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Intended use
OmaQon Control is intended for use as an assayed quality control serum to monitor the precision of laboratory quantitative determination for the analytes listed in the insert.

Summary and principle
The use of external quality control materials to estimate precision of methods and techniques used is an integral part of good laboratory practices. Three levels of control allows monitoring of performance within the clinical range.

Composition
OmaQon is prepared from human donor serum with added purified preparations of hormones, tumor markers and some other analytes which are usually determined by immunometric methods. All levels contain preservatives. To increase stability, the control is supplied in lyophilized form.

	Cat#
	Description
	Qnty
	Unit
	Note

	KQ22Z-2
	Control N (middle level), 2 ml
	3
	psc
	Labeled green 

	KQ22Z-1
	Control H (high level), 2 ml
	3
	psc
	Labeled red

	KQ22IR
	Product manual, Rus
	1
	ps
	

	KQ22IE
	Product manual, Eng
	1
	ps
	

	QQ22
	Quality Control data
	1
	ps
	


Precautions

INFECTION HAZARD: OmaQon Control should be handled as potentially infectious material as there is no available test methods that can absolutely assure that Hepatitis B and C viruses, HIV-1/2, or other infectious agents are not present in it. Handling and disposal of this material should comply with the rules defined by appropriate local biohazard safety guidelines.

Stability
If unopened and stored at 2-8 C, the control is stable until the expiration date. A short-term storage (nmt 5 days) at elevated temperatures (but nmt 25 C) is also allowed (e.g., during transportation). Upon reconstitution, all analytes will be stable for 5 days if stored at 2-8 C tightly capped (excepting NSE which stable during 1 day after reconstruction). For longer storage, the control may be dispensed in aliquots and stored below -15 C for nmt 30 days. We recommend to use tightly closed vials to avoid evaporation during storage and aliquot volumes nmt 70% of the total vial volume. Please avoid repeated freezing-thawing cycles: not more than one such cycle is acceptable.

Reconstitution
Carefully open the vial trying not to let the dried powder out. Using a volumetric pipette, add 2.0 ml of distilled or deionized water in each vial and allow the dried control completely dissolve and equilibrate for nmt 20 minutes at room temperature. Avoiding foam formation, swirl gently to ensure complete dissolution.

Use
The control should be treated just the same as patient samples and run according to the instructions accompanying  kit or equipment used.

Please, dispose any discarded material according to your local biohazard safety guidelines.

Limitation

This product is not intended for use as a standard.

This product should not be used after the expiration date.

In case of microbial contamination (characteristic odor, excessive turbidity and sediment) the vial should be discarded.

Assigned values
The values indicated in the passport were obtained in internal and independent laboratories using representative samples of this lot of control and manufacturer supported kits and reagents. Individual laboratory means should fall into the corresponding ranges; however, variations between laboratories are possible and may be caused by different laboratory technique, equipment and reagents or by modifications of test methods made by manufacturer. Therefore, it is recommended that each laboratory establish its own means and acceptable ranges and use those indicated in the passport as guides only.

Performance characteristics
This product is manufactured under strict quality control. However, to obtain consistent vial-to-vial results, it is necessary to store it properly and handle as described above.

Manufacturers listed

Xema-Medica (EIА), Russia

Alkor-Bio (EIА), Russia

Vector-Best (EIА), Russia

NVO Immunotech (EIA), Russia 

Abbott Laboratories (Abbott Axsym), USA

Bayer Diagnostics (Bayer Advia Centaur), USA

CanAg Diagnostics AB (EIA), Sweden

Diagnostic Products Corporation (DPC Immulite 2000), USA

Roche Diagnostics GmbH (Roche Elecsys 2010), Germany










