I gALL MDPV Rapid Test Cassette
TEST {(Whole Blood/Serum/Plasma)
Pa Insert

[__REF DMDP-402 | English |
A rapid tast for the qualtative defecbon 3 #-methylenediosypyrovalerone i human whok
Ieod or serm or plasima.
For medical and ofher professions! in vilro disgnostic use oy
[INTENDED USE]
The MDPY Rapid Test Cassefie (Whole Bloocd'SeromPlasma) is a laterd fow
chiomatographic immunoassay for Be deteclion 3, 4-mefhylensdiogypyrovalerone in whole
plood o serum of plassna al a cul-off concent ation of S00n. This lest will detect other
related compounds, piease refer to the analytical Specficty table in this package insen.
This assay provides only a guaktadive, preliminary analytical test resut. A more spedific
altemate chemical method must be vsed in order fo obiain a confirmed analytical resull. Oas
chremalographyimass spectrometry (GEMAS) ix the preferred confirmatory mathod. Chnical
consideralion and professional juegment should be appled o any drug of abuse lest result.
particulary when prafiminary positive results are used
[SUMMARY]
3, d-matylenedexypyrovalerone (MOPV) is a paychoacive recreational drug with stimudant
propertes which acls as & norepinephnne-dopamine reuplake inhiblior (NDRI. 1 was first
davelaped in the 1960s by a team at Boshringaringekhaim, MOPY remained an obscurs
stirmitant undil arcend 2004 when it was reportedy sald as a designer dug. Products fabaled
as bath salls contaning MOPY were previously soid as recrealional drugs in gas stalions and
converence s1ores in the Lnied States, simiar 1o the marketing for Spice and K2 as iIncense.
MOFY 15 the 34-methyleredioxy ring-substituted analog of the compound pyrosalerne,
developed in the 1960s, which Fas been used for the treatment of chronic figue and as an
anorechc, bul caused problems of abuse and dependence. However, despile ifs struclurel
sirmilarity, lh: effects of  MDPY nea little resemblance -] dha
i such a8
{MDMA),  instead pmuhu primarily ahrrl.lanl
effects Wity anly mild enlu:mgenl: aualities
MODPY undergoes CYP450 206, 2010, 1A2, and COMT phase 1 metsboksm (kver) inlo
methylcatecnal  and  pymolkine,  which  In fumn e gluocwonated  (uridine
5'-giphospho-gucuronosy-ransferase) allowing it to be exersted by fhe kidnays, with only a
small Faction of e metsboliies being excreted info the stools. No free pyrolidine wil be
detected in e whole Blood or serum or plasma.
The MOFV Rapid Test Cassefie \Whole bicod / Serum | Flasma) is a rapd whole blood o
sensmiplasma screening test that can be performed without the use of an instumant. The test
ufkzes @ monoconal  anfbody o seleclively  detec!  elevated  levels of 3.
A-meylenedinapyrovalerone in whele blod er serum or plasma. The MOPY Rapid Tesl
Cassette (Whole blood / Serum | Plasma) yields a posifve resull when 3.
4-mathylenadiceypyrovalarone in whola blood or sansm or plasma exceads S00ngmL
[PRINCIPLE
The MDPY Rapid Test Cassatie (Whole ) 1% an based an
e prnciple of comgelitive binding. Druge tiat may be present in the specimen compete
against the drug conjugate for binding Stes on tha sntibody. During testing, 3 specimen
g upwand by capliary action. 3, 4-meltylemedioxypyrovalerone, if presant B e
apecimen below the cut-off level, will not saturate the bindng sites of the antibody In the tes?.
The &nibofy costed  pamices  will ®en  be  captured by mmobllized 3,
4 lgin confugate and a visible cokaad line wik show up in e
sl Ene region. The I;dule:l e wil nol form in mhe tesl re region if the 3,
£-meylenedioxypyrovalerone level exceeds the cul-off keved because i will saturate all the
binding sites of anti-3, 4
A drog-postive specamen will not generate a colored fine m the test line region because of
drug competition, whie a drugnegafwe specimen or a speomen containing a drug
eoncentration less than the cut-off will te a line in the t2et line region. To sere as a
procedural control, 8 colared line will always appear at the contrel line region indicating that
proper tiusme of specimen has been added and memarana wicking has occured
[REAGENTS]

4 M

The tesl cantains mouse anli-3, 4 antibody coupled

particies and 3, 4 protein A gost antibady s
amployed in the control ling system.
[PRECAUTIONS ]

« For ional in vt use only. Do ot use aftar the expiration date

+ Do not aat, drink or smoke h the area where the speciment or kifs are handled

= D6 not uza test i pauch is damaged

« Handle all spacimans a5 if thay contain infacsols agents. Obsarva established pracaitions

againsl microbiciogical hazards Shroughout 12s8ng and follow the slandard procedures lor
proper depozal of epecimans.
Wear proective clothing such as coats,
when specimens are being festad
The used Lestshoukd be discarded according b local ragulations.
Hurmmidity and ternparatura can adversaly afact results
[STORAGE AND STABILITY]
Stere aa packaged in the sealed pouch al recem temparature of refigerated (2-30°C). The et
s stable through Me expiration dale prnted on the sealsa pouch. The fes! must remain in e
sealed pouch unli use. DO NOT FREEZE. Do nol usi bayond the axpiration date
[SPECIMEN COLLECTION AND PREPARATION ]
«+ The MDPV Rapid Test Cassette can ba padormad using whole blood (from venipunclure or
fingarstick)

gloves and eye

eompounds show no cross-reactiity when tested with the MOPY Rapid Tesl Casselte (Whnale

)8t a o 100 X
MNon Cross-Reacting Compounds

Aceione Dapaming Crealie Acdd
Alburmin {+i--Epinephrine Panicilin-G5

- : i Phaicarmi
Ascoabic Acid Ethancl Phenatbiazine
Asparisme Furoseride L-Fhemieptring
Azpirin Glucoze B-Phenyletnygamne
Alrogire CuaiseoiGiyceryl By Procaine

Cranidine
Bilirubin Ibuprofen Ranitidine
Caffaine {+i-Flsaprotarenct Ribofiavia
Chicroquine Hetaming Sodium Chionida
14 i L Sulindan
{+#-}FChiophenicaming  Lidocaine Tyramine
Creating {+=Map 401
= i el iacinamis (1R 28}-{-)-N-Methyl-Ephedrive
Dextromethorphan Hicakne
Dipheniydraming {+1-)-Norephedring
Interforing Substances

The MOPY Hapid Tes! Cazsete (Whole blood/Serum/Plasms) has bean tected for pazsinle
interference from wsibly hemelyzed and lipemic specimens. In addtion, no infererence was
abserved in specimens containing up fo 100 mg/d hemogiobin.up to 100 mgidl bilinbin. and
up o 200 mgidl human serum albumin
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* Tocollect Einoprstick Whols Blood specimong:
« Wash the patient’s hand wilh soap and warm waler or clean with an aleohal swab. Allow
1o dry.

+ Mazzage the hand without Iouching he punciure site by rubbing down the hand iowards
the fingertip of the middle o ring fingar
+ Punctire the skinwith & sterfe lancel, Wipe away the first =ign of Hood.
Santly rub the hand rom wist 1o pakm to Snger to farm a rounded drop of Blood over the
puncise sie.
* Add e Fingersick Whole Blood specimen 1o fhe test by using a capillary tuba:
« Touch the and of the capillary tube to e blood until filled to approdmately 40 pl
Awoid alr bubbles
+ Piaca the bulb onio the top end of the capillary tube, then squeeze the bulb to
dispense the whole DIEIDU ta the specimen srea of the st casseie.
Tesing shoukd be i after the ] wave been collected. Do not
levn B i at room for pr gud periods. For long lerm storage,
specimens should be kept bDefow -20°C. Whole Dioodfserumiplasma coliectea by
wenipuncture shoukd be stored at 2-8°C If ®a 185! s to be run within 2 days of coleckon. Do
not fresze whole blood o serum or plasma il . Whole
cobected by fingerstick should be tesled immediately,
= Bring specimens lo room temperzhee pricr to esling. Frozen specimens must be
completely hawed and mixed well prior to testing. Specmens should not be frozen and
thaved repeatedly
= W specimens are to be shipped, hey should be packed in cormplisnce with local regulations
covering the bansportation of elivlegic agents,

[MATERIALS])
Materials Fﬂwldiﬂ
» Tesf casssiies + Droppers uffer » Package insert
Materials Roquired But Nal Provided
» Epeamen colection containers . Cammpe

« Lancets {fer fingarstick whale blood anly)

* Heparinized capifary lubes and dispansing bulb (i ﬁnwsﬂ.h whulu blood enly)
[DIRECTIONS FOR USE]

Allow the test, specimen, buffer andior controle to reach room temperature (18-30°C)

prior to testing.

1. Bring the pouch to room temperature (15-30°0) before opening (it Remave he cazeetie

from e sesled pouch and use it within one hour,
2. Flape T casselle on & ciean and level suriace.
For sarum or plasma spacimen:

*NOTE: The shade of cobor in the test ine regian {T) may vary. but Il shoud be considered
e T nase | even a teint colored line.

POSITIVE: One colored line appears in tha control line ragion (C). Mo e appears in the

test re region (T). This positve resull indicates hat the 3. &meBylenedioxypyiovale one

concany stion excesds the detectable cut-off level,

INVALID: Control line fails to appear. Insutfident spadmen volume of ncomect proced ural

techniques ara the mast likely reasons for control Ine failure. Revew the procedure and

repeal the test with & new test. Il ®e problem persists, disconfinue using B Test kit
immedistely and contaci your local distributor.

(QUALITY CONTROL]

A procedural controf is induded in e test. A colored ke appearing in e control region (C) is

the inlernal procedural contral, 0 confrms sufficent specimen volume and corred procedurs

technique. Confral standards are not suppbed wWith this kil; however, it s recommended thal
positive and negative controls be tested as a good laboratory prackce to confirm B fest
pracedura and b verify proper test parformance

[LIMITATIONS ]

1. The MOPY Hapid Test Cassetie (Whele bioodiSerunyPlasma) provides sely a quaiitative,
prebminary analytical resul. A eecondary analytical method must be wsed 1o obtain a
confirmed resull. Gas chromaingraphy! mass spectrometry (GC/MS) i the prafermed
confmatory malhod,

2 It Is possible that technical of procedural ermos. &s well a5 ofher Intsrfering substances in

1he spedmen May Cause emoneous resuts.

a Apoauve lesmlml.calea presance of the drug orits metabolites but does nat indicate level

o route of i whale blood or serum o plasma.

4. A regalive resull may nol necessaily idicals drag-free whole bloodiserumiplesma.
Magative resulis can be oblained when drug is present but below the cut-off level of ha tast.

£, Test does not disfinguish between drugs of abuse and ceriain medications.

[EXPECTED VALUES]

This negalve resulf indicates fatthe 3, 4 i i belen

the delectable level of S00ngimi. F'nsdma result means the concerfration of 3

4-methylenedioyypyrovalerone & sbove  #he  lovel  of  Sl0ngiml  The

A-mathylenediowypyravalarane Rapid Test Cassatte has a sansifivity of S00ng#mi,

[PERFORMANCE CHARACTERISTICS]

Accuracy

& sida-by-sid comparison was conduictad Using the MOPY Ragid Test Cassatts and GLMS

at ihe cut-off of S00ng/ml. Teskrg was performed on 100 dirical specimens previously

cofected from subjects present for Drug Screen Testng. The followng resulle were ahulsled:

=Hold e dropper vertically aad fransfer 1 full drop of serum or plasma
40uf), hen add 2 drops of buffer (approximataly B0 ) to the specimen well (S} of the
cassette, @nd (hen starl the limer. Avoid trapping &1 bubbles in Ihe specmen well. See
lisstration below
Far Venipuncturs Whols blood specimen:

=Hold fhe diopper verfically and lransfer 1 drop of whole blood (sppraximaltely 4040} Lo the
specimen well(S), then add 2 drops of buffer (approximately 80 ul), and start the Bmer
See (Hustration below.

»To use a capilary lube: Fil the capliary lube and transfer approdmately 40ul of
fingerstick whaole blood specimen to the speciman well(S) of test caseate, then add 2
drops of bullerjapproximately 80 ul) and slart e timer. See lustrabon below.

3. Wait for the colored linejs) to sppear. Read the result at § minutes. Do not intarprel the
rasuit after 10 minutas.

e .

T Drop of senan or plasma I:'::::::wnw-u g —
=y Whole Blood

2 Drops of Buffer '! 2 Drops of Buffar i 2 Drops of Bufler

®

Positive Invalid

[INTERPRETATION OF RESULTS]

(Please refer 1o the lustration aboue)
NEGATIVE:" Two lines appear One colored line shoud be in Ihs conir line region (), and
another apperent coiored line zhoud e i Mme teat ling reglon (T). Thiz negative resut
indicates thal the 3. 4 ion is Delow the delectable
cut-off level
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Clinic Result of Whole Blood
Mathod GCIMS
MOPY Rapid Tost | Results Poaitive Negalive Youl Rasubs
c Positive 28 E]
| Hagatve 2 J0
otal Results a0 100
% Agresment 93 3% 0%
Clinic Resull of Serum or Plasma
GCIME
Posiie Negaie Total Results
28 2 0
2 58 T0
an 70 100
933% ar1% S50%
Analytical Sensitivity

A drug-ree whole biood'serumiplasma pool was spiked wih 3. 4-methylenedicxypyovalerone
at the following concendrafions of negalive +50%cut off and 3x cut off, the data are
summarized below:

MDPV Concentration Visual Resull
Percent of Cut-off | n Posiies
a a 30 an [i]
250 =50% 30 S0 0
500 Cut-off 30 15 15
750 +30% 30 (1] a0
1.500 n 30 (1] 30
Analytical Specificity

The foltwing table fsts compounds thit are posilively delected in whole Bloodisenumisiasmma
by the MDPY Rapid Test Casselle (Whoie blood!Serum/Plasma) ol § mimtes,
Compound Concentration (ng/mL}
3, 4mathylenediceyoyrovalerone 500

Precision
A shudy was eonducted af thiee hospitais by uniraned operatons usng lhree diferent lots of
praduet 1o demonsirate the within run, between run and between operator precision. An
igentical panel of coded spedmens, containing no MOPY and 50% MDPV sbove and below

he cut-off was provided 10 sach site. The following results wise Labudated
MDOPV Concantration n Site e

{ngimiy par Sita + - + +

a 10 10 a 0 ] 10 a

250 10 [ 1 8 1 1] 1

750 10 1 9 1 ] 2 []

[ mn Raactivity

A study was ta activity of the ftast with in aithar
drug-fres whote blsad ae ﬂebermme potitve whole Boodiserumvpiasma, The faliawing
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