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1225 227515

100 g of solution contain:

45.0 g 2-Propanol

30.0 g 1-Propanol

0.2 g Mecetronium etilsulphate
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Table 4: Results of termination controls of Sterillium® in the suspension test (without
addition of protein). Tests performed with single assays (titer of corresponding
control titration: 7.68 £ 0.25 logyo TCIDso/mL — Titer of the “stock virus” 9.0 + 0.31
logi0 TCIDso/mL)

Virus titer (log:, TCIDso/mL +2s) | (l0g1p) Reduction factor

Test substance | Conc. . :
(balance run) (incl. variance)

VP 83/2B undil. 7.55+0.44 0.13+0.51

s = Standard deviation

Overall evaluation

The studies performed showed that under the specified test conditions SARS-CoV was
inactivated quickly and efficiently by Sterillium®, i.e. that the infectious titer decreased below
the limit of detection determined by the cytotoxicity of the disinfectant. Accordingly, a (logio)
reduction factor = 4.25 + 0.47 was determined for Sterilium® undiluted in 30 seconds
regardless of the chosen test conditions (active concentration, contact time, clean conditions
[added protein increase by a factor], with 10 % (FC) serum load, and under dirty conditions).

The parallel controls confirmed the validity of the test assays. For instance the control
titrations showed that the titer of the 1:10 dilution was lower than that of the "stock virus” by
approx. 1 log;o unit, as would be expected, that the termination controls had about the same
values as the control titrations (log,o difference < 0.5), meaning there was no significant

“after-effect” of the disinfectant, and that the standard deviations of all titrations were always

I\

0.5 logy,. Due to the high cytotoxicity (up to 1:10,000) only a (log,e) reduction factor of
= 3.0 £ 0 could be determined for the formalin control.

A virucidal effect against other viruses cannot be derived from this study.
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