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STATEMENT OF NO DATA CONFIDENTIALITY CLAIMS

Mo claim of confidentiality, on any basis whatsoever, is made for any information
contained in this document. | acknowledge that information not designated as within the
scope of FIFRA sec. 10(d){1){A), (B). or (C) and which pertains to a registerad or
previously registered pesticide is not entitied to confidential treatment and may be
released to the public, subject to the provisions regarding disclosure to multinational
entities under FIFRA 10(g).
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GOOD LABORATORY PRACTICE STATEMENT

The study referenced in this report was conducted in compliance with U.S. Enwironmental
Protection Agency Good Laboratory Practice (GLP) regulations set forth in 40 CFR Part 180.
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QUALITY ASSURANCE UNIT SUMMARY

Study: Standard Test Method for Efficacy of Sanitizers Recommended for Inanimate
MNon-Food Contact Surfaces

The cbjective 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
operaling procedures and the study protocol. In 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
findings of these inspections have been reported to Management and the Study Director.

| Date of Phase Date Reported to | Date Reported to
F Wapaciad Inspection Study Director Management
Critical Phase Audit:
Contamination of January 13, 2020 January 13, 2020 | January 14, 2020
Carriers
Final Report January 17, 2020 January 21, 2020 | January 21, 2020

Quality Assurance Specialist:

o s
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STUDY PERSONMEL

STUDY DIRECTOR: James Walrath, B.S.

I involved:
Shanan Conway, B.S. - Manager, Study Director Operations
Amy Backler, M.S. - Manager, Core Services Laboratory Operations
Adam Meyer, B.S. - Senior Microbiologist
Tom Breyen, B.5. - Microbiologist
Matthew Kranz, B.S. - Microbiclogist
Ashley Millerbernd, B.A, - Associate Microbiclogist
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STUDY REPORT
GENE STUDY INFORMATION

Study Title: Standard Test Method for Efficacy of Sanitizers Recommended
for Inanimate Mon-Food Contact Surfaces

Project Number: A28062

Protocol Number: ENVO03120519.NFS

Sponsor: Enviro Tech Chemical Services
500 Winmoore Way

Modesto, CA 95358

Test Facility: Analytical Lab Group-Midwest
1285 Corporate Center Drive, Suite 110
Eagan, MN 55121

TEST SUBSTAMCE IDENTITY
Test Substance Name: Peraguard

BatchiLot{s): Lot JONBG-16-1, Lot JONBE-16-2 and Lot JDNBG-16-3
Manufacture Date(s): December 23, 2019 (all lots)

Test Substance Characterization

Test substance characterization as to identity, strength, purity, stability and uniformity, as
applicable, according to 40 CFR, Part 160, Subpart F (160.105), was documented prior to
ils use in the study. The Test Substance Certificate of Analysis Reports may be found in
Attachments I-1Il.

STUDY DATES

Date Sample Received: January 9, 2020

Study Initiation Date: January 10, 2020

Experimental Start Date:  January 13, 2020 (Start time: 1:18 pm)
Experimental End Date: January 15, 2020 (End time: 1:15 pm)
Study Completion Date: January 21, 2020

OBJECTIVE
The cbjective of this study was to determine the antimicrobial efficacy of sanitizers on hard,

inanimate, non-porous, non-food contact surfaces. This method is in compliance with the
requirements of the U 5. Environmental Protaction Agency (EPA).
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Test Substance: Peraguard (Lot JDNBS-16-1, Lot JDNBE-16-2 and

Dilution:

Test Organism(s):
Exposure Time:
Exposure Temperature:

Exposure Humidity:

Organic Soil Load:

Lot JDONBE-16-3)

g/L, defined as 35.6 grams of lest substance plus 1 liter 400 ppm
AQAC Synthetic Hard Water

Enterobacter aerogenes (ATCC 13048)
Staphylococcus aureus (ATCC 6538)

5 minutes
Room temperature (21°C)
15%

Mo organic soil load

Efficacy Result: Peraguard demonstrated efficacy of three out of three lots
against Enterobacter aerogenes, and therefore, meets the
performance requirements set forth by the U.S. EPA following a
S minute exposure time at room temperature (21°C) and 15%
reslative humidity.
Peraguard demonstrated efficacy of three out of three lots
against Slaphylococcus auwreus, and therefore, meets the
performance requirements set forth by the U_S. EPA following a
5 minute exposure time at room temperature (21°C).
STUDY MA
Test System/Growth Media
Designation Incubation
Test Organism 2 Growth Medium i)
Enterobacter aerogenes 13048 |  Tryptic Soy Broth 25-32°C, aerobic
Staphylococcus aureus E538 Mutrient Broth 35-37°C, aerobic

The test organism(s) used in this study was/were obtained from the American Type
Culture Collection (ATCC), Manassas, VA

Recovery Media

Neutralizer: LV/E Neutralizing Broth + 0.01% Catalase

Agar Plate Medium:  Tryptic Soy Agar with 5% Sheep's Bicod (BAP)
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Reagents

Hard Water Description:

The Sponsor specified 400 ppm ADAC Synthetic Hard Water was made using 16.0 mL of
ADAC Solutien | and 16.0 mL of AQOAC Solution Il. The total volume of the solution was
brought to approximately 4 L using sterile deionized water. The synthetic hard water was

prepared, titrated, and used for tesfing on the day of preparation. The actual titration result
was 392 ppm.

Carriers

Glass 1" x 1" camiers were dipped in 85% alcohol, rinsed with delonized water, and air dried
before sterilization. The carriers were placed into a vessel and starilized in a hat air oven for
22 hours at 2180°C. After sterilization, each camer was placed into a sterile Petri dish,

TEST METHOD

Preparation of Test Substance
An equivalent dilution of g/L, defined as 35.6 grams test substance plus 1 liter diluent, was
prepared using 3.58 grams of the test substance and 100.0 mL of 400 ppm ADAC Synthetic

Hard Water. The prepared test substance was homogenous as determined by visual
obsarvation and was used within three hours of preparation.

Preparation of Test Organism

From a stock slant no more than 5 transfers from original stock and 1 month old, an initial
tube (10 mL) of culture broth was inoculated, This culture was termed the "initial broth
suspension.” From this initial broth suspension, a minimum of three daily transfers using
1 loopful (10 pL) of culture into 10 mL of culture media was performed on consecutive
days prior to usa as an inoculum. For the 5. awreus culture, each daily transfer was
incubated at 35-37°C (38.0°C) for 2442 hours using the appropriate growth medium. A
48-54 hour (52 hour) culture that was incubated at 35-37°C (356.0°C) was vortex-mixed
and allowed to settle for 215 minutes. The upper 2/3rds of the culture was removed and
transferred to a sterile vessel for use in testing. The culture was thoroughly mixed prior to
[¥1-7-8

For the E. aerogenes culture, each daily transfer was incubated at 25-32°C (298.0°C) for
2412 hours using the appropriate growth medium. A 48-54 hour (52 hour) culture that
was incubated at 25-32°C (20.0°C) was vortex-mixed and allowad to seitle for
215 minutes. The upper 2/3rds of the culture was removed and transferred to a sterile
vessel for use in testing. The culture was diluted using sterle growth medium by
combining 1.00 mL of test organism suspension with 4.0 mL of sterile growth medium.
The culture was thoroughly mixed prior to use.

Contamination of Carriers

Sterile carriers were inoculated with 0.02 mL (20.0 pL) of culture using a calibrated pipetior
spreading the inoculum to within approximately 3 mm of the edges of the camier. The
inoculated camers were dried for 20 minutes at 35-37°C (36.1°C) and 41-42% relative
hurnidity with the Petr dish lids slightly ajar and appeared visibly dry following drying. A
censtant humidity chamber was used in place of a desiccating chamber to ensure uniform
hurnidification conditions and to overcome slow re-equilibration of a desiccator after opening.
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Exposure Conditions

Following the completion of drying, each of the five test carriers were transferred to
individual sterile 2 oz. (60 mL) polypropylena jars using sterile forceps with the inoculum
facing up. Using staggered intervals, 5.0 mL of prepared test substance was transferred
to each jar. The liquid completely covered the carriers during exposure, The carriers were
aliowed to expose at room temperature (21°C) and 15% relative humidity for 5 minutes.
Following exposure, 20 mL of neutralizer was transferred to the jars using identical

staggered intervals. The jars were vartex-mixed for 10 seconds to suspend the surviving
organisms.

Test System Recovery

Within 30 minutes of neutralization, duplicate 1.00 mL and 0.100 mL aliquots of the
neutralized solution (10°) were plated onto the recovery agar plate medium,

Incubation and Observation

The 5. aureus plates were incubated at 35-37°C (36.0°C) for 4844 hours (45 hours). The
E. asrogenes plates were incubated at 25-32°C (29.0°C) for 4844 hours (45 hours).
Following incubation, the subcultures were visually enumerated.

STUDY CONTROLS

Carrier Population Control

Three inoculated, dried control carriers were treated as in the test procedure utilizing sterile
deionized waler in place of test substance. Following exposure, the carmiers were neutralized
as in the test and mixed as in the test. Ten-fold serial dilutions were prepared and duplicate
0.100 mL aliquots of the 10 through 10~ dilutions were plated onto an appropriate agar.
The plates were incubated as in the les! procedure and enumerated. The acceplance
criterion for this control is a minimum gecmetric mean value of 7.5 x 10° CFU/carrier.

Carrier Sterility Control

Concurrent with testing, a representative, uninoculated carrier was added to the
neutralizer. The vessel was mixed and 1.00 mL was plated onto appropriate agar and
incubated. The acceptance criterion is a lack of growth following incubation,

Meutralizer Sterility
Concurrent with testing, a 1.00 mL aliquot of neutralizer was plated onto appropriate agar
and incubated. The acceptance criterion is a lack of growth following incubation.

Culture Purity

A "streak plate for isolation” was performed on each organism culiure and following
incubation examined in order to confirm the presence of a pure culture. The acceptance
eriterion for this study control is a pure culture demonstrating colony merphology typical of
the test organism.
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Meutralization Confirmation Control

In a manner consistent with the AOAC 960.08 method, the neutralization confirmation control
was performed concurrent with testing. The prepared test culture was serially diluted to
target 2x10* — 2x10° CFU/mL (to target a result of 10-100 CFU plated in each control run).
Multiple crganism dilutions were prepared.

Test Culture Titer (TCT)

A 0.100 mL aliquot of diluted test organism was added to 25.0 mL of sterile diluent and
vortex-mixed for 10 seconds. The mixture was held for 30 minutes and was then spread
plated utilizing duplicate 0.100 mL and 1,00 mL aliquets using the same method used in the
test The acceptance criterion for this study contral is growth.

MNeutralization Confirmation Control Treatment (NCT)

A slerile carrier was immersed (one per test organism dilution to be used, per test substance
to be evaluated) in 5.0 mL of test substance as in the tast. The sterile carrier was allowed to
expose for the exposure time and each carrier was neufralized with 20 mL of neutralizer.
The jar was vortex-mixed for 10 seconds. Within 5 minutes, a 0.100 mL aliquot of diluted
test organism was added to the neutralized contents and vortex mixed. The mixture was
held for 30 minutes and was then spread plated ufilizing duplicate 0.100 mL and 1.00 mL
aliquots using the same method used in the test. The acceptance criterion for this study
control is growth within 1 logsw of the test cullure titer (TCT) for at least one of the aliquots
plated,

Neutralizer Toxicity Treatment (NTT)

A 0.100 mL abquot of diluted test organism was added to 25.0 mL of sterile neutralizer and
was vortex-mixed for 10 seconds. The mixture was held for 30 minutes and was then spread
plated utilizing duplicate 0.100 mL and 1.00 mL aliquots using the same method used in the
test. The acceplance criterion for this study control is growth within 1 logis of the test cullure
titer (TCT) for at least one of the aliquots plated.

Ineculum Count

Each test organism was serially diluted and 0.100 mL aliquots of appropriate dilutions were
plated in duplicate. The plates were incubated as in the test. This control is for informational
purposes and therefore has no acceptance criterion.

STUDY ACCEPTANCE CRITERIA

Test Substance Performance Criteria

The efficacy performance requirements for label claims state thal the test substance must
demonstrate a minimum 99.9% reduction of test survivors as compared to the population
control to be considered an effactive non-food contact sanitizer.

Control Acceptance Criteria

The study controls must perform according 1o the criteria detailed in the study controls
descriplion section.
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PROTOCOL CHANGES

Protocol Amendment(s):
Mo protocel amendments were required for this study,

Protocol Deviation(s):
Mo profocol deviations occurred during this study.

DATA ANALYSIS
Calculations

CFU/mL= (average CFU) x (dilution factor)
(volume plated in mL)

Number of ﬂrgmhm Eun-imu p-ar Carrier
CFWcarmer 3l X {

" (volume plated or fitered hITIL:I -

Geometric Mean of Number of Organisms Surviving on Test or Control Carriers
Geometric Mean = Antilog of Mﬁz_lﬂﬁu

where:
¥ equals CFUicarrier
N equals number of camers

Percent Reduction
% reduction = [[a - b) / a] x 100

whene:

A= geometric mean of the number of organisms surviving on the population control

CATIBrs.
b= geomelnc mean of the number of organisms surviving on the test camiers.

Recovery Logy Difference = Logi, (Average CFU in TCT) ~ Logyo (Average CFU in NCT or NTT)
Used for the neulralization confirmation control

Statistical Methods
None used.
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STUDY RETENTION

Record Retention

All of the onginal raw data developed exclusively for this study shall be archived at
Analytical Lab Group-Midwest, 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:

i

& ha

N;n

All handwritten raw data for control and test substances including, but not Emited to,
notebooks, data forms and calculations.

Any protocol amendments/deviation notifications.

All measured data used in formulating the final report.

Memoranda, specifications, and other study specific correspondence relating to
interpretation and evaluation of data, other than those documents contained in the
final study report.

Original signed protocol.

Cerified copy of final study report.

Study-specific SOP deviations made during the study.

Test Substance Retention
The test substance will be discarded following study completion_ It is the responsibility of the
Sponsor to retain a sample of the test substanca,
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RESULTS

For Control and Neutralization Results, sea Tables 1-5.

All data measurementsi/controls including the cullure purity, neutralizer sterility, carrier
sterility, neutralization confirmation and camier population controls were within acceptance
criteria.

For Taest Results, see Tables B-T.
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A SIS

Peraguard (Lot JONBB-16-1, Lot JONB8-18-2, and Lot JONBS-16-3), diluted g/L, defined as
35.6 grams of test substance plus 1 liter 400 ppm AQAC Synthetic Hard Water, demonstrated
a >89 989% reduction, a >99.990% reduction and a >89.989% reduction, respectively, of
Enterobacter aerogenes (ATCC 13048) following a 5 minute exposure time when tested at
roam temperature (21°C).

Peraguard (Lot JONB8-18-1, Lot JONBB-168-2, and Lot JONBE-16-3), diluted giL, defined as
35.6 grams of test substance plus 1 liter 400 ppm AOAC Synthetic Hard Water, demonstrated
a >88.88% reduction, a >89.99% reduction and a >99.99% reduction, respectively, of

Staphylococcus aureus (ATCC 6538) following a 5 minute exposure time when tested at
room temperature (21°C),

STUDY CONCLUSION

Under the conditions of this investigation, Peraguard, diluted g/L, defined as
35.6 grams of test substance plus 1 liter 400 ppm AOAC Synthetic Hard Water,
demonstrated efficacy against Enterobacter aerogenes as required by the U.S. EPA
fellowing a § minute exposure time at room temperature (21°C).

Under the conditions of this investigation, Peraguard, diluted g/L, defined as
35.6 grams of test substance plus 1 liter 400 ppm AOAC Synthetic Hard Water,
demonstrated efficacy against Staphylococcus aureus as required by the U.S. EPA
following a 5 minute exposure time at room temperature (21°C).

In 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 Analytical Lab Group-Midwest name, logo or any other
representation of Analytical Lab Group-Midwest without the written approval of
Analytical Lab Group-Midwest is prohibited. In addition, Analytical Lab Group-
Midwest 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 Analytical Lab Group-Midwest.
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TABLE 1: CONTROL RESULTS
The following results from controls confirmed study validity:

Results
Type of Control Enterobacter aerogenes | Staphylococcus aureus
(ATCC 13048) (ATCC 6538)
Purity Pure Pure
Neutralizer Sterility Mo Growth
Carrier Sterility No Growth

TABLE 2: INOCULUM CONTROL RESULTS

Test Organism: Enferobacter aerogenes (ATCC 13048)

Dilution Factor
Volume Plated CFU/mL
107 104

0.100 mL 6,5 30 8x10°

Test Organism: Staphylococcus aureus (ATCC 6538)

Dilution Factor
Volume Plated CFU/MmL
104 107

0.100 mL 19, 35 2,8 2.7 x10°

CFU = Colony Forming Units
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TABLE 3: NEUTRALIZATION CONFIRMATION CONTROL RESULTS -
Enterobacter aerogenes (ATCC 13048)

Control Identity | ¢ Volume Test Logis
or Test § Plated | SUrvivors | Culture | Difference | Pass/Fail
substance | 2 | TS | (CFU) | Titer | (Volume | (£1Logw)
Identity o (TCT) used)
102 T.T 1T
, 04| 100 | 70,71 | 63 69
”g‘;’ﬂﬁﬂ" 10° 15,17 | 2514 | 9210 e
Treatment (NTT) |-10° 138,122 | TT | (1.00mL)
10| o100 17,13 | 30,30
108 4 03
10 TT TT
104 1.00 122, 118 63, 69
Lot JonBe-1 |0 825 | 2514 | 0O Pass
10+ 0.100 19, 25 30, 30
104 3,0 03
10 X T,.T
10° | 1.00 80,64 | 63, 69
mpiﬁﬁu;—r'fﬁ-z 10 15,22 25, 14 SR Pass
10° 120,134 | T.T
for NCT ' 1.00 mL
il 10°] o100 | 27.18 | 3030 | L0MH
10* 2,0 03
10° T T
- R 10° | 100 | 160,158 | 63 68 010
Lot JONBS-16-3 :g 1;' :lﬂ 23' 1 ' Pass
for NCT ' ! {1.00 mL)
10° | 0.100 18,20 | 30,30
10% 2, 2 03

NCT = Neutralization Confirmation Control Treatment
CFU = Colony Forming Units
T = Too Numerous To Count (>300 colonies)
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TABLE 4: NEUTRALIZATION CONFIRMATION CONTROL RESULTS -
Staphylococcus aureus (ATCC 6538)

Control Identity | o ol Test Logie
or Test g Plated | SUrvivors | Culture | Difference | Pass/Fail
Substance = (mL) (CFU) Titer (Volume | (£1 Logw)
Identity (TCT) used)
107 T.T T.T
| 10°| 1.00 | 89,74 | 88,81
Neutralizer =0 5 6 14, 7 0.07
Treatment (NTT) | 1C° §0.64 | 4256 | oomy |
MNTD =671 o100 [ as By | L opmk)
10° 2,1 1.1
107 T T.T
Serazod 10° | 1.00 85,93 | 88,81 000
,ﬁ LS
Lot JONBS-16-1 134 ;:;}'5?5. 41;'35 Pass
for NCT i : (1.00 mL})
104 0.100 8 7 8.5
10° 1, 1 1, 1
107 T.T T, T
10° | 1.00 81,96 | 88,81
i e O B T 498 | v | e
Lot JONBG-16-2 109 85 50 A2 56 Fass
for NCT 1 : (1.00 mL)
10° | 0,100 8,9 B.5
10°% 0,0 1.1
10° TT T
10° | 1.00 70, B
Lmﬁiaéﬁﬁl;ﬁﬁqﬁ i :ﬁﬂ ﬁ'a? %9 Fass
for NCT 10° 55,61 | 42,56 | 1 00mL)
10° | 0.100 4.5 B.5
10° 1.1 1,1

NCT = Neutralization Confirmation Control Treatment
CFU = Colony Forming Units
T = Too Numerous To Count (>300 colonies)
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TABLE 5: CARRIER POPULATION CONTROL RESULTS

Test Organism: Enterobacter aerogenes (ATCC 13048)
Volume Plated: 0.100 mL

Carrier Dilution Factor CEUI Hn?nam
n (Average
# 100 | 10% | 10° | 1o+ | carrier | 09° Log[lig;
1 T.T | 196,214 | 18, 28 2,2 |513x10°| 671
arzxiot
2 TT | 112,134 | 18,9 1,0 |30Bx10% 649 (6.57)
3 TT |114,142| 8,15 1,3 [3.20x10%| 851

Test ﬂr_gmlnm: Staphylococcus aureus (ATCC 6538)
Volume Plated: 0.100 mL

Carrier Dilution Factor CFU/ | . Gmr:m
ogw | Mean (Average
# 10" | 10? 10° | 10+ | carrier Logn)
1 T.T 92,89 6,8 0,1 2.3x 1ﬂ‘:T 6.36
1.74 x 10°
2 T,T | 54,71 7T 1.0 |[16x10°| 620 (6.24)
3 T,.T | 61,52 1,9 2,0 |14x10°| 615

CFU = Colony Forming Units
T = Too Numerous To Count (>300 colonies)
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TABLE 6: TEST CARRIER DATA

Test Organism: Enterobacter aerogenes (ATCC 13048)

Test Organism: Staphylococcus aureus (ATCC 6538)

Carrier Survivors at the 10° dilution
Test Substance |[Sam Diluti
asalinseid I 1.00 mL 0.100 mL
1 0.0 0.0
g/L defined as 2
Paraguard 35.5 grams test 3 3' g &0
Lot JONBE-16-1 | substance plus - 0.0
1 liter diluent 4 0.0 0,0
5 00 0,0
1 0,0 0,0
g/L defined as 2 0.0 0
Peraguard 35.8 grams test 5 DI 0 DI g
Lot JODNBB-16-2 substance plus : 1
1 liter diluent 4 0,0 0,0
5 0,0 0,0
- 1 0,0 0,0
g/L defined as .y 0
Peraguard 35.6 grams test 5 ﬂ'g : g
Lot JONBG-16-3 substance plus : :
1 liter diluent 4 0,0 0,0
5 0,0 0,0
_1

Carrier Survivors at the 10° dilution
Test Substance |Sample Dilution
e # 1.00 mL 0.100mL |
1 0,0 0,0
gL defined as 2
Peraguard 366 grams test [ g‘ g g g
Lot JONBE-16-1 substance plus L X
1 liter diluent 4 0,0 0,0
5 0,0 0,0
1 0,0 0,0
gﬂ- defined as o 0.0
Peraguard 356 grams test 3 D‘ 5 g' 9
Lot JONBS-16-2 | substance plus ! .0
1 liter diluent 4 0,0 0,0
5 0,0 0,0
1 0.0 0,0
o/L defined as 2
Peraguard | 35.6 grams test [— g' g 0.0
Lot JONBB-16-3 | substance plus ! 0,0
1 liter diluent 4 0,0 0,0
3 0,0 0,0
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TABLE 7: TEST RESULTS

Test Organism: Enterobacter asrogenes (ATCC 13048)

Carrler CFU Average | Geometric | Percent
Test Substance # Carrier Logw Log |  Mean Reduction
1 <25x 10" | <1.40
Biiriiaiiang 2 =285x10" | =1.40
Lot Jﬂﬂgaaqm 3 <25x10" | <140 | <1.40 | <251 x10' | >99.999%
4 <2 5x 10" | <1.40
5 <2 5% 10" | <1.40
1 <2 5% 10" | <1.40
o 2 | <25x10' | <1.40
]
Lot JONBS-16-2 3 =2.5% 10 =140 =1.40 <251 10" | =09,008%
4 «25x10" | <1.40
5 <25x10" | <1.40
1 =25x10" | =1.40
P d 2 <25%x10" | =<1.40
Lot S o |3 | <25x10' [ <140 | <140 |<251x10' | >99.999%
4 <25x10' | <1.40
5 <25x 10" | =1.40
Test Organism: Staphylococcus aureus (ATCC 6538)
Carrier CFl
TestSubstance | “5FT | T | Logi | ATO0E | GOEme | duction
1 =2 5x 10" | <1.40
- 2 <25%x10" | <1.40
FEIEQUB
Lot JONBE-18-1 3 =25x10" | =1.40 =1.40 <2 51 x 10" >EE %
4 <25x%x 10" | <1.40
5 <25x%x 10" | <1.40
1 =25x10" | =1.40
2 <25x10" | <1.40
mmgé’ﬁ_“’fw 3 | <25x10' | <1.40 | <1.40 | <251x10' | >09.09%
4 | <25x10' | <1.40
5 <25x10" | <1.40
1 <25x10" | =1.40
y 2 <25x10" | <140
i
Lot ,Jmiﬂﬁqa_g 3 <25x10" | <140 | <140 | <251x10'| >09.99%
4 <25x10' | «1.40
5 <25x10" | =1.40

CFU = Colony Forming Units
A value of <1 was used in place of zero for calculation purposes.
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ATTACHMENT I: TEST SUBSTANCE CERTIFICATE OF ANALYSIS -

LOT JDONB&-16-1
ENVIRO TECH CHEMICAL SERVICES
ENVIROTECH g T

(209) 5819576
(209) 581-9653 FAX

CERTIFICATE OF ANALYSIS Peraguard
Pernxyscetle Ackd and Hydrogen Perexide I ALE SRy DT 'I."Irﬂ,.l":?ff.;:l

Produsct:
Produetion Dite: L’,]!L‘ 2118
Analyeis Date: 'L.'!_-li.‘_arl'.11'. 15
Lot Nuatber: SN -y
Product diluted according to labeling:
Method: Cerle (4) sulfata’eodism thicsulfnbe
Hesalts (=) 'ﬂal AN ppm Hals

(b iy ppm PAA
Froduct nest _

Terget min. max,
Fesults: {a) x 26.7/00,000_1%. 3 %% Hi0: 14.3 13.6 150
By x26.710,000_\5 % PAA 2.1 2.0 23

v o ombab Wil by 20578 ke o misker. B Hhug

'lfﬁl [y ' gk o A e Vowey ehbed ],mdl i'h%i

e ucl wgis ddubed 1o e bes

& o~
égi dﬁ" ! ,"}{.mk’fr.,w_ 1als0li4
T B Date

-
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ATTACHMENT ll: TEST SUBSTANCE CERTIFICATE OF ANALYSIS -

LOT JONB6-16-2
ENVIRO TECH CHEMICAL SERVICES
V'RQTEC:!:D VODESTO, Ch s5ass
(209) 5819576
(209) 5819653 FAX

CERTIFICATE OF ANALYSIS Peraguard EXACT CopY
Perexyscetie Acld pond Hydrogen Peroxide INTIAL 55

: Ert’[l-.-‘-.l!_' ,IJ,J'::,r‘j:;ﬂ,g;-
Peparcd for: _ Pnalighioad Lk ligacp

Frodust;
Production Date: Ia::n'l_.-u W]
Analysis Date: 12 L-Hﬂ 14
Lot Number: o VY e
Product dilsted nccording to lebeling:
Method: Carbe (4) sulfateisodium thicssliae
Results: () abekik ppen Hally

)y kD ppm PAA
Product neat:

“Target min. M.
Resuls:  (mx26M10000_13S s 143 13.6 150
(B) x26.7/10,000__ 20 scpaa 2.1 2.0 2.2

Notes: »-abaed fmruﬁlrﬁh:-:ﬁ !,pﬂ}i}t, E’li{ ihL{l" oF weles. Toe "l1|.-|..|1
!g!"- AL ﬂﬂ_d, i{il fi.l!-—hﬂﬁ "i.n.;: hﬂﬁf {!.'-t"'.'chd] Tl.;m..‘t ’Eh Lru. E-'!;
Phis s .r";\u'l-rc!ll' wi A Y ig:{ ok ﬂgh’f
o E)
Mok 1a)elis

inn = : Date
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ATTACHMENT Ill: TEST SUBSTANCE CERTIFICATE OF ANALYSIS -

LOT JONBG-16-3
ENVIRD TECH CHEMICAL SERVICES
'EHWROTEC 500 WINMOORE WAY
MODESTO, CA 95358
(209) SB1-9576
(20%) 581-9653 FAX
CERTIFICATE OF ANALYSIS Peraguard EXACT Copy

Peroxyucetic Ackd and Hydrogen Peroxide INITIAL S S W e lfzlfzee

Prepared fior: 1_#' A

Product: ﬂj? { ﬁ.;l:lu"l.-ﬂ,ﬁﬂ
rodutienpoe: 12123004

Analyels Date: '-31.1191 14
Lot Number; SR L2
Product dituted according 1o labeling:
Method: Cari (4) sulfate/sodium thicsul fate
Results (m)___BLIC pprm Hi0:

e N3 ppm PAA
Product near

Tasget il LS
Resuls:  (x26710000 13 4 spa0: 143 13.6 15.0
®) x26.7710,000__ S  wpas 21 2.0 2.2
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o Lty L Okl
i ey A2906 2| eyvel-i0-20
Tosl Sufbstance Tracking wﬁn
EXACT COPY
INITIALS SHVDATE //2 i/70 2 &)
PROTOCOL
Standard Test Methed for Efficacy of Sanitizers Recommended for Inanimate
Non-Food Contact Surfaces
Test Organism{s):
Staphyiococcus aureis (ATCC B53E)

Enferobacior asroganes (ATCC 13045)

PROTOCOL NUMBER
ENVDOI 120515 NFS

Eagan, MM 55121

DATE
Decamber 5, 2018

Trmpksin: 255-J Kew, Y 74 Paga i ad 11

1Y St Cariber (v, Gl 110 = Cagas, My S50« B30 052 BT +» G570 375 3898 « s Peiese meabde slaboemmn oom
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Standard Test Method for Efficacy of Sanitizers
Recommendad for Inanimate Non-Food Contact Surlaces

The purposs of this study is o dalerming the antimicrobial efioacy of aanlingds of Fard, Fanimalbe, non-pomus,
non-food Gontsct suisces. This method is in compllance wilt the regquirements of and mary be submitied 1o, oo of
imaone of the Iolowing agencis & indizabed by the Sponsar LS, Emdonmental Froleciion Agency (EPA} and Hoalth

JIEST SUBBTANCE CHARACTERIZATION

According io 40 CFR, Part 100, Subpant F |180.105] test substance chaacinrization as bo idaniity, sirgngih, punty,
oty and composition, &5 sppicabis, shall be Sacananted before its use in this study, The slabdity of the iesl
Eubsinnes gnall b debemined prior 1o or concurrently with This siudy, Partinant ndormation, which may affect the

on @l reguined materials being recetved al fnis bme, e pcposed experimantal slar dale s Decamiber 23, 2018, Verbal
fesltY My Be ghaan Lpon oomphilin of B sbudy willh & wiilien fepar to foliow on B propesed complefion date of
Hpcaaary 20, 2020, To expedite scheduling, ploase be g all reguited paperwork and best subsiancs documentation
I comphsieiacourale vpon aTival Bt Anglyticsl Lab Group-Miswag]

I 0 562 st b regeeaind, or @ portion of i, duse fo fallure by Analyticsl Lab Group-Midwest i adhare i speciad
procedures, wil b ropaatod free of chaege.  H 6 fost fiel b fepeated, of a porBion of B, dus o failre of iniomal
oorarcls, i wil be fepasied froe of cherge. “Methods Dovelopenent” fees sFall be assessed, however, Il tha tesd
Suftilancs andiod besl system requine modifications dus 1o complaxty and diculty of lesting,

i ine SponSor i ests @ ropest tosl, (hey will b2 charged for an sddonal [esl. Neier v name of Analyiical Lab
Oeoup-Mideast nor any of ils empioyses ans (o Do uled i 8dvarsaing of cthar promobion withaed wiithen consern
from Analytical Lab Group-Micdagst. The Spansof is responsibile for any rejection of B Enal rpsrt by the reguiating
agencid onseming report Sarmal, pagination, efc. To prevent rection, Sponsor should carefully review e
Anisylical Lot Gdoup-Matwest final repcrt and notity Anslytics Lab Group-ideest of any percoiad deficancios in
these ansis befone submission of (hie Fepon o fhe Peguilsta’y agency. Analytical Lab Group-liicwesd will make
reasonabls changes deemed recessary by the Sponsor, without allaring this becheical data

It 2 specific claim far @ ganitiner be supporied by appropriale
i . Im mddision, i appiicable,
Healh Canada requires that the procuct be recogrized &4 & disinfectant pror bo acoepiing saniize claims. This i
wicompished In the laboratony by Beating the target argarism with the lost subslance under condEions which
simulale &5 closely &8 poaskie, the aciual conditions under which the tes! substance s desigred 1o be wsed. For
products intsndid for use on non-focd contssd surlaces, & cairker mathod is wsed In ihe genscation af e

datp, Tha el Sy856m 0 be used in this shudy folows the ASTH appioved method for e evalation of [ anbeeciebisl
efficacy of sanitizers on ingnimale, nonporoul, non-foad cantad: surfaces.

A fim of organesm cells digd on & kurtsce of appropriate camiers is exposed ko e best subsiance for & specileg
EAposUTe BT, ANST axposure, N camiens e neulraized and ssayed for survivors.  Approprists slariiy, colure
rendsion of Siandard Opersting Procedure CGT-0032 refects the methods which shall bo used i this stuty

Tommnloir; J03. T Raw, 8174 = Vgt ol i
T o g ek (i, Bl £ 08 2 IDmgaen, W SR 51 & BT SR RETE BN N AR ID o Pipa oW e cvemy
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IEST METHOD
Tt 1.
Tast Qrganiam Designation & Growth Medium Incubation Paramuters
Staphylocodcin e 6538 Rutrient Bros I-ATE, menobic
Enferafacter awogenses 13ME Tryptic Soy Broth 253G, molobic
Tha fos! orarismis} 10 Do UBed in 11is Sy wsiwire CEABNAE Irom T Amancan Type Culure Cobesion (ATCD),
MErnssas, WA of sgulvalang,

Subculien Ager, Tryptc Soy Agar+5% Shoep's bload will be used in lesting.  The mgar used in ihe bast vwill Be e
same a8 thal which s used in the coniml procedunes which subsianialos sl OfgRnRm fecoVETy.

Camiars
Giless 17 % 1" carbers 3hall be dipped in 8% alcohol, rirsed wilh deionized wiler, and air died before sterfization. Tha

cairiers will be placed inlo @ vesssl and sberiized in Pt ain oven for &3 Pours ol 1807, Alor slenizalion, ach CETH?
will b placed inle & slarie Petri dsh.

Proparation of Test Dwganism

From a ginck slani no e Bian 5 ansfers from origingl stock and <1 monin old, an indial ube (10 mL) of culurs
Eealh will be nocufated. This culluee |s termaed e “initial Beoth suspangion ® From Shis inlial broth suspension, @
least thres conseulive dally irensfens using 1 loopsul (10 pL) of culture inlo 10/mL of culture mada will be perfornad
it I usé a8 an inoculm, Incubate each daly ransler for 2417 hours using the appropdiale growth medum, The
final best culiure will Be Pcubaled for 45-54 houri.

A, A5-54 Rt eldlune il ba vertex-mied and aliowed (o soltbs for =15 mrabes. The uspar 2 3ds of Sie cullure wil
s remdved and bransferned to @ sierde vessel for use in testing, The cullure may be adjusied by diulion in growsh
medium of by senifuge consentfation, f necessary. An organis sofl load may be added te the 1est cutture par
Spafinaf requasl Tha tesd culiure will be Fonooghly mioed prioe o use.

Proparation of Test Bubsianos
Thr beeat subsinnce will be prepaned according b the directions for intended use of the product. The les subslance
shail be used within threa howrs of prepamtion i eddilicnal prepaadon s requined by Analytical Lab Group-Aidwest

Conlamination of Carngra.

Incululn each slarile caresr with 002 miL (20 ) of culiure using & callrates: pipatior spreading e inoculum fo within
approximately 3 mm of the edges of S canier, Dey ihe incculsied carmen for 20-40 minutes untl visibly dry. A dring
Frumidily should be seletied e ancounsgs maimum surdval of the jest ogarism (lanpeting w%
Pasmihty, for ecamnpie). The ids may be left sightly ajar o intac! during drying @ Se-oM e a concam. The drying
mhwmmammmmmmmhmmmumu
organisT. A consitani humicily chamess will be used inplace of & desiccating chamber o ensune uniioms humidificalion
condticrs and b cvefcome slow re-squilibration of a desicealor afer opaning.

Dnying Condmiong: 35-37°C.

?!ﬂ. M- Rew 0774 - POyl sy e
1peE Doty Cadat Doten, Saite 118 o Bagas, W0 BAAJ0 o @F7 20T EINE o S1ITHEST] » Aligncwer arargiouiniaroup [iwe
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Expesure Condiions

Foliowing the complation of drying, ransler asch eanier ba indhadual siarle 2 oz (B0 mL) polypropyiars jars sing
st forceps with te inocubam fecing up. Using staggered intervals, transfer §,0 mi. of prepassd best subsiance
o each far. The liquid should complelely cover e carier during axposure. Continue beating ihe test camiers
uging stagpened inlervets. Alow the carfiers ¥ expose al Bhe Sponsor specified sxposise temparsture for the
Sponaor specified eaposuie ime.  Following expogure, transfer 20 mb of neutralizer 1o the jars wming ientical
singpered intervaly, Rotabe the ja vigaicusly on 8n even plans fo approximalely S0 rotatioes 1o susgend the
suivhing erganisms. of varbex mi e jars for 10-18 seoonds.

Tt Syysdom FRbbowvary
Wiihen 30 svinedes of neuviralization, plate 1.0 miL and 01 ml abquols of the neutraized subsdtuns (10°) in duplcate
ol Bppropriate mgar.

 neutralization of the lest subsiance cannot be achisved chamically, Sler-nbutnalization My be performed. Within
30 reinutes of neutralization, ranster duplicabs 1.0 mL and 0.1 mL of the reutrakzed sohufion, ko individual ler uniis
pri-wtiad with 10 mL of slerils dluent. Evacuale the conterds and sinse gach fer with & minieaen of 50 mb of sarie
diuent. Transier sach fiter 0 &n appropriabe ager using sieria foreeps.

Irsubaticn snd Chservation
All subculiunes aré incubaisd under the corcibions listes in table 1 for 4824 hours.

Fasllgnsirg insumnlion, e subcultunes will e visually snumerslsd. H necessary, the suboubores may be placed al
2-B°C for up to three days prior lo examination.

Repreaaniathon basd plabes showing growth may be subcultured, stained and'or Biochemically assayed o canfism or

ruls cud fha presenca of tha Bt organism. I possible, sboullures conbaining 30-300 oolories will ba usad Tor

mmﬂ Whan membiare fikabon is used, the upper mi used for countingicalculatierd shedd b
u.

STUDY CONTROLE

Carrer Population Conbrol

ircculsed, dried conirel comiers vl be Peated 08 in e tosl procedure uliong sierle deionized waisr in pace of el
substance. I mulliphs expoiure Bmes wers Toliowed in testing, he camiens will e axposed ior e shofes] axposuns
time foliowed in the tesl procedes. Follvaing svpeduns. P chirars will be neutralized os In e tesl. The camiers wil
e reicndd a8 i the besl. Ter-fold sevisl diutions will be prepared and 0.1 mL oligucts of th 10 1o 107 dlubions will b
plalad 7 dupicale. The plates will be incubabed &3 In the bt procedure and enumersied. Tha scceplance oriterion for
s shudy confrol is o minimom geomelns msan vales of 7.8 & 100 CFLUCs e

Carrior Sterility Condrol
Prior 0 lesling, o concurmenl with lealing, & represaniative, uninoodabed carer will ba added fo the neutralizer, The

waass| will B8 mixed and 1.0 mL will be plated onbo approgeiale agar and incubadad. The pocagtance critesion is a
lack of growdh foliowing incubabon

Haoulralizer Starility
Prior 10 of conturrent with tesling, a 1.0 mL aliquot of neutraiizer will Be plried crio appropriabe sgar and incubaled,
The acceptance critericn i @ ek of growth Tellowing incubation.

Cubture Purity

A "giraak plate o iselalion” will b pesformed on e ofganism culture and folowing Incubalion examined i ordes
% confirm the presance of a pure cullure. The acceptance crilerion fof this Mudy conirol I8 @ pune oulure
demoratrating polny morphoicgy Brpical of e e organsm

Tirmpdage: 255 ) K @) 04 FPrigririary ol
IR0 Cojiin T Cvn, ol V10 o Eagen, M SSITT ¢ BT7 0 ERE o BN IR 50D ¢ PRp eyt g
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Organic Soil Storilily Control

Prior b or ececuront with lasing and i appicable. the serum used for the coganie soil o will B culired, incubaded,
ared wisually axarrared bor Iack of growth. The acceptance oritenon for this sludy conired Is leci of growth.

Msubralization Confirmation Controd

I rmanner cons slert with the ADAC 20 09 mothad, T ioliesing reuirsiiralion conlimalbon control will be perfarming
price 10 ipsling or concurrent wilh iestng  To represent worst-case conditions, only the mos! conceniraled test
subslarca divbion andior shartest exposure time neods Lo be utiized in ths contol when mulliple jest substance
corcentrations or multipls ERpOSUNE BMeS AN Beng avakined i the sludy

Serially diute The prepared feed culure fo target 2u 10 = 2x10% CRLUML (o rged @ st of 10-100 CFL plated in each
conirol nuny). Midtple onganism. diulicns may Do peepansd. [ Tyoicaly Me 107, T8 ar 10+ cifutions will provide o collea
i Fatige O panoling off guepected e, Adarmate or pertid diiutions may be vsed whene apoeenafo.) I o S arganiem
diuﬂml::bu-ludhthmtd fadl b0 provide adequabs FuMBens which caincides o a faiure lo meel the scosptarce
crisevion for this shudy conirel, the conirel may be repeaied in its entieety.

Togl Culire Tier (TCT)

A3 0.1 mL of Slkuled et ogenam o 25 mi of sievlie diuent and voriex mix.  Hold e reisiors fof & minemum o
) mirnnes and sprasd plole or fiter plate dupbicate 1.0 mL sra 0.1 mL sty ubing the sie method used in e
tesl Tha acosplancs critarion Tor s sludy conirol s growth. H the et culiure liker tads o yield countabis numbens of
if thes culiure et I 900 low resuling in fadling resulls, e entine reuimization cordrmation coniral miy be repeated in
its entirety, ns recessary, o propery valdaie nouinaizaiion,

hmrmm:mrmmmm i et i, peir |ned sk lance o be evalabed) in 5.0 mi, of
bt substance an in the iosi. Expose for B oxposurs Sme and neuirsizs sech cartar with 20 mb of nedraizer. Rolals
the jar vigorously on an even plans for Bpprosimaiely S0 rolations of vorbex mix the jars for 10-15 saconds, Wil
& rrinhes, add 0.1 el of dduled tes crganism 6 the neutralized conlents and vortes mic. Hold e mixie e &
Fricimum of 30 minutes and spread plate or filer plats duplcsts 1,0 mL end 0.1 mL siquols using e same method
ussd in the lesl. The sooeplance cribencn for B MUy comire! is growdh within 1 logw of the best oulture Ber (TICT) for
il leas! ona of thir aigucés plined.

Hieutraizer Towicly Traatmant (NTTY

Agdd 0.1 mL of digded hesl enpanism by 25 mb of sleilles neutraloe and vortax mic.  Fold b mibdure o0 5 minmom o
30 minuies and spread plals or §Ber plate duplicate 1.0 miL and 0.1 miL alquols using T Same mehed used in the
tesd The acoeptanca criserion for his sbudy confl is Qrowin within 1 kog e of (P best ulture tier (TCT) for at least ona
ol thia ahgudils il

Hold imes Hiar it ddoitian of the fetd arganizm o the soulrsization confimatian controd vdsals may b
reduced § poutralization fs @ concern. Molo limes followed showld ba as lomy oF lenges i the acius! Knre

requined o piate e fesi canniers for 8 piven (6] OVQaniZMTes! SUBSIANce S4I

Inaeuium Counl
Sataly dilkie and piate Lhe test organism n dupicate wsing 0.1 mL sliquots ang sapropriate dlutions & incubals
as inthe iesl This comired ks for informational purposes and thareiors hes ro sccaptance criterion,

Tomplaie: JE5) Rew 0074 - Peorseimy rmbon -

1208 Croporate Covter S, Suills 110 = Esgan, B 33124 & BF7 D67 3379 + S50 955 0500 » Ei T i g R

ARN AL L GRCRA™ | (B3] S8 E 5iie | ol areiy Aoilabptovpotom | dnsvhoellableoop o



Project No. AZG082 Envire Tech Chamical Senices

Protocol Mumber: ENVOO3 120518 .NFS Fage 30 of 37
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Fugs 8ol 11 il

wasraniing
curneni protocod number, I the popuiaion control falls io meed e minimum requinerenl o If the neuiralization
wwmmwmmum“whmmumnmm repaal lesting is nol
1 ,

Thas resport will inchude, bul nol be Rmiled to, idsntification of the sampls, dale recesad, nlinlion Bnd samplation
dalgs, identfication of the ongantsm strainy used, description of media and reagents, description of the malhcds

mmployed, Eulsied reaults and conclumion s il relales ta the putpose of tho est, and oll other Rems required by
&0 CFR Part 180,185,

|Flmwmm-w in the approved protocol, the revision and neesons fir changss will
documenied, mporiad o Pa Sponiar and will Becoma A pat of the pamsstent Se for thal shady.  Smilady,
Sponsor will ba rolifisd 8 poon &8 possble whanever an svend coturs thal may Mﬂmiﬂﬂmﬂlﬂ-m
ihe Etuy,

Sinndard cparmiing procsdunes wisd in this shody will ba tha corect effaclive revislon at fhe time of the work

minos changes o S0Ps (for this shidy) or methods used will be documeniod in B rew dabs and Bppreved By the
Study Dirgcior,

as g

3

TEST SUBSTANCE RETENTION
It is the maponsibiity of the Sponsar 1o redain a sample of the test substance. All unused test substancs will
b cliscarded following shedy completon unless othersise indicated by Bponsor,

Femplove. JES-1 Kaw JIT4 - Dy gl Fleeaduint
Al Dpam St Do, Bt 000 o B, kit 171 o 6FF 307 5309 0 @7 TR0 & nips Fees SnETSCELEMFTRR DT

—
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BECORD RETENTION
Study Specific Documenls

All ol th orginal raw dala developed exclusively for this shudy shal be eohived ol Anahybcal Lab Group-Michwest
for & reorimien of M years for GLP sheSes o b mirima of six months for all othar shedes loliowing the study
compietion dase. Afer this me, the Spansor [or the Spensor Represantative, § appicable) will be contacted io
dedarmine The final disposition 'I‘hul-udﬂul-d“m bk aare e limibed 0, the loBowing:

1. Al handwritian raw data for coninod and 1es) substances rechudineg, buk mod bmited 0 nolsbooks, data
forma and calculations,

Any prolocn] amendmenta’dindalion Roicatians

All measured data used in formulaling the final report.

Originead pignad protocal.

Coflad copy of fmal atudy regsad.

Study-specific S0P devialions made during the shudy,

Fagility Specilic Decumonts

Thi folirwing rotords shall alis be archived of Analytical Lab Group-Midweal. Theas documents inchude, but ane
not imied 1o, he Tollcedng

1. ma-mmnmmmm

2. Non stady-speciic S0P deviations masds during P coumne of this study which may affect e resula

obiained during Tis shudy.

3. Mathasds which wern csed of raferenced in lhe shady corducisd

& DA repors for sach QA Inspection with commants,

& Faclity Recceds: Temparatuns Logs (ambient, incubator, sic ), instnement Logs, Calimabon asd

B

- s b

e

Waintananos Recrds,
Curnan] Sumacidum viae, irening recodds, snd job descriplons for all pamonnsl involeed in tha study.

1. LA, Emvronmantal Prolaction Agency, Office of Chemical Gafety ond Polllion Provention, Product
Ferformance Test Guidelnes, OCSPP 8102000 General Considerations for Lisss of AnSimicmbial Agents,
Wl 2012,

X U8, Emdronmental Prolection Agency, Office of Chemical Saefety and Pollulicn PravenSion. Produc
Performancs Teal Guidelines, OCSPP 810.2300: Ganiizers o Use on Hand Surtaces- Efficacy Dala
Wﬂmml 2002

3 Americon Sockety for Testing and Malsrisss (ABTM). Standad Tes! Method o EMicacy of Sanirers
Racommended for imanimats Mon-Food Conlact Sunlsces, E1153-14.

4 Agsocigtion of OMcial Analyieal Chamists (A0AC) OfMicial Mathod B50.00, Gamichdal and Detargent
Sentizing Acion of Disinfeciants Melhed, |In Offcial Methods of Analysis of the AGRC, 2013 Edition.

& Heabh Canada, dsnvary, 2014, Guidanoa Dooument = Sadety and EMcocy Requirements for Hard Surface
Disinfecinn Druga.

& Hoath Canada, January, 2004, Guidanoce Dooument = Disinfoctant Drugs.

Temyslate. 285.J Bew. 5174 - Feypreiny ket -
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DATA ANALYSIS
Calculations
CFLMmL=
{wolurne plated in mL)

Hurnber of Organksms Suryhving per Garrier

Geomwiric Mean of Mumbser of Crganisme Surviving on Test or Control Carriers
Cemomnulri: Man = Antiog of m‘&ﬁﬂ:m
Wiere: X equals CFLcaemier
M wquals numbss of carriers
Farcent Reduction
% redhaction = s - &) fa] ® 100
e

= gecrnelric mean of e ruTibet of Grganmms suriving e the popuiation corirol camars.
b= geometric mesn of the number of crgansms surding on the bes) camiens.

Hocovery Logw DEference = Logws (Average CFU in TET) = Logs {Avernge CFU in KICT or NTT)
Ul fior tha: naudralization confirmation conlnol

Stnlistosl Melhods

Hone Lised.

Tomgalat: J85.J Rew )74 ~ Prepamary irsaremicn -
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STUDY INFORMATION
(4 [iank secinns are venlod by Me mwmmumumw.mmm;
*UCEIanco [Mame & Baleh 1 il b sl repaeiz

] Comtitiens Hazards
Room Temnperalure a INors krran: Use Slandard Precssions
Q 24%¢ =) Mataral Safoty Datn Shest, Aachod for aach product
O Diher m ] s Fofows:
Product Preparatian

0 Mo dshition mgured, Use as receied (RTU)

Em"ﬁ”é!iﬂ; defined o __ 05 ke 0y = Jﬁ.!iuln-cr:ﬂ"ﬁf

. 1 oxigailon) (amount of lealsubstance)  (amount of dilusnt)
O Dewnizad Waler [Fier o Aulockne

Storilead)
o Tq:vnw{rluumm-n-pnnuim;mmm-lmhmam

el wibssd el bl e rmined -
AR Waber
3 Oihey ID m.ma].r,r.,-
“Hote: An clilidion may b mads urioss othinwiss rquesiod by the Sponsor,
Teat Organismis]: & Saghwiococouy sirs (ATCC 5538) B Enferptacter soroganes (ATCE 13048)
ﬁpﬂuhﬁnw.,i_%
Exposure Temperature:__Room iempersyrs (18-25°C)
Organic Sol Losd:
o Minfmum &% Qrganic Soil Load (Fetal Boving Serum)
1 N Organic Soé Load Required
L Oaher:
JFropdosr Ml Wew 8174 - Pracinley bnieradi -
VIR ot e Do v (i, i 1040w Dmgan, UM 48737 « ETT.H7 6008 = akiaPe S50 « PR Vs eyl e B e
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Froiogel Humber: ENVDOI20818MFS

Sechon 5 Ppasay oy
&;:m o hhﬁﬂmm
Dnle of sxpacied receipt ai Analycal Lab Ill'L -E.l‘ JeIAD
O Tost Substance %o ba hand-defivered {maust aries by noon o ioast o day prior b lesling o olle
arrangRmseis made with the Slusy

Study o be pedomed under EPA Good Laborstony Practics regulstions (40 GFR Par 160} and in ascoordanca o
E Yas

C F 45 CER PART 160 SUBPART B (15031109
.m.mdm.ﬂmhummmhmmu“mmmm
tesling: E.Yes O Mo O Not required, Mon-GLP testing roquested

[ 00 OO TR L DS RO

4 ihomte ol Anadysi [C of A) may ba provided for each ot of tsl subslsncs. i provided, he
G of A will ba sppendod 1o the epo.

D Tesling has bean o will be conducied undar peolocol of sludy §;

beating of the lesrriulition has. beanm of will be completed price to or eaneuren with efficacy naling
Yos O Mo O Mot required, Mon-GLP lesting requasted

If yes, teating was o will be perfoemed following 40 CFR Par 160 GLP regulations. i Yes O No®

A LT TS

T T R
O Testing has besn

5 LT

condictad under profoccd of sludy #

IF hsting information ks naf provided o i nof performed following GLP regulslions. this wil be indiested in the GLE
campsiance slafemand of the Saal reporf.

Templais: 2l ] Rew, QI - Py Firaidon -

IR Corpsain faivales Diavm. Surke 118 =

Eingies, 44 08121 + BTTENTBITH = WHLIPD 2090 + Pips Bt oy ReaRabgrrap S0
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PROPITETARY INFORMA TN

THIS DOCUMENT IS THE PROPERTY OF AND CONTAINS PROPRIETARY INFORMA TION OF ANAL YTICAL
LAB GROUP-MIDWEST. NEITHER THIS DOCUWENT, NOR INFORMATION CONTAINED HEREIN IS TO BE
REPRODUCED OR [NSCLOSED TO OTHERS, IN WHOLE OR N PART, NOR USED FOR ANY PURPOSE

OTHER THAN THE PERFORMANCE OF THIS WORK ON BEHALF OF THE SPONSOR, WITHOUT PRIGR
WRITTEN PERMISSION OF ANALYTICAL LAR GROUP-MADWEST,

APEROVAL SIGHATURES
SPONSOR:
AN e Thow Ry TVTLE: __ Reaulaiors Afiry & Lab Maruons
. 3] ¢ [
BIGNATURE: 3'1' LR rPi::SJ;ikL,&u,; DATE: ﬂ.’JJ_h-. 4
PHONE: __ (D09) 23 - 2208 SN Nl
For confidantinily purpesad, sfudly information wil be rwesasd only It he Sponsoofenmseniaive Spring e
Protocol {Bteve) unloss ather indhiduals dre spealically sthartzed in wing 10 recevi Sl intmabon
Cufeer individuals autonized to recelve Informanion rRganding tfls stedy: O Bas Aiachad
Analytical Lab Group-Midwost:
NAME: Tnraed ble fon £in
Shudy Dienctor

SIGNATURE: T OATE: H.!.E_!EE;. ,
¥ Diencior

m_m-.l Hre, @ 3 - P rary Mdevesslin «
NTNE Cmpaio Cardias Dwive, Sali 115 « Cagan W S5A0H + E0F 703 GATS o B34 NP9 B49E e e
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NS

For Analytical Lab Group-Midwest Protocol _ENVOO3120510 NFS
Study Director Datafinitial __ T /s /we

The follewing modifications will be made lo align this profocol with the February 2018 version of
fthe 810.2000 Product Perarmance Test Guidalinas:

8. Tha Product Performance Test Guidalines in the reference section, OCSPP B10.2000,
will ba updaled fo reflect the February 2018 version of the guidelines accordingly:

. U&Emimnwﬁuhdhnﬁqlrw Office of Chemical Safety and
Polution  Pravention, Product Perdormance Test Guidelines, OCSPP
810.2000: General Considerations for Testing Public Heallh Antimicrobial
Pesticides = Guidance for Efficacy Testing, February 2018.

b. Naulralization confirmation control will be confirmed concurrently with testing,
:.Thimlnuflduru:tlu-ud'umpmduﬂ mmmuhmnum

JD#BS-15-1 122318
JOMBE-15-2 fiEae
JOMBE-16-3 1220

d. Far any siudies with presence of contamination in subculture media, a control fadure,
sysiom failure, technician error, efc. the Repeal Testing Policy from the Seres 810
Guidalines FAQ documant will ba Tollowed.

&. Proguct Preparaton;

O No diution required, Uise as mosived (RTL)

B “Dikion(s) to be tested: _g/litar defined as __35.69 * 1 liter
{exarmpa: 1 axigallen) (amount of test substance}  (amount of diluent)
0O OQECD Hard Water: 375 ppm (338-304 ppm)
O Ur-softened Tap Waber: 200 ppm {180-210 pprmi)
[ Amnaymmwwmmtmﬂumm}

“Nota: MWMMHMWMMMM

Page 1of2
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NFS
For Anafylical Lab Group-Migwest Protocol _ENVIO3120518.NFS

Study Direcior Datedlnitial. -y v {qu_m

I Additional References (¥ apolicabia):

| U5 Enwironmental Protection Agency, Office of Pesticide Programs SOP
Mumbses MB-30-02, Preparation of Hard Water and Other Dilsents for
Preparation of Anlimicrobial Products, August 2018,

il. OECD Emvironmant, Health and Salely Publications, Sories on Testing
Assesamant Mo, 187 and Seres on Biockdes No. 8, Guidance Documant on
Cruantitative Methods for Evaluating the Activity of Micrablcides used on Hard
Mon-Parous Surfaces, Jung 21, 2013,

i, .5 Environmental Pretection Agency, Office of Chemical Safety and Pallution
Prevention, Product Parformance Tes! Guidelines, Series B10 Guidalines
FAQ, August 2018,

. DECD Hard Water Freparation (i apabcaiie)

Sterile CECD hard waler will be prapared by adding 8.0 mL of Ewopean hard watar
stock solution A fo approximately 500 mL of sterile deionized water. Eight (8.0) mL of
European hard watler stock solution B wil be added. The total volume will be adjusted
12 1000 ml using deionized water. [Equivalent divdions may be made). The pH of the
hard water will be adjusied 1o 7.0 £ 0.2. The preparad water must ba used wilhin 24
hours of preparation. On the day of teal, the water will be titrated and must demonsirate
338-384 ppm hardness, Appropriate solution adjustments may be made to target the
final hardness conceniration.

Page 2 of 2
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