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 Certificate of Quality – Bacterial Filtration Efficiency 
 
 

  
This Certificate covers the following product families: 
Safetyspace® Filter Tips 

 
Filtration Performance 
 
Bacterial filtration efficiency testing was performed for Safetyspace® Filter Tips in compliance 
with US FDA GMP regulations 21 CF” Parts 210, 211 and 820. The test procedure was adapted 
from the method described in ASTM F2101.  Bacterial filtration testing has been executed 
using a suspension of Staphylococcus aureus, ATCC #6538 at a challenge level of greater than 
105 colony forming units (CFU). The challenge was aerosolized using a nebulizer and delivered 
to the tip using a fixed air pressure and flow rate of 5 liters per minute.  
 
All tested product samples show >99.7% filtration efficiency.  
 
The bacterial filtration test has been executed as a one-time verification. Testing is based on 
randomly selected samples on representative product variants. Testing will be repeated for any 
new product variants launched and Sartorius also commits to repeating the testing in case any 
changes are made that could affect the filtration performance.  
 
 
 
Helsinki, June 9th 2025 
 
 
 
Pia Ojala     Tuomas Huhmarniemi 
Product Manager    Head of Quality 
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