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Certificate of Registration 
of Quality Management System 
to I.S. EN ISO 13485:2012 
 

The National Standards Authority of Ireland certifies that: 
American Bio Medica 
Corporation 

 

122 Smith Road  
Kinderhook, NY 12106  
USA 

 

 

has been assessed and deemed to comply with the requirements 
of the above standard in respect of the scope of operations given 
below: 
 

The design/development, manufacture and 
distribution of in-vitro diagnostic test kits and 
related equipment utilizing lateral flow 
immunoassay technology used in the rapid 
screening test of drugs of abuse, infectious 
diseases and other analytes.   

Additional sites covered under this multi-site certification are listed on the Annex 
(File No.MD19.4136) 

 
 
Approved by: 
Kevin D. Mullaney 
Chief Executive Officer 

 
 
  

 
Approved by: 
Susan Murphy  
Risk Management Officer 

 Registration Number: MD19.4136 

Certification Granted: Oct 06, 2004 

Effective Date:  Aug 10, 2015 

Expiry Date: Jul 31, 2018 

 
 
 

 

 
National Standards Authority of Ireland, 1 Swift Square, Northwood, Santry, Dublin 9, Ireland T +353 1 807 3800  
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Annex to Certificate number Cert/File No: MD19.4136 
 
 
Scope of Registration : 
 

 

The design/development, manufacture and distribution of in-
vitro diagnostic test kits and related equipment utilizing lateral 
flow immunoassay technology used in the rapid screening test 
of drugs of abuse, infectious diseases and other analytes.   
 
  

Activity  Location 

Package and Shipping American Bio Medica Corporation 
122 Smith Road 
Kinderhook, NY 12106 
USA 
File No.: MD19.4136 
 

Design and Manufacturing American Bio Medica Corporation 
603 Heron Drive Unit # 4 
Logan Township, NJ 08085 
USA  
File No.: MD19.4136/A 
 

 
 
 
Verified by: 
Operations Manager 
 


