Biochemical DETECTABUSE® LIQUID CONTROL URINE
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INTENDED USE:
The DETECTABUSE® Liguid contred s an In Vilro Diagnoslic (VD) desvice, for prescrption use only, thal is intended for use as quality control urine
lo monitor the precision of laboralory urine loxicology testing procedures for he analytes listed in the package inserl.

SUMMARY AND EXPLAMNATION:

The DEA exemnpl DETECTABUSE ™ praduct lime of confrals is manufactured using a hurman based matrix that has been stabilized Lo insure that the
product will be wiable until the dale of expiration. Posilive controls are spiked with reference drug standards andior appropriate metabolites thal have
bean obtained from cerlified manufacturers. Standards are cerlified by the manufacturers to be at least 98% minimum purity. Spechic gravity, pH.
and crealining fall within the limits of normal human urine.

DESCRIPTION:

Each botlle containg slabilized human based uring. Posiive control urines have been Spiked with authentic reference drug standards andlar
appropriate melabolites. Negative contral urines are cerified negative by combination of Immuncassay, GCMS and/or LC/MS for the consliluents
listed on our targel sheelts. They should be trealed a5 any “unknown” specimen while fofowing the spoecilic profocal of the assay being wsed. This
product is intended (0 be vsed by health cane professionals as an infegral part of geod laboralory praclices.

STORAGE & STABILITY - Please refer bo Limitations for delailed instruclons.

Unopened:
A, The conlrals are stable until the expiration date when stored at 2° lo B°C (Oxazrepam is slable for anly 6 monthes).
B. Slore -10° to -20°C to exdend the Oxazepam stability, up lo 3 years or unbil expiration date, whichever comes TirsL

After Opening:
A The conlrals are stable for 31 days or until the expiralion date, whichever comes first, when stored bghtly capped at 2° to 8°C.
B. The controls are stable for six months o until the expiration date, whichever comas firsl, when stored at -10°% lo -20°C. Conlrols can be
thawedfrozen up o 5 imes.

PROCEDURE:
Allgw controls to come 1o room temperature followed by gentle swirding or inversion before use. DO NOT SHAKE. Transfer an aporopriate aliquot of
DETECTABUSE™ contral urine as required by the drugs of abuse test device or sereening method

EXPECTED RESULTS: N
Tha positive DETECTABUSE™ contral musl test positive on the drugs of abuse lest device or screening method. The negative control must test
negative. Biochemical Diagnostics will supply assay values upon requesl.

PRECAUTIONS: )

For In Vitro Diagnostic Use Only. Please read the enlire package inserl before using the DETECTABUSE™ control urines. Please use the same
safely precautions you would use for procassing any "unknown” urine sample containing potentially infectious bological maleral. Protest product
from exposure o direct sunlighl. Containg sodium azide: To prevent formalion of explosive melal azides disposa of waste by flushing with copious
amounts of waler or according o local governing regulations.

Do pol wse bayand the expiration dale.

LIMITATIONS OF PROCEDURE:

This contral is meant to be used to validale the pedformance of immunoassay drug screening methods. Consult lest manufaclurer's instruclions
when using this product; changes in reagents, sample requirement, or melhodology may effect test resulls. Although larget values are provided with
lhe DETECTABUSE® liguid controls, each laboratory should ren these controls as unknowns in order to establish “in-house” assay values for hem.

DETECTABUSE® CONTROLS, OXAZEPAM STABILITY:
Oxarepam has known stability problems in uring stored refrigerated, our studies indicate that Oxazepam will deterorate when stored refrigeraled
Tar langer than & months from dale of receipl

DETECTABUSE® CONMTROLS, THC STABILITY:

DETECTABUSE® controls are stable for the length of time under the storage conditions stated in the package insert. In spite of this fact, under
certain conditions, there may be observed a gradual decling in THC levels, over time, from continuous use of a single bottle of contral material. This
drap in THC values may occur from any THC sample (i.e. calibrators, contrels, and samplas). The apparent loss of THG most often occurs from
handling and nat from product instability.

I i well known thal THC-COO0H inds lo surlfaces, especially caerlain plastics™.
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Detectabuse® Liquid Control Urine, Inmunoassay Screen

Target Values (ng/mL)

Series X-H Series XV-H Series Il
Constituents 25% | Cutoff | +25% | X | 25% | Cutoft | s25% | x| -26% | cutoff | +25%
Delta-9-THC-C00H ar.s a0 B2.5 150 irs 20 B2.5 150 37.5 20 62,5
Banzayl acgonine 1125 150 187 .5 450 1125 150 187 5 450 225 300 irs
Phiencyclidine {(FCP) 13 25 .5 75 19 25 s 75 19 25 3
Morphine 1500 2000 2500 BO0O 1500 2000 2500 BOGD 225 300 ars
d-Methamphetamine ars 500 625 1500 375 S00 625 1500 T50 1000 1250
MDA ars S00 G625 1500 37D 00 625 1500 — — -—-
B-Acatylmorphine 7.5 10 12.5 a0 75 10 12.5 30 - — —
Hydrocodone — — — — 225 300 375 [00 i — —-
Cyeodang -— -— -— — 75 100 125 300 — — -—-
Sacobartital 150 200 250 [0} 180 200 250 GO0 25 300 ars
Cazepam 150 20 230 a0 150 200 230 GO0 F23 00 s
Melhadaons 225 00 375 aod 225 300 375 [00 225 300 ars
Melaqualane 775 300 375 300 225 300 T 500 225 300 375
Prouxyohene 225 300 ars 300 225 300 ars 300 225 300 a7s
Series IV Series V Series VI
Constituents 25% | Cutoff | +25% 25% | Cutoff | +25% | -25% | Cutoff | +25% | f;“
Delta-9-THC-CO0H ars 50 B2.5 s 50 B2.5 375 a0 G625 180
Banzaylecgonine 225 330 ars 225 300 ars 225 300 ars a0
Frhiencyclidine {FCP) 19 25 K1l 19 25 3 19 25 31 75
Morphing {low) 275 300 ars 225 300 a6 225 300 375 a0
Marphine {high) 1500 2000 2500 — — - — — — —
d-Melhamphelamineg — — - 750 1000 1250 750 1000 1250 3000
d-Amphetaming 750 1000 1250 - - - - - - —
Saecobarbital 150 200 280 180 200 250 150 200 250 [t}
Cazepam — —— - 180 200 Z50 — — — —
Mordiazepam 150 230 250 - -— - -— -—- -—- -—
Larmétazapam — — -— — — — 150 200 250 B0
Melhadone 275 300 ars 225 300 a6 225 300 ars Q00
Melhagualane 225 30 ars 225 300 ars 225 300 ars 200
Propoxyphena 275 300 ars 225 300 irs 225 300 375 Q00
CATALOG # DESCRIPTION (20mL) CATALOG # DESCRIPTION (20mL) CATALOG DESCRIPTION
LOW OPIATE (300ng/mL cutoff) HIGH OPIATE {2000ng/mL cutotf)

19437252-6p%  Series IIl, Culell -25% 10524252-6pk  Series IV-H, Culall -25% 19700000-6pk NEGATIVE, SmL
194 37756-6pk Serias |, Cutoff =255 19544 756-6pk Saras W-H, Cutoff +25% 18000010-6pk MEGATIVE, 10mL
1944 7252-6pk Serias IV, Culol -25% 19601052 -6px Seras X-H, Culodf -25%
1944 7756-6pk Serigs IV, Culoll +25% 19601056-Gok Serias X-H, Culolf +25% 192F3011-6pk MEGATIVE, 20mL

19601 808-6ok Sarias X-H, 3X Cutoff 19227000-10pk MEGATIVE, 50mL
194 58252-6pk Serigs WV, Culoffl -25%
19458756-6pk Serias V, Culofl +25% 19601057 -6pk Saras XV-H, Cutall -25%

19601058-6pk Saras XV-H, Cutall +25%

184BE252-Bok
184BET36-Bok
184 EEY0E-Bak

Series VI, Culoaff -25%
Seres VI, Culoff +25%
Series VI, 53X Culaff

18E01058-Epk

Saries XV-H. 3 Culofl

Bpk = B pack box
10pk = 10 pack box
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