1. QYALL TCA Rapid Test Cassette
mUTEST {Whole Blood/Serum/Plasma)
Package Insert
[REF DTC402 | Engiish |

A rapid lest ko the ve detection af Tricyclc Antk a1 hurran whole blood o
serum or plasma
For madical and other profassional i vitrs dagnoste use oy,

[INTENDED USE]
The TCA Rapid Test Casselte (Whole lawmia) is o lakeral Now

mnunoassay k¥ the deleclion of TCA in whole blood of senem of plasma at a cutofl
eonceniraion of 300ngimL. This lest will delect oiher reiated compounds, please refar 1o the
‘Analytical Specificity table in this packsge insert.
This assay prowides only a gualtetive, preliminary 1est result A more spedfic atiemate
chemical method must be wsed in order 1o obtain & confirmed analySical resull. Gas
chromatagraphyimass spectometry {GC/MS) be the prefered confirmetory method . Clinkcal
consideration and professional judgment ehould be applied to any drog of abuse test resul,
partculady when preliminary positive results are used.

[SUMMARY ]
TCA (Tricyclic Anfidepressants) are commonly wsed for the trestment of depressve
dizorders. TCA everdosea can resull in profound CNS depression, cardietoxidly and
anticholinergic effects. TCA overdose is the most common cause of death from prescripfion
drugs. TCA ere taken orally or sometimas by infaction. TCA are metabalizad in the liver. Both
TCA and heir metabokles are excreled in whole blood or serum or plasma mostly i the form
of metEnolites for up to ten daya.’

[PRINCIPLE]
The TCA Rapid Test Cassefte (Whole B lasma) s an | based on
the principle of compeliive binding. Drugs thal may be presend in e whole
blead senamipiasma specimen compale againel e dnsg conjugale for binding sites on the
antibody.
During testing, a whole binodiserumiplasma specimen migrates upwaed by capilary action,
TCA, If present In he whole boodiserumiplasma specimen below the cut-off lavel, wil nol
saturate Ihe binding si%s of he aniibody in the test. The aniboty coated partices wil then be
esptured by iImmobliized TCA-protein conjugate and & visible cofored line will show up in the
test kne region. The cobored kne wall net farm in e teat line region if the TCA level exceeds
the cut-off level because it will saturate aff the binding sites of anti-TC A antivodies.
A drug-positive whole bleotiserumiplasma specimen will nol generate a colored fine i the
test line regon becauss of dug compeliion. whil 3 drug-negative  whol
blgod/sensmipisema spacimen of 8 epecimen comtaining & dug concentrabion lage than the
cut-off will generata a lina in tha test line region. To sarve 82 a procadursl control, 8 colered
linewil @ways appear &1 the conirol kne region Indicasng that proper volume of specimen has
been added and membrane wicking hes occurred.

[REAGENTS]
The test containe mouse monoclonal anli-TCA antibody coupied pantices and TUA-protin
conugate. A goat anfibody is employed in the control ine system.
[PRECAUTIONS]

For professional in v disgrostic use only. Do nol use aller $we expiration date

Da ot eal, drinis or SMoke I the ares where the specimens or kis are nandled.

Do rot wse besd if powdh is dameged

Handle alt specimens as if they contain infectious agents. Observe established precautons

againsl microbiological hazards throughout testing and Tollow the standard procedures Tor

proper disposal of specimens.
= Wear prateclive clelhing sueh ag y coats, d
when specimens are being fested.

The wsed lest should be discarded according to lecal regulations

Hurredity and lemperalure can adversaly afact resuls.
[STORAGE AND STAEILITY]
Stere a packaged in e sealed pauch & mom temparature o refigersted (2-20°C). The test
Is stable through the expiration dase printed on the sealed pouch. The test must remain in the
sealed pouch widl use. DO NOT FREEZE. Do riod use beyond the expiralion date
[SPECIMEN COLLECTION AND PREFPARATION]
= The TCA Rapd Test Caseatle can be performed using whole biood {frem venipuneure or

fingerstick) or serum or nl-aama

ghoves and eye

» Washthe nahen(s naﬂd \lﬂ.h suan a‘x! \l@m! walor or clean with an alcohol swab. Allow

1o dry

Mazsage tha hand without touching the punctue site by rubbing down the hand towards

5@ fingeartp of the middie or ring finger.

Puncture e shin with a stesile lancel Wipe sway the first sign of blood

» Genfiy rub M2 hand from weist 1o paim to finger 1o form A rundad drop of biood over the
punciure sie.

blood/SerumPlasma by the TCA Rapid Test Cassetie (Whole Blood/SerumPlasma) a1 §
mirmdes.

Compound Concentration {ngiml)
Noriptyline 300
Nordaxaping 150
Trimipraminse 1,300
Arrilriptyling EDO
Fromazine 1,300
Cemipramine BO
Cyclobanzapring EOO
Iripe aarivns 140
Clarmipramine 18,000
Doxepine BOO
Maprofiine EOO
Promethazire 18,000
Perphenazine 16,000
Precision

A sty was conducted st ihree hogpiale using three different iote of product to demonsirate
the within run, batwaan run and batwaan operstor precision. An identical panel of coded
specimens, conlairing ne TCA and 50% TCOA sbove and below e 300nginl cul-olf wes

rowvided o each site. The folowing resuis were abulated:
TCA Concentration n Sita A Site B Sita C
| {ngimL) por Site : + - + B T
o 10 10 o 10 0 10 o
150 10 8 2 ] 1 ] 1
450 10 1 9 1 g 2 8
Cross-Reactivity
A sludy was the cHvity of the test with compounds in eithar
drug-Fee Whole blocd [SerumiPlasma or pasifua whols . The

following compounds show no cross-reactivity when tested with the TCA Rapd Test Cassetin
WWheole Bood [Serum/Plasma) & & concendration of 100 uglmL

Non Cross-Reacting Compounds
M-Aebypiocainamide  Diazepern D-methamphetaming Predrigciong
¥ acd 1 Pindlorn
Aninopyring Diflunisal Melhaxginenarine Frocaine
Amobarbisl Digoxin Ja-Methylenedyeyl D HPmpanoiol
Al 1 h D-Fropeyphans
Armgiciin Deoaylamine {2) 3 4-Malhylenadiaxy-  D-Pseurae phacrine
kAscomic ack Ecgonine ydmchionde  methamphesamine Quinidine
L i Oudnine
Asparame (IR.25)-)-Ephadine  Momphne-38-0- Rankiding:
Alroging HE pheding plusuronke Sabeylic acid
) pmphetaming Emhmﬂwdll Walidixiz ncid Secobarbial
b Ehyt Maloxane: Seratonin
Denzlie acid Fennmhe [T— {5-Hydreoeytyraming)
Benzod: acid Fanografen Napraxan Sulamethazing
i ¥ Subndac
Benzphetamine Genbsic ackd Hfedpne Temazepam
Bilrubin Hemogiobin Morcodein Tewracyciing
(#)-Bromphaniramine  Hydralazine I Ephedring Tewrahydrocorisane.
Caflaing Hydrochiomthiszide Manathindrmme 3 Acelste
=} Ti
Carnabinal Hydrocortisone Naseaging 3 {0 glocuronide)
[» ine 01O Ti
[ p 0 cld Owabe ackd Thabaine
i ? 1 by [-Estradial Thimmine
Chiormaiazide: n-HyraRy- Cwycodone Thioridazine:
IC o T
Chiarpromazing Ibuprofen Papavarng Tramterane
Chismuing [4}-4saprataranal Panigilin-G Trducperazing
Gholesterol |sausupring Pentazogine Trimeshaprim
Clonidine Kemmine Pentabarbital D, FTryplophan
Cocsine { i Tyramine
Codaine Isbataiol Prapalzing . Fyrasing
Cortisone Ievorphanal Phenobarbital Uric acid
) Colinie lope amide Pherlermine Varapamil
Crealining Meperiding Phenylentrine Omazepam

B-F Zomepirac

« Add the Fingarstick Whela Bfood spacimen to the fest by using 4 capilian tuba:
= Tewch e end of the capiliary hube 1o the blocd until filed to appreximatsty 40 L
Awoid air bublbies,
= Flace the bulb onto ®e fop end of Me caplilary tube, then squesze M2 bub o
dispenss e whole Blood 10 the specinen well of the les! cassatls
Tasing should be performad immediaiely afier specmsn collection, Do not leave the
al rosem far periods. 5 d plisma 2 gy
e stored &t 2-8°C for up to 3 days, for long-term storage. specimens should be kept below
-20°C. Whoke biood collectsd by venipuncture should b= stored at 2-8°C i the tastis to b2
run within 2 daye of colacfon Do nel freaze whole biood specimens. Whola blood
collecled by Srgerstick should be tested immedately.
= Being spegimens to room temperalule prior o festing. Frozen spedmens must be
complatety thawed and mixed wel pricr % testing. Specimens should not be ¥ozen and
thawed repeaiadly.
« If spacimens are o ha shipped, they shoud be packed in compliance with local reguiations
cavering the iransportation of elivlgic agenls.

[MATERIALS ]
Materials Provided
«+ Test casseties + Droppers * Bufier + Package insen
Materials Required But Mot Provided
« Specimen colleciion containers * Cantrifuge
= Lancats {for #ngerstick whaole bood oniy) = Timer

« Haparinized capibary tubes and dispensing bulb (for fingerstick whole blood ody)
[DIRECTIONS FOR USE]

Allow the tesi, spocimen, buffer andior controls to reach reom temperature (15-10°C)

jprior to testing.

1. Bnng the pouch to mom lemperaiure before opening L Remave e cassetie from the
sealed pouch and usa it within one howr.

2. Flace the cassefte on 8 dean and level surface.

For serurm or plasma specimen:

«Hold the dropper vertcally and transfer 1 full drop of serum or plasma |approximately
40uL), then add 2 drops of buffer (approximalety Bl to the speciman welliS) of the
cagzelie, and then start the smer. Avoid Ireppéng sir bubbies in the specimen well. See
ilustration below

For Yenlpuncture Whaole blood specimen;

Held the dropper verically and transter 1 drop of whaole blood (approximately 40ul) o
e specimin vedl(S), Ben add 2 drops of buffer {approdmataly 80uL). ad stanl ®e
Bmer. See llustration balew.

For erstick Whole bleod specimen:

*To use & capilary ube: Fill the capiiery wbe and transfer approximately 40ul of
fingarstick whole blood spacimen Io the specmen wall(S) of test cassalte, Fen add 2
drops of buffer zpprowmalely 80y} and efart the imer. See liusiralion beiow.

3. Wail for the colared Fnefs) o appesr. Read the result at 8 minutes. Do nol inferprel e
resull afier 10 minutes.

40 pl of Fingerstick

[l 1 Bvop af serum o plasms q 1 Drap of Venipuncturs
Whoba Blecd

'E? 2 Drops of Butfer

Sl=) |7j:|]

»0]|=8BE:00

,O Positive  Negative |nwahd

'g? 2 Drops of Buller

I{}??Dl\:n of Buffer

l

[INTERPRETATION OF RESULTS]
(Piease refer o the ilustration sbove)
NEGATIVE:* Two coloned lines appear, Ore coloned bne should be In the conlrol line region
{C) and analher bein (T). This negatve result indicates
that the TCA concantration is balow the detectable cut-off lavel

Intarforing Substances
'lh: TCA Rapid Tes! Casselle (Whole Blood/SenanPlasma) has been le:ﬂed Tar possibie
Fam visibly and lipemic i In addifion, no i s

chsarved in spacimens containing up o 100 my'dL hemogiobn; up to 100 mgfdL bilrubin and
up to 200 mgidl. human samim aibumin
[EIBLIOGRAPHY ]
1. Tiete NW. Texibook of Clinical Cheristry, WE, Saunders Company. 1585, 1735
Z Baselt RC. Dispesition of Toxic Dougs gnd Chemicals in Man #nd Ed. Blomedical Publ,
Dawvig, CA. 1983, 488

Index of Symboils

Consull i
Authorized
[Ta] | ostoss ars For N7 | Testsperkt TR peprpeniasie

For i vilro:

diagnastic use only E Une by ®
i Store between
b Lol Number Catalog #
A s
Do not use i1

@ package is d Manutssiurar

damaged

Hangxhuu AllTest Bioteeh CoLtd,

& Tozvreispe] Dnabprent A

Do not rewse

NndiNat EC-REF GmbH

rasnorkyriin Borksirasse 10,
Vet wise, Hiosts comEn Ced nip@ialiesis om e A2163 Musrater,
Germany

Number: 145320702
Ravision data: 2023-12-20

Digitally signed by Stoianova Elena
Date: 2026.01.21 09:08:14 EET
Reason: MoldSign Signature
Location: Moldova

MOLDOVA EUROPEANA

*NOTE: The shade of calor in e tast line regicn (T) may vary, but it shouid ba considered
negalive whanever there iz even a fant colored kne
POSITIVE: One colored line appears in the control line ragion (Ch. Mo line appears in the
lest line region {T). This positive result indicates shat e TCA concendration exceeds the
dulectable cul-off kel
INVALID: Contral line fails to appear. Insufficient spacman valume or incomest procedural
lechniques are the mos! lissly reasons for contral line failure. Review the procadure and
repeat the test with & new tlest. If the problem persists, disconfirue wsing the test kit
Immediately and contact your local distnbutor
[QUALITY CONTROL]
A procedural contral is inchuded inthe test. A coloced ine appearing in e canlrol region [C) is
the intesral procedursf contol. 11 confy ms sulficient spedmen volume and comect procedursl
technigue. Control standards are not supplied with this kit; howsves, it is recommended et
posifive and nagative controls be sested a5 3 good kaboratory practics o confitm T fest
pracadura and ta verfy proper test parformance
[LIMITATIONS]
1, The TGA Fapid Tes! Cassette (Whale blood fSerum/Plasma) provides only a qualitative
preliminary resull. A secondary ansfytical mefwod must be used to obtain & confimmed
resut Gxas chromatography’ mass spactromalry (SCAMS) is the praferrad confimatary
mEthod.
. Itis possile that technical or procedural ermors, as well a5 other Interfaring subslances in
the whole HDDG OF SEMUT O HIESME SPECiTEn may Cause enoneous resuls.
3. A posifve lualll rrtiﬁlus presance of the drug or its melaboiles but does not indicate level
of i routa of in whale blood or sarum or plasma
4. A negalive ressudt may net indicale drug
Nepative results can be obtained when drug i= present but beiow the cut-off kel of the
fest.
& Test doos not dshngulah betwaan m of abuze and cartain madications.
[PERFO!

"

er‘al‘-‘\f
A sie-Dy-side companson was conducted using the TCA Rapid Test Cassetie and GCIMS a1
I cut-off of I00ngiml. Tesling was an 80 dinical i collached

from subjacts present for Drug Screen Testing. The folowang resulis wers tabalated:
Clinic Result of Whole Blood

Method GCMS
Total Results
TCA Rapid Test Results | Pogisve Negative
Cassotio Py 23 2 25
Megative 2 63 65
Total Results 25 65 oo
% Agreement 82.0% B55% B5.B%
Clinic Result of Serum or Plasma
Method GCMS
Resulis Posidva Negative ToualRinilty
TCA Rapid Test Fosmve | 23| 7 75
ol Hogabive 2 [ [
Total Results 25 a5 a0
% Agraement 92.0% 969% 05 6%
Analytical Sensitivity

A drug-free whole bioodiserumiplasma pool was splked wilm TCA at the fdlowing
concentrations of £50% cutoff and 3x cutofi, the data are summanzed below:

For whols blood:
TCA Conceniration Percent af Visual Result
L ingiml) GCut-off 2. alive Posifive
1) o 30 30 o
150 -50% ) 30 (1]
300 Cut-off 30 15 15
450 +50% 0 o 30
a0o X 0 o 30
‘or serum or plasma:
TCA Concentration Percent of P Visual Result
{ngimL} Cut-off Negathve Positlve
o o 30 30 o
150 -50% 0 30 o
300 Cut-off 0 15 15
450 +Hil% 0 a 30
800 K 30 a 30
Analytical Specificity

The followsng  table fists  compounds  hal are  postively  deleded in Wiale
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