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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, | acknowledge that information not designated as within the
scope of FIFRA sec. 10(d)(1)(A), (B). or (C) and which pertains to a registered or
previously registered pesticide is not entitled to confidential treatment and may be
released to the public, subject to the provisions regarding disclosure to multinational
antities under FIFRA 10{g).

Company: Enviro Tech Chemical Services
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GOOD LABORATORY PRACTICE STATEMENT

The study referenced in this report was conducted in compliance with U.S. Environmantal
Protection Agency Good Labnmw Practice (GLP) regulations set forth in 40 CFR Part 160,
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Sponsor:. g‘ULHm f}ﬁ}'ﬂql.ifl LT‘&JIﬂJuﬂ%CLWH‘HM,[/ Date: i'J"'| 19

Study Director. %;@ I Date;_4/274

Kristin Hunt, B.S.
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QUALITY ASSURANCE UNIT SUMMARY

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

operaling procaduras and the study

protocol. In accordance with Good Laboratory Practice

regulation 40 CFR Part 180, 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 fo 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
PSS Hispecied Inspection Study Director Managemaent
Critical Phase Audit:
Contamination of Movember 21, 2019 | November 21, 2019 | November 25, 2019
Camers
Final Report Movember 27, 2019 | November 27, 2019 | November 27, 2019
Quality Assurance Specialist: pate:. M A7Ney
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Miranda Quist, B.S. - Microbiologist

ARAYTRCAL LAR CAing | g TP) 200 0078 | nicd swyicelbwros ponm | Bradyoiosil shadimp gk



Project No. AZEE26 Envire Tech Chamical Services

Protocol Mumber: ENVO03110719.NFS 4 Page 7 of 33
STUDY REPORT
GENERAL STUDY INFORMATION
Study Title: Standard Test Method for Efficacy of Sanilizers Recommended
for Inanimate Non-Food Contact Surfaces
Project Number: AZBB26
Protocol Number: ENVOD3110719.NFS. 4
Sponsor: Enviro Tech Chemical Services
500 Winmoore Way

Madesto, CA 95358

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

TEST SUBSTANCE IDENTITY
Test Substance Name: Peraguard
Batch/Lot(s): Lot JONBE-12-1 and JONBE-12-2

Manufacture Date{s): MNovember 7, 2018

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
its use in the sludy. The Test Substance Certificate of Analysis Reports may be found in
Altachmenis I-Il.

STUDY DATES
Date Sample Received: Movember 14, 2018
Study Initiation Date: Movember 18, 2019

Experimental Start Date:  November 21, 2019 (Start time: 9:00 am)
Experimental End Date: November 25, 2019 (End time: 1:00 pm)
Study Completion Date: November 27, 2019

OBJECTIV
The objective 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 Protection Agency (EPA).
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SUMMARY OF RESULTS

Test Substance: Peraguard (Lot JONBG-12-1 and Lot JONBE-12-2)

Dilution: g/liter defined as 356 g test substance + 1 lter 400 ppm AQAC
Synthetic Hard Water

Test Organismis): Listeria monocytogenes (ATCC 19117)

Exposure Time: 5 minutes

Exposure Temperature: Room temperature (18°C)
Organic Soil Load: Mo organic soil load required

Efficacy Result: Peraguard demonstrated efficacy of two out of two lots against
Listeria monocytogenes, and therafore, meeats the performance
requiraments sat forth by the U.5. EPA following a 5 minute
exposure time at room temperature (19°C)L

DY MATERIALS
Test System/Growth Media
Test Organism Dﬂiu;mtlnn Growth Medium l!,’:"::mlng

e : 35-37°C,
Listeria monocylogeneas 18117 Brain Heart Infusion Broth bic

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

Recovery Media
Neutralizer: OVE Meutralizing Broth + 0.01% Catalase

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

Reagents

Hard Water Description:

The Sponsor specified 400 ppm ADAC synthelic Hard Water was made using 12.0 mL of
AQAC Solution | and 12.0 mL of AQAC Sclution Il. The total volume of the solution was
brought to approximately 3 L using sterile deionized water. The synthetic hard water was
prepared, titrated, and used for testing on the day of preparation. The actual titration result
was 397 ppm.

Carriers

Glass 1" x 1° cariers were dipped in 85% alcohol, rinsed with deionized water, and air dried
before sterilization. The carriers were placed into a vessel and sterilized in a hot air oven for
22 hours at z180°C. After sterilization, each carier was placed into a sterile Petri dish.
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TEST METHOD

Preparation of Test Substance

An equivalent dilution of gfliter, defined as 35.6 g test substance + 1 liter diluent, was
prepared using 3.56 g of the test substance and 100.0 mL of 400 ppm ADAC Synthetic Hard
Water. The prepared test substance was allowed to mix for 5 minutes and was homogenous
as determined by visual observation. The test substance was used within 30 minutes of
preparabion.

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 parformed on consecutive
days prior to use as an inoculum. Each daily transfer was incubated at 35-37°C (358.0°C)
for 2412 hours using the appropriate growth medium. A 4B-54 hour (48.0 hour) culture
that was incubated at 35-37°C (36.0°C) was vorlex-mixed and allowed to settle for
=15 minutes. The upper 2/3rds of the culture was removed and transferred to a sterile
vessel for use in testing. The culture was centrifuge concentrated at 3500 RPM for
10 minutes. A total of 12.0 mL of culture was concentrated to 6.0 mL. The culture was
thoroughly mixed prior o use,

Contamination of Carriers

Sterile carmiers were inoculated with 0.02 mL (20.0 pL) of culture using a calibrated pipettor
spreading the incculum to within approximately 3 mm of the edges of the camier. The
inoculated carriers were dried for 21 minutes at 35-37°C (36.0-38.1°C) and 40-41% relative
humidity with the Petri dish lids slightly ajar and appeared visibly dry following drying. A
constant humidity chamber was used in place of a desiccating chamber to ensure uniform
humidification conditions and to overcome slow re-equilibration of a desiccator after opening.

Exposure Conditions

Following the completion of drying, each of the five test camriers 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
te each jar. The liquid completely covered the carriers during exposure, The carriers were
allowed to expose at room temperature (19°C) and 35% relative humidity for 5 minutes,
Following exposure, 20 mL of neutralizer was transferred to the jars using identical
slaggered intervals. The jars were vortex-mixed for 10-15 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 subculture plates were incubated at 35-37°C (38.0°C) for 4844 hours (47.5 hours).
The subcultures were placed at 2-8°C for 2 days prior to examination. Following
incubation and storage, the subcultures were visually enumerated.
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STUDY C

Carrier Population Control

Three inoculated, dried control carriers were freated as in the test procedure utilizing sterile
deionized water in place of test substance. Following exposure, the carmers 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 test procedure and enumerated. The acceptance
griterion for this contrel is a minimum geometric mean value of 2.5 x 10* CFU/carrier which
is required to show a 99.9% reduction.

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.

Neutralizer 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 the organism culture and following incubation
examined in order to confirm the presence of a pure culture. The accepltance criterion for
this study control is a pure culture demonsiraling colony morphology typical of the test
organism.

Neutralization Confirmation Control

In a manner consistent with the AQAC 980.09 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 organism 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. The mixture was held for a minimum of 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 acceptance criterion for this study control is growth,

Neutralization Confirmation Control Treatment (NCT)

A sterile 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 test. The sterile carrier was allowed lo
expose for the exposure time and each carmrier was neutralized with 20 mL of neutralizer,
The jar was vortex-mixed for 10-15 seconds. Within 5 minutes, a 0.100 mL aliquot of diluted
test organism was added to the nautralized contents and vortex mixed. The mixture was
held for a minimum of 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 acceptance criterion for
this study control is growth within 1 logis of the test culture titer (TCT) for at least one of the
aliquots plated.
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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. The mixture was held for a minimum of 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 acceplance criterion for this study control is growth within 1 logg of the test cullure
titer (TCT) for at least one of the aliquots plated

Inoculum Count

The 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 acceplance criterion.

STUDY ACCEPTANCE CRITERIA

Test Substance Performance Criteria

The efficacy perfermance requirements for label claims state that the test substance must
demonstrate a minimum 98.9% reduction of test survivors as compared to the population
control to be considered an effective non-food contact sanitizer,

Control Acceptance Criteria

The study controls must perform according to the criteria detailed in the study controls
description section,

PRO L CH ES

Protocol Amendment(s):
No protocol amendments were required for this study,

Protocol Deviation(s):
No protocol deviations occurred during this study.
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DATA ANALYSIS
Calculations

CFUMmL= (average CFU) x (dilution factor)
(valume plated in mL)

Number nI'EImmEl-lru Surviving per Carrier

O eGPkt o MRer o 1 L)

Geometric Mean of Number of Organisms Surviving on Test or Control Carriers
Geometric Mean = Antlog of Lo + LoduXs + Loy
N

where,
X equals CFUfcarmier
W equals number of camiers

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

whera:

a= geomeatrc mean of the number of crganisms suniving on the populaion conirol
Carmiers.

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

Recovery Logyw Difference = Logs (Average CFU in TCT) - Logm (Average CFLU in NCT or NTT)
Used for the neutralzation confirmation controd

Statistical Mathods
None used.
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STUDY RETENTION

Record Retention

All of the original 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:

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. Al measured data used in formulating the final reponr,

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

5. Original signed protocol.

G. Certified copy of final study report.

7. 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 substance.

FERENCES

1.  U.8. Environmental Protection Agency, Office of Chemical Safety and Poliution
Prevention, Product Performance Test Guidelines, OCSPP 810.2000: General
Considerations for Testing Public Health Antimicrobial Pesticides = Guidance for
Efficacy Testing, February 2018.

2. WS, Environmental Protection Agency, Office of Chemical Safety and Pollution
Prevention, Product Performance Test Guidelines, OCSPP 810.2300: Sanitizers for
Uze on Hard Surfaces- Efficacy Data Recommendations, Seplember 4, 2012,

3. American Society for Testing and Materials (ASTM). Standard Test Method for
Efficacy of Sanitizers Recommendad for Inanimate Mon-Food Contact Surfaces,
E1153-14.

4. Association of Official Analytical Chemists (AOAC) Official Method 9860.09,
Germicidal and Detergent Sanitizing Action of Disinfectants Method. In Official
Methods of Analysis of the AQAC, 2013 Edition.

5. US. Environmental Protection Agency, Office of Chemical Safety and Pollution
Prevention, Product Performance Test Guidelines, Series 810 Guidelines FAQ,
August 2019,

6. U5 Environmental Protection Agency, Offica of Pasticide Programs SOP Number:
MB-30-02, Preparation of Hard Water and Other Diluents for Preparation of
Antimicrobial Preducts, August 2019,

7. OECD Environment, Health and Safety Publications, Series on Testing Assessment
No. 187 and Series on Biocides No. 6, Guidance Document on Quantitative Methods

for Evaluating the Activity of Microbicides used on Hard Non-Porous Surfaces, Juna
21, 2013,
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RESULTS

For Control and Neutralization Results, see Tables 1-4.
All data measurements/controls including the culture purity, neutralizer sterility, carrier

sterility, neutralization confirmation and carrier population controls were within acceptance
criteria.

For Test Results, see Tables 5-6.

ANALYSIS

Peraguard (Lot JONBG-12-1 and Lot JONBE-12-2), diluted gfiter, defined as 35.6 g of test
substance + 1 liter 400 ppm ADAC Synthetic Hard Water, demonstrated a >00.99%
reduction and a >99.99% reduction, respectively, of Listeria manocytogenes (ATCC 19117)
following & 5 minute exposure time when tested at room temperature (19°C).

STUDY CONCLUSION

Under the conditions of this investigation, Peraguard, diluted g/liter, defined as
45.6 g of test substance + 1 liter 400 ppm AQAC Synthetic Hard Water, demonstrated
efficacy against Listeria monocytogenes as required by the U.S. EPA following a
5 minute axposure time at room temperature (19°C).

In the opinion of the Study Director, there wera 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
raleases, 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 contrels confirmed study validity:

Results
Type of Control Listeria monocytogenes
(ATCC 19117)
Purity Pure
Neutralizer Sterility Mo Growth
Carrier Sterility No Growth

TABLE 2: INOCULUM CONTROL RESULTS

Test Organism: Lisferia mnnn:yh?glnu (ATCC 19117)
Volume Plated Dtion Eavcior CFU/mL
104 107
0.100 mL 200, 1680 15, 17 1.80x 10°

CFU = Coleny Forming Units
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TABLE 3: NEUTRALIZATION CONFIRMATION CONTROL RESULTS

Test Organism: Listeria monocytogenes (ATCC 19117)

Control Identity | < Test Logse
or Test g ‘;flli";': Survivors | Culture | Difference | Pass/Fail
Substance = (mL) (CFU) Titer (Volume | (1 Logu)
|dentity - (TCT) used)
10 T.T T, T
10 1.00 g B T. T
Noutraloar | e 40,43 | 52,39 | 004
- :ﬁﬂ:{ 10° T.7 T.T G
reatment (NTT) : . 1,00 mL
0] o100 | 4181 | atar | (OMY
10° 10, 2 6.6
107 T T
100 | 1.00 T T.T
Peraguard  ["4q3 40,52 | 5239 0.00
Lot JDNBB-12-1 = Pass
for NCT 10 T.T TT | (.00my
[ 10° | 0.100 37 45 | 41,41
103 4 3 B, 6
107 Y TT
104 1.00 T.T TT
Lot JDNBG-12-2 : : Pass
107 T T T:T
for NCT {1.00 mL)
104 | 0.100 48, 35 41, 41
10% 5, 4 €6

NCT = Neutralization Confirmation Control Treatment
CFU = Colony Forming Units
T = Too Numerous To Count (=300 colonies)
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TABLE 4: CARRIER POPULATION CONTROL RESULTS

Test Organism: Listeria monocytogenes (ATCC 19117)
Volume Plated: 0.100 mL

Dilution Factor Geometric
Gnr#rhr CFUf Logw | Mean (Average
1&1 1'ﬂ" 1“4 1“‘ “"IEI Lm'

1 174,202 | 22,16 2.1 0,0 |4.70x10° 5.67

7.59 x 10°
2 T.T B3, 78 | 11,11 1.0 20x10° | 6.30 (5.88)

3 184,188 | 25,15 1,3 0,0 |485x10° 5867

CFU = Colony Forming Units
T = Too Numerous To Count (>300 colonies)

TABLE 5: TEST CARRIER DATA

Test Organism: Listeria monocytogenes (ATCC 19117)
Carrier Survivors at the 10° dilution
Test il
U {Semetiiow) Ty 1.00 mL 0.100 mL
1 0,0 0,0
gliter, defined 2 0,0 0,0
Peraguard as 35.6 g of test 3 0.0 0.0
Lot JONBS-12-1 substance + . !
1 liter diluent 4 Q0,0 0.0
5 0,0 0,0
1 00 0,0
gfliter, defined 2 00 0,0
Peraguard as 35.6 g of test 3 0.0 0.0
Lot JONBE-12-2 substance + ! :
1 liter diluent 4 0.0 0,0
5 0,0 0,0
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TABLE 6: TEST RESULTS

Test Organism: Listeria monocytogenes (ATCC 19117)

T e [ | G, v e | i |
1 =2 85x10" | <1.40
2 | <25x10' | <1.40

meﬂau;—qdzd 3 | <25x10" | <140 | <140 | <251x10' | >09.99%
4 | <25x10' | <140
5 | <25x10' | <1.40
1 | <25x10' | <1.40
2 <2.5x 10" | <1.40

Lnrrnr,?;‘_?f:jz_a 3 <25%10" | <140 | =140 | <251 x10' | =09.00%
4 | <25x10' | <140
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 JONB&-12-1

ENVIRO TECH CHEMICAL
NVIROIEC o0 Mmﬁj‘ﬁg

(20%) 581-9576
(209) 581-9653 FAX
CERTIFICATE OF ANALYSIS Peraguard
Peroxyacetic Acid and Hydrogen Peraxide
Prepared for: ~ _finalyaleal Lab Sqgun
Product: l"trg.é-g.n.rd
Production Date: Wl
Analysis Dute: T
Lot Mumber: 1 LA | el |
Product diluted sccording to labeling:
Methsd: Ceerig (4) sulfate'sodium thicsulfse
Resulis: () aoMo ppen Haly
(&) Tie ppm PAA
Product neas:
Target i i
Reomuls; () x 26.7/10,000 2.9  %Hih 143 13.6 15.0
() x267710,000__ 1.0 sgpan 21 20 132
Notes: _ Label ! wik 3185 [ Wver oF vale
ln tapide 35
Iin LE 7 -
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TTH e STLTHL

Mol DT 117
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ATTACHMENT lI: TEST SUBSTANCE CERTIFICATE OF ANALYSIS -

LOT JDONB6E-12-2
Tl ENVIRD TECH CHEMICAL SERVICES
[@ VIRGTECE B 500 WINMOORE WAY
MODESTO, CA 95358
(209) 5819576
(209) SB1-9653 FAX
CERTIFICATE OF ANALYSIS  Peraguard
Feraxyncetic Acid and Hydrogen Peroxide
Prepared for:  _palydical tab Groug
Product: _&ﬂﬁ“«-ﬂ_
Producticn Date: Wit g4
Analysis Date: - FAE
Lot Number: IO B 13- 3
Product &iluted sccording to labeling:
Method: Ceric (4) sulfate/sodium thiosulfue
Rosulls; {a) BOmo ppem Hal:
(b Fus ppm PAA
Prodoct neat:
Target i, max,
Results: ()= 26.7/10,000___ 13 . e % Hiby 14.3 13.6 130
(b x 26.7710,000 g0 WMPAA 21 0 1.1
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PROTOCOL

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

Test Drganiamis):
Listeria monocylogenes (ATCE 18117)

PROTOCOL NUMBER
ENVDOI110719.NFS.4

SPONSOR
Envira Tach Chamical Senvices
500 Winrmooara Way
Modesto, CA 95358
PERFORMING LABORATORY
Analytical Lab Giroup-Midwes!
1265 Corporate Camisr Drive, Sulbe 110
Eagan, M 55121
DATE
Movembes T, 2019

Tempiats: 3851 Rev, 8174 Page ol 11
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Standard Test Method for Efflcacy of Sanilizers
Recommended for Inanimate Mon-Food Contact Surfaces

EUBPOSE
Tha purpose of this sludy B 6 delermine the antimicrobisl eScacy of RanikeEsrs on hand, inarsmale, PoOn-ponous,
non-food coniact sufaces, This melhod |s in complance with the reguirements of and may be submitied fa, one or

more of tha following agencies as indicated by the Sponsar LLE. Emdrenmental Proteciion Agancy (EFA) and Health
Canada.

fccording o 40 CFR, Par 160, E‘.Ihﬂ‘t! (160 105] 1osl subslancs Charasienzascn s o enlity, sirengin, puriy,

sclubdity ard composilion, B3 appicabls, shall be documanted befone i usa in this study. The siablity of the Lest
suisiance shall be determined prioe to or concurently with this study. Pertinent informaton, which may affec the
pulcome of tis shudy, shall be communicated in wiiting ba the Study Divector 1spon sample submission (o

Labt Growp-Midwest. Anslytical Lab Group-Midwes! will append Sporgor-provided Certilcales of Analysia (T of &)
ba this sbudy repart, If requesied and supplied. Charmcterzation and stability studies not performed foliowing GLP
regulations wil be noted in the Good Laberalory Practcs complance siaterent

sl FE DAL NS AR LIEPC LA ER CIF R A

Exparimantal st dales ans g lﬂﬂﬁdmliﬂ-ﬂrﬂnﬂiﬂwh—hmwww

racaives (he Spanet spprcvedicompletad prolocsl, signad fes schadule and comeaponding tasl substances). Based

on all neguiced maloeriaks being neceived al tis tee, ™e proposed expeimental star dabe is Moverber 28, 2048, Verbal

resuits may be given upon complsfion of the study with a writien report io fallow on e propoied completion dals of

December 23, 208 To expedite scheduling, please b sum all isguinsd phparstil and beal subsiancs documantation
Ll Geoup-Nichwesl.

If m best must be repealed, or @ porthon of it dus to fallure by Analytcal Lab Group-Sidwest io adhere b0 specified
procedunas, Hwill be repealed frae of charge N & bedd musl bs repelad, or & poction of I, dus o failure of Inbeemal
corinols, i wil bo reponted fres of charge. “Melhods Development’ fees shall be assessed, however, i the best
aulstance and'or lest sysiam require modifications due o oomplasity ond difficuity of testing.

H the Sponace requests & repest sl thay will ba charged for a0 Bddilionad lesi. Nedher the name of Analytical Lab
Group-Midwes! nor ary of fs employees are fo ba used in advertising or cther promofion without wrilten corsent
mmumubump-m The Sponscd i respordible for sy rejection of Bhe finl rapont By the regulaling

agenciss concaming report formal, pagination, etc.  To prevent rejecton, Sponsor should carefully review the
Analytical Laty Group-Midwesl final report aind natify Anatytical Lab Group-Midvwast of any percaived deficlancias in
fhase afeas belors submission of thi repod 1o Bie regudatory agendy. Analyical Lab Group-Midsasl will makos
rERRonakie changes deomad necessary by e Sponsor, withcad allering the lechnical data.

The LS. EWWWMHMI uudﬁ:m It B Eaniiper b supporiod by Approniale
sceniific data demonstrating the efficacy of the sanfize: aganet the clasmed amganisic. bn addition, if ,
Heaahh Cansds requiies thal tha prosduct be recognized &5 & dainiestan] poior to Bccapting sanitizer claima, This is
accomplishad In the Eaboratory by freating the fargel organism with the fesl substance under condiions which
simulate @ cosely as possible, the achsal conditions under which the test subslanos is designed 1o be used. For
producis imended lor use o non-food contac] SultBoes, & caimer medhod is ubsd in the generklion of e

darta. The test syalem 1o be used in this shady foliows the ASTM approsed mebthod for the svaluation of e antimicroabial
afficacy of sanfizars on inankmale, RoNporDUS, Non-food contact surisoes.

AEEmeManﬂmﬂWMlmmmmmh-m
exposune tme. After esposure, the camiers are neutralized and assayed foc survivors.  Approgpriate sleddiity, culture
purity, cartier popuiation, neutralizaticn confrmation and noculum count conlrols are performed. The curent
revigion of Standard Operating Procedurs CGT-0032 refects iha methods which ahal Be usad in this sludy.

Trmpliue JEST Rew N 7A . - Pty Ihreinn -
F350 Coapeanie Cibrias Dvive, Bl 190 + Fagan, MR B4 « OTT T BATH » S3L070 5540 o Rilpr Pawe oo
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TEST METHOD
Tablg 1
I Tent Organksm Dasknation # Growih Madiuim incubation Parameiers |
I Listern monocyfogenes 18147 Brain Heard Infusien Brogh 35370, merchis I
The beest crganismis] 1o be used inihis gluchy was were cbianed Trom he Amercen Typs Cullure Cellection [ATCC),
Mianassas, VA or aguivalen].
Subouarg Agpr;  TrypSic Soy Agar+S% Sheep's Diood will be used in iesing. The agar used in the tesl will be e
I.Imnlﬂﬂﬂi:hhl.:ndh'lu procedures which substanitiabes best organism necoveny.
Carriars
Glass 1° 1 17 caiers shall Do dipped in 5% alcohol, rinsed with detenized waler, Bnd air driss bedons slenlization. The

carrians will be placed inio 8 vasssd and sherlitned in hol air even for 22 hours at 2180°C. Afler siedlzation, each carmier
will b placed inle & slordo Pelri dah,

Preparation of Test Grganism

From a stock slant no more: than § transfens. from onginal stoc and 51 maonth oid, an infsal lube {10 mL) of cutune
Brath will B inccilated. Thik culune is larmed the Sndtial beoth suspension.” From this inilisl broth suspension, at
et thiee consaoaihe cady ranalers using 1 1oopdul (10 pL) of culung inta 10 miL of cultune msds will be parformed
pfiar |6 se & an inoculum. Incubade each daily ranafer for 2452 hours uting the apprapiate groweh medasm, Tha
Tmal teat culurg will be incubated for 48-54 baurs.

A 45-54 how cullre will be werlex-miboed and aliowed to sellle for =15 minutes. The upper 2f3nds of the cultune will
ba removed and inensfemed 10 @ starle vessel for use in bsting. The cullure mey be sdiusted by diutien in growth
meedium or by cenirifuge concentration, ¥ necessary. An organic soil load may be added to the best culture par
Epansor requesl. Tha besd cullure will B thoroughly mixed prior 1o we,

Proparation of Test Substance
Tha bl subatance will be propansd sccoeding b (he dracions lor ivlended usa of the product. The lest substance
shadl be used within three hours of preparation if adcitional preparaton is mguired by Analylical Lab Group-Midwasl

Contemination of Casiers
Insccuabe each sherie cantier with 0.02 mL (20 pL) of culture using a calibraled plpatior spreading the Inooulue o wikin
approximabely 3 mm of the edges of the carier. Dry the incculaled canmens for 20-40 minutes undl visibly dry. A drying
hignidity should be salecied 10 GNCOUrBOE MEGMUT suivival of B besl organism (langeing approximately 40%
hmularhpr Tha lids may be lefi siightly afar or intact during crying if dia-of is & concern.  The drying
for opanisms ol defined in fee 45 TR meifod heve been modifed o snsune sdegual recovry of tho ngt
:-'mﬂh-ﬂ'h A eermban] Purnily chamber wil b Sed i placs of § dasctaling chambel b snsue uiilfoem humidcation
condtions and o overcoms sow ne-aguiltrabion of a descenlor afer openirg.

Dirying Conditions: 38-377C,

Templaie: J83.1 Rew (074 - Progriury informakan

170k Compersin Cands Detvm, Tulls |9+ g, U BE1TT « OTT AT R0 « d0 130000 o Sipi fewe srafpioalaborous com
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Exposire Conditions

OO Thee COIMpsicn of Oryig, MRSl SA0N CArmes 10 WarDum SHsm £ 0. (U ML) PHypropyssne @rs usng
slevile ferceps with the natulum facing up. Using staggered inlervals, iransfer 5.0 mi of prepared test

o each jar. The hquid ahould complalely cover tho carmer during axposurs, Conlinue inealing the el camions
uming siaggored inlarvals Allve the cariars 1o exposs Bl he Spomsor apecified svposure lemperaiure for the
Sponsor specified sxposure tme.  Folowing exposure, brarsfer 20 mL of neuiralizer io fhe jars using identical
slaggered mlervals. Hmmwwmumnmmmmmﬂ nlBBGTE 10 SuBpEmd the
swvhing organisms of wortex mike the jars for 10-15% seconds.

Test Sysiem Rocovery
Witk 30 mienries of noutrakzation, plate 1.0 mL end 001 mL asquoty. of the reuiized suboulares (107 in dupicatn
orie apgropriale agar.

Il neuirakzation of i lest subsiance canmol be acheved chemicaly, Sier-noulralization may be periomesd, Within
30 mirules ol Peulraization, ransier duplicats 1.0 mL and 0.1 miL of the neutralized solution, o individual fiter Lnils
pre-vwntind with 10 mL of sterile diuent. Evacuabe the conlerts and rinse esch fiter with a minimam of 80 ml of stedle

Incubation and Chsasnation
Al gubcullises sre incubated under he condiions Esbed in ke 1 for 4844 Pours.

Fallowinsg incubalion, the subcultures will ba visually enumersted. If necessary, the subsullures may be placed ot
2-07C fof up o fhees days pricd (o ex@mination,

Fapresentatve best plales showing growth may be subouflured, stalned andior bicchamically assajyed to confirm ar
rule cod the presence of the el anganiam. M possible, ubcullures conlaining 30-300 Solanias will be ueed for
w. When membrane flration s used, the upper Bmil used for counting'calculafions should be

STUDY CONTROLE

Carvior Population Contral
inzeulslod, dried convrol camiers Wil be trated as in the led precedurn wilizing sterle delonized waler in place of et
subsiance. i multiple exposure tmes were folowed in besting, the camierns will ba exposed for the shoriest exposure
smie foliowead in the 188! protadure. Follwing eapoiure, he cacrens will b reutralived as in the tesl. Tha carmens wil
o rrikendd s 0 s el Ten-fold sarial diaticns will b prepared and 0.1 sl aligacts of the 10" ko 107 dludions will be
mhm Th jpiates wil be incubated as in the test proosdure and enumerated. The accoptance cririon for
this shady control s a minimum gaomelne mean value of 25 x 10* CFUicamer which is requined to show a B899
neduction and has besn modifed for best organiams not defined in Tha ASTM methed.

Carrior Sterlity Contral

Friod 10 tesirg, of concument with iesting, a representative, uninoculaled camier will Lo acded 1o e newt@iizer. The
vesse| will ba mimed and 1.0 mL will be plated orio sppropriaie agar and incubated. The acceptance critedon B o
lpck of gromdh Tollowing incubalion

Maoubrallzor Sterility
Price | or concumant with letng. & 1.0 Ml aBgust of neutraizer will b plEed onls appeopdiale s5af and incitualsd
The accaptance crilerion |s 8 lack of growsh following incubation.

Culture Pusrity

A "siraak plabe for Bolation” wi b parformad on e organien culiure and Aslowsng incubation examined in order
to confirm the presence of & pure culiure. The acceptance crilerion for this sludy control s B pure culiue
demanairating colony monphology typical of the tesf onganism.

Tewplowe: J83.0 Raw DI74 Wy bl -
+Jrh Coaporms Cariei D, Suis 112 » Dagar Wb 22051 o 07T D0 RSTE » 667 SF0 S5 o N bava iPalyLoalalaa s Jivs

EHALY | LEL LAECATRIF | (5771 2011 | wfailpratyb s Rabprap e | Srsshviin ol sbils oo .oom



Project Mo, AZBE28 Enviro Tech Chemical Services

Protocol Mumbas: ENVI0Z110T19.NFS 4 Page 25 of 33
Protocod Msmbar: ERVE0X1107T10.HFE.4 Efreirids Tassh Chirtical Sarvicas ALG
Paga 50l 11
Crpanic Sod Stenity Control

P G O CONGUr e s eelag AN 1 O PRI, LN SETLITT LS ROV N DN S04 IO Wl D CURLE 0, iNCUulals,
and visually sxamined for lack of growdh. The secepiance crilanon for Sis study control is lack of growth,

Heuviralization Gonfirmation Control

In A ranner conalslant with te AOAC GE0 00 melhcd, (Fs fllowing reuitalization cordirmation control will be perioimed
@fior 0 lesling of concurnerd 'with testing, To repeesent worsl-case condilions, only ihe mosl concerdrabed besd
subsiance clubice andor Ehomas! exposurs firne nesds b be utiized in this coninol when mulipls st subsance
conoentrabions or multiplp oxposwne Smes & being evalkiated in the study.

Serialy dhis the prapared iesl oulture o tangel 2x 104 = 2x10% SFUIML (o argel a result of 10-100 CFU plaled in sach
ool nun}, Multiple ongantsm dilulicns may b prepaned, (Trpealy (e 107 1090r 10 diulioas will provide a culiure
in range depanding on sxpociod ey, ANemale or partinl alulions mey be wsed wiene Boprogeide ) 1T all the oy anism
diutian(s) wed in this coninal fall b provide adequasie numbers which coincides in a fallune 10 meet e acceplance
critaran fof s Bludy caniral, the sanbal mdy b repaaled i Bs antingty.

Tk Cuiure Tiler (TCT)

Add 0.1 mL of diuted test crganism io 25 miL of siedle divent and voriex mix.  Hold Bvw mibcture for & minmam of
30 rinwies and Spread plabs or fiter plabe duplcate 1.0 mi and 0.1 mL sliquots using e same mathod wad in the
test The accepiance criterion bor this study conten! i growth. B e Sesd cultune Bler Eils 1o yield counlable numbers or
il he culture ther s too ke resulling in laling nessts, (e entine neutralization confirmalion contnal may be repaaied in
s enfirely, as necessary, o property validate nevtralzation

Meutminaion Confimagion Coentred Trealmend (NCT)
Imirsnran & slerde cwrier (one per tesl organism ddulisn ba be used, per test subsiance %o be evalusied) n 5.0 mi of
Teal sUDtancs a8 in thalesl. EXposs 47 e axXposune Hma ard neutalie eadh carfied with 20 mL of nevlrakese. Motabe
the jar vigarously on an even plans for approximataly 50 rodetions or vorisx mi e jars for 10-15 seconds. Within
§ minutes, add 0.1 mL of dikted test organism bo Fa neviralized covenls and vorlex mix, Hold the mbdes for &
méanimum of 30 minutgs and sproad plate or fiter plabe duglcate 1.0 mbk and 001 mb aliquots using the sames method
usad in the tesi. The scceptance criberion for s siudy conirgd s groswh within 1 k29w of B0 les! culbore iter (TCT) for
gt lnasl ore of e aligucts plated.

Meuiralizer Toulcty Treaiment (NTT)

Add 0.1 mL of diuled best crganism o 28 mL of sberle noulralizer and vortex mite. Hold the midure fior 8 minknum of
30 minubed and apresd plate o Aker plide duplcale 1.0 mb and 0.1 miL aliguots using the same methcd used in s
test The sccaptance crifenion for this shudy cantrol is growth within 1 kigw of ihe test cuBune Bler (TCT) for af least one
of the aliquols plaled

Hodd K affer the socdiion of (ke fost arganism o the nowlrmiirafion confirmation confrol vessols may b
reduced ¥ noctralsiion is o concemn. Hold times folfowed afowkd be a8 lang ar loages (han the sclvs fme
requaired i plae [ (el carriers for @ given fest orpamismiost substance sel

Incculem Couant
Sarlally divie and plals the best organiam in duplizels useng 0.1 mL Miquesds and appropeiate diulions and incubate
@ in the fest. This conirol is for informaticnal prposes and henaiane has no acceplance critadon

Tewplate: J85.1 Rew @174 - Prigade'y P P -
134 Conpoans Dpnin Crovm, Bl 195 « Enges i 38737 « oFF 5 ame « i1 msim FEmLE
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h.l'lll-jl.u:'-ll m u\'ul.lp-ﬂ-lnwull. I'l1lI'I'|.I|H'II -al.lﬂl:l.:l UpETHLNg FiDCedunes (SUFS] IEalve B BIRCRCY 1BSnnNg
stwdes. Efficacy testing is performed in stricl sdharencs io hese S0P which have been conslucted o cover all
sapacts of e wolk inchuding, bul not limied 1o, receipt, log-in, and tracing of Bickogical reagents including et
efganiim airaing for purposes of identificalion, receipt and use of chemical reagents. These procedunes are
ciigned b documen] sach shep of efficacy lesting studies.  Appropriale referances to medium, batch number, ele,
&g documssnied in B riw dats colleried dunng the oourss of each sludy.

Addimanally, nech eficasy 10al i ssaigned 8 unigue Project Mumibar whesn the protocol for the study i initisled by
the Shudy Direcior, This numbaer i used for idendfication of the iesl subsuliures, #lc. during the coures of e
fesl Test subcuBures are also labsled with rederence 1o e tesl organiam, sxpanimentsl sian dats, and tesl
preducl. Micrscopi: andior macroscapls evakualions of positve subcultures are parfarmed in order to confirm The
identity of ted bosd Coganiam,  Thesn MaBRsUNS Bre deslgned b decumant the identity of (e last sysiom.

METHOD FOR CONTROL OF BIAS:  NIA
STUDY ACCEPTANCE CRITERIA

Tl Subatarce Performancs Criterla
Tha efcacy pasfonmance requinements for abe! Caims atate Bl e el subslancs mus! demonsirals a minimum

68.9% reducton of lest surdvors gs compared 1o the populaton cordeol 10 be oonsidered &0 effecive non-food conlact

Cantrd Accaptance Criteria
Tha shudy conirais fmust pedor according fo the criteria detaled in the study controls description secfon. I anry eoninl
BCOERplANCE Ciflerg Bng nod masl, tha 188 may be repeabed under the current prolocol rum bes,

If any padion of the probocol is execubed Incormectly wastanting repead iesting, the tosi may b repeated under the
curmar] protocel number. If the population contfol fads 1o meat tve minkmum mguirsment or if the neutralzston
mwmmuﬁmullmmwuumrﬂ;rfﬂllmmﬂuuuﬂhqmqnﬁm.wmﬂnnhm

;EWHM.MHMWM.WH&#HMH‘.thmmlﬂd,hﬂhﬂmuﬂmhbn
dakes, identificalion of the crganism siains used, descrpdon of media and reaganls, descriglion of the methods
mcmmwm !muhwwmumukuummﬂnpmﬂmu-ﬂﬂﬂwhmnquﬂhf
40 i 160,185,

Elmwmmmrmhmmm tha needigian and renscrs for changes wil ba
dotumented, reporded b the Sponsor and will become a part of the permanent file for thal shedy.  Similady, ihe
::mwr'nllb-lmﬂ'lﬂumﬂmﬂhhﬁmmmtm“mmmﬂﬁmmmﬁﬂ

Standard oparabing procedures uled in e atudy will be the cafmect effectie revislon of the time of the work, Any
minaf changes bo S0P (far this shedy) or methods used will be cocumented in the rew data and appeoved by the

TEST SUBSTANCE RETENTION
it is the responsibliity of the Sponsor to retaln & sample of the test substance. All unused best substance will
b discarded following study complotion unless ofhersdsse indicated by Sponsor,

Tomplute: 3431 Rev 0174 - Postntary bbureston -
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BECORD RETENTION
Study Spoaciilc Documanis

Al of tha anging ey dats develaped sxchisheely tof ihis siudy shall be s'chived Bl Anabylical Lab Group-Midvas!
for @ minimum of free years for GLP sludias or @ micsmum of aix manths for all other studios Tollowing the study
comgletion dabe. After this time, the Sponsor {or the Sponsor Representatkhe, if applicains) will be conlacted o
cetarming the final digposition. These ciginal dria includs, bid ane not limiled bo, ke Tollowing:

=

Al hanchariien rae dala for coniral and lesl substances including. but mol mied S0 rofebooks, data
forms and calculafions.

Any prekoesl amendmenipidedsticn nosfcabicns.

Al measuned dats used in formulating the final epen.

Memecranda, specifications, and olher sludy specific cornsspondencs neiating bo inlerpretation and
avaludtion of dala, othes than those documants coriained in the fnal sludy repon.
Cirigiral sagnnd professl

Ceried copy of final study roport.

Shudy-specific S0P deviations made during the study.

Faclity Specific Docusmants

Thie foslowing reconds ahall alsa e anchived al Anahylical Lab Group-Midwasl. Thess documents inclade, bul ane
nd Bredlad to, ths folkowing:

1, SOPs which pertain 1o the shudy conducted.
Mon pudy-epecific SO devintiona made during (e couwsn of Wil abady whath may effoct © reluss
obigined during this study,
Mathods which wer used of refsnenced in the shudy conduched.
QA reports lor each OA spacton will commanis.
Facilfy Records: Temperabung Loga (ambient. mcubabor, sz ), Instnumend Logs, Calibration and
Maintenance Fecoeds,
Cumant cumiculum vilae, training rescands, and job descriptions Tor all personned irredheed in the sbudy.

AR B

o e RS

us vironmanial Probecion Agency, Offce of Chemical Safely ard Poliulion Prevention, Product

Performance Tesi Guidelnes, OCSPP B10.2000; General Considerations fiof Uses of Anlimicroblal Agents,

Saptamnar 4, 2012,

UE. Envionmental Probection Agency, O#ice of Chemical Safety and Poliution Prevension, Product

FParformance Texl Guidslines, OCSFF §10.2300 Sanilizers for Llee on Had Surfaced- Efficacy Data

Recommerdaticns, Ssplember 4, 2012,
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DATA ANALYSS
Calculations

CFUmlL=
{volurma plated in mL)

Humber of Organlsms Surviving per Carriar
CFLcam = (s O

X L

A Ll 1S | :.' I..
Gaamotric Man of Number of Organisms Surviving on Test or Contral Casrisrs
Geametric Mean = Antiog of LogeXs + Loguis » Loguils

N

Winene: X aguais CFLUcarmer
M equals number of carriers

Porcent Reducticn
9% redoacion = [ia - b}/ 8] x 100

whire:
&=  geometic mean of The number of anganisms sundving on the papulstion conirol camss.
b= goomelic mean of Sl number of OIgENismS sufiving on the best carmers.

Recovery Logws Diffarence = Logs (Average CFU in TET) = Logn (Aversge CFL i MCT of NTT)
Used bar the neulfalizabion confirmation control

Statintical Methods
hgna Ligad

Templaty; JA3-! Kew 8174 - izl dnfsmabian -
1S Corpormte Cants: Oetes, Solle 110« Eaggaen, S 5000 « BT7 30F 0300 = 840079 2295 ¢ hiipn fwerwsnarroalabgroag cor
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AT Blas pecione e varied Dy M Seonesr o Sponmor Repsenbaies ax Srued

o e sprine, crdsre pdherse nole )
Tost Bubsinncs & Barch waslly @8 1L Berauld dppe s on po

4

O Quslemarny smmonia ncid D ipdophor
O Penodde Eeeclim hypochinnite O Crihar

riraieaten
&l -] & dilanming Fa mosi

“ﬂ.’w Hagards

Rogm Temperstue u | Hona knoan: Use Sandand Precouilons
Qo z8c . Molorial Safety Dats Shasl, Amached for gach product
O Cihar o g Follren:

Prosduct

Preparation
E\Mﬂh?—ﬂw#mm

1 ; m-__ia‘a‘#.r“} . Hukrﬂgh{_
O Deionized Wates (Filer or Satoclig Storkned) “
DMW&FK:MWerH“h um{ﬁﬂ“ghb?dm
wilar mmm A e S vrumuabey pond s
mhmmm 4 el Mmmﬁi
M-MWMMHMHMMWWMM.
Tosi Organismisk: B Lisians monccpiogonas (ATCC 19117

Cariar Humbar: _3 toal corriers ser bolch and 3 pocilslico controloperders
Expesurs Time:__"=  Minutes

Exposure Temparature:_Rgom lemearasters (10-36°C)

Organic Soll Load:

Minimum 5% Orgenis Sol Lood (Fetsl Baving Senm)
Mo Organic Sol Load Fequingd
Ot

Tergiats: 1831 Rev. 674 - Prapsdicy Idsconaton -

VI Copacwin Camber Dby, Bl 110 = Engae, MW BEET » 07 700 KETE & Eh1 AT MLIE o+ bion e el el simprrep carm
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Socticn PV DCEOE ##J

~Toil Substance has been or wil be shigped 10 Analytieal Lab Group.Midwest
mumwuwmm——me—_' {
O Tosd Subalsnce to be hand-geliversd (must Bmie =

Lt o : by noon af ledsl oo day prior I besling or othar

%mhpﬂummrmmwwwdm-mmmmmﬂhmn

L L1l 1) ! i 1IN O a0 CFR PART 180 SUBPART B (4800510
Icentily, . purity, ang .- , of the test lots has been
&;:?hﬂw umwr.:m applicabla tasl o will b cormpleted prior o efcecy
W pes, testing s o will bo partarmed folowing 40 CFR. Part 180 GLP reguiations: [ Yes O No®

T H‘ v ..' T h
. 45 A} may b provided for each ol of test substarce. I provided, the
O Testing has bogen o will B condusted under protocol or sty &

hquﬁhiummmtlmwﬂhm b3 & concurrsn| efficacy lesting;
Yos O No* O Wok required, Non-OLP testing requested © = - '

1yes, lnsting was or will be performed following 40 CFR Fan 180 GLP requistions: B Yes O No*

Sotmoal Inkormtion b complgls Bs snpkcabls:
O Tasling h-hilﬂﬂhmmmm:ﬂ'llﬂrt

*¥ taating information is nol provided or i nol ' ’
of ihe i ape patormind felowing GLP mguintions, this il be indicefed i the GLP

MJ Hew 0974 T
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Frisrnlis A e DRt AN

mmmmmwwmmmmrmrmmwmm
LAS GROUP-MIDWEST, mmmmmmmmmm D 6E
REPRODUCED OR DISCLOSED TO OTHERS, N WHOLE OR N PART, NOR USED FOR ANY PURPOSE
OTHER THAN Mmmwmmmmwmmm WITHOLT FRis
WRITTEN PERMISSION OF ANALYTICAL LAB GROLP-MIDWEST.

APPROVAL SIGHATURES

SPONSOR;

MAME: My Tins Recriguss TITLE: ___ Regulalors Affaks & Lab Marager
i 4 :

BAGNATURE: n}um‘ L:}mﬁjwm DATE:_ I|]5=||"I

PHONE: __ (203 232 - 2200 EMAIL__icdriguesiiemirciechoom

Fer confidantinlly puvposos, Fhucly infaemation will bo asesod ofy o e sponscoteIsMinive signing Ihe
Profocsd (aboval uniges oy indiichials s Speciioaly Mithorized in ity fo recalva pludy infovmalion,

mmmnmmmmm 0 S8 Attached

NAME: %
mﬂﬂa—%{dﬂm oate_ IfEp?

quﬂ-r' T3 T Raw, 8034 - Pty o <
B Corprrass Cusier Orive, Sioite 759 = Eagaa, MM BILH) o TP ITE o B WS - i e e s T e
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HFS

For Analytical Lab Group-Midwest Protocol _ ELgnSi078. wps: ¥
Study Director Dataevinitiat i L L

The faliowing modifications will ba mads o Fis protoced eoruary version
the 810, 2000 mePﬂfmTﬂGM-:‘H: o b H

1mhmmmemmhnmmm.m 102000,
will b updabed to refiect the February 2018 version Hhmﬂﬂam;w

* LU.5. Envirenmenial Protection Agency, Office of Chemical and
Pollution Prevention, Product Performance Test mmmm
810.2000: Ganaral Considerations for Testing Public Health Antimicrobial
Peslickles ~ Guidance for Efficacy Testing, Fabruary 2018,

b, mmmummmmm.
& The manufectiure date of ssch product batch will be Inclsded in tha rogon.

JB WL -2 -2 wla L
B LR 7P i h.,l,_-w,l,.,'ru;ﬂ"

d, Fwwﬂmmmﬂmhwrhnm a conirod fadura
systam falure. techriclan seror, efe. the Repeat Testing Pollcy from the Seres 810

Guidelings FAQ documant will be

&, Product Preparafion:

O Mo dilution reguired, Lise as (AT

i%:-mhmmm- Sitea_s_L\kecser
(example: 1 cz/galion) * {amouwnt of fesl (armcunt of diuant)

O OECD Hard Water: 376 ppm (338-364 ppm)
O Un-softened Tap Waler: 200 ppm (180-210 ppm)
;:: AQAC Synihwetic Hard Water: 400 pom (360-420 pom)

“Modn: ummmhnﬁmmwnhw

(Dun, S

I aet bkl A pewhoel n g

Pape1af 2
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1. Additional References (¥ applicabia):

L LE Emmmw.mﬂmﬁmm
Number, MB-30-02, Proparafion of Hard Walst and Other Duonits for
Preparation of Antimicrobial Products, August 2019,

il. ﬂEﬂDEMw.MHWFW.H“MTﬂm
Quaniitative Methods for Evalusting the Activity of Micrabicides sed on Hard
Non-Parous Burincss, Juns 24, 2013,

i U.B.Emkanmmﬁmmw.mﬂlmﬂm:rdw
mﬁﬁr Parformance Test Guidelings, Seres 810 Guidslines

9. DECD Hard Waler Preparation (¥ sopicabia)
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