


EXECUTIVE SUMMARY

STUDY NUMBER: 2104279-402

TITLE:

SPONSOR:

TESTING FACILITY:

A NON-GLP EVALUATION OF ONE TST PRODUCT WHEN

CHALLENGED WITH HUMAN IMMUNODEFICIENCY VIRUS

UC IRVINE

101 The City Drive South Building 55-Room 234
Orange, California 92868

BIOSCIENCE LABORATORIES, LLC.
1755 South 19th Avenue

Bozeman, Montana 59718

STUDY INITIATION DATE: 08/02/2020

STUDY COMPLETION DATE: 08/19/2021

This non-GLP study evaluated the virucidal properties of two concentrations of one test product when challenged with
Human Immunodeficiency Virus type 1 (HIV-1) strain Mn. A Virucidal Suspension Test (In-Vitro Time-Kill method)
based upon the ASTM E1052-20, Standard Practice to Assess the Activity of Microbicides against Viruses in

Suspension was used. A positive control (70% Isopropyl Alcohol, IPA) and a negative control (Sterile Water) were
tested concurrently. The percent and logio reductions from the initial population of the viral strain was determined

following exposure to the test products for 4 hours. Testing was not performed in accordance with Good Laboratory
Practices, as specified in 21 CFR Part 58.

TEST PRODUCT:

Test Product #1: Puriton

Active Ingredients: Mineral

Lot Number: P-21-020121

Expiration Date: 02-01-2023

Positive Control: 70% Isopropyl Alcohol
Lot Number: 0523145

Expiration Date: 03/2024

Manufacturer: Medline

Negative Control: Sterile Water

Lot Number: 2012014

Expiration Date: 2022-12-02

Manufacturer:

CHALLENGE VIRAL STRAIN:

McKesson

Human Immunodeficiency Virus (HIV-1, strain Mn; ZeptoMetrix #0810027CF)

HOST CELLS PREPARATION:

C8166 (Human T cell leukemia [ECACC #88051601)



RESULTS:

The following table presents the data from the Virus Control infectivity (TCID50), the post-exposure infectivity
(TCIDso), and the log1o and percent reductions observed following a 4-hour exposure of HIV-1, strain Mn;
(ZeptoMetrix #0810027CF) to Test Product #1: Puriton (Lot # P-21-020121) at a 100% and 70% concentration.

TABLE

Test Product #1: Puriton

Virus: Human Immunodeficiency Virus (ZeptoMetrix #: 0810027CF)

Host Cell Line: C8166 (ECACC #: 88051601)
Volume Plated per Well: 1.0 mL

Neutralization ControlTest Product Cytotoxicity Control

Dilution

(-Log10)

Virus

Control
IP

Cell

Control

100% 70% PC NC
TP-

100%
PC NC 100% 70% PC NC

0000

-2 NT 0000 0000 0000 ++++ ++++ ++++ ++++ NT 0000 0000 0000 0000

-3 ++++ 0000 0000 0000 ++++ ++++ ++++ ++++ ++++ 0000 0000 0000 0000

-4 ++++ 0000 0000 0000 ++++ ++++ ++++ ++++ ++++ 0000 0000 0000 0000

-5 +++ 0000 0000 0000 ++++ +++ ++++

-6 0+++ 0000 0000 0000 0+0+ +++0

++++ ++++

++++++++

NT NT NT NT N/A

NT NT NT NT

-7 0++0 0000 0000 0000 0000 0000 0000 0+00 00+0 NT NT NT NT

TCID50

(log10)
6.75 <1.50 ≤1.50 <1.50 6.00 6.25 6.50 6.75 6.75 1.50 1.50 1.50 1.50

Log10
Reduction

25.25 ≥5.25 25.25 0.75

N/A N/A
Percent

Reduction
>99.99 >99.99 >99.99 17.78

+

0

CPE (cytopathic/cytotoxic effect) present
CPE (cytopathic/cytotoxic effect) not detected

NC Negative Control
VC Virus Control

NT Not tested PC Positive Control

N/A

CT

Not applicable
Cytotoxicity

IP Initial Population
TP Test Product

STUDY CONCLUSIONS:

Under the conditions of this evaluation Test Product #1, Puriton, (Lot #P-21-020121),reduced the infectivity of HIV-

1 (ZeptoMetrix #0810027CF) by ≥5.25 log10 (>99.99%) following a 4-hour exposure when tested at a 100% and 70%
concentration.

Under the conditions of this evaluation the Positive Control, 70% Isopropyl Alcohol (Lot #0523145 Medline), reduced
the infectivity of HIV-1 (ZeptoMetrix #0810027CF) by ≥5.25 log10 (>99.99%) following a 4-hour exposure.

Under the conditions of this evaluation the Negative Control, Sterile Water (Lot #2012014 McKesson), reduced the
infectivity of HIV-1 (ZeptoMetrix #0810027CF) by 0.75 logı0 82.22%) following a 4-hour exposure.

АССЕРТANCE:

Stat Derer yamKelly Burningham
08-19.2021

Date of Study Completion
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