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Implementation of USP General Chapter <89.3> Endonuclease (Serratia marcescens) 
for Denarase®  
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
USP ⟨89.3⟩ testing is performed in-house using validated methods within an EXCiPACT® GMP-certified quality 
management system.  
*Benzonase nuclease is a registered trademark of Merck KGaA 

Denarase®  

Advancing Endonuclease Standardization in  
Biopharmaceutical Manufacturing  

• Serratia marcescens endonucleases such as Denarase® and  
Benzonase®* are industry standards for nucleic acid removal in 
biopharmaceutical manufacturing. 

• Despite their identical amino acid sequence, activity values reported on 
different suppliers' CoAs cannot be directly compared due to vendor-
specific activity assays. 

 USP General Chapter <89.3> Endonuclease 
• Provides standardized guidance for determining 

o volumetric activity 
o protein content 
o specific activity 

• Improves comparability across commercially available endonucleases 
• Endonuclease reference standard available (USP, Catalog No. 1235470) 

Implementation of Denarase® 
• Kerry has implemented the USP <89.3> assay as an additional  

activity test for Denarase® to support standardized comparison of 
commercially available Serratia marcescens endonucleases. 

• Activity [U/µL] and specific activity [U/mg] determined according to USP 
<89.3> will be added to Denarase® CoAs.  

• Parameters according to USP <89.3> will be reported as additional 
information and not be used for batch release. 

• The established release assay, specifications and acceptance criteria will 
remain unchanged. 

 See the example CoA on pages 2 and 3. 
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Contact 
Kerry Biotechnology Centre  
c-LEcta GmbH | Alte Messe 3 | 04103 Leipzig, Germany  
Phone: +49 341 355 214-0  
Mail: biopharma-enzymes@kerry.com | Web: denarase.com 

http://www.denarase.com/

