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Consult instructions for use
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In vitro diagnostic medical device
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Use by date
YYYY-MM-DD or YYYY-MM
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 SEQ CHAPTER \h \r 1SORBITOL DEHYDROGENASE CONTROLS

CATALOGUE NUMBER: SM-740
SIZE: 6 x 2 mL (Low)


SM-741
6 x 2 mL (High)

NOTE: Changes are highlighted.
INTENDED USE
For in vitro diagnostic use in quality control procedures to monitor the accuracy and precision of quantitative sorbitol dehydrogenase assays. For veterinary use only.

 SEQ CHAPTER \h \r 1PRINCIPLE
Commercially available control sera are used to monitor the performance of clinical chemistry methods. Sorbitol Dehydrogenase Controls may be used for this purpose.

CHARACTERISTICS
The Sorbitol Dehydrogenase Controls are prepared by the addition of sorbitol dehydrogenase (mammalian) to a phosphate buffer system with bovine serum albumin added for stability. A preservative has been added to inhibit microbial growth.

WARNINGS & PRECAUTIONS FOR USE
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For in vitro diagnostic use

 SEQ CHAPTER \h \r 1Sorbitol Dehydrogenase Controls are for in vitro diagnostic use. Do not pipette the control by mouth and avoid contact with skin and eyes. See Safety Data Sheet for additional information.

PREPARATION, STORAGE & STABILITY
1.
 SEQ CHAPTER \h \r 1Dissolve the entire contents of the Sorbitol Dehydrogenase Control with exactly 2.0 mL of deionized water.

2.
Mix  SEQ CHAPTER \h \r 1gently and allow at least 5 minutes for reconstitution, swirling occasionally until completely dissolved. Avoid excessive foaming.

 SEQ CHAPTER \h \r 1Sorbitol Dehydrogenase Controls are stable until the expiry date stated on the label at 2-8°C.

Reconstituted vials of controls are stable for 7 days if stored at 2-8°C. Recap and return controls to 2-8°C promptly after use.

 SEQ CHAPTER \h \r 1INSTRUCTIONS FOR USE
It is recommended that a sorbitol dehydrogenase assay method outlined by the reagent manufacturer be followed while using Sorbitol Dehydrogenase Controls.


DISPOSAL
Controls must be disposed of in accordance with all Federal, Provincial, State and local regulations.

PERFORMANCE CHARACTERISTICS
 SEQ CHAPTER \h \r 1NOTE: ASSIGNED VALUES ARE LOT SPECIFIC. Do not interchange lots of Sorbitol Dehydrogenase Controls with inserts of a different lot. Please refer to next page for the value assignment.

The unit definition used for the Sorbitol Dehydrogenase Controls is as follows. One unit of SDH will oxidize one micromole of NADH per minute at 37°C.

PRECISION STUDIES
Precision information is available upon request from SEKISUI Diagnostics.

TRADEMARKS
The word SEKURE and the Sekure logo are trademarks of SEKISUI Diagnostics, LLC.

All trademarks, brands, product names and trade names are the property of their respective companies.
 SEQ CHAPTER \h \r 1ASSIGNED VALUES

SORBITOL DEHYDROGENASE CONTROLS

CAT. NO. SM-740
LEVEL 1, LOT   
EXPIRY   
CAT. NO.  SM-741

LEVEL 2, LOT    
EXPIRY    
SORBITOL DEHYDROGENASE ANALYSIS
	CAT. NO.
	LEVEL
	LOT NO.
	ASSIGNED VALUE

	
	
	
	U/L at 37°C

	SM-740
	1 (Low)
	  
	   

	SM-741
	2 (High)
	  
	   


Please note that individual laboratories may not obtain results within the stated range due to variations in reagents, instruments, and techniques. It is recommended that each laboratory establish its own expected values and acceptable limits.
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