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Certificate of Registration 
QUALITY MANAGEMENT SYSTEM - ISO 13485:2016 & EN ISO 13485:2016 

This is to certify that: 

Holds Certificate Number: 

KO USA, Inc. 
12930 IH 10 West 
San Antonio 
Texas 
78249 
USA 

MD 673264 

and operates a Quality Management System which complies with the requirements of ISO 13485:2016 & EN ISO 
13485:2016 for the following scope: 

The design, development, manufacture and servicing of powered and non-powered negative 
pressure wound therapy pumps and associated sterile foam dressing kits and tube sets, silver 
foam dressing kits, abdominal dressing kits, and epidermal harvesting system for the area of 
wound therapy. 

For and on behalf of BSI: 
Graeme Tunbridge, Senior Vice President Medical Devices 

Original Registration Date: 2017-12-12 

Latest Revision Date: 2023-02-24 
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Effective Date: 2023-02-28 

Expiry Date: 2026-02-27 
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Certificate No: 

Location 

KCI USA, Inc. 
12930 IH 10 West 
San Antonio 
Texas 
78249 
USA 

KCI USA, Inc. 
San Antonio 2 
6203 Farinon Drive 
San Antonio 
Texas 
78249 
USA 

KCI USA, Inc. 
San Antonio 3 
5850 Farinon Drive 
San Antonio 
Texas 
78249 
USA 

MD 673264 

Original Registration Date: 2017-12-12 

Latest Revision Date: 2023-02-24 

Registered Activities 

The design, development, manufacture and servicing of 
powered and non-powered negative pressure wound therapy 
pumps and associated sterile foam dressing kits and tube 
sets, silver foam dressing kits, abdominal dressing kits, and 
epidermal harvesting system for the area of wound therapy. 

The design and development of powered and non-powered 
negative pressure wound therapy pumps and associated 
sterile foam dressing kits and tube sets, silver foam dressing 
kits, abdominal dressing kits, and epidermal harvesting 
system for the area of wound therapy. 

Manufacture and servicing of powered negative pressure 
wound therapy pumps and epidermal harvesting system for 
the area of wound therapy. 
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Expiry Date: 2026-02-27 
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