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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 section 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 entities under
FIFRA 10(g).
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Agent/Submitter: Jeremy D. Malone

Title: Consultant, Spring Regulatory Sciences
Date: 11/16/2020
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GOOD LABORATORY PRACTICE COMPLIANCE STATEMENT

This study meets U.S. Environmental Protection Agency's Good Laboratory Practice

Standards and requirements for 40 CFR § 160.

Records concerning test substance characteristics (i.e. composition, purity, stability, strength,
solubility) are maintained by the Study Sponsor. The Study Sponsor conducted test
substance characterization as to identity, strength, purity, solubility and composition, as
applicable, according to 40 CFR Part 160, Subpart F [160.105] prior to its use in the study.
The test substance certificate of analysis may be found attached to this report for reference.

Study Director
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Name: L. Natalia Galvan, B.S.

Title: Study Director
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QUALITY ASSURANCE STATEMENT

The following quality assurance audits were conducted in accordance with Good
Laboratory Practice Standards outlined in 40 CFR §160 and reported to management and

the Study Director:

Date Reported to Date Reported to
Phase Inspected Date Inspected Study Difector Kantiganent
In Phase 02SEP2020 02SEP2020 02SEP2020
Draft Report TONOV2020 TONOV2020 TONOV2020
Final Report 13NOV2020 13NOV2020 13NOV2020
Signature: % A/ Date: (6 NOV o290
(/l./ L// ~_I T
Name: Aaron Daniel, B.M.S.
Title: Specialist I, Quality Assurance
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Study Director

Name: L. Natalia Galvan, B.S.
Title: Analyst |

Professional or Supervisory Personnel

Name: Hillary Johnson, M.S.

Title: Team Lead, Disinfectants and Sanitizers
Name: Hunter Cmerek, B.S.

Title: Analyst |

Name: Nathaniel Garza, B.S.

Title: Analyst |

Name: Andrea Armeriv, B.S.

Title: Associate Analyst
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Pl Industries, Inc.

Study ID: GLP2435
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Study Title:

FINAL STUDY REPORT SUMMARY

AOAC Germicidal Spray Products as Disinfectants Test

Study Identification Number: GLP2435

Test Microorganism:

Test Substance:

Test Substance Dilution:

Organic Soil Load:

Carrier Type:

Number of Carriers Per Lot:

Contact Time:

Exposure Temperature:

Neutralizer:

Study Results:

Salmonella enterica ATCC 10708

DoxyKlor DK5G
Lots: 06120-1/LCL, 06120-2/LCL, 06120-3/LCL

Ready to use liquid test substance

No organic soil load incorporated into the test inoculum
18 mm X 36 mm glass slide

60

10 minutes

Ambient Temperature (22.5°C-23.2°C)
49.5-50.6% Relative Humidity

Letheen Broth with 0.2% Sodium Thiosulfate (20.0 ml)

Number Confirmed Positive Carriers/Total .
Number Tested Carrier Control
Test Date Microorganism Avg Logio
Lot: Lot: Lot: CFU/Carrier
06120-1/LCL | 06120-2/LCL | 06120-3/LCL
Salmonella
02SEP2020 enferica 0/60 0/60 0/60 4.32
ATCC 10708
Page 7 of 37

Microchem Laboratory * 1304 W. Industrial Blvd. * Round Rock, Texas 78681 + (512) 310-8378



Pl Industries, Inc.

Study ID: GLP2435 M

Protocol Number: P2880

STUDY DATES
Study Initiation Date: 17AUG2020
Experimental Start Date/Time: 02SEP2020 /1134
Experimental Termination Date/Time: 11SEP2020 /1142
Study Completion Date: 16NOV2020
TEST SUBSTANCE
Name:  DoxyKlor DK5G
Lot: 06120-1/LCL
Active Ingredients (concentration): Chlorine Dioxide (0.04385%)
Date of Manufacture: 01JUN2020
Date Received: 20AUG2020
Expiration Date: 01JUN2021
Lot: 06120-2/LCL
Active Ingredients (concentration): Chlorine Dioxide (0.04365%)
Date of Manufacture: 01JUN2020
Date Received: 20AUG2020
Expiration Date: 01JUN2021
Lot: 06120-3/LCL
Active Ingredients (concentration): Chlorine Dioxide (0.04308%)
Date of Manufacture: 01JUN2020
Date Received: 20AUG2020
Expiration Date: 0TJUN2021
Form: Ready to use liquid test substance
Storage Conditions: Ambient room temperature under fluorescent lighting.

Test Substance Preparation

The test substance was used as received. On the day of testing, a Sponsor provided spray
botile filled with approximately 500 ml of test substance was primed by spraying several
times prior fo initiation of testing.

TESTING SYNOPSIS
Upon reading results, Lot: 06120-2/LCL of DoxyKlor DK5G had one presumptive
positive tube demonstrating growth by visible turbidity. Upon Gram staining, the
morphology of the presumptive positive tube was Gram negative cocci, whereas the
target stained as Gram negative rods. The presumptive positive tube was therefore
confirmed to not be the target microorganism.
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Study ID: GLP2435 M
Protocol Number: P2880

PROTOCOL CHANGES
Protocol Amendment(s)

Protocol P2880 was hereby amended to include the expiration date of the test substance
per clarification from the Sponsor Representative.

Expiration date for DoxyKlor DK5G is 1 year from manufacture. Expiration date for Lots:
06120-1/LCL, 06120-2/LCL, and 06120-3/LCL is 01JUN2021.

All remaining testing parameters were followed as stated in the protocol.
Protocol Deviation(s)

No protocol deviations to the approved protocol were made for this study.

TEST OBJECTIVE

The purpose of this study was to document the efficacy of the test substance against the test
system (microorganism) under the parameters specified in protocol P2880.

TEST PROCEDURE
Test System and Media

Test System: Salmonella enterica ATCC 10708 received from the
American Type Culture Collection (ATCC).

Subculture/ Neutralization Broth: Letheen Broth with 0.2% Sodium Thiosulfate (20.0 ml)

Agar Medium: Tryptic Soy Agar

Preparation of the Test Culture

A cryovial of frozen organism was thawed and mixed using a vortex type mixer. A 0.010 ml
aliquot of the organism was inoculated into a tube containing 10.0 ml of AOAC Synthetic
Broth. This culture was gently vortex mixed and incubated for 24 hours + 2 hours at 36 °C
+ i °C.

Three daily transfers were made by transferring 0.010 ml of the culture into 10.0 ml aliquot
of sterile AOAC Synthetic Broth and incubated for 24 hours + 2 hours at 36 °C * 1 °C.

The fest culture was initiated by transferring 0.010 ml of the daily transfer culture into four
20 x 150 mm tubes, each containing 10.0 ml sterile AOAC Synthetic Broth and incubated
for 48 — 54 hours at 36 °C = 1 °C. Exact incubation conditions present in Table 6.
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Pl Industries, Inc.

Study ID: GLP2435 M
Protocol Number: P2880

The test cultures were vortex mixed for 4 seconds and allowed to dwell ot room
temperature for = 10 minutes. The upper portion of the mixed cultures was removed,
leaving behind any debris or clumps, and pooled in an appropriate vessel.

For the purposes of achieving carrier counts within the range of the study, the test culture
was diluted to 1:2 using AOAC Synthetic Broth.

Supplementation of Test Culture with Organic “Soil” Load
No organic soil load was used in the study.

Preparation of Test Carriers

The glass slides were dipped in 70-95% ethyl alcohol (reagent alcohol) to remove oil and
film. The carriers were thoroughly rinsed using tap water followed by two rinses in
deionized water. The carriers were wiped using Kimwipes or other lint-free cloth or wipe.
The carriers were visually screened for defects and only those carriers without visible defects
were autoclave sterilized for use in testing. Using a biosafety cabinet, the carriers were
aseptically transferred using sterile forceps into individual sterile Petri dishes matted with
two sterile 9 cm round filter paper.

Carrier Inoculation with Test Culture

The sterile carriers were inoculated with 0.010 ml of test culture using a calibrated positive
displacement pipefte and spread to approximately 1 inch? of each test carrier without
allowing the spread inoculum to touch the edges of the carrier. Each carrier was
immediately covered after inoculation.

Inoculated carriers were transferred to an incubator and dried at 36.0°C at 40% relative
humidity for 40 minutes until visibly dry. The inoculated carriers were used within 2 hours of
drying.

Treatment of Carriers with Test Substance

Dry inoculated test carriers were horizontally oriented in the Petri dishes and sequentially
treated at 20 second intervals appropriate to ensure careful and aseptic handling. Each
carrier was sprayed 5 times with the test substance from a distance of 4 — 6 inches and
approximately a 45° angle from the test carrier to the spray nozzle. When the first carrier
was treated, a calibrated digital timer was started to measure the contact time. After
treatment, carriers were covered and left to dwell undisturbed for the duration of the
contact time. After the contact time (10 minutes) for each carrier had elapsed, the excess
disinfectant was drained and each carrier was transferred to a 25 x 150 mm tube
containing 20.0 ml of Letheen Broth with 0.2% Sodium Thiosulfate using sterile forceps.
During draining the carriers did not touch the Petri dish or filter paper.

All tubes were capped and shaken after each carrier neutralization to ensure the entire
carrier made contact with the subculture/neutralization broth.

The procedure was repeated until all carriers had been exposed to each test substance lot
for the specified contact time and harvested into the subculture/neutralization broth.
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Pl Industries, Inc.

Study ID: GLP2435 M
Protocol Number: P2880

STUDY CONTROLS

Neutralization Confirmation

Three sterile, uninoculated carriers, per lot of test substance, were treated with test
substance, at 30 second intervals, identically as in the efficacy portion of the test (i.e., five
sprays from a distance of 4 — 6 inches at approximately a 45° angle from carrier to spray
nozzle, and a calibrated digital timer was started to measure the contact time). As the
contact time elapsed (10 minutes), the carriers were sequentially transferred using sterile
forceps into a tube containing 20.0 ml of subculture/neutralization broth which represented
the neutralization confirmation test tubes. All tubes were capped and shaken to ensure
entire carrier came in contact with neutralizer. A series of 10-fold dilutions of the test culture
were performed in 9 ml of phosphate buffered dilution water (PBDW) such that a 0.100 m
volume of the dilution targeted 10-100 CFU. This inoculum was plated in duplicate to verify
the number of CFU present. The neutralization confirmation test tubes were inoculated with
0.100 ml volumes of the prepared inoculum. The neutralization confirmation control was
performed using multiple carrier replicates and inoculated with different dilutions of the
prepared inoculum.

Enumeration of Inoculated Test Carriers

After the inoculated carriers had dried, prior to the start of the test, three carriers were
randomly selected and were transferred into individual tubes containing 20.0 ml of
subculture/neutralization broth. These carriers represented the carrier density at the
beginning of the test. Similarly, following the conclusion of the test, three additional carriers
were randomly selected and were transferred into individual tubes containing 20 ml of
subculture/neutralization broth. These carriers represented the carrier density at the end of
the test. The six (three pre test and three post test) carrier density subculture/neutralization
broth tubes were vortex mixed for 120 seconds, as timed by a certified digital timer.

The 20.0 ml volume from the subculture/neutralization broth tubes from each set of three
test tubes (pre test and post test) were pooled prior to enumeration. The pooled cultures
(60.0 ml) were serially diluted in PBDW out to the 102 dilution. A 0.100 ml volume of the
undiluted pool, the 107", and the 107 dilutions were plated, in duplicate, using standard
spread plating techniques, representing the 107", 10?, and 10 dilution per ml of the
carrier set. This step was performed within 2 hours of vortex mixing of the
subculture/neutralization tubes.

Carrier Sterility Control
An uninoculated carrier was harvested into a 25 X 150 mm tube containing 20.0 ml of
subculture/neutralization broth and incubated alongside the test.

Viability Control
An inoculated, untreated test carrier was harvested into a 25 x 150 mm tube containing
20.0 ml of subculture/neutralization broth and incubated alongside the fest.

Subculture/Neutralization Sterility Control
A 25 x 150 mm tube containing 20.0 ml of subculture/neutralization broth was incubated
alongside test.
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Pl Industries, Inc.

Study ID: GLP2435

Media Sterility Controls

All media sterility controls were performed on each day of testing.

A 0.1 ml aliquot of PBDW was added to sterile growth agar and incubated alongside test to
confirm sterility of the serial dilution media at the time of test.

A 0.1 ml aliquot of Synthetic Broth was added to sterile growth agar and incubated
alongside test to confirm sterility of culture diluent at the time of test.

A plate containing only sterile growth agar used in this study was incubated alongside test
to confirm sterility of media at the time of test.

Test Microorganism Purity Control

The test culture used in this study was subcultured onto growth agar medium and incubated
alongside the test to morphologically confirm the presence of target microorganism and
absence of contaminant microorganism.

Incubation of Tubes and Control Plates
Test tube racks were shaken thoroughly prior to transfer to the incubator. All tubes and
plates were incubated at 35.7°C for 47 hours and 7 minutes.

Confirmation of Positive Tubes Following Incubation

Tubes were assessed for the presence of growth by visual observation of turbidity of the
subculture/neutralization broth. One tube for Lot: 06120-2/LCL showing visible turbidity
was documented as a presumptive positive pending confirmation.

The presumptive positive tube and the viability tube were streaked onto growth agar media
and incubated at 35.5-35.7°C for 19 hours and 28 minutes for confirmation of the
presence of target microorganism.

Presumptive positive plates were read following incubation. Plates were stored at 4.8-5.1°C
for 6 days until gram stained. A Gram stain was performed using representative colonies
from the presumptive positive streak plate and the viability control. The morphology of the
cells and the Gram stain results, as observed by microscopy, are reported on Table 3.
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Pl Industries, Inc.
Study ID: GLP2435

Protocol Number: P2880

SUCCESS CRITERIA

The experimental success (controls) criteria follow:

The fest microorganism must demonstrate a conceniration of at least 1.0 x 10*
CFU/Carrier corresponding to a mean log density of 4.0 and not above 3.2 x 10°
CFU/Carrier corresponding to a mean log density of 5.5.

The subculture/neutralization broth sterility control tube demonstrates no growth.
The carrier sterility control subculture/neutralization broth tube demonstrates no
growth.

The viability control subculture/neutralization broth tube demonstrates growth.

At least one neutralization confirmation inoculum dilution demonstrates an average
concentration of =100 CFU.

The neutralization  confirmation test  subculture/neutralization  broth  tube
corresponding to the inoculum average concentration of <100 CFU demonstrates
growth.

The media sterility controls demonstrate no growth.

The test microorganism purity control plate demonstrates the presence of the target
microorganism and absence of contaminant microorganisms.

The Environmental Protection Agency performance criteria for disinfection follow:

If T or less non-control subculture/neutralization test tubes are confirmed positive
for growth after incubation, then efficacy is demonstrated by the test substance
under the conditions evaluated.
If 2 or more non-control subculture/neutralization test tubes are confirmed positive
for growth after incubation, then efficacy is not demonstrated by the fest substance
under the conditions evaluated.

Retesting guidance for disinfection follows:

When a test passes and the logi, density of the test carriers is above 5.5, no
retesting is necessary.

When a test passes and the logso density of the test carriers is below 4.0, retesting is
necessary.

When a test fails and the logio density of the test carriers is below 4.0, no retesting
is necessary.

When a test fails and the logio density of the test carriers is above 5.5, retesting may
be conducted.

Page 13 of 37

Microchem Laboratory * 1304 W. Industrial Blvd. * Round Rock, Texas 78681 * (512) 310-8378



Pl Industries, Inc.

Study ID: GLP2435 M
Protocol Number: P2880

CALCULATIONS AND STATISTICAL ANALYSIS

The following were calculations used in the study. Calculation variables were adjusted
based on volumes and dilutions used.

(Average CFU for 10™ + (Average CFU for 107 + (Average CFU for 107) = CFU/ml of Control Carriers
10*+ 10" + 10*

where 107", 10, and 107 were the dilutions used

CFU/Carrier of Control Carriers = [([CFU/ml) x 20.0 ml]

Control Carrier Mean = (Log;q CFU/Carrier Pooled Pre Carriers + Logio CFU/Carrier Pooled Post Carriers)
Log Density 2

Neutralization Confirmation Inoculum = (CFU on plate 1 + CFU on plate 2) / 2

Statistical Analysis
No statistical analysis was performed.
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Pl Industries, Inc.

Study ID: GLP2435 M
Protocol Number: P2880

STUDY RECORD AND TEST SUBSTANCE RETENTION

Study Record Retention

The original (or certified copy) of the study report, protocol, and corresponding raw data
will be held in the archives of Microchem Laboratory indefinitely. For studies not meeting
the performance criteria for submission or for studies that have been canceled prior to the
generation of valid data, the original (or certified copy) of the final study report, protocol,
and corresponding raw data will be held in the archives of Microchem Laboratory for a
minimum of two years following the study completion date at which time they may be
removed from the archive or transferred to the Sponsors archive at their expense.

If requested by the Study Sponsor (or Sponsor Representative), the study file may be
transferred to the Study Sponsor’s archive at the Study Sponsor's expense prior to the time
frames listed.

All test facility records including, but not limited to, standard operating procedures, quality
assurance inspection records, temperature and equipment records including maintenance,
inspection and calibration, and employee training records will be maintained at Microchem
Laboratory indefinitely.

Test Substance Retention

The test substance (or test control, test article, test device, as applicable) may be returned to
the Study Sponsor at the Study Sponsor’s request and expense following study completion
unless otherwise requested to be returned earlier. If the Study Sponsor does not request
return of the sample, it will be disposed >90 days following the study completion.
Arrangements may be made for extended storage as necessary, at the Sponsor’s request
and expense.
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Pl Industries, Inc.
Study ID: GLP2435

Protocol Number: P2880

RESULTS

Table 1: Carrier Enumeration Control Results

Test Test Date Carrier CFU/Carrier | Logio Density Mean Logo
Microorganism Density
Salmonella Pre Treatment | 1.78x 10 * 4.25
enferica 02SEP2020
ATCC 1,0708 Post Treatment | 2.43 x 10* 4.39 4.32
CFU = colony forming unit
Table 2: Test Results
Test Number of |Number of Test Num_lt_ajg:: Test
; : Test Substance Test Date Carriers | Tubes Showing :
Microorganism Confirmed as
Tested Growth ;
Test Organism
DoxyKlor DK5G
0]
Lot:06120-1/LCL =0 ©
Salmonella
enferica LD‘?’(‘))Q?%DQSEL’SL 02SEP2020 60 1 0*
ATCC 10708 |-°F :
DoxyKlor DK5G
0
Lot:06120-3/LCL o0 0
Table 3: Gram Stain Results
Test Tt Bt Date Colony | Gram Cell Positive
Microorganism Performed | Tested Stain Morphology | Confirmed
Viabili Rods N/A
5‘;’?8“’_‘;.’;:"’ DoxyKlor DKSG | 145epy090 [“po i Negative
ATCC 10708 Lot: 06120-2/LCL o;]:ve (pink) Clomei No

*Presumptive positive confirmed to be a contaminant and not the target microorganism.
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Pl Industries, Inc.

Study ID: GLP2435

Protocol Number: P2880

RESULTS (cont.)

Table 4: Neutralization Confirmation Results

Test Plate Counts | Average Inoculum | Neutralization
Microorganism Test Substonias - Teer Dote (CFU) Concentration (CFU) | Test Result
12/13 12.5 +
DoxyKlor DK5G
Lot: 06120-1/LCL YOS 101 i el
>300/ >300 >300 +
12/13 12.5 +
Salmonella
enterica Df”“’g“" DKSGL 02SEP2020 | 105/ 101 103 +
ATCC 10708 Lot: 06120-2/LC
>300/ >300 >300 +
12/13 12.5 +
DoxyKlor DK5G
Lot: 06120-3/LCL 105/101 i ®
>300/ >300 >300 +

Neutralization confirmation requirement met for all lots as demonstrated by positive result
in at least one neutralization control tube when inoculated with an average CFU of <100.

Table 5: Control Results

Control Parameter

Test Date
02SEP2020

Carrier Sterility Control

No Growth Observed

Viability Control

Growth Observed

Subculture/Neutralization Sterility Control

No Growth Observed

PBDW Sterility Control

No Growth Observed

Culture Diluent Sterility Control

No Growth Observed

Growth Agar Sterility Control

No Growth Observed

Test Microorganism Purity Control

Pure- Target Microorganism
circular, raised, shiny/mucoid, cream/tan colonies
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Pl Industries, Inc.
Study ID: GLP2435

Protocol Number: P2880

RESULTS (cont.)

Table 6: Organism Propagation Conditions Test Date: 02SEP2020

v

Incubation Temperature
Range

Culture Incubation
Time

Test Culture Transfer Date and Time
Initial thawed culture 28AUG2020 / 0942
Daily Transfer #2 29AUG2020 / 0934
Daily Transfer #3 30AUG2020 / 0927
Final Test Culture 31AUG2020 /0928

35.7°C - 35.8°C

23 hours 52 minutes

23 hours 53 minutes

24 hours 1 minute

48 hours 14 minutes
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Pl Industries, Inc.

Study ID: GLP2435 M
Protocol Number: P2880

STUDY CONCLUSION

Test substance DoxyKlor DK5G (Lots: 06120-1/LCL, 06120-2/LCL, 06120-3/LCL) was
tested against Sa/monella enterica ATCC 10708. A total of 60 contaminated carriers were
exposed to each lot of the test substance for a contact time of 10 minutes at a test
temperature of 22.5°C-23.2°C at 49.5-50.6% Relative Humidity and then chemically
neutralized.

Following a 10 minute contact time, DoxyKlor DK5G Lots: 06120-1/LCL, disinfected 60 out
of 60 carriers; Lot: 06120-2/LCL disinfected 60 out of 60 carriers against target
microorganism as noted in Testing Synopsis; and Lot: 06120-3/LCL disinfected 40 out of
60 carriers.

Under the conditions of this assay, DoxyKlor DK5G Lots:  06120-1/LCL, 06120-2/LCL,
06120-3/LCL) met the requirements stated in the U.S. EPA Product Performance Test
Guidelines — Disinfectants for Use on Environmental Surfaces as outlined in OCSPP
810.2200 and the success criteria detailed in the approved protocol.

The study was carried out in compliance with the approved protocol, all experimental
controls met the established acceptance criteria, and there were no circumstances that may
have affected the quality or the integrity of the data unless otherwise noted in the "Protocol
Changes” and “Testing Synopsis” sections of this report.
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Pl Industries, Inc.

Study ID: GLP2435
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PROTOCOL AMENDMENT

ICROCH=M

LABORATUORY

(7

Protocol P2880 is hereby omended fo include the expiration date of tha test substance per clarification from the Sponsor
Representative,

Expiration date for DoxyKlor DK5G is 1 year from manufaciure. Expiration date for Lots: 06120-1/LCL, 06120-2/LCL, ond
06120-3/LCL is 01JUN2021.

All remaining testing parameters are to be followed os stcted in the protocol.

B Nl

10/26/2020
Study Sponsor / Sponsor Representative (signature) Date Signed
Jeremy D. Malone
Study Sponsor / Sponsor Representafive (print)
it
__goCxXr o0
Studly Director {sigsature) Date Signed

L Nakaa oo
Study Director (print)
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PROTOCOL (cont.)

AOAC Germicidal Spray Products as Disinfectants

Y

Protocol Number: P2880

I.  Introduction

This document details the materials and procedure for evaluating the efficacy of o spray disinfectant using the AOAC
Germicidal Sproy Products os Disinfectants Test in occordance with Good Loboratory Proctice Stondards (GLPS)
stipulated by 40 CFR 160. This document also explains the ferms and conditions of testing.

Il. Purpose

The purpose of this study is to document the efficocy of the test substance ogainst the test systam (microorganism)
under the parameters specified in this protocol,

Ill. Justification for the Selection of Test System (Microorganism)

The Uniled States Environmental Protection Agency (US EPA) requires specific ontimicrobial claims mode for
disinfectonts sold in the United Stotes to be supported by relevant test systems (microorganisms) as outlined in the
United Stotes Environmental Protection Agency Product Perfarmance Test Guidelines, OCSPP 810.2200: Disinfectonts
for Use on Environmentol Surfoces - Guidance for Efficacy Testing.

IV. Terms and Conditions

Studies by Microchem Loboratory ore conducted in occordonce with general ferms and conditions posted on
voww.MicrochemLab.com/terms.

Prior fo study initiotion, Microchem Laboratory must receive the approved ond signed protocol, test substance ond
poyment, Changes to the signed, opproved profocol will require omendment ond moy incur cdditional fees.
Cancellation of the study any time ofter study initiation maoy result in a cancellation fee of up to 100% of the total study
cost, to be determined by laboratory manegement ot ifs sole discretion,

Microchem Laboratory moy repeat studies of its cost in the event of on unintended protocol non-conformance that
aoffects the study outcome, or for studies which yield invalid conirol results. If the Sponsor requests o specific neutralizer
to be utilized in testing and test controls indicote incomplete or inadequate neutralization, repeat testing will be ot the
Study Sponsor's expense for applicable festing. Repeat testing may be conducted under the current initiated protocel
and Microchem Loboratory GLP study identification number. in oddition, the Study Sponsor is responsible for the cost
of all studies performed to confirm the outcome of o previous study ond for ensuring thet the study will meat their
regulotory objectives.

The Study Sponsor must obtain written consent from Microchem Laboratory 1o use or publish its protocols, study reports
{or ports thereof), logo or employee names for marketing purposes.
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PROTOCOL (cont.)

AQAC Germicidal Spray Products as Disinfectants

Protocol Number: P2880 I! ‘

V. Test Substance Characterization and Hondling

As stoted in 40 CFR Part 160 Subpart F [160.105], each batch {lot) of test subsiance shall be choroclerized os to
identity, strength, purity, composition, and solubility (os opplicable), ond shall be documented prior fo use in this assay.
Stability of the test formula shall be determined prior to or concomitantly with this study. If the requirements set forth in
40 CFR Part 140 Subpart F [160,105) have nat been met, this will be noted in the Good Laborotory Praclice
complionce statement in the study report. Cerfificates of Analysis (C of A} will be appended to the study report, if
provided by the Study Sponsor.

Test substances are hondled os follows:

= The test substance is stored ot ambient (room) temperoture under flucrescent lighting or in o cabinet,

= The fest substance is shoken or otherwise mixed well immediotely prior o use (if applicable).

*  The test substance is hondled safely in accordance with the chemical risks it may pose, stated in the SDS or by the
Study Sponsor during the course of pre-study communication.

Vi. Study Dates

The listed proposed experimental start and completion dates ore estimotes based on the current laboratory schedule
and may change based on when the test substance, sponsor signed profocol, and payment (if applicable) are recaived
at the testing loboratory. To avoid scheduling delays, assure that all paperwork is completed fully and accurately.

Proposed Experimenial Stari Date: 27AUG2020
Proposed Experimental Termination Date:  01SEP2020

ik

Procedure for the Identification of the Test System

Microchem Loboratory maintains Standard Operating Procedures which outline the procedures for receipt, storoge,
and ftracking of microorganisms. The vessels, racks, ond troys containing the fest system ore labeled with
microorganism identifiers te maintain microorganism fraceability. Information regording the microorganism identity,
strain, propogation procecure, medio ufilized, efc. is documented in the study row dato. Following testing, the
microorganism identity of positive test replicates is confirmed following the appropriate macroscopic, microscopic, and
biochemicol assays, All studies are assigned o unique identification number which is labeled on the fest ond control
vessels, racks, trays, efc. Addifionally, Stondard Operating Procedures are also in place for the receipt, storage, end
usage tracking of oll test and control substances utilized in festing. These procedures are followed to idantify and
document the fest system.

VIIl. Test Systam (Microorganism)

Salmenelle enterica ATCC 10708 received from the American Type Culture Callection (ATCC).
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AOAC Germicidal Spray Products as Disinfectants

Y

Protocol Number: P2880

IX. Procedure
Preporation of the Test Substance.
+  The test substance is used per Sponsor request.
+ If o dilution of the fest substance is requasted by the Sponsor, the dilutad fest substance is used within three hours
of preparation.

= Unless otherwise requested by the Sponsor, if a dilufion of the test substance is required, 0 21.0 mlor z1.0 g
of the fest substance is used for preparation using velumetric glassware. For liquid products, a v/v dilution is
prepared ond for solids, a w/v dilution is prepared.

« If synthetic hard water is requested os the diluent, it is prepared following Microchem Loboratory Standard
Operating Procedures for the specific water type. The fincl hardness range is -10% to +5% of the specified
hordness.

» If top woter is requested os the diluent, the water is autoclove or filter sterilized prior to use. The water
hardness is defermined on the day of tesfing and odjusted to the hardness range if necessary. The hardness
range is -10% fo +5% of the specified hardness,

+  If requested by the Study Sponsor, opproximately 500 ml of the test substance is transferred by sterile disposable
serological pipette, or other means os appropriate, info o decontaminated spray bottle,

= Alternatively, the sponsor may provide the test substonce in reody to use sproy bottles, in which case, no
transfer of fest substanca is necessary.

+  Spray botiles containing the test substance are primed by spraying prior fo treotmant of corriers.

Preparation of Test Carriers

+ Sterile 18 X 36 mm glass slides free from scratches, chips, or crocks are ufilized as the test carrier.

+ The carriers ore cleaned by dipping in 70-95% ethyl olcohol (ethanol, reagent aleohol) or lsopropyl aleshol to
remove oil and film,

+ The carriers are thoroughly rinsed using tap water followed by two rinses in deionized water,

* The slides ore wiped using a lint free cloth and visually screened for scratches, chips, or cracks. Defective carriars
are discarded ond not used for festing.

+ Screened carriers ore placed on o drying rack, covered in cluminum foil and autoclave sterilized on o fast/dry
cycle for ot least 20 minutes ot approximately 121°C

+  Following sterilization, the carriers moy be ploced into o 36+ 1°C incubator, oven or chamber to dry. Allernatively,
the carriers may be dried at room femperature,

» Inside a biosafety cabinet, sterile carriers are aseptically transferred using sterile forceps to individual Petri dishes
matted with two pieces of sterile 9cm round filter poper (Whatman No. 2, or equivalent].

Preparation of Test Culture

= A cryovial of frozen microorganism is thawed and mixed using a vortex fype mixer, A 0.010 ml volume of the
microorganism is inoculoted info o tube containing 10 ml of starile AOAC Synthetic Broth. The culture is gently
vortex mixed and incuboted for 24 hours = 2 hours at 36°C = 1°C.

«  Subsequent doily transfers (55) ore made by fronsferring 0.010 ml of the most recant daily transfer culture into 20
X 150 mm tubes containing 10 mi sterile AOAC Synthetic Broth and incubated for 24 hours = 2 hours ot 36°C =
1°C. Only one daily transfer is required prior to inifiction of the fest culture.

* A test culture is initioted by tronsferring 0.010 ml of the most recent daily transfer culture into an appropriate
number of 20 X 150 mm tubes, eoch confaining 10 ml sterile AOAC Synthetic Broth and incuboted for 48 - 54
hours at 36°C = 1°C.

*  Test cultures are vortex mixed for 3 — 4 seconds and allowed to dwell ot room temperoture for = 10 minutes.

+ The upper portion of the mixed culturels) is removed, leaving behind any debris or clumps, and pooled in an
oppropriate vessel(s).
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= For the purpose of ochieving carrier counts within the range of the study, dilufion or concentrafion using
centrifugation (e.g., 5000 g for 20 min) of the final test culture moy be performed using the culture medium usad
fo generate the test culture. Manipulation of the final test culture should be made prior to the oddition of the
orgonic soil load.

Protocol Number: P2880

lementati t Culture with nic “Seil” L

*  If requested by the Study Sponsor, on organic soil load is added to the manipulated test culiure,
*  The fest culture is swirled gently to thoroughly mix.

i i i

*  Using o calibrated positive displocement pipetie, o 0.01 ml volume of test culture is spread on fo opproximately 1
in’ of each test carrier without allowing the test culture to touch the edges of the carrier, and each carrier is
covered immediately ofter inoculation.

o Culture is periodicolly mixed while inoculeting carriers.
o Extra carriers should be inoculaled in cose any carriers are compromised during testing.

* Inoculated carriers are dried at 36°C = 1°C in on incubator or other temperature and humidity controlled
chomber for 30 — 40 minutes with only visibly diy carriers used for the test, The temperature and relative humidity
conditions for carrier drying will be recorded and included in the final study report.

*  Carriers are used within 2 hours of the ending dry time,

1 + of Carriers with Test Sul

+ Test exposure condifions (including temperoture ond relative humidity) will be recorded upon initiating and
concluding the freatment of carriers,

»  Dry test carriers are horizontolly oriented in the Petri dish and sequentially treated ot intervals oppropriate to
ensure coreful and aseptic handling.

» Each corrier is sprayed with the fest substance for the Study Sponsor specified tima or with the Study Sponsor
specified number of sprays/pumps ot the Study Sponsor requested distance approximately 45° from the test carrer
to the spray nozzla. When the first carrier is treafed, a calibrated timer is storted to measure the contact tima. Aftar
treatment, carriers are covered and left to dwell undisturbed for the duration of the contact time.

+  After the contact time for each carrier hos elopsed, each carrier is transferred to a 25 % 150 mm fube containing
20 ml of the oppropriote subculture/neutralization broth using sterile forceps. The excess disinfectant is drained
from the carrier without touching the petri dish or filter paper.

» The tubes confoining corriers cre recopped ond shaken fo ensure the entire carrier hos made contoct with the
subculture/neutralization broth.

+  The procedure is repeated until all protocel specified efficocy corriers have been exposed to the test substance for
the specified confoci time and harvested into subculture/neutralization broth.

+  If neutralization of the fest substance is o concern, a secondary neutralization fransfer from the primary neutralizer
may be performed. Within 25 - 60 minutes of the initiol transfer, the carriers are transferred into @ second
subculture tube containing a 20 ml aliquot of the subculture medium, that may contain oppropriote neutralizer,
using sl:rila forceps. Carriers ore fronsferred in the some order as in the fest, however, the transfers do not need to
be timed.
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AOAC Germicidal Spray Products as Disinfectants

Protocol Number: P2880 ‘ ‘

Neutrglization Confirmation

* A sterile uninoculated corrier is treated per Study Sponsor instruction identically os in the fest. A calibrated timer is
started when the carrier is treated to measure the contoct tima,

*  After the contfact time hos elopsed, the carrier is transferred fo @ 25 % 150 mm tube containing 20 ml of the
apprepriate subculiure/neutralization broth using sterile forceps.

+  This tube represents the primary neutralization confirmation test tube,

*  If neutralizotion of the fest substance is o concern and if performed in the traatment of carriers with the test
substance, o secondory neutralizotion transfer from the primary neutralizer may be performed. Within 25 - 60
minutes of the inifial transfer, the carrier is transferred into o second subculture tube containing @ 20 ml
aliquot of the subculture medium that may contain oppropriate neutralizer using sterile forceps,

+ A series of 10-fold dilutions of the fest culture are performed in 9 ml of phosphate buffered dilution water (PBDW)
such that a 0.1 ml volume of the prepared inoculum targets 10 - 100 CFU. This inoculum is plated in duplicate to
verify the number of CFU present.

» The neutralization confirmation fest tubes (primary ond secondary, if applicoble) are inoculated with @ 0.1 ml
volume of the prepared inoculum,

* The neutralization confirmation control may be performed using multiple carrier replicates and inoculoted with
different dilutions of the prepared inoculum.

+ If more than one concenirotion of fest substance is ossoyed, only the most concentrated dilution of the test
substonce will be evalucted in this control.

If more than one contact fime is requested, this control may be performed using the shortest requested contact fime

only.

Enumerotion of Control Carriers

= After the inoculated carriers hove dried, prior to the start of the test, three corriers are randomly selected and are
transferred into individual tubes containing 20 ml of subculture/neutralization broth. These carriers represent the
carrier density at the beginning of the fest.

*  Similarly, following the conclusion of the test, three cdditional carriers ore randomly selected and ore transferred
info individual tubes containing 20 ml of subculture/neutralization broth., These carriers represent the carrier
density at the end of the fest.

* The six (three pre test and three post test) carrier density subculture/neutrolization broth tubes are vortex mixed for
120 seconds *+ 5 seconds, os measured by o calibrated timer.

«  After vortex mixing, the subculture/neutralization broth tubes from each set of three fest tubes (pre fest ond post
test) are pooled prior to enumeration.
= The total pooled volume for each set should be 60 ml.

* The pocled cultures are briefly vortexed then, enumerated by performing sericl 10-fold dilutions in 9 mi PBDW and
a 0.1 ml cliquot of the appropriate dilutions are ploted in duplicote using stondard pour and/er sprecd plating
techniques.

+  For example, the pooled cultures are diluted out 1o the 107 dilution. 0.1 ml of the 107, 10" and the 107
dilution are plated representing the 107", 107, and 10 dilution per ml of the carrier set.

+  This step is performed within 2 hours of vortex mixing of the pre-fest and post-test subculture/neutralization
tubes,

Corrisr Sterility Control

»  Anuninoculated carrier is horvested info a 25 X 150 mm tube containing 20 ml of subculture/neutralization broth
and incubated clongside the fest.

Vigbilily Control

* An inoculoted, unireated fest corrier is harvesied info o 25 X 150 mm tube containing 20 ml of
subculture/neutralization broth and incubated alengside the test.
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Protocol Number: P2880

* A 25 x 150 mm tube containing 20 ml of each subculture/neutralization broth utilized in testing is incubated
clongside the test.

io Sterili nirols

* A0 ml volume of PBDW is odded 1o sterile growth ogor and incubated alongside the test to confirm sterility of
the serial dilution media ot the time of test.

+  A0.1 ml volume of culture diluent is added fo sterile growth ogar and incuboled alongside the test to confirm
sterility of culture diluent ot the time of test, if applicable.

+  AD.1 ml volume of the organic soil load utilized in festing is added to sterile growth agar and incubated alongside
the fest to confirm soil sterility of the fime of test, if applicable.

+ A 0. mlvolume of test substance diluent is added to sterile growth agor and incuboted alongside the test to
confirm sterility of fest substance diluent ot the fime of fest, if applicable,

* A plate containing only sterile growth agor used in this study is incuboted alongside the test to confirm sterility of
medio ot the time of test.

Micr i ¥ l1}

+  The fest culture used in this study is subcultured onto growth ogar medium and incubated olongside the fest to
morphologically confirm the presence of target microorganism and absence of contaminant microorganism,

I ion of Tut i g ; | Control P

+  Test tube racks are shaken thoroughly prior 1o tronsfer to the incubator.
+  All tubes and plotes are incubated ot 36°C + 1°C for 48 hours = 2 hours.

it ing |

«  Tubes are assessed for the presence of growth by visual observation of turbidity and/or a colorimetric rasult of the
subculture/neutrelization brath.

*  Test moterials may be stored at 2-8°C for up 1o 7 days if results are not read immediotely following incubation.

*  The number of tubes showing visible turbidity or o colorimetric change ore documented as presumptive posiiiva
pending confirmation.

+ If o colerimetric subculture/neutralization broth is used, but the test system does not produce o colorimatric
change and no positive tubes are abserved, = 20% of the negative tubes are confirmed to be a negative result
by plafing on growth media.

* For 10 carrier assoys or if the number of positive carriers in a 60 caorrier test is less than 12, all presumptive
positive tubes and the viobility control ore strenked onto the oppropriote growth agar for confirmation of the
presence of targat microorganism,

*+  If the number of tubes demonstrating growth is is greater than 12 in o 60 carrier fest, 220% of presumptive
positive tubes and the vioblility control are streaked onto the oppropriate growth agor for confirmation of the
presence of target microorganism.

*  All confirmatory plates are incubated for 18 - 24 hours ot 36°C = 1°C.

*  Confirmatory plotes may be stored ot 2-8°C for up ta 7 days if results ore not read immediately following
incubation.

*  The colony morphology of the viability control and the presumptive posifives is noted in the row dato, if opplicable.
* I any additional morphology is observed, they are nofed in the row data.
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Protocol Number: P2BB0

+ A Grom stain is performed using representative colonies from the presumptive posifive streck plate(s) and viability
conlral, if opplicable.
* If multiple colony morphologies ore observed, Grom stoin onalysis is performed on each unique colony
morphology.
*  The morphology of the cells and the Gram stoin results, as observed by microscopy, are recorded in the row
data for sach colony fested.
+ Other cppropriate biochemicol onalysis may be performed for confirmation of the presence of the test
microorgenism.
*  The number of confirmed positive tubes is documented in the raw data ond reported clong with any confirmed
confominonts.

X. Caleulations

The following are colculations to be used in the study. Calculation variobles may be adjusted based on
volumes and dilutions used,

{Averoge CFU for 10 + (Averoge CFU for 107] + (Averoge CFU for 10%) = CFU/ml of Control Carriers
10" + 10”7 + 10"

where 10, 107, and 10% are exomples of dilutions that may be used. For the calculation above, dilutions
yielding counts up to 300 are used ond dilutions resulting in plate counts of O are included in the coleulation.
Counts greater than 300 may be documented as >300 or os TNTC and are not included in colculations.
[(CFU/mI of Control Carriers) x 20 ml] = CFU/Carrier of Control Carriers

Control Corrier Mean = ier jers + rrier P Post Corri
Log Density 2

Neutralization Confirmation Inoculum =(CFU on Plate 1 + CFU on plate 2) / 2
Xl, Proposed Stafistical Analysis
Not applicable.
Xll. Metheds for the Control of Bias

Not opplicoble.
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XIll. Success Criteria

The experimental success (contrals) criteria follow:

« The test microorganism must demonstrate o cancentrafion of ot least 1.0 x 10* CFU/Corriar corresponding to @

mean log density of 4.0 and not abave 3.2 x 10° CFU/Carrier corresponding to a mean log density of 5.5.

The subculture/neutralization broth sterility control tuba demonstrates no growth.

The carrier sterility coniral subculture/neutralization broth fube demonstrates no growth,

The viobility control subculture/nevtralization broth tube demonstrates growth,

At least one neuiralization confirmation inoculum dilution demonsirates an average concentrafion of <100 CFU.

The neutrclization confirmation fest subculture/neutralization broth tube comesponding fo the inoculum averoge

concentration of <100 CFU demonstirates growth.

*  The medio sterility controls demonstrate no growdh,

+  The test microorganism purity conirol plote demonstrates the presence of the target microorganism and absence of
confaminant microorganisms.

If any controls do not meet the specified experimental success criteria, festing may be repected ot the discretion of the
Study Director under the same study protocol.

XIV. Product Performance Criteria

The Environmental Protection Agency performance criteria for disinfoction follow:

« If 1 or less non-control subculture/neutralization test tubes are confirmed positive for growth after incubation, then
efficacy is demaonstrated by the fest substance under the conditions evoluoted.

< If 2 or more non-conirol subculture/neutralization test tubes are confirmed positive for growih after incubation,
then efficacy is not demonstrated by the fest substance under the conditions evaluated,

Retesting guidonce for disinfaction follows:

= When o test posses and the log;o density of the test carriers is above 5.5, no retesting is necessory.

*  When o fest passes and the logiy density of the test carriers is below 4.0, retesting is necessary.

*  When a test fails and the logy, density of the test carriers is below 4.0, no retesting is necessary.

*  When a test fails and the logy, density of the test carriers is above 5.5, relesting may be conducted.
XV. Reporting

Resulls are reported accurately ond fully, in accordance with Environmental Profection Agency GLP (40 CFR Part 160).
A draft report moy be provided for review by the Study Sponser prier to study completion.
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XV1. Study Record ond Test Substance Retention

* The original {or certified copy) of the study report, protocol, ond corresponding row doto will be held in the
archives of Microchem Laboratory indefinitely. For studies not meating the performance criterio for submission or
for studies that have been cancaled prior to the generation of valid data, the original (or cerfified copy) of the final
study report, protocol, and corresponding row data will be held in the archives of Microchem Loboratery for o
minimum of two years following the study completion date ot which time they may be removed from the archive or
tronsferred to the Sponsors archive ot their expense.

* If requesied by the Study Sponsor (or Sponsor Representotive), the study file moy be transferred fo the Study
Sponsor’s archive ot the Study Sponsor's expense prior 1o the time frames listed.

+  All test focility records including, but not limited to, standard operating procedures, quality ossuronce inspection
records, tfemperature ond equipment records including maintenance, inspection and calibration, ond employee
froining records will be maintained ot Microchem Laboratory indefinitely.

= The test substance (or test conirol, test article, test device, os applicable) moy be returned to the Study Sponsor of
the Study Sponsor’s reques! ond expense following study completion unless otherwise reguested fo be returned
earlier. If the Study Sponsor does not request return of the sample, it will be disposed >90 doys following the study
completion. Arrangements may be made for extended storage as necessory, of the Spensor’s request and expense.

XVl Quality Assuronce

The study is conducied in accordonce with Microchem Laboratory’s Quality Management System and EPA 40 CFR
Part 160 and will undergo o full quolity assurance review. All protocol omendments will be fully recorded and
reporied, as well as any deviations from the protocol.

XVIll.  References

* ‘Association of Official Analytical Chemists, International.” AQAC Offical Method 961.02. Germicidal Sproy
Products as Disinfectants. Revised 2013.

+ U.S. Environmental Protection Agency, Office of Chemical Sefety and Pollution Prevention, Product Performance
Test Guidelines OCSPP 810.2000: General Considerations for Testing Public Health Pesticides — Guidance for
Efficocy Testing. February 2018,

* U.S. Environmental Protection Agency, Office of Chemicol Sofety and Pollution Prevention, Product Performonce
Test Guidelines OCSPP 810.2200: Disinfectants for Use on Environmental Surfoces Guidance for Efficacy Testing.
February 2018.

+ Guidance Document - Disinfectont Drugs. Heolth Canado. Jonuary 2020,

*  Guidance Document - Safety and Efficacy Requirement for Hord Surfoce Disinfectant Drugs. Heclth Canada.
January 2020.

* .S, Environmental Protecfion Agency, Frequent Questions for the 2018 series 810 - Product Performance Test
Guidelines: Antimicrobial Efficiency Test Guidelines. 2019,
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Pl Industries, Inc.

Study ID: GLP2435
Protocol Number: P2880

PROTOCOL (cont.)

AOAC Germicidal Spray Products as Disinfectants

™

Protocol Number: P2880

Specific Testing Parameters 1o be completed by the Study Sponsor/Representative
- all fields need fo be completed before festing may commance

Test Substance Nome DoxyKlor DKSG
} Test Substance Batch Numbers | 06120-1/LCL, 08120-2/L.CL, 08120-3/L.CL
? Manufacture Date(s) 6/1/2020, 6/01/2020, 6/01/2020
Expiration Date(s) NA

i 0 Room temperature (default for all packages unless otherwise odvised)
| Test Substance Storage
; @ 2-8°'C O Other:
! 24 None known [ 5DS attached

Test Substance Hazards

~ |OOthen
0 Alcohol O lodophor [ Perccetic Acid O Peroxide
‘ Test Substance Active Ingredient |0 Phencl O Quoternary Ammonia O Sedium Hypochlorite

[ ®@ Other: Chlorine Dioxide
|

Active Ingredient Level O At or below Lower Certified Limit (LCL) O At or below nominal

E Active Ingredient Concentration as | ,045% hy weight
submitied (for neutralization
1 information enly, not for chemical

characterization) |

Test Substance Dilution & Ready to Use (RTU} O Dilution ratio: {e.g. 1 oz per gollon)

QIN/A O Dilute by

adding fest substance to dilvent = total paris
Dilution fo be made (please specify volumes fo be used for dilution, eg. 1 ml to 127 ml diluent fo equal
128 parts or 1 mi io 128 ml diluent to equal 128 parts)

E|'~lt.'m:, an equivalent dilution may be mode unless otherwise noted

'O 200 ppm outeclove sterilized Top Water (hordness range is 180-210 ppmj
Test Substance Diluent !0 400 ppm AQAC Synthetic Hord Water (hordness range is 360-420 ppm)
'O 375 ppm OECD Hard Water {(hardness range is 338 - 394 ppm)
[Mot applicable for RTU products) %EI Other:
|

Test Substance Spray Botiles O Test substance supplied in bulk, transfer to Sponsor supplied spray bottle and use
Sponsor supplied sproy nozzle

i (N‘” nppiicahfa if tost substance | g Test substance supplied in bulk, transfer 10 lohoratory supplied sproy bottle ond
 supplied in spray bottle for festing) | use loboratory spray nozzle
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Pl Industries, Inc.
Study ID: GLP2435

Protocol Number: P2880

PROTOCOL (cont.)

AOAC Germicidal Spray Products as Disinfectants

Protocal Number: P2880 M

Confinuation of Specific Testing Parometers lo be completed by the Study Sponsor/Representative
- all fields need fo be completed before tesfing may commence

Orgonic Soil Lood | @ Nene O 5% fetal bovine serum O Other:

Note: Confoct fimes of & ! minute inclde o = 3 seconds. Conact Simes of > | minute indlude 0 = 5 seconds.

Exposure Temperature & Room Temperature [ Other:

Number of Test Carriers Per Batch |01 10 ® 60 O Other:

@ Sproy corrierswith __5___ sproys or untll thoroughly wet

S kiR 0O Sproy corriersfor _______ seconds

Spray setting: @ Sproy 0O Jet/Stream O Mist
Distance from carrier: X 4-6" O 6-8" O Other:

& Microchem to determine. Sponsor outhorizes pre-test neutralization confirmation
assoy fo be conducted to determine appropricte neutralizer, if needed. Additional
Neutralization/Subculture Broth | fees maoy apply per price quotation.

0O Use:

Applicable identity, strength, purity, stability, ond uniformity festing has been or will ‘
EPA 40 CFR Part 160.31(d) be completed prior to efficacy testing: B Yes 0O No :

requires festing facility - Performed under 40 CFR Part 160 regulations? & Yes O No
management 1o assure that the
test, control, and reference Stability testing has been or will be completed prior to efficacy testing or
substances have been concomitontly with efficacy tesfing: & Yes O No
iately tested for identi
Tt P'E,i,,' mb;'[i;,:,,:’ " | - Performed under 40 CFR Part 160 regulations? B Yes O No

uniformity, as applicable.  |y¢  ic narked for aither question, compliance stotus will be noted in the GLP

complionce statement in the final report,

& CoA for each batch provided. CoA will be oppended in the final report.
O CoA will not be provided.

Certificate of Analysis (CoA)

2 Use test substance already present at Microchem.
Test Substance Shipment Stolus |0 Test substance will be shipped. Estimoted arrival date, if known:

[ Testing fo be performed os outlined in the protocal.
0O The following profocol modifications are to be performed:
Protocol Modifications

RDOUWm:"rY mm";mm ® EPA O Health Canada
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Pl Industries, Inc.

Study ID: GLP2435
Protocol Number: P2880

PROTOCOL (cont.)

AOAC Germicidal Spray Products as Disinfectants

Protocol Number: P2880 |! ‘

XIX. Authorized Personnel

+ Due to Microchem Loborotory confidentiality policy, study information will only be released to the Study
Sponsor/Spensor Representative who has signed the protocol unless otherwise noted in writing. Please list any
additional personnel authorized fo receive information regarding this study.

1. PeterWood - Pl Industries
2. |srasl Kravzov - Pl Industries

3.

4,

XX. Protocol Approval

“l, the Study Sponsor, have read and understond the study profocol. By signing this profocol | am certifving that the
information and poramelers accurolely describe the testfs) to be completed in accordance with Good Loboratory
Practice Standards (GLFS) stipuloted by 40 CFR 160. [ have olso read, understond ond agree to the terms ond
conditions listed in the protocol, *

Study Sponsor/Sponsor Representative Signature Approving Protfocol

Jeremy D. Malone
Study Sponsor/Sponsor Representative Printed Name

(e, B 1A

8/07/2020

Study Spontor/Sponsor Representative Signature Dote
Jeremy@SpringRegulatory.com 5§12.922-8401
Email address Phone
Microchem Laboratory Study Director
L.nartied Gadvan
Study Director Printed Nome
/

VIAVGZoT O

Study Directdr Signature Dote
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Pl Industries, Inc.
Study ID: GLP2435

Protocol Number: P2880

Certificate of Analysis

This analysis was conducted in compliance with 40 CFR 160 as part of Expert
Chemical Analysis, Inc. Study Number 6530-01.

Name: DoxyKlor DK5G

Lot Number: 06120-1/LCL

Date of Manufacture: 06-01-20

Expiration Date: 06-01-21

Dates of Analysis: 06-01-20

By: PI Industries, Inc.

Test Result

Active Ingredient(s)

Chlorine Dioxide 0.04385 %
¥ = N
' h 06-12-20
Jim Polansky Date

Study Director
Expert Chemical Analysis. Inc.

"l

06-12-20
Moises Ramirez Date
Quality Assurance Manager

Expert Chemical Analysis, Inc.

The raw data generated during analysis has been reviewed by the Quality Assurance Unit. The
raw data confirm the results as listed above.

Study No. _ 6530-01
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Pl Industries, Inc.
Study ID: GLP2435

Protocol Number: P2880

CERTIFICATE OF ANALYSIS (cont.)

[ECA

[eesear s cheaicar  anaizn =]
10366 Roselle St. Suite C + San Dicgo, CA 92121 « 858-535-9979

Certificate of Analysis

This analysis was conducted in compliance with 40 CFR 160 as part of Expert
Chemical Analysis, Inc. Study Number 6530-01.

Name: DoxyKlor DK5G
Lot Number: 06120-2/LCL
Date of Manufacture: 06-01-20
Expiration Date: 06-01-21
Dates of Analysis: 06-01-20
By: PI Industries, Inc.
Test Result
Active Ingredient(s)
Chlorine Dioxide 0.04365 %

§ o Yl

r 06-12-20
Jim Polansky Date
Study Director
Expert Chemical Analysis, Inc.

e 06-12-20

Moises Ramirez Date

Quality Assurance Manager
Expert Chemical Analysis, Inc.

The raw data gencrated during analysis has been reviewed by the Quality Assurance Unit, The
raw data confirm the results as listed above.

Study No._6530-01
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Pl Industries, Inc.
Study ID: GLP2435 M

Protocol Number: P2880

CERTIFICATE OF ANALYSIS (cont.)

[ECA

10366 Rosclle St. Suite C = San Diego, CA 92121 + §58-535-9979

Certificate of Analysis

This analysis was conducted in compliance with 40 CFR 160 as part of Expert
Chemical Analysis, Inc. Study Number 6530-01.

Name: DoxyKlor DK5G
Lot Number: 06120-3/LCL
Date of Manufacture: 06-01-20
Expiration Date: 06-01-21
Dates of Analysis: 06-01-20
By: PI Industries, Inc.
Test Result
Active Ingredient(s)
Chlorine Dioxide 0.04308 %
o

h 06-12-20
Jim Polansky Date
Study Director
Expert Chemical Analysis, Inc.

06-12-20

Moises Ramirez Date

Quality Assurance Manager
Expert Chemical Analysis. Inc.

The raw data generated during analysis has been reviewed by the Quality Assurance Unit. The
raw data confirm the results as listed above.

Study No._6530-01
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