INSTRUMENTATION ZHEROX® B-PACK SYSTEM
4 DOCUMENT TYPE FINAL REPORT
, DICUMENT CODING TR 1009.00.00.00 Doc. Rev. AM.. 00
aminstruments NUMBER OF PAGES Pag. 10f8

AM Instruments S.r.l.

Test Report
Surface Bio-decontamination test: Zherox® b-pack system

with HPE technology

Reference: Francesco Polgati, Simone Traballi
Document drafting date: 13/10/2020

Written by: Simone Campana

Approved by: Simone Traballi

AM Instruments srl
Via Isonzo, 1/C
20812 Limbiate (MB)
Italy

T. +39 02 872892.1

F. +39 02 872892.00
aminstruments.com
info@aminstruments.com

AM Instruments Tuscany
Business Resort

Strada di Cerchiaia 28/A
53100 Siena - Italy

T. +39 02 872892.1

Sede legale:

Via Manzoni, 144/E-F

20811 Cesano Maderno (MB)
Italy

P. Iva 02196040964 - C.F. 09191700153 - Cap. Soc. € 1.000.000 i.v. - CCIAA-REA N° 1278816

COMPANY WITH
QUALITY SYSTEM
CERTIFIED BY DNV GL
=180 9001:2015 =



aminstruments

INSTRUMENTATION

ZHEROX® B-PACK SYSTEM

AM Instruments srl T. +39 02 872892.1

Via Isonzo, 1/C F. +39 02 872892.00
20812 Limbiate (MB) aminstruments.com

Italy info@aminstruments.com

AM Instruments Tuscany
Business Resort

Strada di Cerchiaia 28/A
53100 Siena - Italy

T. +39 02 872892.1

Sede legale:

Via Manzoni, 144/E-F

20811 Cesano Maderno (MB)
Italy

P. Iva 02196040964 - C.F. 09191700153 - Cap. Soc. € 1.000.000 i.v. - CCIAA-REA N° 1278816

+ DOCUMENT TYPE FINAL REPORT
Y DICUMENT CODING TR 1009.00.00.00 Doc. Rev. A.M.: 00
NUMBER OF PAGES Pag. 2 0f 8
Summary
. General iNformMation ........cuceeeeciiiiiiiiiiiiniiiniirreeserr s ressseesssssssrrsssssssssssssssssessssssssssssssssssnnnnnss 3
O R o 1 Yo 11 [ o TSP SPPUPR 3
. Organization of the acCtiVities .......ccccivveeuiciiiiiiiiiiininiiiiir s sesssssssssssssssssssnnsnss 4
B 1 TN To I T T PSSR 4
BRI 3 L= | 5
I A 2 Y] [ d or= | I T g Yo L Tor= o] 3 U SUUPRRRN 5
The biological indicators used are stainless steel discs contained in Tyvek strips. ......ccccceiviiveennnnnn. 5
20 0 R = T [ g To [ oF- | o T g =YY U] £ PRSP 6
BRI 0c T ol 72 ' o T 9

COMPANY WITH
QUALITY SYSTEM
CERTIFIED BY DNV GL
=180 9001:2015 =




INSTRUMENTATION ZHEROX® B-PACK SYSTEM

* DOCUMENT TYPE FINAL REPORT

Y DICUMENT CODING TR 1009.00.00.00 | Doc. Rev. A.M.: 00

aminstruments NUMBER OF PAGES Pag.3 of 8

1. General information

This document describes the process and results of the surface bio-decontamination test conducted at our
headquarters in Via Isonzo 1/C, Limbiate (MB) in order to determine the optimal distance of the diffuser from
the treated surface and the relative time of diffusion.

The technology used for the bio-decontamination activity is based on a process that includes the ionization
and subsequent diffusion of the hydrogen peroxide solution in the environment to be treated. This process has
been proven to be effective in the microbiological killing of spores, molds, fungi, viruses and bacteria.

The killing takes place by destroying the surface structure of the microorganisms (proteins, carbohydrates and
lipids) by reactive oxygen species (ROS), nitrogen (RNS), hydroxyl radicals and a variety of other “free radicals”
that have antimicrobial effects.

The formation of these radicals occurs thanks to the passage of the hydrogen peroxide solution through the
diffuser (TLP) in a high voltage electromagnetic field responsible for ionization.

Fig.1: Zherox® b-pack system

Furthermore, thanks to the ionization, a positive electrostatic charge is imparted to the particles making up the
fine mist. This positive charge causes repulsion between the particles, significantly improving their diffusion in
the environment.

1.1 HPE Solution

For the activity with HPE technology (electro magnetized hydrogen peroxide), was used Pharmaclean®
solution 5L, which contains hydrogen peroxide in a concentration of less than 8%. Thanks to the low
concentration of hydrogen peroxide, the impact of the sprayed solution with the surfaces and materials present
in the area (subject to treatment) is zero.
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2. Organization of the activities

2.1 Treated area:

During the bio-decontamination activity with HPE technology, a flat surface located at the R&D laboratory
was treated on which biological indicators (Bl) inoculated with Geobacillus Stearothermophilus spores in a
concentration equal to 10%°® were placed, to verify that the bio decontamination process has been performed
successfully. The activity was repeated several times, varying exposure time and dispensing distance.

Distance dispenser Exposition time Reduction achieved
BI1 30 cm 2’ Log 6
Bl 2 30 cm 4 Log 6
BI 3 60 cm 2’ Log 6
Bl 4 60 cm 4’ Log 6

AM Instruments srl
Via Isonzo, 1/C
20812 Limbiate (MB)

Italy

Tab.1: list of tests carried out.

30cm .

Fig.2: Example: Zherox® b-pack system at a distance of 30 cm from the surface
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Fig.3: Example: Zherox® b-pack system at a distance of 60 cm from the surface
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3. Result

3.1 Biological indicators

The biological indicators used are stainless steel discs contained in Tyvek strips.

Fig.4: Biological indicators.

The analysis report provided by the Eurofins laboratory is attached in the following pages.
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3.1.1 Bioindicator results
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Analftical Report: AAI34232
Eurcfin: Batch Nurmber LV20AAS361
Version: 1

Client Account Nurmber: APHD10630
Eurcfin: Quote Nurmber: DVWNJ42016010407

dicatore N*1-18 1 Log 4; Original Raceaived Date 12-Jun-2020;

|Biologcd Indicator (Steriitf-USP)
IBoomdcmr |Searile | Sterie
Anaif ziz 12Jun-2020 to 19-Jun-2020

dicatore N*2-18 1 Log & Original Racaived Date 12-Jun-2020;

IBiologal Indicator (Steriitf-USP)

[Bicindicator [ it

[Ansif ziz Date: 12-Jun-2020 to 19-Jun-2020

N*3-15 1 Log 6; Oniginal Racaived Date 12-Jun-2020;

|aso|o9cd Indicator (Sterditf-USP)

|Sicindicator |Starile

Analf ziz Date: 12-Jun-2020 to 19-Jun-2020

N4 2 Log & Original Raceived Date 12-Jun-2020;

|Biolog:d Indicator (Steriitf-USP)

[Bicindicator |Searile

Anaif ziz Date: 12-Jun-2020 to 19-Jun-2020

dicators N*5-13 2 Log 6 Orignal Received Date 12-Jun-2020:

IBiologal Indicator (Steriitf-USP)

[Bicindicator [seavite

[Ansif ziz Date: 12-Jun-2020 to 19-Jun-2020

dicatore N*6-18 2 Log 6; Original Received Date 12Jun-2020;

Fig.5: Bioindicator results pag. 1/3
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Analftical Report: AAI34232
Eurcfinz Batch Number LV20AAS361

Version: 1

dicatore N*7-18 3 Log 4; Original Racaived Date 12Jun-2020;

Iasolo,au Indicator (Steriitf-USP)
Bicindicator |Searile [Sterie
Ansif ziz Date: 12-Jun-2020 to 19-Jun-2020

dicators N"B-15 3 Log &; Original Recaived Dats 12Jun-2020;

Iasaogcu Indicator (Steriitf-USP)
|Eicingicator [Seerite [Stecie
Anaif ziz Date: 12-Jun-2020 to 19-Jun-2020

dicators N"S15 3 Log 6; Onginal Recaved Date 12Jun-2020;

IBiolognI Incicator (Steriitf-USP)
Eicindicator | Stacile | Stacia
Anaif ziz Date: 12-Jun-2020 to 19-Jun-2020

dicatore N*10-1B 4 Log 4; Onginal Receivad Date 12-Jun-2020;

Iasolo,d Indicator (Steriitf-USP)
Bicindicator ISeeile ISterie
Ansif ziz Date: 12-Jun-2020 to 19-Jun-2020

Eurclins Sample Number LV2Z0AAS361-11
windicatore N*11-1B 4 Log &; Onginal Received Date 12-Jun-2020;

Iasolo,au Indicator (Steriitf-USP)
Eicindicator |searite [ Starie
Analf ziz Date: 12-Jun-2020 to 19-Jun-2020

dicators N 12-1B 4 Log 4; Onginal Received Date 12-Jun-2020;

|asoao9n| Indicator (Sterditf-USP)
[Eicindicater | Searile | Stacie
Anaif ziz Date: 12-Jun-2020 to 19-Jun-2020

Fig.6: Bioindicator results pag. 2/3
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Product Testing

Certificate of Analysis

Page Sof3
Analftical Report: AAI34232
Eurcfin: Bsch Number LV20AAS361
Version: 1

Samples LV20AAS361-1 through LV20AAS351-12 meet the raguirament(z) for all listed test(z) where

bivindcatori: AP-012-31/08/2020

Riferimento attivita cliente: AM. Instruments-Test B.Pack; data esacuzione attivitd: 11/06/20, lotio

Qumatioray AO My rupcrt Stk b drwctud 10 yoxr progece suigwe or w peownn! senad ded sbove

Raviawed and slecronical or Technica
igeoFeraro Sryee
for Eurofins Blolab S, on 22-Jun- 7:05:40 UTC+02:00

Fig.7: Bioindicator results pag. 3/3
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4. Conclusion

The biological indicators were analysed by the Eurofins laboratory and the results obtained are reported in the
certificates shown in the paragraph 3 and coded as follows:

Analysis certificate: AAI34232

The results obtained show that all the biological indicators used have achieved a microbiological reduction of

at least 6 Log.

On the basis of the results obtained, it is possible to confirm that, in order to achieve a logarithmic reduction
of at least 6 Log, the distance range to be maintained between the surface and the diffuser (TLP) is between

30 to 60 cm.

In order to avoid condensation, we suggest dispensing the sanitizing product at a distance not less than 30

cm from the surface.
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