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T/F PSA calibrator 

TotaVFree Prostate Specific Antigen Calibrator 
Intended Use 
The T/F PSA Calibrator is an in vitro diagnostic product intended to be used to calibrate the 
Total (TPSA) and Free (FPSA) Prostate Specific Antigen methods for the Dimension@ 
d i n i d  chemistry system with the heterogeneous immunoassay module. This produd was 
designed to meet the needs of users to assure accurate results over the assay range of these 
methods. 
Conslihenls 
The T/F PSA Calibrator is a liquid product. Calibrator levels 2 through 6 contain human 
prostate specific antigen (free PSA) in a bovine serum albumin base. Level 1 is a horse 
serum base with no detectable PSA The kit consists of twelve vials, two at each of six 
levels. 
Precautions 
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This Product Contains Dry Nalural Rubber. 
Irritant. Level 1 contains chloroacetamide. May cause sensitization by skin contact Axwid 
contact with skin. Wear suitable gloves. If swallowed, seek medical advice immediately and 
show this container or label. 
Contains sodium azide (< 0.1%) as a preservative. Sodium azide can react with copper or 
lead pipes in drain lines to form explosive compounds. Proper disposal of this product as a 
biohazard will minimize this possibility. 
Contains human source material. When available a blood sample from the donor was tested 
and found negative for the presence of the antibody to Human Immunodeficiency Virus Type 
1 (HIV-1) and Type 2 (HIV-2). for Hepatitis B Surface Antigen (HBsAg). and for the antibody 
to Hepatitis C Virus (HCV). Where no donor blood sample was available, an extract of the 
starting material was tested and found negative for HIV-1. HIV-2. HBsAg. and HCV. Because 
no testing can offer complete assurance that these, or other infectious agents are absent, 
this material should be handled using good laboratory practice to avoid skin contac! and 
ingestion. Manuals are available which detail laboratory biosafety level criteria and 
practices.' 
For in vifro diagnostic use. 
Preparation 
Allow to equilibrate to room temperature (22 - 28°C) and swirl to mix before use. 

Storage 
Store at 2 - 8°C before and after opening. 
Stabilily 
Unopened Product See Expiration Date. 
Opened Product Once opened, the assigned values are stable for 30 days when stored 
securely capped at 2 - 8°C. 
Calibration Procedure 
Refer to the instruction manual for the Dimension@ clinical chemistry system. 
Six levels are provided. 
To calibrate TPSA. use levels: 1 , 2 . 4 , 5 . 6  
To calibrate FPSA. use levels: 1. 2. 3. 4, 5 
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Consliluenl Assianed Value units S.I. Unils' 

m w  
Level 1 PSA x.xx x.xx ng/mL WIL 

ng/mL Wfl Level 2 PSA x.xx x.xx 
Level 3 PSA xx.xx ng/mL w / L  
Level 4 PSA U.xx xx.xx ng/mL wn 
Level 5 PSA xx.xx xx.xx ng/mL Wfl 
Level 6 PSA xxx.xx ------ ng/mL w / L  
a. The assigned values are referenced to the WHO Standard lor free PSA. 1" IS 1999. W668. fomtem 

0 .  Users 01 this product will be mtified ii mere is a change in the assigned ValUeS. 
c. Sysleme International d'unites. 

Symbols Key: See adjacent panel 
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Oimensioa iz a registered trademark 01 Dade Behring ~ n c  , in me u S. Patent ana Trademark 
Dffim. in Germany and many omer countries. 
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