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USO PROFESSIONALE
PROFESSIONAL USE

ATTENZIONE: Gli operatori devono leggere e capire completamente questo
manuale prima di utilizzare il prodotto.

ATTENTION: The operators must carefully read and completely understand the
present manual before using the product.

AVIS: Les opérateurs doivent lire et bien comprendre ce manuel avant d' utiliser le
produit.

ACHTUNG: Die Bediener miissen vorher dieses Handbuch gelesen und verstanden
haben, bevor sie das Produkt benutzen.

ATENCION: Los operadorestienen que leer y entender completamente este manual
antes de utilizar el producto.

ATENCAO: Os operadores devem ler e entender completamente este manual antes
de usar o produto.

MPOXZOXH: Ot ye1p16TéG OVTOY TOV TPOIOVTOG TPEMEL VAL SLOBAGOVV Kot VoL
KatoAdfovy TAP®S TIG 00N Yieg TOV £YYEPLdion TPV 0Td TNV YPNoN TOL.

il y/‘/y v L"_u_//‘ﬁﬁ;(_[é& Lﬂl///.i.&,aﬁjanbﬁ‘juu-k .‘Jw/

GIMA Spa - Via Marconi, 1 - 20060 Gessate (M) - Italia
ITALIA: Tel. 199 400 401 (8 linee r.a.) - Fax 199 400 403
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INTERNATIONAL.: Tel. ++39 02 953854209 - Fax ++39 02 95380056
E-mail: export@gimaitaly.com - www.gimaitaly.com
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Multitest Droghe Pannello di Strisce Urina

Istruzioni per I'uso per ogni combinazione di test delle seguenti droghe: Amfetamina, Amfetamina
500, Amfetamina 300, Barbiturati, Benzodiazepina, Benzodiazepina 200, Buprenorfina, Cocaina,
Cocaina 150, Marijuana, Metadone, Metamfetamina, Metamfetamina 500, Metamfetamina 300,
M etilenediossimetamfetamina, Morfina 300, Oppiacei 2000, Ossicodone, Fenciclidina, Propoxifenee
Antidepressivi Triciclici. Test monofase per |a determinazione simultanea qualitativa di droghe e loro
metaboliti nell’ urina umana. Solo per uso medicale e uso diagnostico professionalein vitro.

USO PREVISTO E RIEPILOGO
Test di screening per la determinazione simultanea di diverse droghe attraverso le urine. Le prove
variano da semplici test immunologici a complesse procedure andlitiche. Larapidita e sensibilita dei
test immunologici li hanno portati ad essere considerati i pitl accettati come test di screening nelle
urine per laricerca simultanea delle droghe d'abuso. Il pannello di strisce per test monofase multi-
droghe (Urina) & un test rapido immunocromatografico aflusso laterale per ladeterminazione quditativa
delle seguenti droghe senzal’ ausilio di strumenti:*

Test Calibratore Cut-off (ng/ml)
Amfetamina (AMP) d-Amfetamina 1.000
Amfetamina (AMP 500) d-Amfetamina 500
Amfetamina (AMP 300) d-Amfetamina 300
Barbiturati (BAR) Secobarbitale 300
Benzodiazepina (BZO) Oxazepam 300
Berizodiazepina (BZO 200) Oxazepam 200
Buprenorfina (BUP) Buprenorfina 10
Cocaina (COC) Benzoilecgonina 300
Cocaina (COC 150) Benzoilecgonina 150
Marijuana (THC) 11-nor-A’-THC-9 COOH 50
Metadone (MTD) Metadone 300
Metamfetamina (MET) d-Metamfetamina 1.000
Metamfetamina (MET 500) d-Metamfetamina 500
Metamfetamina (MET 300) d-Metamfetamina 300
Metilenediossimetamfetamina (MDMA) d,I-Metilenediossimetamfetamina 500
Morfina (MOP 300) Morfina 300
Oppiacei (OPI 2000) Morfina 2.000
Ossicodone (OXY) Ossicodone 100
Fenciclidina (PCP) Fenciclidine 25
Propoxifene (PPX) Propoxifene 300
Antidepressivi Triciclici (TCA) Nortriptilina 1.000

Questo test €in grado di determinare altre sostanze correlate, comeindicato nellatabelladi specificita
analitica presente in queste istruzioni. Questo test fornisce unicamente dei dati analitici preliminari.
Metodi chimici piu specifici devono essere utilizzati come conferma del risultato analitico. Sono
considerati metodi di conferma preferenziali la gas cromatografia e la spettrometria di massa (GC/
MS). Ogni risultato per la determinazione della presenza di droghe d’ abuso deve essere correlato a
considerazioni cliniche e ad un giudizio professionale, particolarmente quando il risultato preliminare
edi positivita
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PRINCIPIO
Il pannello di strisce per test monofase multi-droghe (Urina) & un test rapido immunocromatografico
basato sul principio del legame competitivo. Le droghe che potrebbero essere presenti nel campione di
urinacompetono con il relativo coniugato per i medesimi siti di legame dell’ anticorpo. Duranteil test,
un campione d' urina migra per capillarita lungo la membrana. Una droga, se presente nel campione
d'urina, aconcentrazioneinferiore al proprio cut-off, non sarain grado di saturare tutti i siti di legame
delle particelle legate agli anticorpi relativi presenti nellastriscia. Le particelle legate agli anticorpi
saranno catturate dal coniugato immobilizzato ed una banda colorata visibile comparira nella zona
della banda del test della relativa striscia. La banda colorata non si formera nellarelativa area, seil
livello della droga sara superiore al proprio cut-off, in quanto tutti i siti di legame degli anticorpi
relativi saranno saturati. Un campione d’ urina positivo alladrogain esame non causeralaformazione
dellabanda colorata a causa della competizione della droga, mentre un campione d’ urinanegativo alla
drogain esame o un campione contenente una concentrazione della drogainferiore al cut-off causera
la formazione della banda colorata nella specifica zona del test. Come controllo della procedura,
comparira una banda colorata nella zonarelativa, indicando che e stata utilizzata una quantita corretta
di campione e che la migrazione sulla membrana € avvenuta.

REAGENTI
Ciascuna striscia del pannello contiene anticorpi monoclonali di topo legati ale particelle e al
corrispondente coniugato per ciascunadroga. Anticorpi di caprasono utilizzati per labandadi controllo.

PRECAUZIONI
« Solo per uso medical e e uso diagnostico professionalein vitro. Non utilizzare oltreladatadi scadenza.
« Conservareil pannello di strisce reattive nell’ involucro chiuso fino a momento dell’ uso.
« Tutti i campioni devono essere considerati potenzialmente pericolosi e, pertanto, vanno manipolati
con le precauzioni d’' uso relative ai prodotti potenzialmente infettivi.
« Dopo I' uso, la pannello deve essere eliminata secondo le norme locali in vigore.

CONSERVAZIONE E STABILITA
Conservare nell’involucro chiuso ad unatemperatura compresatrai 2° ei 30°C. |l pannello di strisce
reattive & stabile fino ala data di scadenza indicata sull’ etichetta dell’involucro. 1l pannello di strisce
reattive deve essere conservato nell’ involucro chiuso fino a momento dell’ uso. NON CONGEL ARE.
Non utilizzare oltre la data di scadenza.

PRELIEVO E PREPARAZIONE DEI CAMPIONI

Urina
Raccogliereil campionedi urinain un contenitore pulito ed asciutto. Possono essere utilizzati campioni
d’urina raccolti in qualunque momento della giornata. | campioni di urina con evidente presenza di
precipitato devono essere centrifugati, filtrati o lasciati depositare in modo da ottenere un campione
limpido su cui effettuareil test.

Conservazione dei Campioni
| campioni di urinapossono essere conservati ad unatemperaturadi 2-8° C al massimo per 48 ore. Per
unaconservazione prolungata, € possibile congelarei campioni e conservarli ad unatemperaturainferiore
a -20°C. Prima di utilizzare campioni congelati € necessario farli scongelare ed omogeneizzarli
accuratamente.
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COMPOSIZIONE DELLA CONFEZIONE
Materiale Fornito

* Pannelli di strisce
* Metodica
Materiale Necessario ma Non Fornito
« Contenitori per laraccoltadei campioni
e Timer

PROCEDURA
Primadi eseguireil test, portare atemperaturaambiente (15-30°C) il pannello di strisce, il campione di
urinae/o i controlli.
1. Primadi aprire I'involucro, portarlo atemperatura ambiente. Estrarre il pannello di strisce reattive
dall’involucro e utilizzarlo il prima possibile.
2. Togliereil cappuccio alle strisce. Immergere il panello verticalmente, in direzione delle frecce, nel
campionedi urinaper almeno 10-15 secondi. Non superarelalineadel livello massimo (MAX) indicata
sul pannello, durante I'immersione (vedi illustrazione sottostante).
3. Appoggiareil pannello di strisce reattive su una superficie piana non assorbente, far partireil timer
e attendere che compaia/compaiano la/e banda/e rossale. Leggere il risultato dopo 5 minuti. Non

interpretare il risultato dopo 10 minuti.
C Neaati
T egativo

DDDDDD T[] P
INTERPRETAZIONE DEI RISULTATI

¢ Q D Non valido
T
(Vedere I'illustrazione precedente)

NEGATIVO:* Compaiono una banda colorata nella zona di controllo (C) e una seconda nella zona
reattiva (T) per ciascuna droga indicando un risultato negativo. Il risultato negativo indica che la
concentrazione della droga in oggetto nell’urina & a di sotto del livello cut-off rilevabile per quella
specificadroga.

*NOTA: Latonalitadi colore nella zonareattiva (T) pud variare, ma deve essere considerata negativa
ogni qualvoltasi presenta una debole banda colorata.

POSITIVO: Compare unabandacoloratanellazonadi controllo (C) manon nellazonareattiva (T) per
ciascuna drogaindicando un risultato positivo. Il risultato positivo indica che la concentrazione della
drogain oggetto nell’ urina & superiore al livello cut-off rilevabile per quella specifica droga.

NON VALIDO: Non compare la banda di controllo. Le cause piul plausibili per la mancata comparsa
dellabandadi controllo possono essere un volume di campioneinsufficiente o procedimento analitico
errato. Ricontrollare il procedimento e ripetere il test utilizzando una nuovo panello. Seil problema
persiste, interrompere immediatamente |’ uso del kit erivolgersi a distributore locale.

URINE SAMPLE SHOULD NOT
TOUCH THE PLASTIC DEVICE
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CONTROLLO DI QUALITA
Il test include un sistema di controllo interno costituito dalla banda rossa che compare nella zona di
controllo (C). Lacomparsadi questa banda confermacheil test & stato eseguito correttamente con un
volume di campione sufficiente, che I’ assorbimento della membrana é risultato adeguato e che la
procedura € corretta. Controlli standard non sono forniti con il kit; ad ogni modo si raccomanda di
testare controlli positivi e negativi, come buona praticadi laboratorio, per confermare la proceduradel
test e verificarne e corrette caratteristiche.

LIMITI
1.1l pannello di strisce per test monofase multi-droghe (Urina) fornisce un risultato qualitativo daconsiderare
"preliminare". Un secondo metodo analitico deve essere utilizzato per confermareil dato. Sono considerati
metodi di conferma preferenziali la gas cromatografia e spettrometria di massa (GC/ MS). 23
2. E’ possibile che errori tecnici o procedurali, cosi come sostanze interferenti presenti nel campione
d’urina, possano causare risultati errati.
3. E’ possibile che sostanze adulteranti, quali candeggina €/o alume, presenti nel campione d’ urina
possano causare risultati errati, a prescindere dal metodo analitico utilizzato.Se si sospettala presenza
di tali sostanze, il test deve essere ripetuto con un altro campione d’ urina.
4. Un risultato positivo indica la presenza della droga o dei sui metaboliti ma non il livello
d'intossicazione, lavia di somministrazione o la concentrazione nell’ urina
5. Un risultato negativo non significa necessariamente che il campione d’ urinasiaprivo di droga. Un
risultato negativo si puo ottenere quando ladroga e presente maaconcentrazioneinferioreal livello di
cut- off del test.
6. 1l test non ein grado di distinguere trala droga ed un medicinal e contenente |a medesima sostanza.
7. Un risultato positivo si puo ottenere per la presenza di acuni cibi o integratori.

PERFORMANCE
Accuratezza
E' stata effettuata una valutazione comparativa con il pannello di strisce per test monofase multi-
droghe (Urina) ed un altro test rapido di riferimento in commercio. La valutazione € stata eseguita su
circa 300 campioni preventivamente raccolti da soggetti sottoposti ad un test di screening Risultati
presunti positivi sono stati confermati da GC/MS. Campioni di urina negativi sono stati selezionati
inizialmente con test noti, il 11 10% dei campioni negativi sono stati confermati da GC/MS. | risultati
sono espressi nella seguente tabella:

% di Concordanza con un Altro Kit del Commercio

Campione | AMP Asl:;:]l) A;ztl) BAR | BZO [;ZO(? BUP** [ COC CI(S)OC THC | MTD
Positivo 97% * >99% | >99% 90% * 88% 95% >99% 98% >99%
Negativo >99% * >99% 99% 97% * >99% | >99% | >99% | >99% | >99%
Totale 98% * >99% 99% 94% * 97% 98% >99% 99% >99%
Campione MET ]\;}]LJ “;[(])EOT MDMA Nsl(())OP 2?:;:) OXYy PCP PPX TCA
Positivo 98% >99% * >99% >99% >99% 96% 98% >99% 95%
Negativo >99% 80% * 99% >99% >99% 99% >99% >99% >99%
Totale 99% 87% * 99% >99% >99% 98% 99% >99% 99%

*NOTA: Kit non disponibile in commercio per test di confronto.
**NQOTA: |l test BUP ¢ stato confrontato con quanto riportato sull'uso di Buprenorfina.
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% di Concordanza con GC/MS

. AMP | AMP BZO . ., | €OC s
Campione | AMP 500 300 BAR | BZO 200 BUP CcocC 150 THC | MTD
Positivo 97% 95% | >99% | 92% 97% 98% 98% 96% 99% 97% 99%

Negativo 95% >99% 99% 98% 95% 99% 99% 90% >99% 88% 94%

Totale 96% | 98% | 99% | 95% | 96% | 99% | 99% | 93% | 99% | 91% | 96%
. MET | MET MOP | OPI o
Campione | MET | (o 300 |MDPMA| T | e | OXY | PCP | PPX | TCA
Positivo 99% | >09% | 97% | >99% | >99% | >09% | 98% | >99% | 94% | >99%
Negativo | 94% | 96% [ >99% | 98% | 94% | 90% | 99% | 97% | 99% | 8%
Totale 9% | 98% | 98% | 99% | 97% | 95% | 99% | 98% | 97% | 91%

*NOTA: BUP s basasullaLC/MS data e non sulla GC/MS.
**NOTA: | dati relativi a TCA sono stati ottenuti comparando con HPL C anziché GC/MS.

Sensibilita Analitica
Ad un pool di urine privedi droga e stata aggiunta una drogaalle concentrazioni + 50% del valore cut-
off e £ 25% del valore cut-off. | dati sono riassunti qui di seguito:

Conc. Droga n AMP AMP 500 | AMP 300 BAR BZO BZ.0 200 BUP
(Cut-off range) - + - + - + - + - + - + - +
0% Cut-off 30 | 30 0 30 0 30 0 30 0 30 0 90 0 90
-50% Cut-off’ 30 | 30 0 30 0 30 0 30 0 30 0 90 0 90 0
-25% Cut-off 30 | 22 8 24 6 27 3 27 3 27 3 81 9 75 15
Cut-off 30 12 18 16 14 13 17 | 22 8 11 19 | 55 35 | 60 30
+25% Cut-off 30 2 28 4 26 4 26 7 23 5 25 | 27 | 63 31 59
+50% Cut-off 30 0 30 0 30 0 30 2 28 0 30 0 90 0 90
Conc. Droga n CcOoC COC 150 THC MTD MET MET 500 MET 300
(Cut-off range) - + - - - + - + - + - +
0% Cut-off 30 30 0 30 30 30 0 30 0 30 30 0
-50% Cut-off 30 30 0 30 30 29 1 30 0 30 0 30 0
-25% Cut-off 30 30 0 24 12 18 24 6 30 0 23 27 3
Cut-off 30 4 26 14 16 1 29 21 9 18 12 13 17 15 15
+25% Cut-off 30 0 30 7 23 1 29 2 28 1 29 8 22 4 26
+50% Cut-off 30 0 30 0 30 0 30 0 30 0 30 0 30 0 30
Conc. Droga n MDMA | MOP 300 | OPI 2000 OXY PCP PPX TCA
(Cut-off range) - + - + - + - + - + - + - +
0% Cut-off 30 | 30 0 30 0 30 0 30 0 30 0 30 0 30 0
-50% Cut-off 30 | 30 0 30 0 30 0 30 0 30 0 30 0 30 0
-25% Cut-off 30 | 26 4 25 5 30 0 30 0 19 11 24 6 22 8
Cut-off 30 17 13 17 13 13 17 18 12 16 14 17 13 17 13
+25% Cut-off 30 4 26 1 29 4 26 6 24 6 24 7 23 5 25
+50% Cut-off 30 0 30 0 30 0 30 0 30 0 30 0 30 0 30
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Specificita Analitica

La seguente tabella elenca le sostanze (ng/ml) che sono state identificate positive dal pannello di

strisce per test monofase multi-droghe (Urina) in 5 minuti.

AMFETAMINA METADONE

d-Amphetamina 1.000 Metadone 300
d,l-Amphetamina 3.000 Dossilamina 50,000
l-Amphetamina 50.000 METAMFETAMINA

Fentermina 3.000 d-Metamfetamina 1.000
3.4-Metilenediossiamfetamina (MDA) 2.000 p-ldrossimetamfetamina 30.000
AMFETAMINA 500 I-Metamfetamina 8.000
d-Amphetamina 500 Mefentermina 50.000
d.l-Amphetamina 1,500 3,4-Metilenediossimetamfetamina (MDMA) 2.000
B-Fentermina 50.000 METAMFETAMINA 500

3,4-Metilenediossiamfetamina (MDA) 800 d-Metamfetamina 500
Fentermina 1.500 p-Idrossimetamfetamina 15.000
Triptamina 50.000 1-Metamfetamina 4.000
Tiramina 25.000 Mefentermina 25.000
AMFETAMINA 300 d,l-Amphetamina 75.000
d-Amphetamina 300 (1R,2S)-(-)-Efedrina 50.000
d.l-Amphetamina 390 B-Fentermina 75.000
I-Amphetamina 50.000 3,4-Metilenediossimetamfetamina (MDMA) 1.000
3,4-Metilenediossiamfetamina (MDA) 1.560 d-Amphetamina 50.000
p-Idrossiamfetamina 1.560 Clorochina 12.500
d.l-Norefedrina 100.000 | [I-Fenilefrina 100.000
B-Fentermina 100.000 [ |METAMFETAMINA 300

Tiramina 100.000 | |d-Metamfetamina 300
p-Hydroxynorephedrine 100.000 | |d.l-Amphetamina 100.000
fenilpropanolamina (d,I-Norefedrina) 100.000 | |Clorochina 25.000
BARBITURATI p-ldrossimetamfetamina 25.000
Secobarbitale 300 |-Metamfetamina 3.125
Amobarbitale 300 3,4-Metilenediossimetamfetamina (MDMA) 780
Alfenolo 150 Mefentermina 50.000
Aprobarbitale 200 (1R,2S)-(-)-Efedrina 100.000
Butobarbitale 75 I-Epinefrina 50.000
Butetale 100 Efedrina 100.000
Butolbitale 2.500 (-) Deossiefedrina 25.000
Ciclopentobarbitale 600 Fenfluramina 12.500
Pentobarbitale 300 Trimetobenzamide 25.000
Fenobarbitale 100 OSSICODONE
METILENEDIOSSIMETAMFETAMINA Ossicodone 100
3.,4-Metilenediossimetamfetamina (MDMA) 500 Idrocodone 6.250
3.4-Metilenediossiamfetamina (MDA) 3,000 Tdromorfone 50.000
3.4-Metilenediossietilamfetamina (MDE) 300 Levorfanolo 50.000
PROPOXIFENE Naloxone 37.500
d-Propoxifene 300 Naltrexone 37.500
d-Norpropossifene 300 Ossimorfone 200
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BENZODIAZEPINA BENZODIAZEPINA 200

Oxazepam 300 Alprazolam 195
Alprazolam 196 a-ldrossialprazolam 1.562
a-Idrossialprazolam 1.262 Bromazepam 390
Bromazepam 1.562 Clordiazepossido 780
Clordiazepossido 1.562 Clobazam 390
Clonazepam 781 Clorazepato 1.562
Clobazam 98 Desalkylflurazepam 1.000
Clonazepam 781 Diazepam 200
Clorazepato 195 Estazolam 780
Delorazepam 1.562 Flunitrazepam 12.500
Desalkylflurazepam 390 (+) Lorazepam 100.000
Diazepam 195 Midazolam 6.250
Estazolam 2.500 Nitrazepam 100
Flunitrazepam 390 Norclordiazeposside 3.125
d,l-Lorazepam 1.562 Nordiazepam 780
RS-Lorazepam glucuronide 156 Oxazepam 200
Midazolam 12.500 Temazepam 100
Nitrazepam 98 Triazolam 50.000
Norclordiazeposside 195 7-Aminoflunitrazepam 200
Nordiazepam 390 7-Aminonitrazepam 5.000
Temazepam 98 7-Aminoclonazepam >100.000
Triazolam 2.500 BUPRENORFINA

MORFINA 300 Buprenorfina 10
Morfina 300 Norbuprenorfina 20
Codeina 300 Buprenorfina 3-D-glucuronide 15
Etilmorfina 6.250 Norbuprenorfina 3-D-glucuronide 200
Idrocodone 50.000 COCAINA

Idromorfone 3.125 Benzoilecgonina 300
Levorfanolo 1.500 Cocaina 780
6-Monoacetilmorfina (6-MAM) 400 Cocaetilene 12.500
Morfina 3-B-D-glucuronide 1.000 Ecgonina 32.000
Norcodeina 6.250 COCAINA 150

Normorfina 100.000 | [Benzoilecgonina 150
Ossicodone 30.000 Cocaina 400
Ossimortone 100.000 | |Cocaetilene 6.250
Procaina 15.000 Ecgonina 12.500
Tebaina 6.250 Ecgonina metilestere 50.000
OPPIACET 2000 MARIJUANA

Morfina 2.000 11-nor-A° -THC-9 COOH 50
Codeina 2.000 Cannabinolo 20.000
Etilmorfina 5.000 11-nor-A®-THC-9 COOH 30
Idrocodone 12500 | |A®-THC 15.000
Tdromorfone 5.000 A’-THC 15.000
Levofanolo 75.000 ANTIDEPRESSIVI TRICICLICT

6-Monoacetilmorfina (6-MAM) 5.000 Nortriptilina 1.000
Morfina 3-B-D-glucuronide 2.000 Nordossepina 1.000
Norcodeina 12.500 Trimipramina 3.000
Normorfina 50.000 Amitriptilina 1.500
Ossicodone 25.000 | [Promazina 1.500
Ossimorfone 25.000 Desipramina 200
Procaina 150.000 | |Tmipramina 400
Tebaina 100.000 | |Clomipramina 12.500
FENCICLIDINE Dossepina 2.000
Fenciclidina 25 Maprotilina 2.000
4-1drossifenciclidina 12.500 Prometazina 25.000
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Cross-Reattivita

E’ stato effettuato uno studio per determinare lacross-reattivitadel test con alcune sostanze siain urine
prive di droga che in urine positive all’ Amfetamina, Amfetamina 500, Amfetamina 300, Barbiturati,
Benzodiazepina, Benzodiazepina 200, Buprenorfina, Cocaina, Cocaina 150, Marijuana, Metadone,
Metamfetamina, Metamfetamina 500, M etamfetamina 300, M etilenediossimetamfetamina, Morfina
300, Oppiacei 2000, Ossicodone, Fenciclidina Propoxifene e Antidepressivi Triciclici. Le seguenti
sostanze non hanno presentato al cunacross-reattivitase testate conil pannello di strisce per test monofase
multi-droghe (Urina) la ad una concentrazione di 100 pg/ml.
Sostanze Non Cross-Reattive

Acetofenetidina Clonidina d,l-Isoproterenolo d-Pseudoefedrina
N-Acetilprocainamide Cortisone I sosuprina Quinidina

Acido Acetilsdlicilico |-Cotinina Labetalolo Quinina
Aminopirina Creatinina Loperamide Acido Sdlicilico
Amoxicillina Deossicorticosterone Meprobamato Serotonina
Ampicillina Destrometorfano Mehossifenamina Sulfametazina
Acido |-Ascorbico Diclofenac Metilfenidate Sulindaco
Apomorfina Diflunisal Acido Nalidissico Tetraciclina
Aspartame Digossina Naproxene Tetraidrocortisone,
Atropina Difenidramina Niacinamide 3-Acetato

Acido Benzilico Etil-p-aminobenzoato Nifedipina Tetraidrocortisone
Acido Benzoico [3-Estradiolo Noretindrone Tetraidrozolina
Bilirubina Estrone-3-solfato Noscapina Tiamina
d,l-Bromfeniramina Eritromicina d,l-Octopamina Tioridazina
Caffeina Fenoprofen Acido Ossdlico d,I-Tirosina
Cannabidiolo Furosemide Acido Oxolinico Tolbutamide
Chetamina Acido Gentisico Ossimetazolina Triamterene
Chetoprofene Emoglobina Papaverina Trifluoperazina
Cloralidrato Idralazina PenicillinaG Trimetoprim
Cloramfenicolo Idroclorotiazide Perfenazina d,I-Triptofano
Clorotiazide Idrocortisone Fenelzina Acido Urico
d,I-Clorfeniramina AcidoO-Idrossippurico Prednisone Verapamil
Clorpromazina 3-ldrossitiramina d,l-Propanololo Zomepirac
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One Step Screen Test Panel (Urine)

Package insert for testing of any combination of the following drugs: Amphetamine, Amphetamine
500, Amphetamine 300, Barbiturates, Benzodiazepines, Benzodiazepines 200, Buprenorphine, Cocaine,
Cocaine 150, Marijuana, M ethadone, M ethamphetamine, M ethamphetamine 500, M ethamphetamine
300, Methylenedioxymethamphetamine, Morphine 300, Opiate 2000, Oxycodone, Phencyclidine,
Propoxyphene and Tricyclic Antidepressants. A rapid, one step screen test for the simultaneous,

qualitative detection of multiple drugs and metabolites in human urine. For medical and other
professional in vitro diagnostic use only.

INTENDED USE & SUMMARY
Urine based screen tests for multiple drugs of abuse range from simple immunoassay teststo complex
analytical procedures. The speed and sensitivity of immunoassays have made them the most widely
accepted method to screen urine for multiple drugs of abuse. The Multi-Drug One Step Screen Test
Panel (Urine) isalateral flow chromatographicimmunoassay for the qualitative detection of following
drugs without the need of instruments.

Test Calibrator Cut-off (ng/mL)
Amphetamine (AMP) d-Amphetamine 1,000
Amphetamine (AMP 500) d-Amphetamine 500
Amphetamine (AMP 300) d-Amphetamine 300
Barbiturates (BAR) Secobarbital 300
Benzodiazepines (BZO) Oxazepam 300
Benzodiazepines (BZO 200) Oxazepam 200
Buprenorphine (BUP) Buprenorphine 10
Cocaine (COC) Benzoylecgonine 300
Cocaine (COC 150) Benzoylecgonine 150
Marijuana (THC) 11-nor-A>-THC-9 COOH 50
Methadone (MTD) Methadone 300
Methamphetamine (MET) d-Methamphetamine 1,000
Methamphetamine (MET 500) d-Methamphetamine 500
Methamphetamine (MET 300) d-Methamphetamine 300
Methylenedioxymethamphetamine (MDMA) d,1 Methylenedioxymethamphetamine 500
Morphine (MOP 300) Morphine 300
Opiate (OPT 2000) Morphine 2,000
Oxycodone (OXY) Oxycodone 100
Phencyclidine (PCP) Phencyclidine 25
Propoxyphene (PPX) Propoxyphene 300
Tricyclic Antidepressants (TCA) Nortriptyline 1,000

This test will detect other related compounds, please refer to the Analytical Specificity table in this
package insert. This assay provides only apreliminary analytical test result. A more specific alternate
chemical method must be used in order to obtain a confirmed analytical result. Gas chromatography/
mass spectrometry (GC/MS) is the preferred confirmatory method. Clinical consideration and
professional judgment should be applied to any drug of abusetest result, particularly when preliminary
positive results are used.

PRINCIPLE
The Multi-Drug One Step Screen Test Panel (Urine) is an immunoassay based on the principle of
competitive binding. Drugswhich may be present in the urine specimen compete against their respective
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drug conjugate for binding sites on their specific antibody. During testing, a urine specimen migrates
upward by capillary action. A drug, if present in the urine specimen below its cut-off concentration,
will not saturate the binding sites of its specific antibody coated on the particles. The antibody coated
particles will then be captured by the immobilized drug conjugate and avisible colored line will show
up inthetest line region of the specific drug strip. The colored line will not form in thetest lineregion
if the drug level is above its cut-off concentration because it will saturate all the binding sites of the
antibody coated on the particles. A drug-positive urine specimen will not generate acolored linein the
specific test lineregion of the strip because of drug competition, while adrug-negative urine specimen
or a specimen containing a drug concentration less than the cut-off will generate alinein the test line
region. To serve as a procedural control, a colored line will always appear at the control line region
;indicating that proper volume of specimen has been added and membrane wicking has occurred.

REAGENTS
Eachtest lineinthetest panel contains mouse monoclona antibody-coupled particlesand corresponding
drug-protein conjugates. A goat antibody is employed in each control line.

PRECAUTIONS
« For medical and other professional in vitro diagnostic use only. Do not use after the expiration date.
 The test panel should remain in the sealed pouch until use.
« All specimens should be considered potentially hazardous and handled in the same manner as an
infectious agent.
* The used test panel should be discarded according to local regulations.

STORAGE AND STABILITY
Store as packaged in the sealed pouch either at room temperature or refrigerated (2-30°C). The test
pand is stable through the expiration date printed on the sealed pouch. The test panel must remainin
the sealed pouch until use. DO NOT FREEZE. Do not use beyond the expiration date.

SPECIMEN COLLECTION AND PREPARATION

UrineAssay
The urine specimen must be collected in a clean and dry container. Urine collected at any time of the
day may be used. Urine specimens exhibiting visible precipitates should be centrifuged, filtered, or
alowed to settle to obtain a clear supernatant for testing.

Specimen Storage

Urine specimens may be stored at 2-8°C for up to 48 hours prior to assay. For prolonged storage,
specimens may be frozen and stored below -20°C. Frozen specimens should be thawed and mixed
before testing.

MATERIALS
Materials Provided
« Test panels « Package insert
Materials Required But Not Provided
« Specimen collection container  Timer

DIRECTIONS FOR USE
Allow the test panel, urine specimen, and/or controls to equilibrate to room temperature (15-30°C)
prior to testing.
1. Bring the pouch to room temperature before opening it. Remove the test panel from the sealed
pouch and use it as soon as possible.
2. Take off the cap outside of the test end. With arrows pointing toward the urine specimen, immerse
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thetest panel vertically into the urine specimen for at least 10-15 seconds. Immerse the test panel to at
least thelevel of thewavy lineson the strip(s), do not passthe arrows on the test panel whenimmersing
the panel. See theillustration below.

3. Place thetest panel on anon-absorbent flat surface, start the timer and wait for the colored ling(s) to
appear. Read results at 5 minutes. Do not interpret results after 10 minutes.

C Neoati

- egative
C
T Positive

URINE SAMPLE SHOULD NOT URINE SAMPLE SHOULD NOT
TOUCH THE PLASTIC

TOUCH THE PLASTIC DEVICE DEVICE

INTERPRETATION OF RESULTS

(Please refer to the illustration above)
NEGATIVE:* A colored linein the control line region (C) and acolored linein thetest lineregion (T)
for a specific drug indicate a negative result. This indicates that the drug concentration in the urine
specimen is below the designated cut-off level for that specific drug.
*NOTE: The shade of color in the test region (T) may vary, but it should be considered negative
whenever there is even afaint colored line.
POSITIVE: A colored line in the control line region (C) but no linein the test line region (T) for a
specific drugindicatesapositiveresult. Thisindicatesthat the drug concentration in the urine specimen
exceeds the designated cut-off for that specific drug.
INVALID: Control linefailsto appear. Insufficient specimen volumeor incorrect procedural techniques
are the most likely reasons for control line failure. Review the procedure and repeat the test using a
new test panel. If the problem persists, discontinue using the lot immediately and contact your local
distributor.

QUALITY CONTROL
A procedural control isincluded in the test. A colored line appearing in the control line region (C) is
considered aninternal procedural control. It confirms sufficient specimen volume, adequate membrane
wicking and correct procedural technique. Control standards are not supplied with thiskit; however, it
is recommended that positive and negative controls be tested as good laboratory practice to confirm
the test procedure and to verify proper test performance.

LIMITATIONS
1. The Multi-Drug One Step Screen Test Panel (Urine) providesonly apreliminary analytical result. A
more specific chemical method must be used to obtain a confirmed result. Gas chromatography/mass
spectrometry (GC/MS) is the preferred confirmatory method.®
2. Itis possible that technical or procedural errors, as well as other interfering substances in the urine
Specimen may cause erroneous results.
3. Adulterants, such as bleach and/or alum, in urine specimens may produce erroneousresultsregardless
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of the analytical method used. If adulteration is suspected, the test should be repeated with another
urine specimen.

4. A positive result indicates presence of the drug or its metabolites but does not indicate level of
intoxication, administration route or concentration in urine.

5. A negative result may not necessarily indicate drug-free urine. Negative results can be obtained
when drug is present but below the cut-off level of the test.

6. The test does not distinguish between drugs of abuse and certain medications.

7. A positive result might be obtained from certain foods or food supplements.

PERFORMANCE CHARACTERISTICS
Accuracy
A side-by-side comparison was conducted using the Multi-Drug One Step Screen Test Panel (Urine)
and commercially available drug rapid tests. Testing was performed on approximately 300 specimens
previoudly collected from subjects presented for Drug Screen Testing. Presumptive positive results
were confirmed by GC/MS. The following results were tabul ated:

% Agreement with Commercial Kit

Specimen AMP AS]B/([)P A;z)/g) BAR BZO Bzg(()) BUP** | COC ng THC MTD
Positive 97% * >99% | >99% 90% * 88% 95% >99% 98% >99%
Negative >99% * >9% 9% 97% * >99% | >99% | >99%% | >99% | >99%
Total 98% * >99% 9% 94% * 97% 98% >99% 99% >99%
Specimen MET ]\ggg l\;[g(;l" MDMA ]\;[(%P 2%];:) oxy PCP PPX TCA
Positive 98% >99% * >99% >99% >99% 9%6% 98% >99% 95%
Negative >99% 80% * 99% >09% >99% 9% >99% >99% >99%
Total 9% 87% * 9% >99% >09% 98% 9% >99% 9%

*NOTE: Commercial kit unavailable for comparison testing.
**NOTE: BUP was compared to the self-reported use of Buprenorphine.

% Agreement with GC/M S

. AMP [ AMP BZO " CcoC
Specimen AMP 500 300 BAR BZO 200 BUP CcoC 150 THC MTD
Positive 97% 95% | >99% 92% 97% | 98% | 98% 96% 99% 97% 9%
Negative 95% >0%% | 99% 98% 95% | 9% | 9% 90% >99% 88% 94%
Total 96% 98% 99% 95% 96% | 99% | 99% 93% 99% 91% 96%
Specimen MET ]\;lg)i(;l" ]\;lgg MDMA |MOP300|OPI2000| OXY PCP PPX TCA**
Positive 9% >99% 97% >99% >99% >09% 98% >99% 94% >99%
Negative 94% 96% >99% 98% 94% 90% 99% 97% 99% 89%
Total 96% 98% 98% 99% 97% 95% 9% 98% 97% 91%

*NOTE: BUP was based on LC/MS datainstead of GC/MS.
**NOTE: TCA was based on HPLC datainstead of GC/MS.



GIMA

IR

Analytical Sensitivity

A drug-free urine pool was spiked with drugs to the concentrations at + 50% cut-off and + 25% cut-
off. The results are summarized below.

Drug Conc. n AMP AMP 500 | AMP 300 BAR BZO BZ0 200 BUP
(Cut-off range) - + - + - + - + - + - + - +
0% Cut-off 30 30 0 30 0 30 0 30 0 30 0 90 0 90
-50% Cut-off 30 30 0 30 0 30 0 30 0 30 0 90 0 90 0
-25% Cut-off 30 22 8 24 6 27 3 27 3 27 3 81 9 75 15
Cut-off 30 12 18 16 14 13 17 22 8 11 19 55 35 60 30
+25% Cut-off 30 2 28 4 26 4 26 7 23 5 25 27 63 31 59
+50% Cut-off 30 0 30 0 30 0 30 2 28 0 30 0 90 0 90
Drug Conc. n COC COC 150 THC MTD MET MET 500 | MET 300
(Cut-off range) - + - + - + - + - + - + R +
0% Cut-off 30 30 0 30 0 30 0 30 0 30 0 30 0 30 0
-50% Cut-off 30 30 0 30 0 30 0 29 1 30 0 30 0 30 0
-25% Cut-off’ 30 30 0 24 6 12 18 24 6 30 0 23 7 27 3
Cut-off 30 4 26 14 16 1 29 21 9 18 12 13 17 15 15
+25% Cut-off 30 0 30 7 23 1 29 2 28 1 29 8 22 4 26
+50% Cut-off 30 0 30 0 30 0 30 0 30 0 30 30 0 30
Drug Conc. MDMA MOP 300 | OPI 2000 0XY PCP PPX TCA
(Cut-off range) n - + - + - + - + - - + - +
0% Cut-off 30 30 0 30 0 30 0 30 0 30 0 30 0 30 0
-50% Cut-off 30 30 0 30 0 30 0 30 0 30 0 3 0 30 0
-25% Cut-off 3 26 4 25 S 30 0 30 0 19 11 24 6 22 8
Cut-off 30 17 13 17 13 13 17 18 12 16 14 17 13 17 13
+25% Cut-off 3 4 26 1 29 4 26 6 24 6 24 7 23 5 25
+50% Cut-off 30 0 30 0 30 0 30 0 30 0 30 0 30 0 30
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Analytical Specificity
The following tables lists the concentration of compounds (ng/mL) that are detected positive in urine
by the Multi-Drug One Step Screen Test Panel (Urine) at 5 minutes.

AMPHETAMINE METHADONE

d-Amphetamine 1,000 Methadone 300
d.]l-Amphetamine 3,000 Doxylamine 50,000
I-Amphetamine 50,000 METHAMPHETAMINE

Phentermine 3,000 d-Methamphetamine 1,000
3,4- Methylendioxyamphetamine (MDA) 2,000 p-Hydroxymethamphetamine 30,000
AMPHETAMINE 500 |-Methamphetamine 8,000
d-Amphetamine 500 Mephentermine 50,000
d.1-Amphetamine 1,500 3,4-Methylenedioxymethamphetamine (MDMA) | 2,000
B-Phenylethylamine 50,000 METHAMPHETAMINE 500

3,4- Methylendioxyamphetamine (MDA) 800 d-Methamphetamine 500
Phentermine 1,500 p-Hydroxymethamphetamine 15,000
Tryptamine 50,000 I-Methamphetamine 4,000
Tyramine 25,000 Mephentermine 25,000
AMPHETAMINE 300 d.I-Amphetamine 75,000
d-Amphetamine 300 (1R,28)-(-)-Ephedrine 50,000
d.l-Amphetamine 390 B-Phenylethylamine 75,000
I-Amphetamine 50,000 3,4-Methylenedioxymethamphetamine (MDMA) 1,000
3,4- Methylendioxyamphetamine (MDA) 1,560 d-Amphetamine 50,000
p-Hydroxyamphetamine 1,560 Chloroquine 12,500
d,1-Norephedrine 100,000 | |I-Phenylephrine 100,000
B-Phenylethylamine 100,000 | IMETHAMPHETAMINE 300

Tyramine 100,000 | [d-Methamphetamine 300
p-Hydroxynorephedrine 100,000 | [d,]l-Amphetamine 100,000
Phenylpropanolamine (d,I-Norephedrine) 100,000 | |Chloroquine 25,000
BARBITURATES p-Hydroxymethamphetamine 25,000
Secobarbital 300 |-Methamphetamine 3,125
Amobarbital 300 3.4-Methylenedioxymethamphetamine (MDMA) 780
Alphenol 150 Mephentermine 50,000
Aprobarbital 200 (1R,2S)-(-)-Ephedrine 100,000
Butabarbital 75 I-Epinephrine 50,000
Butethal 100 Ephedrine 100,000
Butalbital 2,500 (-) Deoxyephedrine 25,000
Cyclopentobarbital 600 Fenfluramine 12,500
Pentobarbital 300 Trimethobenzamide 25,000
Phenobarbital 100 OXYCODONE
METHYLENEDIOXYMETHAMPHETAMINE Oxycodone 100
3,4-Methylenedioxymethamphetamine (MDMA) 500 Hydrocodone 6,250
3,4-Methylenedioxyamphetamine (MDA) 3,000 Hydromorphone 50,000
3,4-Methylenedioxyethylamphetamine (MDEA) 300 Levorphanol 50,000
PROPOXYPHENE Naloxone 37,500
d-Propoxyphene 300 Naltrexone 37,500
d-Norpropoxyphene 300 Oxymorphone 200
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BENZODIAZEPINES BENZODIAZEPINES 200

Oxazepam 300 Alprazolam 195
Alprazolam 196 « -Hydroxyalprazolam 1,562
@ -Hydroxyalprazolam 1,262 Bromazepam 390
Bromazepam 1,562 Chlordiazepoxide 780
Chlordiazepoxide 1,562 Clobazam 390
Clonazepam 781 Clorazepate 1,562
Clobazam 98 Desalkylflurazepam 1,000
Clonazepam 781 Diazepam 200
Clorazepate 195 Estazolam 780
Delorazepam 1,562 Flunitrazepam 12,500
Desalkylflurazepam 390 (+) Lorazepam 100,000
Diazepam 195 Midazolam 6,250
Estazolam 2,500 Nitrazepam 100
Flunitrazepam 390 Norchlordiazepoxide 3,125
d.l Lorazepam 1,562 Nordiazepam 780
RS-Lorazepam glucuronide 156 Oxazepam 200
Midazolam 12,500 Temazepam 100
Nitrazepam 98 Triazolam 50,000
Norchlordiazepoxide 195 7-aminoflunitrazepam 200
Nordiazepam 390 7-aminonitrazepam 5,000
Temazepam 98 7-aminoclonazepam >100,000
Triazolam 2,500 BUPRENORPHINE

MORPHINE 300 Buprenorphine 10
Morphine 300 Norbuprenorphine 20
Codeine 300 Buprenorphine 3-D-glucuronide 15
Ethylmorphine 6,250 Norbuprenorphine 3-D-glucuronide 200
Hydrocodone 50,000 COCAINE

Hydromorphone 3,125 Benzoylecgonine 300
Levorphanol 1,500 Cocaine 780
6-Monoacetylmorphine (6-MAM) 400 Cocaethylene 12,500
Morphine 3-B-D-glucuronide 1,000 Ecgonine 32,000
Norcodeine 6,250 COCAINE 150

Normorphine 100,000 | |Benzoylecgonine 150
Oxycodone 30,000 Cocaine 400
Oxymorphone 100,000 | |Cocaethylene 6,250
Procaine 15,000 Ecgonine 12,500
Thebaine 6,250 Ecgonine methylester 50,000
OPIATE 2000 MARIJUANA

Morphine 2,000 11-nor-A’ -THC-9 COOH 50
Codeine 2,000 Cannabinol 20,000
Ethylmorphine 5,000 11-nor-A°-THC-9 COOH 30
Hydrocodone 12,500 A" -THC 15,000
Hydromorphone 5,000 A’ —THC 15,000
Levorphanol 75,000 TRICYCLIC ANTIDEPRESSANTS
6-Monoacetylmorphine (6-MAM) 5,000 Nortriptyline 1,000
Morphine 3-B-D-glucuronide 2,000 Nordoxepin 1,000
Norcodeine 12,500 Trimipramine 3,000
Normorphine 50,000 Amitriptyline 1,500
Oxycodone 25,000 Promazine 1,500
Oxymorphone 25,000 Desipramine 200
Procaine 150,000 Imipramine 400
Thebaine 100,000 | |Clomipramine 12,500
PHENCYCLIDINE Doxepin 2,000
Phencyclidine 25 Maprotiline 2,000
4-Hydroxyphencyclidine 12,500 Promethazine 25,000
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Cross-Reactivity
A study was conducted to determine the cross-reactivity of the test with compoundsin either drug-free
urine or Amphetamine, Amphetamine 500, Amphetamine 300, Barbiturates, Benzodiazepines,
Benzodiazepines 200, Buprenorphine, Cocaine, Cocaine 150, Marijuana, Methadone,
M ethamphetamine, M ethamphetamine 500, M ethamphetamine 300, M ethyl enedi oxymethamphetamine,
Morphine 300, Opiate 2000, Oxycodone, Phencyclidine, Propoxyphene, Tricyclic Antidepressants
positive urine. The following compounds show no cross-reactivity when tested with the Multi-Drug

One Step Screen Test Panel (Urine) at a concentration of 100ug/mL.
Non Cross-Reacting Compounds

Acetofenetidina Clonidina d,l-Isoproterenolo d-Pseudoefedrina
N-Acetilprocainamide Cortisone | sosuprina Quinidina

Acido Acetilsalicilico |-Cotinina Labetalolo Quinina
Aminopirina Creatinina Loperamide Acido Sdlicilico
Amoxicillina Deossicorticosterone Meprobamato Serotonina
Ampicillina Destrometorfano Mehossifenamina Sulfametazina
Acido |-Ascorbico Diclofenac Metilfenidate Sulindaco
Apomorfina Diflunisal Acido Nalidissico Tetraciclina
Aspartame Digossina Naproxene Tetraidrocortisone,
Atropina Difenidramina Niacinamide 3-Acetato

Acido Benzilico Etil-p-aminobenzoato Nifedipina Tetraidrocortisone
Acido Benzoico [3-Estradiolo Noretindrone Tetraidrozolina
Bilirubina Estrone-3-solfato Noscapina Tiamina
d,l-Bromfeniramina Eritromicina d,I-Octopamina Tioridazina
Caffeina Fenoprofen Acido Ossalico d,I-Tirosina
Cannabidiolo Furosemide Acido Oxolinico Tolbutamide
Chetamina Acido Gentisico Ossimetazolina Triamterene
Chetoprofene Emoglobina Papaverina Trifluoperazina
Clordlidrato Idralazina PenicillinaG Trimetoprim
Cloramfenicolo Idroclorotiazide Perfenazina d,l-Triptofano
Clorotiazide Idrocortisone Fenelzina Acido Urico
d,l-Clorfeniramina AcidoO-Idrossippurico Prednisone Verapamil
Clorpromazina 3-ldrossitiramina d,I-Propanololo Zomepirac

Colesterolo
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1 Etape Test sur Panel (Urine) .]

Le panel “Test de Multi-Drogues’ (Urine) 1 Etape détecte | es toxiques et métabolites suivants:
Amphétamine, Amphétamine 500, Amphétamine 300, Barbituriques, Benzodiazépines, Benzodiazépines
200, Buprénorphine, Cocaine, Cocaine 150, Cannabis, Méthadone, Méthamphétamine,
M éthamphétamine 500, M éhamphétamine 300, M ethylenedioxymethamphetamine, Morphine 300,
Opiacés 2000, Oxycodone, Phencyclidine, Dextropropoxyphéne et Antidépresseurs Tricycliques. Test
rapide en une étape pour la détection qualitative et simultanée d'un panel de toxiques et de leurs
principaux métabolites dans les urines. Seulement pour I’ usage de diagnostic in vitro médical et
professionnel.

INDICATIONSET RESUME
Les tests de recherche multiple de toxiques dans les urines peuvent faire appel a des techniques
immunol ogiques simples ou a des procédures analytiques complexes. Larapidité et la sensibilité des
tests immunologiques en ont fait une méthode de dépistage dans I’ urine largement utilisée. Le panel
“Test de Multi-Drogues’ (Urine) 1 Etape est un test immunochromatographique pour la détection
qualitative detoxiqueset deleurs principalix métabolites dansles urines aux seuils de détection suivants:?

Test Calibrator Cut-off (ng/mL)
Amphetamine (AMP) d-Amphetamine 1,000
Amphetamine (AMP 500) d-Amphetamine 500
Amphetamine (AMP 300) d-Amphetamine 300
Barbiturates (BAR) Secobarbital 300
Benzodiazepines (BZO) Oxazepam 300
Benzodiazepines (BZO 200) Oxazepam 200
Buprenorphine (BUP) Buprenorphine 10
Cocaine (COC) Benzoylecgonine 300
Cocaine (COC 150) Benzoylecgonine 150
Marijuana (THC) 11-nor-A>-THC-9 COOH 50
Methadone (MTD) Methadone 300
Methamphetamine (MET) d-Methamphetamine 1,000
Methamphetamine (MET 500) d-Methamphetamine 500
Methamphetamine (MET 300) d-Methamphetamine 300
Methylenedioxymethamphetamine (MDMA) d,1 Methylenedioxymethamphetamine 500
Morphine (MOP 300) Morphine 300
Opiate (OPT 2000) Morphine 2,000
Oxycodone (OXY) Oxycodone 100
Phencyclidine (PCP) Phencyclidine 25
Propoxyphene (PPX) Propoxyphene 300
Tricyclic Antidepressants (TCA) Nortriptyline 1,000

Ce test détecte également d’ autres molécules voisines (conformément chapitre spécificité). Le panel
“Test de Multi-Drogues’ (Urine) 1 Etape fournit seulement un résultat analytique préliminaire. Une
méthode chimique aternative doit étre utilisée pour confirmer le résultat. Lachromatographie gazeuse
coupl ée ala spectrométrie de masse (GC/MS) est |la méthode de confirmation de référence. L' analyse
desdonnéescliniqueset un avis professionnel doivent toujours étre confrontés aun résultat de dépistage
de toxiques dans les urines en particulier en cas de résultat préliminaire positif.
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PRINCIPE
Le pane “Test de Multi-Drogues’ (Urine) 1 Etape est un test immunologique sur urine basé sur une
méthode de compétition. Destoxiques présentsdans|’ urine sont misen compétition avec leurs conjugués
respectifs vis-a vis d'une liaison avec un anticorps spécifique. Lors de la réalisation du test, un
échantillon d'urine migre par capillarité le long de lamembrane. En présence d’ un taux de toxique au
dessous du seuil de détection, les sites anticorps spécifiques ne seront pastotalement saturés. L anticorps
réagiradonc avec le conjugué toxique-protéine marqué et une bande col orée apparaitraau niveau dela
bande test correspondant au toxique considéré. En présence d' un taux de toxique au dessus du seuil de
détection, les sites anticorps seront totalement saturés par le toxique, il ne pourra alors se former de
bande colorée au niveau de la zone test considérée. Une urine positive pour un toxique donné ne
générerapas de bandetest colorée au niveau delazonetest correspondante tandis qu’ une urine négative
entraineral’ apparition d’ une bande test colorée au niveau de la zone test correspondante en |’ absence
de compéitition avec le toxique. Une bande colorée au niveau de la zone contrdle permet un contréle
interne de la procédure et indique qu’ un volume correct d' échantillon a été utilisé et que lamigration
sur lamembrane a fonctionné correctement.

REACTIFS
L etest contient des anti corps monoclonauix de souris et des parti cul es col orées coupl ées aun complexe
toxique-protéine. Un anticorps de chévre anti souris est utilisé au niveau de la bande contrdle.

PRECAUTIONS
« Seulement pour | "usage de diagnostic in vitro médical et professionnel. Ne pas utiliser au deladela
date de péremption.
« Letest doit étre conservé dans son sachet aluminium jusqu’ a utilisation.
« Tous les échantillons doivent étre considérés comme potentiellement infectieux et étre manipulés
avec les précautions d’ usage réservées aux échantillons infectieux.
« Letest, unefoisutilisé, doit étre éliminé selon les procédures appliquées aux déchets potentiellement
infectieux.

CONSERVATION ET STABILITE
Latrousse peut étre conservée atempérature ambiante ou réfrigérée (2-30°C). Le test peut étre utilisé
jusgu’ a la date de péremption imprimée sur le sachet aluminium. Le test doit étre conservé dans son
sachet aluminium jusgu’ ason utilisation. NE PASCONGEL ER. Nepas utiliser au- deladeladate de
péremption.
RECUEIL ET PREPARATION DE L'ECHANTILLON
Test urinaire

L'urine doit étre recueillie dans un récipient sec et propre. L’ urine peut étre collectée an’importe quel
moment de lajournée. Les urines présentants un précipité visible al’ oeil nu doivent étre centrifugés,
filtrés ou laissés sédimentés afin d’ obtenir un surnageant clair.

Conservation del’ échantillon
Les échantillons d’ urine peuvent étre conservés a 2-8°C pendant 48 heures. Pour une conservation
prolongée, les échantillons doivent étre congel és et conservésa-20°C. Leséchantillons congel ésdoivent
étre décongel és et mélangés de fagon homogene avant utilisation.

COMPOSANTS
Matériel fourni
« Panels * Mode d' emploi
Matériel nécessaire mais non fourni
« Récipient pour recueil des urines « Chronometre
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PROCEDURE
Laisser les tests et les échantillons d’ urine ou contréles revenir a température ambiante (15-30°C)
avant utilisation.
1. Laisser revenir le sachet aluminium a température ambiante avant de |’ ouvrir. Retirer la savonnette
de son sachet aluminium et utiliser laimmédiatement.
2. Retirer le capuchon al’ extrémité du test. Plonger le test verticalement dans |’ urine en orientant les
fléches versle bas pendant 10 & 15 secondes. Plonger letest dans|’ urine au moinsjusqu’ au niveau des
lignes ondulantes. Ne pas immerger la zone indiquée par les fléches.
3. Placer letest sur une surface plate non absorbante, déclencher le chronométre et attendrel’ apparition
des bandes mauves. Lire le résultat au bout de 5 minutes. Ne pas interpréter au dela de 10 minutes.

C Negatif
T egatl

000000 <[ o
1 2 3 4 5 6
INTERPRETATION DU RESULTAT

C Q D Non valide
T
(Conformément al’illustration ci-dessus)

NEGATIF:* Une bande colorée dans |a zone (C) et une bande colorée dans la zone test (T) pour un
toxique donné indiquent un résultat négatif. Celasignifie que la concentration en toxique dans |’ urine
est en dessous du seuil de détection du toxique considéré.

*NOTE: L’ intensité delacoloration danslazonetest (T) peut varier, maislerésultat doit é&tre considéré
comme négatif méme si labande colorée est de trés faible intensité.

POSITIF: Une bande colorée dansla zone de contréle (C) et une absence deligne colorée danslazone
test (T) pour un toxique considéré indiquent un résultat positif.Ceci signifie que la concentration en
toxique dans I’ échantillon d’ urine est supérieure au seuil de détection pour |e toxique considéré.
NON VALIDE: Absence de bande contrdle. Un volume d’ échantillon inadéquat ou une procédure
techniqueincorrecte sont les deux causes | es plus probables d' absence d' apparition de bande contrdle.
La procédure doit étre relue et le test répété sur une nouvelle savonnette. Si le probléme persiste, ne
plus utiliser le lot considéré et contacter la société.

URINE SAMPLE BHOULD NOT
TOUCH THE PLASTIC DEVICE

VVvVvVYyYw

CONTROLE DE QUALITE
Une procédure de contréle interne est incluse dans le test. L’ apparition d’ une bande mauve au niveau
de la zone contréle (C) est considérée comme un contrdle de procédure interne. Cela confirme un
volume adéquat d' échantillon, une migration correcte le long de la membrane et |a bonne réalisation
delaprocédure technique. Des contrdles ne sont pasfournisdanslekit. Néanmoains, il est recommandé
d' utiliser des contrdles positifs et négatifs pour confirmer la procédure et vérifier les performances du
test.
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LIMITES
1. Le panel “Test de Multi-Drogues” (Urine) 1 Etape fournit seulement un résultat analytique
préliminaire. Une méthode chimique alternative doit étre utilisée pour confirmer le résultat. La
chromatographie gazeuse coupl ée ala spectrométrie de masse (GC/M S) est laméthode de confirmation
de référence.2®
2. Des erreurs techniques ou de procédure ainsi que la présence de substances interférentes dans les
urines peuvent étre al’ origine de résultats erronés.
3. Des substances adultérants telles que | es agents décol orants ou oxydants et I’ alun peuvent entrainer
des résultats erronés quel que soit la méthode analytique utilisée. En cas de suspicion d’ adultérants, le
test doit étre répété a partir d’ un nouvel échantillon d’ urine.
4. Un résultat positif n'informe ni sur le niveau d'intoxication, ni sur lavoie d’ administration ni sur la
concentration urinaire.
5. Un résultat négatif ne signifie pas nécessairement |’ absence de toxique dans les urines. Un résultat
négatif peut étre obtenu en présence du toxique a un taux inférieur au seuil de détection du test.
6. Le test ne permet pas de distinguer entre une prise licite ou illicite d’ un médicament.
7. Certains aliments ou additifs alimentaires peuvent entrainer des résultats positifs.

PERFORMANCES
Exactitude
Une étude comparative a été réalisée entre le panel “Test de Multi-Drogues’ (Urine) 1 Etape et un
autre test commercial de détection rapide des toxiques sur urine. Approximativement 300 échantillons
provenant de sujets testés dans |e cadre d’ opérations de dépistage. L es résultats présumés positifs ont
été confirmés par GC/MS. Les résultats sont résumés dans le tableau suivant:

%de corrélation avec le kit commercial

. AMP | AMP BZO cocC
Echantillon | AMP 500 300 BAR | BZO 200 BUP** | COC 150 THC | MTD
Positif 97% * >99% | >99% | 90% * 88% 95% | >99% | 98% | >99%
Négatif >99% * >99% | 99% 97% * >99% | >99% | >99% | >99% | >99%
Total 98% * >99% | 99% 94% * 97% 98% | >99% | 99% | >99%
. MET MET MOP OPI
Echantillon | MET 500 300 MDMA 300 2000 OXY PCP PPX TCA
Positif 98% >9%% * >99% >99% >99% 96% 98% >99% 95%
Négatif >99% 80% * 99% >99% >99% 99% >99% >99% >99%
Total 99% 87% * 99% >99% >99% 98% 99% >99% 99%

*REMARQUE: le kit commercial n'est pas disponible pour |es tests de comparaison.
**REMARQUE: le test BUP a été comparé a l'utilisation auto- déclarée de Buprénorphine.

%de corrélation avec GC/M S

Echantillon AMP A;:;BP 1;1:;[01) BAR | BZO l;ﬁoo BUP* | COC CI(S)OC THC | MTD
Positif 97% 95% | >99% | 92% 97% 98% 98% 96% 99% 97% 99%
Négatif 95% | >99% | 99% 98% 95% 99% 99% 90% | >99% | 88% 94%

Total 96% 98% 99% 95% 96% 99% 99% 93% 99% 91% 96%
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Echantillon MET 1\;[(])§0T h;[(])i: MDMA B;[(%P ZOO(P;(I] OXY PCP PPX | TCA**
Positif 99% >99% 97% >99% | >99% | >99% 98% >99% 94% >99%
Négatif 94% 96% >99% 98% 94% 90% 99% 97% 99% 89%
Total 96% 98% 98% 99% 97% 95% 99% 98% 97% 91%

*REMARQUE: le test BUP est basé sur la technique LC/MS (chromatographie liquide couplée ala
spectrométrie de masse) a la place de la technique GC/MS (chromatographie gazeuse couplée a la
spectrométrie de masse).

**REMARQUE: les antidépresseurs tricycliques ont été comparés ala méthode HPLC.

Sensibilité analytique
Un pool d' urines négatives a été chargé en toxiques aux concentrations + 50%, + 25% et au seuil de
détection. Les résultats sont résumés ci-dessous.

Concentration AMP AMP 500 | AMP 300 BAR BZO BZO 200 BUP
(Seuil range) " - + - + - + - + - + - + - +
0% Seuil 30 30 0 30 0 30 0 30 0 30 0 90 0 90 0
-50% Seuil 30 | 3 0 30 0 30 0 30 0 30 0 90 0 90 0
-25% Seuil 30 22 8 24 6 27 3 27 3 27 3 81 9 75 15
Seuil 30 12 18 16 14 13 17 | 22 8 11 19 55 35 | 60 | 30
+25% Seuil 30 2 28 4 26 4 26 7 23 5 25 27 63 31 59
+50% Seuil 30 0 30 0 30 0 30 2 28 0 30 0 90 0 90
Concentration cocC COC 150 THC MTD MET MET 500 | MET 300
(Seuil range) n - + - + - - + - + - + - +
0% Seuil 30 | 30 0 30 0 30 0 30 0 30 0 30 0 30
-50% Seuil 30 | 30 0 30 0 30 0 29 1 30 0 30 0 30 0
-25% Seuil 30 | 30 0 24 6 12 18 | 24 6 30 0 23 7 27 3
Seuil 30 4 26 14 16 1 29 | 21 9 18 12 13 17 15 15
+25% Seuil 30 0 30 7 23 1 29 2 28 1 29 8 22 4 26
+50% Seuil 30 0 30 0 30 0 30 0 30 0 30 0 30 0 30
Concentration MDMA (| MOP 300 | OPI 2000 OoXYy PCP PPX TCA
(Seuil range) n - + - + - + - + - - + - +
0% Seuil 30 | 30 0 30 0 30 0 30 0 30 30 0 30 0
-50% Seuil 30 | 30 0 30 0 30 0 30 0 30 0 30 0 30 0
-25% Seuil 30 | 26 4 25 5 30 0 30 0 19 11 24 6 22 8
Seuil 30 17 13 17 13 13 17 18 12 16 14 17 13 17 13
+25% Seuil 30 4 26 1 29 4 26 6 24 6 24 7 23 5 25
+50% Seuil 30 0 30 0 30 0 30 0 30 0 30 0 30 0 30
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Spécificité analytique

L e tableau suivant résume les concentrations (ng/ml) qui sont détectées positives par le panel “ Test de
Multi-Drogues’ (Urine) 1 Etape a5 minutes.

AMPHETAMINE METHADONE

d-Amphétamine 1.000 Meéthadone 300
d.l-Amphétamine 3.000 Doxylamine 50.000
I-Amphétamine 50.000 METHAMPHETAMINE

Phentermine 3.000 d-Méthamphétamine 1.000
3,4-Methylendioxyamphetamine (MDA) 2.000 p-Hydroxymethamphetamine 30.000
AMPHETAMINE 500 1-Méthamphétamine 8.000
d-Amphétamine 500 Mephentermine 50.000
dl-Amphétamine 1.500 3.4-Methylenedioxymethamphetamine (MDMA) 2.000
B-Phényléthylamine 50.000 METHAMPHETAMINE 500
3,4-Methylendioxyamphetamine (MDA) 800 d-Méthamphétamine 500
Phentermine 1.500 p-Hydroxymethamphetamine 15.000
Tryptamine 50.000 I-Méthamphétamine 4.000
Tyramine 25.000 Mephentermine 25.000
AMPHETAMINE 300 d,l-Amphétamine 75.000
d-Amphétamine 300 (1R,28)-(-)-Ephédrine 50.000
d,l-Amphétamine 390 B-Phényléthylamine 75.000
I-Amphétamine 50.000 3.4-Methylenedioxymethamphetamine (MDMA) 1.000
3,4-Methylendioxyamphetamine (MDA) 1.560 d-Amphétamine 50.000
p-Hydroxyamphétamine 1.560 Chloroquine 12.500
d,I-Noréphédrine 100.000 [ |I-Phényléphrine 100.000
-Phényléthylamine 100.000 | IMETHAMPHETAMINE 300

Tyramine 100.000 | |d-Méthamphétamine 300
p-Hydroxynoréphédrine 100.000 | |d.l-Amphétamine 100.000
Phénylpropanolamine (d,l-Noréphédrine) 100.000 | |Chloroquine 25.000
BARBITURIQUES p-Hydroxymethamphetamine 25.000
Secobarbital 300 I-Méthamphétamine 3.125
Amobarbital 300 3.,4-Methylenedioxymethamphetamine (MDMA) 780
Alphenol 150 Mephentermine 50.000
Aprobarbital 200 (1R,28)-(-)-Ephédrine 100.000
Butabarbital 75 -Epinéphrine 50.000
Butethal 100 Ephédrine 100.000
Butalbital 2.500 (-)Déoxyéphédrine 25.000
Cyclopentobarbital 600 Fenfluramine 12.500
Pentobarbital 300 Triméthobenzamide 25.000
Phenobarbital 100 OXYCODONE
METHYLENEDIOXYMETHAMPHETAMINE Oxycodone 100
3,4-Methylenedioxymethamphetamine (MDMA) 500 Hydrocodone 6.250
3,4-Methylenedioxyamphetamine (MDA) 3.000 Hydromorphone 50.000
3.4-Methylenedioxyethylamphetamine (MDEA) 300 Levorphanol 50.000
DEXTROPROPOXYPHENE Naloxone 37.500
Dextropropoxyphéne 300 Naltrexone 37.500
d-Norpropoxyphéne 300 Oxymorphone 200
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BENZODIAZEPINES BENZODIAZEPINES 200

Oxazepam 300 Alprazolam 195
Alprazolam 196 o-Hydroxyalprazolam 1.562
a-Hydroxyalprazolam 1.262 Bromazepam 390
Bromazepam 1.562 Chlordiazepoxide 780
Chlordiazepoxide 1.562 Clobazam 390
Clonazepam 781 Clorazepate 1,562
Clobazam 98 Desalkylflurazepam 1.000
Clonazepam 781 Diazepam 200
Clorazepate 195 Estazolam 780
Delorazepam 1.562 Flunitrazepam 12.500
Desalkylflurazepam 390 (+) Lorazepam 100.000
Diazepam 195 Midazolam 6.250
Estazolam 2.500 Nitrazepam 100
Flunitrazepam 390 Norchlordiazepoxide 3.125
d,l-Lorazepam 1.562 Nordiazepam 780
RS-Lorazepam glucuronide 156 Oxazepam 200
Midazolam 12.500 Temazepam 100
Nitrazepam 98 Triazolam 50.000
Norchlordiazepoxide 195 7-Aminoflunitrazepam 200
Nordiazepam 390 7-Aminonitrazepam 5.000
Temazepam 98 7-Aminoclonazepam >100.000
Triazolam 2.500 BUPRENORPHINE

MORPHINE 300 Buprénorphine 10
Morphine 300 Norbuprénorphine 20
Codeine 300 Buprénorphine 3-D-Glucuronide 15
Ethylmorphine 6.250 Norbuprénorphine 3-D-Glucuronide 200
Hydrocedone 50.000 COCAINE

Hydromorphone 3.125 Benzoylecgonine 300
Levorphanol 1.500 Cocaine 780
6-Monoacetylmorphine (6-MAM) 400 Cocaethylene 12.500
Morphine 3-B-D-Glucuronide 1.000 Ecgonine 32.000
Norcodeine 6.250 COCAINE 150

Normorphine 100.000 | |Benzoylecgonine 150
Oxycodone 30.000 | |Cocaine 400
Oxymorphone 100.000 | |Cocaethylene 6.250
Procaine 15.000 Ecgonine 12.500
Thebaine 6.250 Ecgonine methylester 50.000
OPIACE 2000 CANNABIS

Morphine 2.000 11-nor-A°-THC-9 COOH 50
Codeine 2.000 Cannabinol 20.000
Ethylmorphine 5.000 11-nor-A*-THC-9 COOH 30
Hydrocodone 12.500 | |A®-THC 15.000
Hydromorphone 5000 | |A’-THC 15.000
Levorphanol 75.000 ANTIDEPRESSEURS TRICYCLIQUES
6-Monoacetylmorphine (6-MAM) 5.000 Nortriptyline 1.000
Morphine 3-B-D-Glucuronide 2.000 ‘Nordoxepin 1.000
Norcodeine 12.500 Trimipramine 3.000
Normorphine 50.000 | |Amitriptyline 1.500
Oxycodone 25.000 Promazine 1.500
Oxymorphone 25.000 Desipramine 200
Procaine 150.000 | |Imipramine 400
Thebaine 100.000 | |Clomipramine 12.500
PHENCYCLIDINE Doxepin 2.000
Phencyclidine 25 Maprotiline 2.000
4-Hydroxyphencyclidine 12.500 Promethazine 25.000
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Réactions croisées

Une &ude a &é rédlisée pour déterminer les réactions croisées sur des urines négatives ou contenant:
Amphéamine, Amphéamine 500, Amphéamine 300, Barhituriques, Benzodiazépines, Benzodiazépines 200,
Buprénorphine, Cocaine, Cocaine 150, Cannabis, Méhadone, Méhamphétamine, Méhamphétamine 500,
Méthamphétamine 300, Methylenedioxymethamphetamine, Morphine 300, Opiacés 2000, Oxycodone,
Phencydlidine, Dextropropoxyphéneet Antidépresseurs Tricydliques. Lescomposés suivantsnemontrent pasde
réections croisées avec le pand “Test de Multi- Drogues’ (Urine)1 Etape ala concentration de 100 pg/ml.

Substances ne donnant pas de r éactions croisées

Acetofenetidina Clonidina d,I-1soproterenolo d-Pseudoefedrina
N-Acetilprocainamide Cortisone | sosuprina Quinidina

Acido Acetilsalicilico |-Cotinina Labetalolo Quinina
Aminopirina Creatinina Loperamide Acido Sdlicilico
Amoxicillina Deossicorticosterone Meprobamato Serotonina
Ampicillina Destrometorfano Mehossifenamina Sulfametazina
Acido |-Ascorbico Diclofenac Metilfenidate Sulindaco
Apomorfina Diflunisal Acido Nalidissico Tetraciclina
Aspartame Digossina Naproxene Tetraidrocortisone,
Atropina Difenidramina Niacinamide 3-Acetato

Acido Benzilico Etil-p-aminobenzoato Nifedipina Tetraidrocortisone
Acido Benzoico [3-Estradiolo Noretindrone Tetraidrozolina
Bilirubina Estrone-3-solfato Noscapina Tiamina
d,l-Bromfeniramina Eritromicina d,I-Octopamina Tioridazina
Caffeina Fenoprofen Acido Ossalico d,I-Tirosina
Cannabidiolo Furosemide Acido Oxolinico Tolbutamide
Chetamina Acido Gentisico Ossimetazolina Triamterene
Chetoprofene Emoglobina Papaverina Trifluoperazina
Clordlidrato Idralazina PenicillinaG Trimetoprim
Cloramfenicolo Idroclorotiazide Perfenazina d,l-Triptofano
Clorotiazide Idrocortisone Fenelzina Acido Urico
d,l-Clorfeniramina AcidoO-Idrossippurico Prednisone Verapamil
Clorpromazina 3-ldrossitiramina d,I-Propanololo Zomepirac

Colesterolo

Davis, CA. 1982; 488
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2. Baselt RC. Disposition of Toxic Multi-Drugs and Chemicals in Man. 2nd Ed. Biomedical Publ.,

3. HawksRL, CN Chiang. Urine Testing for Drugs of Abuse. National Institutefor DrugAbuse (NIDA),
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Einstufen Screeningtest Testpanel (Urin) :

Gebrauchsanweisung zum Test auf folgende Drogen in jedweder Kombination: Amphetamin,
Amphetamin 500, Amphetamin 300, Barbiturat, Benzodiazepin, Benzodiazepin 200, Buprenorphin,
Kokain, Kokain 150, Marihuana, Methadon, Metamphetamin, M etamphetamin 500, M etamphetamin
300, Methylendioxymethamphetamin, Morphin 300, Opiat 2000, Oxycodon, Phencyclidin,
Propoxyphen und Trizyklische Antidepressiva. Ein schneller Einstufentest fiir den gleichzeitigen
qualitativen Nachweis von mehreren Drogen undDrogenStoffwechsel produkten in Humanurin. Nur
zur in- vitro- Diagnostik durch medizinisches und anderes Fachpersonal.

VERWENDUNGSZWECK & ZUSAMMENFASSUNG
Screeningtests auf mehrere Drogen in Urin reichen vom einfachen Immunoassay bishin zu komplexen
analytischen Verfahren. Die Schnelligkeit und Empfindlichkeit des Immunoassays hat diesen zur
anerkanntesten Methode gemacht, um Urin auf mehrere Missbrauchdrogen zu durchsuchen (Screening).
Der Einstufen Multi- Drogen Screeningtest Testpanel (Urin) ist ein chromatographischer , lateral flow*
Immunoassay fiir den qualitativen Nachweis der folgenden Drogen, der ohne Instrument durchgefihrt
werden kann:?

Test Kalibrator Cut-off (ng/ml)
Amphetamin (AMP) d-Amphetamin 1.000
Amphetamin (AMP 500) d-Amphetamin 500
Amphetamin (AMP 300) d-Amphetamin 300
Barbiturat (BAR) Secobarbital 300
Benzodiazepin (BZO) Oxazepam 300
Benzodiazepin (BZO 200) Oxazepam 200
Buprenorphin (BUP) Buprenorphin 10
Kokain (COC) Benzoylecgonin 300
Kokain (COC 150) Benzoylecgonin 150
Marihuana (THC) 11-nor-A’-THC-9 COOH 50
Methadon (MTD) Methadon 300
Methamphetamin (MET) d-Methamphetamin 1.000
Methamphetamin (MET 500) d-Methamphetamin 500
Methamphetamin (MET 300) d-Methamphetamin 300
Methylendioxymethamphetamin (MDMA) d.I-Methylendioxymethamphetamin 500
Morphin (MOP 300) Morphin 300
Opiat (OPI 2000) Morphin 2.000
Oxycodon (OXY) Oxycodon 100
Phencyclidin (PCP) Phencyclidin 25
Propoxyphen (PPX) Propoxyphen 300
Trizyklische Antidepressiva (TCA) Nortriptylin 1.000

Dieser Test weist auch andere verwandte Verbindungen nach, siehe hierzu die Tabelle Analytische
Spezifitét in dieser Gebrauchsanweisung. Dieser Test liefert nur ein vorlaufiges analytisches
Testergebnis. Eine spezifischere andere chemische M ethode muss verwendet werden, um ein bestétigtes
analytisches Ergebnis zu erhalten. Gaschromatographie/ Massenspektrometrie (GC/ MS) ist die
bevorzugte Bestétigungsmethode. Klinische Betrachtung und fachkundige Bewertung sollte bei jedem
Testergebnis in punkto Drogenmissbrauch angewendet werden, besonders wenn vorlaufig positive
Ergebnisse verwendet werden.
TESTPRINZIP

Der Einstufen Multi- Drogen Screeningtest Testpanel (Urin) ist ein Immunoassay, der auf dem Prinzip
der kompetitiven Bindung beruht. Drogen, die méglicherweise in Urinproben vorhanden sind,
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konkurrieren mit dem jeweiligen Drogenkonjugat um Bindungsstellen auf dem spezifischen Antikorper.
Waéhrend des Testablaufs wandert eine Urinprobe durch Kapillarkréfte aufwérts. Eine Droge, die
unterhal b des Cut-off- Spiegelsin der Urinprobe enthaltenist, wird die Bindungsstellen der Antikorper
beschichteten Partikel nicht séttigen. Die mit Antikérper beschichteten Partikel werden dann durch
immobilisierte Drogen- Konjugate abgefangen und im Bereich der Testlinie des spezifischen
Drogenstreifens wird eine farbige Linie sichtbar. Die geférbte Linie wird sich nicht im Bereich der
Testlinie aushilden bei einem Drogenspiegel oberhalb der Cut- off Konzentration weil dieser alle
Bindungsstellen der mit Antikorper beschichteten Partikel séttigen wird. Eine drogenpositive Urinprobe
wird aufgrund der kompetitiv wirkenden Drogen keine geférbte Linie im spezifischen Bereich der
Testlinie des Streifens ausbilden, wéhrend eine drogennegative Urinprobe oder eine Probe, die eine
Drogenkonzentration unterhal b des Cut- offs (Grenzwertes) enthélt, eine Linieim Testbereich aushilden
wird. Eine farbige Linie wird immer im Bereich der Kontroll- Linie erscheinen und dient damit als
Verfahrenskontrolle, die korrekt zugefiigtes Probenvolumen und erfolgte Membrandurchfeuchtung
anzeigt.

REAGENZIEN
Jede Testlinie des Testpanels enthélt an Maus monoklonale Antikorper gebundene Partikel und die
entsprechenden Drogen- Protein- Konjugate. Ein Ziegen- Antikorper wird im jedem Kontroll- Linien-
System eingesetzt.

VORSICHTSMASSNAHMEN
* Nur zur in- vitro- Diagnostik durch medizinisches und anderes Fachpersonal. Nicht nach Ablauf des
Haltbarkeitsdatums verwenden.
* Der Testpanel sollte bis zur Verwendung im verschlossenen Beutel bleiben.
« Alle Proben sollten a's potentiell gesundheitsgeféhrdend betrachtet werden und in der gleichen Weise
wie ein infektidses Agens gehandhabt werden.
« Der benutzte Testpanel ist entsprechend der 6rtlichen Bestimmungen zu entsorgen.

LAGERUNG UND HALTBARKEIT
Wie abgepackt im verschl ossenen Beutel entweder bei Raumtemperatur oder gekihlit (2- 30° C) lagern.
Der Testpanel ist biszum auf dem verschl ossenen Beutel aufgedruckten Haltbarkeitsdatum verwendbar.
Der Multi-Drogen Screeningtest sollte bis zur Verwendung im verschlossenen Beutel bleiben. NICHT
EINFRIEREN. Nicht nach Ablauf des Haltbarkeitsdatums verwenden.

PROBENGEWINNUNG UND VORBEREITUNG
Urintest
Die Urinprobe mussin einem sauberen und trockenen Behdlter gesammelt werden. Eskann zu beliebiger
Zeit gesammelter Urin verwendet werden. Urinproben, die sichtbare Partikel aufweisen, sollten
zentrifugiert oder gefiltert werden oder sich absetzen dirfen, um klare Urinproben fir die
Testdurchfiihrung zu erhalten.
Probenlagerung

Urinproben kdnnen vor der Testdurchfiihrung bei 2- 8° C bis zu 48 Stunden aufbewahrt werden. Flr
langer andauernde Lagerung kénnen Proben eingefroren und unterhalb -20° C aufbewahrt werden.
Eingefrorene Proben sollten vor der Testdurchfiihrung aufgetaut und gemischt werden.

MATERIAL
Mitgelieferte Materialien
* Panels « Gebrauchsanweisung
Zusétzlich erforderliche M aterialien
* Probensammel behalter * Kurzzeitmesser
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TESTDURCHFUHRUNG
Vor Testbeginn den Multi- Drogen Screeningtest, Urinprobe und/ oder Kontrollen Raumtemperatur
(15- 30° C) erreichen lassen.
1. Den Beutel vor dem Offnen auf Raumtemperatur bringen. Den testpanels aus dem verschlossenen
Beutel entnehmen und baldmdglichst verwenden.
2. Die Kappe an der AulRenseite des Testendes abnehmen. Mit den Pfeilen in Richtung Urinprobe
zeigend den Testpanel senkrecht fiir mindestens 10- 15 Sekunden in die Urinprobe eintauchen. Den
Testpanel bismindestensan die Markierung der Schlangenlinie auf dem Streifen eintauchen. Die Pfeile
auf dem Testpanel beim Eintauchen nicht Uberschreiten (siehe Abbildung unten).
3. Den Testpanel auf eine nicht saugféhige ebene Fl&che legen, den Kurzzeitmesser starten und bis
zum Erscheinen der roten Linie( n) warten. Das Ergebnis nach 5 Minuten abgel esen werden. Ergebnis

nicht nach mehr als 10 Minuten auswerten.
C Negati
T egativ

C
T ﬁ Positiv
C -
Unglilt

INTERPRETATION DER ERGEBNI SSE
(Bitte Abbildung oben beachten)

NEGATIV:* Einefarbige Linie im Kontrollbereich (C) und eine farbige Linie im Testbereich (T) fir
eine spezifische Droge zeigen ein negatives Ergebnis an. Dies zeigt an, dass die Drogenkonzentration
in der Urinprobe unterhalb des festgelegten Cut- off (Grenzwert) fir diese spezifische Droge liegt.
*HINWEIS: Die Rotfarbung im Bereich der Testlinie (T) kann variieren, aber sie sollte al's negativ
betrachtet werden wenn immer auch nur eine schwache rosa Linie auftritt.
POSITIV: Eine farbige Linie im Kontrollbereich (C) aber keine Linie im Testbereich (T) fir eine
spezifische Droge zeigt ein positives Ergebnis an. Dies zeigt an, dass die Drogenkonzentration in der
Urinprobe den festgelegten Cut- off (Grenzwert) fir diese spezifische Droge tibersteigt.
UNGULTIG: Es erscheint keine Kontroll- Linie. Unzureichendes Probenvolumen oder inkorrekte
Verfahrenstechniken sind die wahrscheinlichsten Griinde fur das Ausbleiben der Kontroll- Linie.
Verfahrensablauf Gberpriifen und den Test mit einem neuen Teststreifen durchfiihren. Fallsdas Problem
weiterbesteht, die Charge ab sofort nicht weiterverwenden und sich mit dem &rtlichen Vertriebshandler
in Verbindung setzen.

URINE SAMPLE SHOULD NO!

T URINE SAMPLE SHOULD NOT
TOUCH THE PLASTIC DEVICE

TOUCH THE PLASTIC DEVICE

QUALITATSKONTROLLE
Der Test beinhaltet eine Verfahrenskontrolle. Eine im Kontrollbereich (C) erscheinende rote Linie
wird als interne Verfahrenskontrolle betrachtet. Sie bestétigt ausreichendes Probenvolumen,
entsprechende Membrandurchfeuchtung und korrekte Durchfiihrung. Kontrollstandards werden mit
dieser Testpackung nicht mitgeliefert, eswird empfohlen, positive und negative Kontrollen nach Ublicher
Laborpraxis mitzufiihren, um das Testverfahren und einen einwandfreien Testablauf zu bestétigen.
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EINSCHRANKUNGEN
1. Der Einstufen Multi- Drogen Screeningtest Testpanel (Urin) liefert nur ein vorl&ufig analytisches
Ergebnis. Eine spezifischere chemische M ethode muss verwendet werden, um ein bestétigtes Ergebnis
zu erhalten. Gaschromatographie/ Massenspektrometrie (GC/ MS) ist die bevorzugte
Bestétigungsmethode. 3
2. Esist mdglich, dass technische oder verfahrensbedingte Fehler ebenso wie stérende Substanzen in
der Urinprobe fehlerhafte Ergebnisse verursachen.
3. Verféschungsmittel wie Bleichmittel oder Alaun kdnnen in Urinproben fehlerhafte Ergebnisse
erzeugen, unabhéngig von der verwendeten analytischen Methode. Wenn eine Verfé schung vermutet
wird, sollte der Test mit einer weiteren Urinprobe wiederholt werden.
4. Ein positives Ergebnis zeigt dasVorhandensein der Droge oder deren Stoffwechsel produkte an aber
nicht den Grad der Intoxikation, Verabreichungsart oder Konzentration im Urin.
5. Ein negatives Ergebnis zeigt nicht unbedingt einen drogenfreien Urin an. Negative Ergebnisse kdnnen
erhalten werden, wenn die Droge vorhanden ist, aber unterhalb des Grenzwertes (cut- off) liegt.
6. Der Test unterscheidet nicht zwischen Missbrauchdrogen und bestimmten M edikamentengaben.
7. Ein positives Ergebnis kann bel bestimmten Nahrungsmitteln bzw. Nahrungsergdnzungen. erhalten
werden.

TESTEIGENSCHAFTEN
Richtigkeit
Ein Seite an Seite Vergleich wurde durchgefiihrt unter Verwendung des Einstufen Multi- Drogen
Screeningtest Testpanel (Urin) und eineskommerziell erhétlichen Schnelltests. Ungeféhr 300 Proben,
die vorher von Personen gesammelt wurden, die sich einem Drogenscreeningtest unterzogen hatten,
wurden getestet. Mutmal3ich positive Ergebnisse wurden durch GC/ MS bestétigt. Die folgenden
Ergebnisse sind tabellarisch dargestelIt:

% Ubereinstimmung mit kommer ziellen Kits

Probe AMP Aslz;{)P %1(\;{)1) BAR | BZO ];ﬁ(? BUP** | COC Cl(S)OC THC | MTD
Positiv 97% * >99% | >99% 90% * 88% 95% >99% | 98% | >99%
Negativ >99% * >99% 99% 97% * >99% | >99% | >99% | >99% | >99%
Gesamt 98% * >99% 99% 94% * 97% 98% >99% | 99% >99%

Probe MET l\;l(])EOT J\;I‘I]Z(;F MDMA l\;l(())OP 2)1(::) OXY PCP PPX TCA
Positiv 98% >99% * >09% >99% >09% 96% 98% >99% 95%
Negativ >99% 80% * 99% >99% >99% 99% >99% >99% >99%
Gesamt 99% 87% * 99% >99% >99% 98% 99% >99% 99%

*HINWEIS: Es gibt keinen handel siiblichen Kit fiir eine Vergleichsuntersuchung.
** HINWEIS: BUP wurde verglichen mit selbstberichtetem Gebrauch von Buprenorphin.

% Ubereinstimmung mit GC/ MS

AMP | AMP BZO cocC
Probe AMP 500 300 BAR | BZO 200 BUP* | COC 150 THC | MTD
Positiv 97% 95% | >99% | 92% 97% 98% 98% 96% 99% 97% 99%
Negativ 95% | >99% | 99% 98% 95% 99% 99% 90% | >99% 88% 94%
Gesamt 96% 98% 99% 95% 96% 99% 99% 93% 99% 91% 96%
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MET MET MOP OPI
Probe MET 500 300 MDMA 300 2000 OXY PCP PPX | TCA**
Positiv 99% >99% 97% >99% >99% >99% 98% >99% 94% >99%
Negativ 94% 96% >99% 98% 94% 90% 99% 97% 99% 89%
Gesamt 96% 98% 98% 99% 97% 95% 99% 98% 97% 91%

*HINWEIS: BUP basiert auf Daten von LC/ MS anstelle von GC/ MS.
** HINWEIS: TCA basierte auf HPL C- Daten anstelle von GC/ MS.

Analytische Sensitivitéat
Ein drogenfreier Urin- Pool wurde mit Drogen versetzt mit Konzentrationen von £50% Cut-off und
+25% Cut-off. Die Daten sind unten zusasmmengefasst.

Drogen Konz. n AMP AMP 500 [ AMP 300 BAR BZO BZO 200 BUP
Cut-off Bereich - + - + - + - + - + - + - +
0% Cut-off 30 | 30 0 30 0 30 0 30 0 30 0 90 0 90 0
-50% Cut-off 30 | 30 0 30 0 30 0 30 0 30 0 90 0 90 0
-25% Cut-off 30 | 22 8 24 6 27 3 27 3 27 3 81 9 75 15
Cut-off 30 [ 12 18 16 | 14 13 17 ] 22 8 11 19 | 55 | 35 ] 60 | 30

+25% Cut-off 30 2 28 4 26 4 26 7 23 5 25 27 63 31 59
+50% Cut-off 30 0 30 0 30 0 30 2 28 0 30 0 90 0 90

Drogen Konz. n COC COC 150 THC MTD MET MET 500 | MET 300
Cut-off Bereich - + - + - - + - T+ - + - +
0% Cut-off 30 | 30 0 30 0 30 30 0 30 0 30 0 30 0
-50% Cut-off 30 | 30 0 30 0 30 0 29 1 30 0 30 0 30 0
-25% Cut-off 30 | 30 0 24 6 12 18 24 6 30 0 23 7 27 3
Cut-off 30 4 26 14 16 1 29 | 21 9 18 12 13 17 15 15

+25% Cut-off 30 0 30 7 23 1 29 2 28 1 29 8 22 4 26
+50% Cut-off 30 0 30 0 30 0 30 0 30 0 30 0 30 0 30

Drogen Konz. R MDMA MOP 300 | OPI 2000 0XY PCP PPX TCA
Cut-off Bereich - + - + - + - + - - + - +
0% Cut-off 30 30 0 30 0 30 0 30 0 30 0 30 0 30 0
-50% Cut-off 30 30 0 30 0 30 0 30 0 30 0 30 0 30 0
-25% Cut-off 30 26 4 25 5 30 0 30 0 19 11 24 6 22 8
Cut-off 30 17 13 17 13 13 17 18 12 16 14 17 13 17 13

+25% Cut-off 30 4 26 1 29
+50% Cut-off 30 0 30 0 30

26 6 24 6 24 7 23 5 25

Analytische Spezifitat
Die folgenden Tabellen enthalten die Konzentration der Substanzen (ng/ml), die mit dem Einstufen
Multi-Drogen Screeningtest Testpanel (Urin) nach 5 Minuten nachgewiesen werden.
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AMPHETAMIN METHADON

d-Amphetamin 1.000 Methadon 300
d,l-Amphetamin 3.000 Doxylamin 50.000
1-Amphetamin 50.000 METHAMPHETAMIN

Phentermine 3.000 d-Metamphetamin 1.000
3,4-Methylendioxyamphetamin (MDA) 2.000 p-Hydroxymethamphetamin 30.000
AMPHETAMIN 500 1-Metamphetamin 8.000
d-Amphetamin 500 Mephentermine 50.000
d,I-Amphetamin 1.500 3,4-Methylendioxymethamphetamin (MDMA) 2.000
B-Phenylethylamin 50.000 METHAMPHETAMIN 500
3,4-Methylendioxyamphetamin (MDA) 800 d-Metamphetamin 500
Phentermine 1.500 p-Hydroxymethamphetamin 15.000
Tryptamin 50.000 I-Metamphetamin 4.000
Tyramin 25.000 Mephentermine 25.000
AMPHETAMIN 300 d,l-Amphetamin 75.000
d-Amphetamin 300 (1R,28)-(-)-Ephedrin 50.000
d,l-Amphetamin 390 B-Phenylethylamin 75.000
I- Amphetamin 50.000 3,4-Methylendioxymethamphetamin (MDMA) 1.000
3,4-Methylendioxyamphetamin (MDA) 1.560 d-Amphetamin 50.000
p-Hydroxyamphetamin 1.560 Chloroquin 12.500
d,I-Norephedrin 100.000 | [I-Phenylephrin 100.000
B-Phenylethylamin 100.000 [ IMETHAMPHETAMIN 300

Tyramin 100.000 | |d-Metamphetamin 300
p-Hydroxyamphetamin 100.000 | |d,l-Amphetamin 100.000
Phenylpropanolamin (d,l-Norephedrin) 100.000 | [Chloroquin 25.000
BARBITURAT p-Hydroxymethamphetamin 25.000
Secobarbital 300 |-Metamphetamin 3.125
Amobarbital 300 3,4-Methylendioxymethamphetamin (MDMA) 780
Alphenol 150 Mephentermine 50.000
Aprobarbital 200 (1R.28)-(-)-Ephedrin 100.000
Butabarbital 75 I-Epinephrin 50.000
Butethal 100 Ephedrin 100.000
Butalbital 2.500 (-) Deoxyephedrin 25.000
Cyclopentobarbital 600 Fenfluramin 12.500
Pentobarbital 300 Trimethobenzamid 25.000
Phenobarbital 100 OXYCODON
METHYLENEDIOXYMETHAMPHETAMIN Oxycodon 100
3,4-Methylendioxymethamphetamin (MDMA) 500 Hydrocodon 6.250
3,4-Methylenedioxyamphetamin (MDA) 3.000 Hydromorphon 50.000
3,4-Methylenedioxyethylamphetamin (MDEA) 300 Levorphanol 50.000
PROPOXYPHEN Naloxon 37.500
d-Propoxyphen 300 Naltrexon 37.500
d-Norpropoxyphen 300 Oxymorphon 200
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BENZODIAZEPIN BENZODTIAZEPIN 200

Oxazepam 300 Alprazolam 195
Alprazolam 196 a-Hydroxyalprazolam 1.562
«-Hydroxyalprazolam 1.262 Bromazepam 390
Bromazepam 1.562 Chlordiazepoxide 780
Chlordiazepoxide 1.562 Clobazam 390
Clonazepam 781 Clorazepate 1.562
Clobazam 98 Desalkylflurazepam 1.000
Clonazepam 781 Diazepam 200
Clorazepate 195 Estazolam 780
Delorazepam 1.562 Flunitrazepam 12.500
Desalkylflurazepam 390 (+) Lorazepam 100.000
Diazepam 195 Midazolam 6.250
Estazolam 2.500 Nitrazepam 100
Flunitrazepam 390 Norchlordiazepoxide 3.125
d.]-Lorazepam 1.562 Nordiazepam 780
RS-Lorazepam glucuronide 156 Oxazepam 200
Midazolam 12.500 Temazepam 100
Nitrazepam 98 Triazolam 50.000
Norchlordiazepoxide 195 7-Aminoflunitrazepam 200
Nordiazepam 390 7-Aminonitrazepam 5.000
Temazepam 98 7-Aminoclonazepam >100.000
Triazolam 2.500 BUPRENORPHIN

MORPHIN 300 Buprenorphin 10
Morphin 300 Norbuprenorphin 20
Codein 300 Buprenorphin 3-D-glucuronid 15
Ethylmorphin 6.250 Norbuprenorphin 3-D-glucuronid 200
Hydrocodon 50.000 KOKAIN

Hydromorphon 3.125 Benzoylecgonine 300
Levorphanol 1.500 Kokain 780
6-Monoacetylmorphine (6-MAM) 400 Cocaethylene 12.500
Morphin 3-B-D-glucuronide 1.000 Ecgonine 32.000
Norcodeine 6.250 KOKAIN 150

Normorphin 100.000 | |Benzoylecgonine 150
Oxycodon 30.000 Kokain 400
Oxymorphon 100.000 | [Cocaethylene 6.250
Procain 15.000 Ecgonine 12.500
Thebain 6.250 Ecgoenine methylester 50.000
OPIAT 2000 MARIHUANA

Morphin 2.000 11-nor-A’-THC-9 COOH 50
Codein 2.000 Cannabinol 20.000
Ethylmorphin 5.000 11-nor-A*THC-9 COOH 30
Hydrocodon 12.500 AY-THC 15.000
Hydromorphon 5000 | [A°-THC 15.000
Levorphanol 75.000 TRIZYKLISCHE ANTIDEPRESSIVA
6-Monoacetylmorphine (6-MAM) 5.000 Nortriptyline 1.000
Morphin 3-B-D-glucuronide 2.000 Nordoxepin 1.000
Norcodeine 12.500 Trimipramin 3.000
Normorphin 50.000 Amitriptyline 1.500
Oxycodon 25.000 Promazine 1.500
Oxymorphon 25.000 Desipramin 200
Procain 150.000 | |Tmipramin 400
Thebain 100.000 | |Clomipramin 12.500
PHENCYCLIDIN Doxepin 2.000
Phencyclidin 25 Maprotiline 2.000
4-Hydroxyphencyclidine 12.500 Promethazine 25.000
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Kreuzreaktion

Eine Studiewurde durchgefuihrt, um die K reuzregktionen des Tests mit Verbindungenin entweder drogenfreiem
Urin oder auch in positivem Urin mit Amphetamin, Amphetamin 500, Amphetamin 300, Barbiturat ,
Benzodiazepin, Benzodiazepin 200, Buprenorphin, Kokain, Kokain 150, Marihuana, M ethadon, Metamphetamin,
Metamphetamin 500, Metamphetamin 300, Methylendioxymethamphetamin, Morphin 300, Opiat 2000,
Oxycodon, Phencyclidin, Propoxyphen und Trizyklische Antidepressiva. Die folgenden Verbindungen zeigen
keine Kreuzreaktion, wenn sie bei einer Konzentration von 100 pg/ml mit dem Eingtufen Multi-Drogen
Screeningtest Testpand (Urin) getestet werden.
Verbindungen ohne Kreuzreaktion

Acetofenetidina Clonidina d,|-1soproterenolo d-Pseudoefedrina
N-Acetilprocainamide Cortisone Isosuprina Quinidina

Acido Acetilsalicilico |-Cotinina Labetalolo Quinina
Aminopirina Creatinina Loperamide Acido Sdlicilico
Amoxicillina Deossicorticosterone Meprobamato Serotonina
Ampicillina Destrometorfano Mehossifenamina Sulfametazina
Acido |-Ascorbico Diclofenac Metilfenidate Sulindaco
Apomorfina Diflunisal Acido Nalidissico Tetraciclina
Aspartame Digossina Naproxene Tetraidrocortisone,
Atropina Difenidramina Niacinamide 3-Acetato

Acido Benzilico Etil-p-aminobenzoato Nifedipina Tetraidrocortisone
Acido Benzoico [>-Estradiolo Noretindrone Tetraidrozolina
Bilirubina Estrone-3-solfato Noscapina Tiamina
d,l-Bromfeniramina Eritromicina d,I-Octopamina Tioridazina
Caffeina Fenoprofen Acido Ossalico d,I-Tirosina
Cannabidiolo Furosemide Acido Oxolinico Tolbutamide
Chetamina Acido Gentisico Ossimetazolina Triamterene
Chetoprofene Emoglobina Papaverina Trifluoperazina
Cloralidrato Idralazina PenicillinaG Trimetoprim
Cloramfenicolo Idroclorotiazide Perfenazina d,l-Triptofano
Clorotiazide Idrocortisone Fenelzina Acido Urico
d,l-Clorfeniramina AcidoO-Idrossippurico Prednisone Verapamil
Clorpromazina 3-ldrossitiramina d,I-Propanololo Zomepirac

Colesterolo
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1. Tietz NW.Textbook of Clinical Chemistry. W. B. Saunders Company. 1986; 1735
2. Baselt RC. Disposition of Toxic Multi-Drugs and Chemicals in Man. 2nd Ed. Biomedical Publ.,
Davis, CA. 1982; 488
3. HawksRL, CN Chiang. Urine Testing for Drugs of Abuse. National Institutefor DrugAbuse (NIDA),
Research Monograph 73, 1986

Symbole
A SeZEL?gr?hsanwelsung \/ | Fiir <x>Bestimmungen M Hersteller
(,;lig;no;tlijli 'n vitro 8 Verwendbar bis ® Nicht zur

wiederverwendung

BestelInummer 24550 -
24551

Chargen-bezeichung

" Bei 2-30° Clagern IoT
GIMA Spa

M ViaMarconi, 1 - 20060
Hersteller  Gessate (MI) - Italia
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Prueba de Multidrogas en Un Solo Paso en Panel (Orina)

Fichatécnica paralacombinacién delas siguientes drogas: Amfetamina, Amfetamina500, Amfetamina
300, Barbitiricos, Benzodiazepina, Benzodiazepina 200, Buprenorfina, Cocaina, Cocaina 150,
Marihuana, Metadona, Metanfetamina, Metanfetamina 500, Metanfetamina 300,
M etilenedioximetanfetamina, Morfina 300, Opiaceo 2000, Oxicodon, Fenciclidina, Propoxifeno y
Antidepresivos Triciclicos. Prueba rapida en una sola etapa parala deteccion cualitativa simultanea de
drogas multiples y sus metabolitos en orina humana. Solo para el uso médico y otro profesional de
diagnéstico in vitro.

(] GHIVEA S]] | |

USO INDICADO Y RESUMEN
L as pruebas répidas de screening en orina de drogas mltiples de abuso van desde sencillos prueba de
inmunoensayos hasta procedimientos analiticos complejos. La rapidez y sensibilidad de los
inmunoensayos ha hecho de ellos el método mas ampliamente aceptado para el screening de drogas
multiples de abuso en orina. La Prueba de Multidrogas en Un Solo Paso en Panel (Orina) es un
inmunoensayo cromatogréfico de flujo lateral para la deteccion de las siguientes drogas, y puede
realizarse sin necesidad de utilizar ningin aparato:*

Prueba Calibrador Cut-off (ng/ml)
Amfetamina (AMP) d-Amfetamina 1.000
Amfetamina (AMP 500) d-Amfetamina 500
Amfetamina (AMP 300) d-Amfetamina 300
Barbitarico (BAR) Secobarbital 300
Benzodiazepinas (BZO) Oxazépam 300
Benzodiazepinas (BZO 200) Oxazépam 200
Buprenorfina (BUP) Buprenorfina 10
Cocaina (COC) Benzoilecgonina 300
Cocaina (COC 150) Benzoilecgonina 150
Marihuana (THC) 11-nor-A’-THC-9 COOH 50
Metadona (MTD) Metadona 300
Metanfetamina (MET) d-Metanfetamina 1.000
Metanfetamina (MET 500) d-Metanfetamina 500
Metanfetamina (MET 300) d-Metanfetamina 300
Metilenedioximetanfetamina (MDMA) d,I-Metilenedioximetanfetamina 500
Morfina (MOP 300) Morfina 300
Opiaceo (OPI 2000) Morfina 2.000
Oxicodon (OXY) Oxicodon 100
Fenciclidina (PCP) Fenciclidina 25
Propoxifeno (PPX) Propoxifeno 300
Antidepresivos Triciclicos (TCA) Nortriptyline 1.000

Este prueba detecta también otros compuestos relacionados con los de interés, para lo que puede
referirsealarelacion que aparece en el apartado de Especificidad. Estatécnica tinicamente proporciona
un resultado analitico preliminar cualitativo. Para obtener la confirmacion de un resultado, debe
emplearse un método quimico alternativo més especifico. El método preferido para confirmacion, es
el GC/MS (Cromatografia gaseosa/Espectrometriade masas).Laconsideracion clinicay el buenjuicio
profesional deben aplicarse a cualquier resultado de prueba de drogas de abuso, en particular cuando
se utilizan resultados preliminares positivos.
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PRINCIPIO

La Prueba de Multidrogas en Un Solo Paso en Panel (Orina) es un inmunoensayo cromatogréafico
répido basado en el principio de uniones competitivas. Las drogas que pueden estar presentes en la
muestra de orina compiten frente alos respectivos conjugados de las drogas por los puntos de unién al
anticuerpo. Durante la prueba, la muestra de orina migra hacia arriba por accién capilar. Cualquier
droga si se encuentra presente en la orina en concentracion inferior a de su cut-off, no saturaré los
puntos de unién de las particulas recubiertas de anticuerpo en la panel de la prueba. Las particulas
recubiertas de anti cuerpo seran capturadas por € conjugado inmovilizado de ladroga especificay una
lineavisible de color apareceraen lazonade laprueba. Estalineade color no seformaraen lazonade
lapruebasi € nivel deladrogaesta por encimadel nivel del cut-off, porque saturara todos |os puntos
deunion delos anticuerpos. Unamuestrade orina positivano generaraunalineade color enlazonade
la prueba debido a la competencia de la droga, mientras que una muestra de orina negativa o una
muestra con una concentracion inferior aladel cut-off generaraunalineaen lazonadelaprueba. Para
servir como procedimiento de control, unalineacol oreada aparecerasiempre enlazonade control si la
prueba ha sido realizada correctamente y con un volumen adecuado de muestra.

REACTIVOS
En el panel de Multidroga, cadalineadelas diferentes pruebas contienen anti cuerpos monoclonales de
raton unidos a particulasy conjugados de las diferentes pruebas. Un anticuerpo de cabra se empleaen
el sistemadelalineadel contral.

PRECAUCIONES
1. Solo para €l uso médico y otro profesional de diagndstico in vitro. No usar después de la fecha de
caducidad.
2. La prueba debe permanecer en la bolsa sellada hasta e momento de su empleo.
3. Todas las muestras deben ser consideradas como potencial mente infecciosas y deben manegjarse de
la misma forma que los agentes infecci0sos.
4. Laprueba, unavez utilizado, debe desecharse de acuerdo con las regulaciones locales.

ALMACENAMIENTO Y ESTABILIDAD
Almacenar tal como esta empaquetado en la bol sa sellada atemperatura ambiente o refrigerado (2-30°
C). Lapruebaes estable hastalafecha de caducidad que figuraen labolsa. La prueba se mantendraen
la bolsa sellada hasta su uso. NO CONGEL AR. No utilizar después de la fecha de caducidad.

OBTENCION Y PREPARACION DE LA MUESTRA
Valoracion delaMuestra
Se debetomar lamuestrade orinaen un envaselimpio y seco. Se pueden usar muestras de orinarecogidas
en cualquier momento del dia. Aquellas muestras que presenten particulas visibles deberian ser
centrifugadas, filtradas o permitir que sedimenten para obtener una muestra clara pararedlizar la prueba.
Almacenamiento de las M uestras
Las muestras de orina pueden ser almacenadas entre 2 y 8°C hasta 48 horas previas alarealizacion de
laprueba. Paraun periodo més prolongado se deben congelar a-20°C. Las muestras congel adas deben
acanzar latemperatura ambiente y mezclarse bien antes de realizar la prueba.

MATERIALES
M ateriales Suministrados
 Paneles paralos test « Fichatécnica
Materiales Requeridos No Suministrados
« Contenedor paralarecogida de la muestra « Crondémetro
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INSTRUCCIONES DE USO
Permita que la prueba, la muestra de orina, y/o los controles estén a temperatura ambiente (15-30°C)
antes de realizar la prueba.
1. Deje quelabolsadela pruebaa cance latemperatura ambiente antes de abrirla. Extraigaentoncesel
Panel y Uselo tan pronto como sea posible.
2. Quite la caperuza de la prueba. Apuntando con las flechas hacia la muestra de orina, introduzca el
panel delapruebaverticalmente en lamismahastalazona sefialada por lineas ondul adas, manteniéndolo
durantea menos 10-15 segundos. Tenga cuidado de no sobrepasar |asflechasdelapruebaal introducirlo
en lamuestra de orina. V éase |la figura que se acompafia.
3. Sitlielapruebaen una superficie horizontal no absorbente, ponga en marchael cronémetroy espere
a que aparezca la linea o lineas rojas. Los resultados deberdn leerse alos 5 minutos. No interpretar

resultados pasados 10 minutos.
C .
T@ ﬁ Negativo
c 4 C ..
000000 ﬁ posiivo
12 3 4 5 6

CQ D No valido
T

INTERPRETACION DE LOS RESULTADOS
(Consultar lafigura anterior)

NEGATIVO:* Aparecen dos lineas. Una linea roja debe estar en lazona del control (C) y otralinea
rojaorosaapareceraenlazonadelaprueba(T) junto acadaparametro. Este resultado negativo indica
que la concentracién de la droga esta por debgjo del nivel detectable designado por el cut-off del
parémetro afectado.
*NOTA: Laintensidad del color rojo de la linea de la regién de la prueba (T) puede variar, pero
cualquier coloracion roja, por muy débil que sea, debera considerarse como resultado negativo.
POSITIVO: Unalinearojaaparece en laregion de control (C). y no apareceraen lazonade la prueba
(T) junto a cada parametro. Este resultado positivo indica que la concentracion de la droga en la
muestra de orina excede de los niveles del cut-off del parémetro afectado.
NOVALIDO: No aparece lalineade control. Un volumen de muestrainsuficiente o un procedimiento
incorrecto son las posibles razones de la ausencia de la linea de control. Revise € procedimiento y
repitala prueba usando una nueva prueba. Si el problema persiste, deje de utilizar ese lote y contacte
con su distribuidor local.

'S

41|
AR

R
&

URINE SAMPLE BHOULD NOT
TOUCH THE PLASTIC DEVICE

VVvVvVYyyw

CONTROL DE CALIDAD
Un control interno estaincluido en la prueba. Lalinearoja que aparece en laregion de control (C) es
considerada como un procedimiento de control interno. Confirma que se ha utilizado un volumen
suficiente de muestray se harealizado correctamente latécnica. No se suministran control es estandar
con €l kit, sin embargo, se recomienda realizar controles positivosy negativos como buena préacticade
laboratorio para verificar tanto el procedimiento como el comportamiento de la prueba.
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LIMITACIONES
1. LaPruebade Multidrogas en Un Solo Paso en Panel (Orina) proporcionasolo un resultado analitico
preliminar cualitativo. Debe emplearse un segundo método analitico para confirmar el resultado.
Cromatografiade gasesy Espectrometriade masas (GC/M S) son los métodos analiticos més apropiados
parala confirmacion.?®
2. Es posible que errores técnicos o de procedimiento, asi como otras substancias que interfieren,
presentes en la muestra de la orina, pueden causar resultados erroneos.
3. Adulterantes como lejiay/o el alumbre en lamuestra de orina, pueden producir resultados erréneos
independientemente del método analitico usado. Si se sospechaadulteracion, lapruebadeberarepetirse
con otra muestra de orina.
4. Un resultado positivo indica presencia de la droga o de sus metabolitos, pero no indica el nivel de
intoxicacion, lavia de intoxicacion o la concentracion de droga en la orina.
5. Un resultado negativo no necesariamente indicala ausencia de droga en la orina. Pueden obtenerse
resultados negativos cuando la droga esta presente pero en niveles inferiores a los del cut-off de la
prueba.
6. La prueba no distingue entre drogas de abuso y determinados medicamentos
7. Ciertos alimentos o suplementos alimenticios pueden dar resultados positivos.

CARACTERISTICAS TECNICAS
Exactitud
Se realizo una comparacién empleando |a Prueba de Multidrogas en Un Solo Paso en Panel (Orina) y
otra pruebarapidadisponible comercialmente. La prueba se realizo en 300 muestras de orinarecogidas
deindividuosacomprobar presenciade drogas. L osresultados en principio positivosfueron confirmados
por GC/MS, obteniéndose |os siguientes resultados:

% de Concordancia con otra prueba

AMP | AMP BZO ) CcoC
Muestra AMP 500 300 BAR | BZO 200 BUP** | COC 150 THC | MTD
Positivo 97% * >99% | >99% 90% * 88% 95% >99% 98% >99%
Negativo >99% * >99% 99% 97% * >99% | >99% | >99% | >99% | >99%
Total 98% * >99% 99% 94% * 97% 98% >99% 99% >99%
Muestra MET NSI(])E(;F ]\;l;:: MDMA ]\:3)]) 2?:;(]) OXY PCP PPX TCA
Positivo 98% >99% * >99% >99% >99% 96% 98% >99% 95%
Negativo >99% 80% * 99% >99% >99% 99% >99% >99% >99%
Total 99% 87% * 99% >99% >99% 98% 99% >99% 99%

*NOTA: Este Sistema de Monitoreo, no se encuentra disponible para examenes de comparacion

comercial.
**NQOTA: LaBUP fue comparada con el auto-informe del uso de la Buprenorfina.
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% de Concordanciacon GC/MS

AMP | AMP BZO . | €oC
Muestra AMP 500 300 BAR | BZO 200 BUP* | COC 150 THC | MTD
Positivo 97% 95% >99% 92% 97% 98% 98% 96% 99% 97% 99%
Negativo 95% | >99% 99% 98% 95% 99% 99% 90% [ >99% 88% 94%
Total 96% 98% 99% 95% 96% 99% 99% 93% 99% 91% 96%
MET MET MOP OPI
Muestra MET 500 300 MDMA 300 2000 OXY PCP PPX | TCA**
Positivo 99% >99% 97% >99% >99% >99% 98% >99% 94% >99%
Negativo 94% 96% >99% 98% 94% 90% 99% 97% 99% 89%
Total 96% 98% 98% 99% 97% 95% 99% 98% 97% 91%

*NOTA: LaBUP estuvo basado en datade L C/M S (CromatografiaL iquida/Espectrometriade Masa)en
lugar de GC/MS (Cromatografia de Gases/Espectrometria de Masa).

**NOTA: TCA se bas en datos de HPL C en vez de GC/MS.

Sensibilidad
A unamuestrade orinalibre de drogas se afiadieron concentraciones de drogade + 50 %y + 25 % de
los valores del cut-off. Los resultados fueron |os siguientes.

AMP AMP 500 | AMP 300 BAR BZO BZ.O 200 BUP
Rango de Cut-off n
. + - + - + - + - + - + - +
0% Cut-off 30 | 30 0 30 0 30 0 30 0 30 0 90 0 90 0
-50% Cut-oft 30 | 30 0 30 0 30 0 30 0 30 0 90 0 90 0
-25% Cut-oft 30 | 22 8 24 6 27 3 27 3 27 3 81 9 75 15
Cut-off 30 | 12 | 18 16 14 13 17 | 22 8 11 19 | 55 | 35 | 60 | 30
+25% Cut-off 30 2 28 4 26 4 26 7 23 5 25 [ 27 | 63 | 31 59
+50% Cut-off 30 0 30 0 30 0 30 2 28 0 30 0 90 0 90
Rango de Cut-off n COoC COC 150 THC MTD MET MET 500 | MET 300
- + - + - + - + - + - + - +
0% Cut-off 30 | 30 0 30 0 30 0 30 0 30 0 30 0 30 0
-50% Cut-oft’ 30 | 30 0 30 0 30 0 29 1 30 0 30 0 30 0
-25% Cut-off 30 | 30 0 24 6 12 | 18 | 24 [ 30 0 23 7 27 3
Cut-off 30 4 26 14 16 1 29 | 21 9 18 12 13 17 15 15
+25% Cut-off 30 0 30 7 23 1 29 2 28 1 29 8 22 4 26
+50% Cut-off 30 0 30 0 30 0 30 30 0 30 0 30 0 30
MDMA | MOP 300 | OPI 2000 OXY PCP PPX TCA
Rango de Cut-off n
- + - + - + - + - + - + - +
0% Cut-off 30 | 30 0 30 0 30 0 30 0 30 30 0 30 0
-50% Cut-off 30 | 30 0 30 0 30 0 30 0 30 0 30 0 30 0
-25% Cut-off 30 | 26 4 25 5 30 0 30 0 19 11 | 24 6 22 8
Cut-off 30 | 17 13 17 13 13 17 | 18 12 16 14 | 17 13 17 13
+25% Cut-off 30 4 26 1 29 4 26 6 24 6 24 7 23 5 25
+50% Cut-off 30 0 30 0 30 30 0 30 0 30 0 30 0 30
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Especificidad
La siguiente tabla lista los compuestos y la concentracion en (ng/ml) para cada parametro que se
detectaran en muestras positivas, con la Prueba de Multidrogas en Un Solo Paso en Panel (Orina) El
resultado debe leerse alos 5 minutos.

AMFETAMINA METADONA

d-Amfetamina 1.000 Metadona 300
d,l-Amfetamina 3.000 Doxylamine 50.000
I-Amfetamina 50.000 METANFETAMINA

Phentermine 3.000 d-Metanfetamina 1.000
3,4-Methylendioxyamphetamine (MDA) 2.000 p-Hydroxymethamphetamine 30.000
AMFETAMINA 500 I-Metanfetamina 8.000
d-Amfetamina 500 Mephentermine 50.000
d.I-Amfetamina 1.500 3,4-Metilenedioximetanfetamina (MDMA) 2.000
B-Feniletilamina 50.000 METANFETAMINA 500
3,4-Methylendioxyamphetamine (MDA) 800 d-Metanfetamina 500
Phentermine 1.500 p-Hydroxymethamphetamine 15.000
Tryptamina 50.000 I-Metanfetamina 4.000
Tiramina 25.000 Mephentermine 25.000
AMFETAMINA 300 dl-Amfetamina 75.000
d-Amfetamina 300 (1R,28)-(-)-Efedrina 50.000
d.l-Amfetamina 390 B-Feniletilamina 75.000
I-Amfetamina 50.000 3,4-Metilenedioximetanfetamina (MDMA) 1.000
3,4-Methylendioxyamphetamine (MDA) 1.560 d-Amfetamina 50.000
p-Hydroxyamphetamine 1.560 Cloroquina 12.500
d,I-Norafedrina 100.000 | [l-Fenilefrina 100.000
B-Feniletilamina 100.000 | |METANFETAMINA 300

Tiramina 100.000 | |d-Metanfetamina 300
p-Hidroxyamfetamina 100.000 | |d,l-Amfetamina 100.000
Fenilpropanolamina (d,I-Norafedrina) 100.000 | |Cloroquina 25.000
BARBITURICOS p-Hydroxymethamphetamine 25.000
Secobarbital 300 |-Metanfetamina 3.125
Amobarbital 300 3,4-Metilenedioximetanfetamina (MDMA) 780
Alphenol 150 Mephentermine 50.000
Aprobarbital 200 (1R,28)-(-)-Efedrina 100.000
Butabarbital 75 I-Epinefrina 50.000
Butethal 100 Efedrina 100.000
Butalbital 2.500 (-) Deoxiefedrina 25.000
Cyclopentobarbital 600 Fenfluramina 12.500
Pentobarbital 300 Trimethobenzamida 25.000
Phenobarbital 100 OXICODON

METILENEDIOXIMETANFETAMINA Oxicodon 100
3.4-Metilenedioximetanfetamina (MDMA) 500 Hydrocodone 6.250
3.4-Methylenedioxyamphetamine (MDA) 3,000 Hydromorphone 50.000
3,4-Methylenedioxyethylamphetamine (MDEA) 300 Levorphanol 50.000
PROPOXIFENO Naloxona 37.500
d-Propoxifeno 300 Naltrexona 37.500
d-Norpropoxifeno 300 Oxymorphone 200
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BENZODIAZEPINAS BENZODIAZEPINAS 200

Oxazepam 300 Alprazolam 195
Alprazolam 196 a-Hydroxyalprazolam 1.562
o-Hydroxyalprazolam 1.262 Bromazepam 390
Bromazepam 1.562 Chlordiazepoxide 780
Chlordiazepoxide 1.562 Clobazam 390
Clonazepam 781 Clorazepate 1.562
Clobazam 98 Desalkylflurazepam 1.000
Clonazepam 781 Diazepam 200
Clorazepate 195 Estazolam 780
Delorazepam 1.562 Flunitrazepam 12.500
Desalkylflurazepam 390 (+) Lorazepam 100.000
Diazepam 195 Midazolam 6.250
Estazolam 2.500 Nitrazepam 100
Flunitrazepam 390 Norchlordiazepoxide 3.125
d,lI-Lorazepam 1.562 Nordiazepam 780
RS-Lorazepam glucuronide 156 Oxazepam 200
Midazolam 12.500 | |Temazepam 100
Nitrazepam 98 Triazolam 50.000
Norchlordiazepoxide 195 7-Aminoflunitrazepam 200
Nordiazepam 390 7-Aminonitrazepam 5.000
Temazepam 98 7-Aminoclonazepam >100.000
Triazolam 2.500 BUPRENORFINA

MORFINA 300 Buprenorfina 10
Morfina 300 Norbuprenorfina 20
Codeine 300 Buprenorfina 3-D-glucuronida 15
Ethylmorphine 6.250 Norbuprenorfina 3-D-glucuronide 200
Hydrocodone 50.000 COCAINA

Hydromorphone 3.125 Benzoylecgonine 300
Levorphanol 1.500 Cocaina 780
6-Monoacetylmorphine (6-MAM) 400 Cocaethylene 12.500
Morfina 3-B-D-glucuronide 1.000 Ecgonine 32.000
Norcodeine 6.250 COCAINA 150

Normorfina 100.000 | |Benzoylecgonine 150
Oxicodon 30.000 | |Cocaina 400
Oxymorphone 100.000 | [Cocaethylene 6.250
Procaine 15.000 Ecgonine 12.500
Thebaine 6.250 Ecgonine methylester 50.000
OPTACEO 2000 MARIHUANA

Morfina 2.000 11-nor-A>-THC-9 COOH 50
Codeine 2.000 Cannabinol 20.000
Ethylmorphine 5.000 11-nor-A*-THC-9 COOH 30
Hydrocodone 12500 | |A-THC 15.000
Hydromorphone 5.000 A°-THC 15.000
Levorphanol 75.000 ANTIDEPRESIVOS TRICICLICOS
6-Monoacetylmorphine (6-MAM) 5.000 Nortriptyline 1.000
Morfina 3-B-D-glucuronide 2.000 Nordoxepin 1.000
Norcodeine 12.500 Trimipramine 3.000
Normorfina 50.000 Amitriptyline 1.500
Oxicodon 25.000 Promazine 1.500
Oxymorphone 25.000 Desipramine 200
Procaine 150.000 | |TImipramine 400
Thebaine 100.000 | |Clomipramine 12.500
FENCICLIDINA Doxepin 2.000
Fenciclidina 25 Maprotiline 2.000
4-Hydroxyphencyclidine 12,500 Promethazine 25.000
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Reactividad Cruzada

Seredlizd un estudio para determinar 1a reactividad-cruzada de la prueba con otros compuestos en laoring, en
orinalibre de drogay en orinacon presenciade cud esquieradelas drogas siguientes: Amfetaming, Amfetamina
500, Amfetamina 300, BarbitUricos, Benzodiazepina, Benzodiazepina 200, Buprenorfina, Cocaina, Cocaina
150, Marihuana, Metadona, Metanfetamina, Metanfetamina 500, Metanfetamina 300,
M etilenedioximetanfetamina, Morfina300, Opiceo 2000, Oxicodon, FencidlidinaPropoxifenoy Antidepresivos
Tricidicos. Los siguientes compuestos no muestran reectividad cruzada cuando se ensayan con la prueba
Multidrogas en concentraciones de 100 pg/ml.

Compuestos que no Muestran Reactividad Cruzada

Acetofenetidina Clonidina d,I-1soproterenolo d-Pseudoefedrina
N-Acetilprocainamide Cortisone | sosuprina Quinidina

Acido Acetilsalicilico |-Cotinina Labetalolo Quinina
Aminopirina Creatinina Loperamide Acido Sdlicilico
Amoxicillina Deossicorticosterone Meprobamato Serotonina
Ampicillina Destrometorfano Mehossifenamina Sulfametazina
Acido |-Ascorbico Diclofenac Metilfenidate Sulindaco
Apomorfina Diflunisal Acido Nalidissico Tetraciclina
Aspartame Digossina Naproxene Tetraidrocortisone,
Atropina Difenidramina Niacinamide 3-Acetato

Acido Benzilico Etil-p-aminobenzoato Nifedipina Tetraidrocortisone
Acido Benzoico [3-Estradiolo Noretindrone Tetraidrozolina
Bilirubina Estrone-3-solfato Noscapina Tiamina
d,l-Bromfeniramina Eritromicina d,I-Octopamina Tioridazina
Caffeina Fenoprofen Acido Ossalico d,I-Tirosina
Cannabidiolo Furosemide Acido Oxolinico Tolbutamide
Chetamina Acido Gentisico Ossimetazolina Triamterene
Chetoprofene Emoglobina Papaverina Trifluoperazina
Cloralidrato Idralazina PenicillinaG Trimetoprim
Cloramfenicolo Idroclorotiazide Perfenazina d,l-Triptofano
Clorotiazide Idrocortisone Fenelzina Acido Urico
d,l-Clorfeniramina AcidoO-Idrossippurico Prednisone Verapamil
Clorpromazina 3-ldrossitiramina d,I-Propanololo Zomepirac

Colesterolo
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2. Badt RC. Digposition of Toxic Multi-Drugs and Chemicasin Man. 2nd Ed. Biomedica Publ., Davis, CA.
1982; 488
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Painel para Teste Em Um S6 Passo (Urina) -

Instrugdes de Uso paraarealizagéo do teste de qual quer combinagdo das seguintesdrogas. Anfetamina,
Anfetamina500, Anfetamina 300, Barhituricos, Benzodiazepinas, Benzodiazepinas 200, Buprenorfina,
Cocaina, Cocaina 150, Maconha, Metadona, M etanfetamina, M etanfetamina 500, M etanfetamina 300,
M etilenedioximetanfetamina, Morfina 300, Opiéceos 2000, Oxicodona, Fenciclidina, Propoxifeno e
Antidepressivos Triciclicos. Teste répido, em um s passo, para deteccdo simulténea, qualitativa de
drogas miltiplas e seus metabdlitos em urinahumana. Apenas parauso de diagnéstico in vitro, médico
e outro profissional.

USO INDICADO & RESUMO
Ostestes paramuiltiplas drogas de abuso baseados em urinavariam entretestes simpl es até procedimentos
analiticos mais complexos. A velocidade e a sensibilidade destes testes fazem deles o método mais
extensamente aceito para investigar a presenca de drogas de abuso em urina. O Painel para Teste de
Multi-Drogas Em Um S6 Passo (Urina) é um testeimunocromatogréfico defluxo lateral paraadeteccao
qualitativa das seguintes drogas e que pode ser executado sem 0 uso de instrumento:*

Teste Calibrador Nivel de Detec¢io (ng/ml)
Anfetamina (AMP) d-Anfetamina 1.000
Anfetamina (AMP 500) d-Anfetamina 500
Anfetamina (AMP 300) d-Anfetamin 300
Barbittricos (BAR) Secobarbital 300
Benzodiazepinas (BZO) Oxazepam 300
Benzodiazepinas (BZO 200) Oxazepam 200
Buprenorfina Buprenortina 10
Cocaina (COC) Benzoilecgonina 300
Cocaina (COC 150) Benzoilecgonina 150
Maconha (THC) 11-nor-A’-THC-9 COOH 50
Metadona (MTD) Metadona 300
Metanfetamina (MET) d-Metanfetamina 1.000
Metanfetamina (MET 500) d-Metanfetamina 500
Metanfetamina (MET 300) d-Metanfetamina 300
Metilenedioximetanfetamina (MDMA) d,I-Metilenedioximetanfetamina 500
Morfina (MOP 300) Morfina 300
Opiaceos (OPI 2000) Morfina 2.000
Oxicodona (OXY) Oxicodona 100
Fenciclidina (PCP) Fenciclidina 25
Propoxifeno (PPX) Propoxifeno 300
Antidepressivos Triciclicos (TCA) Nortriptilina 1.000

Este teste detectara outros compostos relacionados. (Por favor, verifique Tabela de Especificidade
Analitica nesta bula). Este teste proporciona apenas um resultado analitico preliminar. Um método
quimico mais especifico deve ser usado alternadamente a fim de obter um resultado analitico
confirmatério. A cromatografia e aespectrometria(GC/M S) so os métodos confirmatorios preferidos.
Umaconsideragao clinicae umaopinido profissional devem ser aplicadas aqual quer resultado deteste
de drogas de abuso obtido, principal mente quando resultados positivos preliminares so usados.

PRINCIPIO
O Paind paraTeste de Multi-Drogas Em Um S6 Passo (Urina) € um teste imunocromatogréfico rapido
baseado no principio de vincul os competitivos. As drogas que podem estar presentes na urinacompetem
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contra o conjugado respectivo da droga paraformar pontes no anticorpo. Durante arealizacdo do teste,
aamostramigra para cima por agdo capilar. Se adroga presente haamostra de urina estiver abaixo do
nivel de detecgdo, ndo ocorreraasaturacdo das pontesdo anticorpo. As particul asrevestidas de anticorpo
serdo capturadas pel o conjugado de drogaimobilizado e entdo umalinhavisivel apareceranaregido da
linhade teste datiradadroga especifica. Seaconcentragéo dadrogaestiver presente acimado nivel de
deteccao, ocorreraanao formagéo de umalinhavisivel naregido do teste, porque ocorreré a saturagéo
de todas as pontes de anticorpos anti-drogas. Uma amostra de urina positiva ndo produzira formagao
deumalinhacoloridanaregido do teste, enquanto que umaamostra de urina negativa ou umaamostra
gue contenha menos que a concentragdo estabel ecida formard uma linha colorida na regido do teste.
Para servir de controle de procedimento sempre aparecera uma linha colorida na regido da linha de
controle, indicando que o volume de amostrafoi apropriado e que a absor¢do da membrana ocorreu.

REAGENTES
Cadalinhado teste contidano painel contém particul as de anticorpo acopl ado anti-drogas monoclonal
de camundongo e conjugado de proteina da droga correspondente. Um anticorpo de cabraé empregado
em cada linha de controle.

PRECAUCOES
« Apenas para uso de diagndstico in vitro, médico e outro profissional. Ndo use depois da data de
vencimento.
« O painel parateste deve permanecer na embal agem fechada hermeticamente até o momento de uso.
» Todas as amostras devem ser consideradas potencialmente de risco, devendo ser manipuladas da
mesma forma que um agente infeccioso.
« O painel parateste usado devera ser descartado de acordo com as regulamentagdes locais.

ARMAZENAMENTO E ESTABILIDADE
Embal agem hermeti camente fechada, devendo ser mantidaatemperaturaambiente ou sob refrigeragdo
(2-30°C). O painel parateste é estavel até adata de vencimento impressanaembalagem. O painel para
teste deve permanecer naembal agem até o momento de uso. NAO CONGEL AR. N&o use apdsadata
de vencimento.

OBTENCAO E PREPARACAO DA AMOSTRA
ColetadaUrinaA urinadeve ser coletadaem um recipiente limpo e seco. A amostrade urina coletada
pode ser usada a qualquer hora do dia. Se a urina exibir visivel precipitacdo deve ser centrifugada,
filtrada ou deixada em repouso paraaobtengdo de umaamostratransparente paraarealizagdo do teste.
Armazenamento daAmostraAsamostras de urinapodem ser armazenadas de 2-8°C por 48 horas antes
darealizagdo do teste. Par armazenamento prolongado, asamostras podem ser congel adas e armazenadas
abaixo de-20°C. Asamostras congel adas devem ser descongel adas e homogenei zadas antes daredizagdo
do teste.
MATERIAIS
Materiais Fornecidos

« Paind deteste * Instrucdes de uso

Materiais Necessarios M as N&o For necidos
« Recipiente para coleta da amostra « Cronbmetro
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INSTRUCOES DE USO
Deixe o painel deteste, amostrade urina, €/ou controles alcancarem atemperaturaambiente (15-30°C)
antesdeiniciar o teste.
1. Deixeaembal agem em temperaturaambiente antes de abri-la. Removao painel deteste daembalagem
hermeticamente fechada e use imediatamente.
2. Retire a capa protetora do painel. Com as setas apontando para baixo em direc8o ao recipiente da
uring, insira o painel de teste verticalmente na amostra de urina por pelo menos 10-15 segundos. E
importante que uma parte das linhas ondul adas estejam dentro da amostra de urina. N&o ultrapasse as
setas no painel de teste quando inserir o painel na urina. Veja ailustracdo abaixo.
3. Coloque o painel de teste em uma superficie horizontal ndo absorvente, inicie a contagem do
cronbmetro e espere que a(s) linha(s) vermelha(s) apareca(m). Os resultados devem ser lidos em 5
minutos. N&o interprete o resultado depois de 10 minutos.

4 A
C Negati
: | T egativo

DDDDDD ST Postivo
T
c Q D Invalido
T
| NTERPRETAC}AO DOSRESULTADOS
(Por favor, vejailustracdo acima)
NEGATIVO:* Umalinhacoloridanaregido de controle (C) eumalinhacoloridanaregido do teste (T)
para uma droga especificaindica um resultado negativo. Este resultado indica que a concentragéo da
droga na amostra de urina estaabaixo do nivel detectével designado para aquela droga especifica.
*NOTA: A tonalidade de cor naregido deteste (T) pode variar, mas devera ser considerado negativo.
POSITIVO: Umalinha colorida na regido de controle (C) mas nenhuma linha na regido do teste (T)
para uma droga especifica indica um resultado positivo. Este resultado indica que a concentragéo de
droga na amostra de urina excedeu os niveis de detec¢do designado para aquela droga especifica.
INVALIDO: A linha de controle ndo aparece. O volume de amostra insuficiente ou técnicas de
procedimento incorretas sdo as razdes mais provaveis para o ndo aparecimento dalinha de controle.
Revise o0 procedimento e repita o teste usando um novo painel. Se o problema persistir, interrompa
imediatamente e entre em contato com o distribuidor local.

URINE SAMPLE SHOULD NOT
TOUCH THE PLASTIC DEVICE

CONTROLE DE QUALIDADE
Um controle de procedimento esté incluido no teste. Uma linha vermelha aparecendo na regido de
controle (C) é considerado um controle de procedimento interno. Ela confirma volume suficiente de
amostra e técnica correta de procedimento. Os padrdes de controle ndo sdo fornecidos com este kit;
porém é recomendado que controles positivos e negativos devam ser testados como préticas de
laborat6rio corretas para confirmar e verificar o desempenho apropriado do teste.
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LIMITACOES
1. O Painel paraTeste de Multi-Drogas Em Um S8 Passo (Urina) fornece apenas um resultado analitico
preliminar e qualitativo. Um método analitico secundério deve ser usado para se obter um resultado
confirmatorio. A cromatografiae aespectrometria(GC/M S) sdo os métodos confirmatérios preferidos.?®
2. E possivel que erros técnicos ou de procedimento, como também outras substancias interfiram na
amostra de urina, podendo originar resultados erréneos.
3. Adulteradores, como alvejantes e/ou alum, em amostras de urina podem produzir resultados erréneos
ndo importando o0 método analitico usado. Se ocorrer suspeitade adulteracao, o teste deve ser repetido
com outra amostra de urina.
4. Um resultado positivo indica presenca da droga ou de seu metabdlito, mas ndo indica os niveis de
intoxicacdo, administracdo rotineira ou de concentragdo de urina.
5. Um resultado negativo ndo pode indicar urina livre de droga. Os resultados negativos podem ser
obtidos quando a droga estiver presente abaixo do nivel detectavel do teste.
6. O teste ndo distingue entre drogas de abuso e certos medicamentos.
7. Um resultado positivo pode ser obtido por meio de certos alimentos ou complemetos alimentares.

CARACTERISTICAS DE DESEMPENHO
Exatidéo
Foram utilizadas duas maneiras de comparagdo usando o Painel para Teste de Multi-Drogas Em Um
S6 Passo (Urina) e um teste répido de multi-drogas comercialmente disponivel. Realizaram-se 300
amostras clinicas previamente coletadas. Os resultados positivos obtidos foram confirmados por GC/
MS. Os resultados foram:

% Concor dancia com kit Comercial

AMP | AMP BZO ) CcoC
Amostra AMP 500 300 BAR | BZO 200 BUP** [ COC 150 THC | MTD
Positivo 97% * >99% | >99% 90% * 88% 95% >99% 98% >99%
Negativo >99% * >9%% 99% 97% * >99% | >99% | >99% | >99% | >99%
Total 98% * >99% 99% 94% * 97% 98% >99% 99% >99%
Amostra MET ]\;I(I]L(;l‘ “;[(])EOT MDMA Nsl(():)]) 2?:;:) OXYy PCP PPX TCA
Positivo 98% >99% * >99% >99% >99% 96% 98% >99% 95%
Negativo >99% 80% * 99% >99% >99% 99% >09% >99% >99%
Total 99% 87% * 99% >99% >99% 98% 99% >99% 99%

*NOTA: Kit comercia ndo disponivel para testes comparativos.
**NOTA: O BUP foi comparado com o relatério auto- reportado do uso de Buprenorfina.

% Concordanciacom GC/MS

AMP | AMP BZO e cocC
Amostra | AMP | T 0 | 00 | BAR | BZO | DU | BUP* | COC | O | THC | MTD

Positivo 97% 95% >99% 92% 97% 98% 98% 96% 99% 97% 99%
Negativo 95% >99% 99% 98% 95% 99% 99% 90% >99% 88% 94%
Total 96% 98% 99% 95% 96% 99% 99% 93% 99% 91% 96%
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MET MET MOP OP1
Amostra MET 500 300 MDMA 300 2000 OoXYy PCP PPX TCA**
Positivo 99% >99% 97% >99% >99% >99% 98% >99% 94% >99%
Negativo 94% 96% >99% 98% 94% 90% 99% 97% 99% 89%
Total 96% 98% 98% 99% 97% 95% 99% 98% 97% 91%

*NOTA: O BUP foi baseado nos dados LC/MS ao invés de GC/MS.
**NOTA: A TCA foi baseada em dados por HPLC a0 invés de GC/MS.

Sensibilidade Analitica
Amostras de urina livres de droga foram incrementadas com drogas de abuso nas seguintes
concentragOes: + 50% do nivel de deteccdo e + 25% do nivel de detecgdo. Os dados sdo resumidos

abaixo:
Concentraciio de AMP | AMP500 | AMP300 [ BAR BZO BZO 200 BUP
Droga (Nivel de n
Detecciio) - + - + - + - + - + - + - +
0% 30 [30] 0 |30 0 |30] 0 30] 03] 0] o]o%w]|o
-50% 30 30 0 |30 ]3]0 3] 03] 0|%]|o]o%]|o
25% 30 |22 8 |2a| 6 |27 3 |27 3 [27] 3 |81 | o] 75]15
Nivel Detectével 30 | 1218|1614 131728 |11|19]5]3]6 |30
+25% 30 | 2 | 28 26| 4 |26 7 [ 23| 5 [ 25|27 63]31] 50
+50% 30 | o | 30 30| 0 (302280 7300/ o] o]o9
Concentraciio de COC | COC150 | THC MTD MET | MET 500 | MET 300
Droga (Nivel de n
Detecciio) - + - + - + - + - + - + - +
0% 30 30 03] 0o {3]o0 30|03 o0]s3]0]3]o0
-50% 30 [30] 0 |30] 0 (30021 [3]0]3]0]3]o0
-25% 30 (30 0 |2a] 6 [ 12]18]24] 6 [30] 0 23| 7 |27]3
Nivel Detectével 30| 4 261416 1 [20[2t0] 9 18] 12]13]17]15]15
+25% 30l o 30 7 23] 1 {202 28] 1 [20]s8 |22]4]26
+50% 30 0 ]300 30] 03|03 ]o0]3]o0]3]o0]s30
Concentragiio de MDMA | MOP 300 | OPI2000 | OXY PCP PPX TCA
Droga (Nivel de n
Deteccio) - + - + - + - + - + - + - +
0% 30 300 30| 030030300 ]3]0]3]o0
-50% 30 (30 03] 0 (30]o0 300|303/ 0]3]o0
25% 30 |26 4 25| s {300 300 |w|11|]24]|6]22]S¢s
Nivel Detectavel 0 |17 | B3|z | Bl |wa|1]1]17]I13
+25% 30| 4 26| 1 | 20| 4 26| 6 |24] 6 |24 7 |23] 5025
+50% 30 o 3]0 3]0 30 ]o0|30]o0]|3]|o0]|3]o0]s30
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Especificidade Analitica

A seguinte tabela lista a concentrag@o dos compostos (hg/ml) que sdo positivamente detectados na
urina pelo Painel para Teste de Multi-Drogas Em Um S6 Passo (Urina) em 5 minutos.

ANFETAMINA METADONA

d-Anfetamina 1.000 Metadona 300
d,l-Anfetamina 3.000 Doxilamina 50.000
I-Anfetamina 50.000 METANFETAMINA

Fentermina 3.000 d-Metanfetamina 1.000
3,4-Metilenedioxianfetamina (MDA) 2.000 p-Hidroximetanfetamina 30.000
ANFETAMINA 500 I-Metanfetamina 8.000
d-Anfetamina 500 Mefentermina 50.000
d.I-Anfetamina 1.500 3,4-Metilenedioxi-Metanfetamina (MDMA) 2.000
B-Feniletilamina 50.000 METANFETAMINA 500

3,4-Metilenedioxianfetamina (MDA) 800 d-Metanfetamina 500
Fentermina 1.500 p-Hidroximetanfetamina 15.000
Triptamina 50.000 I-Metanfetamina 4.000
Tiramina 25.000 Mefentermina 25.000
ANFETAMINA 300 d.l-Anfetamina 75.000
d-Anfetamina 300 (1R,28)-(-)-Efedrina 50.000
d.l-Anfetamina 390 B-Feniletilamina 75.000
I-Anfetamina 50.000 3,4-Metilenedioxi-Metanfetamina (MDMA) 1.000
3,4-Metilenedioxianfetamina (MDA) 1.560 d-Anfetamina 50.000
p-Hidroxianfetamina 1.560 Cloroquina 12.500
d,I-Norefedrina 100.000 | |l-Fenilefrina 100.000
B-Feniletilamina 100.000 | |METANFETAMINA 300

Tiramina 100.000 | |d-Metanfetamina 300
p-Hidroxinorefedrina 100.000 | |d,l-Anfetamina 100.000
Fenilpropanolamina (d,I-Norefedrina) 100.000 | |Cloroquina 25.000
BARBITURICOS p-Hidroximetanfetamina 25.000
Secobarbital 300 I-Metanfetamina 3.125
Amobarbital 300 3,4-Metilenedioxi-Metanfetamina (MDMA) 780
Alfenol 150 Mefentermina 50.000
Aprobarbital 200 (1R,2S)-(-)-Efedrina 100.000
Butabarbital 75 I-Epineftina 50.000
Butetal 100 Efedrina 100.000
Butalbital 2.500 (-)Deoxiefedrina 25.000
Ciclopentobarbital 600 Fenfluramina 12.500
Pentobarbital 300 Trimetobenzamida 25.000
fenobarbital 100 OXICODONA
METILENEDIOXIMETANFETAMINA Oxicodona 100
3.4-Metilenedioximetanfetmina (MDMA) 500 Hidrocodona 6.250
3.4-Metilenedioxianfetamina (MDA) 3.000 Hidromorfona 50.000
3,4-Metilenedioxietilanfetamina (MDE) 300 Levorphanol 50.000
PROPOXIFENO Naloxona 37.500
d-Propoxifeno 300 Naltrexona 37.500
d-Norpropoxifeno 300 Oximortfona 200
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BENZODIAZEPINAS BENZODIAZEPINAS 200

Oxazepam 300 Alprazolam 195
Alprazolam 196 «-Hidroxialprazolam 1.562
a-Hidroxialprazolam 1.262 Bromazepam 390
Bromazepam 1.562 Chlordiazepoxide 780
Chlordiazepoxide 1.562 Clobazam 390
Clonazepam 781 Clorazepate 1.562
Clobazam 98 Desalkylflurazepam 1.000
Clonazepam 781 Diazepam 200
Clorazepate 195 Estazolam 780
Delorazepam 1.562 Flunitrazepam 12.500
Desalkilflurazepam 390 (+) Lorazepam 100.000
Diazepam 195 Midazolam 6.250
Estazolam 2.500 Nitrazepam 100
Flunitrazepam 390 Norclordiazepoxido 3.125
d,l-Lorazepam 1.562 Nordiazepam 780
RS-Lorazepam glucuronida 156 Oxazepam 200
Midazolam 12.500 Temazepam 100
Nitrazepam 98 Triazolam 50.000
Norclordiazepoxido 195 7-Aminoflunitrazepam 200
Nordiazepam 390 7-Aminonitrazepam 5.000
Temazepam 98 7-Aminoclonazepam >100.000
Triazolam 2.500 BUPRENORFINA

MORFINA 300 Buprenorfina 10
Morfina 300 Norbuprenorfina 20
Codeina 300 Buprenorfina 3-D-glucuronida 15
Etilmorfina 6.250 Norbuprenorfina 3-D-glucuronida 200
Hidrocodona 50.000 COCAINA

Hidromorfona 3.125 Benzoilecgonina 300
Levorphanol 1.500 Cocaina 780
6-Monoacetilmorfina (6-MAM) 400 Cocaetileno 12.500
Morfina 3-B-D-glucuronida 1.000 Ecgonina 32.000
Norcodeina 6.250 COCAINA 150

Normorfina 100.000 | [Benzoilecgonina 150
Oxicodona 30.000 Cocaina 400
Oximorfona 100.000 | |Cocaetileno 6.250
Procaina 15.000 Ecgonina 12.500
Tebaina 6.250 Ecgonine methylester 50.000
OPIACEOS 2000 MACONHA

Morfina 2.000 11-nor-A°-THC-9 COOH 50
Codeina 2.000 Cannabinol 20.000
Etilmorfina 5.000 11-nor-A*-THC-9 COOH 30
Hidrocodona 12500 | [A*-THC 15.000
Hidromorfona 5.000 A’-THC 15.000
Levofanol 75.000 ANTIDEPRESSIVOS TRICICLICOS
6-Monoacetilmorfina (6-MAM) 5.000 Nortriptilina 1.000
Morfina 3-B-D-glucuronida 2.000 Nordoxepina 1.000
Norcodeina 12.500 Trimipramina 3.000
Normorfina 50.000 Amitriptilina 1.500
Oxicodona 25.000 | [Promazina 1.500
Oximorfona 25.000 Desipramina 200
Procaina 150.000 | |Tmipramina 400
Tebaina 100.000 | [Clomipramina 12.500
FENCICLIDINA Doxepina 2.000
Fenciclidina 25 Maprotilina 2.000
4-Hidroxifenciclidina 12.500 Prometazina 25.000
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Reacdes Cruzadas

Um estudo foi redizado para determinar as reagdes cruzadas do teste com compogtos tanto em urinalivre de
drogas como em urina positiva contendo: Anfetamina, Anfetamina 500, Anfetamina 300, Barbitdricos,
Benzodiazepinas, Benzodiazepinas 200, Buprenorfina, Cocaina, Cocaina 150, Maconha, Metadona,
Metanfetamina, M etanfetamina 500, M etanfetamina 300, Metil enedioximetanfetamina, Morfina300, Opiaceos
2000, Oxicodona, Fencidlidina, Propoxifeno eAntidepressivos Triciclicos. Osseguintescompostosndo mostraram
nenhumareagdo cruzada gquando testados com O Paind paraTeste de Multi-Drogas Em Um S6 Passo (Uring) a
uma concentraco de 100 pg/ml.

Compostos de Reacfes N&o Cruzadas

Acetofenetidina Clonidina d,I-1soproterenolo d-Pseudoefedrina
N-Acetilprocainamide Cortisone | sosuprina Quinidina

Acido Acetilsalicilico |-Cotinina Labetalolo Quinina
Aminopirina Creatinina Loperamide Acido Sdlicilico
Amoxicillina Deossicorticosterone Meprobamato Serotonina
Ampicillina Destrometorfano Mehossifenamina Sulfametazina
Acido |-Ascorbico Diclofenac Metilfenidate Sulindaco
Apomorfina Diflunisal Acido Nalidissico Tetraciclina
Aspartame Digossina Naproxene Tetraidrocortisone,
Atropina Difenidramina Niacinamide 3-Acetato

Acido Benzilico Etil-p-aminobenzoato Nifedipina Tetraidrocortisone
Acido Benzoico [3-Estradiolo Noretindrone Tetraidrozolina
Bilirubina Estrone-3-solfato Noscapina Tiamina
d,l-Bromfeniramina Eritromicina d,I-Octopamina Tioridazina
Caffeina Fenoprofen Acido Ossalico d,I-Tirosina
Cannabidiolo Furosemide Acido Oxolinico Tolbutamide
Chetamina Acido Gentisico Ossimetazolina Triamterene
Chetoprofene Emoglobina Papaverina Trifluoperazina
Clordlidrato Idralazina PenicillinaG Trimetoprim
Cloramfenicolo Idroclorotiazide Perfenazina d,l-Triptofano
Clorotiazide Idrocortisone Fenelzina Acido Urico
d,l-Clorfeniramina AcidoO-Idrossippurico Prednisone Verapamil
Clorpromazina 3-ldrossitiramina d,I-Propanololo Zomepirac

Colesterolo
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Topmré Evég Zradiov (Ovpov)
‘EvBeto ovokevaciog yio tnv €££T0.0N OTOLOVINTOTE GLVIVOCHOD TOV AKOAOVOOV QUPUAK®V:
Apgetopivn, Apgetopivn 500, Apgpetapivny 300, Bappirovpwd, Beviodwleniveg, Beviodwaleniveg
200, Bovmpevopeivng, Koxaivn, Kokaivn 150, Mapiyovava, Mebadovn, Mebappetapivn,
Mebapeetapivn 500, Mebappetapivn 300, Mebvievodio&opuebappetapivy, Mopgeivn 300, Onovya
2000, O&vkwdovn, Parvicukidivn, IIporo&ueaivn, kot TpikukAkd Avtikatabimtikd. M Tayeia,,
£vOG oT0diov e&€Toon Yio TNV TAVTOYPOVN TOLOTIKY| AVIYVELOT] TOAAUTAMY POPHAKOV KOl LETOPOMTMOV
T0VG 6€ avOpOTIVE 00pa. ATOKAEIGTIKG Y10 LOTPIKN KOt GAAN ETOYYEANOTIKY In Vitro StotyveoTIKn)

xpron.

MMPOBAEIIOMENH XPHXH & IIEPIAHYH
O1 g€etdioelg 00p@V Yy TOAATAY aviyvevon Qapuakev Kopoaivovtol amd aniés avosoBloloyikég
e€etdoeig £mg mepimlokeg avaivtikég dadikaciec. H toydtnta kot n evouchnoio tov mpdtov Tig
£)YOVV KATOGTHGEL GOV TNV EVPVTEPQ OTOSEKTN HEDOSO TOAAATANG AViXVELONG PAPUAK®OV GTO OVPAL.
To Topmdéd ITolveéétaong Evog Ztadiov (Ovpav) eivor pio TAEVPIKNAG PONG XPOHOTOYPAPIKT
avocoBloroyikn €£€TAGT Yo TNV TOWOTIKNY aviyvevon TV akOA0LOOV Pappdkmv xopig v aviykn
xpMong pnyevipaetog:!

Teot BoOpovopnTiig Amoxorn (ng/mL)
Apgetapivny (AMP) d-Appetapivn 1.000
Apgetopivny (AMP 500) d-Apgetapivn 500
Apgezapivny (AMP 300) d-Apgetapivn 300
BapBrrovpikd (BAR) ZexoBapPirain 300
Bev{odwleniveg (BZO) O&alemaun 300
Bevlodwlenivee (BZO 200) O&alemoun 200
Bovnpevopgivng (BUP) Bovmpevopeivng. 10
Koxkaivn (COC) Bev{oviekyoviviy 300
Koxkaivn (COC 150) Bev{obhekyovivyy 150
Maprrovéve, (THC) 11-nor-A°-THC-9 COOH 50
Mefaddvn (MTD) MeBadovn 300
MebBapgerapivy (MET) d-Mebapgstopivn 1.000
Mebapgerapivn (MET 500) d-Mebapgperapivy 500
MeBapgetauivny (MET 300) d-Mebapgpetapivy 300
MeBuhevodoéupusdopgetapivn (MDMA) d,-Mebukevodoéupebappetapivy 500
Mopgivn (MOP 300) Mopgivy 300
Omotya (OPI 2000) Mopgivn 2.000
0&uk®dov(0XY) O&ukwddvy 100
Davkukidivy (PCP) DouvkvkMdivy 25
Mporoéueaivn (PPX) IMpomoéupaivn 300
Tpwwkhikd Aviikotafrrnika (TCA) Noptpirrviivny 1.000

H g&étoon avt aviyvedet Kot GALA GYETIKG TOPOCKEVACHATOL, OTMG PAIVETOL GTOV TIVAKO AVOAVTIKNG
Evatsnaiog tov £vBetov avtov.

H e&étaon avt mapéyetl éva TPOKATUPKTIKO avaALTIKO amotélecspa. Oa mpénet va ypnoytonombet
oL o €EEOIKEVHEVT] EVOALOKTIKN YMHIKT HEO0SOG Yo TNV ANym evog emPBePotdpévon avaivTikod
anoteréoparos. H Aépua Xpoporoypapio/Dacpatopmrtopetpio palog (GC/MS) etvarn mpotipodpevn
nébodog emPefaimong. Oa npénet va yivetar xpnomn KAiKNG a&loAdynong Kot exayyeAHaTikig kpiong
GE OTOLOONTOTE OMOTEAEG L EEETACTIC VOPKMTIKMY OVGLAV, EISIKE EAV VIAPYOVY TPOKATUAPKTIKA OETUCE
OTOTELEGLLOTOL.
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APXH AEITOYPI'TAX

To Topmdd IToiveEétaong Evog Ztadiov (Ovpwv) eivon pia Tayeio xp@UOTOYpOQIKy 6vosoBloAoyikn
e&éraon mov Paciletar oty apyn g avtayovioTikng décpevong. Pappako mov propei vo Bpickovrot
oo detypa 00pav avtoywvilovtot pe To avticToryo culuYEG GOITAOKO TOL POPHAKOD Yl TNV dEGHELOT
0écemv oTo e€1d1KEVUEVO OVTIGOLOL.

Koatd v didpketa tov te0T, T Selypa 00pmv petokiveiton pEcm Tpryoetdikng dpdong. Eva dppoako,
€qv 1 mopovsio Tov 6to deiypa givor Kt and To eminedo amnokomng, dev Ba kopéoet Tig Béoelg
S£0EVONG TOV ETYPIOUEVOV COHATIOIMV eEEOIKEVIEVOD avTICONOTOG TG Towviag e&étaone. Ta
emyyplopéva copatide aviioopatog O deopevfodv katoémy omd To axtvnromompévo culuyég Tov
Qopuakov kot Oo epeavichel o opat £yxpoUN YPOUUN oTNV TEPoyn €EETACTS TG AVTIOTOYMG
touviog. H éyxypopn ypopun dev Oa oynuoticdei oty neproyn e€€taong v ta ENITEIQ TOL POPLLAKOV
vrepPaivouv o eninedo amokomng Tov yati Oa kopesBovv Oheg Ot BECELG FEGUEVONG TOV ENLYPIGHEVEOV
COUOTIIMV OVTICOHATOG.

"Eva poppoko-0etikd detypa o0pwv dev Ba mapdyet Eyypmpmn YpapLun oTny ovtictoyn reployr e&€taong
g toviag, eved €va QaproKo-apvnTikd delypa ovpov 1 €vo detypo Tov TePLEXEL CLYKEVTIPOOT)
QOPUAKOV YOHNAGTEPT A0 TO EMIMESO ATOKOMNG O TAPAyEL EYYXPOLN YPOULLT GTNV TEPLOYT| EEETACTIC.
INa oxomovg eLéyyov Swadikaciog, pio Eyypoun ypappn Oa epepaviCetot Tévto oty Teploy eAEYYoL
KOTAOEKVOOVTAG TV EIGOYMYT KOTAAANAOV GYKOL SEtYHOTOG KL TV COGTH VYPAVST] TNG LEUPPAVIC.

ANTIAPAXTHPIA
Kda0e ypopun e&étaong oto topumid nepiéyel culevypéve CmUATId LOVOKAOVIKOD AVTIGMUATOG
TOVTLKOV Kot avTioToo cvluyég cVpmAoko TpaTeivng pappdkov. Eva aviicopa katoikag Bpicketon
otV KaOe meployn erEyyov.

INPO®YAAEEIZ
* ATOKAELGTIKG Y10 LOTPIKN KOt GAAY ETOYYEALOTIKT i Vitro SloyveGoTIKY xpnon. Mnyv ypnolomoteite
HeTd v nuepopnvia AENG.
* To TapmAd TPEMEL VAL TOPAUEVEL GTNV CPPOAYIGLEVT] GLOKEVOGIO HEYPL TNV XPTOT.
* Oha ta detypota Tpémet va Be@povvtor Suvntikd emkivévva o de XepLopds Tovg Ba Tpémet va ivar
avdloyog He ekelvov evog PLOpOAVGHATIKOD TAPEYOVTA.
* H amoxopdn tev ypnooromuévey tapmid 0o mpémel vo yivetol cOUQOVO e TOVG TOTKOVG
KOVOVIGLOVG.

ATIOGHKEYXH KAI XTAGEPOTHTA
Amobnkedote TV cppayiopévn ocvokevacio o Oeppokpacio dopatiov 1| yoyeio (2-30°C). To topmhd
TapopEVEL oTadEPO PEXPL TV NUEPOUNVID ANENG TOL £IVOL TUTMOUEVT GTNV COPAYIGUEVT] GUCKEVLOGIO.
To taundd mpémel va Tapapével 6TNV cOpaylopévn cvokevacia péypt v xpnon. MHN
KATAYYXETE. Mnv ypnotponoteite petd v nuepounvio AnEnc.

XYAAOT'H KAI [TIPOETOIMAXIA AEI'MATOX
E&éraon Ovpov
To deiypo ovpov mpénetl va cuideyDei e kabapd kot oteyvo doxelo. Mmopolv va ypnoyonombovv
oVpa cLAAEXDEVTA OTodNTTOTE DPOL TG NUEPAS. AELYHLOTO OVPOV TOV TEPLEXOVV OPATH COUOTIOOL
npénel va uyokevtpnBovy, dmonbodv va apebovv va kabildvovv dote va emitevyBel n pétpnon
KkaBopov deiypotoc.
Awripnon Agiypatog
Ta detypota ovpv propodv va Statnpnbovv ctovg 2-8°C yia £mg 48 dpeg mpv v e&étaon. [Na
Hakpoypdvio. omobnkevon, Ta detypota Tpénet va katoayvyHodv kot va StatnpnBodv k4t omd Tovg -
20°C. Ta koteyvuypéva delypato TpEmet vo amoyvyfov Kot va avadeutody Tpv Ty HETpnon.
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YAIKA
Hapeyopeva Ykda
* Topmho egetdoev *'EvOeto cvokevaciog
Anarovpeva Mn Iopegyoépeva Yirkda
* Aoyeio ocvAloyng detypatog  * Xpovopetpo

OAHTI'TEX XPHXHX
Aopnote 1o TapmAd e&étaong, o detypa ovpwv kavn ta controls va EABovv og Beppokpacio dwpotiov
(15-301C) mpwv v mpayparonoinon g eE€taong.
1. ®épte Vv cuokevacio og Oeppokpocio dmpatiov mpv v ovoitete. Bydite v towvia amd v
GOPAYICUEVT] GOKOVAO KO YPTCYLOTOGTE TIV TO GUVTOUOTEPO duvaTo.
2. Bydite 1o Komaxt oo TNV Gicpn Tov tecT. Me ta BEAN oTpappéva Tpog To kdTm oty katevuvon
Tov delypatog, PvBicte To TOPTAG KaTAKOPLYA PéGH 6TO dEiypa oVPOV Yo TOVAGIoTOV 10-15
dgvteporenta. BuBicte To TapmAd TOVAGIGTOV PEXPL TO EMITEGO TMOV KUPATIGTAV YPUURAV TOV
TOVIAV Kot Py vrepPeite to BEAN 6T0 TOUTAS Kotd TV dtdpketa g eppantiong. Asite 1o TapoKdTm
Qi
3. TomoBetoTE TNV TOUTAO OE L0l EMITEDN, A1) OTOPPOPNTIKT| EMPAVELN OPYIOTE TV XPOVOUETPION
KOl TEPIUEVETE TNV EPEAVION TNG (TeV) KOKKIVNG (KOKKIV@V) Ypappns (Ypappdv). To arotéleopa
npéner vo. SwufacOsi o€ 5 hemtd. Mnv a&ohoyeite To anotélesa HETE TV TAP0do 10 AenTdv.

C p
T @ ﬁ ApvnTiko

OeT1Kkd
¢ Q D Axvpo
T
AZIOAOTHZH ATIOTEAEZMATQN
(Mapakorod deite TO TAPATAVD GYNLLOL)

APNHTIKO:* H gupdvion pag £yxpoung ypappng oty neptoyn eréyyov (C) kot pag £yypoung
ypopung oty meptoyn e&étaong (T) yio £va cuyKekpyLéVo Qappako detkvOEL apvnTIKO ATOTEAEGHLA.
AvT0 detkvOEL OTLT) GLYKEVTPOOT TOL PUPUAKOL GTO Selypa €ivan KAT® oo TO ENITEDO ATOKOMNG TOV
GUYKEKPLUEVOL QOPUEAKOL.
*YHMEIQXH: H andypwon g koKKvng ypopung oty nepoyn e&étaong (T) prnopel va mowcilet,
aAAG Oa Ttpémet va Bewpeitor apvnTikd akoun Kot edv epeavicBet pa ovy pol ypopLun.
OETIKO: M éyypoun ypopun oty mepoyn eréyyxov (C) adra kapio ypapun oty meployn e&étoong
(T) Y10 £va GUYKEKPLUEVO PAPIAKO FELKVOEL APVNTIKO OTTOTELEGHA. AVTO SEUVDEL OTLT] CLYKEVTPMOT
TOV QAPUAKOL 6T0 deiyLa VIePPaivel TO ENITEDO AMOKOTNG TOV GUYKEKPYLEVOL QAPUAKOV.
AKYPO: Aev gpgaviletor n ypoppq ehéyyov. Avemapkng 6ykog deiypatog 1| AavBacuévn dodikocio
TPOYLLOTOTTOINGTG EvVa 01 GLYNOEGTEPEG OLTIEG YLOL TV OTTOTLYIOL EULPAVIONG TG YOG ELEYYOV. Eavadeite
mv dwdtkacio Kot ETovOAGBETE TO TET Ue pua véa Tapmhd. Edv o pofinpo mapapével, GTaplotiote va
¥KPMOWOTOLEITE TNV GUYKEKPUEVT TTAPTIOA KOl ETUKOVOVIGTE LLE TOV TOTKO GOG OVTUTPOSOTO.

URINE SANPLE SHOULD NOT
TOUCH THE PLASTIC DEVICE
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URINE SAMPLE SHOULD NOT
TOUCH THE PLASTIC DEVICE
v v
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MMOIOTIKOX EAET'X0X
210 1e0T mMepEyeTan Evag EAeyyog dadikaciag. H eppdvion pog KOKKIvNG YPOUUNG OTV TEPLOYN
eréyyov (C) exhapfdveron cov ecotepkdg Ereyyog dadikaciag. EmBefardvel v emdpkeia dykov
Tov delypotog, TV KardAAnAn Oypavon g peppdvng kon v 6ot akoiovdio g Stadikaciog eEETaong.
210 kit avtd dev mepthopPavovrarl otabepéc eléyyov (Controls), ®otdco cuvictoaton vo gAEyyovTaL
Oetucd kot apvnTikd controls, 6To TAGICLO TNG KOANG EPYOCTNPLOKNG TPUKTIKNG, Yl TV emPefainon
NG 0MOTNG S0OKAGING KO TNG OTOTEAECHATIKOTITOG TV TECTS.

IMEPIOPIXMOI
1. To TapmAd ITolveEétaong Evog Zradiov (Ovpwv) mopéyet povo éva mO0TIKO, TPOKATUPKTIKO
avoluTik6 amotédesua. Oa mpénet va ypnoiporombel pa devtepgdovoa ovarutikn pnéBodog yia v
emitevén evog emPePoropévov anoteréopatos. H Aépia Xpopoatoypapio/Oacpatopotopetpio palog
(GC/MS) givon n Tpotyodpevn pébodog emPePainone.>
2. Eivau mBavo drodikaotikd 1 texvikd Aabn, kobag ko mapepufdiovces ovsieg Tov detypotog va
mpokorécovv AavBacpéva amotelécpaTa.
3. NoBevpéva detypota 00pav, OTm auTd e AevkavTikd Kaun otontnpio, HTopel va TpoKaAésovv
AavBoaopéva anotedéopata aveEApTnTa amd TNV XpNoonotodievn avolvtikn pédodo. Edv vdpyovv
vroyieg vobeiag tov deiypatog, n e&étoon Oa mpémet va emavaingBel pe véo delypa ovpav.
4.’Eva Betik6d anoTéAECHA SEIKVOEL TIV TOPOVGIO TOV PAPUAKOV 1) TOV UETAPOAMTAOV TOV AL dgv
detyvel To eninedo To&wdTNTAC, TV TOPELR YOPYNONG ) TNV GLYKEVIPMOGT TOL GTO 0VPO.
5.’Eva apvnTikd amotéAecpa dev SEKVOEL anopaitnTo TNV TP Amovsio Popprdkov amd to ovpa.
Apvntikd anoteréopata pnopet eppavicboiv étav o eappako vdpyet alrd Pploketar xopunAodtepa
amd TO EMIMESO OMOKOTMG TOV TECT.
6. To te0T dev KaveL Stoayopiopd HeTa&d KaTdypnong opuikmy Kot ac@aAods Gapuakoinyiog.
7. Eva Beticd amotédeopo pmopet vo mpokOyel omd Kamoto diotta 1) GOUTANPOUOTE SLTPOPNS.

XAPAKTHPIXETIKA EINIAOXEQN
Axpipera
Atevepynnke mapdmievpn coykpion pe v xprion tov Taumko [orvegétaong Evag Zradiov (Ovpwv)
Ko VoG eUmopikd Sloféctpion Toyéms 10T pappdkmv. O eEetdoeig mpaypoatonomdnkay og 300 KAvikd
detypota ta omoio eiyav cvAleyBei amd dropo mov Ppiokdtav oe Alodikacio Aviyvevong NapkoTiKdy.
Ovowdv. Ta vrobetikd Oetikd anoteréopata entPefarmbniay pe GC/MS. Zvvoyilovtat ta akdiovda
OTOTEAECLOLTOL:

% Zopgovia pe Epropucé Kir

Agiypa AMP Asl:;:]l) A;ztl) BAR | BZO [;ZO(? BUP** [ COC CI(S)OC THC | MTD
OeTIkd 97% * >99% | >99% | 90% * 88% 95% | >99% 98% | >99%
Apvnricd >99% * >99% 99% 97% * >99% | >99% | >99% | >99% | >99%
Zovoro 98% * >99% 99% 94% * 97% 98% | >99% 99% | >99%
Asiypa MET ]\;}]LJ R;[(])EOT MDMA Nsl(():)]) 2?:;:) OXY PCP PPX TCA
OeTIKO 98% >99% * >99% >99% >99% 96% 98% >99% 95%
Apvntikd >99% 80% * 99% >99% >99% 99% >99% >99% >99%
Zuvoho 99% 87% * 99% >99% >99% 98% 99% >99% 99%

*Enpeioon: Aev vdpyet epumopicd Stabécio Kit yuo cOyKpion.
**¥nueioon: BUP cuykpidnke pe v avtoavapepbeica ypnon mg Bovapevopeivng.
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% Zopeovia pg GC/MS

, AMP | AMP BZO N ) CcoC
Agiyna AMP 500 300 BAR | BZO 200 BUP CoC 150 THC | MTD
OeTIKO 97% 95% | >99% 92% 97% 98% 98% 96% 99% 97% 99%

Apvnrikd 95% >99% 99% 98% 95% 99% 99% 90% >99% 88% 94%
Zvoro 96% 98% 99% 95% 96% 99% 99% 93% 99% 91% 96%

Aciypa MET ]\;[(])EOT “;[(])EOT MDMA ]\gg)l) 2?;;:) OXY PCP PPX TCA**

OeTikO 99% >99% 97% >99% >99% >99% 98% >99% 94% >99%
ApvTikd 94% 96% >99% 98% 94% 90% 99% 97% 99% 89%

Uvoro 96% 98% 98% 99% 97% 95% 99% 98% 97% 91%

* Ynneiowon: BUP Bacictnke og dedopéva LC/MS avti tng GC/MS.
**Ynueioon: H e&étaon TCA Poaoiotie oe dedopévo HPLC avti GC/MS.

Avorvtiki] EvaioOnoeia
"Evo ehevbepo pappaxeov delypo 00pev eLmAoVTICONKE LE PAPULAKO GTIG OVTIGTOLXEG CLYKEVIPMGCELS
og £50% Ko £25% omd v omokony). To amoteAécpata cuvoyiloviol ToPaUKATo.

ZuyKEvTpQGY n AMP AMP 500 | AMP 300 BAR BZO BZO 200 BUP
(KAipako Amoxoniyg) - + - + - + - + - + - + -
0% Amoxonng 30 | 30 0 30 0 30 0 30 0 30 0 90 0 90
-50% Amoxomig 30 | 30 0 30 0 30 0 30 0 30 0 90 0 90 0
-25% Amoxomig 30 | 22 8 24 6 27 3 27 3 27 3 81 9 75 15
Amoxomn 30 12 | 18 16 14 13 17 | 22 8 11 19 | 55| 35| 60 | 30

+25% Amokomng 30 2 28 4 26 4 26 7 23 5 25 | 27 | 63 | 31 59
+50% Anokomng 30 0 30 0 30 0 30 2 28 0 30 0 90 0 90

ZuyKEvTpmon COC COC 150 THC MTD MET MET 500 | MET 300
(KMipako Amoxomiyg) n - + - - + - + - + - - +
0% Amoxonng 30 | 30 0 30 0 30 30 0 30 0 30 0 30 0
-50% Amoxomig 30 | 30 0 30 0 30 0 29 1 30 0 30 0 30 0
-25% Amoxomig 30 | 30 0 24 6 12 18 | 24 6 30 0 23 7 27 3
Amoxomn 30 4 26 14 | 16 1 29 | 21 9 18 12 13 17 | 15 15
+25% Amokomig 30 0 30 23 1 29 28 1 29 8 22 4 26
+50% Amokomng 30 0 30 30 0 30 0 30 0 30 0 30 0 30
ZoyKEvTpmon n MDMA | MOP 300 | OPI 2000 OXY PCP PPX TCA
(K\Mipaxa Amokomiyg) - + - + - + - + - + - + - +
0% Amoxomig 30 30 30 0 30 0 30 0 30 0 30 0 30 0
-50% Amoxomig 30 | 30 0 30 0 30 0 30 0 30 0 30 0 30 0
-25% Amoxomnig 30 | 26 4 25 5 30 0 30 0 19 11 24 6 22 8
Amokonn 30 17 | 13 17 13 13 17 18 12 16 14 17 13 17 13
+25% Amokomng 30 4 26 1 29 4 26 6 24 6 24 7 23 5 25
+50% Amokomng 30 0 30 0 30 0 30 0 30 0 30 0 30 0 30
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Avairvtikn Egetdikevon

O1 axdrovBot Tivakeg TEPIAOUPAVOLY TNV CLYKEVIPMGT] TMV TOPACKEVOSHATOV (ng/mL) ta onoia
aviyvevbnkav Oetikd ota 0Opa pe To Tapmid [Todvegétaong Evag Zradiov (Ovpwv) oe 5 Aentd.

AM®ETAMINH ME®AAONH

d-Apgpetopivn 1.000 Mebadovn 300

d I-Apeetapivn Betixy 3.000 Aokvhapivy 50.000
I-Apgetopivy 50.000 MEOAM®ETAMINH

Devreppivn 3.000 d-MeOopgerapivn 1.000
3,4-Mebuhevodiofuapetauivy (MDA) 2.000 p-Ydpolopedopperauivy 30.000
AM®ETAMINH 500 [-MeBapgpeTapivy 8.000
d-Augerapivn 500 Meopevteppivy 50.000
d.I-Apoetapivy 1.500 3,4-Mebvievodiobopebapgetaniv (MDMA) | 2.000
B-DovuraiBuiapivy 50.000 MEGAM®ETAMINH 500
3,4-MeBukevodiouapeetapivn (MDA) 800 d-Meboppetapivy 500
Deviepuivy 1.500 p-Y3potupsfoupstauivy 15.000
Tpurtopivy 50.000 I-Mebapgerapivy 4.000
Tupapivn 25.000 Megevepuivy 25.000
AM®ETAMINH 300 d.I-Apgerapivn 75.000
d-Apgetapivn 300 (1R,28)~(-)-Epedpivn 50.000
d.l-Appetopivy 390 B-Pavvieidviapuivy 75.000
1-Apgetopivy 50.000 3 4-Mefukevodoéupebapeetopivy (MDMA) | 1.000
3,4-Mebvlevodobuapgetapiv (MDA) 1.560 d-Apgetapivn 50.000
p-Ydpovapgpetapivn 1.560 Xhwpoxivn 12.500
d.1-Nopeedpidn 100.000 | [l-@avvreppivn 100.000
B-Parvurabuiapivy 100.000 | IMEOAM®ETAMINH 300

Topautvn 100.000 | [d-MeBopugetauivn 300
p-YdpoLuvopepedpivy 100.000 | [d,]-Apgerapivn Betikn 100.000
Doarvvrorporavorapivny (d,-Nopepedpivn) 100.000 | [XAimpoxivn 25.000
BAPBITOYPIKA p-Ypovuedapgpetouivn 25.000
TexoPopPrrdin 300 1-MeBaugetapiv 3.125
ApoPapredin 300 3.4-Mebvkevodoéupebappetapivy (MDMA) 780
ALQuvorn 150 Meboppetapivy 50.000
AnpoPappudin 200 (1R,25)~(-)-E@edpivn 100.000
BovtaPapfrrdin 75 l-Enveqpivy 50.000
Bovtobdin 100 Egpedpivn 100.000
BovtuABurdin 2.500 (-) Aso&ue@edpivn 25.000
KukhomevroPapftrain 600 Devrovpapivn 12.500
TlevtoBapPizdin 300 TpwedoPeviopido 25.000
DQavoBapPrrain 100 OZYKQAONH
ME®YAENOAIOEYMEQAM®ETAMINH O&ukwdovn 100
3.4-Mebuhevodio&uueapgperopivn (MDMA) 500 Y&pokwdovn 6.250
3.4-Meburevodiolvappetapivy (MDA) 3.000 Y3popoppdvm 50.000
3,4-Mebuvrevodioluabviapgetapivy (MDE) 300 AeBoavorn 50.000
MMPOTMTIOZY®AINH Noro&ovn 37.500
d-Ilpono&upaivn 300 Natpe&ovn 37.500
d-Noprpono&upaivy 300 O&upopedévn 200
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BENZOAIAZEITINEXZ BENZOAIAZEITINEX 200

O&olendun 300 Ahmpolordun 195
Akmpaloiaun 196 a-Y3poluorpaloiun 1.562
a-Ydpovakmpalohaun 1.262 Bpopoalenaum 390
Bpopalenaun 1.562 Xhwpodialeno&ion 780
Xhopodalernolion 1.562 Khoumalaun 390
Khovolemaun 781 Khopaleraun 1.562
Khopmaltun 98 Aecoikvipbopulendun 1.000
Khovalenaun 781 Awlerapum 200
Khopalenaun 195 Owtalortun 780
Aghopaleniun 1.562 Drovvirpalendun 12.500
AegsaikvripBopaleraun 390 (+)Aopolenaun 100.000
Awlenbum 195 Mdalordpn 6.250
Owrolohdun 2.500 Nurpalentun 100
Dhrovvitpaleniun 390 Nopyropodulenotidn 3125
d,l-Aopolemaun 1.562 Nopdwelenaun 780
RS-Aopualendpn yAukopoviovyo 156 Ofaleniun 200
Mo oriun 12.500 Tepalendiun 100
Nupoleraun 98 Tpaloriun 50.000
Nopyropodialerno&ion 195 7-ApwopBopovitpaleniun 200
Nopdwlendun 390 T-Apvovirpalendypn 5.000
Tepalendpn 98 T-Apvoyhopalemaun >100.000
Tpalordun 2,500 BOYNPENOP®INHZ

MOP®INH 300 Bovnpevopeivng 10
Mopoivn 300 Noppovrpevopoivy 20
Kwdeivn 300 Bounrpevopgpivn 3-D-yAvkoupoviobya 15
Abviopopeivn 6.250 Noppovrpevoppivy 3-D-yhukovpoviovya 200
Y Spokmdoviy 50.000 | |KOKAINH

Ydpopopoovn 3125 Bev{otlexyovivny 300
AgPooavorn 1.500 Koxaivn 780
6-Movoakeruhopopeivny (6-MAM) 400 Koxoburevn 12.500
Mopgivn 3-B-D-yAvkopoviotya 1.000 Exyovivy 32.000
Nopkndeivn 6.250 KOKAINH 150

Nopupop@ivn 100.000 | |Bevioblexyovivy 150
O&ukmdovn 30.000 Koxaivn 400
O&vpopeovn 100.000 Koxobuigvn 6.250
Ilpoxaivy 15.000 Exyovivy 12.500
OnPaivn 6.250 Exyovivy pebuisotepucn 50.000
OTITOYXA 2000 MAPIXOYANA

Mopgivy 2.000 11-nor-A>-THC-9 COOH 50
Kwdeivny 2.000 Kovvopwoin 20.000
ABvropopeivy 5.000 11-nor-A*-THC-9 COOH 30
Ypokmdovn 12,500 | |A*-THC 15.000
Ydpopopeovn 5.000 A’-THC 15.000
Aefooavoin 75.000 TPIKYKATKA ANTIKATAGAINITIKA
6-Movoakeruhopopeivn (6-MAM) 5.000 Noptpurvrivny 1.000
Mopepivn 3-B-D-yAvkopoviotya 2.000 Nopvroéenrivn 1.000
Nopxodeivn 12.500 Tpyumpopivn 3.000
Noppopeivny 50.000 ApTpToiivn 1.500
O&uvkdovn 25.000 Tpopalivy 1.500
O&upopeovn 25.000 Ascmpopivn 200
TIpokatvn 150.000 Tumpapivy 400
OnBoivy 100.000 | |Khouupapivy 12.500
QAINKYKAIAINH Nroéemivn 2.000
DovkuicAdivy 25 Mompotidiviy 2.000
4-Ydpolugarvkukhdivy 12.500 Mpopebalivy 25.000
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AwroTavpovpeveg Avridpdoeig

[paypatomomOnke peAétn yio Tov KABOPIGHO TG CAANAETIOPAGTG TOV TECT e TAPACKEVAGLLOTO GE
detyporo ovpmv glevbepa pappdkmv gite Beticd mg mpog TVEVOeTO cuokevaciag v v e&étoon
OTOLOVINTTOTE GLVIVAGHOV TMV aKOAOLOOV pappdkmv: Apgetapivn, Apeestapivy 500, Apeetapivn
300, BapBrrovpikd, Bevlodalenives, Bevlodialeniveg 200, Bovnpevopeivng, Kokaivn, Kokaivn 150,
Mapiyovava, MeBadovn, MebBapgpetapivy, Mebapgetapivny 500, Mebapgetapivn 300,
MebBvdevodro&upebappetapivy, Mopeivy 300, Omovya 2000, O&ukwdovn, PavikvkAidivn,
Iponoueaivn, kauTpuwvkiikd Avticatabimtikd. Ta axdéiovbo TapackevdopaTo dev EPEAVIGAV
@ovOpEVO SracTovpoduevnG avtidpaong otav eréyydnkav pe o Tapmho [Toiveétaong Evoc Ztadiov
(Ovpwv) oe cvykévipmon tav 100 pg/mL.

Mn Awostavpovusvis Avridpasyg [lapasksvdopata

Axeto@overidivn -Kotwivn Ketapivn d-Pevdoepedpivn
N-Axerviorpokaivapidn Kpeatvivy Ketompogaivn Kividivn
AKeTULOGUMKVMKO 05D Ae0&UKOPTIKOGTEPOVT AaPetaioin Kuvivn
Apwvomopivy Acgkrpouebopedvn Aomepapidn SaMKVAIKS o0&V
Apo&ukirivn AAoQoIvVaKn MenpoPaudtn Sepotovivn
Apmuchiivny Aprovvi{oin Mebotvoawvauivny Oswopedalivn
1-AokopBuwod o0&l Aryoéivn MeBviopovidam Sulindac
Azopopgivy Awpovudpapivy NomdiEwd okl Tetpoxvkhiivn
Aoraptaum AtBvd-p-apwvofevioikd Nazrpoévn Tetpaddpokoptiidv.
Azporivn B-Otstpadioin Nioxwvopidn 3-0&km
Bev{ihko o&0 Owtpovn-3-Beiikn Nupeduivn Tetpodpokoptilovn.
Bev{oikd 0&0 Epubpopukivn Nopebidpovn Tetpabdpoloiivny
Xokepubpivy Douvompoaivy Nookamivy Ocopivy
d I-Bpopopavipapivny Dovpocelidn d I-Oktemapivy BOsopdalivy
Kageivn Tevtiotikd ok O&uhikd ok d.I-Tuvposivy
Kavvopidion Awoopaipivy O&orviko ok ToABovrapidn
"Evudpn Xhwpdain Yéparalivn Oévpetalorivy Tpuprepévn
XAOPOLOEVIKOAT Y&poyhwpobealidn Torafepivy TpipBopronepadivn
Xropobealidn Yé&pokopnilovn Tevucdrivn-G Tpwebompiun
d I-Xhopopavipauivn o-Ydpotvinnoupiko 0D Tepgovalivy d,I-Tpurropdvn
Xhoponpopalivy 3-Y8potutvpapivny Doverlivny Ovpikod ofbd
XoANoTEPOAN d,l-loompotepevoin Ipevdilovn Bepanapiin
Khovidivn lootoumpivn d I-[lporavoroin Zomepirac
Koptilovn

BIBAIOI'PA®IA

1. Tietz NW. Textbook of Clinical Chemistry. W.B. Saunders Company. 1986; 1735

2. Baselt RC. Disposition of Toxic Multi-Drugs and Chemicals in Man. 2nd Ed. Biomedical Publ.,
Davis, CA. 1982; 488

3. Hawks RL, CN Chiang. Urine Testing for Drugs of Abuse. National Institute for Drug Abuse (NIDA),
Research Monograph 73, 1986

Hivakoag Zopporov
A 1(}52](;;2);;}] 6?12“8 e W Teot avd cvokevacio M Koroaokevaotig
gffyvfmﬁiﬁ%;’;ffm & | Xpiion goc @) |Muug gprion
A ;’;‘(’)ﬂ’é‘(“‘m uetosh [OT] | AptOp6G maptidag ?4@2569 KataAoyov

GIMA Spa
M ViaMarconi, 1 - 20060
Komooienostls Gessate (M1) - Italia



© GINA

[ omm s

dﬁ@\ﬁhﬁ&\)éﬂgw&dﬁau&

,500 Crpebivial cpaalingal -20E0 ) jadall Gasdll o 55 e JSI Jlaxtiaad <ol )
LORS S (8 )51 3050,200 O 35 33, Oaw 50 3 S 5t ) 300 Oaelial

2 Oalie 300 Omelitiline 500 Cpalindilive | cpaaliialiog ¢y galiaa W g e 150 olS S
,CpanS 509 30, CpulSid | 93 90l 2000 U sdl 300 (b 5o, Caliiilie S

S (gl el ppanill  ghall galal Gand | clilal) AENEN QLESSU salaall ¢ i)

i) Jss b Ll 5 < janall

Anla 3 e 5 el ol Sl 5 o) Jlaxiodl L

a5 il Jleaiu)

sy il sad (pa GRS ) (8 Abaal) Adbidal) il a3all (el Fiall (ganill jaan

..

Y W jlie) ) sl Reliall (o gadl) Bulua Ao ju 338aa A3LIaT el ja) ) Lelia
2l 5l e ) Aenall <l jaiall cpal el (anall J ol 8 Ames a3 A3l A sia
‘_ra\).u:\u\ Gc\.mc.a)uuaaﬂuc};)\_\s (d}.\“) C'_l‘J.J;A]\ uAMﬂJ}H‘dJ\A‘Y\ ua;‘iﬂ
e 5 <o) Jlexind Y 6 salll 50 0 il jasall 4l spaaill sl Ll <l

Test Calibrator Cut-off (ng/mL)
Amphetamine (AMP) d-Amphetamine 1,000
Amphetamine (AMP 500) d-Amphetamine 500
Amphetamine (AMP 300) d-Amphetamine 300
Barbiturates (BAR) Secobarbital 300
Benzodiazepines (BZO) Oxazepam 300
Benzodiazepines (BZO 200) Oxazepam 200
Buprenorphine (BUP) Buprenorphine 10
Cocaine (COC) Benzoylecgonine 300
Cocaine (COC 150) Benzoylecgonine 150
Marijuana (THC) 11-nor-A>-THC-9 COOH 50
Methadone (MTD) Methadone 300
Methamphetamine (MET) d-Methamphetamine 1,000
Methamphetamine (MET 500) d-Methamphetamine 500
Methamphetamine (MET 300) d-Methamphetamine 300
Methylenedioxymethamphetamine (MDMA) d,1 Methylenedioxymethamphetamine 500
Morphine (MOP 300) Morphine 300
Opiate (OPT 2000) Morphine 2,000
Oxycodone (OXY) Oxycodone 100
Phencyclidine (PCP) Phencyclidine 25
Propoxyphene (PPX) Propoxyphene 300
Tricyclic Antidepressants (TCA) Nortriptyline 1,000
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% Agreement with Commercial Kit

Specimen AMP AS]B/([)P A;z)/g) BAR BZO Bzg(()) BUP** | COC ng THC MTD
Positive 97% * >99% | >99% 90% * 88% 95% >99% 98% >99%
Negative >99% * >9% 9% 97% * >99% | >99% | >99%% | >99% | >99%
Total 98% * >99% 9% 94% * 97% 98% >99% 99% >99%
Specimen MET ]\ggg l\;[g(;l" MDMA ]\;[(%P 2%];:) oxy PCP PPX TCA
Positive 98% >99% * >99% >99% >99% 9%6% 98% >99% 95%
Negative >99% 80% * 99% >09% >99% 9% >99% >99% >99%
Total 9% 87% * 9% >99% >09% 98% 9% >99% 9%

*NOTE: Commercial kit unavailable for comparison testing.
**NOTE: BUP was compared to the self-reported use of Buprenorphine.

% Agreement with GC/MS

. AMP [ AMP BZO " CcoC

Specimen AMP 500 300 BAR BZO 200 BUP CcoC 150 THC MTD
Positive 97% 95% | >99% 92% 97% | 98% | 98% 96% 99% 97% 9%
Negative 95% >0%% | 99% 98% 95% | 9% | 9% 90% >99% 88% 94%
Total 96% 98% 99% 95% 96% | 99% | 99% 93% 99% 91% 96%
Specimen MET ]\;lg)i(;l" ]\;lgg MDMA |MOP300|OPI2000| OXY PCP PPX TCA**

Positive 9% >99% 97% >99% >99% >09% 98% >99% 94% >99%

Negative 94% 96% >99% 98% 94% 90% 99% 97% 99% 89%
Total 96% 98% 98% 99% 97% 95% 9% 98% 97% 91%

*NOTE: BUP was based on LC/MS data instead of GC/MS.
**NOTE: TCA was based on HPL C datainstead of GC/MS.




BLOT Y [T O T T T 7 [ e
Aldany Lalaal)

cut- G (30 %50 -/+ S s e dilia) i o e BlAl gl (e Rasen e

(b Lad Aatle Sl gladl cut-off Aed (10 %25 -/+ s off

Drug Conc. n AMP AMP 500 | AMP 300 BAR BZ0 BZ.0 200 BUP
(Cut-off range) - + - + - + - + - + - + - +
0% Cut-off 30 30 0 30 0 30 0 30 0 30 0 90 0 90
-50% Cut-off 30 30 0 30 0 30 0 30 0 30 0 90 0 90 0
-25% Cut-off 30 22 8 24 6 27 3 27 3 27 3 81 9 75 15
Cut-off 30 12 18 16 14 13 17 22 8 11 19 55 35 60 30

+25% Cut-off 30 2 28 4 26 4 26 7 23 5 25 27 | 63 31 59

+50% Cut-off 30 0 30 0 30 0 30 2 28 0 30 0 90 0 90

Drug Conc. COoC COC 150 THC MTD MET MET 500 [ MET 300
(Cut-off range) - - -

0% Cut-off 30 30 30 0 30 30 0 30 0

-25% Cut-off’ 30 30 12 18 24 23 7 27

+ + + +
0 0 0 0
-50% Cut-off 30 30 0 30 0 30 0 29 1 30 0 30 0 30 0
0 6 6 0 3
9

Cut-off 30 26 14 16 1 29 21 18 12 13 17 15 15

4
+25% Cut-off’ 30 0 30 7 23 1 29 2 28 1 29 8 22 4 26
+50% Cut-off 30 0 30 0 30 0 30 0 30 0 30 0 30 0 30

Drug Conc. MDMA | MOP 300 | OPI 2000 OXY PCP PPX TCA
(Cut-off range) - + - + - + B

0% Cut-off 30 30 0 30 30 0

+ +
0 3 0 0
-50% Cut-off 30 30 0 30 0 30 0 30 0 30 0 30 0 30
-25% Cut-off 3 26 4 25 5 0 6
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Cut-off 30 17 13 17 13

+25% Cut-off 3 4 26 1 29
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+50% Cut-off 30 0 30 0 30
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AMPHETAMINE METHADONE

d-Amphetamine 1,000 Methadone 300
d.]l-Amphetamine 3,000 Doxylamine 50,000
I-Amphetamine 50,000 METHAMPHETAMINE

Phentermine 3,000 d-Methamphetamine 1,000
3,4- Methylendioxyamphetamine (MDA) 2,000 p-Hydroxymethamphetamine 30,000
AMPHETAMINE 500 |-Methamphetamine 8,000
d-Amphetamine 500 Mephentermine 50,000
d.1-Amphetamine 1,500 3,4-Methylenedioxymethamphetamine (MDMA) | 2,000
B-Phenylethylamine 50,000 METHAMPHETAMINE 500

3,4- Methylendioxyamphetamine (MDA) 800 d-Methamphetamine 500
Phentermine 1,500 p-Hydroxymethamphetamine 15,000
Tryptamine 50,000 I-Methamphetamine 4,000
Tyramine 25,000 Mephentermine 25,000
AMPHETAMINE 300 d.I-Amphetamine 75,000
d-Amphetamine 300 (1R,28)-(-)-Ephedrine 50,000
d.l-Amphetamine 390 B-Phenylethylamine 75,000
I-Amphetamine 50,000 3,4-Methylenedioxymethamphetamine (MDMA) 1,000
3,4- Methylendioxyamphetamine (MDA) 1,560 d-Amphetamine 50,000
p-Hydroxyamphetamine 1,560 Chloroquine 12,500
d,1-Norephedrine 100,000 | |I-Phenylephrine 100,000
B-Phenylethylamine 100,000 | IMETHAMPHETAMINE 300

Tyramine 100,000 | [d-Methamphetamine 300
p-Hydroxynorephedrine 100,000 | [d,]l-Amphetamine 100,000
Phenylpropanolamine (d,I-Norephedrine) 100,000 | |Chloroquine 25,000
BARBITURATES p-Hydroxymethamphetamine 25,000
Secobarbital 300 |-Methamphetamine 3,125
Amobarbital 300 3.4-Methylenedioxymethamphetamine (MDMA) 780
Alphenol 150 Mephentermine 50,000
Aprobarbital 200 (1R,2S)-(-)-Ephedrine 100,000
Butabarbital 75 I-Epinephrine 50,000
Butethal 100 Ephedrine 100,000
Butalbital 2,500 (-) Deoxyephedrine 25,000
Cyclopentobarbital 600 Fenfluramine 12,500
Pentobarbital 300 Trimethobenzamide 25,000
Phenobarbital 100 OXYCODONE
METHYLENEDIOXYMETHAMPHETAMINE Oxycodone 100
3,4-Methylenedioxymethamphetamine (MDMA) 500 Hydrocodone 6,250
3,4-Methylenedioxyamphetamine (MDA) 3,000 Hydromorphone 50,000
3,4-Methylenedioxyethylamphetamine (MDEA) 300 Levorphanol 50,000
PROPOXYPHENE Naloxone 37,500
d-Propoxyphene 300 Naltrexone 37,500
d-Norpropoxyphene 300 Oxymorphone 200
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BENZODIAZEPINES BENZODIAZEPINES 200

Oxazepam 300 Alprazolam 195
Alprazolam 196 « -Hydroxyalprazolam 1,562
@ -Hydroxyalprazolam 1,262 Bromazepam 390
Bromazepam 1,562 Chlordiazepoxide 780
Chlordiazepoxide 1,562 Clobazam 390
Clonazepam 781 Clorazepate 1,562
Clobazam 98 Desalkylflurazepam 1,000
Clonazepam 781 Diazepam 200
Clorazepate 195 Estazolam 780
Delorazepam 1,562 Flunitrazepam 12,500
Desalkylflurazepam 390 (+) Lorazepam 100,000
Diazepam 195 Midazolam 6,250
Estazolam 2,500 Nitrazepam 100
Flunitrazepam 390 Norchlordiazepoxide 3,125
d.l Lorazepam 1,562 Nordiazepam 780
RS-Lorazepam glucuronide 156 Oxazepam 200
Midazolam 12,500 Temazepam 100
Nitrazepam 98 Triazolam 50,000
Norchlordiazepoxide 195 7-aminoflunitrazepam 200
Nordiazepam 390 7-aminonitrazepam 5,000
Temazepam 98 7-aminoclonazepam >100,000
Triazolam 2,500 BUPRENORPHINE

MORPHINE 300 Buprenorphine 10
Morphine 300 Norbuprenorphine 20
Codeine 300 Buprenorphine 3-D-glucuronide 15
Ethylmorphine 6,250 Norbuprenorphine 3-D-glucuronide 200
Hydrocodone 50,000 COCAINE

Hydromorphone 3,125 Benzoylecgonine 300
Levorphanol 1,500 Cocaine 780
6-Monoacetylmorphine (6-MAM) 400 Cocaethylene 12,500
Morphine 3-B-D-glucuronide 1,000 Ecgonine 32,000
Norcodeine 6,250 COCAINE 150

Normorphine 100,000 | |Benzoylecgonine 150
Oxycodone 30,000 Cocaine 400
Oxymorphone 100,000 | |Cocaethylene 6,250
Procaine 15,000 Ecgonine 12,500
Thebaine 6,250 Ecgonine methylester 50,000
OPIATE 2000 MARIJUANA

Morphine 2,000 11-nor-A’ -THC-9 COOH 50
Codeine 2,000 Cannabinol 20,000
Ethylmorphine 5,000 11-nor-A°-THC-9 COOH 30
Hydrocodone 12,500 A" -THC 15,000
Hydromorphone 5,000 A’ —THC 15,000
Levorphanol 75,000 TRICYCLIC ANTIDEPRESSANTS
6-Monoacetylmorphine (6-MAM) 5,000 Nortriptyline 1,000
Morphine 3-B-D-glucuronide 2,000 Nordoxepin 1,000
Norcodeine 12,500 Trimipramine 3,000
Normorphine 50,000 Amitriptyline 1,500
Oxycodone 25,000 Promazine 1,500
Oxymorphone 25,000 Desipramine 200
Procaine 150,000 Imipramine 400
Thebaine 100,000 | |Clomipramine 12,500
PHENCYCLIDINE Doxepin 2,000
Phencyclidine 25 Maprotiline 2,000
4-Hydroxyphencyclidine 12,500 Promethazine 25,000
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Acetofenetidina
N-Acetilprocainamide
AcidoAcetilsalicilico
Aminopirina
Amoxicillina
Ampicillina

Acido |-Ascorbico
Apomorfina
Aspartame
Atropina

Acido Benzilico
Acido Benzoico
Bilirubina
d,|-Bromfeniramina
Caffeina
Cannabidiolo
Chetamina
Chetoprofene
Cloralidrato
Cloramfenicolo
Clorotiazide
d,I-Clorfeniramina
Clorpromazina
Colesterolo

Davis, CA. 1982; 488

Non Cross-Reacting Compounds

Clonidina d,|-1soproterenolo
Cortisone Isosuprina
I-Cotinina Labetalolo
Creatinina Loperamide
Deossicorticosterone Meprobamato
Destrometorfano Mehossifenamina
Diclofenac Metilfenidate
Diflunisal Acido Ndidissico
Digossina Naproxene
Difenidramina Niacinamide
Etil-p-aminobenzoato Nifedipina
3-Estradiolo Noretindrone
Estrone-3-solfato Noscapina
Eritromicina d,I-Octopamina
Fenoprofen Acido Ossdlico
Furosemide Acido Oxolinico
Acido Gentisico Ossimetazolina
Emoglobina Papaverina
Idralazina PenicillinaG
Idroclorotiazide Perfenazina
Idrocortisone Fenelzina
AcidoO-Idrossippurico Prednisone

3-Idrossitiramina

d,I-Propanololo

BIBLIOGRAPHY
1. Tietz NW.Textbook of Clinical Chemistry. W. B. Saunders Company. 1986; 1735
2. Baselt RC. Disposition of Toxic Multi-Drugs and Chemicals in Man. 2nd Ed. Biomedical Publ.,

da/f

d-Pseudoefedrina
Quinidina
Quinina

Acido Salicilico
Serotonina
Sulfametazina
Sulindaco
Tetraciclina
Tetraidrocortisone,
3-Acetato
Tetraidrocortisone
Tetraidrozolina
Tiamina
Tioridazina
d,|-Tirosina
Tolbutamide
Triamterene
Trifluoperazina
Trimetoprim
d,I-Triptofano
Acido Urico
Verapamil
Zomepirac

3. HawksRL, CN Chiang. Urine Testing for Drugs of Abuse. National Institutefor Drug Abuse (NIDA),
Research Monograph 73, 1986

Index of Simbols

Attention, see .
A instructions for use N/ | Tests per kit M Manufacturer
For in vitro diagnostic
use only W |Useby ®) | Do not reuse
A" Storebetween 2-30° C | | [IGT] | Lot Number Catalog 24550 - 24551
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