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Doc. #: CQF 4022 Rev: D DO #: 13-0304 Effective: 7/9/13

Catalog Number(s): DZ123A-CON,
DZ123A-C1V, DZ123A-C2V

Intended Use

5’-Nucleotidase Controls are intended to monitor the accuracy and precision of Diazyme’s 5°-
Nucleotidase Assay (DZ123A). For in-vitro diagnostic use only.

Characteristics

The 5°-Nucleotidase Control material is prepared in a bovine serum base and provided in lyophilized
powder forn.

Stability

The control material as a lyophilized powder (not reconstituted) is stable until the expiration date
listed when stored at -20°C. Once reconstituted, controls are stable for one week when stored at 2-
8°C tightly capped.

Preparation

Open the 5’-Nucleotidase control vial carefully to avoid any loss of material. Reconstitute each vial
with exactlyl.0 mL deionized water.. Close the vial and allow material to stand overnight at 2-8°C to
equilibrate before using. Dissolve contents completely by swirling gently to mix material.

Warnings and Precautions

e For in-vitro diagnostic use only.

e Product contains highly purified bovine source material from non-BSE countries. The
manufacturing facility does not receive store or process ruminant materials from restricted
countries.

e Possible infectious agents in the materials have been inactivated. Because no method can offer
complete assurance as to the absence of infectious agents, this material should be handled as
though capable of transmitting infectious disease and disposed as biohazard waste or medical waste
according to applicable local and national laws.

* Additional safety information concerning storage and handling of this product is provided within
the Material Safety Data Sheet for this product. To obtain an MSDS, please contact our customer
service department at 858-455-4768.

Control Information

Control Lot Number Expiration Date Expected Value (U/L)
Control 1 NTC102190 2021-02-14 26.7+4.5
Control 2 NTC202190 2021-02-14 140.3+23.9

Certified by: O“"“‘“’"f~ M——»‘C(- Date: 5/”'1'7

Diazyme Laboratories 12889 Gregg Court, Poway, California 92064 USA

Tel: 858-455-4768; Fax: 858-455-3701; Web: www.diazyme.com; Email: suppo

me.com

CQF 4022 - 5’-Nucleotidase Controls Certificate of Analysis (DZ123A-CON)




