HAMILTON

ENCLOSURE No. 1 TO REPORT OF ANALYSIS NO. 208706/20/CGDA

A) IDENTYFICATION OF THE SAMPLE:

Name of the product

SILVER FLASH

Expiration date

2 years from the date of production
Batch number: 02025050
Production date: 05-05-2020

The active substance

12% Hydrogen peroxide, 0,005% Silver

B) TEST METHOD :

Performed in accredited
subcontracted partner
laboratory: Scope of
Accreditacion Nr 648/LE1286

NF- EN-14476:2013+A2:2019 Guideline- Virucidal quantitative
suspension test for chemical disinfectants and antiseptics used in
human medicine. Test method and requirements (phase 2, step 1)

Testing method

Procedure DESIN-6225

C) EXPERIMENTAL CONDITIONS:

Assay period

12/05/2020 - 01/06/2020

Product test concentrations
(%V/V)

50%, 25%, 0,1%

Contact time

5 minutes

Assay temperature

352C+1°C

Titration method

TCIDso (Tissue culture infective dose 50%)

Solvent of the product used in
the assay

Sterile distilled water

Aspect of the dilutions of the Transparent
product
Contact temperature 20°C+1°C

Procedure to stop product
cytotoxicity

Molecular sieving

Procedure to stop product
activity

Cooling with ice

Interfering substance

Internal control of dirty conditions in the presence of bovine serum
albumin 3 g/L. Dirty conditions in the presence of bovine serum
albumin 3 g/L plus 3 mL erythrocytes 3 mL/L.

Identification of the origin of
viral strains and number of
passes

Coronavirus 229E (ATCC VR-740) aliquot: 2019/03/04 passage 2

Cell lines (name, origin, number
of passes and culture medium)

MRC-5 ref. FTMR, working aliquot 5, passage 10 and 13 and 15
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HAMILTON

ENCLOSURE No. 1 TO REPORT OF ANALYSIS NO. 208706/20/CGDA

Validation of assay results
Coronavirus 229E (ATCC VR-740)

Titre of the viral suspension for the virus control (5 minutes):

e Dirty conditions , erersasssssssensssnsssssassssnssnssessasasassesees-JOZ 107818
e Internal control of dirty CONAItIONS............cccvueeuereremsmaessssessesssssesssssessessseses log 10°°%
CYLOLOXICILY TEVE] (50%0). .. vneeeroreeeaesessssesssssasmsessss s n sas sessssmseseesassssasssssasasasasasans log 10°%

Maximum level of virus inactivation detectable (difference between the titre of the viral
suspension and the cytotoxicity level):
® Dirty CONAIONS. . ....ooveiieieniieniiieeirseesseesescaasassa e sssseanassnssnens log 104!
e Internal control of dirty conditions..................covieiinrrieaeeamiennnnnnns log 1054

Reference test (formaldehyde 1.4%)

Cytotoxicity level of formaldehyde 0.7%...........cvvmmiiiierenrmanmmns s sammmmmn log 1074
Viral quantification in the reference test (formaldehyde) after 15 minutes and with
COronNAVITUS 220E............ooovoireieerieisassnsssssesesessmsasessssssssssssesassssasasasasss s s s s s ssssssases logl 02
Confidence interval

Title of virus with 95% confidence interval with Coronavirus 229E (5 minutes)

o Dirty conditions .. . ...,.1,..,,.....,.1,,.,,,,.,,,...._....lugIﬂ*“”’*”“
o Internal control ofdlrtycund:ltmns rrrerernnrneeesansnnseesannn e lOg 1055 2046

Reduction with the confidence interval of 95 % .....oooiirrriiiiiiiieannn. See table 1.

Sensitivity of cells to virus

e Viral quantification of Coronavirus 229E with cells not treated with “SILVER

L A ORI iR logl0*#
e Viral quantification of Coronavirus 229E with cells treated with the “SILVER
PLASH® SIBEROIIL . covicvosiiiiiinssimin oy su e v s ooy s sy s auss logl0%

Note: only can be used to determine the infectivity of cells, those dilutions which: a)
show a low degree of cellular destruction (< 25% of cell monolayer) and b) produce a
reduction of the title of the virus <llog;o.
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ENCLOSURE No. 1 TO REPORT OF ANALYSIS NO. 208706/20/CGDA

Control of the effectivity of the disinfectant detection activity

¢ Viral quantification of Coronavirus 229E after 30 minutes on bath ice without exposing

the virus to the “SILVER FLASH™ disinfectant ...............cccoeeevvneernnaneianns logl0%Y’
e Viral quantification of Coronavirus 229E exposing the virus to “SILVER FLASH”
disinfectant and incubated 30 minutes onice bath...............ccceevvniennnnnnnn. log10%%

Note: The difference between decimal logarithm of titre without exposing the virus to
the product and of the test suspension should be <0.5

Special remarks

— All controls and validation were between the basic limits.
— One concentration at least showed a log reduction less than 4 log.
= One concentration at least showed a log reduction higher than >4 log.

Assay results
Description

The disinfectant product, SILVER FLASH, batch 02025050, under dirty conditions,
diluted at 50% and 25% and during 5 minutes of exposure, shows virucidal activity
against Coronavirus 229E (ATCC VR-740), with a reduction > 5.66 + 0.46 TCIDs, for
both concentrations, when the activity is assayed according with the internal procedure
DESIN-6255 based on the NF EN 14476: 2013 + A2: 2019 guideline.

The disinfectant product, SILVER FLASH, batch 02025050, under dirty conditions,
diluted at 0.01% and during 5 minute of exposure, does not show virucidal activity
against Coronavirus 229E (ATCC VR-740), with a reduction 0.26 = 0.59 TCIDso,
when the activity is assayed according with the internal procedure DESIN-6255 based
on the NF EN 14476: 2013 + A2: 2019 guideline.

Tables of results and graphics

See tables 1 and 2 and figure 1.
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HAMILTON

ENCLOSURE No. 1 TO REPORT OF ANALYSIS NO. 208706/20/CGDA
Conclusion

The disinfectant product SILVER FLASH, batch 02025050, under dirty conditions
(bovine serum albumin 3 g/L plus 3 mL erythrocytes 3 mL/L), diluted at 25%, requested
by the customer, and during 5 minutes of exposure, shows virucidal activity against
Coronavirus 229E (ATCC VR-740), when the activity is assayed according with the
internal procedure DESIN-6255 based on the NF EN 14476: 2013 + A2: 2019 guideline.

Tests performed only with Coronavirus strain 229E, does not allow to conclude that the
product tested shows a general virucidal activity, but only that it shows activity
against Coronaviruses.

Note 1: The resulis obtained correspond 1o the product received in this laboratory.
Note 2: The information that depend on the information received from the client and are not facilitated by
the same one, shown as "not provided"”.
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HAMILTON

ENCLOSURE No. 1 TO REPORT OF ANALYSIS NO. 208706/20/CGDA

Table 1. Results of activity of the product SILVER FLASH, batch 02025050 with
Coronavirus 229E (ATCC VR-740) under dirty conditions.

i Reduction with
Concen- | Interfering | Cytoto- logio TCIDso
Product . . fi the confidence
tration* | substance | xicity level after..... interval of 95
0 1 5 15 9, after
min | min | Min | MiN | § piiec
50% 0.5 - - 050 - | =5.66046
3 g/L BSA
e | 2% | #3muL | 05 | - | - [0s0] - | 2566046
erythrocytes
0.1% 0.5 - - |590| - 0.26 = 0.59
50% 0.5 - - [050 - | 2549+046
SILVER
FLASH 25% Jg/LBSA 0.5 - - 050 - | 2549046
0.1% 0.5 - - |566 - 0.83 £ 0.58
3 g/L BSA

Virus control NA +3mL/L NA 624 - |6.16| - NA

erythrocyles

Virus control NA | 3g/LBSA NA 607 - |599| - NA

0.7%

Formaldehyde | .0 NA 0.5 NR | NR |3.66|2.58 NA

Virus control 0.7%

Formaldehyde | (w:v) NA 0.5 5.74| NR | NR | 5.66 NA
Control of sensitivity of cells to virus (difference between decimal logarithm of titre using
treated and untreated cells) ........ovvveeernveienreiiriieieranns s T logl 0024
Control of the effectiveness of the disinfectant detection activity (difference between decimal
logarithm of titre without exposing the virus to the product and of the test
SUSPENSION). . .. eervvsrnsrerunssessnsnsssssnssnssssnnsssssnssnssessnssnsssssnssesssnssssssanss e OG0T
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ENCLOSURE No. 1 TO REPORT OF ANALYSIS NO. 208706/20/CGDA

NA: not applicable; NR: not realized

Times recommended by Guideline for surfaces: maximum 5 or 60 minutes

Times recommended by Guideline for instruments: maximum 60 minutes

Times recommended by Guideline for Hygienic treatment of hands by friction and hygienic
handwashing: between 30 or 120 seconds

PBS: phosphate buffered saline; BSA: bovine serum albumin.

Virucidal activity exists when the titre of virus shows a reduction >4 log.

*: see Special remarks to understand the values of these concentrations.

4 | - -
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HAMILTON

ENCLOSURE No. 1 TO REPORT OF ANALYSIS NO. 208706/20/CGDA

Table 2. Results of the activity of the product SILVER FLASH, batch 02025050, with
Coronavirus 229E (ATCC VR-740) (Assay of titration with 12 wells), under dirty conditions.

Dilutions (log10)**
. Time of
Concen- | Interfering
Product tration * | substance | SOmtact ! 2 3 4 5 6 7 R
(min)
0000 | 0000 | 0000 | 0000 | 0000 | 0000 | 0000
50% 5 0000 | 0000 | 0000 | 0000 | 0000 | 0000 | 0000 | NR
3 g/L BSA 0000 [ 0000 | 0000 | 0000 | 0000 | 0000 | 0000
0000 | 0000 | 0000 | 0000 | 0000 | 0000 | 0000
i 25% +3mlA 5 0000 | 0000 | 0000 | 0000 | 0000 | 0000 | 0000 | NR
FLASH erythrocytes 0000 | 0000 | 0000 | 0000 | 0000 | 0ooo | oooo
4444 | 4444 | 4249 | s24¢ | 3202 | 0210 | 000D
0.1% 5 4444 | 4444 | 4449 | 4444 | 2222 | 0100 | 0010 | NR
4444 | 4844 | 2444 | 4244 | 2322 | 2001 | 0OOO
0000 | 0000 | 0000 | 0000 | 0000 | 0000 | 0000
50% 5 0000 | 0000 | 0000 | 0000 | 0000 | 0000 | 0000 | NR
0000 | 0000 | 0000 | 0000 | 0000 | 0000 | 0000
SILVER 0000 [ 0000 | 0000 | 0000 | 0000 | 0000 | 0000
25% | 3g/LBSA 5 0000 | 0000 | 0000 | 0000 | 0000 | 0000 | 0000 | NR
FLLASH 0000 | 0000 | 0000 | 0000 | 0000 | 0000 | 0000
4444 | 4444 | 4444 | 4244 | 2332 | 0000 | 0000
0.1% 5 4444 | 4444 | 4444 | 4444 | 4030 | 2300 | 0000 | NR
4444 | 4444 | 4444 | 4244 | 4322 | 3002 | 0000
3 g/L BSA 0000 | 0000 | 0000 | 0000 | 0000 | 0000 | 0000
Cytotoxicity 50% +3mL/L NA 0000 | 0000 | 0000 | 0000 | 0000 | 0000 | 0000 | NR
erythrocytes 0000 | 0000 | 0000 | 0000 | 0000 | 0000 | 0000
4444 | 2444 | 489 | seas | sass | 3022 | 0200 | 0000
3 g/L BSA 0 4444 | 4444 | 4444 | 4444 | 4444 | 3040 | 0000 | 0OOO
4444 4000 | 0030 | 0000
Virusconirol | x| +3mLL e T3 o s T [n [
erythrocytes 5 4444 | 4444 | 4444 | 4444 | 2203 | 0220 | 0000 | 0000
4444 | 4444 | 4444 | 444 | 0324 | 3302 | 0020 | 0000
4333 | 4444 | 4444 | 4aaq | 3443 | 0220 | o002 | 0000
0 4444 | 4444 | 4444 | 2444 | 230¢ | 0030 | 0200 | 0000
. 4444 | 4444 | 44aq | 4aaa | 4343 | 3202 | 0000 | 0000
Virus control NA 3L BSA 444 | 4444 | 4483 | 4 |23 0230 | 0002 | 0000
5 4444 | 4484 | 4484 | w48 (32 2002 | 0000 | 0000
4444 | 4aas | sasd | s (32 0020 | 2200 | 0000
4444 | 4444 | 3033 | 0220 | 0000 | 0000 | 0000
. dehvde 5 4444 | 444 | 2330 | 0202 | 0000 | 0000 | 0000 NR
ormaldehy 4444 | 4444 | 2232 | 0000 | 0000 | 0000 | 0000
0.7 (wh) NA 4444 | 3233 | 2000 | 0000 | 0000 | 0000 | 0000
15 4444 | 2230 | 0202 | 0000 | 0000 | 0000 | 0000 | NR
4444 | 2023 | 0000 | 0000 | 0000 | 0000 | 0000
Control of 3 gL BSA 0000 | 0000 | 0000 | 0000 | 0ooo | o000 | o000
formaldehyde | 0.7 (w/V) | +3mlI/L NA 0000 | 0000 | 0000 | 0000 | 0000 | 0000 | 0000 | NR
cy‘moxicity efy‘hmy‘es 0000 0000 0000 0000 0000 0000 0000
4444 | 4444 | 4444 | 4444 | 2302 | 0210 | o000
0 4444 | 4444 | 4444 | 4424 | 3332 | 0100 | 0000 | NR
Virus control 444 | 44 | 444 | 44sa | 0322 | 2020 | 0000
formaldehyde | 0.7 (w/v) NA 4444 | 4444 | 4a4d | 4444 | 3233 | 0200 | o000
15 4444 | 4444 | 4444 | 4444 | 2032 | 0210 | 0000 | NR
4444 | 4444 | 4444 | 2434 | 3022 | 2000 | 0000

Date: 13.07.2020

Authorized by: Agnieszka Erber, Cosmetics Microbiology Laboratory Manager
Approved by: Hanna Wachowska, Laboratory Director (Approved with qualified electronic signature)

This enclosure is an inseparatable part of the report of analysis and cannot be reproduced partially without a priori written consent of J.S. Hamilton Poland Sp. z o0.0. Responsibility of J.S.
Hamilton Poland Sp. z o.0. is restricted exclusively to the results and statements presented in an original copy of the enclosure.

Page7 /9 Form PO-10/05b of 20.01.2020

J.S. HAMILTON POLAND Sp. z o.0.
LABORATORIUM BADAWCZE
ul. Chwaszczynska 180, 81-571 Gdynia, POLAND tel. +48 58 766 99 00



HAMILTON

ENCLOSURE No. 1 TO REPORT OF ANALYSIS NO. 208706/20/CGDA

Cells not | €OCC | €0CC [ €00C | coee | 0CCC | COCO | 000C | 0000

ccee | coee | ecoe | ocee | coece | ecec | 0000 | 0000

Sensitivity control | NA easted | cocc | coce | coee | ecec | eeee | ococ | 0oco | 0000
of cells to virus Cells | €CCC | €CCC | cocC | coec | €CCo 00C0 | 000C | 0000
" ccece | coee | coee | cooce | occo | coce | 0000 | 0000

weated | coee | coee | coee | coee | coee | cooc | ocoo | 0000

ccee | ceee | ecee | cocce [ occo [ococ | 0000 | 0000

Effectiveness 3 oL BSA m ccee | ecee | ecec | coee [coco [ooce | cooo | 0000

ocabid oliha - };‘- 74 coce | coec | coee | ocoe |ecee | cooo | coco | oooo

disinfectant - 4 cecce | cece | ecec | coee | €CoC | 00C0 | 0000 | 0000

detection activity erythrocytes | With | cccc | coce | ecec | cooe | ccoc | ocec | 0000 | 0000

a): 1 to 4, virus present and grade of cytopathic effect in 12 units of cellular culture, or grade
of cellular lesions in the cytotoxicity assay.

C = cytopathic effect with presence of virus (in this case and according to guideline does not
take into account the degree of cytopathic effect only, the presence or absence of the same).

0 = no virus present or absence of cellular lesions in the cytotoxicity assay; NA: not
applicable; NR: not realized; BSA: Bovine serum albumin; PBS: phosphate buffered saline.
sec: seconds; min: minutes.

*: see Special remarks to understand the values of these concentrations.

Figure 1. Results of the activity of the product SILVER FLASH, batch 02025050, at 50%,
25% and 0.1% concentration under dirty conditions with Coronavirus 229E (ATCC VR-740).

Coronavirus 229E (ATCC VR-740)
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Figure 1.1 Results of the activity of the product SILVER FLASH, batch 02025050, at 50%,
25% and 0.1% concentration under internal control of dirty conditions with Coronavirus 229E

(ATCC VR-740).
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