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Intended Use

The Chemistry Controls are intended for the verification of quantitative clinical chemistry assays.

Product Description

The product consists of lyophilized human serum.  The serum contains additives to provide the defined assay values.

Precautions
For in vitro diagnostic use only.  Human serum was used in the manufacture of this product.  Each donor unit was tested with licensed reagents and found negative for HBsAg and nonreactive for the HIV antibody.  Because no test method can offer complete assurance that products derived from human blood will not transmit infectious agents, it is recommended that this product be handled with the same precautions used for patient specimens.

Storage and Stability

Unreconstituted chemistry controls are stable until the expiration date when stored at 2-8°C.  Reconstituted chemistry controls are stable for ten days when stored at 2-8°C. NOTE: To assure enzyme stability within the control material (particularly CK) it is recommended that reconstituted controls be stored at a constant  2-8°C.  Exposure to room temperature should be minimized before use.

General Instructions For Use

Using a volumetric pipette, add exactly 5.0ml of DH2O to the lyophilized serum.  Gently invert the vial intermittently over a period of 20 minutes to ensure complete dissolution of contents.  Immediately prior to use, gently invert the vial 5 – 10 times.  Run the control serum using the same procedure as a patient serum.  

	ANALYTE
	ASCA
	ATAC

8000
	Chem

Well
	Cobas Mira
	Express

550
	Hitachi
	Pointe

180
	RA

500/1000
	Selectra
	All Other Systems
	Units

	Acid Phos
	6.2 ± 1.9
	---------
	---------
	5.1 ± 1.6
	5.6 ± 1.7
	7.0 ± 2.0
	5.8 ± 1.8
	4.8 ± 1.5
	---------
	5.6 ± 1.7
	U/L

	Albumin
	3.5 ± 0.3
	3.2 ± 0.3
	3.4 ± 0.3
	3.8 ± 0.4
	3.5 ± 0.3
	3.9 ± 0.4
	3.4 ± 0.3
	3.4 ± 0.3
	3.6 ± 0.4
	3.5 ± 0.3
	g/dl

	Alk Phos
	62 ± 12
	72 ± 14
	85 ± 17
	65 ± 13
	68 ± 14
	59 ± 12
	78 ± 16
	58 ± 12
	64 ± 13
	68 ± 14
	U/L

	ALT (SGPT)
	22 ± 5
	31 ± 7
	34 ± 8
	28 ± 7
	32 ± 8
	34 ± 8
	38 ± 9
	26 ± 6
	33 ± 8
	32 ± 8
	U/L

	Amylase 
	56 ± 11
	51 ± 10
	48 ± 10
	40 ± 8
	49 ± 10
	48 ± 10
	48 ± 10
	51 ± 10
	51 ± 10
	49 ± 10
	U/L

	AST (SGOT)
	35 ± 7
	43 ± 9
	48 ± 10
	35 ± 7
	40 ± 8
	39 ± 8
	49 ± 10
	32 ± 6
	40 ± 8
	40 ± 8
	U/L

	Direct Bilirubin
	0.3 ± 0.2
	0.3 ± 0.2
	0.4 ± 0.3
	0.4 ± 0.3
	0.3 ± 0.2
	0.3 ± 0.2
	-------- 
	0.3 ± 0.2
	0.4 ± 0.3
	0.3 ± 0.2
	mg/dl

	Total Bilirubin
	1.8 ± 0.6
	1.2 ± 0.4
	0.9 ± 0.2
	1.7 ± 0.6
	1.8 ± 0.3
	0.6 ± 0.2
	1.4 ± 0.5
	0.7 ± 0.2
	1.7± 0.6
	1.2 ± 0.3
	mg/dl

	BUN
	11 ± 3
	14 ± 3
	15 ± 3
	12 ± 3
	13 ± 3
	13 ± 3
	11 ± 3
	15 ± 3
	12 ± 3
	13 ± 3
	mg/dl

	Calcium (CPC)
	9.2 ± 0.7
	10.3 ± 0.8
	9.6 ± 0.8
	9.8 ± 0.8
	9.9 ± 0.8
	9.9 ± 0.8
	9.8 ± 0.8
	 10.5 ± 0.8
	---------
	9.9 ± 0.8
	mg/dl

	Calcium (III)
	9.1 ± 0.7
	--------
	9.9 ± 0.8
	9.4 ± 0.8
	10.0 ± 0.8
	--------
	--------
	10.9 ± 0.9
	9.9 ± 0.8
	10.0 ± 0.8
	mg/dl

	Chloride
	108 ± 4
	99 ± 3
	98 ± 3
	107 ± 4
	102 ± 3
	102 ± 6
	96 ± 4
	111 ± 11
	102 ± 3
	102 ± 3
	MEq/L

	Cholesterol
	161 ± 24
	137 ± 21
	143 ± 21
	140 ± 21
	146 ± 22
	157 ± 24
	140 ± 21
	144 ± 22
	146 ± 22
	146 ± 22
	mg/dl

	CarbonDioxide
	 16 ± 5
	13 ± 4
	--------
	14 ± 4
	10 ± 3
	16 ± 5
	12 ± 4
	13 ± 4
	10 ± 3
	14 ± 4
	mEq/L

	CK/CPK
	161 ± 32
	150 ± 30
	163 ± 33
	136 ± 27
	148 ± 30
	122 ± 24
	152 ± 30
	158 ± 31
	139 ± 28
	148 ± 30
	U/L

	Creatinine
	2.6 ± 0.6
	1.9 ± 0.4
	2.1 ± 0.4
	2.0 ± 0.4
	2.3 ± 0.5
	2.4 ± 0.5
	2.3 ± 0.5
	2.8 ± 0.6
	2.0 ± 0.4
	2.3 ± 0.5
	mg/dl

	GGTP(Soluble)
	33 ± 10
	30 ± 10
	33 ± 10
	29 ± 9
	32 ± 10
	33 ± 10
	36 ± 12
	33 ± 10
	29 ± 9
	32 ± 10
	U/L

	Glucose Hex
	108 ± 10
	96 ± 10
	105 ± 11
	115 ± 12
	109 ± 10
	105 ± 10
	105 ± 10
	128 ± 13
	105 ± 10
	109 ± 10
	mg/dl

	Glucose Ox
	102 ± 10
	---------
	98 ± 10
	--------
	99 ± 10
	107 ± 11
	98 ± 10
	--------
	---------
	99 ± 10
	mg/dl

	HDL (auto)
	---------
	23 ± 5
	--------
	23 ± 5
	24 ± 5
	22 ± 5
	--------
	28 ± 6
	22 ± 5
	24 ± 5
	mg/dl

	HDL (Mg/Dex)
	31 ± 6
	---------
	---------
	26 ± 5
	32 ± 6
	--------
	32 ± 6
	29 ± 6
	---------
	32 ± 6
	mg/dl

	HDL (PEG)
	30 ± 5
	---------
	---------
	23 ± 5
	31 ± 6
	--------
	30 ± 5
	29 ± 6
	---------
	31 ± 6
	mg/dl

	                  Iron
	97 ± 16
	81 ± 13
	91 ± 15
	91 ± 15
	99 ± 16
	109 ± 19
	79 ± 13
	102 ± 17
	---------
	99 ± 16
	ug/dl

	Lactate
	---------
	----------
	--------
	--------
	1.7 ± 0.2
	1.7 ± 0.2
	--------
	1.6 ± 0.2
	---------
	1.7 ± 0.2
	mmol/L

	LDH
	180 ± 36
	145 ± 29
	164 ± 33
	152 ± 30
	158 ± 32
	141 ± 28
	156 ± 31
	159 ± 32
	141 ± 28
	158 ± 32
	U/L

	Lipase (color)
	54 ± 13
	---------
	77 ± 19
	57 ± 14
	57 ± 15
	58 ± 16
	-------- 
	 55 ± 14
	---------
	57 ± 15
	U/L

	Magnesium
	2.2 ± 0.5
	2.0 ± 0.4
	2.3 ± 0.2
	2.3 ± 0.5
	2.3 ± 0.5
	2.4 ± 0.5
	2.2 ± 0.5
	2.6 ± 0.6
	2.2 ± 0.5
	2.3 ± 0.5
	mg/dl

	Phosphorus
	3.6 ± 0.4
	3.4 ± 0.3
	3.5 ± 0.4
	3.3 ± 0.3
	3.4 ± 0.4
	3.0 ± 0.3
	3.5 ± 0.4
	3.8 ± 0.4
	3.6 ± 0.4
	3.4 ± 0.4
	mg/dl

	Potassium
	5.5 ± 0.6
	4.3 ± 0.4
	--------
	4.3 ± 0.4
	4.3 ± 0.4
	4.2 ± 0.4
	4.3 ± 0.4
	-------
	4.1 ± 0.4
	4.3 ± 0.4
	mEq/L

	Sodium
	---------
	143 ± 4
	--------
	141 ± 5
	141 ± 4
	141 ± 5
	--------
	-------
	135 ± 4
	141 ± 4
	mEq/L

	Total Protein
	6.3 ± 0.3
	6.1 ± 0.3
	6.1 ± 0.3
	5.5 ± 0.3
	6.1 ± 0.3
	5.9 ± 0.3 
	6.2 ± 0.3
	6.7 ± 0.3
	6.0 ± 0.3
	6.1 ± 0.3
	g/dl

	Trig-GPO
	125 ± 19
	137 ± 21
	114 ± 17
	145 ± 22
	130 ± 20
	146 ±22
	116 ± 18
	 130 ± 20
	116 ± 18
	130 ± 20
	mg/dl

	UIBC
	-------
	---------
	163± 41
	184 ± 46
	173 ± 43
	182 ± 46
	--------
	--------
	---------
	173 ± 43
	ug/dl

	Uric Acid 
	6.7 ± 0.7
	6.0 ± 0.6
	6.6 ± 0.7
	6.0 ± 0.6
	6.1 ± 0.6
	5.4 ± 0.6
	6.4 ± 0.6
	7.9 ± 0.8
	6.3 ± 0.6
	6.1 ± 0.6
	mg/dl
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