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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 pertaing 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
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. Environmental
Prdaaﬁunﬁ.g&ru:yﬁuudLa Practice (GLP) regulations set forth in 40 CFR Part 180,

Submitter; Q{ Lm—-L ﬂ'ﬁﬁ;mw Date: IQJ;JJ!CT
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Kristin Hunt, B.S.
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. Study: Standard Test Method for Effi

Non-Food Contact Surfaces

The objective of the Quality Assurance Unit s to monitor the

QUALITY ASSURANCE UNIT SUMMARY

cacy of Sanitizers Recommended for Inanimate

conduct and reporting of

non-clinical laboratory studies. This study has been performed in accordance to standard

operating procedures and the study
regulation 40 CFR Part 180, the Quali
protocol and standard operating procedu
below. Studies are inspected at time intervals to assure

res and has inspected

protocel. In accordance with Good Laboratory Practice
ly Assurance Unit maintains a copy of the study
this study on the date(s) listed
the integrity of the study. The

findings of these inspections have been reported to Management and the Study Director.
Date of Phasa Date Reported to | Date Reported to

Phase Inspected Inspection Study Director Management

Critical Phase Audit
Contamination of November 21, 2018 | November 21, 2019 | November 25, 2019
Carriers

Final Report December 10, 2019 | December 10, 2018 | December 10, 2019
Quality Assurance Specialist: w Cartbiorsv Date.__{Z-i0-z019
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Jehn Egan, B.S. - Microbiology Laboratery Supervisor
Tanner Barmharst, M.S. - Microbiologist
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STUDY REPORT
GENERAL STUDY INFORMATION
Study Title: Standard Test Method for Efficacy of Sanitizers Recommended
for Inanimate Non-Food Contact Surfaces
Project Number: A28827
Protocol Number: ENV003110719.NFS.3
Sponsor: Enviro Tech Chemical Services
500 Winmoore Way
Maodesto, CA 95358
Test Facility: Analytical Lab Group-Midwest

1285 Corporate Center Drive, Suite 110
Eagan, MN 55121

TEST SUBSTANCE IDENTITY

Test Substance Name: Peraguard
LotiLot(s): Lot JONBE-12-1 and Lot JONBE-12-2

Manufacture Date(s): MNovember 7, 2019 (Lot JONBE-12-1 and Lot JONBE-12-2)

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 study. The Test Substance Certificate of Analysis Reports may be found in
Attachments |11,

STUDY ES
Date Sample Received: November 14, 2019
Study Initiation Date: Movember 18, 2019

Experimental Start Date:  November 21, 2019 (Start time: 12:50 pm)
Experimental End Date: November 25, 2019 (End time: 10:45 am)
Study Completion Date: December 10, 2019

OBJECTIVE

The objective of this study was to determine the antimicrobial efficacy of sanitizers on hard,
inanimate, non-porous, non-food contact sufaces. This methad is in compliance with the
requirements of the U S, Environmental Protection Agency (EPA).
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SUMMARY OF RESULTS

Test Substanca: Peraguard (Lot JDNB8-12-1 and Lat JDNBE-12-2)

Ditution: g/ Liter, defined as 35 6 grams of test substance + 1 Liter 400 ppm
AQAC Synthetic Hard Water

Test Organism(s): Salmonella enterica (ATCC 10708)

Exposure Time: 3 minutes

Exposure Temperature; Room temperature (20°C)

Organic Soil Load: No organic soil load required

Efficacy Result: Peraguard demonstrated efficacy of two out of two lots against

Salmonella enterica, and therefore, meels the performance
requirements set forth by the U.S. EPA following a 5 minute
exposure time at room temperature (20°C).

LDy RIAL
Test System/Growth Media
Test Organism Designation # | Growth Medium IL';‘:;?“"“
Salmonefla enterica 10708 Nutrient Broth 335;3? C,

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

Recovery Media
MNeutralizer; CVE Neutralizing Broth + 0.01% Catalase

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

Hard Water Description:

The Spansor specifiad 400 ppm ADAC synthetic Hard Water was made using 12.0 mL of
AQAC Solution | and 12.0 mL of AOAC Solution 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” carriers were dipped in 95% 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
=2 hours at 2180°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 g/Liter, defined as 35.6 grams of test substance + 1 Liter diluent,
was prepared using 3.56 grams of the test substance and 100.0 mL of 400 ppm ADAC
Synthetic Hard Water. The prepared test substance was mixed for 5 minutes prior to use
and was homogencus as determined by visual observation. The prepared test substance
wag used within 30 minutes of preparation.

Preparation of Test Organism

From a stock slant no more than 5 transfers from original stock and 51 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 use as an inoculum. Each daily transfer was incubated at 35-37°C (36.0°C)
for 2442 hours using the appropriate growth medium,

A 48-54 hour (51,75 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 20.0 mL of culture was concentrated to 10.0mL. The
culture was thoroughly mixed pricr to use,

Contamination of Carriers

Sterile carriers were inoculated with 0.02 mL (20 bL) of culture using a calibrated pipettor
spreading the inoculum to within approximately 3 mm of the edges of the camier. The
inoculated carriers were dried for 20 minutes at 35-37°C (36.0-36.1°C) and 42-43% 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 carriers were transferrad to
individual sterile 2 oz. (60 mL) polypropylene jars using sterile forceps with the inoculum
facing up. Using staggered intervals, 5.0 mL of preparad test substance was transferred
to each jar. The liquid completely covered the carriers during exposure. The camriers were
allowed to expose at room temperatura {20°C) and 31% relative humidity for 5 minutes.
Following exposure, 20 mL of neutralizer was transferred to the jars using identical
staggered intervals. The jars were vortex-mixed for 10 seconds to suspend the surviving
arganisms.

Test System Recovery

Within 30 minutes of neutralization, duplicate 1.00 mL and 0.100 mL aliguots of the
neutralized solution (107) were plated onto the recovery agar plate medium.
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Incubation and Observation

The subculture plates were incubated at 35-37°C (36.0°C) for 4844 hours (44 hours). The
subcultures were placed at 2-8°C for 2 days prior to examination, Following incubation
and storage, 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 water in place of test substance. The carriers were exposed for the shortest
exposure time followed in the test procedure. Following exposure, the carriers were
neulralized as in the test and mixed as in the test. Ten-fold serial dilutions were prepared
and duplicate 0.100 mL aliguots 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 criterion for this control is a minimum geometric mean value of
2.5 x 10* CFUicarrier 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 onio appropriate agar and
incubated. The acceptance criterion is a lack of growth following incubation,

Neutralizer Sterility
Concurrent with testing, a 1.00 mL aliquet 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 arganism culture and following incubation
examined in order to confirm the presence of a pure culture. The acceptance criterion for

this study conlrol is a pure culture demonstrating colony merphology typical of the test
arganism,

Neutralization Cenfirmation Control
In a manner consistent with the ACAC 880.09 method, the neutralization confirmation control
was performed concumrent 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)

AD.100 mL aliquot of diluted test arganism 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 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,
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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 to
expose for the exposure time and each carrier was neutralized with 20 mL of neutralizar.
The jar was vortex-mixed for 10 seconds. Within 5 minutes, a 0.100 mL aliquet of diluted
test organism was added to the neutralized 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 logss of the test culture titer (TCT) for at least one of the
aliquols plated.

Neutralizer Toxicity Treatment (NTT)

A 0.100 mL aliquot 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 aliquots using the same method used in the
test. The acceptance criterion for this study control is growth within 1 logqo of the test culture
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 acceptance criterion.

STUDY ACCEPTANCE CRITERIA

Test Substance Performance Criteria

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

Control Acceptance Criteria

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

P OCcoLC ES

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

Protocol Deviation(s):
No protocol deviations occurred during this study.
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DATA ANALYSIS
Calculations
CFUWmL= X ion
(volume plated in mL)
Number of Organisms Eunriﬂng per Carrier
CFUlcamer = (averane ; actor) x (volume neytralized solutio

: {wh.lmplﬂud orfimredinml)

Geometric Mean of Number of Organisms Surviving on Test or Control Carriers
Geometric Mean = Antiog of LogyX; + Logi)s + LoguXy
N

where:
X equals CFUlcarrier
N equals number of camrers

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

where:
as mmﬁmmﬁmmmhmm

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

Recovery Logqy Difference = Loguw (Average CFU in TCT) = = Logss{Average CFU in NCT or NTT)
Used for the newtralization confirmation control

Statistical Methods
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 fimited to, the following:

1. All handwritten raw data for control and test substances including, but not limited 1o,
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 ta
interpretation and evaluation of data, other than those documents contained in the
final study report.

Original signed protocal.

Certified copy of final study report.

Study-specific SOP deviations made during the study,

ot L o

™

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.

REFERENCES

1. U.S. Environmental Protection Agency, Office of Chemical Safety and Pollution
Prevention, Product Pedformance Test Guidelines, OCSPP 810.2000: General
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Prevention, Product Performance Test Guidelines, OCSPP 810 2300 Sanitizers for
Use on Hard Surfaces- Efficacy Data Recemmendations, September 4, 2012

3. American Society for Testing and Materials (ASTM). Standard Test Method for
Efficacy of Sanitizers Recommended for Inanimate Nen-Food Contact Surfaces,
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Germicidal and Detergent Sanitizing Action of Disinfectants Method. In Official
Methods of Analysis of the AOAC, 2013 Edition.

5. U.S. Environmental Protection Agency, Office of Chemical Safety and Pollution
Prevention, Product Performance Test Guidelines, Series B10 Guidelines FAQ,
August 2019,

8. U.S Environmental Protection Agency, Office of Pesticide Programs SOP Number:
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RESULTS

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

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

For Test Results, see Tables 5-§.

AN 1S

Peraguard (Lot JONBE-12-1 and Lot JONB6-12-2), diluted g/Liter, defined as 35.6 grams of
test substance + 1 Liter 400 ppm ADAC Synthetic Hard Water, demonstrated a >99.99%
reduction and a =>09.99% reduction, respectively, of Salmonells enterica
(ATCC 10708) following a 5 minute exposure time when tested at room temperature (20°C).

STUDY CONCLUSION

Under the conditions of this investigation, Peraguard, diluted g/Liter, defined as
35.6 grams of test substance + 1 Liter 400 Ppm AOAC Synthetic Hard Water,
demonstrated efficacy against Salmonella enferica as required by the U.S. EPA
following a 5 minute exposure time at room temperature (20°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, loge 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 exprassed 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 Cantrol Salmonella enterica
(ATCC 10708)
Purity Pure
Neutralizer Sterility No Growth
Carrier Sterility No Growth

TABLE 2: INOCULUM CONTROL RESULTS

Test Organism: Salmonella enterica (ATCC 10708)

Dilution Factor
Velume Plated CFU/mL

10% 107

0.100 mL 88, 53 11,8 7.0x10°
CFU = Colony Forming Units
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TABLE 3: NEUTRALIZATION CONFIRMATION CONTROL RESULTS

Control Identity s Test Logio
or Test % Plated Survivors | Culture | Difference Pass/Fail
Substance = Gk {CFU) Titar (Volume | (£1 Logs)
Identity ) (TET) used)
10? T.T T.T
; 10¢ | 100 | 145 152 | 128 130
”?.”E't“’ 10% 17, 25 12,13 -0.06 -
Yesmtment (NTT) |10° 168,177 | 174, 180
g ik 104 | 0100 | 22 29 0.0 ] Venk)
“10° 32 1.3
10° T.T T.T
10° | 1.00 134, 150 | 128, 130
Peraguard 10° 14, 19 12, 13 -0.04
Lot JOMNBE-12-1 '1'3" 154 182 174 180 Fass
for NCT s : {1.00 mL)
10* | 0.100 20, 22 19, 20
10° 2,0 1,3
10° T.T T.T
10 | 100 | 124,138 | 128, 130
Peraguard [~ o5 13, 15 12,13 -0
a2 e 18,161 | 174180 | cqoomyy [ o
104 | 0.100 22, 28 19, 20 :
10°% 41 1,3

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: Salmonella enterica (ATCC 10708)

Volume Plated: 0.100 mL

Carrier Dilution Factor CFU/ Geometric
B 1 07 r 04 carrier | L99n |Mean {Average
| 10 1 10 1 Logu)
1 151, 149 | 20, 15 3.2 00 (375x10°| 557
275 x 108
2 84, 107 22,9 0,0 0,0 24x10% | 538 (5.44)
3 87,98 8, 14 2,0 0,0 |23x10°| 5.38
CFU = Colony Forming Units
TABLE 5: TEST CARRIER DATA
Test ﬂrulnllm Salmonella enterica (ATCC 10708)
Carrier Survivors at the 10° dilution
Test Substance 'Sunphﬂiluﬁun & 100 L 0900 L
glLiter, 1 0,0 0.0
defined as 2 0,0 0.0
Peraguard 35.6 grams of 3 00 0.0
Lot JONBE-12-1 test substance : !
+ '| Lﬁar 4 D'. ﬂ: u.. ﬂ
diluent 5 0,0 0,0
g/Liter, 1 0,0 0,0
defined as 2 0,0 0.0
Peraguard 35.6 grams of 3 0.0 0.0
Lot JONBG-12-2 test substance ' :
+ 1 Liter 4 0.0 0.0
diluent 5 0,0 0,0
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TABLE 6: TEST RESULTS

Test Organism: Salmonella enterica (ATCC 10708)
A G
|25 batnce - | Logy E.:- — Pt
1 <25x10" | =1.40
2 <25x 10" | <1.40
mﬂﬁﬂ?;d 3 <25x10' | <140 | <140 | <2.51x10' | >69.99%
4 <25x 10" | <140
5 <25x10" | <1.40
1 <25x10" | <1.40
| 2 <25x10" | <1.40
LnIF;hHB&1 2.2 9 <25x10' | <140 | <140 | <251x10' | =09.99%
4 <28x10' | <1.40
5 =25x 10" | <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 JONB6-12-1
ENVIRO TECH CHEMICAL SERVICES
ENVIRQTEC@ 500 WINMOORE WAY
(209) 581-9576
(209) 581-9653 FAX

CERTIFICATE OF ANALYSIS  Peraguard
Peroxyacetic Acid and Hydrogen Peroxide

Prepared for: if o

Product: — Precuoed
Production Diate: WA g

Analysis Date: Wi g
Lot Mumber; DR 13 -
Product diluied according to lnbeling: 5
Mathod: Ceric (4) sulfate/sodium thiosulfase
Results: {n) SoMo ppm Hads

b)____ F38 ppm PAA
Product neat-

Target min, T,
Results: (8} x 26.7/10,000 (2. % Habs 14.3 13.6 15.0
(®)x26710000__ 10 sipaa 2.1 2.0 232

Notes: Wl e Li

M—ﬁd—ﬁ%w Limite 3'-5-"-=|
bf s, q!,_-d!;ﬁ: wan dilokd in A Liler eb 1A561 84— .

_MNehotte T Wy
e RO LY Y

EXACT COPY
INITIALS, ¥ DATE ™
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ATTACHMENT ll: TEST SUBSTANCE CERTIFICATE OF ANALYSIS -
LOT JONBG-12-2

ENVIRD TECH CHEMICAL SERVICES
QORE WAy
ENVIROTEC 500 WINMOORE WAY

(209} SE1-50576
(207} 581-9653 FAX
CERTIFICATE OF ANALYSIS Peraguard
Peroxyacetic Acid and Hydrogen Peroxide
Prepared for: Bnakjdtcal Lob Groug
Produst: —fmeuen]
Production [ate: IAWE NI
Analysis Date: Wwigsig
Lot Humber: Ra= |
Product diluted according to Isbeling:
Method: Ceric (4) sulfate/sodium thinsol fate
Resubie: (2] Boga e Hel
3] *us pom PAA
Praduct iveat: B
Target min. ma,
Resulis: (a) = 26,710,000 12 . % %HG 14.3 13.46 15.0
(b} x 26.7/10,000 2.0 HPAA 2.1 2.0 22

Notes:_lobel (oncendradlen will \ag 'j-j,ﬁ,! [udver oF woder, Fordhis

sk, 30 order to M“TNEMM_M
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Standard Test Method for Efficacy of Sanitizers Recommended for Inanimate
Non-Food Contact Surfaces

Test Organlsmis):
Saimanaiia entarica (ATCC 10708)

PROTOCOL NUMBER
ENVOO31107T10NFS.3

SPONSOR

Envino Tech Chemical Senvicas
SO0 Winrmoone Wy
Modesto, CA B535H

PERFORMING LABORATORY

Anabytical Lab Group-Midwesi
12085 Corporate Cenler Drive, Sulte 110
Eagan, MHN 55121
DATE

Movesmibar 7, 2018

Tempdase: J85.7 Bee 0774 Pagm 15011
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Standard Test Method for Efficacy of Sanitizers
Recommanded for Inanimate Non-Food Contact Surfaces

EURPOSE

mm#mmhwmummﬁmmmmm.
reHioad contact surlaces. mmummmummdﬂmhmﬂh.nm
mﬂhmwﬂhi&mwmwua.ﬁwmmmwm

Decembar 23, 20149, To expedity gcheduling, pleass be sure 8l required paperwork and s subsiance
B complabe'sccurats upen arthial of Analticel Lsb Geoup-Midwest,

Il & lest must be repeaisd, or a portion of B, dus to falksre by Analytical Lab Group-Midwest to adhens 1o specified
pressaduras, if will be repested iree of charge.  § a test mus? be repadiad, or a portion of &, dus 1o fallure of inberrasl
cceitraly, il will be repeated fres of charge, “Miathods Development® fese shald be assessed, however, if the lest
sunstarce sndior sl system reguire modifications due is complexity and dfcully of lasting.

TEST PRIWCIFLE
A fm of crganism calls died on a suface of Approprialy CaTNE B Exposed i thiy beal substance for B specified
mApaiUe Unve. Aar puposure, the carriers are ressralized and aasayed for survivors, Appropriate sterilty, culure

L periormed.
revision of Standasd Operating Procedure CGT-0032 refiects the methods which shal be used In s mhuesy.

_{l.'ﬂ-_ 2T Rew QFTH ot - PRy i
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IEST METHOD
Tabie 1;
Test Organism Desigration 8 Growth Madium Incubation Parameters |

Snimonols onfercs 10708 Mulrsent Broth 15.37°C, perokic
The lest arganiamis]} 1o be Lssed in this shudy waa/were cbiained from the Ameniesn Type Culars Colioction AT
Manaseas VA o eguivaisn]

Subculiurs Agar mewmihhnduhmm“g Thes agar used in tha eal will be the
sama a4 fhal which is used in B coninol procadures which substantislos test organism recovary,

CGarriers

Gilass 1" x I'mmnmnmmﬂﬂmmm.mmmhﬁnm Tha
muumw-mmmhmwmmum At =180°C. Afler sinrization, sach camay
will b8 placed Into & aberile Petd dish

Proparation of Test Owganksm

From o sleek alant no more [hen 5 tranafers from griginal siock and <1 moedh oid, an inial e (10 ML} of culbure
Drarih will be inpoulabed. This cultune bs termed the Snitial bresh suspersion” Fram Bis initial beoth suspension, al
mmmwmﬂmm1wu{1nmufwmmmmu¢mmnhm
priof 1o Use 83 8N inocuium, Incubate each daky transier for 2442 hours using the approprata growth mesium, Tha
firal test cultyrs vl be incubated for 48-54 hours,

A 4854 howr culture will be vortex-mived and alizasd & Sete for =18 minules. Thee uppeer 2i3rdy of the culune will
b remcvad and bransforred io a sterle vessol for use in besting, Theb Eailiure mary be adicated by dlution in grewin
msdium o by ceniifuge concentration, i necessary, An prganic soll load may be added to the iesl cuture por
Spensor request Tha st culiure will be theroughly mboed price b use.

Praparation of Test Substance
The test substance wil be prepared acconding to the direciions for intended use of the preducl. The I8st sibstance
MHM%MWMWHWWHMHPMMMGWW

Contamination of Carriars

Irsncusiate esch sherbe carrier with 0,02 mL mmummammmnmwm
approadmataly 3 mm of the edges of e camier, Dry the inoculated casmiors fior 20-40 mirutes unl visibly dry. A drying
mmuuhmmmmunquw 40%
Mumicity, for example). The lkds may be lef slighily ajar or intact during drying If die-off & & conoern. Tha crying
mhmnﬂmnmﬂmﬂmmm“#mmmmydmu
OFgRmETm hmwrpmwunmﬂhmmmmummm
canditions and o overcoma tlow to-equllibraicn of o dosicoator sher opening.

DOryirey Conditions: 35-37C,

ﬂ'ﬂ_ﬁ- Ja5- 1 Brw 1V 7A - Mgy el -
130 Canpormle Cordar D, Bolie 193 + Cogue, W8 86137 o BIT 28T 0T B aF D = Piga
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Expasuns Consditions

FRaHET Ll COMgeon (f dryneg, WBRESET SOCN Carnidd 16 inoeaLa Blarse 2 02 [ i) MR S S
sbeile forcaps with the inoculum facing up, Lising staggered intervals, tranafer 5.0 mi, of prepared 1nsf subslanes

Tast SBystam Recovory
Wik 3 minutes of neubralization, plse 1.ummﬂﬂ.1nﬂ_-thnliummmq1ﬁmm
oo apprapdabs agar

nmumummumm, fiter-neutralizaSion may be parforrmed. Within
30 minutes of newtralzation, franster duplicate 1.0 mL pnd 0.1 mL of the neutralzed soluion, to indhvidyal filer urits

Incubation and Obssreation
Al subeuitures ane incubated under e conditions lsbed in iable 1 for 4824 howrs,

Foliowing w.nmuumawm if necessary, the subculiures mury be placed &
2-8*C for' up fo Fwes days prior to examinalion.

Represontalive lasi plaies showing growsh hmbwhmd.ﬂhﬂuﬂwbﬂlmh;quupdmm«
mwmmﬂmmwmwmm.mmmmmmnmm
' Whon membcane fitraion s used, the upper Imil used for courSinglcakoulations should be

Carier Population Ceatral

Inecyuiated, dried control caimiers wil hw-hmuﬂmm%mwnmuu
substancs. Irmﬂﬂunmnimmhlmﬂhmmmﬂuwhhmw
tierre: Fotiowed in the best procedire. Following mxpoauns, the camors wil Be neutralized 8s in the test. The camiens wil
b mised 82 in tha lasl kauwm“nmwmmmm'mm'nW‘Mhlh
Mhm.hmﬂthhnummm The sccaplance onitenion for
i study control is lmmmwﬁmmﬂz.h1wwmumnm.nﬂa
reduction and has boen modified for st onganime nod define In the ASTH meshod,

Carrier Starility Contral

Price o tesfing. or concurment with Iesting, @ represantative, uninoculsled carriar will be added o e neutralizer, Tha
vessel will be mived and 1.0 mL wil be plated onlo spproprialn agar and incubated. The scceptance erberion is a
lack of growth folowing incubation,

Heutralizar

Friar o o conoument with Hng.lm-mLﬂqmlﬂnutlhrﬂhm ordo apprapiate agar and incubaied,
Thmmmuihmﬂmrﬂmq incubation.

Culture Purity
A'mmhum'ﬂnmmnwmmmwmmw
I confirm the presence of & pure cullune. The acceplance criterion for this study contral is a pume culture
demonsiraling colony morpnoiogy typical of the st arganiem,

Tﬂ: JB5-J By, 0 24 -w-
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Dvganic Soll Starility Contral

P I OF CONGUITENL willl I8alg G i Sppechos, B SEAT UsEd o U GGG BOW 1090 WAl G4 CLmLnsd, ncUDahin,
and visually pxpmined fof lack of growih, The acceplance crision for Shis sbudy comirol i lack of growi

Howtralizaiion Confirmation Cantrod
|n-nmmm&-mmmmmmmmmunm
price 1o besling or concurrent with testing. To represent worsl-Cabe condilions, orly Be most concertrated best
nmmmmwmwmmmnﬂmmmwmmmm
concariraions of muliple expeaurs Bmes are bedng svalusted In the stugy,

E'-l"'-ll;rdl.hﬂ'rll:lrwﬁbli-lmlihl'lll:l!-lrpﬂh!ﬁ‘whihﬂ#mmh‘ﬂimﬂiﬂdwwwnm
coningd nan). Multipe organism JRuSons may be prepared. (Timicaly the 107, 10 o 104 clleions wil o & cullur
I rangw cdepending on oxpocied (dar, Allnmade or parisl diulions ey be used wisre appropriate,) it all the arganism
diution(s) used In this cantrol fail 1o provide sdeauats rumbes which coincides In o ks i rrsed this sccaphancs
critenion for this siudy coniral, the santrol muay b Fepaalad in s endaby,

hesuiraiization Confumiption Conirol Treatment (NCT)

Immarse a starile carier {one per est organism diution 1o be used, per fest subslance i be evaluabed) in 5.0 mL of
lest subalancs a4 in the test. Exposs for e exposure Sma and neulrakos sach caries wish 20 miL of neutralzer, Rolals
The jar vigorousty on an even plane for approadmately 50 fotations or vores mix e jars for 10-15 peconds. YWihin
§ minutes, add 0.1 mL of diuted to8l Grganism B the neulrized conterds and vorax M Hold the mixhes for &
minimum. of 30 minutes and spread plate o fler plate duplcate 1.0 mL and 0.1 mil. alicuials using the same mathod
used in the osl. The acceplance critesion for B study contol s growth within 1 loges oof thas st eultuee tber (TCT) for
] ey o of e aliquots plalad.

Blautralizer Toxicily Troatmend (NTT)

Add 0.1 ml of diuted test arganism o 25 mL of slefile neurakoer and vorex mbe. Hokd the miture Tor & misimem of
30 minutes Bnd spfead plolw o filer plabe duplicats 1.0 mL &nd 0.1 mL aliqucis using ihe same method weed in Fe
kst The acceplance critarion for this study control s growth within 1 logus of the test cullus [er (TCT} for ot least one
of # algucts plated,

Hoid times after the addiion of the hest arganism fo the neutraliration confirmation contral vessals iy B
Fdireed if noutralization i & cancemn. Mol fmes falicwed should be as fong or longer thar tse aciuad timre
requirad (o plete ife test carders for & qéven test orpanismTes! substance sof

Ingculum Count
Sanally disle and plate he jest crganism in duplicats using 0.1 mL afgissts and appropriate diutions ard incubaly
&N i he Nesl. This cordred [y for inlarmational purpoass mnd irsudore has o Recepiance criberipn,

Trolie: J00-{ o 8074 Fogmipary btz -

1 Conponsis Cter Dwen, Suio 190 = Esgin, BN 55129 » BTT 3P 8308 o A 0TH 0840 =
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o s

PHOCEDURE FOR IDENTIFICA HE TEST SYaTE]
Adiyical Lab aroup-ad FMBINGENE SONaBMd Upedsng FTocecuies {S0eg) Meamve 1o Eintecy msing
shuding, wmumnmmmmmmmmmmmmmu
apocts of the work including, but not limited 1o, receipl, kg-in, and tracking of biciogicad reagenis including sl
Wmmmﬂm.mmmdwm. Thasa procedures arg
dasighad b documend each sbep of efficacy testing studies, Approgdiabe refenencos fo msdium, batch numbar, sic.
e cocurmsnled i the raw date colectsd during ths course of sach study

Mm.mmmuﬂuuwlwﬂquﬁmwm&-mmmnmhmw
the Shudly Dirsctar. This numibar hmdhﬂnﬂﬂhdhmnm-gmumwm

A L

METHOD FOR CONTROL OF BIAS:  NiA
STUDY ACCEPTANCE CRITERIA

Tast Bubstence Perfammancs Criteris
Thmqmwmhwmmmmmmmm-m
Hnmummhmuwhnmﬁmnmuhmmm non-kood contact
sanifizar.

Control Accaplance Criteris
mmmmmmﬁnnwmmummmm if arvy eonviol
muﬂ-hnnﬂnut.humuwm&-mmwm.

nwmﬂnﬂhmumumﬂfm‘mmmmmhwmn
cumend protocal number, I the population control fails bo meet the mininum requirement of if the reutratizalion
coninol mecaplarce criteria ks mmwnnmmumwMW.MMim
gured.

REPORT
mmmm.mmumm.muhmmmmwm
m.mﬁmwmm.mmdmmm,mwmm
r%wmnmuum uhmumm“mmnﬂ-mw
40C 160 185,

EROTOCOL CHANGES
chﬂnumﬂnmhmmhhwmm.hmmmulmhwﬂu
mwumwwum;mdhmmhmm# Eimiarty, the
Wﬂhmﬂm“whﬂmmmm|hﬂ.rnlj'hlnmlﬁmlm'lm'l'ﬂdﬂrdl
e shudy

Standard operating procedures used in (ks study will be e comact affective revision al Bhe time of the work. Any

mmnmﬂhdhﬂﬁﬂﬁwmﬂluﬂdnﬂnmhﬂummmwﬂmwh
Study Direcior.

H-h%ﬂHMHMImdhhﬂml All unused best substincs will

hhmiﬂhﬂqnﬂrcﬁmﬂmmmmmw.

Tomplase: 183-1 Kew i 74 - Py i .
A Compirale: Cardes Dowe, Bulis 175 « Esgas, N 55137 « 557287 5178 & E31 3P 0N1E 5 Puipm S wyboadaleing o
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BECCRD RETENTION
Study Specific Documants

All of the ariginal rew data developed exchusively for this study shall be Srchived ad Analyliesd Lab Group-Midwest
hrlmhwmmdhmh&Fm‘m-mﬂmﬁmmhnmmmmnm
complation dote. Afier this tma, the Sporace (or the Spansor Regresentative, if spphicsbls) wil be soetasiad to
doterming the final tisposition. Thase ofiginal data includs, but afe nol Bmited to, e following:

1, Al harcheriien s data for control and tesl substances including, bu ned kmied to notebooks, data
foarrs mnd cadculations.

|
£
:
|
i
i

5. :

6. Corlified copy of final $udy rapat.

7. Studyspeciic BOP deviabiong frade during this abudy.
Facllity Speciic Documants

The Tollowing records shall slsa be archived at Analytical Lab Group-Midwest, Thess documents includs, bl are
Feat limited ta, the Tollowing:

1. SOPS which pertain o the stidy canducsed,
Hon study-specific S0P doviations miade durirg this sourse of this study which may afest e resuils

abtained during this shedy.
Mathods which were used or referenced in the study conductse.
O reparts for mach QA Inspection with commants

Facilty Records: Temperature Logs (smbient, incubator, ste., Instrument Logs, Calibration and
Mainienance Recordy
mmmm.mmmmm for a8 parscnnel invoived in e stady

@ R pa

1. LU#H, mmn.mﬁmummpﬂmwm
Porfmm'r-uzﬂmnm DCERP 810.2000: General Considarations for Uses of Anlimigrokial Agents,
Beptomber 4, 2012

&  USE Emdronmmacial MMW.MHMM-&HMMWW

:I-I'ilﬂ'l.ln:- Test Cuideines, EE-EP; 810.2300: Sanitizers for Use on Hard Sufaces- Eficscy Data
ecommandations, Seplamber 4, 301

Amarican Bociety for Testing and Matedals (ASTM). Standard Test Mathod for Eficacy of Sandizers
Recommended for Ingnimate Mon-Food Cortact Surfaces, E1153-14.
mmummmmmmwmﬂ,mmmw
Bariizing Action of Disinfectants Method, In Oifficial Melhods of Analysis of the A0AC, 3013 Ediion,

5 Health Caneda, Jangary, 2014, Guidance Document - Safety and Efficacy Requirsmants for Hard Surlscs
B.

5.
mc—ﬂm 2014, Guidance Document - Disinfectant Orugs

a

o

Templaie: J851 Rew, 074 - Progiteidiary inbreaminn -
1288 Canpore Cavsw (v, Subi 110 = Waage, kil L83 -mmuu-mmum.mmm
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ﬂmﬂuﬂnnuﬂunhurﬁnm&nhﬂqmnuucmnm
Geomatric Mean = Antilog of LoguX) ¢ LogwaXs + Loguity
N

Whare: X equals CFUicanier

M equals number of carriers
Porcsnt Roduction
% reduction = [(a - b} /a] x 100
s

L] mmﬂmw-ﬂwmﬂﬁgmhm&mmﬁﬂm
b= peomatric mesn of the rumber of organisms surviving on th st caeer.

Logm Differanca = CFUn - GFL in NCT
Rstovery Logw [Averngs TCET) - LoguiAverags o NTT)

L for e nausrakEation

Biatistical Bethods

one Liggd,

Jomplede: 35 Kew OI7A - oy dsdoremation -
VIR Corpormise Dasber (itvm, Baila 110 o Fagei, MY 82131 = 877 347 kT

= BETITRAS D w e Ve sralySesl B g com

AMALTTELAL LAR G | GBTT 2E-B0TH | niel ity Pealio birog oom | bl g i
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Protoced Number: EMVOSITI0T1I0ES,2 Erevirg Tach Chamicsl Séndces ALG
Pags Baf 11 =
STl i 1M

’ PAX blaek perliony avm vevilian by B Spoviies or Spontor Rapsaantalivg A% Bk i B Sprubary, RS DA oied )
i

Product Praparation
] mﬂlhnﬂ.i-:l.h tMlIrI:lHIEIHTLﬁ
#. defined a1 ?Iguh - L hkf‘ 'lhh-L."l'r.
] {amouni of [reaart of delasst)

5 Mﬂﬁ:i' wdzEmnGe)
ﬂfmﬁhu{rlwumm-ﬂwmhmn:ﬂ'_ ; for the batch of tap
" mm“hwﬂ : "—5;‘-,“'1'-1 Skt g0 4 e
O Othar ! Hand : I..l..:'-..m'-l"l N Mlﬂuhﬁ

Exposura Temparature: _Foom senoaraure (10-35°C)
Organic Soll Load:
wmmnmmiumm
Crganiz Bof Load Regquired
2 G,
w-ﬂm [ TESS = Feoaiatiey indumaies

10k Ciprwia Cavden Db, Sty 110 & Bagen, MM ESIE0 » WTT.BAT RETE o mmm-m—m..-—

ARRITICA, LGB A0 | (HFT) 2072178 | gl pic i kgroap. o | o oyt G U T
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Page 70 of 11

ﬂuummmﬂmmwmmmm:mﬂhmu
Eidard cperaling proceduns,

ERIFICATION O

ai

Identily .mﬁ.mum.nmdm“mmmmﬂhmﬂuﬂ:q
toating: Bl ¥es O No® uﬂnmmhﬂwwum

¥ yes, tasting was or wiki be periomad folowing 40 CFR Part 160 GLP megulations: B Yos O No*

a tmmhmwﬂummmquwmr

mummmm:nmmmmwmmmmﬂ;
ﬁ‘l‘-— O Ho* O Kol required, Hon-GLP testing requestsd

1 s, teating was. or wil be performed follwing 40 CFR Part 160 GLP reguilstions: ol ves O Mo

O Testing has beon o wil

NP o appapbin:
hmmmwwn

THummhmehmmmwmu s will b Inclioadec in tha GLE
%mwm.ﬁum

Troplaie: JA3: 1 Bew, 81TA = Prteririasy lotinmaiins -

T Compaals Cater Dvbes, Sata 198 o

Eages, b B2« PP 307 WOPH & LLLE £ B LTE R e ety b

AALE TIOAL LRS- GROAE | JE771 1ET-B0T8 | o aratyrcalubgriesp dorr | Brabyocalls bl tes
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Frotaco! Mumber: ERVDOFI0Ti0.NPE

mmdmm
APPROVAL SIGNATURES
EPONSOR:
MAME: ____ his, Ting Rodeouss TITLE: ___ Pogusiry Attaiey & Lab Mangaer

# { |

mmw_ﬂ..n.é.ﬂmagm S
HMWMMHMM 6 L' Spansootapresan st
mmmmmmmﬁhrﬁnmmmﬂh
nﬁ-mmtdhmmwum. O Gee Anpched
Anatytical Lab Group-Midwese:

SIGNATURE: ?/gﬂ.m‘,: thared™ oare__y el

Saudy Dvmcior

.]:'_'Eﬁ'. RS New Lk - Prigeimtusy ibatinn -

ths-pun—h'r_uh- Eipin, L7 58139 o EPP 387 0378 « LN o

TP P Ry R T e

ANALFTERL LAN GRIRIF | (B7T) 27010 | e A Sk oo | AT LG oG
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HFg

For Analytical Lab Group-Midwsst Profocol _EINw S04, 1653
Study Director Date/niia: = [

The following modifications will b msde 1o -mlummﬂhﬂhulr 2018 varslon of
hall}.mﬂuﬂrmuF'HMTutﬂm:

L mwm Test Guidslings hhmmmmm
nummmmnFﬁmmmmummw

= L5 Emwmw.ﬂhwmadmm
Pallulian Prewantion, Produet Porfarnancs Test Guidalines, OCsEp
ammmcummmnmgnmm
FﬂHﬁu-ﬁuﬂth‘ﬁm}T!ﬂﬂm.Fﬁmmm

b, hﬁnﬂmmmm be confirmed concurrenthy with tesling.
a.mmmuummmuhmnhm

K= I T T

SB WG - (30 wlalig

MM—-&- T 1I-1|Ti|'n|--':'-'-]

d.m“mmmnmumhmm..mm.
mmhnhﬁﬁnm.m.hﬂmnﬂg%ﬁunh Saries 810
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