" ALL " BZO Rapid Test Cassette
= OTEST (Whole Blood/'Serum/Plasma)
Package Insert

A rapid test for the [ delection of in human whaole blood or seum
af plasma
For medical and other professional in vitro diagnostic use aniy.

[INTENDED USE]
The BZ0 Rapid Test Casselts (Whole [Flasma) is o lateral flow

Immuncassay for the detection of Benzodiazepines in whdle blood or serum or plasma at a
cul-off concentrasion of 100ngiml. Thes testwil detect olher refaled compounds, please refer
10 the analytical Spacfcity table in this package insert

This assay prowdes only a guabative, preliminary fest resull A more specific allemate
chemical methed must be wsed in order to cbiain 8 confimed analyical result. Gas
chromatographyimass spectrometry (GC/MS) is the preferred confimmatory method. Clinical
congideration and profecsional judgment should ba applied to any drog of abuse lest raset,
pariculaty when preiminary positive resulls sre used.

[SUMMARY]

Benzodiazepines are medications that are frequently prescribed for Be sympiomatic
frestment of ermety and sleep disorders, They produce ther effects via spechlic receptors
Inwolving & calied gamma add (GABA). Because they sre safer
and more effective, wa have replaced in e treatment of bath
anxiety and insomnia. Banzodiazepines are also used as sedatives before some sugical and
medical procedures, and for te reatment of selzure disoroers and alconol wilndrawal

Rigk of physical ir ines are taken regutarly (8.g. daky) for
mioee than & few monihs. especially 31 igher than normal deses. Stopping abruptly can bring
an such symploms as lrouble skeeping, gastrantestinal upsed, feeling unwell, loss of appetite,
sweating, lrembling. weakness, andety and changes (n parcepion.

Omiy wace amounts Jess than 1%) of most benzodiazepines are exceted uraliered n (he
whala blod or serum or plasma, mes! of the concantration in whola blood or serum o plasma
Is conjugated drug The detackion pesicd for berzodiazepines in whole bood or serum of
plasma is 3-7 days.

[PRINCIPLE]

The BZO Rapd Test Cassetle (Whole agma) is an i based on
the principle of competiive Dinding. Drugs that may be present In e whole
bload/serumiplasma spacimen compate against e drug conjugate for binding stes on the
antioody.

During testing, & whole bicodiserumiplasma specimen migrates upwasd Dy capifary action,
Benzomazepines, i present in e wholg bioodiserumipiasma specimen below the cutoff
bavel, wil et saturate the Binding sites of the anlibody in B lesl The antibody coated
pariicles will then be captured by immobilized Berzodiszepines-profein conjugate and a
wisible celoned line will show up in e lest line region. The colored ling wil no form in e lest
lirw ragian if the Benzodiazepines level exceeds (he ou-off level because it will salurate all
the binding sites of and- Benzodiazepines antibodes.

A drug-postive whola bioodisensm/plasma spaciman will not ganarate a colared lina n tha
test line region becauss of drug competibon, while a3 drug-regatve whole
bload seramipiasmi specimen or 8 specimen containing # drug concentration less than the
cut-off will generate a line in the test line region. To serve as a procedwsl control, a colored
line will slways appear st the conrol bre region indicating that proper volume of specimen has
been added and membrane wicking has occurred.

[REAGENTS]

The test contains rouse monodonsl ati-Benzodiazepines anlibody coupled panicles and
Benzodiazepines -profein conjugate. A goat antibody s employed in the controlline eystem.
[PRECAUTIONS]

= For professional in wiro disgnestic use only. Do not use after e expiration date.

® Do not sl drink or smoke in the ares where fhe specimens of kits are handled

= Do not use test i poudh is damaged

+ Handie all specimens & if they contain infactious agensa. Observe established pracautions
against microblological hazards throughout testing and follow the standard procedures for
proper disposal of spedmens.

= Wear profective dolhing such as coats,
when specimens are being sted.

= The used test should be discarded according to local regulatons.

= Humidity and temperature can adversely affect results.

gloves and eye

[STORAGE AND STABILITY]
Siore as packaged in fe sealed pouch & room temperature of refrigerated (2-30°C). The tesl
s stabhs expiation [ on the Thas dest st remain in the

sealed pouch nfl use. DO NOT FREEZE. Do not use bayond the axpiration dsta

[SPECIMEN COLLECTION AND PREPARATION ]

= The 820 Rapid Test Caszelte can be perlomed wsing whole blaad {fram venipunciurs ar
firgersiick) fserumiplasme.

= Tocallsct Eingerstick Whole Biood specimens:

Wash the patient’s hand with soap and warm wales or clean with an alcohol swat, Allow

todry.

Massage the hand without touching the pusncture site by wibbing down the hand lowzids

the fingedip of the middle or ring finger.

Puncure the skin with a sterile lancet. Wipe away the first sign of blood

Genty rub the hand Fam wrist 1o palm to inger ta form a raunded drop ofblocd over the

punciure sife.

Add the Fingerstick Whele Bood spedmen Lo (he test by using a capillary tube.

» Touch Me end of the capitary .62 1o the Bood unfil filed %o Spproxmatsty 40 L.
Avoid air bublies.

« Flace the bulb cnto ta top and of e capillary tube, then squasze te bulb
dispense fie whoke blood 1o the specimen wel of the fes! cassetis,

Testing shoud be performed immediaely afier spedmen collection. Do not leave the

at room for proionged perods. Serem and plazma specmens may

ba slored 51 2-8°C forup to 3 days. ﬁ:r long-tarm storage, spacimens should be kept balow

-20°C. Whale blood callected by venipunchure should be stered al 2-8°C if the last ks to be

run within 2 days of collecton. Do nol freeze whole biood specimens. Whole blood

collacted by Sngerstick shoud be tested iImmediately.

= Being specimens o room lemperature prior o lesling. Frozen specimens musl be
campletely thawed and mixed well priar to testing. Specimens shauld nat be ¥azen and
thawed repestadly.

» |f spedmens are o ba shipped, they should be packed In compliance whh local reguiations
covenng e transportation of tlologic agents,

[MATERIALS ]
Materials Provided
= Tesl msselies - Droppess = Buffer * Package iserl
Materials Required But Not Provided
= Speciman collechon contaners * Cantrifuge
« Lancess {for $ngerstick whale Bood only) » Thmer

* Heparinized capilary lubes and dispensing bulb (for fingersSick whale blosd eoly)

[DIRECTIONS FOR USE]

Allow the test, specimen, buffer andior controls to reach rmom temperature (15-30°C)

jprior to testing,

1. Bring e pouch 1o raom lampersiure before opening L Ramove e cassetie from the
sealed pouch and use it within one how.

2 Flace the cassefle on & dean and level surface
For serum or glisma specman
Hald the dropper verticaly and transier 1 full drop of serum or plasma (approximately
A0uL), then add 2 drops of buffer (appresimalely B0uL) 1o $e spedmen well of (he
casselte, and then stan the imer. Avold trapping air bubbies in the specimen well. See
ilustration below
For Venipuncturs Whole Blood specmen

Hald the drepper verlicaly and transier 1 drop of whode blood {approsimately 40u0) 1o e

specimen well, then add 2 drops of buffer (appraxamately 20uL). and start the timer. See

ilustration belaw.

For Whala Blood

To use a capliary wbe Fil the capllary tube and ansfer approomately 40pL of
fingerstick whole bisod spacimen 1o e speeimen well of 12s) cassells then add 2
drops of buffer (approximatety 80uL) and siart the Smer. See ifustration beow.

3. Wail for the colored bne{s) 10 sppess Read the resuit at § minutes. Do nol interprel (he
resull aler 10 minutes
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Analytical Spocificity Chiorothiazide -Hydroey- Chycodone Thamine
The feliowing table fels compounds thal are positively detected in whole Hosdfserimipiasma )= L i o HOridar
by e BZO Rapld Test Cassette (Whole Bicod/Sarum/Plasma) at S minutes. 3 P 0 k-Tyrasine
Compound Concentrition { ngimL) Chioruing Ibugroden Pericilin-G Toibulamide
Aprazolam 40 Chatesterol 1 F i
a-hydrovyalprazeiam 500 Clomipraming Iproniazid Feriobarital Trifluopesazine
Clobazam B0 Cloniding {2} s op
Clanazepam 150 e
Clorarepatsdipalassiim 150 Cocaine Hetamine Phenelzine Tryptamine
Delorazepam 300 Codene Fetopraten Phenobartital 0 -Trypiophan
Desalkyifluorarepam =] Corisons tabetainl Phenterning Tyrarnire
Flunitrazepam 50 1 Catinine Trans-Z-phenyicydlo-  Ung said
(£) lorazepam 1,000 Interfering Substances
RS-lorazepamglucuronide 80 The BZO Rapid Tesl Cassette (Whole BloodSerumPlasma) has been lested for possile
Midazolam 2,000 wisibly and lipemic In addtion, no was
Hprazolam 40 chearved in epesimens containing up to 100 mg'dL hemogiobdn; up ko 100 mgfel biiubn and
Bromazepam 300 up to 200 mgidL. buman semum aibumin
Chiordiazepoxice B0 [BIBIOGRAPHY]
Mitrazepam BO 1. Tietz NW. Textbook of Clinical Chemistry. ¥YWB. Saunders Company. 1886, 1735
Morehloediazepanas 40 Z Baselt RC. (izposition of Toxic Drugs and Chemicals in Man.2nd Ed. Blomedical Pubi,
Mordiazapam 300 Davis, CA 1982; 488
Oxaszepam 00 Indax of Symbols
Tesrazepam 40 Consult ) Authartead
Dlciqianii 100 EE] Inspuckors For W Tests per it Peoretahigve
Estazolam 2,000 =
Triazolam 1,000 For i wilre C] ®
Procision rgnostic use orly | g e by Tio ot reing:
A sty was conductad 1 ihee hospitale using three aifferent lots of product 1o
the \Mlhm un, bemeen un and I:eheen operater precision. An identical paned of coded i) Siora hatwaan
ines, and 50% ines above and below the 7 230°C [loT] | Lothumber |[REF]| ~ Cstaog#
100nghil. cut-off was gowded lo each site, The folowing resuits were labulated Do nd el
BZO Cancentration Sita A Site B SiteC @ package is d Natifaotner
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Cross-Roactivity Vet v Wi o Et oA o Fr
A study was ta tha o cfivity of the test with compounds in Germamy
efher drug-fes  wheole ar postive  whole
bleodiserum/plazsma. The following r.ampuunda show no cross-reactivity when tested with
the BZD Rapd Test Casseks (Whole lasma) at a of 100 Number: 145316302
paml, Revision date: 2023-12-20
MNon Crogs.-Roacting Compounds
[+ B-Phanyletylamine
o i Phenylpropanolamine
Acersalicybe acid Diftunisal Metadone Pradrisone
Aminopyrine Digaxin |-Methamphetamine Pracaine L. . .
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[INTERPRETATION OF RESULTS]
{Please refer 1o the llugiration abave)

NEGATIVE:" Two colored lines appear. Ore colored Ine should be in ®e control e region
() &t another colored line should be in 1he test line region (T). Ths negabve resull ndicates
Ik the Banzodiazepines concent ation is beow e detectable cul-off leval.
*NOTE: The shade of color in e tast lina regicn (T) may vary, but it shoud ba considerad
negetive whenever Ihere is even a faint cofored ne
POSITIVE: One colored line appears in the control line raglon (G). No line appears inthe
lest line region (T). This postive resut indicates that the Senzodiazepines concenration
exceads the datectable cut-off lavel
INVALID: Contral line fails to appear. Inzufhcent specmen valume of incomes procedural
lechrigues are the most liksly reasons for contred line fallure, Review the procedre and
repeat the test with 8 new fest If the probdem persists, discontnues using the test kit
immadiately and contact your local distibator

[QUALITY CONTROL]
A procedural contral is inchaded in e ksl A coloeed line appearing in fie contral region (G is
the internal procedural conyrol. It confirms sufficent specimen valume nd comect procedural
techrigue Controd standards are not suppled with this kit, howsver, il 1S recommended mat
posifiva and nagafive controls be tested as a good [aboratory practica to confirm $he test
procedure and ta venly propes 1ae) pedomance.

[LIMITATIONS]

The BZ0 Rapid Test Cassefie (Whole BloodiSenumiPlasma) provides only a qualtative,
preliminary fesull A secondary anafylical mefod must be used to obtain a confimed
resiit Gas chromatographyl mass spactromelry (GC/MS) is the praforred confimmatory
method.
Z0tls masmla that technical or procedural errors, as well &s ofther interfering substances In

the Wheote blood of serum or plasma Specimen may CUSS eronecus resulls.

3 A posifive rasult indicstas presence of the drug or its metabaiites but doas not indicate level
of 3 rotte or In Whale blood of senum or piasma.
4. A negalive resull may ol necessaily indicate diug-free Whole bloodsenen'plasma

Negalive results can be obtained when drug is present but below the cut-off level of the
test,
5. Test does not mﬁﬂgulgn betwaan mgs of abuse and certain medications.
[PERFD

Mcnrucy
A side-my-sic isan was usting the BZO Rapid Test Cassefie snd GC/MS &1
U cut-off of 100ngimL. Tosling was pe on 90 cinical i collecied
Irom subgects present for Drug Sereen Testing. The folowang results were tabuisted:
Clinic Result of Whole Blood
HMethoo SEMS Total Results
L —
e Negatie 2 67 &8
Total Results 2 89 %0
% Agreement 20.5% a7 1% 95.6%
Clinic Resull of Sarum or Plasma
Method GoMs
020 Rapid Teat | RESUIS | Pasitie ative bk int
e Posilive 19 2 Fal
Negalive 2 87 [::1]
Total Results 21 69 80
% Agresmant 90.5% a7 1% 056%
Analytical Sensitivity

A drug-free whide blodd/serumiplasma pool was spiked wih Benzodiazepines & the following
concentrations of £50% culoff and 3x cutefl. the data are summarized below
For whole blood:

BZO Concentration Percent of Visual Result
) Cut-oft 2 Negatve Positve
] 0 30 30 @
50 -50% 30 0 a
100 Cut-off 30 15 15
150 +50% €0 ] 30
300 ax 1] o 30
For sarum or plasma:
BZO Concentration Percent of Visual Result
(ngimL) Cut-off " Negaive Posibve
0 0 30 30 [
&0 =50% 30 30 Q@
100 Cut-off o 15 15
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