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March 2015 
 
 
 
To Whom It May Concern: 
 
 
 
DECLARATION 
 
The Terumo BCT TSCD® II Sterile Tubing Welder (product code: ME-SC203AH) is intended for laboratory 
use to automatically and aseptically connect two functionally closed, internally sterile elements (PVC 
tubing).  
 
When properly used according to the TSCD II operating instructions (the “Operating Instructions”), the 
device maintains a sterile system for transferring blood or blood products from one sterile collection 
container to another. 
 
We certify that a sterile weld is produced if the correct tubing type is used and the specifications and the 
operating instructions are correctly followed as expressly prescribed in the Operating Instructions. 
 
 
 
Sincerely, 
 
 
 
Ruth Foster 
Director, Regulatory Affairs  
Terumo BCT EMEA 
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