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Intended Use

The Pointe Scientific Inc. Ammonia / Alcohol control is intended as a means of monitoring various ammonia and / or ethanol assay methods to validate quantitation of patient samples. Control materials having known component concentrations are an integral part of diagnostic procedures. Daily monitoring of control values establishes intralaboratory parameters for accuracy and precision of the test method.

Product Description

The Pointe Scientific Inc. control is supplied as a two level control set, 2 x 5 ml, as a ready-to-use liquid requiring no reconstitution or dilution. It is prepared in a bovine albumin matrix fortified with ethanol and reagent grade chemicals. Preservatives, including thimerosal, have been added to inhibit growth.

Precautions
For in vitro diagnostic use only.  Normal precautions exercised in handling laboratory reagents and/or infectious biological materials should be followed.  Dispose of waste observing all local, state and federal laws.

Preparation

The controls are supplied as ready to use liquids.

Storage and Stability

1. 
Store the control at 2-8°C.

2. 
When stored unopened at 2-8°C, the control is stable until the expiration date on the label.

3. 
The control has an open vial stability of four months after opening and use.

4. 
Discard the control if it is turbid or there is any evidence of microbial contamination.

Procedure

1. Remove the control from the refrigerator and allow to come to room temperature (20 – 25°C) for 15 – 20 minutes.

2. Gently invert the control to assure homogeneity of the contents. Avoid foaming.

3. Treat the control as you would a patient sample in accordance with manufacturer’s requirements of the test method.

4. Immediately recap the control and return it to 2 - 8°C when not in use.

Expected Range

The expected ranges have been established form interlaboratory data. Each laboratory should establish its own parameters.

Limitations

Any future changes made by the manufacturer of a test method may give different values from the indicated range. Limitations of the test method are included in the package insert for reagent kit or instrument being used.

Ammonia (Level 1 Lot 300702 Exp: 3-04) ( Level 2 Lot 300703 Exp: 3-04)





	Instrument1
	UNITS
	Level 1

Mean     Range
	Level 2

Mean       Range
	
	SI UNITS
	Level 1

Mean    Range
	Level 2

Mean      Range

	Beckman Synchron
	umol/L
	38          27-49
	242          193-290
	
	ug/dl
	65          45-84
	412          329-494

	Dade Aca*
	umol/L
	35          25-46
	237          190-285
	
	ug/dl
	60          42-78
	404          324-485

	Dade Dimension
	umol/L
	36          25-46
	243          195-292
	
	ug/dl
	61          42-79
	414          332-497

	Ortho Vitros
	umol/L
	22          16-29
	237          190-284
	
	ug/dl
	38          27-50
	404          324-484

	Pointe Scientific Inc.
	umol/L
	38          27-49
	241          193-290
	
	ug/dl
	65          45-84
	411          329-494

	Raichem rgt 2
	umol/L
	38          27-49
	241          193-290
	
	ug/dl
	65          45-84
	411          329-494

	Roche Cobas Integra
	umol/L
	35          24-45
	246          197-295
	
	ug/dl
	59          41-77
	419          336-502

	Roche Hitachi
	umol/L
	37          26-48
	234          187-281
	
	ug/dl
	63          44-82
	398          319-479


Alcohol (Level 1 Lot 300702 Exp: 3-04) ( Level 2 Lot 300703 Exp: 3-04)





	Instrument1
	UNITS
	Level 1

Mean     Range
	Level 2

Mean       Range
	
	SI UNITS
	Level 1

Mean      Range
	Level 2

Mean        Range

	Abbott AxSYM
	mg/dl
	50          35-65
	255          204-306
	
	mmol/L
	10.8        7.6-14
	55.3          44.3-66.4

	Beckman Synchon
	mg/dl
	51          36-67
	257          206-308
	
	mmol/L
	11.2        7.8-14.5
	55.8          44.7-66.9

	Dade Aca*
	mg/dl
	50          40-60
	248          199-298
	
	mmol/L
	10.9        8.7-13.0
	53.9          43.2-64.7

	Dade Dimension
	mg/dl
	50          40-60
	248          199-298
	
	mmol/L
	10.8        8.7-13.0
	53.9          43.2-64.7

	Dade EMIT rgt. 2
	mg/dl
	54          43-65
	257          205-308
	
	mmol/L
	11.8        9.3-14.1
	55.7          44.5-66.9

	Ortho Vitros
	mg/dl
	44          35-53
	201          161-241
	
	mmol/L
	9.6          7.6-11.5
	43.6          35.0-52.3

	Pointe Scientific Inc.
	mg/dl
	52          42-62
	253          202-303
	
	mmol/L
	11.3        9.1-13.5
	54.9          43.9-65.8

	Roche Cobas Integra
	mg/dl
	52          42-62
	253          202-303
	
	mmol/L
	11.3        9.1-13.5
	54.9          43.9-65.8

	Roche Hitachi
	mg/dl
	52          41-62
	255          204-305
	
	mmol/L
	11.2        8.9-13.5
	55.3          44.3-66.2


1. Using manufacturer’s reagent unless otherwise listed.

2. Emit, Raichem reagent used on Olympus AU 400/600, Beckman Synchron.

 * Target value only. Mean based on limited data.
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