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DESCRIPTION: 
Sporicidal and tuberculocidal tests were conducted side-by-side against predicate device Cidex Plus in order 

STERILIZATION CLAIM:
The contact time of 10 hours at 25°C is supported by AOAC Sporicidal Test data. Three lots of stressed prod-
ucts were tested against spores dried on carrier surfaces. The test results showed that all spores were eliminated 

disinfectant with satisfactory results. 

“AOAC Sporicidal Test”
Tested against micro-organisms: C. Sporegenes, B. Subtilis

Tested against micro-organisms: C. Sporegenes, B. Subtilis

An end point of the total kill contact time for spores was carried out to demonstrate that an adequate safety 
margin has been incorporated into the contact time of 10 hours at 25°C. Tested against micro-organisms: 
Bacillus Subtilis

HIGH LEVEL DISINFECTION CLAIM:

tests performed for vegetative bacteria, fungi and viruses showed satisfactory results at less than 5 minutes at 
20°C. Additional tests were performed to demonstrate effectiveness in simulated and actual use conditions for 
endoscopes at 25°C for 25 minutes.

SALSHA

“AOAC Use Dilution Test”
Tested against micro-organisms: Staphylococcus aureus, Salmonella choleraesuis, Pseudomonas aeruginosa

Tested against fungus: Trichophyton mentagrophytes
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Tested against viruses: Herpes simplex I, Poliovirus, Type II

A simulated use test was conducted in the laboratory to support the contact condition for high-level 
disinfection of endoscopes at 25°C for 25 minutes. The test demonstrates the effectiveness to kill 

neutralizer effectiveness control.

STRESSED TEST
Three lots of product were stressed in order to carry out certain tests under worst case conditions. Simulated 

of the product. Chemical determinations were made of the percent glutaraldehyde to verify that the stressed 

D-VALUES
D-Value Comparisons, Range Finding Studies at both 20°C and 25°C were conducted to evaluate relative
sporicidal activity against Bacillus spores. The D-values were calculated and plotted graphically.

“Range Finding Studies D-Value Comparisons”
Tested against micro-organism: Bacillus subtilis


