HAMILTON

ENCLOSURE No. 1 TO REPORT OF ANALYSIS NO. 245834/20/]JSHB

A) IDENTYFICATION OF THE SAMPLE:

Name of the product

Non alcoholic desinfectant
Batch number: Not indicated

Expiration date

2020.05.11

The active substance

Alkyl (C12-16) dimethylbenzylamonium chloride, CAS No. 68424-85-1;
0.4g/100g (0.4%)

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).
AFNOR.

Testing method

Procedure DESIN-1078

C) EXPERIMENTAL CONDITIONS:

Assay period

30/06/2020 - 16/07/2020

Product test concentrations
(%V/V)

80%, 50%, 0,1%

Contact time

10 minutes

Assay temperature

37°C+1°C

Titration method

TCID50 (Tissue Culture Infective Dose 50%)

Solvent of the product used in

Sterile distilled water

the assay

Aspect of the dilutions of the Transparent
product

Contact temperature 20°Ct1°C

Procedure to stop product
cytotoxicity

Molecular sieving

Procedure to stop product
activity

Cooling with ice

Interfering substance

Clean conditions in the presence of bovine serum albumin 0.3 g/L

Identification of the origin of
viral strains and number of
passes

Poliovirus aliquot: 07/05/2020 passage 2
Adenovirus aliquot: 24/01/2020 passage 2
Norovirus aliquot: 09/04/2020 passage 2

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

Vero, ref: FTVE, working aliquot 3, passages 18 and 20, working aliquot
4 passage 10

Raw 264.7, Public health England, working aliquot 3 passages 18 and
20, working aliquot 4 passage 10
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Validation of assay results
Poliovirus type 1 (ATCC VR-192)

Titre of the viral suspension for the virus control (10 minutes):
B I RTINS v o R O R AT IO PN AR log |
CytotOXiCIty 16VE] (80%).......ucveererereereressessssessessssnsssssssssessssssssssssssenssssssssssssssns log 1003

Maximum level of virus inactivation detectable (difference between the titre of the viral
suspension and the cytotoxicity level):

5 A DRIREONE 2 iumrwvac e s s R AR BN AR R AE RS SO SERSS MRRDEH ARaee log 1064
Adenovirus type 5 (ATCC VR-5)
Titre of the viral suspension for the virus control (10 minutes):

@ Clean CONItIONS. .......uueenernesieeeesiieeaesesnseanesaneesnnessnessssenns log103#
Cytotoxieity TOvel (O i iiccsiniamisiivsis s vs s bommisi i iaivisasavssdsiidisaiuns log10°?

Maximum level of virus inactivation detectable (difference between the titre of the viral
suspension and the cytotoxicity level):
@ Clean CONItIONS. . ......oevuieeerieeateerieeers e e et eess e easeeaaiearinesans log10-5-33

Murine norovirus (strain S99 Berlin)

Titre of the viral suspension for the virus control (10 minutes):
@ Clean CONAIIONS. . ... ..ueuuenrsnereeeeeraeasersernesneseesneeneennansnsssins log105%
CYLOtOXICILY 1EVE] (BO%0)....cveverereersruesesesesesesssssenssn s snesssssssesssesssesssnsssesesessssssnsess log1093

Maximum level of virus inactivation detectable (difference between the titre of the viral
suspension and the cytotoxicity level):
8 CLoun CONMBIOER: . v vivuinissssusinaisinusensensssonsierssssdessessvonssbaoiassssins logl
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Reference test (formaldehyde 1.4%)

Cytotoxicity level of formaldehyde 0.7%...........oerniiiiieiiiiiieriieeeseesiiiminnns log103
Viral quantification in the reference test (formaldehyde) after 60 minutes and with
POBOVIRED TYDE L iviscuisissisiasiicessssoiissonnis sssiiuinsoiiasisbesii s i oo doiss s s N log103"7
Viral quantification in the reference test (formaldehyde) after 60 minutes and with
ACNOVITUS TYPE 5 ...vvieviueieaessesssesissesssssessssesssesssassssssssssesssssesnsesssssssssessssesssseses log10°'*
Viral quantification in the reference test (formaldehyde) after 60 minutes and with
MIIne NOTOVITIE o uuciviuisismiimisaavasinesinisi passiessss i b gsvasvss —— log10°'-*®
Confidence interval
Titre of virus with 95% confidence interval with Poliovirus Type 1 (10 minutes)

0 Clean CONItiONS .............ueeeuneeruereieerieerieeriieerreeeaaeeeranes log 107683 =02%
Titre of virus with 95% confidence interval with Adenovirus Type 5 (10 minutes)

0 Clean CONAItIONS .........uvvrrnirnersrierseeseaiersernernrsseranessnees log 107583 %038
Titre of virus with 95% confidence interval with Murine Norovirus (10 minutes)

0 Clean CONAItIONS ........vuveeereirseeerieeaeeseaeessesneensaseraneanneas log 10399034

Reduction with the confidence interval 0f 95 % ..........ccooiiiiiiiiiiinnnn.s See table 1.

Sensitivity of cells to virus

e Viral quantification of Poliovirus type 1 with cells not treated with “Non alcoholic

disinfectant” disinfectant ............ s . logl 077
e Viral quantification of Pnlmv:ms type l w:th cells treated wnh the “me alcoholic
disinfectant” diSINECLANT. .............oviriinireeer it e ee e eeerieeaeraeeneenns log104®

¢ Viral quantification of Adenovirus type 5 with cells not treated with “Non alcoholic
disinfectant” disinfectant .. eeerreees ...log1037
e Viral quantification of Adenowms type 5 w1th cells treatcd w:th the “Nnn alcoholic
disinfectant” diSinfeCtant. . ...................c.ovimssmsssssssssssssssessssssssesseseseers JOG 107522
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e Viral quantification of Murine Norovirus with cells not treated with “Non alcoholic

disinfectant” disinfectant .. i ..log105%
e Viral quantification of Munne Norov:rus wuh cells treated thh the “Non alcoholic
Aisinfoctant” GRMBOCtINt: . . coviiisinnnisisisisiiisia o nasa T log10%%°

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 <1 logio.

Control of the effectivity of the disinfectant detection activity

e Viral quantification of Poliovirus type 1 after 30 minutes on bath ice without exposing

the virus to the “Non alcoholic disinfectant” disinfectant.......................cc... log107%
e Viral quantification of Poliovirus type 1 exposing the virus to “Non alcoholic
disinfectant” disinfectant and incubated 30 minutes on ice bath.................cccvne. log1067

e Viral quantification of Adenovirus type 5 after 30 minutes on bath ice without

exposing the virus to the “Non alcoholic disinfectant™ disinfectant ............... log103%
e Viral quantification of Adenovirus type 5 exposing the virus to “Non alcoholic
disinfectant” disinfectant and incubated 30 minutes on ice bath.......................log 10

e Viral quantification of Murine Norovirus after 30 minutes on bath ice without exposing

the virus to the “Non alcoholic disinfectant” disinfectant .......................... log1037
e Viral quantification of Murine Norovirus exposing the virus to “Non alcoholic
disinfectant” disinfectant and incubated 30 minutes on ice bath....................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
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Special remarks

— The product is tested at 80%; 50% and 0.1%. The highest concentration that can be
tested in the test is 80%, because of the mixtures made during the test.

— 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, “Non alcoholic disinfectant”, batch not indicated, under
clean conditions, diluted at 80%, 50% and 0.1% and during 10 minutes of exposure,
does not show virucidal activity against Poliovirus type 1, with a reduction 2.08 +
0.39 TCIDsp when tested at 80%, with a reduction 1.50 £ 0.52 TCIDsp when tested at
50% and with a reduction 0.25 + 0.45 TCIDso when tested at 0.1%, when the activity
is assayed according with the NF EN 14476: 2013 + A2: 2019 guideline.

The disinfectant product, “Non alcoholic disinfectant”, batch not indicated, under
clean conditions, diluted at 80% and 50% and during 10 minutes of exposure, shows
virucidal activity against Adenovirus type 5, with a reduction > 5.33 £ 0.38 TCIDso
when tested at 80% and with a reduction 4.76 £ 0.53 TCIDso when tested at 50%,
when the activity 1s assayed according with the EN NF EN 14476: 2013 + A2: 2019

guideline.

The disinfectant product, “Non alcoholic disinfectant”, batch not indicated, under
clean conditions, diluted at 0.1% and during 10 minutes of exposure, does not show
virucidal activity against Adenovirus type 5, with a reduction 0.33 £ 0.53 TCIDso
when the activity is assayed according with the NF EN 14476: 2013 + A2: 2019

guideline.
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The disinfectant product, “Non alcoholic disinfectant”, batch not indicated, under
clean conditions, diluted at 80% and 50% and during 10 minutes of exposure, shows
virucidal activity against Murine Norovirus with a reduction > 5.49 + 0.34 TCIDso
when tested at 80% and with a reduction 4.99 = 0.45 TCIDso when tested at 50%,
when the activity is assayed according with the EN NF EN 14476: 2013 + A2: 2019
guideline.

The disinfectant product, “Non alcoholic disinfectant”, batch not indicated, under
clean conditions, diluted at 0.1% and during 10 minutes of exposure, does not show
virucidal activity against Murine Norovirus, with a reduction 0.42 + 0.44 TCIDso,
when the activity is assayed according with the NF EN 14476: 2013 + A2: 2019
guideline.

Tables of results and graphics

See tables 1 to 6 and figure 1 to 3.

Conclusion

The disinfectant product “Non alcoholic disinfectant”, batch not indicated, under clean
conditions, diluted at 80%, requested by the customer, and during 10 minutes of
exposure, does not show virucidal activity against Poliovirus type 1, and shows virucidal
activity against Adenovirus type 5 and Murine Norovirus, when the activity is evaluated
according to the NF EN 14476: 2013 + A2: 2019 guideline.

The virucidal activity test with Adenovirus and Murine Norovirus at concentration
of 80%, covers the activity against all enveloped viruses (see Annex A), and also
against Norovirus, Rotavirus and Adenovirus, according to NF EN 14476: 2013 + A2:
2019 (The enveloped viruses in the Annex A are shown in bold).
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Table 1. Results of activity of the product “Non alcoholic disinfectant”, batch not indicated,
with Poliovirus type 1 (ATCC VR-192) under clean conditions.

Reduction
. . with the
Product ﬁg:llcﬂr IntErit':;mg Cyt-i*:o;:lmry logio TCIDso after..... iy il
on s interval of
0 10 | 30 | 60 95% after
min | min | min | min | 10 minutes
80% 0.5 - 475 - - 2,08 =039
h:::t::‘::::':::c 50% |03g¢/LBSA| 05 - |533] - | - | 1.50%052
0.1% 0.5 - |658] - - 0.25+045
Virus control NA |03gLBSA NA 691|683 - - NA
0.7%
Formaldehyde | -~ NA 05 |NR|NR|[525(3.17 NA
Virus control 0.7%
Formaldehyde (P=v) NA 0.5 7.16| NR | NR | 7.00 NA

Control of sensitivity of cells to virus (difference between decimal logarithm of titre using treated
and untreated CElIS) ............oooiiivirrirrereeeeeieiiisiasiaeeeeeeesnsesaeeeeennnsenseenes - JOG1O0#

Control of the effectivity of the disinfectant detection activity (difference between decimal loganthm
of titre without exposing the virus to the product and of the test suspension).................... logl 0%

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 titer of virus shows a reduction >4 log.

*: see Special remarks to understand the values of these concentrations.
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Table 2. Results of the activity of the product “Non alcoholic disinfectant™, batch not
indicated, with Poliovirus type 1 (ATCC VR-192) (Assay of titration with 12 wells), under
clean conditions.

Prodkace Concen- | Interfering I::::.:{ Dilutions (log10)**
tration * | substance (min) 1 2 3 4 5 6 7 8
4444 4444 4444 3433 0000 0000 0000
80 % 10 4444 | 4444 | 4444 | 3442 | 2001 | 0000 | 0000 | NR
4444 RERR) 4444 2342 0200 0000 0000
4444 4444 4444 REEE) 0303 0002 0100
Non alcoholic | 4,0, | 0.3g/L 10 4444 | 4444 | 4444 | 4444 | 0200 | 2000 | 0000 | NR
disinfectant BSA 4444 | 4444 | 4444 | 4444 | 3203 | 2000 | 0000
4444 4444 4444 4444 RERR) 0233 0010 0000
0.1% 10 4444 | 4444 | 4444 | 4444 | 4444 | 0323 | 0001 | 0000
A444 4444 4444 4444 4444 25 0200 0000
0000 0000 | 0000 0000 0000 0000 | 0000 | 0000
Cytotoxicity o 0000 [ 0000 | 0000 | 0000 | 0000 | 0000 | 0000 | 0000
80 % NA NA 0000 0000 0000 0000 0000 0000 0000 0000
4444 4444 4444 4444 RERR ERRE) 2010 0000
0 4444 4444 4444 4444 4444 4424 0200 0000
; 0.3 gL 4444 | 4444 | 4444 | 4444 | Maa | 0000
Virus control NA BSA 4444 | 4444 | 4444 | 4444 | 4444 | 3323 | 0010 | 0000
10 4444 | 4444 | 4444 | 4444 | 4444 | 3424 | 1012 | 0000
4444 RRER) 4444 REERE 4444 433 0000 0000
4444 4444 4444 4444 3030 0001 0000
30 4444 | 4444 | 4444 | 4444 | 0200 | 0000 | 0000 | NR
4444 4444 4444 4444 3220 1020 0000
Formaldehyde | 0.7(p/v) | NA 4444 | 4444 | 3303 | 0000 | 0000 | 0000 | 0000
60 RERR] 4444 0023 2002 0000 0000 0000 NR
4444 RERE 0003 0000 0000 0000 0000
Control of 0000 | 0000 | 0000 | 0000 | 0000 | 0000 | 0000
folmaldehyde | 0.7 (p/v) NA NA 0000 | 0000 | 0000 | 0000 | 0000 | 0000 | 0000 | NR
cytotoxicin/ 0000 0000 0000 0000 0000 0000 0000
4444 4444 4444 EEER) 4444 43 0302 0000
0 4444 4444 RERE 4444 RERE} 4443 0232 0000
Virus control 4444 4444 4444 RERR) REER) 4334 0200 0000
folmaldehyde 0.7 (p/v) NA 4444 | 4444 | 4444 | 4444 | 4444 | 3344 | 0201 | 0000
60 4444 4444 4444 4444 4444 33 2220 0000
4444 RERE] 4444 4444 ERRal 4333 0002 0000
Cells not CCCC | CCCC | CCCC | €CCC | CCCC | €oCC | 0Co0 | 000C
ed CCCC | CCCC | CCCC | CCCC | CCCC | CcooC | €coC | oooC
Sensitivity control | | NA treat 0CCC | ceec | ceee | eeec | ceee | coec | 000C | 0000
of cells to virus Cells | €ccC | ccec | cece | cece | cece | ccoc | ooco | 0000
od CCCC | CCCC | CCCC | CCCC | CCCC | CCCo | 00CC | 0000
treat CCCC | ceec | ceee | ceec | cece | cooc | ocoo | 0000
Without CCCC | CCCC | CCCC | CCCC | CCCC | COCC | oCoC | 0000
- CCCC | CCCC | CCCC | CCCC | CCCC | coCC | oCCo | 0000
E";:‘:.‘gn”"ﬁ "°" of NA 03g/L | PRODUCT | ceec | cocc | cecec | coce | ecee | ccec | cooc | 0000
. {7 BSA With CCCC | CCCC | CCCC | CCCC | CCCC | CCoC | 00CC | 0000
detection activity s e | €eCC | ceee | ceee | eeee | Ceee | €ooo | 0000 | 0000
ODU ccec | ceece | ceee | ccee | coee | ceee | cooc | 0000
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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.
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Table 3. Results of activity of the product “Non alcoholic disinfectant”, batch not indicated,
with Adenovirus type 5 (ATCC VR-5), under clean conditions:

Reduction
Concen- | Interfering | Cytotoxicity | logio TCIDso after with the
Product P 7| confidence
tration substance level ;
interval of
0 10 | 30 | 60 95% after
min | min | min | min | 10 minutes
80% 0.5 - 1050 - - | >533+£0.38
Non alcoholic
disinfectant 50% (0.3 g/L BSA 0.5 - (107 - | - | 476£0.53
0.1% 0.5 - |550| - - 0.33+£0.53
Virus control NA 0.3 g/LL BSA NA 599|583 | - - NA
0.7%
Formaldehyde (p:v) NA 0.5 NR | NR (241 1.58 NA
Virus control 0.7%
Formaldehyde (p:v) NA 0.5 582 NR | NR | 5.66 NA

Control of sensitivity of cells to virus (difference between decimal logarithm of titre using
treated and UNIrEAIEd CEIIS) ... vurre ettt eete e ees e es st e e e se e e e s oo e ess log10°4

Control of the effectivity of the disinfectant detection activity (difference between decimal
logarithm of titre without exposing the virus to the product and of the test
SUSPEIISION). ...t ttvtiitaeutessastsseesetsaseesssane s sessnnassesssnsssssnnnssssssssessssssnin logl002

NA: not applicable; NR: not realized

Times recommended by Guideline for surfaces: maximum $ 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 titer of virus shows a reduction >4 log.

*: sce Special remarks to understand the values of these concentrations.
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Table 4. Results of the activity of the product “Non alcoholic disinfectant”, batch not
indicated, with Adenovirus type 5 (ATCC VR-5) (Assay of titration with 12 wells), under
clean conditions:

Pradact Concen- | Interfering :::;2{ Dilutions (log10)**
tration * | substance . | 2 3 4 5 6 7 X
(min)
0000 0000 0000 0000 0000 0000 0000
80 % 10 0000 0000 0000 0000 0000 0000 0000 NR
0000 0000 0000 0000 0000 0000 | 0000
0302 0000 0000 0000 0000 0000 0000
Non alcehelic 50 % 0.3 gL 10 0303 | 2000 | 0000 [ 0000 | 0000 | 0000 | 0000 | NR
disinfectant BSA 2000 | 0100 | 0000 | 0000 | 0000 | 0000 | 0000
4444 ERER] A 4444 2333 0001 0000
0.1 % 10 4444 | 4444 | 4444 | 4444 | 0022 | 0100 | 0000 | NR
4444 RERE] 4444 4444 3203 0200 0000
0000 0000 0000 0000 0000 0000 0000 | 0000
Cytotoxicity 0000 | 0000 | 0000 | 0000 | 0000 | 0000 | 0000 | 0000
80 % NA NA 0000 0000 0000 0000 0000 0000 0000 0000
4444 4444 A 4444 4444 4444 0003 0000
0 4444 | 4444 | 4444 | 4444 | 4444 | 4444 | 2202 | 0000
Vi grol NA 0.3 g/L 4444 | 4444 | 4444 | 4444 | 4444 | 4444 | 2000 | 0000
s Con BSA 4444 | 4444 | 4444 | 4444 | 4444 | 0032 | 0000 | 0000
10 4444 ERER} 4444 4444 4444 2022 0001 0000
4444 4444 A4 4444 4444 2020 1000 0000
4444 2033 0002 0000 0000 0000 0000
30 4444 2030 0000 0000 0000 0000 0000 NR
4444 3233 0010 0000 0000 0000 0000
Formaldehyde | 0.7 (p/v) NA 3323 | 0102 | 0000 | 0000 | 0000 | 0000 | 0000
60 4403 0002 0000 0000 0000 0000 0000 NR
0323 0000 0000 0000 0000 0000 0000
Control of 0000 | 0000 | 0000 | 0000 | 0000 | 0000 | 0000
folmaldehyde | 0.7 (p/v) NA NA 0000 | 0000 | 0000 | 0000 | 0000 | 0000 | 0000 | NR
4444 4444 4444 4444 4330 0202 0000
0 4444 4444 RERRS RERE] 4223 2010 0000 NR
Virus control 4444 4444 4444 4444 3323 0020 0000
folmaldehyde | 0.7 (p/v) NA 4444 | 4444 | 4444 | 44aa | 2332 | 0101 | 0000
60 4444 4444 4444 REER] 2033 0200 0000 NR
4444 4444 4444 4444 0223 0010 0000
Cells not CCCC | CCCC | CCCC | CCCC | 0CCC | 0CCO | 0000
CCCC | CCCC | CCCC | ccoC | coCC | 00CO C000 NR
Sensitivity control | NA treated | ocec | cece | ecee | ccec | coce | ooco | 0000
of cells to virus Cells | €CCC | €CCCC | €CCCC | COCC | OCCC | 00CO | 0000
CCCC | CCCC | CCCC | CCCC | CCOC | 0C00 | 0000 NR
treated | ocec | cecc | cece | ccoc | occo | 0000 | 0000
Without CCCC | CCCC | CCCC | CCCC | 0CCC | 0CCO | 0000
NI CCCC | CCCC | CCCC | CCCC | cCccC | CooC | ooCo NR
m&“‘d"i“.’ ';.°""°: of NA 03g/L | MRODUCT | ceee | ccec | coce | coce | ocee | ooco | eooc
- O BSA With | SC€C [€cee [ ceec | eeec [cece [Tocco | 0000
detection activity 1 ccce | coee | cece | coece | occe | ocoo | 0000 | NR
PRODUCT | ocec | coec | cece | coec | ccoc | ocoo | 0000
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HAMILTON

ENCLOSURE No. 1 TO REPORT OF ANALYSIS NO. 245834/20/]JSHB

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.
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ENCLOSURE No. 1 TO REPORT OF ANALYSIS NO. 245834/20/]JSHB

Table 5. Results of activity of the product “Non alcoholic disinfectant™, batch not indicated,
with Murine Norovirus, strain 599 Berlin, under clean conditions:

Reduction
" . with the
Concen- | Interfering | Cytotoxicity | logio TCIDso after.....
Product tration* | substance level confidence
interval of
0 10 30 60 05% after
min | min | min | min | 10 minutes
B0% 0.5 - 1050 - - 25491034
Non alcoholic 03gL
disinfectant | 0% BSA 0.5 - (1o00| - | - | 499£0.45
0.1% 0.5 - 5.57 - - 042 +£0.44
Viruscontrol | NA “gsi”‘ NA 600599 | - | - NA
0.7%
Formaldehyde (P:v) NA 0.5 NR | NR | 307 | 1.58 NA
Virus control 0.7%
Formaldehyde (p:v) NA 0.5 566 NR | NR | 5.58 NA

Control of sensitivity of cells to virus (difference between decimal logarithm of titre using
treated and UNtreated CEIIS) ... ....c..ieeeieieeieie e i et ee e i eeseeaaa e s aiee s msnaas log10°940

Control of the effectivity of the disinfectant detection activity (difference between decimal
logarithm of titre without exposing the virus to the product and of the test
SUSPEIMSION). . ..o eeeeeerunessasasasssansssssssasasssnnsmsaassnnsssssbssasassnsssssnsssnsssmmmmanns log10°1¢

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 titer of virus shows a reduction >4 log.

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

ENCLOSURE No. 1 TO REPORT OF ANALYSIS NO. 245834/20/]JSHB

Table 6. Results of the activity of the product “Non alcoholic disinfectant™, batch not
indicated, with Murine Norovirus strain S99 Berlin (Assay of titration with 12 wells), under
clean conditions:

o Concen- | Interfering mf Dilutions (log10)**
tration * | substance (min) 1 2 3 4 5 6 7 8
0000 | 0000 | 0000 | 0000 | 0000 | 0000 | 0000
80 % 10 0000 | 0000 | 0000 | 0000 | 0000 | 0000 | 0000 NR
0000 | 0000 | 0000 | 0000 | 0000 | 0000 | 0000
0202 | 0000 | 0000 | 0000 | 0000 | 0000 | 0000
Non alcoholic 50% 03 gL 10 0230 | 0000 | 0000 | 0000 | 0000 | 0000 | 0000 | NR
disinfectant BSA 2020 | 0000 | 0000 | 0000 | 0000 | 0000 | oooo
4444 | 4444 | 4444 | 4444 | 3430 | 0002 | 0000
0.1% 10 4444 | 4444 | 4444 | 4444 | 3232 | 0000 | 0000 NR
4444 | 4444 | 4444 | 4444 | 3423 | 0200 | 0000
0000 | 0000 | 0000 | 0000 | 0000 | 0000
Cytotoxici 0000 | 0000 | 0000 | 0000 | 0000 | 0000 | NR NR
™ ad 80% NA NA 0000 | 0000 | 0000 | 0000 | 0000 | 0000
4444 | 4443 | 4444 | 4444 | 3334 | 2201 | 0000 | 0000
0 4444 | 4444 | 4444 | 4444 | 3233 | 0010 | 0000 | 00DO
Vi | NA 03g/L 4444 | 4444 | 4444 | 4444 | 2333 | 0120 | 0000 | 0000
irus contro BSA 4444 | 4444 | 4444 | 4444 | 4444 | 0202 | 0000 | 0000
10 4444 | 4444 | 4444 | 4444 | 4444 | 0320 | 2000 | 0000
4444 | 4444 | 4444 | 4444 | 444q | 2000 | 0000 | 0000
4444 | 4433 | 2020 | 0000 | 0000 | 0000 | 0000
30 4444 | 4444 | 0320 | 1020 | 0000 | 0000 | 0000 | NR
! 4444 | 3443 | 2000 | 0000 | 0000 | 0000 | 0000
F dehyde | 0.7 (p) NA 3302 | 0100 | 0000 | 0000 | 0000 | 0000 | 0000
60 2303 | 1002 | 0000 | 0000 | 0000 | 0000 | 0000 | NR
3320 | 1000 | 0000 | 0000 | 0000 | 0000 | 0000
Control of 0000 | 0000 | 0000 | 0000 | 0000 | 0000 | 0000
folmaldehyde 0.7 (p/v) NA NA 0000 | 0000 | 0000 | 0000 | 0000 | 0000 | 0000 | NR
4444 4444 4444 4444 323 0010 0000
0 4444 | 4444 | 4444 | 4444 | 3022 | 2002 | 0000 | NR
Virus control 4444 | 4444 | 4444 | 4444 | 2303 | 1200 | 0000
folmaldehyde | 0.7 (p/v) NA 4444 | 4444 | 4444 | 4444 | 3230 | 0001 | 0000
60 4444 | 4444 | 4444 | 4444 | 3200 | 1010 | 0000 | NR
4444 | 4444 | 4444 | 4444 | 3223 | 0200 | 0000
Cells not | €CCC | €CCC | coce | ooce [ coce | ocoC | 0000 | 0000
ed | CCC | cocc ©CCC | coec | occo | o0oC | CooC | 0000
Sensitivity control | | NA trea ccec | coec | ocec | ooee | cocc | cooc | 0000 | 0000
of cells to virus Cells COCC | COCC | COCC | €COC | ©CoC | 00C0 | 0000 | 0000
coec | coec | cooc | ccoc | ocee | 0000 | 0000 | 0000
treated | cocc | ocee | coee | ecoce | coce | coco | 0000 | 0000
Wi CCCC | CCCC | coec | cooc | occc | ooco | 0000 | 0000
Effectivity control of 03 gL nm"h“‘ coce | ceee | eooce | cocc | cooc | ooce m m
the disinfectant NA BSA With | COCC | €cec [eecc | coce | cooc |ooco | 0000 | 0000
detection activity ! ccce | ceec | ecee | cooce | cooe | occo | 0000 | 0000
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ENCLOSURE No. 1 TO REPORT OF ANALYSIS NO. 245834/20/]JSHB

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.
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ENCLOSURE No. 1 TO REPORT OF ANALYSIS NO. 245834/20/]JSHB

Figure 1. Results of the activity of the product “Non alcoholic disinfectant™, batch not
indicated, at 80%, 50% and 0.1% concentration under clean conditions with Poliovirus type 1

(ATCC VR-192).
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Figure 2. Results of the activity of the product “Non alcoholic disinfectant™, batch not
indicated, at 80%, 50% and 0.1% concentration under clean conditions with Adenovirus type

5 (ATCC VR-5).
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Figure 3. Results of the activity of the product “Non alcoholic disinfectant™, batch not
indicated, at 80%, 50% and 0.1% concentration under clean conditions with Murine

Norovirus strain S99 Berlin.
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Annex A of the guideline NF EN 14476: 2013 + A2: 2019: Examples of viruses that can
contaminate medical instruments, hands or surfaces (Note 1: this list is not exhaustive;
Note 2: Enveloped viruses are in bold).

Blood:

Enterovirus, Filoviridae, Flavivirus, Herpesviridae, Hepatitis A virus (HAV), Hepatitis B
virus (HBV), Hepatitis C virus (HCV), Hepatitis Delta virus (HDV), Human
Immunodeficiency virus (HIV), Human T-cell lymphotropic virus (HTLYV), Parvovirus
B19.

Respiratory tract:
Adenovirus, Coronavirus, Enterovirus, Herpesviridae, Influenza virus, Paramyxoviridae,
Rhinovirus, Rubella virus.

Nervous system, ears & nose, eyes:
Adenovirus, Enterovirus, Herpesviridae, Measles virus, Human Immunodeficiency virus
(HIV), Polyomavirus, Rabies virus, Rubella virus.

Gastrointestinal tract:
Adenovirus, Caliciviridae, Coronavirus, Astrovirus, Enterovirus, Hepatitis A virus (HAV),
Hepatitis E virus (HEV), Rotavirus.

Skin, Breast, maternal milk:
Enterovirus, Herpeviridae, Human Immunodeficiency virus (HIV), Human T-cell
lymphotropic virus (HTLYV), Papillomavirus, Poxviridae.

Spleen and lymph nodes:
Human T-cell lymphotropic virus (HTLV), Human Immunodeficiency virus (HIV).

Dental procedures:
Adenovirus, Enterovirus, Herpesviridae, Hepatitis B virus (HBV), Hepatitis C virus
(HCV), Hepatitis D virus (HDV), Human Immunodeficiency virus (HIV).

Urogenital tract:
Hepatitis B virus (HBV), Herpesviridae, Human Immunodeficiency virus (HIV), Human

T-cell lymphotropic virus (HTLYV), Papillomavirus, Polvomavirus.
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