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Recommendations

Efficacy Supported By Data

The submitted re-use data support efficacy of an undiluted
activated solution when reused for 14 days for sterili-
zation in 10 hours at 20°C and/or disinfection in 10
mlnutes at 20°C in accordance with label dlrectlons.

These data will also support efficacy claims for the
l4-day reused solution against the following micro-
organisms:

Pseudomonas aeruginosa - Herpes simplex virus, Type 1
Staphylococcus aureus Herpes simplex virus, Type 2
Salmonella choleraesuis Poliovirus, Type 2
Trichophyton mentagrophytes Adenovirus, Type 2
Bacillus sublitis Echovirus., Type 8

Clostridium sporogenes

Bfficacy Not Supported By Data

The efficacy claim against Coxsackievirus, B5a, is not
acceptable because the data indicate that the 1l4-day
reused solution does not completely inactivate this virus.

Tuberculocidal Efficacy
The submitted data developed by the AOAC Tuberculocidal

Activity Test appear to demonstrate effectiveness of a
l4-day reused solution as a tuberculocide in 10 minutes

at 20°C. However, since the Agency has evidence that

reused solutions of glutaraldehyde-based products may
not prov1de consistently effective tuberculocidal
results in 10 minutes at 20°C, the validity of this
data is questionable.

Labeling

The efficacy claim against Coxsackievirus B5a is not
support by acceptable data and must be deleted.



