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1.1 Manufacturer Information 

 Quidel Corporation Phone: 1.800.874.1517 Web: quidel.com  
 10165 McKellar Court Fax: 1.858.453.4338 E-mail: qehs@quidel.com    
 San Diego, CA 92121 Emergency (24-Hour): 1.866.519.4752 

1.2 Product Information 

 Product Name: Sofia RSV FIA (Catalog #: 20242, 20260, and 20291)  

 Recommended Use: The Sofia RSV FIA employs immunofluorescence for detection of respiratory syncytial virus (RSV) 
nucleoprotein antigen directly from nasopharyngeal swab and nasopharyngeal aspirate/wash 
specimens from symptomatic patients. This qualitative test is intended for use as an aid in the rapid 
diagnosis of acute RSV infections in pediatric patients less than 19 years of age. A negative test is 
presumptive, and it is recommended these results be confirmed by virus culture or an FDA-cleared 
RSV molecular assay. This assay is for in vitro diagnostic use only. 

 Components: Kit is composed of individually pouched test cassettes, reagent tubes, reagent solution, sterile 
nasopharyngeal swabs, pink fixed volume pipettes (large), clear fixed volume pipettes (small), RSV 
positive control swab (swab is coated with non-infectious RSV antigen) and negative control swab 
(swab is coated with heat-inactivated, non-infectious Streptococcus C antigen). 

 
 

2.1  Emergency Overview 

Significant health effects are not anticipated from routine use of this kit when following Universal Precautions and general 
safety laboratory practices. None of the components listed within this kit are considered hazardous as defined by the 
Occupational Safety and Health Administration (OSHA), the Canadian Workplace Materials Information System (WHMIS), or 
the European Union (EU) Directives.  

When working with this kit we always recommend that employees wear appropriate personal protective equipment (PPE), 
including gloves, a lab coat and eye protection, and follow good laboratory hygiene practices to avoid any and all accidental 
exposure to workplace materials.  Universal Precautions should be followed when working with any potentially infectious 
material.  

 
 

Component Chemical Name CAS # EINECS # Concentration (%) Volume  

SAFETY DATA SHEET (SDS) NOT REQUIRED FOR THIS TEST KIT 

There are no hazardous chemicals contained within the components in this kit at concentrations that are considered hazardous 
to personal health and/or the environment. 

 

 

Every effort has been made to adhere to the hazard criteria and content requirements of the U.S. OSHA Hazard Communication 
Standard, European Communities Safety Data Sheets Directive, Canadian Controlled Products Regulations, UK Chemical Hazard 
information and Packaging Regulations, and UN Globally Harmonized System of Classification and Labeling of Chemicals. 

PREPARED BY: Quidel Corporation  SUPERCEDES: 09/10/2013 REVISIONS:    Added new catalog #20291.   
   10165 McKellar Court                                                                                                                         
   San Diego, CA 92121 

The information above is provided in good faith. It is believed to be accurate and represents the best information currently available to us. However, we make no warranty of 
merchantability, fitness for a particular purpose or of any other type, expressed or implied, with respect to products described or data or information provided, and we 
assume no liability resulting from the use of such products, data or information. Users should make their own investigations to determine the suitability of the information 
for their particular purposes, and the user assumes all risk arising from their use of the material. The user is required to comply with all laws and regulations relating to the 
purchase, use, storage and disposal of the material, and must be familiar with and follow generally accepted safe handling procedures.  In no event shall Quidel be liable for 
any claims, losses, or damages of any individual or for lost profits or any special, indirect, incidental, consequential or exemplary damages of any kind, howsoever arising, 
even if Quidel has been advised of the possibility of such damages. 
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