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ISP(;N;OR ' CLEANSERVICE GROUP AG ]
| WILERSTRASSE2180 - '
| CH9230FLAWIL
- SWITZERLAND
STUDY MONITOR | EUROFINS SCIENTIFIC AG

' PARKSTRASSE 10
CH-5012 SCHONENWERD
SWITZERLAND

" AFNOR NF T 72-281, 2014 — Methods of airborne disinfection of surfaces
TEST METHOD - Determination of bactericidal, fungicidal, yeasticidal, mycobactericidal,

TEST SAMPLE
IDENTIFICATION CLEANLINE 15 (SANOSIL so18)
SAMPLE TYPOLOGY Biocide and Antimicrobials
BATCHN. | Z0504B7 - CoDE o

_ MANUFACTURING DATE  Not provided EXPIRY DATE Oct19

. MANUFACTURER SanosilAG

| Hydrogen peroxide 7.5%

| COMPOSITION ' Silver 0.0075%

| SAMPLE ID . ACE-2017-00081432 )

| RECEIVING N. EUITVI-93691 ' RECEIVING DATE l 1-Jun-17
MicRO-NEBULIZER MODULATOR (SPONSOR’S MACHINE)
IDENTIFICATION - CLEANCUBE PRO SERIE Il -

_MANUFACTURER Cleanservice Group AG -
SERIAL # Not provided e -
ENGINE POWER | 1200 W B

| ENGINEROTATIONSPEED | 19000rpm

- TECHNICAL DATA | Electrical data 220-240V (50-60 Hz)

; Amperage max. 6.3 A

i Auxiliary Voltage 24V~~~
TANK CAPACITY 5 liters R S S
CASING DIMENSIONS . 370 x 370 x 400 mm
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| EUROFINS D NUMBER |
| EUROFINS RECEIVINGN. |
EUROFINS RECEIVING DATE | -

EXPERIMENTAL CONDITIONS

TEST TEMPERATURE S
| RELATIVE HUMIDITY

_CONCENTRATION
| NEBULIZATION TIME
| CONTACTTIME S
DISTANCE DISINFECTION The test carriers were placed in the opposnte side of the dlsmfectlon system
| APPARATUS/CARRIER | ata dlstance of about 3.0 m from the device |
VOLUME OF THE INDOOR i . ’
‘ TEST ROOM /50m % (cubic meters) |
AIRBORNE M SETTING Some oo - — -
(TESTSURFACE | S Fﬁ.!.!l'.?ﬁ%ﬁt.?e' carriers (4 cmin d'ameter) ...... B |
| Diluent/Rinsing liquid .
| | The following rinsing liquid has been used: |
INACTIVATION OF THE Tryptone of casein 10g !
PRODUCT NaCl 85¢g
. Polysorbate 80 509
L Distilled water g. s. S to1000m = |
| INTERFERING SUBSTANCE | Skim milk solution with a flnal concentration of 0.5% o ]
i 'NCU..%I.'.‘.?N TE'V'PERATURE | 37°C41°C (for bacterial S_Pfﬁ!ﬂ_? __________________________________________ ST e . |
| TEST STRAINS Staphylococcus aureus ATCC 6538

Pseudomonas aeruginosa ATCC 15442
Escherichia coli ATCC 10536
. Enterococcus hirae ATCC 10541
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- TEST METHOD (SUMMARY DESCRIPTION)

CARRIER PREPARATION

! were left to dry until visible dry within 120 minutes at 37°C +1°C.

“For each bacterial strai_n, the ¢
microbial suspension diluted 20/1 v/v with the interfering substance and then

COUNT OF THE MICROBIAL
SUSPENSIONS

| The bacterial suspensions have been diluted up to 10°, 107 and 10°%.

The microbial suspensions diluted 20/1 v/v with the interfering substance
were counted both with pour-plating method and filtration method.

Pour-plating method: 1 ml for each dilution was pour-plated in duplicate.
After the incubation period the number of colony-forming units per ml was
determined and N1 value was calculated.

Filtration method: 1 ml for each dilution was filtered in duplicate and the
membranes were washed 3 times using 50 ml of rinsing fluid; after the
complete filtration the membranes were laid down on agar plates. _
After the incubation period the number of colony-forming units per ml was
determined and N2 value was calculated.

| COUNT OF
- MICROORGANISMS ON THE
. CARRIER

At the end of the drying step each carrier was left in the lab in their lidded
plates for the scheduled test duration under the provided temperature and
relative humidity conditions and then was put into a flask containing 100 ml
of diluent and glass beads, and was strongly stirred for 1 minute. The
mixture was diluted in diluent using a decimal dilution and a duplicate plating |
(1 ml) for each dilution was performed by agar inclusion.
After the incubation period the number of cfu/ml for each carrier was
performed and the mean value (T) was calculated for each strain. |

| VALIDATION OF THE
ABSENCE OF RESIDUAL
| EFFECT

i medium. After the incubation period the number of cfu/ml for each carrier |
_ was determined and the mean value (n3) was calculated. B

One carrier for each tested strain was contaminated with 0.05 ml of WF|
diluted 20/1 viv with the interfering substance and left to dry as above
described; the, it was exposed to the test item with the provided test
conditions. At the end of the contact time each carrier was transferred into |
100 mi of diluent in order to recover the residual of disinfectant. The
recovery solution (S) was so obtained and the following evaluations were
performed. '
Screening for an inhibitory effect in the agar medium

1ml of the dilution 107 (for bacterial strain) of the suspension N1 was put
separately into a Petri plate with 1 ml of the correspondent solution S
previously obtained, which was mixed after adding of the agar medium. |
After the incubation period the number of cfu/ml for each carrier was
performed and the mean value (n1) was calculated.

Screening for an inhibitory effect in filter membranes

For each test strain, 98 ml of the correspondent solution S previously
obtained were filtered and the membranes were washed 3 times using 50
mi of rinsing fluid. Another 50 ml of the rinsing fluid were added to the filter
apparatus and they were inoculated with 1 ml of the dilution 107 (for
bacterial strain) of the suspension N1: after complete filtration the
membranes were laid down on agar plates. After the incubation period the |
number of cfu/ml for each carrier was performed and the mean value (n2)
was calculated.

Screening for a carrier-vectored inhibitory effect in the agar medium

For each test strain, 1 ml of the dilution 107 (for bacterial strain) of the
suspension N1 was put separately into a Petri plate with the carrier
recovered from the correspondent solution S and was included into agar |

- TesT

Eurofins Biolab S.r.l.

For each tested strain, 3 carriers previously contaminated were exposed to
the test item with the planned test conditions. After the nebulizer time the
e disinfectant for the contact time
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| by inclusion method was performed into agar medium. Then, 10 ml and the
| residual 87 ml of the test mixture was separately filtered on a membranes

and then transferred into a container with 100 ml of rinsing liquid with glass
beads. After having accurately suspended the residual microorganisms by
means of stirring for 1 minute, 1 ml of this test mixture was diluted in 9 ml of
diluent and serial decimal dilutions were performed up 10 1 ml twice of the
mother solution and of each dilution was sending into Petri plate and a count

and washed 3 times using 50 mi of rinsing fluid. The membranes were then
laid down on agar plates.

After the incubation period the number of the survived microorganisms
(cfu/ml) was determined and the mean value (n’1) was calculated. The
carriers were taken in aseptic way and laid down on a Petri dish and
covered with agar medium. The microorganisms still present on the 3
carriers were counted and the mean value (n’2) was calculated.
Microorganisms surviving on the membranes were counted and the average
n’1 was calculated.

INCUBATION PARAMETERS

' For bacterial strain thé'_ﬁiméféé_ are incubated with TSA (a
! 37°C #1°C within 2 days.

s Agar medium) a

ASSAY VALIDITY CRITERIA |

| T (bacteria) = 10° (on the carrier)
I n1,n3 > 0.5 N1
| n2>05N2 o . | |
' The test item is considered effective (bactericidal) when d = 5 Log against |
the strains provided by the reference standard at the temperature of 2022°C
and relative humidity between 40% and 80%, if used the stainless steel
carrier and a test room with a volume included between 30 m® and 150 m°.
RESULTS | ) Log reductions (d) ]
. Staphylococcus aureus ATCC 6538 >5.89
| Pseudomonas aeruginosa ATCC 15442 >5.15
Escherichia coli ATCC 10536 >543
iiiii Enterococcus hirae ATCC 10541 >5.05
See Attachment N.1
_ |
CONGLUSIONS BACTERICIDAL in the adopted test conditions, in compliance with the ‘
0 requirements of the method AFNOR NF T 72-281:2014 and according to |
_______________________ S the Sponsor request. |
| ATTACHMENT N. 1: RAW DATA ELABORATION (3 pages)
.......... . I
STUDY DIRECTOR | ,-"" ) O\QJ | I
i b i A O - Q i IssueDON: | 5-Sep-17
" (CAMILLA CARLONI) ) &/U\/Wk\‘&ﬁ AR

This document m

ay not be reproduced in part unless expressly approved in writing by Eurofins Biolab.

The test results relate only to the items tested. Sampling, except specific indication on test report, is always intended to be made by the
manufacturer. Characterization of the test sample is under Sponsor responsibility.

Eurofins Biolab S.r.l.
Societa con Socio unico sottoposta

a direzione e coordinamento della societa
Eurofins Pharma Services Italia Holding

parte di Eurofins Scientific Group
InfoFarma@eurofins.com
www.eurofins.it www.biolab.it

Via Bruno Buozzi, 2 C.SOC. €100.000i.v.
20030 Vimodrone (M) P.IVA 00762140960
Tel. + 39-022507151 C.F. 03765750157
Fax + 39-0225071599 REA Ml 966696
D-U-N-S 429117112
certificata@pec.biolab.it CIT005



€/ (ebed) euibey

D13 uluswnaop paroiddy

dnoig aynusidg sulosng Jo WBLAdoa si uswNsop syl @

J'SCO/DIN/Sd "POI :90UaJa)a4 [8I0]

Z (UOISIASY

£102/80/62

£102/80/50

(sj2Q) BlEQ

“(uo paysyur) suy eleq

‘(a1meubss jeacsddy) suoizeaciddy g|big

((aimeubis ueuyos]) oouods) Blbig

(uonedyy AG A/A OZ/L %0 L UONNJOS Jeyuoisusdsns [E1GOIDILL JO JUNOD TZN) sucizenyl 1ad AA 0Z/| %01 SNE BUOIZN|0S/e0IqOOIL BUOISUSdSOs 015858)u00 ZN
(uorsnioul Ag A/A 0Z/L %01 UORNIOS JeyuoIsuadsns [BIQOOIW JO JUNOD (L N) @uoISNaUl 18d A/A 0Z/L %0 | SHE| BUOIZMOS/E3IGOIOIL auoIsuadsos 0/B86sju0n N
(1e11080 BY} UO SWSIURBICIN BY) JO JUNOT 11 ) outoddns jns nusiuebiosniw otfitauoo ;|

(uoisuadsns [elajoeq 8y} 4o JuNod :N) eoLSHEG BudisUadsos o1B66ajuoo :N

0z9 Jouseo/bo | (anva) oanva (anva) oanva (@nvA) oanva
(arvA) oanva niea uespy
90+39°L JsLed/ng 80+35°L 80+38°L 80+3¥°L
0 l v 4 l L L A L 8- L7S0LOO LY 8eilY snodod0I8Iug
8L Sl € 4 cl cL gl 42 ol L
291 8yl - G9l< vl 891 28l 961 (245 9
859 Jalreo/BoT (@nva) oarva (@nvA) 0arva (@rva) oginva
(arnvA) oarva njea uespyy
90+38°¢ Jaused/ngo 80+38'% 80+36°¢ 80+39%
4 4 v 9 g [ € 4 S 8- 9£G0L DI LY 103 BiyoLBYIsy
e t474 € i) 54 29 14 € 85 L
0€E< 0ce< z Gal< S9L< 0ge< 0ge< 0ge< 0ge< 9
0g’9 Japieo/bo (AnvA) 0anva {arnva) oanva (@rvA) oanva
(anvA) oarva niea ueapy
90+30°C JslIBd/N0 80+3L Y 80+32°2 80+3€°6
- N ZrrSLO01LvY
e ¢ ’ I L v € ¢ 9 6 8 esoulbnise seuowopnasy
124 Lz € 6€ 1474 0c gl L8 G0l L=
02 98l 4 G9l< Gol< 4724 602 0ge< 0ge< 9
+02 JatueayBo (arvA) oarva (@A) oanva (anvA) oarnva ]
(arvA) oanva Sanea ueay
L0+31°L J8ueo/nw 80+39°C 80+3C°¢ 80+30t
8£59001v
- N
9 0L ¢ ¢ 4 ¢ & c g snaJne snadooojiydelg
06 61 £ 6¢ [#4 0og % 6y A% 1
0ge< 0ge< ¢ G9l< G9l< 0ge< 0ce< 0gg< Ogg< 9-
Wy (nyo) opn 1wy (ngo) opn [} 1wy (ryo) o0 1wy (o) ojn 1w/ (ngo) yn 1wy (ya) o4n Wy (o) o 1w/ (ryo) o na
N {uoneniy) suoizesj|i4 (uoisnyauy) suoisnpou) (swsiuebiooioyy 1s54)
ZN IN N 159} 1lusiuebiosony

G 18000-2102-30V
2€v1.8000-2102-30V (sidwes -q|) suoidwies ¢

WVS 6/120-2102-S

21/80/€0

(Aesse Areunugjaig) eunugyaad 166eg

H(Apms “ai) opmis "y

‘(uo pape;s) ozl ejeq

8..5006-W3L-Hd-d-1 ¥q3

3 epl

v102:182-¢L L 4N HON4Y : (psepupjs) ewioN
{(Muanoe

{epionods
1102139n3 “BPIDMISNEGODIW ‘BPIaLiNA3] ‘epIaIBuny “eploualieq EHAINE, 8P sUOIZeUIULIA}a(] - 93198 alA Jad 1d18dns 1p auojzajuIsIp Ip opoISy

[epiaiods pue jepiolnasagn ‘epiatia1oeqooAul [epionseal qepiabuny 18113108 JO UOKRUIULIBIS(Q - SPILLINS JO LOKIBJUISID SUOTIIE JO SPOYID)

|
i

SuJoIN %




D13 U juswnaop psaosddy dnous aynualag suyosng 4o J6UAdos sy usWNDOp SIYL B

€ /2 (ebeg) euibey 'SZO/DIN/S "POIN :99Ua1}a1 [E207 Z :uoIsiAay
210¢2/80/62 “(s720) BIEQ ‘(aunjeubis jeacsddy) suozeaciddy ejbig
o
2102/80/50 ‘(U0 paysiui-f) auy ereq “(aunieubis ueriuyoa ) 0o1uos) eibig

(seBe ojur Loddns ay) uo Jaaya JoNGIUI JO Yoseasay) rebe ul opoddns j8p 2J0)qIul OaYe UN Ip B3IBIIY (U
(BURIqUIBW UC J08YS JONGIUI JO UDIESSSY) BIUBY BUBIGUISW B{|NS S10)1qIUl ORBHS UN 1P BIIZONY (ZU
(1eBe uo paye Jouqu Jo yoseasay) sebe ns aiouqul Ol8Ya un Ip B30 LU

(1038 |ENPISBI JUEIDB4UISIP JO UORENIEAT) BJUBHSJUISID [2p ONPISSS ONays BZUBSSE SUOIZEPIEA (S

|
(anvA)oanvA|  80+3Z¥  {(@vA)oanva| 80+32°9  {(arvA) odrva 80+30V

LPSOLDD LY @Blly SNoo05018jus
zr z9 o &

(arva)oanva|  80+3€'8  |(ava) oarva|  80+382  farva oarva|  80+3L°9

9€501 001V 1100 elyousyosy
€8 8L 19 I

(ava)oarvA|  g0+38°8  |(@vA) oarva|  80+3z8  Jlanval oarva 80+3¢°L
ChrSLOOLY
mwoc_m:gmm seuowiopnasd

88 Z8 o7 L=

(@A oanva| 80+38%  Jlarvaloarva| 80+30°€ (@A) oaiva 80+36°¢€

8€59001V
snaine snooodojAydelg
14 o¢ 6€ L
Jalueay (ngo) on jwge/ (ngo) omn Wy (ngo) o na
. (uonei4) auoizesy|i4 (uoysnyouy) suoisnjou| (swsiuebioolany 1say)
u
Zu tu 1533 LusiueBirosony !
S

(19949 (enpisai JueJIBJUISID JO UOHENIEAT) BIURYBIUISID [Op ONpISal 0138449,]]9p LZUSSSE SUOIZEPIEA

Sb¥18000-2102-30V

¢e¥18000-2102-30V :(9ydwes ")) suoidwes q WVS 6120-£102-S “(Apmis 1) oipmis Qi
21/80/€0 ‘(uo papiejs) oiziu) ereq
v10z:182-Z2 1 4N HONJV : (prepuels) ewioN
(Auanoe
81.5006-W3L-¥d-d-L ¥aA3 1eprotiods pue jepiotnasaqny ‘lepropisloeqooA epiopsead ‘epioibuny ‘Jel9108Y JO UORRUILIIBIA( - SSIBLNS JO UOIIIBJUISIP auoquie jo spoyiap) MW g “ e l— m\‘ @ )“l}u
(epiopiods 3 n*. !I. ‘i
3 epidljodlagny ‘eplaeleqodlW ‘epId1INAS| ‘eplalBuny ‘epioualeq BUAIIE,[|19P BUCIZEUIWISB( - 883k AIA Jad [21adns P auo1zajuisIp Ip opol1siy -




€ /¢ (9beg) ruibey

DL3F uljuswinosop pasoiddy

dnol oynuaIag suyoIns jo ybukdos st uswnoop siyl @ _

J'STO/OIN/S "POIN :90UaI8)al [8I07]

Z [UOISIASY _

11/80/62 :(a1e@) BlRQ [1@:\) (aumeubys jeacuddy) suoizeaoiddy e|Big
2102/80/50 ‘(uo psysiui4) suy eleg A(aumeubys ueoiuyosy ) oojuda) gbig
(1811123 8y} U0 SWSIUEDIOIIL JPANING) 181IED NS INSSIANRIAOS ILISIUEBIOU 18P 01BBBIU0Y 7,U
(SUISIURBIOIONY ISANAINS JO JUNOD UONEIIH) INSSIAAEIdOS 1wsiueBioniw 1sp mco_Nmb_chwn_ oibbajuoyy :i,u
§0'G < p
SLL > (6o7) ueayy
SL'L > SL'L > GL'L > sanjea 6o SLL > sanjea 607
LO+30V'L > LO+30t° L > L0+300L > —— vl> bl > L > T L pG0LDD 1Y SBAIY SN02090181UT
0 0 0 0 0 0 €
0 0 0 ¢ Japues 0 0 0 0 0 0 4
0 0 0 Z 1oLL1Ed 0 0 0 0 0 0 -
0 0 0 | 1911080 0 0 0 0 0 0 El
VS < [
SLL > {Bo) ueay
GLL > GL'L > SLL > sanjeA Goy Gl > sanjeA BoT
] ) ] vl > vl > bl > B —
LO+30%° L > LO+30V'L > LO+30V°L > san|ea ueaw 0 9 o 5 5 - 5 = 9€G01DD LY 1100 Blyolayosy
0 0 0 0 0 0 Q 0 0 z
0 0 0 0 0 0 0 0 Q0 L-
0 0 0 0 0 0 0 0 0 E)
§1'G < p
Sl > (607) uesy
SLL > SLL > Sl > sanjea 6o GLL > sanjeA Boq
L0+30t°L > LO+30b°L > LO+30t° L > SanjeA uealy ) YL = 0 0 2% 0 0 e 0 _..s.:am._uﬁ__ze mmoc_mM\__r\.w“mMmOCUo.UMUJan_
¢] 0 0 0 0 0 0 0 0 z
0 0 0 0 0 0 0 0 0 L=
0 0 0 0 0 0 0 0 0 E]
68'G < p
SL°L > (601} veapy
GL'L > GL'L > SLL > sanjea bo GLL > sanjea 607
- . . Pl > > > umis sampea ueaw
LO+301°L > LO+301°)L > L0+30t°)L > sanjeA ueaw 0 0 0 Z 0 0 2 0 o m:mSMmeoOnw.chuﬁm
0 0 0 ¢ 191180 0 0 0 0 0 0 c
0 0 0 € JeLes 0 0 0 0 0 0 L
0 0 0 | JoLLIED 0 0 0 0 0 0 E]
Jaued/ (njo) ojn 1w/g/ (njo) on [ECRER W7 (1go) agn | W/ (o) ogn | 1wy (ngo) o | Wiy (o) o0 || 1wy (1) ojn |W/ (n43) ojn
tu (uogenjiy) suoizes|iy € Jal1en z Jouuen | JaLlIe) o (swisiueBioosoyy 3say)
| (uossniauy) suoisnjou) 153} lusiuebiosonn
hu

Sb¥18000-2102-30V
ZE¥18000-£102-30V (aidwes *qt) suoidwes “qy

WVS 6/120-2102-S

L1/80/€0

(Aessy) oibbeg
“(Apmis ~ai1) opmis "l

‘(o pape)s) ozl ereq)

81.5006-W3L-Hd-d-L ¥A3

¥102:182-2L L 4N ¥ONJYV : (psepuejs) ewloN
(Auanoe

(ep:

ods

[epiapiods pue [epjoinasaqny ‘fepraLia1oeqosAul jepronsesh ‘1epioibuny ‘[el1a10eq JO UORBUIULISS(Q - SSIELINS JO UORISJUISIP BUOGIE JO SPOISH)

3 BPISI024aqn] ‘epIoLIslIeqodlw ‘BPIOLINAS] ‘epIoIBUNy ‘EpIoLBlIEg BIAIIE, (ISP SUOIZEUIWIBYE( - 9318 a1A Jad 1o1p19dns 1p suoizajulsip Ip opolal

Suljoing £






