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STATEMENT OF NO DATA CONFIDENTIALITY CLAIMS

No claim of confidentiality, on any basis whatsoever, is made for any information

contained in this document. I acknowledge that information not designated as within the

scope of FTFRA sec. 1O(dX1XA), (B), or (C) and which pertains to a registered or
previously registered pesticide is not entitled to confidential treatment and may be

released 
-to 

tñe public, subject to the provisions regarding disclosure to multinational

entities under FIFRA 10(g).

Company:

Company Agent:

DeconT Systems, LLC

Title

Date:_
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GOOD LABORATORY PRACTICE STATEMENT

The study referenced in this report was conducted in compliance with U.S. Environmental
Protection Agency Good Laboratory Practice (GLP) regulations set forth in 40 CFR Part

160 with the following exception:

The following studies were not performed following GLP regulations: characterization of
the compounds.

Subm

spo

Study

Date:

t-71-t
ry , M.T

l2SSCorporateCenterDrive,Suitell0. Eagan,MN55121 c 877.287.8378 o 651.379.5510 . www.accuratuslabs.com



Project No.422375

Protocol Number: DSS0I 1 10416.4FLU.3

DeconT Systems, LLC

Page 4 of 34
AGCURATUS
-LAB SERVICES-
THE ANIIMICROBIAL AUTHORITY#

QUALITY ASSURANCE UNIT SUMMARY

Study: Virucidal Efficacy of a Disinfectant for Use on lnanimate Environmental Surfaces

The objective of the Quality Assurance Unit is to monitor the conduct and reporting of
non-clinical laboratory studies. This study has been performed in accordance to standard
operating procedures and the study protocol. ln accordance with Good Laboratory Practice

regulation 40 CFR Part 160, the Quality Assurance Unit maintains a copy of the study
protocol and standard operating procedures and has inspected this study on the date(s)

listed below. Studies are inspected at time intervals to assure the integrity of the study.

The fïndings of these inspections have been reported to Management and the Study
Director.

Quality Assurance Special Date: l- 3l-l I

Phase lnspected
Date of Phase

lnspection
Date Reported to
Study Director

Date Reported to
Management

Critical Phase Audit:
Preparation of Virus

Films
January 12,2017 January 12,2017 January 13,2017

Final Report January 29,2017 January 30,2017 January 31,2017
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STUDY REPORT

GENERAL STUDY INFORMATION

Study Title:

Project Number:

Protocol Number:

Sponsor:

Virucidal Efficacy of a Disinfectant for Use on lnanimate
Environmental Surfaces

p¿2375

DSSo11 10416.4F1U.3

DeconT Systems, LLC
8541E. Anderson Dr. #106
Scottsdale, M 85255

Testing Facility: Accuratus Lab Services
1285 Corporate Center Drive, Suite 110
Eagan, MN 55121

TEST SUBSTANCE IDENTITY

Test Substance Name: D7 Part 1 (16-1 94) D7 Parl2 (040516-7) D7 Part 3 (18840)
D7 Part 1 (16-202) D7 Part 2 (040516-8) D7 Part 3 (18840)

LoUBatch(s):

Test Su bstance C haracterization
Test substance characterization as to identity, strength, purity, solubility and
composition, as applicable, was documented prior to its use in the study, however, not in
accordance to 40 CFR, Part 160, Subpart F [160.105]. The Test Substance Certificate
of Analysis Reports may be found in Attachments l-lll.

STUDY DATES

Date Sample Received: December 1,2016
Study lnitiation Date: December 20,2016
Experimental Start Date: January 12,2017 (Start time: 3:34 p.m.)
Experimental End Date: January 19,2017 (End time: 4:00 p.m.)
Study Gompletion Date: January 31,2017
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OBJECTIVE

The objective of this study was to evaluate the virucidal efficacy of a test substance for
registration of a product as a virucide. The test procedure was to simulate the way in
which the product is intended to be used. This method is in compliance with the
requirements of and may be submitted to the U.S. Environmental Protection Agency
(EPA) and Health Canada.

SUMMARY OF RESULTS

Test Substance D7 Part 1 (16-194) D7 Part? (040516-7) D7 Part 3 (18840)
D7 Part 1 (16-202) D7 Part 2 (040516-8) D7 Part 3 (18840)

Dilution: 1 (Part 1):1 (Part 2) + 2o/o of the total volume of Part 3
98.0 mL of Part 1 + 98.0 mL of Parl2 + 4.0 mL of Part 3
Applied as a trigger spray

Virus Avian lnfluenza A (H7N9) virus, Strain wildtype NAnhuilll29l3
cDc # 2013759189

Exposure Time:

Exposure Temperature:

Organic Soil Load:

Efficacy Result:

10 minutes

Room temperature (20.0"C)

1o/o fetal bovine serum

Two batches of D7 lD7 Part 1 (16-194) D7 Part 2 (040516-7)
D7 Part 3 (18840) and D7 Part 1 (16-202) D7 Part 2 (040516-8)
D7 Part 3 (18840)l met the performance requirements specified
in the study protocol. The results indicate complete
inactivation of Avian lnfluenza A (H7N9) virus under these test
conditions as required by the U.S. EPA and Health Canada.

l2S5CorpofateCenterDrive, Suite 110 . Eagan, MN 55121 . 877.287.8378 o 651.379.5510 . www.accuratuslabs.com
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1

TEST SYSTEM

Virus
The wildtype A/Anhui/112013 strain of Avian lnfluenza A (H7Ng) virus used for this
study was obta¡ned from the Centers for Disease Control and Prevention (CDC),
Atlanta, GA (CDC # 2013759189). The stock virus was prepared by collecting
the supernatant culture fluid from 75-100% infected culture cells. The cells were
disrupted and cell debris removed by centrifugation at approximately 2000 RPM
for ten minutes at approximately 4'C. The supernatant was removed, aliquoted,
and the high titer stock virus was stored at <-70'C until the day of use. On the
day of use, an aliquot of stock virus (Accuratus Lab Services Lot H7N9-4) was
removed, thawed and maintained at a refrigerated temperature until used in the
assay. The stock virus culture was adjusted to contain 1o/o fetal bovine serum as
the organic soil load. The stock virus tested demonstrated cytopathic effects
(CPE) typicalof lnfluenza virus on MDCK cells.

lndicator Cell Cultures
Cultures of MDCK (canine kidney) cells were originally obtained from the American
Type Culture Collection, Manassas, VA (ATCC CCL-34). The cells were
propagated by Accuratus Lab Services personnel. The cells were seeded into

multiwell cell culture plates and maintained at 36-38'C in a humidified atmosphere
of 5-7o/o COz. On the day of testing, the cells were observed as having proper cell
integrity and confluency, and therefore, were acceptable for use in this study.

All cell culture documentation was retained for the cell cultures used in the assay
with respect to source, passage number, growth characteristics, seeding densities
and the general condition of the cells.

Test Medium
The test medium used in this study was Minimum Essential Medium (MEM)

supplemented with 2 pg/mL TPCK-trypsin,25 mM HEPES, 0.2o/o bovine serum

albumin (BSA) fraction V, 10 pg/mL gentamicin, 100 units/ml penicillin, and

2.5 pg/mL amphotericin B.

2.

3.
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TEST METHOD

4.

5

Preparation of Test Substance
Two batches of D7 were diluted 1 (Part 1):1 (Part 2) + 2o/o of the total volume of

Part 3 and applied as a trigger spray, as requested by the Sponsor' Each batch of

test substance was prepared in an individual Accuratus Lab Services trigger spray

bottle.

one batch was prepared using 98'0 mL of D7 Part 1 (16-194) + 98'0 mL of D7

part2 (040516-7) + 4.0 mL of D7 Part 3 (18840) and the other batch was prepared

using o'8.0 mL of D7 Part 1 (16-202) + 98.0 mL of D7 Part 2 (040516-8) + 4'0 mL of

D7 Part 3 (18840).

The prepared test substance was allowed to stand at least 5 minutes prior to testing

and was used within 3 hours of preparation. Each batch of test substance was in

solution as determined by visual observation and was at the exposure temperature
prior to use.

Preparation of Virus Films
films of virus were prepared by spreading 200 pL of virus inoculum uniformly

over the bottoms of three separate 100 x 15 mm sterile glass petri dishes

(without touching the sides of the petri dish). The virus films were dried at 20.0"C

in a relative humidity of 11.4o/o until visibly dry (20 minutes).

Preparation of Sephadex Gel Filtration Columns
ofthevirus-testsubstancemixturepriortoassayof

virus, and/or to reduce the virucidal level of the test substance, virus was separated

from the test substance by filtration through Sephadex LH-20 gel. On the day of

testing, Sephadex columns were prepared by centrifuging the prepared Sephadex

gel inlterile syringes for three minutes to clear the void volume. The columns were

then ready to be used in the assaY.

lnput Virus Control (TABLE 1)

On the day of testing, the stock virus utilized in the assay was titered by 1O-fold

serial diluúon and ãssayed for infectivity to determine the starting titer of the

virus. The results of this control are for informational purposes only.

2.

3.

Treatment of Virus Films with the Test Substance (TABLE 2)

ffisubstance,onedriedvirusfilmwasindividuallyexposed
for 10 minutes at room temperature (20.0'C) to the amount of spray released

under use conditions. The carriers were sprayed until thoroughly wet, using

4 sprays at a distance of 6 to I inches, and held covered for the exposure time'

The viius films were completely covered with the test substance. Just prior to the

end of the exposure time, the plates were individually scraped with a cellscraper
to resuspend the contents and at the end of the exposure time the virus-test

substance mixtures were immediately passed through individual Sephadex

columns utilizing the syringe plungers in order to detoxify the mixtures. The filtrates

(10-1 dilution) wére then titered by 1O-fold serial dilution and assayed for infectivity

and/or cytotoxicitY.
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6 of Dried Virus Control Film (TABLE 1)

One virus film was prepared as previously described
control film was exposed to 2.00 mL of test medium in lie

held covered for 10 minutes at room temperature (20.0'

(paragraph 2). The virus
u of the test substance and
C). Just prior to the end of

7

the exposure time, the virus control was scraped with a cell scraper and at the end

of the exposure time the virus mixture was immediately passed through a

Sephadex column in the same manner as the test virus (paragraph 5) The filtrate

(10-1 dilution) was then titered by 1O-fold serial dilution and assayed for infectivity.

Cvtotoxicitv Controls (TABLE 3)
Each batch of the test substance was sprayed as previously described onto

separate sterile petri dishes and held covered for the 10 minute exposure time at

room temperature (20.0"C). Just prior to the end of the exposure time, the plates

were individually scraped with a cell scraper and at the end of the exposure time the

contents were immediately passed through individual Sephadex columns utilizing

the syringe plungers. The filtrates (10-r dilution) were then titered by 1O-fold serial

dilution and assayed for cytotoxicity. Cytotoxicity of the MDCK cell cultures was

scored at the same time as the virus{est substance and virus control cultures.

Assav of Non-Virucidal Level of Test Substance (Neutralization Control)
(TABLE 4)
Each dilution of the neutralized test substance (cytotoxicity control dilutions) was

challenged with an aliquot of low titer stock virus to determine the dilution(s) of test

substance at which virucidal activity, if any, was retained. Dilutions that showed
virucidal activity were not considered in determining reduction of the virus by the
test substance.

Using the cytotoxicity control dilutions prepared above, an additional set of

indicàtor cell cultures was inoculated with a 100 UL aliquot of each dilution in
quadruplicate. A 100 pL aliquot of low titer stock virus (approximately

3 infectious units) was inoculated into each cell culture well and the indicator cell

cultures were incubated along with the test and virus control plates.

lnfectivitv Assavs
ffre lt¡OCf cell line, which exhibits cytopathic effect (CPE) in the presence of

Avian lnfluenza A (H7Ng) virus, was used as the indicator cell line in the

infectivity assays. Cells in multiwell culture dishes were inoculated in

quadruplicate with 100 pL of the dilutions prepared from test and control groups.

The input virus control was inoculated in duplicate. Uninfected indicator cell

cultures (cell controls) were inoculated with test medium alone. The cultures

were incubated at 36-38"C in a humidified atmosphere oÍ 5-7o/o COz in sterile

disposable cell culture labware. The cultures were scored periodically for seven

days for the absence or presence of CPE, cytotoxicity, and for viability.

Statistical Methods: Notapplicable

I

I

10.
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PROTOCOL CHANGES

Protocol Amendments:
No protocol amendments were required for this study

Protocol Deviations:
No protocol deviations occurred during this study

DATA ANALYSIS

Calculation of Titers

Viral and cytotoxicity titers are expressed as -logro of the 50 percent titration endpoint for
infectivity (TClDso) or cytotoxicity (TCDso), respectively, as calculated by the method of
Spearman Karber.

- Log of lst dilution inoculated - [([ surn of % mortality at each dilution )
Ll.t t oo l - 0.5 x (logarithm of dilution

Calculation of Log Reduction

Dried Virus Control Logro TClDso - Test Substance Logro TClDso = Log Reduction

STU DY ACCEPTANCE CRITERIA

U.S. EPA and Health Ganada Submission
A valid test requires 1) that at least 4 logro of infectivity be recovered from the dried virus
control film; 2) that when cytotoxicity is evident, at least a 3-log reduction in titer is

demonstrated beyond the cytotoxic level; 3) that the cell controls be negative for
infectivity. Note: An efficacious product must demonstrate complete inactivation of the
virus at all dilutions.

l2SSCofporateCenterDr¡ve,Su¡te110. Eagan,MN55121 c877.287.8378 o 651.379.5510. www.accuratuslabs.com
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RECORD RETENTION

Study Specific Documents
All of the original raw data developed exclusively for this study shall be archived at

Accuratus Lab Services, 1285 Corporate Center Drive, Suite 110, Eagan, MN 55121 for a
minimum of five years following the study completion date. After this time, the Sponsor
(or the Sponsor Representative, if applicable) will be contacted to determine the final

disposition. The original data includes, but is not limited to, the following:

1. All handwritten raw data for control and test substances including, but not limited to,

notebooks, data forms and calculations.
2. Any protocol amendments/deviation notifications.
3. All measured data used in formulating the final report.

4. Memoranda, specifications, and other study specific correspondence relating to

interpretation and evaluation of data, other than those documents contained in the final

study report.
5. Original signed protocol.
6. Certified copy of the final study report.
7. Study-specific SOP deviations made during the study.

Test Substance Retention
The test substance will be discarded following study completion per Sponsor approved
protocol. lt is the responsibility of the Sponsor to retain a sample of the test substance.
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STUDY RESULTS

Results of tests with two batches oÍ D7 [D7 Part 1 (16-194) D7 ParI 2 (040516-7)

D7 Parl3 (1S840) and D7 Part 1 (16-202) D7 Part 2 (040516-8) D7 Part 3 (18840)1,

diluted 1 (Part 1):1 (Part 2) + 2o/o of the total volume of Part 3 and applied as a trigger
spray, exposed to Avian lnfluenza A (H7Ng) virus in the presence of a 1o/o fetal bovine
serum organic soil load at room temperature (20.0'C) for 10 minutes are shown in Tables
1-4. All cell controls were negative for test virus infectivity.

The titer of the input virus control was 6.00 logro. The titer of the dried virus control was
5.50 logro. Following exposure, test virus infectivity was not detected in the virus-test
substance mixture for either batch at any dilution tested (s2.50 logro). Test substance
cytotoxicity was observed in both batches at 2.50 logro. The neutralization control
(non-virucidal level of the test substance) indicates that the test substance was neutralized

at s2.50 logro for both batches. Taking the cytotoxicity and neutralization control results

into consideration, the reduction in viral titer was >3.00 logro for both batches.

STUDY CONCLUSION

Under the conditions of this investigation and in the presence of a 1o/o Íetal bovine
serum organic soil load, D7, diluted I (Part l):l (Part 2l + 2o/o of the total volume of
Part 3 and applied as a trigger spray, demonstrated complete inactivation of Avian
lnfluenza A (H7N9) virus following a l0 minute exposure time at room temperature
(20.0'C) as required by the U.S. EPA and Health Canada.

ln the opinion of the Study Director, there were no circumstances that may have adversely
affected the quality or integrity of the data.

The use of the Accuratus Lab Services name, logo or any other representation
of Accuratus Lab Services without the written approval of Accuratus Lab
Services is prohibited. ln addition, Accuratus Lab Services 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 expressed written permission of Accuratus Lab Services.
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TABLE l: Virus Gontrols Results

lnput Virus Gontrol Results and Results of Avian lnfluenza A (H7N9) Virus
Dried on an lnanimate Surface Following a l0 Minute Exposure Time

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

Dilution lnput Virus Control Dried Virus Control

CellControl

10-1

10-2

10-3

104

10-5

10-6

10-7

10-8

00

++

++

++

++

++

0+

00

00

0000
++++
++++
++++
++++
++++

0000
0000
0000

TClDso/100 pL 106.00 105.s0
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TABLE 2: Test Results

Effects of DZ [D7 Part f (f 6-194) D7 Part 2(040516-7) D7 Part 3 (18840) and
D7 Part 1 (16-2021D7 Part 2 (040516-8) D7 Part 3 (18840I Following a 10 Minute

Exposure to Avian lnfluenza A (H7Ng) Virus Dried on an lnanimate Surface

(0) = No test virus recovered and/or no cytotoxicity present
(T) = CytotoxicitY Present

Dilution

Avian lnfluenza A (H7Ng)virus +
D7 Part 1 (16-194)

D7 Part 2 (040516-7)
D7 Parl3 (18840)

Avian lnfluenza A (H7N9) virus +
D7 Part 1 (16-202)

D7 Part 2 (040516-8)
D7 Part 3 (18840)

CellControl

10-1

10-2

10-3

104

10-5

10-6

10-7

10-8

0000
TTTT
TTTT
0000
0000
0000
0000
0000
0000

0000
TTTT
TTTT
0000
0000
0000
0000
0000
0000

TClDso/100 PL <102.50 <102.50
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TABLE 3: Cytotoxicity Gontrol Results

Gytotoxicity of D7 on MDCK Gell Cultures

Dilution

Cytotoxicity Control
D7 Part 1 (16-194)

D7 Part 2 (040516-7)
D7 Part 3 (18840)

Cytotoxicity Control
D7 Part 1 (16-202)

D7 Part 2 (040516-8)
D7 Part 3 (18840)

CellControl

10-1

10-2

10-3

104

10-5

10-6

10'7

10-8

0000
TTTT
TTTT
0000
0000
0000
0000
0000
0000

0000
TTTT
TTTT
0000
0000
0000
0000
0000
0000

TCDso/100 pL 102.50 102.50

(0) = No test virus recovered and/or no cytotoxicity present
(T) = Cytotoxicity Present
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Dilution

Test Virus + Cytotoxicity
Control

D7 Part 1 (16-194)
D7 Part 2 (040516-7)

D7 Part 3 (18840)

Test Virus + Cytotoxicity
Control

D7 Part 1 (16-202)
D7 Part 2 (040516-8)

D7 Part 3 (18840)

Cell Control

10¡

10-2

10-3

104

10-s

10-6

10'7

10-8

0000
TTTT
TTTT
++++
++++
++++
++++
++++
++++

0000
TTTT
TTTT
++++
++++
++++
++++
++++
++++

TABLE 4: Neutralization Gontrol Results

Non-Virucidal Level of the Test Substance (Neutralization Control)

(+) = Posit¡ve for the presence of test virus after low titer stock virus added
(neutralization control)

(0) = No test virus recovered and/or no cytotoxicity present
(T) = CytotoxicitY Present

Results of the non-virucidal level control indicate that the test substance was neutralized at
a TClDso/100 pLof <2.50logro for both batches.
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November 28, 2016
Cetfificate of Analysis Decon 7 Patt I

Deoon7 Part 1 contains 2 quatemary ammonium compounds. The active [Alkyl Dimetþtbenzeyl

Ammonium Chloridel is piesent at i.2% wt., N Alkyl pentamethy plþpane diamonium dichloride is present

at 1% wt. Tota¡ Quat. concentfation is assayed using method BCQCSP-2'I l '

ATTACHMENT l: Certificate of Analysis - D7 Part I

batch
number

% wt, Total quaternary ammonium

comÞounds

t6-194 4.13 I I

16-202 4.24 I

16-222 4.18 I

I

EXACT COPY

rNIïALS¡|5pATE I->i-t?

l2B5CorporateCenterDrive,Suitell0. Eagan,MN5512'l o 877.287.8378 ¡ 651.379.5510. www.accuratuslabs.com



Project No.422375

Protocol Number: DSS01 1 1 0416.4FLU.3

DeconT Systems, LLC

Page 20 of 34
AGCURATUS_LAB SERVICES_
THE ANTIMICROBIAL AUTHORITYffi

ATTACHMENT ll: Certificate of Analysis - D7 Part2

November 28, 20 16

Cortificate ofAnalysis Decon 7 Part 2

Part2 is assayed for %wt.H2O2 using method BCQCSP - 6.44. Expiration date to all product is

11/28/2A11.

batch number

040516-7
040516-8
040516-9

%wt, H202

7.601
7.556
7,561

LCL

7.51

7.51

7.51

UCL
8.3
8.3

8.3

EXACT COPY

lN ITIALSI$\DATE ¡-)\"lJ
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ATTACHMENT lll: Certificate of Analysis - DZ Part 3

Allan Ghemical Co oration
5

Ringwood, New JerseY 07456

CERT]FICATE OF ANALYSIS-'¡"

Product: DIACETIN
Manufacture Date: 10113115

Suggested Re-test Date; 10112117

Batch No: 18840

T
Far 1(97CI) 962{Q20

E-Mail: allanchem@allarnchetf,t'com

UnitE Sngcifiçafien Recultf

Clear liquid, free from suspended Satisfactory
matter.
Hazen 10 max 3
o/ovilw 0.05 max 0.023
mg KOH/g 542-605 574-2
%-w/w 0.2 max 0.03

1.180-1.195 1'186

4

Pronertv#

Appearance

Colour
Acidlty (as aeetic acid)
Saponification Value
Water Content
Specific GravitY @ âO|ãOC

EXACI COPY

|NIT|ALS tfic\onrr l-3 i*t1
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Aeurolur L¡b Sodbo¡ Prdôd .**i*xçæt r.a

V4'* te-e-'\G

PBOTOCOL

Vlrucidal Efficacy of a Dislnfectanl lor Use on
lnanlmate Environmenlal Surfaces

Virus; Avian lnfluenza A (H7N9) virus

PROTOCOL NUMBER

DSSo1110416.4F1U.3

PREPARED FORTSPONSOR

DeconT Systems, LLC
8541 É, Anderson Dr, #106

scottsdale, Az 85255

PREPARED BY/TESTING FACILITY

Accuratus Lab Servicee
1285 Corporate Center Drive, Suite 110

Eagan, MN 55121

DATE

November 4, 2016

EXAC-¡ COPY

INITIALS ff\DATË I- }\¡7

P NO P NçTAqY I N FOBMATI ON

THIS DOCUMENT IS THE PROPERTY OF AND CONTAINS.PROPRIETARY INFORMATION OF ACCURATUS LAB SÊRVICES'

Ni¡iîHËñ1îíîôocúueñr, Honi¡¡Ëónr,i¡iiöñ coNi¡rNÉo HrnElN t8 ro BE REPRoDUC€D oR DlsctosEo ro orHERs, lN

wuoL. oR lN pART, Hon usso ËöÈÀñV àunÞóêÈ oi¡rtn rx¡N rnç pERFoRù/tANcE oF rxls woRK oN BÊHALF oF rHE

ðËä-ùs-oc,'wiixoúi Þnron wnrrrEN pERMtsstor.¡ oF AccuRArus LAB s€RvlcEs.

Ienplare: I l0-lJ Page 1 of 12

1285 Corpordoc6ls Or¡vù 9.¡¡lô t10' Êryr. MN 55'l2l r 877 28? S378' 651 370.551 0 . M.E¡f¡ldÈlfqt
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Pagê 2 o1 12 #åeett*$tpå
Vlrucldal Efllcacy ol a Dlelnlectant lor Use on lnanlmate Envlronmental Surlaces

PURPOSE
ffi" ol this study is to evaluâte the v¡rucidal efficacy of a te51 substance for rcoistration oj â p¡oduct es Ê

viruci¿c. The test proceåure iÈ to simulato the way in whiclr thê product is intende-d to bê u6êd. This mcthod ¡6 in

ðomólion* Ut¡ må requ¡remênts ol and mây bc Eúbmüted to, onê or mor6 of thê fcllowing agËnc¡rÊ âs inclicetsd by

tl Spon*., U.S. Enùironmantet Protoctio; Agency (EPA), Hcelth Canade and Ausralian Thôråpoutic Good6

Administrât¡on (TGA).

TEST SUBSTANCE CHARACTERlZATlOlt_
t1s0.105Jtê6tsub6tencêôh8lâôtrrizat|one6to¡dêntity,3tr6ngth.

prr¡ty, ioiunif¡ty end ôomposition, as aóplicebtà, shall bo documontod beforc its use ¡n this etudy. Thc stebility of

in" tät ¡rU.rãncc shall bc dotcrmlneà'prior to or ooncurfontly with this ¡tudy. Pertlnènt lnformrtion, which mây

;ñðct tho outcomc of th¡6 study, shall be oommunicatcd in writing to the Study D¡rêctor upon samplc submi66¡on

ió Àccuratus Lab Servicas, A,óòuratus Leb scrvicôg will ãppônd Sponsor-provided Certil¡cetêg of Analysis (C of

¡l i" ìnii itrOy report, ¡t requrEted and Èuppl¡ed. Clârectøizetiôn end Etâbility studics not psrformed frcllowing

eip regutationo will be notcd in tfre Good Leboretory Practice compliance statement.

scHEpuLlNG AND DISCLAIMER qf WAFnANfY
a f¡r$tcome/tirst-6crvo ba6is once Accuratu6 Leb Sêrvicc6

roöô¡ves lhe Sponsor approvãOlcomplåtd protocol, signôd ltc ochèdulc and concsponding tost substâ¡ce{s).

g"rod 
-on 

ell rcqu¡rêd metoriels Ueing recciveC ât this time, the !P!gt!çl oxpcrimcntål 6lârt dâto 
. 
¡6

Ñã""*¡"i Zã, 201d. Vêrbal rcsutts may ú givcn upon complôtlon of the õtudy w¡th ã wr¡ttcn rêport to follo^, on thc

"roo."A 
*rpletion detG of Dccemberi0, Zótg. to êxpcdite schcduling, plaesc br 6uË all rsqu¡rcd papcrwork and

ËäãüËtanco Oocumentet¡on is complete/accurete upon ãrlvãl ãt AccurátuB Leþ Sorv¡cêt.

lf ä tèst must bc rapeatod, or a portlon of it, bccauEe ol failure by Accuratus Lab Servicês to âdhor6 to Epoc¡fi.d

orocedures. it will be repeated i'ree of charoe. It e têst must be repeated, or e porl¡on of it, due lo feilure of

ijt'rãi,ätròri, it 
"ilr 

oã repcated frec of ciarge. "Msthods Dcvclopmcnf feos shall bc asscsead, howsvcr, if

tnã tãst rrnst.noe and/or tesi system requ¡ra modiflcetions dus to complexity ând dilficulty of test¡ng.

lf thc sponsor fequ66ts å reprat test, they w¡ll be charged tor an âdditional test.

Nc¡ther the neme of AccuråtuE Leb SeNices nor eny of ¡ts ômployrès årË to bê uscd ¡n edvêrtising or olhar

promotion without wr¡ttcn consênt from AccurâtuÊ Leb Sðrv¡c€s'

Thc Sponsor i6 responsible for eny rejoct¡on of tho final report by thc fegulatory agcncy of its submission

*À""iÀing raport format, pagination, etð, To prevent raiêction, Sponsor ehould-carcfully rcvlew thc Accurstue

iåo se*iõ". linal rcport and'notify Accuretus Lab scrviccs ol any pcrceivcd deficlancies in thcsc eßas bðfor.

submiss¡on of tho report to tni ügüfatory agenoy. Accuratu6 Lab Servlces will meke reesoneble chanoes dcemed

nocossary by thE Sponsor, without altering lhê technical dâia'

JUSTIFICATION FoR SELECTIoN OF THE TEST SYSrE¡tl
Rogulatoryagcnclo5requr@edi5inlectentintendedforu$onherdsurfaccsbe
ilpÑ;í¡iappropriaic sciinUnc äata dsmon¡trating thc afficacy óf thê têst substiâncc ägâin6t thc clâlmcd

,ñã. Èãrr, åcãîtv will eccett ãàequeto detâ gena.ratãd by any appropriäte têêh-n¡quð in eupport of a vltucidal

åmri.i 
"1.¡m] 

rúrs is accoinpl¡s¡¿¡ ty tæating. thc targ¡t viius wlth thc dis¡nfectant (têst substencê) undcr

ö.ot¡á.r, wh¡ch s¡muletc ãJ'creety ár posslúb, in thi laboratory, thô âctual. conditlons undcr whiôh tht

ãü¡'Àröár,it is àãs¡gnø to ¡c use¿. Éor dtd¡ntscant products ¡ntcnded for uso on hârd surtacêr (drv' lnanimatc

ênvironmêntial surfeccs), a ãrrier molhod i6 used in tùe gcnsretlon of the 6upporting viroloo¡câl data' Thc MD-oK

;i'jil:;hi.t;r¡pori; ¡r" äionrtn of tho Avian lnfluãnza A (H7Ng) virus, wlll be uscd in th¡6 stüdv. Th6

åiþcr¡mãntat desigir in lhls protocol meets thesG requirements'

Templote: I l0-l,l Èôpl¡dty lntonlllon -

12g5cdpødoCãltDr,nS¡il. Il0 ' E{tr,MN35!21 ' 8772878378'851 379.5510 ' wry q&iuirb..û@
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Page 3 of 12 #å"p;*!#H-?
TEST PRINCIPLË .^. ^ -^^^¡n-¡ ôe*Ê,¡rô riñ. Âr rh.
A film of viru6, dried on e glass surface, ie cxposcd to thê tost sub6tence lor e specilicd cxposurc timo' At thc

lrìä'ätìnj -,i.ñiure tima, tlnc viruc¡¿at ano c¡ätoxlc activit¡ec ere rcmovcd from thc viruË-tê6t 6ub6tânc6 m¡xturc'

ãno iù, ,irtür" ie arsayed ior viral infeaiviiy by en eccspted as6ey method. Appropr¡ate virus, tesl substancc

cytoloxicity, and neutralizalion controls erc run cÖncunently'

STUOY OESIGN
õ-6 will bc preparcd in parallcl and used as follow6:

The âppropr¡ete numbêr ôf |llms l¡r êach balch of tert sub8tenco assayêd per expo6ure timc requsstod'

The appropriete number of films for virus control t¡trãtion (titer of virus after drying) pêr cxpoeurc time

raquestcd.

The inoculatêd carrierÊ ârc cxposcd to thô tcst substencc for the Sponsor 6pec¡licd expo6urô timê' At thc. end of

ü;ö;ifi;J;rpãsrr" tira, iä.wp.noào u¡rus-test subotance mixiures will b6 dstoxifìðd ând medo non'virucidal

Ë,, ¡"irãátãt"r,, äaorng the .iñlerti t"i sêphedex gel..tlltntion column lollÕwsd bv 1o'fold serial dllutións in test

mêdtum. Eech ditution ¡r ¡nîàri"trJ¡Ãtoìåo¡catorietl culturcs. The rðsucpêndcd virus control tilm end cach

batch of te6t substencô alonã wilL ¡a treetcd in exåctly thc Eemê mânnsr. For analysls of infactlvity, culturcs w¡ll

bê hêld for thê åpproprietê in"üò.t¡o" poriod at the eñO ot which time cultures will be scorÊd for thê prcsonce of

thÊ tôôt v¡ru6. culturos w¡¡¡ 
'6e-monltoied 

st thst t¡me for csll viability. unintcctôd indicstor cell culturôÊ wlll be

ä¡õã'¡i pãi"ilji ano eimirãäy mon¡toiã¿. For en¡tys¡E or cytotoxiðity, thê viebilltv ol culturea inqculetad.with

ditut¡ons of êâch tost an¿ .vtäío,,ì.iii'controt wiil oc d-etøminci. ln addition to tho abovo t¡trátions lor infectlvity

äil;äö*¡.¡y, iñJ ies¡ouäiu¡rùðiãat activity of th6 t.õt substancc afiEr neutralizet¡on will be dètormined bv

âdding â tow titêr of 6tock v¡ruo io eacn dilution of thc te6t subEùancc (cytotoxicity control dilutions). Tho resulting

m¡xturcs of dilulions 
"r" 

.r.rvio iãi ¡nicct¡vitv ¡n ordêr to dôlêrminê ihe dllut¡on(s) of test Êub6tianca et wh¡ch

vlrucidel activ¡ty, if eny, is rÊteincd'

VIRUS
The wildtypê ÁJAnhui/1t2013, CDC # 201375918g6tfein of Avian lnlluenza A (H7N9) v¡rus to be used for this 6ludy

wâ6 obte¡nod from thc Cuntär" tot Di6oa6û Contfol end Prevontlon (CDC, Atlanta, GA)' Stock virus is propared

üii"ll""t¡ng tho rrp"r"t.Ài'õrñrr" ¡uið'rrom 75-100% infoctcd cultur¡ cells. Thc colls ers d¡cruptêd and cell

dcbris romoved ov centrrruiätLn.-'ine.trp"rn"tant is rômovcd, aliquoted, ând lhê high titer stock virua may be

stored at < -70"c untit tn" oãy ot usc, Atteinate mcthods of viral propagelion mây.bc utilized based on the growth

äãr¡r"i"ntiàr1¡,ò v¡rus, iií.ir"o"g"ti"" màtno¿ wttl bc tpccified'in the raw-data end in th. roport' on tho dav

ol usô the epproprtâtc numbei of'aliquots are removed, thawcd, comblned (if applicable). and. mâintâinêd at a

raf¡gcrated tcmpêraturo ,;iil;tud lnihê e6say. Nots: tf thc sponsor rêquôst6 an organlc soll load chållcngc'

tatat bovinc serum (FBs) ;ih; r"d;;t"d org.ni. soil will be incorporâtcd Into thô stock virua eliquot' Thc stock

"i*i,ãiiüJót "¡rt 
bê àdluitêd to yitlú thê p.rcênt orgenic soil load raquestêd.

¡NDICATOR CELL CULTURES
Culturca of MDoK (can¡nc*äney) cetls wera orioinally obtalnod from lhq Amaricañ TypG culturê Colloction,

Mana6$âô, vA (ATCC CCL.34). Thc c€ll6 are propala[ed by Accuntus Leb services pcrsonnsl, The celle are

scedod into muttiweil *rr .rrtrri pt"t"r 
"n¿ 

maiñaiÀø at 3ô-à8'C ¡n e humidilied elmospherc ot 5'7r/b coz' Ths

c"ñnr"*j 
"ltni 

cells will oä'ãpp'õpiir1" ¡or the test virus. MDCK cslls oblained from en alt6metê, rcputable 6ource

;;ibs ,áêd Ths sourcç of the cells will bc specified in lhe final report'

All cell culturê documentât¡on is rciaincd for thc cell culturês used in this essây witlì råspoct þ sourcÖ' pesse0ê

rü"iùàr, õrr"rtt chãraôtefistics, scoding dcn6iäci and the gcnsr.l condi¡on ol the cells'

Rwidrv lôforrldion
lenplurc: ll0-lJ

128ô Corpordo Csl6 Þrivq g¡¡to I t 0' Êryr' MN 551 2t e 877.287.8378 ¡ 0$1.379.i51 0' Ë$.rs¡Úû¡i¡þÁ¡ûú
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Påga 4 ol 12 gfr-âe*xw

TEST MEDIUM
Îñ]ãiãã|¡m used for this e6sey is Minimum Essêntial Medium (MEM) supplcmentod with 0'10% (v/v) heat

inactivated fctal þov¡nÇ s!rum. The mcdium may elso bc supplðmcnt3d with onô or moæ of $e 
'ollcnring: 

10 ¡ig/mL

gcntårnic¡n, j00 un¡t6/mL pcnicillln, 2.5 pg/mL amphotcricin B, 1.0-2,0 mM L-glutamìnc, ånd 0.5 - 5 pg/mL trypÊin.

i¡J*mpo.it¡on ot thc teit medium mai úc a[erÊð baEôd on the v¡ru6 andlor cells. Thê composition of thc mcdium

will be 5p€cificd in thê raw detâ ând in the rêport.

PREPAn^TION OF TEST SUSSTANpF
ffiu6êdasrccommendedbytheSponsor,Theproductwillbepre.
Êqu¡libreted to lhc de6ircd test t6mpôreturc ¡f âppliceble.

PREPARATION OF VIRUS FILMS
ffireading200¡rLofvirusinoculumuniformlyov6rthebottomofthQappropriete
nu*¡rr of 100 X 1S'mri stcrlle gtàss petridtsneS lwitnout touchlng thê s¡der of the petri di6h). Thc viru¡ will be

airdried et 10.C-30oC until visibly dry (à20 minutes). A cel¡bratod t¡mer w¡ll bo u6êd for timing thc drying 
. 
Tho

¡ry¡ng *nOitions (temperature añO fíuiîlO¡tyl wlll bá approprletc for lhe test virus for the purpost of obtä¡ning

måx¡ñrum ¡urvival'following drying. The actual drying conditions, drying time and câl¡brâtod tlmor used will be

clearly dooumentcd.

Onc dried virus lilm per batch of tcst substãnce will bc esseyâd unlêss othêrwiss roquåsted'

TESI MÊTlloD

Proptrttlon ol 3ephadex Gel Flltratlon Columns
To rcduce thc cytotoxic lcvel of the virus-test 6ub6tencê mixture prior to å6sey of v¡ru$, endlor to rêduc€ thê virucidal

lcvcl of thc test åubsbnce, virus is separated from the tÊst 6ubstenco by fi|tu'etion through Saphadox gcl. Thc Vpcof
ssohedex used wilt no ;peci¡æ ¡n ihs t¡nal roport on tho day ol tc6ting, scphedex columns an preparcd by

õ,íirifrq,.g in" prcpe6d 
'Saphadcx grl in sterils syringcs lor thrce minutes to clear lhc vo¡d volumô. Thð column6

ere no1/v reedy to bè usêd in the assay.

lnput Vlru3 Control
ö[ itra àei of tssting, the stock virus utilizêd ¡n thc essey will bê t¡tércd by 'l0-lold sêrial d¡lution and assayed for

¡nieA¡u¡ty ío detcrmiñc the 6târt¡ng titcr ol thc v¡rus. The ieeult¡ of thio conlrol arc for inlormat¡onâl purposos only.

Treatmont of V¡rur Fllmt urlth tho Tost Subttancr
Foi eactr baþh of t¿5t substencc âssey¡d, thc åppropriatð numbcr of dricd virus filmt ert individually oxposod to a

ä¡j 
'ilä¡õuóì 

oitni usc dilu¡on of theiest substance (liquid products), or to tfe emount of sprav rcleâËcd undu use

;ilir6n;(gp¡¿y Jro¿r"s) end hðld coverod lor the 3pêcified êxposure time(6) and têmporaturt. A celibratËd timôr

*i¡i b€ ,r"d ior i¡riling the ixposurs. Thr ac{uel tcmpcrature will bô rocordod. Ju6t prior to the tnd of thc cxposuo

ffi;ìhõlrt* àrc ¡ñ¿iuiOuairy sgapcd with a ccll scra por to rcsuspend tht conlents ãnd at the .nd of tlto cxposure

time thc v¡ru6-têÊt srustancc'mi*t.,rcs sre immcdlatâÙ pats+ through individual Scphâdêx column6 u(lizing the

lv¡ng" pünõ"r ln ordcr ro oioxity tnc mixture.. Tho fltåtc (10'r dltut¡on) is thèn t¡tcrüd by ssilel dilution and etts{Í
tíi in"¡ffiìtv 

"nolor 
cytotoxiãity. To further aid in the rcmoving of tho cytolox¡c tffectc ol tha tâst 6ubÊtenc6 tû tht

inài"aior ùi culturcs,lndividuá dltut¡ons mey be pessod through eddit¡onal individual SêphadGx columns'

I'empla¡e: I l0.lJ Ropridty lhformdloil

l285 Corpüdr Colt Or¡w. g¡i{. 1 10' E¡egr. MN 55121' 877 ?87 8378' 85! .37S.S5'1 0 ¡ M-rrytulrÈidr4
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Pag6 5 ol 12 #AcFsçâT*:
Troåtmont of Drled Vlru¡ Control Fllm
ä,äeppmp¡ete numbor ol virus titms arc preparod es dËscribêd previously lor each. exposure t¡m€ âsseyed. Th3

u¡*-,üntråf nlmr arr run in parallel o ttre iesi v¡ru$ but å 2.0 mL aliquot of ts6t mêdium is eddcd in litu of tht tt6t

ü;ñ*. The virus controt'l¡ims are hcld covôrôd end cxposod to the test mådium for thc samc cxpo8uG t¡me âñd

at the ¡amc cxposurê tampcr¡¡tuÉ eô thc tcrl films aft êxposod to thr têst gubrtence. A cålibretd timer will bc usêd

Ër tñ,n! iúäxposure ana tnJ actugl tempereturc will bs rccorded. JuEt prior to the end of the cxposura tim6, thê

,ì*s f¡frñ6 arc inOtvidua¡ly eirapca as prcviously dcscriþod and et tha end of the exoosuro timc thc mixturc6 erê

immsdiately passed lhrough-inåiviâuar ôopnacei columle utilizing thê syrinlc plungci Thr filhetr (10'f dilution) ls

ffi1ittr;í by seriel dllutioi àno assayea 
'for 

infcctivlty. lf âctditionel saphâdêx columns werc used to furthor reducc

g,ã cvtãtoi¡ã'c¡rcc¡5 in thê lest subsiancc assay, tire seme dilutions of thc v¡ru6 confol will bc pa66cd through

eddlüonel individual Sephadsx columns.

Cytotoxlclty Control
ÃiO äf 

"iiqrot 
of cach batch of to6t substance {liquld products) of the emount of.thê test substance rocovertd

;h"; ;t"ilä onto e ût6ñtr petri dish (sprey proclucts), is Íltored through a Sephadex column utilizing thc cyringâ

"lr^ä"i'ana 
the filtratc is diiutcd senâni in medium and ¡noculetêd into call culturcs for essây of cytotoxicity

ä;;";rü;¡th id;lrr; controt ano tist suusùencê-treâtcd virus samples. For sprey producù6, th. cvtotoxic¡ty

*nirof *¡ll 
"U" 

held coversd for th6 longcst requc$ted êxposurio t¡mo et th6 rôqucstcd cxposur6 t€mprraturc- A

caf¡UrateA timar will be uscd ior timing ihe exposure. lf additlonal Sephadex columns wer6 used ùc furthor reduce

tf," .VtJt*i. 
"}"cts 

¡n ttr" tc¡t su¡e¡qñ." assay, the samo dilutions of tho cytotoxicity control will bo pes6êd through

additional individual Sephadex columns.

assav ol Non-vlrucldal Lovol ot Tosl substânco (Nôutfallzatlon control)
Êiãr,iäii,,l¡iîäit.'ãÑtr"i;"d tæt cubstâncô (c¡otdxicrty conrot dilutions) will bc challenged with an aliquotor.lort'

ti6i sroct v¡rus to dôtóminc th" Oitrtion¡s¡ * tàdt suUstañcê et which v¡ruc¡dal âctivity, if any, is rêteined. Dilutiong

Uìãi iùo, ,irr.¡Oel activity wlll not bc consiàcred in determining rcduction of tho v¡rus by the têst sub6tånæ'

using thê cytotoxicity control dilutions prepared abov6, en addit¡onal 6ct of ¡nd¡cetor câll culturés ì¡v¡ll bo inoculatcd

*ñli ã I oO rrl aliquót ot sac'nìitution in quadruplicate, A 100 liL ellquot of low titêr stock virus will bê inoculetcd

¡niä J"cn celt cutiure werr åno- tnà inoicator ccil cultures will be incub,aied along wilh the test and virus control

pletes.

lnfectlvlty 488åYt
The MDCK ccll llnê, which èxh¡bit3 cytopethic cffcct (CPE) in thc prc6oncð ol Aviln lntlucnza A (H7Ng) virus, will

be uecd as thê Inclicator coll line in ini infcc¡vity essåyt, CËll6 in multiwell culturs d¡6h06 will bo ¡noculstêd in

ilrñ;il.;t; çl¡lrr-r oo ur- ãi inã aìiri¡ont prepered lrori test end control groups. Thc input viru6 control wlll bs

ùoc,jrãiroln ¿rplicatc. 
'uninfàcted 

indicatór cbll cutturcs (ccll controls)_will b6, inoculâisd with tost mcdium Elonc.

ir.,ã lrirrr". ari ìncubated át ¡o-¡a.c in a humidtllect atrnosphore of 5-7% co2 in etcrile dispo3ðble coll culture

t;ú;;ä-i; ãpirorim.t"ty-iãven daye. Periodicãlly throughout thè ¡ncubâtion timð thà cultures will bô

iìi¡crJäpiàlüå¡iirveo fôr the absonêc or prosonco. of cpE, cytotoxic¡ty ând for viability. Ths obscrvetions will

¡c rEcorded oå the rew data worksheêts; only th! rêsulbô from thê l¡nol obstrvât¡ons will be rtportâd.

DATA ANALYSIS

Calculrllon ol Titors
Viral and cytotoxicity tilêrs wlll be cxpressêd as Jogl¡ of the 50 pcrcsnt titråtio-n endpo¡nt for lnféÇllvity (TClDso) or

ivrãiãiiðiü ìicD56i respectivety, aé catcutared þy thê mrthod of speermân Karbêf.

- l.ogof lst tliluri.,tl**,*u,ol - 
[[ ) 

- tt). (tosarithm ot'ditution)]Sumol' g/u montlitv ûl r:¡rll dilution

lff)

Calculatlon ol Log Redudlon
ótiäî*i cã.ttõiLooro TclD5o - Test subslânc€ Looro TCID¡o = Loo Reduction

lf mult¡plc driecl virus contfol replicelês arc pcrîormed, thc âvsrege titcr of tho replicates will b€ cålcuhtsd and lho

;t;;;¡t";;lt ¡e used to calcltatc lhs log rcduction ¡n virsl t¡tc' of the individual test r€plicåtês'

l'empla¡e: I I 0'lJ Ropridly lôlorûxa¡on .^

!285 CorpdcrCðlü Oriva Sr¡tc 110 ' Ëryr' MN 6512t ' 877 287 8378 ' 651 .37û.551 0 . w^E¡ff¡¡¡¡ÞÀ(0n
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Pag€ 6 of 12 ffi**w
pRocEpuRE FOÊ IDENTIFICATION OF IH,E TESI SYSIqM

usLabServicgsmâintein6standerdOporat¡ngProceduree

fSOpqãf"ti* to virucidal cñiúcy toBting sludies. Vkucidal cficacy testing i6 performcd in str¡ct edhcrcncê lo

iñ"." åOps which hav. bccn constructeã to covcr ell ecpccts of thc w-ork including, bul not lim¡ted to, rccê¡pt,

öil;,;;å iralf¡ñg of biologicat râegonts includ¡ng v¡rus end crll stocko for purposes ot ¡dêntitication, ßc6ipt end

,i" of ó¡cri.al åagents täduOing-cett culturc mcdium componantc, etc. Thosê procodurðs ârê drsignêd to

ãocumcniìacfl step-of viruc¡dat eiicacy teôt¡ng studies, Appoprietc rêferences to mcdium, betch number' ctc.

arê documênted in ihe raw data coll6cted during thê course of êech study

Additionally, eâch virucidel cfficacy tsst is âÊsigned a,uniquc ProJect Number whe¡ the Study Director initiatês thâ

ñì"*t iliü -trOy. fnir numbår i¡ uscd foiidentilicetion of the töst çulturc pletes, ctc. during the cour6ô of tho

[åst. iest culturc pÉtos arc also laþcled with rslerencc lo thc test v¡rus, expêr¡mcntål starl datc, end tcst product.

These mcasures ar6 dosloned to documênt thê ¡clont¡ty of th6 tost systðm'

METHOD FOR ÇoNfROL OF BIAS: NiA

STUDY ACCEPTANCE CRITERIA

@itoriaendreferencêsforthefcgulåtoryãgencyroview¡n9thedãlaw¡llbe
includcd in the linel report'

U,S, EPA, Health Canadt, and Australlan TGA SubmlsBlon
Ã vatia teát requ¡rcs 1) thet et least 4 logro of ¡nfectivity bo rccovêrôd from thc driod virus control film: 2) thåt whcn

cviotox¡o¡tv is ävident,'at toest a 3-tog rãauo¡on in titcr is dÇmonstretôd beyond the cytotoxic levtl; 3) thet the c€ll

ðå'r'tìõf tä ræ"i¡uãior inlectivity. it any of tha provious rôquiremonts.are nol m?t, the lost mey bô ropcãttd

ùnáàr tna currãnt protocot numbor. Note: ¡n efficacious product mu6l dèmonstrato complôtc inactivåtion of thr
v¡rus at all dilut¡ons.

lf thê têst subslå¡c€ failå to m6êt thc te6t eccaptãncc critêriâ and ihê dri€d virus control la¡ls to meot thc control

äc""ptanr" criter¡a, the study is considgrod vâl¡d end no rëpcet t66ting is næ6ôsery, unloss rsquestcd by the

Sponsor.

lf any porlion of thr pfotocol is exêcutsd inconectly warranting rcpêât t€sting, thc test mey bc r6peat6d under thc

cunênt Ptotocol number.

ANALåEPgÂI
iËõi-r^,il f'clude, but not b€ limited to, identificâtion ot the sâmpls and datc rccêived, dât66 on which the

te¡t uràs initiated and completed, idenllncation of the virus strain usêd and composit¡on of the inoculum,

;;.rþt'd òülls, medtum'and icagonts, dêocription of th; methods omploycd, taþulatod ro6ults' calculatcd

titcra fbr infêctivity end cytotox¡city, enð a conclusion âs ¡t rclâtes to thc purpoÊè of thÖ to6t. A.dråñ.report mäy bc

,'áquertcC by th6 Sponsõr. fne ¡nat report wlll be prcparêd oncè tho SponÊor has rôviêwÊd thc drefi rôport and

noill¡ed tho study Ðirector to oomplê16 the study'

PROTOCOL CHANCES
lf lt bocomês nêcêssary to makc changes ¡n the epproved protocol, thc revision_and rcâsons br chângo w¡ll bê

ä"üÑþd, rêported úl tfrc Sponsor änd will ¡ecóúe a part ot thc permanðnl filê for thet study. Similarty,-the

$ñ,o, -¡lt'b" hotilled as sooí 
"r 

possible whcnrvcr an evont occure thet mây have an rffoct on the validily of thê

study.

I anplate: I l0-lJ Rop{idry |tlorrld¡on -

1285 Corporo{o Ctìld Drive. g¡llo 1 l0 ' E{m, MN 531X1 ' 877 287'8378 ' 851 .37s.õ510 . yú.ea¡¡¡'s¡d*Él¡
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Page 7 of 12 ffi*xw
ÎEST SUBSTANCE RETENTION
ffithcresponsibilityoftheSponsor.Unuscdtegtsub5tencew¡llbecl¡9¡Id!$1
lollow¡ng 6tudy complotion unless othcn¡v¡6e rsquested'

8EC{9A9¡EIENüOX

Study gpeclllc Documðnt8

All of thê or¡ginal raw datâ d€vèloped excluÊively for thi6 study shall bð erchivðd at Accurâtus Lab SoN¡c€6 fôr e

,¡irirrñ àf-flue years for GLP itudicc or a niinimum of ¡ix months for ell oth6r studies lollowing thc 6tudy

örpi"tio" A.t", hftor this timê, thc Sponsor (or lho Sponsor Reprêscntativê, ¡l âppllcablê) w¡ll be contâctsd to

ããtãi*inC tne finai dispos¡tion. Thesc original data include, but eæ nol limitod to, the following:

1 . All hsndwrittcn raw deta for control ând tost substancês including, but not limited to, notebooks, data

lorm6 and celculat¡onô.
2. Any protocol emôndmcnts,/doviation notif¡cetlons.

3. All mcasurêd data u6€d in formulaiing the lÌnel rcPort.

¿. ft¡"*ãànà", speci¡ca¡ons, and othcr study spccific corrospondence rèl€ting to intorprotâtion end

åvâtuation of dåta, othcr then those documents contsinod in thc final 6tudy rêport'

5. Original signcd Protocol.
8. Certilied copy ot the linal study report.
7. Study-speolfic SOP deviatlons made durìng th6 study.

Faclllty SPec¡f lc Documðntg

The following records shall also be archived et Accuratus Lab Services. These documente include' but ero not

lim¡ted to, thc bllow¡ng:

SOPS wh¡ch pôrte¡n to the 6tudy coñductod'
Ñon ltuOy-¡dcci¡c SOp dcvlatíons mâde dur¡ng the course of this study, which may affôct the rôsults

obtålncd during this 6tudy.
Methods which were used or rsferonced in thð 6tucfy conducted'

QA rsports ûor ðach QA inspect¡on with comments.

Ëcfl¡ty nccorO6: Tsmpèråturo Logs (ambiont, incubator, etc.), lnstrumont Logs' Celibråtion and

Maintenance Records.
Cunont curriculum vitae, training record6, end job dcscr¡ption6 for all pcrsonnel involvôd in thê study.

2.

3.
4.
5.

0.

PROPOSEO STATIST]CAL METHODS: N/A

l'cmþlst.': I l0'lJ FtoF¡dty lnlôrmdlon -

'12¡3 corpordocøtr Drìe gl¡ti I f0 ' €{m' MN 55121 ' 877'?87 8376 ' 651 370 35t0 ' xùù.g¡rilt¡¡añoût
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AE$EENCES

1 . Annuel Book ol ASTM Standards, Seclion 11 Wâter and Ênvianmêntal Tcchnology Volumc 11'05 Pðslicides,

Antimicrobialo, end Altðmativê Control Agents: Env¡ronmcntal As6€ssment; Hazerdous Sub6tânco6 and Oil Spill

Rcsponse, E'|053-11.

2. Annuat Book of ASTM Standârds, Scction 11 Wåtcr ånd Environmontal lochnology Volumo 1 1.05 Peslicides,

Antimicrobiels, end Altemet¡ve Control Agents: Env¡ronmêntiel Assessment; Hazardous Subsùences end Oil Spill

Response, 81482-12.

3. U.S. Environmental Protection Agençy, Office of Chemical Setety ånd Pollution Prevent¡on' Product- 
performance Tcst Guidôl¡nês, OCSPP i¡tO.2OOO: Gencral Considêråt¡ons for U6cs of Antimicrob¡El Agents,

Septcmber 4, 2012.

4. U.S. Environmcntal Protection Agcncy, Officc of Chcmical Sâfety end Pollution Prevention, Product
performenôê Têst Gu¡dâlinðs, OCãPP ð10.2200: Dis¡ntectents for Use on Hard Surfeces - Eflicâcy Datå

RocommendetionÈ, Ssplembêr 4' 2012.

5. D¡egnoõt¡c proceduros for Viral, Rickottôiel, end Chlamydial lnfêction6. LânnGtt6, E.H., Ltnnêtte, D.A. ånd

Lennette, E.T. cditors. Sevênth ed¡tion, '1995.

B. Black\i¡ell, J.H., and J.H.S. Chen. 1970. Efiocts ot various gcrmicidal chBmicâ16 on HEP-2 c€ll culture ând

Herpca simplcx virus. J. AOAC 53:1229'1236.

7. Heelth Cenade, Jenuary, 2014. Guidånce Document ' Disinfectent Drug6'

g. Health Canada, January, 2014. Guidance Documenl - Safêty and Eficacy Rêqu¡rêmonts fcr Hard Surfaco

Di6inlcctant Drugs,

L Australian Thcrapcutic Goods Adminietrâtion (TGA), Fêbru8ry 1998. Gu¡dtlines for lhe Evâluet¡on ol

Sterilenß ând Disintcctãnts.

10. Austrellãn Thcrapeutic Goocls Admin¡strât¡on (TGA), Februery 1998. Therepcutic Goods Ordêr No' 54:

Siendârd lor Di6¡nlcctãnts ând Sterilant6.

11. Austrslian Thôrapeutic cood6 Admin¡stration (TGA), March 1997. Therapeutic Good6 Ordcr No. 544:

AmËndment to Stenderd for Dis¡nfeÔtents end Stê¡ilânt3 (TGO 54)'

12. Australian Thêrâp€ut¡c Goods Adm¡n¡stret¡on (TGA), July 2005. Drafr Guìdelines for the ËvâluãtÌon of

Housêhold/Comm6rclâl and Hospital Grådë Disinlectants'

|'enolate: I ll)-lJ - Ê@rìdn Intormdioo

1285 CÕrpo¡doCols O¡ivq ¡tlô 110 ' Eryt, MN 55'121 ' B7?'2¡7 8378 ' 0 5'1.37S.6510 . wa4¡dùrsaóo
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STUDY INFORMATION
(Alt btank soct¡ons aro ænddd by the S,r,nfr'j,r ar Srr,ns,.,t n1pßsonlattve as t¡nk€d to theh stgnaturc, unlass orhomtæ røtad.)

Tost Bstch It.hould on llnal rðport):

lestlng at (LCL) îor the ¡s rçqulrcd lgt roglstratlon,

OeconT Syslems, LLC

Pege I of 12 #Acçtåç#g#

Product ooscrlpûlon
E QuaÞmary emmonia
0 lodophor

. tl PGrecêtic ac¡d

)¡l Pcroxioc

g Sodium hypochloritê
Cl Othôr_
to Accurrtuô LabTe¡t

valw is

Condltlono
Room TomPerature

Concontratlon

This valua to

*v"
o 2¿oC

Nonc known: Use Stendard Precautions
Mâtcriel Safcty Deta Shôêt, Attachêd for câch product

t As Folloì¡rs:

t
n

Tæt Vlru8:

O Olhsr

^ PrMuct Prsoúratlon
h )--ìlf--llo d'ltution requircd, use as reccivcd (RTU)
\J o 'Dilut¡on(s) to b€ tcstod:

Hszárd!
., El

Þ

ExpoSuro

Expoeure

fbr thG bãtch of

Synthctic r\Othêr
by lhe Sponsot,An cqulvalent ñây bo made

Temperarure: V Room tempðreture (to be basðd on regulatory egency ot submisoion)

O Othcr oC (Please sPcciþ ranga)

Olructlont for appllcation ol aeroloUepray productr:

¡¡)-lspray ¡nstruct¡ons ere not epplicable'

- trytliffi'Jt;Jrnil, 
3 sprâv6, or until thoroushlv uðt, åt å di'tencc or 6 þ I ¡nchês'

E Sþ',aV caniers usinõ eprays al a distancð ol .- to 

- 

¡ncheJcm' {circlc onc)

Acrosol sprey ePplicåtion:
iJ ïp*f *1'¡órs øi- tecondÊ, or untll thoroughly wet, at â dislåncê ol 

- 

to 

- 

inchss/cm'

oÀanlc Soll Load- -h 
to¿ frtel bovinB serum (m¡nimum lrvêl that cân bs tÉ6tôd)

Tcnnlote: I I0-lJ
o=

Rop.ldty l¡tormdion F{\a\ o 4,1¿

tl 5% fctal bov¡nô 6crum
ü 6¡rr¡¿J.,Q pir- l)-?- ¡6,-<rs'cr<"\

tzSs Crrporrrocf,rr Ûrivq grto l10 . Ëg'r. Mìr 53,|21 . 877.287.8378 ' 651 370'661Û ' tu's(¡lúiad!
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COMPLIANCE
õto-iffirrormod undcr ÊpA Good Laboratory practic€ regulet¡ons (40 cFR Part 180) and in accordance to

sùenderd opcreting Procedurcs.
t Yes
Cl No (Non-GLP or Dcvelopmônt study)

PROTOCOL IIODIFICAT¡ONS

Et Approvcd without mod¡ficåt¡on
E¡ Approvod with mod¡fication

DeconT Systems, LLC

Pâgs 10 of 1 2 #AcEl*çm

(q

Number ol Csrrlors to bo Tostod
El One (typ¡câl for U.S. ËPA submission)

O Èiuå it"quir"¿ for broâd-spectrum v¡rucidal claims for Hoalth Canads submission)

spRAYEoTTLESUSEDINTESTINçlso.4lçnonlypeDllcablðforqor:ryqrnquftgì

,"ia in tàAiig. Please índicaie the dosired source ol thø sprayer bottles used in testing:

\ n SÞrevc(É) and þottlê(6) erc providcd by ths Sponsor

I éãnónipirrpose 6prey bottle(E) ar9 to.bt prov¡dod by AccuretuÊ Laþ scrvicc6

-a*i5 årJir,J:t*-iãr" 
pro"ìa'oo by the sponsor aricl gcncral purposð bottlc(s) will bê provided bv AcÆuretus

RËGULATORY AGENCYTSì THAT MAY REVIEW DATA

U.S, EPA
Hcellh Cenede
Thcßpeutic Goods Administration {Austrel¡en TGA)

Nóieppl¡ca¡le - For in6rnâllothor use only (Effkxcy result witl be be6ed on U.s. EPA rcguirrmcnt6)

ø.
ú
t
ü

PBOTOCOL ATTACHITENTS

Suppl6mcnùel lnbrmation Form Attâchcd

ñz
Í{v.' ø/uo

@

¡L

erânoomentõ madè wlth thê Sludy d¡rcctor).

@ . êxc¿&Àe-*c ì

þfllø:> a¡.d. o<-'<\\"rK t
(f.9t\-{

¡ss*,¡3*fip-((>

one prior to lesting or

(+

Template: 110-]J -- ttopr¡dtY ltformdio¡ .'

1285 Cotptrdocðtt Drivo, å¡ll3 I lO ' Egl, MN 55121 ' 877 287 8378 ' 851 37 9.5510 . w-erdu¡d¡@m

l2BSCorporateCenterDr¡ve,Suitel10.Eagan,MN55121 .877.287.8378 o651.379.5510.www.accuratuslabs.com
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Pâgs 11 ol'12 ,ffi,**w

(Ð

TEST SUBSTANCË CHARACTE.RIZATION & STABILITY TESTING

fVcrirnet¡on iòquircd pcr 40 CFR Part 160 Subpart B (160.31(d))1.

g Charectôrizâtion/Stab¡l¡ty testing is not rcquired (For Non-GLP or Developmcnt tosting only)

OR

phy¡lçol & Chemlcal Charactorl¿atlon has boon or wlll bo complÖtod prlor to 6fflcôcy tettlng'

GLP comol¡anct stratu6 ol ohv$¡cel & chêmical qhe[içtgrizalign t!ts!!nq: .

O Tcrting was or will bc perf,ormcd following 40 CFR Pârt 160 GLP rogulations

X Charactcrization hEs not been or w¡ll not bo pertormed following GLP reguletionÊ

.Check and complcte the followino that apolv:

ET Cert¡¡care¡f linàtys¡s (C ol A) may be providcd for each lot of têst substence. ll provided, the C ot
A will be aPPcnded to thê rêPorl.

f¡ Tost¡ng has bc6n orwìll bo conducted at Accuratuo Lab Services under protocol or study #:

O Tast hes been or wlll be conductód by anothêr taoility under protocol or study

tl phy¡lcal & Chemlcal Charactorlzat¡on ursr not or wlll not bo pêrlormod prlof to efllcacy tgsllng.

. Stiaþilitv Testlno of thc formulation

\ Stablilty tostlng hss boon or wlll be comploted prior to or concurrent wlth offlcacy testlng'

GLP cçmDllence stâtus of stebilitv tóstino:

VGLP æmpllance is requìred by 4A CFR Part 160).

ts Testing was or will bc performed following 40 CFR Part 160 GLP rêguletions
E Stabilú/ têEtin0 haõ not boen or w¡ll not bê pcrformcd following GLP regulelionE

Check and comglêtc ths followlna that åpdlvi
õ'Esting hãsEên or w¡lt bt conductèd ât Accuretu6 Lâb SeN¡ces under protocol or 6tudy l:

0 Tost hãr bcen or will be cor¡ductcd by enolher tec¡lity undcr protocol or study #:

0 stsblllty testlng ws3 not or w¡ll not bs perlormËd prlor to of concurtonl wllh efllcacy teltlng'

ll lest substance characterization ot staþi¡íty testlng ¡nlor¡nattan is not provided or is not perlormed lollowlng GLP

regutalions, this wttl þe ¡ndlcated ìn the GLP compllanca slalomenl ot the l¡nal rapon

(g= cpçc<rJ.ÐP<r l:)- 7*tu -<'.w{I^*,¡*¿o- 
C

Ienplate; ll0'lJ . Fìoplidry lrlorndion .
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APPROVAL SIGNATUREg

sPoi/soß:

NAME: TITLE:

æ ILI

FAX:--- EMAIL:idreke@deçon7.com

Fot cY)nfidenilaltty purposas, study lnfarmation wilt be relaasod only to the sponsor/representatlvê sþning lhe

p*t*ilãf"i"l'intess other lnd¡v¡duals ara spæilicatly aulhorized in writlng lo racelve study ¡nformât¡on.

Other lndlvlduatg aulhortzAd to rocf,lvo Inlormatlon rogardlng th¡9 stttdy: t Sce Attachcd

Brien c¡lmì

Accutâlua Lab Servlces:

NAME:

SIGNA

rcri ILo-
Study

Study
DA t2-)o1L

'Iemolole: l lA-lJ fìøidsy lntorDd¡on
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On the day of each test, the product will be prepared and used within 3 hours of preparation by the following

instructions:

Prepare the product 1 (part '1):1 (part Z) + 2% of the total volume of part 3. Examples for testing:

-To prepare 500 mls of test substance, add 245 mls of part I + 245 mls of parl2 + 10 mls of part 3.

-To prepare '100 mls of test substance, add 49 mls of part 1 + 49 mls of parIz + 2 mls of part 3.

Once all three parts have been combined, mix and allow to stand at least 5 minutes prior to testing. Alternate dilutions

may be made as appropriate.
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