Blot:llemical DETECTABUSE® LIQUID CONTROL URINE
GC/MS (Low Opiate)

Diagnostics, Inc. GC/MS-H (High Opiate)
A Eeva International Company CONFIEM 4 {2[]15 SAMHSA QU]dE”nEE}

INTENDED USE:
Tha DETECTABUSE™ Liguid contral is an In Vilra Diagnestic (VD) device, for prescription 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 EXPLANATION:

The DEA exemp! DETECTABUSE™ product lime of contrals is manufactured using a hurman based matrix that has been stabilized to ensune that the:
product will be viable until the dale of expiralion. Posilive confrols are spiked with reference drug standards and/or appropriale metabolites thal have
been obtained from cerlified manufacturers. Standards are cerified by the manufacturers o be at least 98% minimum purity. Specfic gravity, pH.
and crealining fall within the limits of normal human urirne.

DESCRIPTION:

Each botlle containg slabilized human based uring. Posibve control urines have been Spiked with authentic reference drug standards andlar
appropriate melabolites. Megative contral urines are cerified negative by combination of Immunoassay, GEMS and/or LCIMS for the constiluants
listed on our targel sheels. They should be trealed a5 any "unknown” specimen while fofowing the spoecific prolocal af the assay being used. This
produst is indended to be wsed by health cane profossionals as an infegral par of good laboralory praclices.

STORAGE & STABILITY - Please reler to Limitations for detailed instruclions.

Unopened:
A, The canlrals are stable until the expiration date when slored at 27 1o B°C (Oxazepam is slable for anly 8 months).
B. Store -10° e -20°C lo exdend the Oxazepam stability, up o 3 years or unlil expiration date, whichever comes firsL

After Opening:
A The controls ane stable for 31 days or unbl the expiration dale, whichever comes first, when stored tightlly capped at 2° to B*C.
B.The controls are slable for six months or unlil the expiration dale, whichever comes first, when stored at -10° to -20°C. Condrols can be
thawedfrozen up o 5 imes.

PROCEDURE:
Allow contrals 1o come lo ream lemperature fallowed by gentle swirding of imversion belore use. DO NOT SHAKE. Transfer an approprale aliguot of
DETECTABUSE"™ control uring as required by the drugs of abuse test device or scraening method

EXPECTED RESULTS: -
The positive DETECTABUSE™ control musl test positive on the drugs of abuse lest device o screening method. The negative control must test
negative. Biochemical Diagrnostics will supply assay values upon requesl.

PRECAUTIONS: )

For In Vitro Diagnostic Use Only. Please read the enbre package insert betore using the DETECTABUSE™ control urines. Please use the same
safely precautions you would use for procassing any "unknown” uring sample containing potentially infectious bological maleral. Protest product
Trom espasune Lo direct sunlight. Contains sodium azide: To prevent formation of explosive metal azides dispose of waste by flushing with copious
amounts of waler or according o local governing regulations.

D ol wge beyond the expication dale.

LIMITATIONS OF PROCEDURE:

This contral is meant to be used to validale the performance of immunoassay drug screening methods, Consult lest manufaclurer's instructions
when uging this product, changes in reagents, sample reguirement, or methodology may affect test results. Although target values are provided with
e DETECTABUSE® liguid controls, each laboratory should run these controls as unknowns in onder to eslablish “in-house” assay values for them.

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® CONTROLS, THC STABILITY:

DETECTABUSE® conlrals are stable for the length of tme under the slorage conditions slated 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 control material. This
drop in THC values may occur from any THC sample (i.e. calibrators, contrels, and samples). The apparent loss of THC most oflen occurs from
handling and not from preduct instability.

I i well krawn thal THC-COOM binds o surlfaces, especially cerlain plastics™.
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DETECTABUSE? Liquid Control Urine Target Values
GC/MS Target Values (ng/mL)

CONSTITUENTS Cutoff -25% Cutoff Cutoff +25%
SAMHSA MANDATED
Della-8-THC-COO0H 11 15 18
Benzoylesgoning 113 150 188
Phencyclidine [PCP) 19 25 Kyl
Codeine [Low Opiabe) 225 300 375
Codeine [High Opiate) 1500 2000 2307
*Total Marohine {Low Opiale) 225 00 75
*Tatal Maorphine {High Opiate) 1500 2000 2500
"*G-Monoacatylmorphine 7.5 10 125
d-Amphetarmineg 75 500 625
d-Meathamphetamine a7h 500 625
NON-MANDATED
Sepobarbilal 225 300 ars
Phencbarbital 225 300 ars
Oxazepa 225 300 375
Mathadone 225 300 ars
Mathagualone 225 300 75
Propaxyphena 225 300 ars
Bulalbital 225 300 75
Comaing Morphire-3-Glucuronidea and Fres Morphing (221)
" 6-MAM Dnly in High Ogpiate [-H] Contral
Confirm 4 Target Values (ng/mL)
CONSTITUENTS Cutoff -60%| Cutoff-25% | Cutoff |Cutoff +25%|
SAMHSA MANDATED
Dalla-9-THC-COoH B " 15 18.75
Benzoylecgoning 40 75 100 125
Codeina BOO 1500 2000 2500
"Total Morphing Boo 1500 2000 2500
G-Monoacatylmoarphine 4 7.5 10 12.5
Hydrocodone 40 73 100 125
Hydramarphona 40 73 100 125
Oxycodone 40 73 100 125
Oxymarphones 40 75 100 125
Phencycliding (PCP) 10 19 25 31.25
d-Methampheltaming 100 187.5 250 2s
d-Armohetamine 100 187.5 250 3125
MDMA 100 1875 250 325
MDA 100 187.5 230 3125
MDEA 100 187.5 250 125
* Contains Morphine-3-Glucuronide and Free Maorphine (2:1]
ORDERING INFORMATION:
CATALOG # DESCRIPTION SIZE CATALOG ¥ DESCRIPTION SIZE
GCIMS LOW OPIATE Confirm 4
18E32001-10pk GCIMS Culoff -25% 50 mL 18928204 1-10pk Confirm 4, Culelf -60% 20 mL
18E30000-10pk GOIMS Cutedf 50 mL 19282026-10pk Confirm 4, Culoff -25% 20 mL
189332501-10pk GOIME Cutodf +25% a0 mL 19282002-10pk Confirm 4, Cutol 20 mL
GCIMS HIGH OPIATE 19282126-10pk Confirm 4, Culafl +25% 50 mlL
18572251-10pk GOIME-H Cutoff -25% a0 mL
18572502-10pk GICIMS-H Culaff a0 mL NEGATIVE
18572753-10pk GCIMS-H Culoff+25% A0 mL 18227000-10pk Megalive Contral Urine 50 mL
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Biochemical Diagnostics, Inc.
180 Heartland Blvd.
Edgewood, NY 11717 USA

Phone: (631} 393-9200
Email: supportbiochemicaldiagnostics.com
Wabsite: www.biochemicaldiagnostics.com
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