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DIETHYLENE GLYCOL AND ETHYLENE GLYCOL STATEMENT 
Urea GMP 

BioSpectra does not intentionally add or use Diethylene Glycol or Ethylene Glycol in the Urea, 
Bio Excipient Grade manufacturing process. Urea, Bio Excipient Grade is not considered high 
risk for Diethylene Glycol and Ethylene Glycol contamination per the US FDA Guidance for 
Industry: Testing of Glycerin, Propylene Glycol, Maltitol Solution, Hydrogenated Starch 
Hydrolysate, Sorbitol Solution, and other High-Risk Drug Components for Diethylene Glycol and 
Ethylene Glycol.  

Current Product Number 
UREA-3220 
UREA-3221 
UREA-3222 
UREA-3223 
UREA-3224 
UREA-3250 

 
For further information, please contact Customer.Service@BioSpectra.us 

 
 

 
Cassie Baun 
Senior Compliance Specialist 
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