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STUDY REPORT

GENERAL STUDY INFORMATION

Study Title:

Project Number:

TRF Number:

Virucidal Efficacy of a Disinfectant for Use on Inanimate Environmental
Surfaces

A08073

AUKO01062909.SFLU

TEST SUBSTANCE IDENTITY

Test Substance Name:
Lot/Batch(s):
Manufacture Date:

Expiration Date:

Test Substance Active

Concentration:

STUDY DATES

Date Sample Received:
Study Initiation Date:

Experimental Start Date:

Experimental End Date:
Study Completion Date:

TEST PARAMETERS

Dilution:

Virus:

Exposure Time:
Exposure Temperature:
Organic Soil Load:
Test Medium:

Indicator Cell Cultures:

SANITIZER CONCENTRATED
Lot: 9BRO35DESC

February 4, 2009

February 4, 2010

8.6% of cationic active ingredient based on Quats and PHMB

July 24, 2009
August 5, 2009
August 18, 2009
August 25, 2009
September 10, 2009

@

0.5% product in filter sterilized deionized water
1% product in filter sterilized deionized water
2% product in filter sterilized deionized water

Swine Influenza A (H1N1) virus, ATCC VR-333
Strain A/Swine/lowa/15/30

Ten minutes
Room temperature (20.0°C)
1% fetal bovine serum

Minimum Essential Medium (MEM) supplemented with 1%
heat-inactivated fetal bovine serum, 100 units/mL penicillin,
10 pg/mL gentamicin, and 2.5 pg/mL amphotericin B.

Rhesus monkey kidney (RMK) cells
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EXPERIMENTAL DESIGN

For each concentration of the test substance, a film of virus, dried on a glass surface, was
exposed to a 2.00 mL aliquot of the test substance for the ten minute Sponsor specified
exposure time at room temperature (20.0°C). Following the exposure time, the virucidal and
cytotoxic activities were removed from the virus-test substance mixtures utilizing individual
Sephadex gel columns, and the mixtures were assayed for viral infectivity by an accepted assay

- method. Appropriate virus, test substance cytotoxicity, and neutralization controls were run
concurrently.
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5. Diagnostic Procedures for Viral, Rickettsial, and Chlamydial Infections. Lennette, E.H.,
Lennette, D.A. and Lennette, E.T. editors. Seventh edition, 1995.
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CONCLUSION

Under the conditions of this investigation and in the presence of a 1% fetal bovine serum organic
soil load, three concentrations of SANITIZER CONCENTRATED (0.5%, 1%, and 2%)
demonstrated complete inactivation of Swine Influenza A (H1N1) virus following a ten minute
exposure time at room temperature (20.0°C). Taking the cytotoxicity and neutralization control
results into consideration, a 25.0 logse reduction in viral titer was demonstrated for all three
concentrations of SANITIZER CONCENTRATED as compared to the titer of the virus control.

In the opinion of the Author, there were no circumstances that may have affected the quality or
integrity of the data.
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STUDY RESULTS

TABLE 1: Effects of SANITIZER CONCENTRATED (Lot: 9BR035DESC) Following a
Ten Minute Exposure to Swine Influenza A (H1N1) Virus Dried on an Inanimate Surface

Swine Influenza A (H1N1) virus +
SANITIZER CONCENTRATED
Dilution Dried Virus Control Lot: 9BRO3SDESC
0.5% 1% 2%
Concentration Qoncentration Concentration

Cell Control 0000 0000 0000 0000
10" +4 0000 0000 0000
102 o+ 0000 0000 0000
10° PRI 0000 0000 0000
10% f 4 0000 0000 0000
10 3 40+ 0000 0000 0000
10 ' 000+ 0000 0000 0000
TCIDsy/0.1 mL 10> <10%° <A™ <10%°

TABLE 2: Cytotoxicity of SANITIZER CONCENTRATED on RMK Cell Cultures

. Cytotoxicity Controls
—— SANITIZER CONCENTRATED Lot: 9BRO35DESC
0.5% Concentration 1% Concentration 2% Concentration
Cell Control 0000 0000 0000
10" 0000 0000 0000
107 0000 0000 0000
10° 0000 0000 0000
10* 0000 0000 .0000
10° 0000 0000 0000
10° 0000 0000 0000
TCDs/0.1 mL <10°° - =10°° <10%°

(+) = Positive for the presence of test virus
(0) = No test virus recovered and/or no cytotoxicity present
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TABLE 3: Non-Virucidal Level of Test Substance (Neutralization Control)

Neutralization Controls
Dilution SANITIZER CONCENTRATED Lot: 9BRO35DESC
0.5% Concéntration 1% Concentration 2% Concentration
Cell Control 0000 0000 0000
10 o+ ‘ 44+ +4 4+
107 ++ 4+ + 44+ + 4+ +
1073 ++ 4+ +++ 4+ R
10 + 4+ + + + o+ + + 4+ + +
10° T+t o +4+ 4+
108 ottt +++ 4+ ++++
TCIDsp/0.1 mL <10%® <10°® <10°°

(+) = Positive for the presence of test virus
(0) = No test virus recovered and/or no cytotoxicity present

Results of the non-virucidal level control (neutralization control) indicate that all three concentrations
of the test substance were neutralized at a TCIDsy/0.1 mL of <0.5 l0g10.
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PROFESSIONAL PERSONNEL INVOLVED:

Karen M. Ramm, B.A. - Technical Director

Mary J. Miller, M. T. - Research Scientist Il
Katherine A. Paulson, M.L.T. - - Research Assistant Il
Shanen Conway, B.S. - Research Assistant Il
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Quiality ASsurance Auditor . . Date

The use of the ATS Labs name, logo or any other representation of ATS Labs without
the written approval of ATS Labs is prohibited. In addition, ATS Labs may not be
referred to in any form of promotional materials, press releases, advertising or similar

materials (whether by print, broadcast, communication or electronic means) without
the express written permission of ATS Labs.
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March 12, 2010
Arch Quimica Brasil Ltda

Av. Brasilia, 1.500 - Bairro Buru
13327-901 - Salto — SP — CEP 13320-970

Arch Quimica Brasil Ltda.,

ATS Labs is an efficacy testing laboratory; we do not offer active level testing, this would be performed
by an analytical laboratory.

Please feel free to contact me with any additional questions or concerns you may have.

Sincerely,

HKoson M. Coporm

Karen M. Ramm, B.A.
Director, New Business Development
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