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CHIMIVER PANSERI S.P.A.
SPONSOR VIA BERGAMO, 1401
24030, PONTIDA (BG)
ITALY
EN 14476:2013+A2:2019 / UNI EN 14476:2019 - Chemical disinfectants and
TEST METHOD antiseptics — Quantitative suspension test for the evaluation of virucidal activity ¥
medical area - Test mett}odﬁre\qmrez;@nts (Phase 2/Step 1).
TEST ITEM \
PRODUCT NAME (*) VELUREX Multi Gen \
MATRIX OF THE PRODUCT (*)  Biocide and Ar}t(micrgb/ials - Detergent / Hou}sehol product
BATCH (*) 04/05/20 {_ CoDE (*) /  /VMLG00OX
MANUFACTURING DATE Not provided \E\<PIRY DATE (*) May-2021
MANUFACTURER Chimiver Panseri A
ACTIVE INGREDIENT Not provided
MATERIAL ITEM ALIQUOT LV-MAT-FOV7-20-1 27-0952&{ /
PARCEL REGISTRATION N. IP-L\.-2620126-AP = RECEIVING-QATE - 05-May-2020
STORAGE CONDITIONS (*) ~Room temperature (20°C + 5°C)

(*) INFORMATION PROVIDED BY THE/8€ONSOR

/ /

ANALYSIS STARTING DATE /' 26-May-2020 - ANALYSIS ENDING DATE ~ 02%June-2020
EXPERIMENTAL CONdITION$ \ \
TEST TEMPERATURE \ \ 20°C+1°C \
80% (Neat) - 25% - 1%
CONCENTRATIONS Jhe item dilutions of 25% and 1% have be_er_1 pr_epared 1.25 times higher than the
| tested concentrations, uging water for injections
omogeneous
h le throdghout test (no precipitation in the test mixture).
ODUC'IAP_PQI}(ANCE Pink transparent liquid
Co>wA/CT TIME 5 minutes
%gggglo’\' OF THE FiItratlon with S400 HR columns MicroSpinTM (and iced culture Medium).
INTERFERING SUBSTANCE o |ne albumin solution (BSA) plus sheep erythrocytes with a final concentration of
(S|m lating dirty conditions for the medical area)
INCUBATION TEMPERATURE 37° C + 1 C\(Wlth 5% CO,)
virug Type 5 (ATCC VR-5)
&VIRUSES Mur e nojowrus strain S99 (RVB-651)
CC CCL-2)
CELLmE\ A)gi\/w 4.7 (ATCC TIB-71)

Eurofins Biolab Srl - viaB.Buozzi 2, Vimodrone (Milano), Italy - P.IVA / VAT Number: 007620140960
er -022507151 — Fax: +39-0225071599 — E-mail: InfoFarma@eurofins.com
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RESULTS See Addendum N.1 \

VIRUCIDAL with limited spectrum at the test item concentration of 2
minutes of contact time, in the/adopted test conditions, using bovine a

solution plus sheep erythrocytes at final concentration of 0.3% (Siqulating
conditions for the medical area)

CONCLUSIONS A residual cytotoxicity was shown on both cell lines with test item concentra}o%);

80% and the virus suspension titre"was not sufficient to at least enable a tit
reduction of 4 Log, but no virus detectiors were observed at the contact time.
Meanwhile at test cofcentration of 25%, a lower residual cytotoxicity was detected
and a reduction of A Log xfas observed;so the\method was verified.

ADDENDUM N. 1: Raw D/yﬁ EL%RATION (22 PAGES) / }

Reviewed and electronically signed for Technical Supervisor Approval by
Elisa Anna Maccagni, Employee
for Eurofins Biolab Srl, on 09-Jun-2020 10:22:30 UTC+02:00
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(Quantitative suspension test for the evaluation of virucidal
activity in the medical area) EDR: 1-P-QM-TEM-9081579

Norma (Standard): EN14476:2013+A2:2019 / UNI EN 14476:2019

Data inizio (Started on):

Rapporto No (Report No) :

Citotossicita (Cytotoxicity)
Hela ATCC CCL-2

26/05/20

STULV20AA2313-1

Data fine sperimentazione (Experimentation fiNished ¥n): ~ 01/06/20

ID Campione (ID sample): LV-MRAT-FOY7-20-127-0952:a

Replica| K- Diluizione sostanza in esame (Test ifer dilution ) K-
Condizioni testate (Test condition) 1 3 4 5 6 7 8
: B 0 4 | 4 [T 1 0 0 0 0 o/
Velurex Multi Gen C 0 7 p 2 ] 0 0 0 0 0
80.0% D 0 4 4 4 1 0 0 0 0 0
E [V A 4 EN N 0 0 0 0 0
Hela ATCC CCL-2 5 0 7] 7 AN 0 0 0 0 5
. . G 0 4 4 4\ 1] 0 0 0 0 0
BSA + erythrocytes 0.3% final concentration EndpoA| 0.0/ | 100.0] 100.0 | 100.0)| 1000 0.0 5.0 0.0 0.0 0.0
Cell destruction: VALID
Log TCID50: 4.50
Replica] Ko “Riluiziong sostarza in esame (Test item dilution "
Condizioni testate (Test condition) 1 3 4 5 6 7 8
. B 0 N| 4 74 0 0 0 0 0 0
Velurex Multi Gen C 0 n 3 SC 0 0 ) 0 0 0
25.0% D [0 4 N 2 0 0 0 0 0 0
E 0 4 4 2 N 0 0 0 0 0
Hela ATCC CCL-2 —1 o N | 0 0 0 0 0 0
g ' G | » | 4 4 2 0 [ 0 0 0 0
BEA-+ By 0 8 Tl CO”M Endpoint| 0.0 JN00.0 | 10Q.0 | 100.0| 0%| 6.0 | 0.0 | 0.0 | 0.0 | 0.0
Cell destruction: VALID
Log TCID5O0: 3.50
o 3 Replical K- Diljizione\sostanza in esame (Test item dilution K.
Condizioni testate (Tesf condytion) 1 2 3 4 5 6 7 8
’ B 0 4 y 0 0 0 0 0 0 0
Velurex Multi Ge C 0 ) ? 0 0 0 0 0 0 0
1.0% D 0 4 2 1/o 0 0 0 0 0 0
E 0 4 /2 0 0 0 0 0 0 0
Hela ATCC C F 0 4 2 0 0 0 0 0 0 0
) G 0 4 2 0 0 0 0 0 0 0
0,
BSA -+ EaReres 8k & eint| 0.0_|460.0| 196.0] 0.0 | 0.0 | 00 | 0.0 | 00 | 00 | 00
Cell destruction: VALID
Log TCID50: 2.50
Data verifica Approver (Approver verification date).  04/06/20

Sigla Tecnico e data (Technician signature and date): €F S'ggglo{‘;fb

Sigla Approver e data (Approver signature and date): l@—* Cal =6

Revision: 1

Local reference: Mod. PS/IMIC/112.E

© This document is copyright of Eurofins Scientific Group

Approved document in ETQ
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(Quantitative suspension test for the evaluation of virucidal
activity in the medical area) EDR: 1-P-QM-TEM-9081579

Norma (Standard): EN14476:2013+A2:2019 / UNI EN 14476:2019

Data inizio (Started on): 26/05/20 Data fine sperimentazione (Experimentation fizished §n):  01/06/20

Rapporto No (Report No) STULV20AA2313-1 ID Campione (ID sample): LV-MAT-FOX7-20-127-0952:a

Citotossicita dopo filtrazione (Cytotoxicity after filtration)
Hela ATCC CCL-2

| Diluizione sostanza in esame (Test item dilution i
Condizioni testate (Test condition) 1+ 1 2 1T~3 4 5 6 7 8
. B 0 4 4 2 0 0 0 0 0 0
Velurex Multi Gen C 0 I 0 0 0 0 0 0
80.0% D oy & 4 | Y 0 0 0 0 0
E Vi) 4 4 2\ [ 0\ 0 0 0 0 0
la A -
Hele BTG F 0 4 | 4 2 ol o 0 0 0 0
: ; G 0 4 4 9 0] 0 0 0 0 0
0,
BSA + erythrocytes 0.3% final concentration Endpdnt] 04 | 100.0 ] 700.0 ] 100 o 0. 00 0.0 00 0.0 00

Cell destruction: VALID
Log TCID50: 3.50

Replical K- Disiziofie sosjénza in esame (Test item dilution K.
Condizioni testate (Test condition) S 2 4 5 6 7 8

A B 0 4 4 0 0 0 0 0 0

Velurex Multi Gen ——— 0 7 S 0 0 0 0 0 0 0

25.0% D 0 4 4 0 [ ™ 0 0 0 0 0

E 0 A [ 4 B | o0 0 0 0 0 0

Hela ATCC CCL 3 i 7 0 0 ~g 0 0 0 0

: : G 0 4 N4 0 NI 0 0 0 0

[+)

BSA + erythrocytes 0.3% fiffal congentration Endponi] 0.0 | 100.0] 7000 0.0 00 0.0 00 00 00 00

Cell destruction: VALID
Log TCID50: 2.50

‘ Dilujzione fostanza in esame (Test item dilution
s 5F ’ Replica|] K- K-
Condizioni testate (Test condition) 1 2 3 4 5 6 T 8
. B 0 3 0 0 0 0 0 0 0 0
Velurex Multi Gen C 0 3 b 70 0 0 0 0 0 0
1.0% D 0 3 /o /o 0 0 0 0 0 0
E 0 3 0 0 0 0 0 0 0 0
HERATES GEL F | 0| 3/ 0/[ 0 | 0o o0 0o o o o
: ; G 0 | 4 o 0 0 0 0 0 0 0
0,
BSA/*’ME’ ' final conceqlration [ spomt 0.0~ ] 1000 0.0 | 0.0 | 0.0 | 00 | 8.0 | 00 [ 00 | 00

Cell destruction: VALID
Log TCID50: 1.50

Data verifica Approver (Approver verification date ): 04/06/20

Sigla Tecnico e data (Technician signature and date): = GH{O@[Z’;

Sigla Approver e data (Approver signature and date): {;}r{ Uk{ (@'s) , =
L ———

Revision: 1 Local reference: Mod. PS/MIC/112.E
© This document is copyright of Eurofins Scientific Group | Approved document in ETQ
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(Quantitative suspension test for the evaluation of virucidal
activity in the medical area) EDR: 1-P-QM-TEM-9081579

Norma (Standard): EN14476:2013+A2:2019 / UNI EN 14476:2019

«= eurofins

Data inizio (Started on): 26/05/20 Data fine sperimentazione (Experimentation fikished §n ): 01/06/20

Rapporto No (Report No) : STULV20AA2313-1 ID Campione (ID sample): LV-MAT-FOX7-20-127-0952:a

Adenovirus Type 5 ATCC VR-5

Titolazione virus (Virus Titration)

; Diluizione virus (Virus dilution)
Condizioni testate (Test condition) ki Wi 1+ 2 3 4 5 6 7 8 \Q/
B 0 4 4 4 3 3 2 2 0 0
C 0 4 —a~ 4 3 3 2 2 0 0
D o/ ¥ 4 | ¢ ) 3 2 2 1 0
Adenovirus Type 5 ATCC VR-5 E 0 4 4 4\ | 3\ 3 2 2 0 0
F 0 4 4 4 \ 3] ) 2 2 0 0
G 0 4 4 4 | 3] 3 2 2 1 0
Endpdint] 04 [ 100.0 [ 100.0 [ 100.¢/| 100/0 | 100.0 | 100.0 [ 100.0| 33.3 | 0.0
Cell géstruction: VALID
og TCHD50: 7.83 + 0.400
Titolazione virale dopo filtrazione (Virus Titration after filtr
: Ddyizione virus (Virus dilution)
Condizioni testate (Test condition) Replical K- 1 EN 3 4 5 6 7 38 s
B 0 4 4 4 [ 3 2 1 0 0
[ 0 AN 4 E N 3 3 2 1 0 0
D 4 4 4 3 |3 2 1 0 0
Adenovirus Type 5 AYCC VR5 E 0 4 4 4 S | A 2 1 0 0
F 0 N 4 4 3 3 2 1 0 0
G 0 4 4 4 3 3 2 1 0 0
Endpoint| 0.0 | 100.0 [\100.0 \100.0 [ 100.0 | 100.0 | 100.0 ] 100.0| 0.0 0.0
Call destruction: VALID
Log TCID50: 7.50 + 0.000
Reduction: 0.33 VALID

Data verifica Approver (Approver verification date ): 04/06/20
Sigla Tecnico e data (Technician signature and date): ©F o\t

Sigla Approver e data (Approver signature and date): \} { U“l .‘_tzi o

Revision: 1 Local reference: Mod. PS/MIC/112.E
© This document is copyright of Eurofins Scientific Group | Approved document in ETQ
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(Quantitative suspension test for the evaluation of virucidal
activity in the medical area) EDR: 1-P-QM-TEM-9081579

<% eurofins

Norma (Standard): EN14476:2013+A2:2019 / UNI EN 14476:2019

Data inizio (Started on): 26/05/20 Data fine sperimentazione (Experimentation fixished §n):  01/06/20

Rapporto No (Report No) : STULV20AA2313-1 ID Campione (ID sample): LV-MRT-FOW7-20-127-0952:a

Controllo sensibilita al virus (Control of virus sensitivity)
Adenovirus Type 5§ ATCC VR-5

) - Replical 1 Diurzione viras ( Viras dilaton)
Condizioni testate (Test condition) 1 2 3 4 5 6 7 8
PBS B 0 4 4 4 3 3 2 1 N 0
C 0 4 4 4 3 a 2 1 0 0
D 0 41 4 4 3 3 2 1 0
E 0 4 4 4 3 3 2 1 0 0
F 0 4 4~ 4 3 3 2 1 0 0
60 min G 0 4 | 4 17« 3 3 2 1 0 0
Endpoint| 90 | 360.0] 100.0 1000 [ 100,0 | 100.0 [ 100.0 [ 100.0| 0.0 0.0
Cell destruction: VALID
Log TCID5D: 7.50 + 0.000
RES“Q Ko DiluiZione virus (Virus dilution) K-
Condizioni testate (Test condition) <3 1 2 F /4 5 6 7 8
- B 4 4 4 3 3 2 1 0 0
Velurex Multi Gen C 0 T 2 7 3 3 5 0 0 5
80.0% D 0 | ¢ 4 4 3 3 2 1 0 0
BSA + erythrocytes 0.3% final concentration __'E_\ 8 j \1 {:‘ g g g g g g
R—— G | o~ 4 4 4 3 3 2 0 0 0
Endpoint| 0.0 | 78Q.0 [ 100.0 | 76Q.0 [ 100 100.0 | 100.0 | 33.3 | 0.0 0.0
Cell destruction: VALID
Log TCR50: 6.83 + 0.400
Reductions 0.67 VALID
. \Diluizione virus (Virus dilution)
Condizioni testate (Test condition) Repls) K- 1 T\ \j \\ 3 4 5 6 7 8 i
. B 0 4 4 3 3 2 1 0 0
Velurex Mdlti Ge C 0 7 7 3 3 > 1 0 5
25.0 D 0 4 4 4 3 3 2 0 0 0
BSA + erythrocytes 0.3%\final cogcentration E 8 j 7 7 j g g g 1 g g
T G 0 4 /4 4 3 3 2 1 0 0
Endpoint) 0.0 | 100.04°100.0/] 100.0 | 100.0 | 100.0 | 100.0 | 833 | 0.0 0.0
Cell destruction: VALID
Log TCID50: 7.33 + 0.346
Reduction: 017 VALID
. Diluizione virus (Virus dilution)
Condfzioni testate (Test condition) Reple) K- 1 2 3 4 ) 6 7 8 e
: B 0 4 4 4 3 3 2 1 0 0
Velurex Multi Gen C 0 7 7 y: 3 3 > r 0 0
1.0% \\D 0 4 4 4 3 3 2 1 0 0
o ) E 0 4 4 4 3 3 2 1 0 0
BSA + erythrocytes 0.3% final concentratipn F 0 7 7 7 3 3 > r 0 0
60 min 0 4 4 4 3 3 2 1 0 0
pointf 0.0 | 100.0| 100.0 | 100.0 ) 100.0 [ 100.0 | 100.0 | 100.0] 0.0 0.0
Cell destruction: VALID
Log TCID50: 7.50 + 0.000
Reduction: 0.00 VALID

Data verifica Approver (Approver verification date):  04/06/20

Sigla Tecnico e data (Technician signature and date): gr @u\,‘gb[ O

Sigla Approver e data (Approver signature and date): +{ Odlee (@

Revision: 1 Local reference: Mod. PSIMIC/112.E
© This document is copyright of Eurofins Scientific Group | Approved document in ETQ
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(Quantitative suspension test for the evaluation of virucidal
activity in the medical area) EDR: 1-P-QM-TEM-9081579

Norma (Standard): EN14476:2013+A2:2019 / UNI EN 14476:2019

<% eurofins

Data inizio (Started on): 26/05/20 Data fine sperimentazione (Experimentation fiNished §n):  01/06/20

Rapporto No (Report No) : STULV20AA2313-1 ID Campione (/D sample): LV-MRT-FOX7-20-127-0952:a

Test di riferimento per I'inattivazione del virus (Reference test for w'ruséacﬁvaﬁonl

Citotossicita riferimento (Reference Cytotoxicity)
Hela ATCC CCL-2

Replica] K- Diluizione sostagza in esame (Test item dilution ) K.
Condizioni testate (Test condition) 7 ;/ 2 \g\ S 5 6 7 8

: B 2 0 0 0 0 0

Formaldeide (Formaldehyde) C b 3 > N o\ 0 0 0 0 0

0.7% D 0 4 2 0 0| 0 0 0 0 0

PBS E 0 4 2 0 0] 0 0 0 0 0

E o 4 2 0 /] of 0 0 0 0 0

6] 0 4 2 o/ Ji 0 0 0 0 0
EndpoiniN0.0 | T8Q.0 [ 100.0[ o | A0 | 0.0 | 00 [ 00 | 00 | 0.0

Cell destruction: VALID
Log TCID50: 2.50

Virus Control (Virus control)
Hela ATCC CCL-2
Adenovirus Type 5 ATCC VR-5

ﬁ Diluizione virus (Vs dilifion)
et - eplical K- K-
Condizioni testate (Test cofidition \i\ 3 4 B 6 Z 8 9
B 0 4 4 3 3 2 0 0 0
AOGUA IWATER) C 0 4 4 4 3 3 2 0 0 0
B D 0 4 N4 |\ 4 3 3 2 0 0 0
E 0 4 \4 [\4 3 3 2 0 0 0
F 0 4 '] 4 3 3 2 0 0 0
& il G 0 4 4 4 3 3 2 0 0 0
Endpoint| 0.0 | 100.0 | 10p.0 [ 1oo.0 [ 100.0 [ 100.0] 100.0] 00 | 0.0 | 00
Cell/destryction: VALID
og TLID50: 7.50 + 0.000
- \ Replica| K- / Diluizione virus (Virus dilution) Ke
Condizjort testate (Tpst conditio 2 A 4 5 6 7 8 9
B 0 4 4 4 3 2 2 0 0 0
£E0UA INATER) C 0 47| 4 4 3 2 2 0 0 0
PBS b——6—+1 4 4 4 3 2 2 0 0 0
E 0 4 4 4 3 2 2 0 0 0
F 0 4 4 4 3 2 2 0 0 0
_r (\ G 0 4 4 4 3 2 2 0 0 0
Kndpoint) 0.0 | 100.0 [ 100.0 [ 100.0| 100.0 | 100.0| 100.0] 00 | 0.0 | 0.0
Cell destruction: VALID
Log TCID50: 7.50 + 0.000

Data verifica Approver (Approver verification date ): 04/06/20

Sigla Tecnico e data (Technician signature and date): {5F <\ l| e

Sigla Approver e data (Approver signature and date): C" 0‘-.'!.".‘.2@ [

Revision: 1 Local reference: Mod. PS/MIC/112.E
© This document is copyright of Eurofins Scientific Group | Approved document in ETQ
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(Quantitative suspension test for the evaluation of virucidal
activity in the medical area) EDR: 1-P-QM-TEM-9081579

Norma (Standard): EN14476:2013+A2:2019 / UNI EN 14476:2019

Data inizio (Started on): 26/05/20 Data fine sperimentazione (Experimentation fiished §n):  01/06/20

Rapporto No (Report No) : STULV20AA2313-1 ID Campione (ID sample): LV-MRAT-FOY7-20-127-0952:a

Test di riferimento per I'inattivazione del virus (Reference test for viru%activation)
Hela ATCC CCL-2

Adenovirus Type 5 ATCC VR-5

Replica| K- Diluizione virus (Virus dilution) K
Condizioni testate (Test condition) / 2 /_.‘3\ 4 \ 5 6 T 8 9
. B 0 4 4 0 0 0 0 0 0 0
Formaldeide (Formaldehyde) C 4 £ 3 < % 0 0 0 0 0
0.7% D 0 4 4 2\ | 0\ 0 0 0 0 0
E 0 4 4 0\ 0] 0 0 0 0 0
s F/l o/ 4 | 2 [ 2l o/ o [ o o o o
85 s G [4 4 4 0/| o 0 0 0 0 0
Endpeint] 0.0 100.0 [ 1000| 500 [ o/0 | 00 [ 00 | 00 | 00 | 00
VALID
4.00 + 0.447
3.50 - 0.224 PASS

: Ditwizione virus (Virus dilution)
Condizioni testate (Test condition) K- 2 ]| 4 \g\ 6 7 8 9 K
: B 0 4 2 0 0 0 0 0 0
Formaldeide (Formaldehyde) 0 ' > LN 0 0 0 0 0 0
0.7% D | & | 4 2 0 0 9 0 0 0 0
PBS E 0 4 2 0 NZ) 0 0 0 0
F 0 kN 2 0 0 0 0 0 0 0
60 min G 0 4 2 0 0 0 0 0 0 0
Endpoint| 0.0 [ 100.0 [\N00.0[N 0.0 | 00 [ 0.0 | 00 | 00 | 00 | 00
VALID
3.50 + 0.000
Reductlon: 4.00 + 0.000 PASS

Data verifica Approver (Approver verification date ): 04/06/20

Sigla Tecnico e data (Technician signature and date): ©F o\ bb{?.u

Sigla Approver e data (Approver signatture and date): Q—( L»*,{ & ) l 1o

Revision: 1 Local reference: Mod. PS/MIC/112.E
© This document is copyright of Eurofins Scientific Group | Approved document in ETQ
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(Quantitative suspension test for the evaluation of virucidal
activity in the medical area) EDR: 1-P-QM-TEM-9081579

Norma (Standard): EN14476:2013+A2:2019 / UNI EN 14476:2019

<& eurofins

Data inizio (Started on): 26/05/20 Data fine sperimentazione (Experimentation fiNished §n);  01/06/20

Rapporto No (Report No) : STULV20AA2313-1 ID Campione (ID sample): LV-MAT-FOX7-20-127-0952:a

Virus Control (Virus control)
Hela ATCC CCL-2
Adenovirus Type 5§ ATCC VR-5

; Diluizione virus (Virus dilution)
Repl K- .
Condizioni testate (Test condition) eplica 3 T4 | 5 6 7 8 7 &/
3 0 4 4 4 3 3 2 0 0 0
ACAUA WATER) C | o/ a Fral 4 N3 31 21 0o o130
; D (4 4 4 | ¢ % 3 2 0 0 0
.39 |
BSA + ezt:zzﬁi{rtaetsioonl’. % fina = A 7 7 AN 3\ 3 > 0 0 0
F 0 4 4 4 3| [ 3 2 0 0 0
B it G 0 4 4 4 3] 3 2 0 0 0
endpdintl 040 | 100.0 [ 100.0 | 100.¢/[ 100/0]100.0 [ 100.0] 0.0 | 00 | 0.0

Cell géstruciion: VALID
og TC/D50: 7.50 + 0.000

o 3 Replical K- / Diluizione virus (Virus dilution) K.
Condizioni testate (Test condition) 2] 3 s 5 3 7 8 9
B 0 4 4 R 3 2 2 0 0 0
E
BOGUA (RATER) CC 1~0 | 4 [ X[ a3 [ 3 | 2 0o [ 0 [0
BSA + erythrocytes 0.3% firfal D 0 4 2 4 8 2 2 0 0 0
concentration g 2\ : }\ 3 2 z g 0 0
F [ we_ | 4 4 4 g 1 2 2 0 0 0
: ; G 0 4 N 4 ENZ 2 0 0 0
Ml Rt e asind Endpoint| 0.0 | 108.0 | 100) | 100.0 | 100.0 4000 | 1000] 0.0 | 00 | 0.0
ell destruction: VALID
Log TCID50: 7.50 + 0.000

Data verifica Approver (Approver verification date ); 04/06/20

Sigla Tecnico e data (Technician signature and date): T <l L,{,[?u

Sigla Approver e data (Approver signature and date): ‘G—};‘-{ ol

Revision: 1 Local reference: Mod. PS/MIC/112.E
© This document is copyright of Eurofins Scientific Group | Approved documentin ETQ
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(Quantitative suspension test for the evaluation of virucidal
activity in the medical area) EDR: 1-P-QM-TEM-9081579

Norma (Standard): EN14476:2013+A2:2019 / UNI EN 14476:2019

Data inizio (Started on): 26/05/20 Data fine sperimentazione (Experimentation fizished &n):  01/06/20

Rapporto No (Report No) : STULV20AA2313-1 ID Campione (ID sample): LV-MAT-FOW7-20-127-0952:a

Controllo soppressione attivita prodotto (Control of suppression of p%:ct’s activity)
Hela ATCC CCL-2
Adenovirus Type 5§ ATCC VR-5

Replica] K- Diluizione virus (Virus dilution)
Condizioni testate (Test condition) 21 3 6 T
. B 0 4 4 2 0
Velurex Multi Gen C 0 = 5 3
80.0% D o/ & 4 2 0
o ; E A 4 4 2 1
BSA + erythrocytes 0.3% final concentration S 0 m 7 > 0
0 min G 0 4 4 2 1
Endpgint| 04 [ 100.0 | 100.0 100.0 | 50.0
Cell
7.00
0.50
o 3 Replica| K- Dilu#Zione virus (Virus dilution)
Condizioni testate (Test condition) 2 3 6 {
: 8- 0 4 | 2 0
Velurex Multi Gen c 1 2 5 >
25.0% D 0 4 <+ 2 0
S i : E 0 4 4 2 0
BSA + erythrocytes 0.3% finaconcentration E 0 7 m y. 5
0 mi G 0 [ \¢ A 2 2
Endpoint| 0.0 | 1000 | 100.0\] 100.0 [ 100.0 | 100.0| 50.0
ell destruction:
Log TCID50: 7.00
Reduction: 0.50
) Djluizione virus (Virus dilution)
Repl K- I -
Condizioni testate (Test \condithon) BeGe 2 B 4 5 6 7 3 s | K
B 0 4 /4 1] 4 3 2 2 0 0 0
Velurex Mult\Gen C 0 4 /a4 3 3 5 0 0 0 0
1.0% D 0 4 4 4 3 2 2 0 0 0
i 4 ; E 0 4| 4 4 3 2 2 0 0 0
BSA + ocyles§:3% final cohgentration ~—1 o P4 4 n 3 5 ) 0 ) 0
ki G 0 4 4 4 3 2 2 0 0 0
tEndpoint| 0.0 .0 | 100.0 | 100.0 | 100.0| 100.0| 66.7 | 0.0 0.0 0.0
Cell destruction: VALID
Log TCID50: 717 * 0.400
Reduction: 0.33 VALID
Data verifica Approver (Approver verification date ): 04/06/20
Sigla Tecnico e data (Technician signature and date): EF <\ \oelre
Sigla Approver e data (Approver signature and date): C",H’ C&t‘{({:@;{ e
Revision: 1 Local reference: Mod. PS/MIC/112.E

© This document is copyright of Eurofins Scientific Group | Approved document in ETQ
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ED

(Quantitative suspension test for the evaluation of virucidal

activity in the medical area) : 1-P-QM-TEM-9081579

Norma (Standard): EN14476:2013+A2:2019 / UNI EN 14476:2019

Data inizio (Started on):

Rapporto No (Report No) :

Procedura test (Test procedure)
Hela ATCC CCL-2
Adenovirus Type 5 ATCC VR-5

26/05/20

STULV20AA2313-1

Data fine sperimentazione (Experimentation fizished &n): ~ 01/06/20

ID Campione (/D sample): LV-MAT-FOW7-20-127-0952:a

; Diluizione virus (Virus dilution)
Repl K- "
Condizioni testate (Test condition) R 21 3 4 5 6 7 8 9 \K/
. B 0 4 4 2 0 0 0 0 0 0
Velurex Multi Gen C 0 7 =1 > 0 0 0 0 5 0
80.0% D 0 ¢ | 4 7\ Y 0 0 0 0 0
BSA + erythrocytes 0.3% final £ £ 2 4 2\ 0\ o 0 0 0 0
concentration £ 0 4 i 2 | ol L 0 g 0 0
G 0 4 4 2 0] 0 0 0 0 0
5 min Endpgfntl 04 | 100.0 [ 100.0[100.¢/[ 0. | 00 | 0.0 | 0.0 | 00 | 00
Cell destructigh: VALID
Log TCIA50: 4.50 + 0.000
Log redyction: 3.00 + 0.000
o 3 Replica| K- DilujZione virus (Virus dilution) i
Condizioni testate (Test condition) 2 3 A 5 6 7 8 9
; 8 | 0 4 |4 0 0 0 0 0 0 0
Velurex Multi Gen C > 4 2 0 0 0 0 0 0 0
25.0% D 0 | 4 1\Q 0 0 0 0 0 0
BSA + erythrocytes 0,3% final E >0 | 43 4 10N OIN T 010100
concentrati = 9 : - 0 ] L g 0 2 L
G 0 4 A 0 oN/0 0 0 0 0
5 mi Endpoint| 0.0 | 1000 | 100.0\] 0.0 0.0 0.0 00 [ 0.0 0.0 0.0
Il destyuction: VALID
og TGID50: 250 % 0.000
Ldg reduttion: 4.00 + 0.000
. Djluizione virus (Virus dilution)
Repl - I A
Condizioni testate (Test gonditian) e B 2 B /4 5 6 7 8 9 K
B 0 4 /4 1/ 3 3 2 1 0 0 0
Velurex Multi C 0 s 1/ 3 3 5 0 0 0 0
1.0% D 0 4 4 /] 3 3 2 0 0 0 0
E 0o | ¥ ¥ 3 3 2 0 0 0 0
+ .39
e;f:fn‘t’::;oone‘ a F+—o+1 4 |4 | 3 [ 3| 2 0o 0] 0o
G 0 4 4 3 3 2 0 0 0 0
5 min Endpoint) 0.0 _[400.0 [ 100.0 | 100.0 | 100.0| 1000 | 16.7 0.0 0.0 0.0
Cell destruction: VALID
Log TCID50: 6.67 + 0.346
Log reduction: 0.83 ¥ 0.173
Data verifica Approver (Approver verification date ): 04/06/20

Sigla Tecnico e data (Technician signature and date); TF <i(op| 20

Sigla Approver e data (Approver signature and date): ey ulﬂ:i, [l

Revision: 1
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© This document is copyright of Eurofins Scientific Group
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(Quantitative suspension test for the evaluation of virucidal
activity in the medical area) EDR; 1-P-QM-TEM-9081579

[ X

<~ eurofins

Norma (Standard): EN14476:2013+A2:2019 / UNI EN 14476:2019

Data inizio (Started on): 26/05/20 Data fine sperimentazione (Experimentation finjshed &n):  01/06/20

Rapporto No (Report No) : STULV20AA2313-1 ID Campione (/D sample): LV-MAT-FOW7-20-127-0952:a

Result summary

Attivita virucida (Virucidal activity)
Adenovirus Type 5§ ATCC VR-5

Prodotto (Product) Velrex M\u\ﬂ\i Gen

Sostanza interferente (Interfering substance) /BéA + erythrocytes\[)\:s% fi\al concentration

Tempo di contatto (Contact time) / 5/nin /
Concentrazione (Concentration) Rﬁ“du{ioneﬁg\(!_og Reductioy/ / Status

80.0% 3+0 ND
25.0% ho\ Z PASS
1.0% 0.83+£0.17 FAIL

Data verifica Approver (Approver verification date ): 04/06/20

Sigla Approver e data (Approver signature and date): Of"f oalos ch,

Re\)'@on: 1 ] Local reference: Mod. PS/MIC/112.E
® Thig document is copyright of Eurofins Scieftific Gfoup | Approved document in ETQ
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eurofins

®
q. & (Quantitative suspension test for the evaluation of virucidal
activity in the medical area) EDR: 1-P-QM-TEM-9081579

Norma (Standard): EN14476:2013+A2:2019 / UNI EN 14476:2019

Data inizio (Started on): 26/05/20 Data fine sperimentazione (Experimentation fizjshed ). 01/06/20

Rapporto No (Report No) : STULV20AA2313-1 ID Campione (ID sample): LV-MAT-FOW7-20-127-0952:a

Presentazione grafica del saggio (Graphic presentation of test)
Adenovirus Type 5 ATCC VR-5

Log (TCID 50)
8.50 \
8.00 A—— — \ - e
7.50 -
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550 [\ ——————
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. 4 N~ XS e — S
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o \
2.00 \ \ )
1.50 \ /
1.00 \
0.50
0.00
10.0 45.0 50.0 55.0 60.0
Contact time
(min)

———— Velurex Mulli Gen 80 % BSA + srythrocytes 0.3% final concenteaion
——=——— Valurex Multi Gen 26 % BEA + orythroayles 0.3% final concentration
———— Velurex Mulli Gen 1 % BSA + erylhrocytes 0.3% final concentration

Vitus Control {Virus control) BSA + erylly
— =— — Formaldeids (Farmaldshyde)
e e e ACQUA PBS
Effectivenass thrashald

tes 0.3% final concentration

Data verifica Approver (Approver verification date):  04/06/20

Sigla Approver e data (Approver signature and dats): L’}‘{ Cﬁ\tc%l Lo

Revision: 1 Local reference: Mod. PS/MIC/112.E
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<% eurofins

(Quantitative suspension test for the evaluation of virucidal
activity in the medical area) EDR: 1-P-QM-TEM-9081579

Norma (Standard): EN14476:2013+A2:2019 / UNI EN 14476:2019

Data inizio (Started on): 26/05/20 Data fine sperimentazione (Experimentation fiyishedon):  29/05/20

Rapporto No (Report No) STULV20AA2313-1 ID Campione (ID sample) : LV-MRAT-FOY7-20-127-0952:a

Citotossicita (Cytotoxicity)
RAW 264.7 ATCC TIB-71

Replical K- Diluizione sostanza in esame (Test itern dilution ) K-
Condizioni testate (Test condition) 1 1+—=2—_ 3 4 5 6 7 8

: B 0 4 4 | A | 2 0 0 0 0 0

Velurex Multi Gen C 0 s a2 2 > 0 0 0 5 0

80.0% D 0 4| 4 4 [\2 0 0 0 0 0

! E A 4 4 N X 0 0 0 0 0

RAW 264.7 ATCC TIB-71 = 0 7 . AN ) 0 0 5 5 5

; 3 G 0 4 4 4 )| 2] 0 0 0 0 0

0,

BSA + erythrocytes 0.3% final concentration Enangl] 0.8 | 1000 100.0| 100.0 000 0.0 00 50 50 55

. Cell destruction: VALID
Log TCID50: 4.50

Replica| K- Biluizioffe sostAnza in esame (Test item dilution K.
Condizioni testate (Test condition) 1 4 5 6 T 8

" B 0 4 4 /2 0 0 0 0 0 0

Velurex Multi Gen —= 0 7 ) PN 0 0 0 5 5 0

25.0% D 4 4 2 0 0 0 0 0 0

E 0 4 4 o~ o0 0 0 0 0

RAW 264.7 ATCC TIB,71 — 0 y) 2 > 0 5 0 5 5 5

’ . G 4 4 2 0 A 0 0 0 0

Q,

BSA + erythrocytes 0.3% fipal conggntration Endosidl] 0D 00 10&0 1000 0.0/0.0 0.0 00 30 0.0

Cell destruction: VALID

Log TCID50: 3.50
Replical K- Diljizione\sostanza in esame (Test item dilution K.
Condizioni testate (Test condition) 1 R 3 4 5 6 7 8
. B 0 4 B 0 0 0 0 0 0 0
Velurex Multi Ge C 0 i B 0 ) 0 0 0 0 0
D 0 4 /3 |/ 0 0 0 0 0 0 0
E 0 4 [/ 3 0 0 0 0 0 0 0
F 0 4 3/ 0 0 0 0 0 0 0
. . G 0 rd ¥ 0 0 0 0 0 0 0
REA S SRAITTRIEE % fhal Cohcentalen by il B8 Hbnn [0t B0 | 86 50 o7 e T as T 56
Cell destruction: VALID
Log TCID50: 2.50

Data verifica Approver (Approver verification date ): 04/06/20

Sigla Tecnico e dafa (Technician signature and date): TF QY {/_k;lau

Sigla Approver e data (Approver signature and date): o Ciﬁ-‘e(Cf:f 1D

Revision: 1 Local reference: Mod. PS/MIC/0112.E
© This document is copyright of Eurofins Scientific Group | Approved document in ETQ




Analytical Report: AAI12202, Eurofins Number: STULV20AA2313-1, Version: 1

A
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<% eurofins

(Quantitative suspension test for the evaluation of virucidal
activity in the medical area) EDR: 1-P-QM-TEM-9081579

Norma (Standard): EN14476:2013+A2:2019 / UNI EN 14476:2019

Data inizio (Started on): 26/05/20 Data fine sperimentazione (Experimentation fixished §n): ~ 29/05/20

Rapporto No (Report No) : STULV20AA2313-1 ID Campione (/D sample): LV-MAT-FOX7-20-127-0952:a

Citotossicita dopo filtrazione (Cytotoxicity after filtration)
RAW 264.7 ATCC TIB-71

Replical K- Diluizione sostanza in esame (Test item dilution \W
Condizioni testate (Test condition) A Y 4 5 6 7 8
. B 0 4 4 2 0 0 0 0 0 0
Velurex Multi Gen C 0 1 2 5 0 0 0 0 0 0
80.0% D o A 4 =N Q 0 0 0 0 0
E | /0 4 4 2\| 0\ 0 0 0 0 0
RAW 264.7 ATCC TIB-71 = 0 7 7 2 0] 0 ) 0 0 0
5 ; G 0 4 4 2 J o] 0 0 0 0 0
BSA + erythrocytes 0.3% final concentration Endom| 00| 100.0] 1000 [ 1004 ] © 00 50 00 00 00

: P ,
Cell destruction: VALID
Log TCID50: 3.50

: Dillizighe sogfanza in esame (Test item dilution
Gy s - Replica| K- K-
Condizioni testate (Test condition) N 2 A 4 5 6 7 8

: B 0 4 4 N 0 0 0 0 0 0

Velurex Multi Gen C T—0_ 2 NG 0 0 ) 0 0 0

25.0% D 0 4 4 0 | s | © 0 0 0 0

—&— 0 N 4 o~ o0 0 0 0 0 0

RAW 264.7 ATCC TIB-71 F o 4 ; B 5 < ; 5 = :

: : G 0 4 N 0 /0 0 0 0 0

0,
BSA + erythrocytes 0.3% fihal cop€entration Endpomt] 0.0 | 108.0] 1009 ] 0.0 0.0 00 00 0.0 0.0 0.0
Cell destruction: VALID
Log TCID50: 2.50
: Dilljzione sostanza in esame (Test item dilution
NI ; Replica| K- K-
Condizioni testate (Tesi condition) 1 2 3 4 5 6 7 8

. B 0 3 i 0 0 0 0 0 0 0

Velurex Muli Gen C ) 3 70 1/ 0 0 0 0 0 0 0

1.0% D 0 3 [/0o 0 0 0 0 0 0 0

E 0 3 0 0 0 0 0 0 0 0

RAW 264.7 ATCC = 0 37 0 0 0 0 0 0 0 0

; . 0 3 | A 0 0 0 0 0 0 0

0,
BS erythrocytes (1.3% final concertration Endpointl 0.0 | 100.04 0.0 0.0 0.0 0.0 0.0 0.0 0.0 0.0
Cell destruction: VALID
Log TCID50: 1.50

Data verifica Approver (Approver verification date ): 04/06/20
Sigla Tecnico e data (Technician signature and date): €F <l L_)bll_,

Sigla Approver e data (Approver signature and date): (J—{ Q']{:,(if o

Revision: 1 Local reference: Mod. PS/IMIC/0112.E
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<% eurofins

(Quantitative suspension test for the evaluation of virucidal
activity in the medical area) EDR; 1-P-QM-TEM-9081579

Norma (Standard): EN14476:2013+A2:2019 / UNI EN 14476:2019

Data inizio (Started on): 26/05/20 Data fine sperimentazione (Experimentation fizished &n):  29/05/20

Rapporto No (Report No) : STULV20AA2313-1 ID Campione (/D sample): LV-MAT-FO\X7-20-127-0952:a

Murine norovirus (MNV, strain S99) RVB-651

Titolazione virus (Virus Titration)

Replica| K- Diluizione virus (Virus dilution) )
Condizioni testate (Test condition) A | 2 4 5 3 7 8
B 0 4 4 4 4 3 2 2 1 0
Cc 0 4 4 4 4 3 2 2 0 0
) ) . D vl A 4 N % 3 2 2 0 0
Murine norovirus (hg;lr, strain $99) RVB E 0 7 7 ZAN 2\ 3 5 5 0 0
F 0 4 4 4\ 4] 3 2 2 0 0
G 0 4 4 4 | 4] 3 2 2 0 0
Endpbintl  0Q | 100.0 [ 100.0 [ 100.¢| 100/0 | 100.0 | 100.0 | 100.0| 16.7 | 0.0
Cell gestrucflon: VALID
og TCAD50: 7.67 + 0.346
Titolazione virale dopo filtrazione (Virus Titration after filtrati
, Ditizione virus (Virus dilution)
Replical K- o
Condizioni testate (Test condition) 1 =] 3 4 5 6 7 8 R
B 0 4 4 4 3 3 2 1 0 0
—e—| 0 N 4 A ] 3 3 2 1 0 0
Murine norovirus (I\g;{‘\l, strdin S99Y'RVB- 2 \g\ 2 \1 j g\ \g g 1 g g
F 0 N a\| 4 3 3 2 1 0 0
G 0 4 4 4 3 3 2 1 0 0
Endpoint| 0.0 | 100.0 [\(00.0 [\100.0 [ 100.0 [ 100.0 | 100.0 | 1000 0.0 | 0.0
Call destruction: VALID
Log TCID50: 7.50 + 0.000
Reduction: 0.17 VALID
Data verifica Approver (Approver verification date ): 04/06/20
Sigla Tecnico e data (Technician signature and date): B oY lot,l D
Sigla Approver e data (Approver signature and date): Fﬂ’{' O4 [-ZE'J(\ >
Revision: 1 Local reference: Mod. PS/MIC/0112.E
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(Quantitative suspension test for the evaluation of virucidal
activity in the medical area) EDR: 1-P-QM-TEM-9081579

Norma (Standard): EN14476:2013+A2:2019 / UNI EN 14476:2019

Data inizio (Started on): 26/05/20 Data fine sperimentazione (Experimentation fiNished §n): ~ 29/05/20

Rapporto No (Report No) : STULV20AA2313-1 ID Campione (ID sample) . LV-MRAT-FOY7-20-127-0952:a

Controllo sensibilita al virus (Control of virus sensitivity)
Murine norovirus (MNV, strain S99) RVB-651

Replical K- Diluizione virus (Virus dilution) \K\
Condizioni testate (Test condition) ; 1 2 3 4 5 6 7 8
B 0 4 4 4 3 3 1 1 B | o0
RER & 0 4 4 4 3 3 2 1 0 0
D 0 4 4 3 3 . 1 0 4
E 0 4 4 4 3 3 1 1 0 0
F 0 4 1 4 4 3 3 2 1 0 0
60 min G o A 4 |4 3 3 2 1 0 0
Endpoint| 0.0 | #00.0] 100.0] 100 | 108,0 | 100.0 [ 100.0 | 100.0 | 0.0 0.0
Cell degtructidn: VALID
Lag [rCIDAH0: 7.50 + 0.000
Regr'rcé K. Diluizione Yirus (Virus dilution) K
Condizioni testate (Test condition) P 1 2 | A | /4 5 5 7 8 -
2 B | NQ 4 4 4 3 2 1 0 0 0
Velurex Multi Gen C 0 7 7 7 3 5 " 0 0 0
80.0% D 0 | ¢ 4 ¥y 3 2 1 0 0 0
- : E 0 4 4 i 3 2 1 0 0 0
BSA + erythrocytes 0.3% final concentration 0 7 g ) 3 5 r 1 0 0
60 min G [ o 4 [ 4 4 N3 | 2 1 0 [ 0 [ 0
Endpoint| 0.0 | 76Q.0 [ 100.0 | 76Q.0 [ 1008 100.0][ 1000 16.7 | 0.0 0.0
Cell desfguction: VALID
Log TCHRS0: 6.67 # 0.346
Reductiony 0.83 VALID
; \ Diluizione virus (Virus dilution)
Condizioni testate (Tes{ condiftion) Replca) K- ™—31N2 N3 | a [ 5] 6 [ 7T 8] K
i B 0 4 4 [\ 4 3 3 1 1 0 0
Velurex Multi Ge| C 0 7 " 1 3 3 ] 0 0 0
25.0% D 0 4 )] 4 3 3 1 1 0 0
; : = 0 4 J2 4 3 3 1 0 0 0
0,
BSA + erythrocytes 0.3%\final coqcentration 5 0 T /4 74 3 3 1 1 0 0
&l G 0 4 |/ 4 4 3 3 1 1 0 0
Endpoint| 0.0 | 100.0/ 100.0/[ 100.0 | 100.0 [ 100.0[ 100.0| 66.7 | 0.0 0.0
Cell destruction: VALID
Log TCID50: 7.47 * 0.400
Reduction: 0.33 VALID
Reolica _K-/ Diluizione virus (Virus dilution) K
Condlizioni testate (Test condition) o 1 2 3 4 5 6 7 8 )
: B 0 4 4 4 3 3 1 1 0 0
Velurex Multi Gen C 0 7 7 7 3 3 5 3 0 0
1.0% \ D 0 4 4 4 3 3 1 1 0 0
o \E 0 4 4 4 3 3 2 1 0 0
BSA + erythrocytes 0.3% final concentration B 0 7 7 7 3 3 > 1 0 0
60 il G 0 4 4 4 3 3 1 1 0 0
dpoint) 0.0 | 100.0 | 100.0 | 100.0 | 100.0 | 100.0 | 100.0 [ 100.0| 0.0 0.0
Cell destruction: VALID
Log TCID50: 7.50 + 0.000
Reduction: 0.00 VALID

Data verifica Approver (Approver verification date):  04/06/20

Sigla Tecnico e data (Technician signature and date): ©F Oy \on| [Z®]

Sigla Approver e data (Approver signature and date): \- «_"ﬂ\{'ﬁiﬁ; 2

Revision: 1 Local reference: Mod. PS/MIC/0112.E
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<% eurofins

(Quantitative suspension test for the evaluation of virucidal
activity in the medical area) EDR: 1-P-QM-TEM-9081579

Norma (Standard): EN14476:2013+A2:2019 / UNI EN 14476:2019

Data inizio (Started on): 26/05/20 Data fine sperimentazione (Experimentation fiNished §n):  29/05/20

Rapporto No (Report No) : STULV20AA2313-1 ID Campione (/D sample): LV-MRT-FOY7-20-127-0952:a

Test di riferimento per l'inattivazione del virus (Reference test for vr'ruéuﬁvaﬁunj

Citotossicita riferimento (Reference Cytotoxicity)
RAW 264.7 ATCC TIB-71

Replica| K- Diluizione sostanza in esame (Test item dilution ) K.
Condizioni testate (Test condition) 5 1 2 g\ ; 5 6 7 8
. B 4 3 0 0 0 0 0
Formaldeide (Formaldehyde) c /0 m 3 0\ o) 0 0 0 0 0
0.7% D 0 4 3 0 ) ol 0 0 0 0 0
PBS E 0 4 3 0 /| of 0 0 0 0 0
£ & 4 3 o/ ¢ 0 0 0 0 0
& o0 4 3 I Vi) 0 0 0 0 0
Endpoint™N\Q.0 | 1080 | 1000 A.0 [/0.0 | 0.0 | 0.0 [ 0.0 | 0.0 [ 0.0
Cell destruction: VALID
Log TCID50: 2.50
Virus Control (Virus control)
RAW 264.7 ATCC TIB-71
Murine norovirus (MNV, strain S RVB-651
o g /;epr}m Diluizionswirus (Vpus dilufion) .
Condizioni testate (Test conhditio i\ \S\\ 4 5 6 7 8 9
B 0 4 3 3 1 1 0 0 0
AGQUA (A TE C 0 4 4 3 3 2 1 0 0 0
o D 0 4 I\4 |\ 3 3 2 1 0 0 0
E 0 4 4 |\3 3 1 1 0 0 0
E 0 4 "] 3 3 1 1 0 0 0
o i G 0 4 h 3 3 1 1 0 0 0
Endpointl 0.0 | 100.0 | 1¢0.0 | f00.0 | 100.0[ 1000 100.0| 00 | 0.0 | 00
Cell destrjiction: VALID
Log JCID50: 7.50 + 0.000
' Diluizione virus (Virus dilution)
Condﬂi@st condition W_K-// 2 3 4 & 6 7 8 9 e
B 0 4 4 3 3 1 0 0 0 0
A (RRIER) \\C 0 4 3 3 1 0 0 0 0
D 0 4 4 3 3 1 1 0 0 0
FER E 0 4 4 3 3 1 i 0 0 0
F 0 4 4 3 3 1 1 0 0 0
i G (\ G 0 4 4 3 3 1 0 0 0 0
Bndpoint) 0.0 | 100.0 | 100.0 [ 100.0| 100.0| 100.0| 50.0 | 0.0 0.0 0.0
Cell destruction: VALID
Log TCID50: 7.00 + 0.447

Data verifica Approver (Approver verification date ): 04/06/20

Sigla Tecnico e data (Technician signature and date): g o lﬁ,Ll &0

Sigla Approver e data (Approver signature and date): ‘C}H‘; C)iﬂ o "u;
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(Quantitative suspension test for the evaluation of virucidal
activity in the medical area) EDR: 1-P-QM-TEM-9081579

Norma (Standard): EN14476:2013+A2:2019 / UNI EN 14476:2019

Data inizio (Started on): 26/05/20 Data fine sperimentazione (Experimentation fiNished §n):  29/05/20

Rapporto No (Report No) : STULV20AA2313-1 ID Campione (ID sample) . LV-MRT-FOY7-20-127-0952:a

Test di riferimento per l'inattivazione del virus (Reference test for viru;écﬁvation)

RAW 264.7 ATCC TIB-71

Murine norovirus (MNV, strain $99) RVB-651

o 3 Replical K- “Diuizione virus (Virus dilution) P
Condizioni testate (Test condition) 2 3 8 9
Formaldeide (Formaldehyde) g ; /j : g g g
0.7% D 0 4 4 0 0 0
E 0 4 4 0 0 0
FEe F/l o 4 4 0 0 0
. 74 [ 4 4 0 0 0
) min Endpeiot] 0.0 N100.0 | 100.0 . . 00 | 00 | 00
Cell destr
Log TLID50; 0.000
Reductiqy. : 0.000 PASS
Condizioni testate (Test condition) & 2 EN 9 s
Formaldeide (Formaldehy@e) s g s g 0 0
—6—] 0 ENUEE 0 0
0.7% D [ & | 4 3 0 0
E 0 4 \3 0 0
S
i F 0 N 3\ 0 0
60 G 0 4 3 0 0
Endpoint| 0.0 [ 100.0 [\100.0 00 [ 00 | 00
0.346

Reductjon: 0.173 PASS

Data verifica Approver (Approver verification date ): 04/06/20
Sigla Tecnico e data (Technician signature and date): e omp(;f)-(,;

Sigla Approver e data (Approver signature and date): \}3 Ody b l')-:_-;
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virucida in area medica

<% eurofins

(Quantitative suspension test for the evaluation of virucidal
activity in the medical area) EDR: 1-P-QM-TEM-9081579

Norma (Standard): EN14476:2013+A2:2019 / UNI EN 14476:2019

Data inizio (Started on): 26/05/20 Data fine sperimentazione (Experimentation fiNished §n): ~ 29/05/20

Rapporto No (Report No) : STULV20AA2313-1 ID Campione (/D sample): LV-MAT-FOX7-20-127-0952:a

Virus Control (Virus control)
RAW 264.7 ATCC TIB-71
Murine norovirus (MNV, strain S99) RVB-651

-~ ) “Dilyizione virus (Virus dilution) S
Condizioni testate (Test condition) Spal B 2 3 4 5 6 7 8 9 K
B 0 4 4 3 3 2 1 0 0 0
ACQUA (WATER
BUAL ) c o A 4 =N % 2 1 0 0 0
; D 0 4 4 3\] 3\ 2 1 0 0 0
+ eryth .3% final
R oot - S T 0
F/| 0 4 4 3 J| 3] 2 1 0 0 0
& i Z g 4 4 3/ 3 2 1 0 0 0
min -
EndPsigt) 0.0 Y\100.0 | 100.0 | 10#.0| 100.0] 100.0[ 1000 00 | 00 | 00
CeM destryction: VALID
Log ¥CID50: 7.50 + 0.000
; Dijiizione virus (Virus dilution)
Repl - 3
Condizioni testate (Test condition) i 2 3 ] % | 5 6 7 8 5| K
B [0 | 4 N 3 3 2 1 0 0 0
PR Rty [¢] 0 4 4 3 S0 2 1 0 0 0
BSA + erythrocytes 0.3% final EE . \g\ j\ : g\ g \; :1] g g g
concentratio F 0 2 1 3 3\ 5 1 0 ) 0
, . G 0 kN 4\ | 3 3 2 1 0 0 0
i o Endpoint] 0.0 | 100.0 100.0\ 100.0 | 100.0 | 100.0 | 100.0] 0.0 | 0.0 | 0.0
Il destruction: VALID
Log TCID50: 7.50 - 0.000
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virucida in area medica

> eurofins

(Quantitative suspension test for the evaluation of virucidal
activity in the medical area) EDR: 1-P-QM-TEM-9081579

Norma (Standard): EN14476:2013+A2:2019 / UNI EN 14476:2019

Data inizio (Started on): 26/05/20 Data fine sperimentazione (Experimentation fiNished §n):  29/05/20

Rapporto No (Report No) : STULV20AA2313-1 ID Campione (ID sample) : LV-MAT-FOX7-20-127-0952:a

Controllo soppressione attivita prodotto (Control of suppression of pyéct's activity)
RAW 264.7 ATCC TIB-71
Murine norovirus (MNV, strain S99) RVB-651

o 3 Replica| K- _Biluizione virus (Virus dilution)
Condizioni testate (Test condition) 2 3 4 5 6 7
. B 0 4 1 a3 3 2 0
Velurex Multi Gen C 4 % 7 <3 % 5 1
80.0% D 0 4 4 3\ | 4 2 0
— . E 0 4 4 3 \[ 3| 2 1
BSA + erythrocytes 0.3% final concentration F 0 7 ) 3 } 3] 5 1
& wnin G qd 4 4 3/ 2 0
Endreint 0.0\ 100.0 | 100.0 109/0 100.0 | 100.0 | 50.0
Cel)fdestruction:
Log JCID50: 7.00
duction: 0.50
. D(umone virus (Virus dilution)
O - Replica] K-
Condizioni testate (Test condition) — 2 [ \a 6 7
- B 0 4 4 3 3 2 0
Velurex Multi Gen C 0 ~4 7 3 3 5 7
25.0% D 0 4 4 3 3 N\2 1
: , E 0 4 4 3 I | 2 1
0,
BSA + erythrocytes 0.3% figfal congéntration F 0]~ N 3 3 5 0
5 m G 0 4 4\|] 3 3 2 1
Endpoint| 0.0 | 100.0 N100.0 \100.0 | 100.0 | 100.0 | 66.7
Cell destruction:
Log TCID50: 717
Reduction: 0.33
y iluizione virus (Virus dilution)
Repl K- [ O .
Condizioni testate (Test conditio epiea 2 | /3 |/ & 5 5 7 8 s | K
. B 0 4 |/ 4 3 3 2 1 0 0 0
Velurex Multi C 0 7 'VARE 3 > 1 0 0 0
0% D 0 )4 y 3 3 2 1 0 0 0
: BE—_ 01 4 4 3 3 2 1 0 0 0
[+
BSX™= erythrocytes §.3% final conce - ) 4 1 2 3 3 > . 0 0 0
o min G 0 | 4 4 3 ] 2 1 0 0 0
Endpoint] 0.0 | 100.0 | 100.0 | 100.0 | 100.0 | 100.0 | 100.0| 0.0 0.0 0.0
Cell destruction: VALID
Log TCID50: 7.50 + 0.000
Reduction: 0.00 VALID
Data verifica Approver (Approver verification date ): 04/06/20
Sigla Tecnico e data (Technician signature and date): e N LL (&c
Sigla Approver e data (Approver signature and date): B o x{ Rr=
Revision: 1 Local reference: Mod. PS/MIC/0112.E

© This document is copyright of Eurofins Scientific Group | Approved document in ETQ




Analytical Report: AAI12202, Eurofins Number: STULV20AA2313-1, Version: 1

Prova quantitativa in sospensione per la valutazione dell’attivita
virucida in area medica Pagina (Page) 20/ 22
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(Quantitative suspension test for the evaluation of virucidal
activity in the medical area) EDR: 1-P-QM-TEM-9081579

Norma (Standard): EN14476:2013+A2:2019 / UNI EN 14476:2019

Data inizio (Started on): 26/05/20 Data fine sperimentazione (Experimentation fixished §n ). 29/05/20

Rapporto No (Report No) STULV20AA2313-1 ID Campione (/D sample): LV-MAT-FOX7-20-127-0952:a

Procedura test (Test procedure)
RAW 264.7 ATCC TIB-71
Murine norovirus (MNV, strain $99) RVB-651

o B Replical K- —Biuizione virus (Virus dilution) R
Condizioni testate (Test condition) 2 3 4 5 6 7 8 9
) B 0 4 1 & 2 0 0 0 0 0 0
Velurex Multi Gen c 4 re 3 \2 0 0 0 0 0 0
80.0% D 0 4 4 2\ | 0 0 0 0 0 0
) E 0 4 4 2 \| ol 0 0 0 0 0
BSA + th .39
o0 e 4 W B Y T I
G qd 4 4 2 /] o 0 0 0 0 0
5 min Endsgintl 0.0\ 100.0 [ 100.0 [ 100/0] ¢/ [ 0.0 | 0.0 | 00 | 00 | 0.
: VALID
4.50 + 0.000
3.00 * 0.000
Replical K- Diuizione virus (Virus dilution) K.
Condizioni testate (Test condition) — 2 3 4 5 6 7 8 9
: B 0 4 4 0 0 0 0 0 0 0
Velurex Multi Gen C 0 <& 2 ~Q 0 0 0 0 ) 5
25.0% D T30 4 4 0 0 0 0 0 0 0
BSA + erythrocytes 0.3% firfal = O 4 2 0 ~q A L 0 0 0
concentrafion F 0| A 0 9 Y 0 4 o 4
G 0 4 4\[ o0 0 0 0 0 0 0
5 Endpoint| 0.0 | 100.0 N100.0 )\ 0.0 0.0 0.0 0.0 0.0 0.0 0.0
Cell destr\iction: VALID
og TQID50: 3.50 + 0.000
Loy redution: 4.00 £ 0.000
: iluizione virus (Virus dilution)
Repl - L B .
Condizioni testate (Test cynditio i 2 [ /3 ]/ & 5 8 7 8 9 K
] B 0 4 3 2 2 0 0 0 0 0
Velurex Multi Gen \ 5 = 5 3/ 2 5 3 5 . 5 =
% D 0 | 4 Z 2 a 0 0 0 0 0
| E 4 3 2 2 0 0 0 0 0
0,
BSA + e‘?:)t:re-r:]zf::tsioor.‘s % fina F 0 2 3 5 5 0 0 ) 0 0
0 14 3 2 2 0 0 0 0 0
5 min Endpoint) 0.0 | 100.0 | 100.0 | 100.0 [ 100.0 | 16.7 | 0.0 0.0 0.0 0.0
Cell destruction: VALID
Log TCID50: 5.67 + 0.346
Log reduction: 1.83 + 0.173
Data verifica Approver (Approver verification date ): 04/06/20
Sigla Tecnico e data (Technician signature and date): &F !5-:_4-5' o
Sigla Approver e data (Approver signature and date): a‘f =) llC
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virucida in area medica

(Quantitative suspension test for the evaluation of virucidal

activity in the medical area)

Norma (Standard): EN14476:2013+A2:2019 / UNI EN 14476:2019

\ Pagina (Page) 21/22

EDR: 1-P-QM-TEM-9081579

Data inizio (Started on):

Rapporto No

(Report No) : STULV20AA2313-1

Result summary

Attivita virucida (Virucidal activity)
Murine norovirus (MNV, strain S99) RVB-651

26/05/20

Data fine sperimentazione (Experimentation fiNished §n ):

29/05/20

ID Campione (ID sample) : LV-MRT-FOX7-20-127-0952:a

Prodotto (Product)

Velyrex Mﬁﬁi Gen

Sostanza interferente (Interfering substance)

}(SA % erythrocytes\ﬂ\ﬁ"/n f*ual concentration

Tempo di contatto (Contact time)

7 o
7

Concentrazione (Concentration) I%dl{ione\ng\(Log Reducm% Status
80.0% 3%0 ND
25.0% 4\2& { PASS
1.0% 1.83£0.17 FAIL

Data verifica Approver (Approver verification date ):

Sigla Approver e data (Approver signature and date):

04/06/20
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(Quantitative suspension test for the evaluation of virucidal

activity in the medical area) EDR: 1-P-QM-TEM-9081579

Norma (Standard): EN14476:2013+A2:2019 / UNI EN 14476:2019

Data inizio (Started on): 26/05/20

Rapporto No (Report No) : STULV20AA2313-1

Presentazione grafica del saggio (Graphic presentation of test)
Murine norovirus (MNV, strain S93) RVB-651

Log (TCID 50)

8.50

Data fine sperimentazione (Experimentation fikished &n ): 29/05/20

ID Campione (/D sample): LV-MAT-FOW7-20-127-0952:a

——=— Formaldeide (Farmaldehyde)
——s— ACQUA FBS

Effeclivenass threshald

=——t— Velurex Multi Gen 1 % BSA + erythrocyles 0\3% final con

25.0 300 35.0 40.0 450 50.0 55.0 60.0

Contact time
(min)

=t Yelurax Mulli Gen 80 % BSA + erythrocyys 0 3% final dgncentration

——a— Valurax Mulli Gan 25 % B5A + erythrocytes 0 3% final co\icentration

Bniration

——s—— Virus Control (Virus contral} BSA + anythrocytks 0, 3% final fencentration

[
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