AaLL ” LSD Rapid Test Cassette
TEST (Whole Blood/Serum/Plasma)

Package Insert

A rapid test for the detection of Lysergie Acid O i human whoie blood or
serum or plasma

For medical and other professional in vitro diagniostic use onfy.

[INTENDED USE]

The LSO Rapd Tes! Cassetie (Whole Biood/SensmiFlasme) (s 8 tateral flow chromasographic
Immunpassay for the detection af Lysasgic Acid Dieshylamide in whole blocd or serum or plasma
at a cut-off concantration of 20ngiml
This assay provides only a quaitabve, preliminary best esull. A more specific alkerrale chemical
efiod must be used in order fo obiain a confirmed anaitical resull. Gas chromatography
mass specirometry (GCMS) s the preferred confirmatory method. Clnical consideration and
professional jusgment shauld be appied fo amy drug of abuse test result, paricuary when
preliminary positive resuls are used.
[sUMMaRY]
Lysergic acid dielhylamide (LSD) b5 & white powder or a cear, colofess iquid. LSD s
manutsctured from lyeergic seid which occurs naturally in the ergot fungus that grows on wheat
and rye. It is @ Schedula | controlled substance, availabla in liguid, powder, tablet (microdots),
and capsule form. LD is recreationaly used as & hallacinogen for its ability to after human
perception and mood. LSD is primarily used by oral administration, but can be inhaled, infected,
and transdermally applied. LSO Is a non-selective S-HT agonst, may exert is halucinogenic
affact by intaracsing with S-HT 2Areceplors as a partial agoniet and modulating the NMDA
plos daled sensory, ptual, affectve and cogniti . LBD mimics 5-HT at
5-HT 1A reseplors, produdng a marked slowing of B Sing rale of serclonergic neurons. LSD
has & plasma halHife of Z5-4 hours. Meteboltes of LS00 indude N-gesmetiyd-LS0,
nyoroky-LS0, 3-0x0-L S0, and 2-oxp-3-hydroxy-LS0 These metaboltes are all inactve.
The LSD Rapid Test Cassefta (Whole Blood/SarumPlasma) is a rapd whola
bloadisenaniplasma screening fesl that can be performed withoul the use of aninsturment. The
1est utlizes a8 monodonal anbbody 1o selectively detect elevated evels of Lysergic Acid
n whole The LSD Rapid Test Cassetie (Whale
BlosdiSerumPlasma) yields a posiive rasull when Lysergic Acd Diethylsmida in whole
bloadizenumiplasms evcesds Mng/mL.
[PRINCIPLE]
The LSD Rapid Test Caszete (Whole lasma) ks an based on the
principls of competiive binding. Digs which may be prasent in the whole Bloadiserumiplasma
specimen compete againgt the drug canjugate for binding sites on the antibady. During testing,
a whale blood/ssrumipiasms spedmen migrates upward by capllary action. Lysergic Acid
Diethylamide, If present in the spedmen below 20ng/mL, will not satrate the hinding sites of
antioody-coated particies in the test. The antibody-coaled parscles wall then be caplured by
ilized Lysengic Ackd Disthy jugate and a visbla colorad e will show up i the
et live region. The colored bne wil not feem in the fest bne region if the Lysergle Acid
Diethylarmide lewe| exceeds 20ngiml because it will saturate all the binding sites of anti-Lysergic
Acid Disthylamide antibodies.
A drug-positive specimen will not generals a coloeed i in the test line region bacause of drug
competition, whila a drug-nagative epsciman o a spacimen containing a drug concantration
bt than Bee cul-off will generale a e in the lest line region. To serve as a procedural condrel,
a colored line will always sppear in the control line region, indicating that proper volume af
specimen has been added and membrane wicking nes occured.
[REAGENTS]
The test containe mouse menoclonal anil- Lysergic acid dethydamide antbedy coupled particies
and Lysergic acid diethylamide -prolein conjugale. A gost anfoody is emplayed in lhe gonlrel
line: systerm.
[PRECAUTIONS]
Far professional in witro disgnostic uss orty. Do not uee after e explration dste.
Da ot eal, dink or smaoke in the area whnere the specimens or kits are handled.
Do ot use test if powdh is damaged
Handle &l specimens &g f they contan infechous agents. Observe established precautions
againel microbiolegical hazards $woughoul testing and flow the slandard procedues for
propar disposal of spacimens
Wear proleclive clulthing such as lsboratory coals. disposable gloves and eye prolection
when specimans are being ested,
The used lest should be discarded acconding to local regulations.
Hurridity and temperatura can advarsaly affect rasulls
[STORAGE AND STABILITY]
Store as packaged In fv sealed pouch at room temperature o refrigerated (2-30°C). The tesL s
stable through the expiralion date prnted on the sealed poudh. The lest must remain in the
sealed pouch undl use, DO NOT FREEZE. Do nol use bayond B expiration data
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Analytical Spacificity
The fallowing taie Fsts ihat are positively whale by
the LSD Rapid Tes! Cassetie (Whale Bload/SarumiPlasmal at 5 minutes
Compound Concentration (ng/mL)
Lysergic Acid Diethylamide 20
Precision

A study was conducted at three hospitsls using three diffarent lots of product to darmonstrate the
within rue, between run and bebween operstor precision. An identical panel of coded speamens,
cordaining no Lysergic add diethylamide, and 50% Lysergic add dethyarmide above and below
the 20ngimL cui-off was provided o each siie. The fofowing results were tabulated

LSO n Site A Site B site C
ingiml) porSite [ - 5 = 3 - T
0 10 10 i 10 i 10 0
10 10 [ 7] 1 ] 1
30 10 1 f] 1 [ 2 [
Cross-Reactivity

A shudy was conducted fo determine the cross-reactivity of the test with compounds in either
dmg-tee whole  bloodéserumiplasma o Lysergic acd diethylamde positive whole
The followdng show o cross-resclivity when lested with e

LS Rapid Test Cassefe Wholk asma) at a of 100 pgéml.
MNon Cross-Reacting Compounds
{#-}-Norephadrine Dapaming Oimlic Acd
Alburrin (#-)-Epinephrine Penidillin-G
Ampleitin Erythromycin Phenkamine
Azcorbos Aeid Ethanol Phenalhiazine
Aspartame Furcsemide L-Phenylephnine
A pirinn Glucosa f-Pherylamylamne
Afroping Guaiacol Glyceryl Ether Procaine
Benzocaine Hemogiodin Quinidine
Allinin Ipupeotan Ranitidine
Caffeine ( p ] beflavi
Chioraquine Ketamine Sodium Chionde
{#)-CHoepheni L Sukndac
{+-}-Chiorpheniraming Lidocaing Tyraming
Craating (#)-Naprowen 4-Diresthylarriraantipyrine
L (1R, 25) -} N-Methyl Eahedring
Dextrometsphan Nicoline Fentaryl
Oiphenhydramine
Interfering Substances

The LED Rapid Test Cassette (Whole Blood/Serum/Plasma) has been tested for possible

Inderferance from visidly hemalyzed and lipemic specimens. In addiion. na iNlerisfence was

obsesrved In specimens containing up to 100 ma/dL bemeglobin; up 1o 100 mg'dL bilirubin and

up to 200 mg/dL reman zensm slbumin,
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[SPECIMEN COLLECTION AND PREPARATION]
« The LSD Ragid Test Casselle can be padomed Lsing whole biaod (fram venipunelure or
fngersck) of senim of plasme.

= Tocolect Eingerstick Wiole bieod specimens:
» Wyash lhe patent's hand wilh snap and warm wales or clean with an alcoho swab, Alow 1o
dry

= Massage [he hand withoul louching v punclure sile by rubbing down B2 hand fowards

tne fingertip af the middie or ring finger.

Puncture the skin with 2 stenle lancet. Wipe away e first sign of biood.

Gently rub the hand from wrist to paim to fingar to form a roundad drop of bicod over tha

punclune site

At the Fingerstich Whale Hood specimen o (he test by using a capillary tubs.

= Touch the end of the capillary tube to the biood unti fified 1o approxmately 40 pl. Avodd
aif bubblies

« Plase the biilb ants the top and of 2 capillary tube, than squeeze tha bulb to dispensa
The: whole blood to the specimen well of e kes| cassetie.

Testing should be performed immediately after spedmen collection. Do nol leave e

[INTERPRETATION OF RESULTS ]
{Pleage refar to Ba lllustrsion above)

NEGATIVE:* Two colored lines appear. One colored re should be in the control line region
{C) and another colored kne showd be in the iest ne region {T). This negabve resull indcates
that the Lysargic acid disylamide conoentrasion is below the delectable cul-off kvel
*NOTE: The shade of color in the lest line region (T) may vary, but it should ba considered
regafive whenever e is even a fainl colored line
POSITIVE: One colored line appears In the controd line reglon {C). Mo line appesrs in the
test line region (T), This posiive resut indicales thal the Lyssrgic acd dethylamice
concaniration excesds the dotectable cut-off lavel
INVALID: Contral line fails to appear. Insufficent specimen valume or incomee! procedural
lechniques are B most likely reasons Tor controd line failure. Review P procedure and repest
the tast with a rew test If the problem persists, discontinue using the test kt Immediately ana
contact your local distritutor

[QUALITY CONTROL]
A procedural control is inchuded in the tesl. A cofored line agpearing in the cantro region (C) is
the Internal procedural conval. it confirms: suffident specimen volume and comect procedural

at room far pencds. Serum and plasms may
be storad a8t 2-8°C for up to 3 days, for lang-tarm starage, epecimans should ba kept below
-20°C. Winale blood collzeted by venipunclure shoubd be stored al 2-8°C i (he ka2l ks to be run
within 2 days of collecion. Do not freeze whole biood spedmens. Whola blood collected by
fingerstck should be tested Immedately
Bring speimens Lo ioom lemparstue pior 1o lesting. Frozen i s b {8

Conrol are not supplied with ®és ki; however, It is recommended that
positiva and negative confrols be tested 98 8 good isboratory practca fo confirm the test
procedure and Lo verily proper lest perforrance.

[LIMITATIONS ]
1 Tre LSD Rapd Test Casssfle (Whok BloodSensmiFlasma) provices only @ qualiajve,
mesull A analylical mafed must be used 1o cblain a confrmed resull

thawed and mixad well pror to tesing. Specimens should not be fozen and thawed
repeatedly.

= If spechmens are to be shipped, they should be packed in compliance with local reguistions
couenng the transponetion of eticiagic agents.

[MATERIALS]
Materials Provided
- Test cassetles = Droppers = Buffer * Package insert
Materials Required But Not Provided
= Spedmen collaction containers * Cantifuge
« Lancats (for fingersack whale bload only) = Times

+ Heparinized capilary hibves and dispensing bulb (for fingerstick whale Bood anly)
[DIRECTIONS FOR USE]

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

prior to testing.

1. Bring the pauch 1o reom lemperalurs belore opaning 1. Remave the eassatts fram the sealed

pouch and uze it within ona hour.
2. Place the casselie on a clean and ievel surface
For senm or plasma specimen:

Gas chromatagraphyimass spectrometry (GCIMS) is the prefarred confirmatary methad

2 I\ is possitle [Hal lechrical or procedural erons, as well as offer inlerlering subslances in the
whole biood or serum or pl MHY Catse results.

3 A HCPSII.I\E IEH.I[ Im:lcales presence of the drug or its metabolites but does not indicate level
of i 0N routs or ion in whola Baad or serum of plasma.

4. A regative resuit may not necessarily indicate drug-free Whaole bloodisensmiplasma
Negalive results can be obtained when dreg is present bul below the cul-off leved of (he lest,

5 Test does not disinguish between dnugs of abuse and certain medications.

[PERFORMANCE CHARACTERISTICS]

Accuracy
A side-by-sick uging the LSD Rapid Tesl Casselle and GCME at
the cm-urf of 20ngfmL. Tesﬂng was an 91 dinical collectad

from subjects present for Drug Screen Testing, The following resuits were tabuiated:

sHold the dropper verticaly and ransfer 1 full drop of serum or plasma (spo
40,L), then add 2 drops of buffer (apprasimalely B0UL) o the specimen well(S) of the
casseita, and Hen start the timer. Avold trapping air bubbies in the spedmen well. Sea
ilustration betow,

Far Yenipunctura Whole blood speciman:

~Hald the drapper verically and kansfer 1 drop of whele blood {appreximalely 40uL) to the
specimen well(3). then add 2 drops of buffer {approsimately 80.L), and start £ timer. See
Hustraton below.

ForF Whola

»To uze a capdisry fune Fill the capiiary lube 2nd tranefer approximately 40pl of
fingerstick whole blood specimen 12 the specimen well{S) of ezl cazsetle, then add 2
drops of butfer{approdmately £0uL) and start the timer. See llustration bslow.

3. Wail for the colored lineis) Lo appesr. Read the result at 5 minutes. Do nol inderpiet the
result after 10 minuies

40 of Fingarsiick
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Clinic Result of Whols Blood
Wathod e
T
LSO Rapid Test —RusuMts | Positive | Hegalve ‘otal Results
Poslive 20 1 =
Cassatte o, : 2 7
Total Results 71 7 91
| % Agreoment 95.2% 03 6% TR
Clinic Result of Serum or Plasma
Mothed Goms
Total Results
Results | Sosith Negal
LSD Rapid Test Eo L e oy
Cassotte | Posisive | 20 T =
Megative 1 T =
Total Results 1 ] o
% Agresment 952% 98.6% oy
Analytical Sonsitivity

A drug-free whels bloadiserumipiasma pool was saiked with Lyseric acid defwylamide at the
Tollowing concentraborns of $50% culoff and 3x cutofl, the data are summarized beiow:
Forwhole blood:

L&D Concentration Parcent of Visual Result
Cut-off i Hegaiie Posilive
o L1} 30 30 0
10 -50% in 30 4]
20 Cul-aff 30 15 15
30 +50% 30 1] 30
80 LS 30 o 30
‘or serum or plasma:
LSO Concentration Parcent of i Visual Rasult
(ngimL} Cut-off Magative Pagilive
o L4} 30 0 L*]
10 -50% 30 30 o
20 Cut-off a0 15 15
30 +50% a0 o 3o




		2026-01-21T09:08:34+0200
	Moldova
	MoldSign Signature




