& P DETECTABUSE® STAT-SKREEN®
Diagnostics, Inc. PI-001K: LIQUID CONTROL URINE KITBOXES

A Kovn Internationnl Company

INTENDED USE:
The DETECTABUSE® Liguid contral is an In Vitro Diagnostic (VD) device, for prescription use anly, thal is intended for use as quality control urine Lo
manitor the precision of laboralory urine loxicology testing procedures for the analytes listed in the package inserl.

SUMMARY AND EXPLAMNATION:

The DEA exempl DETECTABUSE® product line of controls is manufactured using a human based matrix that has been stabilized to insure that the
product will be viable until the date of espiration. Posilive controls are spiked with reference drug standards and/or appropriate melaboliles that have
bean cbtained from cerlified manutacturers. Standards are cerlified by the manufacturers 1o be at least 98% minimum purity. Spechic gravity, pH, and
creatinineg fall within the limits of normal human urine.

DESCRIPTION:

Each botlle contains stabilized human based urine. Posilive conbrod urines have been sSpiked with authenlic reference drug standards andfor appropriate
matabolites. Negalive contrel urines are cedified negative by combination of Immunoassay, GCMS andfor LC/MS for the constituents listed on our
largel sheats. They showd be Ireated as any "unknown ™ specimaen white following the specilic prolocal af the assay being wsed. This produdt is inlendad
fo be used by hoealth care professionals as an mlegral part of good laboratary praclices.

STORAGE & STABILITY - Please refer to Limitalions for delailed instructons.

Unopenad:
A The conlrals are stable until the expiration date when slored at 27 1o 8°C (Oxazepam is slable for anly G monthes).
B. Slore -10° to -20°C to exdend the Oxarepam stability, up 1o 3 years or unbl expiration date, whichever comes firsL

After Opening:

A The confrols are stable for 31 days or until the expirabion date, whichever cormes first, when stored bghtly capped at 2° o 8°C.

B. The conlrols are stable for six months oF unll the expirabon date, whichever comes first, when stored at -10" te -20°C. Conlrols can be
thawedifrozen up lo 5 limes.

PROCEDURE:
Allgw conlrols to come o roorm lemperature followed by gentle swirling or inversion before use. DO NOT SHAKE. Transfer an appropriate aliguol of
DETECTABUSE® control uring as required by the drugs of abuse test device or screening method

EXPECTED RESULTS: B
The positive DETECTABUSE™ control must test posilive on the drugs of abuse test device or screening methed. The negative contrel must lest
negative. Biochemical Diagnostics will supply assay values upon requesl.

PRECAUTIONS: B

For In VWitro Diagnostic Use Only. Flease read lhe entire package inserl before using the DETECTABUSE”™ contral urines. Please use the same
safely precavtions you would use for procassing any “unknown” uring sample containing polentially infectious biclogical material. Protect product from
expasure o direct sunlighl. Contains sodium azide: To prevent formalion of explosive melal azides dispose of wasie by flushing with copious amounts
al waler or according to lecal governing regulalions.

Do ol wee bayand the axpiralion dabe.

LIMITATIONS OF PROCEDURE:

This contral is meant o be used lo validate the performance of immunoassay drug screening methods. Consull lest manufaclurer's instructions when
using this product; changes in reagents, sample reguirement, o methodology may affect test resulls. Although targel values are provided with the
DETECTABUSE® liguid conlrols, each laboratory should run these conlrols as unknowns in order 1o establish “in-house” assay values for them.

DETECTABUSE® CONTROLS, OXAZEPAM STABILITY:
Oxazepam has known stability problems in uring stored refigerated, our studies indicate that Oxazepam will deteriorate when stored refrigerated for
longer than B months from date of receipl.

DETECTABUSE® CONTROLS, THC STABILITY:

DETECTABUSE® controls are stable for the length of me under the storage condilions stated in the package inserl. |n spite of this facl under cerlain
condibons, there may be observed a gradual decling in THC levels, aver time, from conlinuous use of a single bottle of contral maleral. This drog in
THC values may occur from any THC sample {i.e. calibrators, conlrols, and samples). The apparent loss of THC most oflen occurs frem handling and
net fram product instability.

Itis well known hat THC-COO0H binds 1o surfaces, especially cerlain plastics™.
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DETECTABUSE® Liguid Control Urine
STAT-SKREEN® (Low Opiate) or STAT-SKREEN®-H {High Opiate) Target Values [ng/mL)

TEST SAMHSA MANDATED Nagative 50%, Cutoff +50% X 3K
THC Della-8-THC-COOH 0 25 50 75 100 150
COC Benzoylecgonine 0 150 300 450 BO0 aog
) Phencyclidine 0 125 25 375 50 75
OPIMOR Marphine {Low Opiate) 0 150 300 450 BO0 a00
Muorphine (High Opiate) 0 1000 2000 3000 4000 BOCD
ANP d-Amphetaming 0 500 1000 1500 2000 3000
MET d-Methamohetamine 0 500 1000 1500 2000 3000
NON-MANDATED
BARB Secobartilal ] 150 300 450 [ ang
BZO Oxazepam o 150 300 450 BO0 ang
MTD Methadone 0 150 300 450 500 a00
MOL Methagualone 0 150 300 450 [ a00
PRx Propoxyphene 0 150 300 450 BO0 aog
TCA Narlriptying o 500 1000 1500 2000 3000
MDMA, MDMA 0 z 500 E 1000 =
OxyY Oxycodone 4] - 100 - 200 -
BUF Buprenorphine o - 10 - 20 -
ORDERING INFORMATION
CATALDG ® DESCRIPTION SIZE CATALODG # DESCRIPTION (2-Pack +i- Kits) SIZE
18470052-10pk  STAT-SKREEN®. Culoff -50% 10%20mL || 702014  STAT-SKREEN® with MOMA, OXY & BUP, ZH5mL
18470051-100k  STAT-SKREEN?. Culofl +50% 10%20mL 2X Cutoff (low opiate} and Negative Control Kit
1847007 1-100k  STAT-SKREEN®-H, Cutelf -50% 10%20mL || 702015  STAT-SKREEN®H wilh MOMA, OXY & BUP,  2XSmL
2% Culaff (Figh opiale) and Negative Contrel Kil
18470070-100k  STAT-SKREEN®-H, Cutelf +50% 10X20mL
18002066-6pk  STAT-SKREEN® with MOMA, OXY & BUP, 2X EX20ml || 702016  Fenlamy Positive (contains Norfentznyl 2%5mL
S0ngimL) and Negative Contral Kit
1B001066-100k  STAT-SKREEN® with MOMA, OXY & BUP, 2X 10X5mL
18002081-6pk  STAT-SKREEN®-H with MOMA, OXY & BUP, 2X  BXZ0mL || 702017  Synthetic THC Posiive (containg JWH-D18 2XSmL
4 Bulanoic Acid 100ngimL} and Negalive
18001081-100k  STAT-SKREEN®-H with MOMA, OXY & BUP, 2X  10X5mL Contrel Kit
Nizatine Posilive (containg Cotinine $00ngimL)
19700000-10pk  NEGATIVE toxsmi || 702018 0l ive Control kit ZH5mL
1922301 1-6pk  NEGATIVE EX20mL
19470055-100k  STAT-SKREEN®. 3% Cutaf! 10%20mL || 702028  STAT-SKREEN® with MOMA, OXY & BUP, 2X20mL
18470075-100k  STAT-SKREEN®-H, 3% Cutoff 10X20mL 2 Cutaff (low opiate} and Negative Control Kit
10000100-2pk  Ethyl Glucurenide, 1000ngimL 2x20mL || TO2028  STAT-SKREEN"-H wilh MOMA, OXY & BUP,  2X20mL
23 Culaff (Figh apiale) and Negative Contrel Kil
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For additional information on our ather DETECTABUSE® products, please contact us or refer to our website
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