal control, 8 colared
line will always appear at the conrolline ragion indicating hat proper voiume of spacimen has
been added and membrane wicking has occurred.

[REAGENTS]
The fest conlains mouse moncclonal andi-Tramadolsribody cupled parices and
Tramadol-prolein conjugate. A goet anlibady is employed in the confroline system.
[PRECAUTIONS]

For professional in wira diagnostc use onfy. Do nol use afler e axpiralion date

Do mot at, diink or smaka in the aree where the specimens of kits are handad.

Do oot use lesd if pouth is damaged

Handie alf specimens as if they contain Infectious agents. Observe established precautions

ageinet microblogical hazards throughoat testing and follow the standard procedures for

proper disposal ofspacimens.
= Wear prolective dething such as coats,

whenspecimens are being fesied.

The used test should be discarded accorging to local regulstions.

Hurridity ard lamperaiure can advarsalyaffec resuls
[STORAGE AND STABILITY]
Store as packaged in he sealed pouch 8 room lemperalure o refrigersted (2-30°C). The tesl
Is stablethrough the expiration date printed on the sealed pouch. The test must remain in the
seated pouch unthee. DO NOT FREEZE. Do noiuse beyond @ expiration dase

[SPECIMEN COLLECTION AND PREPARATION]
« The TMIL Rapd Test Cassatle can be pedonmed using whale blood [Fom venipuneture of

fingerstick) /serumfplasma.

gloves and eye

Wash fhe patient's hand with soap and warm water or clean with an alcohol swab. Allow
to dry.
= Massage the hand without louching Ine punchure site by rubbing down the hand lowards
the fingertip of the middia or ring tnger.
Punciure the skin with a sterile lancet, Wipe away the first sgn of blood
Genfy rub the hand fram wist to palm ko finger ta form a rounded drop of blood over the:
punciure sie.
= Add the Fingerstick Whola Blood spedmen to the test by using a capdllary tube:
» Touwch the end of the caplitary tube 1o the Hood until filled %o approximatsty 40 pL
Avoid ar bubbies.
= Place the bulb onto e fop end of ®e capillary lube, then squesze he bulb 1o
dispenses e whole blood 10 the specimen well of the tes! cassetle,
» Tesing should be performed Immediatsly afer spedmen collection. Do not leave the
Al room far periods. Sanam and plasma spacimens may
be siored at 2-8°C far up o 3 days, for long-term starage, spacimens shouid be kept below
-20°C. Whole blood coliecled by venipuncture should be stored at 2-8°C if the testis fo be
run within 2 days of collecson Do not freere whole biood specimens. Whole blood
collaciad by fngerstick shoud be tested iImmedkziely.
Bring spacimans to room temperature prior to testing. Frozen spacimens must be
completely thawed and mixed wel prier i leating. Specimens should nat be Fozen and
thawed repeatadly.
= If specimens are o ba shipped, they shoud be packed in compliance with local reguiations.
covering he transportabion of etiokgic agants,

.

[MATERIALS]
Materials Provided
= Test casseties + Droppers « Buffer + Package insart
Materials Required But Not Provided
= Spaciman colleciion contaners = Cantrifuga
= Laneets {for fngerstick whale blood only) = Timer

=+ Heparinized capilary tubes and dispersing bulb (for fingersfick whole blood only)

[MRECTIONS FOR USE]

Allow tha test, spocimen, buffer andior controls to reach reom temperaturs (15-30°C)

jprior to testing.

1. Bring the pauch o raom lemperalune before opening [l Remove the casselle from (he
sealed pouch and use it within one how

2 Place the cassetle on b dean and level surface.

Far serum or plasma spedimen;

=Hold the dropper vertcally and transfer 1 full drop of serum or plasma (approximately
40ul), then add 2 drops of buffer {appraxiratety 80ul) to the specimen welliS) of the
cassetie, and then st the smer. Avoid repping & bubbles in the specimen well. Ses
ibustration below

For Venipuncture Whole blood spocimen:
Held Lhe deopper verScally and transfer 1 drop of whole blood {approsmately 40,L) ko
me specimen well(S), hien add 2 drops of buffer (approxmately S0uL), and star e
Emer. See ilustation below,

Far F Whaola blood
+To use a cagilary lube: Fill the caplisry hine and transfer appreximately 40,0 of
fingerstick whole blood specimen o the spacimen wellS) of test cassette, Hen add 2
drops of buffer (approsimatery 80uL) and siart the Bmer. See ifustration below.

Wit for the colored ineis) 1o appear. Read the result at § minutes. Do nol interpral S

reaul after 10 minutes.

[} Evop of smmumarpieema [T 1 Grap ot Venipunctirs
Wk Blocd

iy —— Far whale blood:
f‘ 2 Orap st uthr [#] 2omss o mamne 2 Deopn o B TML Concentration Parcent of B Visual Result
k (ngimL) Cut-oft Nagatve Posifve
= = rRC 0 0 30 30 [
[&‘['E‘ ll@lE] | = l 25 -50% 30 30 )
&0 Cut-off 30 15 15
75 +50% 30 0 30
150 3X 30 o 30
- = For sarum or gnmn.—
- H > ﬂJ -[; THIL Concentration Percent of e Visual Result
Rt | (ngimi) Gut-aft Negasve Fosifive
@ Fosite  hegawe Il i 1] 30 0 [
25 -50% 0 30 []
[INTERPRETATION OF RESULTS] 30 Cuit-off 30 15 15
(Please refer (o he ilustration above) L +60% 0 a 30
MEGATIVE:* Two colored Hnes appear. One colored ling should be in the 150 3K 30 o 30

that the o is batiow the cut-off bevel.

*MOTE: The shade of caler in the test ine region (1] may vary, Bt It shoud be considered

negative whenever (here is even a faint colored ine

POSITIVE: One colored line appears in the controlling region (C). No line appears inthe

lest ine region (T). This posilive resull indicabes al e Tramadol concentration exceatds the

detectabla cut-off kevel

INVALID: Controlline fails to appear, Insufficent specimen vokeme o incormesl procedural

lechrigues are the mast bkely reasors for contraline failure. Revew the procadure and

repeat the test with & new lest If the probiem persists, disconBrue using ®e test kil
immediately snd contact your loeal distributor

[QUALITY CONTROL]

A procedural contral is inchaded in the fest. A colored ling appearing in e control region (Chis

the internal procedural control. It confirms sufficient spedmen volume and conrect procedural

lechrigue. Control slandards are nol supplhiad wilh this kit, however, i is recommended thal
posifive and nagafive confrols be Sested as 3 good laboratory practcs to confirm the test
procedure and Lo verily propes test performance.

[LIMITATIONS]

1. The TML Rapid Test Cassette (WWhole blood fSerunyPlasma) provides only a qualtative,
preliminary result A secondary analylical mathod must be used %o obtain a confirmad
resul. C;as chrmmatography’ mass spectramelry (GCANS) s the prefered confimalory
method.

2. 1t Is possible thal technical or procedural emors, as well as other inferiering subslances in

thewhole Blood or serum of plasma specimen may Cause eroneous resulls.

B positve mmnnames presance of the drug or its matabdlites but does not indicats tevel

ol i N roade o ion in whole Blood or serum ar plasma.

4. A negatve resull may not necessarly indicate drug-free Whole blood'seremiplasma
Megallve results can be obitained when drug = present bu below the cut-off level of e
test,

B. Test does not mlngulsn between a\gs of abuse and cerain medications.

[PERFO

w

M.cnlucy
A site-by-gide comparison was conduded wsng $e TML Rapid Test Cassetie and GC/MS 2
the cut-off of BOng/mL. Testing was on 87 cinical coflecied

from subjects present far Drug Scresn Testing. The folowing results wers tabolaled
Clinic Result of Whole Blood

Mothoa Gems
Rosults | Posiive | Megate Yoa) pivis
TML Rapid Test -
Famtaiia Posilive 13 1 20
Negative 2 75 77
Total Results 21 76 o7
¥ Agreemant 20.5% 88.7% 06.5%
Chinic Result of Sarum or Plasma
Method Goms
ML Ropid Tost | SIS | Psitve | tegatie b i
Pasitive 19 20
Fasste HNegote 2 il
Total Results 21 or
¥ Agreamont W% ST B5.6%
Analytical Sensitivity

A drg-free whole bloodiserumvplasma pool was splked with TML at the fallowing
concentrations of £50% cutoff and 3x cutoff, the data are summarized below

« Ta collect Eingerstick Whole Blood specimens: {C) and another be in the test lina ragion (T), This negative rsut indicates
Analytical wiaibly yzed and lipamic ap . In addition, n i was
The Tollowing lzbe lists compounds thal are posilively delecled in whole Blood by e TML chserved in i iming up o 100 mgfdL L up b0 100 gl bifirubin and
Rapid Test Cassette (Whole Blood/Serum/Plasma) sl § minutes, up o 200 mgidl i serum albumin
Compound Concentration (ng/mL) [EIBLIOGRAPHY]
n-Desmathyi-cie-ramadol 00 1. Tiatz NW. wB. Saunusrs Cosmpany. 1985; 1735
Cis-tramadal 50 2. Baselt RC. [ 0o i Man.2nd Ed. Biomedical Pubt,
Procyslidine 50 Davis, CA. 1982, 453
o-Desmethyicls-Famadal 5,000 Index of Symbols
Prancyditine 50,000 Consult Authorizad
o 1-0-Desmethyl verlafaxing 25,000 Instruckons For W Tests per kil |[Ee [wee ] Reprasentaive
Pracision e
A study was conducled 21 three hospals using three dilferent ols of product lo demonsiale For in vitro [l
the within run, befwesn run @nd Detween operalor precision. An wdenticel pansl of coded dagnastic uss only - Use by ® Do rel rewse
specimans, containing no TML and 50% TML sbove and below tha SOng/ml cut-off was
provided to each site. The following results wers tabuated: Siore betwesn
THL Concentration n Sim A Sheb Siac 230°C EatNumoer Cataiag
k) gl - - = L2 - d D not wse i
[ 10 10 [1 10 0 10 0 ‘package is d Manutaciurer
25 10 1IJ g 10 (] 10 o damaged
75 10 10 o 10 o 10
ra mRum:ﬂvly Hangzhou AliTest Bictech Co. Ltd,
A sy was i the of the fest wth compouds in eifier H et s et o ine s bl
I ity Houos Borksiassa 1,
drug-fee whole blood'ssrumiplasma of delermine posiiive whale blood. The fllowing e e ol koGl 43163 Musristor,
compounds shaw no cross-reactivty when testad with 1he TML Rapd Test Cassetle (Whole Germasy

tasma) ala ion of 100 pgime..
Non Cross-Reacting Compounds
4-Acetamnophentl Acalone L
Acenvisalicyic acid Alburmin Arnitriptyline Amabarital
Amaaging Armoaiesiny Ampicilin Ascornic acid
i i Aspariame Alrogine
Benziic aco Benmok acd Banzphatamine Blinubin
Bromgpheniaming Buspirene Cafleing Canrabidiol
Cannabinol Cimeliding Criorahydrate Chigramphericol
i or " U
(+RC i cr i Chole sterod
Clomnipraming Chonidine Codeine Caniane
(-} Cotining Creatining Cyclabarbital Cyelobenzapeing
y - O R i-)Dapraryl Oaxtrametharphan
Diazepam Diclofenac Ciflurisal Digaxin
4 = 55
Dige pyramicos Danylaming Ecgonine Ecgoninehethyle ser
EDDP EMDP Ephedrine -Ephedine
i) H-Ephidring [1R.25] ) Ephadrine HEpinaphring {=-)-Epinaphing
Erythromycin E-Estradiol Esrone-3sulfate: Ethanal (Efm akahal)
Eihyhp-aminobenzoale  Etadolac Fenprofazone Fenfluramine
Fenaprafen Fanimyl Fluccesine Furasemide
Gantisic aod d-Giucoss yeaeyl ¥
Ether
Hy 3 v oeHy
(Dapaming] sad
Inipraming Hydroxyzine uprofen Isaaupring
lpraniazids: (5]
Ketaming Lidocaine Labetskal Levarphanal
Loperamide Lithiuem Cabarats
Mepmbamate Lirddana Methylphanidste Mephartarmene
{Hexachlarocyclohexane)
FMethamphetaming. Maprotiing Morphne sulfate Balone
Methaxyphenaming Memnadone Maproxen Maknexone
Meathyprylon Metaprolal Macinamide Mifedipine
Makdoic acid (AR di.Ociopamine
methamphetaming
a-Naphinaleneacetic acd  Momhine-3--D Oazepam Orphenad ine
Ghscuronide
Marathindrane Halorphing Crabnie acid Oxycodons
d-Harpropasxyphene Narcadeine Pemgline Peniobarbéal

Oxalic ecid Mormorphing Prenelzine Perphenazine

Intarfering Substances
The TML Rapid Test Cassetie (Whale Blood!SerunvPlasma) hae been tasted for possinie
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