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Rx ONLY

 
Intended Use
For in vitro diagnostic use only.
VITROS Chemistry Products Calibrator Kit 4 is used to calibrate VITROS 250/350/5,1 FS/4600/XT 3400 Chemistry Systems and VITROS 5600/XT 7600 Integrated Systems for the quantitative measurement of ALB, BuBc, Fe, TBIL, TIBC, and TP.
 
Reagents
The calibrators are prepared from processed bovine serum and bovine serum albumin to which organic analytes, inorganic salts, electrolytes, stabilizers, and preservatives have been added.
The diluents are prepared from processed water.
 
Nominal Values and Traceability
Nominal values are representative target concentrations used during the calibrator manufacturing process. The particular Supplementary Assigned Value (SAV) for an analyte in each vial is the generation-specific assigned concentration for VITROS Chemistry Products Slides, and is provided on the calibration media. To view this value, refer to the operating instructions for your system. Refer to the analyte-specific Instructions for Use for additional calibration information.
 
Nominal Values  * 
 
	Analyte
	
	Calibrator Vial ** 
	Units
	Calibrator Vial ** 
	Units

	
	
	1
	2
	3
	4
	
	1
	2
	3
	4
	

	Albumin
	(ALB)
	1.3
	3.5
	6.2
	-
	g/dL
	13
	35
	62
	-
	g/L

	Bilirubin
	(TBIL)
	0.8
	21.0
	11.0
	-
	mg/dL
	14
	359
	188
	-
	µmol/L

	Bilirubin, conjugated
	(Bc)
	0.3
	18.0
	1.0
	8.0
	mg/dL
	5
	308
	17
	137
	µmol/L

	Bilirubin, unconjugated
	(Bu)
	0.5
	6.0
	10.0
	21.0
	mg/dL
	9
	103
	171
	359
	µmol/L

	Iron
	(Fe)
	20
	-
	550
	200
	µg/dL
	3.6
	-
	98.5
	35.8
	µmol/L

	TIBC
	(TIBC)
	60
	-
	1600
	650
	µg/dL
	10.7
	-
	286.6
	116.4
	µmol/L

	Total Protein
	(TP)
	2.1
	6.5
	9.7
	-
	g/dL
	21
	65
	97
	-
	g/L


* A dash indicates analytes that are not targeted in a calibrator bottle.
** Concentration after calibrator is reconstituted with 3.0 mL of corresponding diluent.
 
Traceability of Values
 
	Analyte/Chemistry
	
	Reference Material
	Comparative Method

	Albumin
	(ALB)
	NIST SRM 927
	Bromcresol Green 1 

	Bilirubin
	(TBIL)
	NIST SRM 916
	Jendrassik-Grof 2  ,   3 

	Bilirubin, conjugated
	(Bc)
	NIST SRM 916
	HPLC 4 

	Bilirubin, unconjugated
	(Bu)
	NIST SRM 916
	HPLC 4 

	Iron
	(Fe)
	NIST SRM 937
	NCCLS/Ferene dye 5 

	TIBC
	(TIBC)
	NIST SRM 937
	NCCLS/Ferene dye 5 

	Total Protein
	(TP)
	NIST SRM 927
	Biuret 6 


 
Warnings and Precautions
For in vitro diagnostic use only.
 
	WARNING:
	While these products are bovine in origin, they should be handled using the same precautions as with any other blood or blood-derived product.


 
	WARNING:
	The packaging (vial stopper) of this product contains dry natural rubber, which may cause allergic reactions in some individuals.


Not all products and systems are available in all countries.
 
Reconstitution
 
	Caution:
	Do not use visibly damaged product or product with incompletely sealed packaging.


 
	Note:
	Each bottle of calibrator lyophilate has a corresponding diluent labeled by number. Use the appropriate diluent in the reconstitution of the lyophilate.


1. Materials should be at room temperature, 18–28 °C (64–82 °F), before reconstitution. Vials should sit out at room temperature approximately 60 minutes when taken from freezer storage.
2. Slowly invert the diluent bottle several times to mix the contents thoroughly. DO NOT SHAKE.
3. Gently tap the lyophilate vial on the counter several times to dislodge any material adhering to the stopper.
4. Remove the seal and stopper from each bottle just before adding the diluent. Do not leave vials unstoppered.
5. Add 3.0 mL of the appropriate diluent to each vial. Use a clean, dry pipette for each vial. A Class A volumetric pipette or an automated pipette of equivalent accuracy is recommended because of the importance of this reconstitution procedure to the accuracy of the results. Discard any remaining diluent.
6. Replace the stopper and hold it firmly in place. Invert the vial gently. DO NOT SHAKE.
7. Reconstitution, with occasional inversion, may take up to 30 minutes. Visually verify that all freeze-dried material is dissolved prior to use.
8. Keep all fluids tightly stoppered when not in use. At the time of reconstitution, it is recommended the operator date and initial the vial.
9. Reconstituted product should be used immediately or stored in the refrigerator between 2–8 °C (36–46 °F).
 
Storage
Storage and Stability
 
	Reagent
	Storage Condition
	Stability

	Unopened
	Frozen
	≤-18 °C (≤0 °F)
	Until expiration date

	Reconstituted
	Refrigerated
	2–8 °C (36–46 °F)
	≤ 24 hours if tightly stoppered


Refer to the analyte specific Instructions for Use for special calibration precautions.
 
Materials Provided
VITROS Chemistry Products Calibrator Kit 4
· 4 vials each of lyophilized calibrator 1, 2, 3, and 4
· 4 vials each of calibrator diluent 1, 2, 3, and 4
· 16 calibrator bar code labels (For use on VITROS 4600/XT 3400 Chemistry Systems and 5600/XT 7600 Integrated Systems)
 
Materials Required but Not Provided
A Class A volumetric pipette or an automated pipette of equivalent accuracy for addition of diluent to lyophilate
 
Testing Procedure
 
	Note:
	Be sure to use components from the same kit lot number.


1. If necessary, remove reconstituted material stored in the refrigerator.
2. Mix the vial thoroughly by gently inverting several times. DO NOT SHAKE.
3. Place fluid in a cup and cover with a pierceable cap.
4. Restopper the vial and immediately return it to the refrigerator.
5. Bring the cup to room temperature, 18–28 °C (64–82 °F), before analysis (approximately 10 minutes for refrigerated material).
6. Analyze according to operating instructions for your system.
7. Discard any unused portion in the cup following testing.
8. Use refrigerated fluid within 24 hours.
 
Limitations
The commutability of the VITROS Chemistry Products Calibrator Kit 4 for ALB, BuBc, Fe, TBIL, TIBC, and TP has been demonstrated among VITROS MicroSlide methods. Commutability of this calibrator has not been established with other methods.
 
References
1. Doumas BT, Biggs HG. Determination of serum albumin. Standard Methods in Clinical Chemistry. 7:175–188; 1972.
2. Jendrassik L, Grof P. Vereinfachte photometrische Methoden zur bestimmung des blutbilirubin. Biochem Z 297: 81-89; 1938.
3. Doumas BT, Perry BW, Sasse EA, et al. Standardization in Bilirubin Assays: Evaluation of Selected Methods and Stability of Bilirubin Solutions. Clin. Chem. 19:984–993; 1973.
4. Lauff JJ, Kasper ME, Wu TW, Ambrose RT. Isolation and preliminary characterization of a fraction of bilirubin in serum that is firmly bound to protein. Clin. Chem. 228: 629-37; 1928.
5. NCCLS. Determination of Serum Iron, Total Iron-Binding Capacity, and Percent Transferrin Saturation, Approved Standard. NCCLS H17-A [ISBN 1-56238-362-0]; NCCLS, 940 West Valley Road, Suite 1400, Wayne, PA 19087-1898, USA; 1998.
6. Doumas BT, Bayse DD, Carter RJ, et al. A candidate reference method for determination of total protein in serum. I. Development and validation. Clin Chem. 27:1642-50; 1981.
 
Glossary of Symbols
[image: image1.png]The following symbols may have been used in the labeling of this product.

Do Not Reuse

Use by or Expiration Date
(Year-Month-Day)

el

LOT Batch Code or Lot Number

Serial Number

Catalog Number or
Product Code

m

RO [

Caution

Keep Dry (Protect from
Moisture/Humidity)

Manufacturer

Date of Manufacture

Authorized Representative
in the European Community

Corrosive

Health Hazards

/ﬂf Upper Limit of Temperature
Lower Limit of Temperature
Temperature Limitation

Consult Instructions for Use

Attention: The Instructions for
Use (IFU) has been updated

For use in Slide Supply 1
For use in Slide Supply 2

S| Units
Conventional Units

Value

Flammable

Acute Toxicity

® S [ilipgE=~

Range

Range of Means

Midpoint

Revised

Supersedes

Contains Sufficient for

n" Tests

in vitro Diagnostic

Medical Device

Der Griine Punkt (the Green Dot).
Manufacturer follows certain

packaging material waste disposal
management regulations

Estimated within-lab SD

Serious Health Hazards

Environmental or
Aquatic Toxicity





 
Revision History
 
	Date of Revision
	Version
	Description of Technical Changes

	 
	 
	 


 
	When this Procedure is replaced, sign and date below and retain as specified by local regulations or laboratory policies, as appropriate.
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	This Procedure was derived from the following Ortho Clinical Diagnostics document: Pub. No. J11340_EN Version 12.0
	The information in this Procedure document has been provided to customers using Ortho Clinical Diagnostics products and was current as of the publication date. This document is not intended for commercial sale or distribution and may not be provided to other users without the written permission of Ortho Clinical Diagnostics. The Instructions for Use documents are the authorized source of information for VITROS Chemistry Products and VITROS Immunodiagnostic Products.


	
	Ortho Clinical Diagnostics is not responsible for any editing, line alteration or other revision, intentional or otherwise, to this information.
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