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	INTENDED USE
	CREm reagent, when used in conjunction with the UniCel® DxC 800 System and SYNCHRON®  Systems AQUA CAL 1 and 2, is intended for the quantitative determination of Creatinine concentration in human serum, plasma or urine.

Creatinine measurements are used in the diagnosis and treatment of renal diseases, in monitoring renal dialysis, and as a calculation basis for measuring other urine analytes.


	METHODOLOGY
	The SYNCHRON® System(s) determine creatinine concentration by means of the Jaffe rate method.


	SAMPLE
	If the urine is cloudy or turbid, centrifuge the sample prior to analysis. 

·  Stability of specimen is 8 hours at room temperature and 5 days refrigerated. 

·  For timed specimens, the collection container is to be kept in the refrigerator or on ice during the timed period. 

 Measure and enter 24 hour total volume in LIS.


	REAGENTS
	Beckman Creatinine Reagent Kit consisting of:

Alkaline Buffer 

Picric Acid Solution

Carefully pour 400 mL of Picric Acid Solution into the 1600 mL Alkaline Buffer bottle. Replace cap and mix at least 10 times by gentle inversion.

Onboard stability is 30 days.




	CALIBRATION
	Automated two-point calibration method using Synchron Aqua Cal 1 and 2. The system must have a valid calibration in memory before controls or patient samples can be run.  

Under typical operating conditions the calcium assay must be calibrated every 72 hours or with each new bottle of reagent and also with certain parts replacements or maintenance procedures.  (See DXC 800 Operations Manual for complete calibration instructions.)                                                   


	CONTROLS
	Biorad Assayed Urine Controls 1 and 2 analyzed daily. In addition, these controls should be run with each new calibration, with each new reagent bottle loaded, and after specific maintenance or troubleshooting procedures as detailed in the appropriate system manual..


	SAFETY
	All reagents and controls should be handled as though capable of transmitting infectious diseases. Wear appropriate personal protective equipment when running patient samples or performing scheduled maintenance.

Refer to:  Policy and Procedures Safety Manual Infection Control and Procedures 11-030-01


	PROCEDURE
	Program samples for analysis as directed in 04-010-01. When using a 0.5 mL sample cup, 0.3 mL of sample is optimum. 
FOR PROCESSING 24 HOUR URINE SPECIMENS:

1. Verify that the Urine Total Volume has been resulted in Cerner
2. Load urine sample with barcode onto DxC. 
3. Result will come across in Instrument Queue with all fields completed.

4. Verify results.




	REFERENCE RANGE
	Males: 1.0-2.0 g/24 hrs; 

 Females: 0.8-1.8 g/24 hrs


	ANALYTICAL RANGE
	10 - 400 mg/dL 


	REFERENCES
	Beckman Synchron Clinical Systems Chemistry Information Manual, 2007
http://kpnet.kp.org:81/california/scpmg/labnet/
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