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WOW KEMICAL SRL

VIA SILVIO TRAVAGLIA, 14

SPONSOR
35043, MONSELICE (PD)
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 in the
medical area - Test method and requirements (Phase 2/Step 1).
TEST ITEM
PRoDUCT NAME (*) MICRO OXIGERM
MATRIX OF THE PRODUCT (*) Biocide and Antimicrobials
BATCH (*) 03/2020 CODE (¥) MICRO OXIGERM concentrato REV.1A
MANUFACTURING DATE (*) 06-May-2020 EXPIRY DATE (*) 06-May-2023
MANUFACTURER Not provided
ACTIVE INGREDIENT (*) Hydrogen peroxide 24% neat
MATERIAL ITEM ALIQUOT LV-MAT-FOV7-20-119-0919:a
PARCEL REGISTRATION N. IP-LV-2020129-AEN | RECEIVING DATE  08-May-2020
STORAGE CONDITIONS (*) Room Temperature (20°C + 5°C)
(*) INFORMATION PROVIDED BY THE SPONSOR
ANALYSIS
ANALYSIS STARTING DATE 12-May-2020 ENDING DATE 25-May-2020
EXPERIMENTAL CONDITIONS
TEST TEMPERATURE 25°C+1°C
33% - 16.6% - 1.66%
CONCENTRATIONS The test |t<_am dllutl_ons have been prepared 1.25 times higher than the final tested
concentrations, using hard water.
The dilutions were opaque and homogeneous.
Test item dilution was stable throughout test (no precipitation in the test mixture).
PRODUCT APPEARANCE Transparent liquid
CONTACT TIME 5 minutes
Filtration with S400 HR columns MicroSpinTM (and iced culture Medium)
INACTIVATION OF THE Considering the composition of the test item, catalase from Micrococcus lysodeikticus
PRODUCT has been added to the medium, proportionally to the final tested H,O, concentration
(1 U corresponds to the amount of enzyme which decomposes 1umol H,O, per
minute at pH 7.0 and 25°C).
: : : . : o
INTERFERING SUBSTANCE B_ovme_ serum aIbumm (BSA) with a final concentration of 0.3 g/L (0.03%
simulating clean conditions for the medical area)
INCUBATION TEMPERATURE 37°C £1°C (with 5% CO,)
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Poliovirus Type 1 LSc-2ab (RVB-1260)
TEST VIRUSES Adenovirus Type 5 (ATCC VR-5)
Murine norovirus, strain S99 (RVB-651)
CELL LINES HelLa (ATCC CCL-2)

RAW 264.7 (ATCC TIB-71)

RESULTS See Addendum N.1

VIRUCIDAL at test concentration of 16.6%, after 5 minutes of contact time, in the
CONCLUSIONS adopted test conditions, using bovine serum albumin at the final concentration of 0.3
g/L (0.03% - simulating clean conditions for the medical area).

ADDENDUM N. 1: RAW DATA ELABORATION (33 PAGES)

This test report may not be reproduced in part unless expressly approved in writing by Eurofins Biolab S.r.I. The test results relate only to the tested
items. Sampling, except specific indication on test report, is always intended to be made by the Sponsor. Information provided by the Sponsor are
under Sponsor responsibility.

Eurofins Biolab Srl - via B.Buozzi 2, Vimodrone (Milano), Italy - P.IVA / VAT Number: 007620140960
Tel: +39-022507151 — Fax: +39-0225071599 — E-mail: InfoFarma@eurofins.com

Reviewed and electronically signed for Technical Supervisor Approval by
Elisa Anna Maccagni, Employee
for Eurofins Biolab Srl, on 29-May-2020 12:22:38 UTC+02:00
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[ -
av f
‘. o e u rO I n S {Quantitative suspension test for the evaluation of virucidal
activity in the medical area) EDR: 1-P-QM-TEM-9081578

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

Data inizio (Started an): 12/05/20 Data fine sperimentazione (Experimentation finished on ): 15/05/20

Rapporto Mo (Report No) | STULVZ0AA2201-1 ID Campione (I sampla): LV-MAT-FOV7-20-119-0919:a

Citotossicita (Cytotoxicity)

Hela ATCC CCL-2
Replical K- Diluizione sostanza in esame {Test item dilution ) K
Condizioni testate (Test condition) 1 2 3 4 5 & T 8 3
B i 4 3 0 4] 4] 0 ! L] f]
OXIGERM
e < T O B TS Y T 0 0
33,0% D 0 4 3 0 0 ] 0 0 0 0
E 0 4 o 1] 1] 0 0 0 0 0
Hela ATCC CCL-2
= F 0 a 3 0 0 0 0 0 0 0
i G 4] 4 3 0 1] L] 0 0 0 0
; final
Hoi kS5 inal concepieation Enapoint| 0,0 | 100,0 | 100,0] 0,0 | 0,0 | 00 | 0.0 | 00 | 00 | 00
Cell destruction: VALID
Log TCID50: 2,60
Replical K- Diluizione sostanza in esame (Test item dilution) K
Condizion| testate {Test condition) 1 2 3 4 5 3 7 B i
B 0 4 & 0 0 {0 4] 0 0 1]
MICR
e c | 0| a1 3ol o1l 01 0 o 0 0
16,6% D 0 4 3 0 0 0 i 0 0 0
E 0 4 3 0 4] 4] 1 ] 0 L]
Hela AT -
RATOR Gol-2 F 1 0 41 3] 01l 01l 6] oo 0 0
. G 0 4 3 1] 8] 0 0 0 0 0
RISAD,03% final. ongariration Endpom] 0,0 | 100,0 | 100.0] 0,0 | 0.0 | 0.0 | 0,0 | 00 | 00 | 00
Cell destruction: VALID
Log TCIDSO: 2,50
Replica] K- Diluizione sostanza in esame {Test item dilution) K-
Condizioni testate (Test condition) 1 2 3 4 5 6 T 8
B 0 4 1] f 0 0 i 1] 0 {
MICRO OXIGERM C 0 2 0 0 0 o 0 0 0 0
1,66% 0] 0 & i} 0 0 0 1] ] { 0
E 0 4 ] 0 0 4] {0 ] 0 0
Hela ATCC CCL-2 = 0 3 0 0 0 0 0 0 0 0
1 G 0 4 0 0 0 (8] 1] 0 3] 0
BSA 0.03% final conceniration Endpoint| 0,0 | 100,0| 0,0 | 00 | 0.0 | 0,0 | 00 | 00 | 00 | 00
Cell destruction: VALID
Log TCIDSO: 1,50

Data verifica Approver {Approver venfication date ); 25/05/20

Sigla Tecnico e data (Technician signature and date): MM “J':]é\}

Sigla Approver e dala (Approver signature and dale): 'EE‘ { l’F-.,[U&AI Lo

Revision: 1 Local refarence: Mod. PSIMIC/112.E
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@ (Quantitative suspension test for the evaluation of virucidal
activity in the medical area} EDR: 1-P-QM-TEM-9081579

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

Data inizio (Started on); 12/05/20 Dala fine sperimentazione (Experimentation fimshed on ) 15/05/20

Rapporto No (Report No) : STULNZ0AA2201-1 ID Campione (/D sample): LV-MAT-FOV7-20-119-0919:2

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

Replica| K- Diluizione sostanza in esame (Test item dilution) K
Condizioni testate {Test condition) 1 2 3 4 5 6 7 B )
B { 4 0 0 0 0 0 0 0 i]
MICRO OXIGERM
R C 0 4 0 0 0 1] 0 0 0 0
33,0% D 0 4 0 4] 0 0 0 0 0 0
Hela ATCC CCL-2 Ei 0 . ¢ | 0101070101010 g
F 0 4 { 0 4] i 0 0 0 1]
; G 0 4 0 0 4] 0 2] 4] 0 0
BN RE0 Tl cancantiaion Endpamt] 0,0 | 1000| 00 | 0.0 | 0,0 | 0,0 | 00 | 00 | 00 | 0.0
Cell destruction: VALID
Log TCID50: 1,50
Replica| K Ciluizione soslanza in esame {‘ﬁast item dilution)
. - K-
Condizioni testate (Test condition) 1 2 3 4 ] [ 7 8
B 4] 4 ) 0 1] 0 0 1] 0 0
IC|
WICRO SHIGERM ¢ | 0] #0808 6 8] 00 0 0
16,6% D 0 4 0 0 0 0 0 0 0 0
E 1] 4 4] 0 0 0 0 i 0 1]
la AT -
Al TR F | 0 | 4 | 0 01 0] o] ol o 0 0
. G 0 4 0 0 0 0 0 0 0 0
A0,
BEQLS i) s Enpoint] 0,0 | 100,0] 0.0 | 0.0 | 00 | 0.0 | 0.0 | 00 | 00 | 0.0
Cell destruction: VALID
Log TCIDS0O: 1,60
Replica| K- Diluizione sostanza in esame (Test item dilution) K
Condizioni testate (Test condition) 1 2 3 4 5 6 7 8 i
B 0 0 0 0 0 0 1] 0 0 0
MICRO OXI
sl i € | 0] o0 o0 ol ol 0o 0] o 0 0
1,66% D 0 0 0 0 0 0 0 0 0 0
E 4] 4] 0 0 1] 1] 1] 4] 1] 0
Hela ATCC CCL-2
c F 1] 1] 0 0 1] 0 ] 0 4] 0
: G {0 0 4] 0 4] ] ] 1] 1] 0
BSA 0.03% final &
W inal cencantstion Endpoint| 0,0 | 00 | 0,0 | 0,0 | 0.0 | 00 | 00 | 00 | 00 | 00
Cell destruction: VALID
Log TCIDSN: 0,50
Data verifica Approver (Approver verification date ). 25/05/20
Sigla Tecnico e data (Technician signature and date); _qu'k I E| D"; LJ
Sigla Approver e data (Approver signalure and date); G £ ’i’-&'-r_j Lo
Revision: 1 Local reference: Mod. PSIMICIT1Z.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-OM-TEM-2081579

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

Data inizio (Starfed on); 12/05/20 Dala fine sperimentaziona (Experimentation finished on ) 15/05/20

Rapporto Mo {Report Mo : STULV20AAZ201-1 ID Camplone (i3 sample): LV-MAT-FOV7-20-119-0919:a3

Poliovirus Type 1 LSc-2ab

Titolazione virus (Virus Titration)

X Dluizione virus {Viris dilution)
Condizioni testate (Test condition) s (B 1 2 3 4 a 6 7 8 e
B 0 4 4 4 3 3 2 0 0 0
C 0 4 4 4 & a 2 1] 0 ]
D 0 4 4 4 3 3 2 1] 1] [
Poliovirus Type 1 LSc-2ab E 0 4 4 4 3 3 2 0 0 0
F 0 4 4 4 3 3 2 0 0 0
G 1] E 4 4 3 3 2 0 { 0
Endpoint| 0,0 | 100,0 { 100,0 | 100,0 | 100,0 | 100,0 1000 0.0 0.0 0,0
Cell destruction: VALID
Log TCIDS0: 6,50 + 0,000

Titolazione virale dopo filtrazione (Virus Titration after fittration)

Replica| K- Diluiziona virus {Virus dilution) K-
Condizioni testate (Test condition) 1 2 3 4 5 6 7 8
B 0 4 4 4 3 3 2 4] ] ]
c 0 4 4 4 3 3 2 4] 0 0
D 0 4 4 4 3 3 2 0 0 0
Poliovirus Type 1 LSc-2ab E 0 4 4 4 3 3 2 0 0 0
F L] 4 4 4 3 3 2 0 0 0
G 2] 4 4 4 3 3 2 0 0 0
Endpoint| 0.0 | 100,0] 100,0| 100,0] 1000 100,0[1000] 00 | 00 | 0.0
Cell destruction: VALID
Log TCIDS0: 6,50 ® 0,000
Reduction: 0,00 VALID
Data verifica Approver (Approver venfication date ): 25/05/20
Sigla Tecnico e data (Technician signature and date): MW 1 b L‘J’-i‘ LD
Sigla Approver e data (Approver signature and date): 3 'L'E';{*:ri f Lo
Revision: 1 Local reference: Mod. PSIMIC/12.E

& This decument 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-3081579

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

Data inizio (Started on): 12/05/20 Data fine sperimentazione (Expenmeantation finished on ): 15/05/20
Rapporto Mo (Report Noj . STULVZ0AAZ201-1 IO Campione (ID sample) . LV-MAT-FOV7-20-119-0918:a

Controllo sensibilita al virus (Control of virus sensitivity)
Poliovirus Type 1 LSc-2ab

Repli Diluizione virus (Virus dilution)
= eplical K- K-
Condizioni testate (Test condition) 1 2 3 4 5 & 7 &
B 0 4 4 4 3 3 2 1 a 1]
RS €t L 0 4| 4| a1 a1l 31 310 0 0
D 0 4 4 4 3 3 2 4] ] a
E 0 4 4 4 3 3 2 0 0 0
F 0 4 4 4 3 3 2 0 0 0
&0 min G 0 4 4 4q 3 3 2 0 0 0
Endpoint| 0,0 | 100,0 | 100,0 | 100, | 1000 | 1000 | 100,0| 16,7 0,0 0,0
Cell destruction: VALID
Log TCIDSD: B,67 t 0,346
‘ Replical K- Diluizione virus (Virus dilution) K-
Condizioni testate (Test condition) 1 2 3 4 5 6 7 8
B 1] 4 4 4 3 3 1 0 0 0
MICRO OXIGERM c 5 , 1 3 3 3 1 5 = 5
33.0% D 4] 4 4 4 k| a 1 0 0 4]
) . E 0 4 4 4 | 3 1 0 4] 4]
BSA 0.03% final concentration = 5 p ) 2 3 3 1 0 5 5
& it G 0 4 4 4 ] a 8] 0 4] 4]
Endpoint| (0.0 | 1000 | 100,0| 1000 | 1000 [ 1000 833 | 0.0 0.0 0.0
Cell destruction: VALID
Lag TCIDS50: 6,33 + 0,346
Reduction: 0,34 VALID
Recli Diluizione virus {Virus dilution)
eplical K- K-
Condizioni testate (Test condition) 1 2 3 4 5 ] 7 8
B 0 4 4 4 k] 3 2 ] 0 0
MICRD OXIGER
OXIGERM C 1] 4 4 4 3 3 1 ] 4] 1]
16,6% D 0 4 4 4 2 3 2 1] 0 1]
; E i 4 4 4 3 3 1 0 0 1]
BSA 0.03% final tratio
L SRR F 0 ] 4 4 3 3 1 0 0 0
e G 0 4 4 4 3 3 2 1] 1] 0
Endpoint| 0.0 | 100,0 | 1000 | 1000 | 100,0 | 100,0 | 1000 0.0 0,0 0.0
Cell destruction: VALID
Log TCIDSO: 6,50 + 0,000
Reduction: 0,17 VALID
Reoli Diluizione virus (Virus dilution)
eplica] K- K-
Condizioni testate {Test condition) 1 2 3 4 5 3] T 8
B 0 4 4 4 3 3 2 o 1] 0
MICRO OXIGERM C 0 3 1 7] 3 3 2 0 0 0
1,66% D 0 4 4 4 3 3 1 0 0 0
4 E 0 4 4 4 3 3 2 0 0 0
BSA 0.039% final
SA 0.03% final concentration = 0 7 P 3 3 3 5 0 0 0
80 min G 0 4 4 4 3 3 2 0 0 0
Endpoint] 0.0 | 100,0 | 1000 ] 1000 | 1000 | 100,0 | 1000 | 0,0 o0 0.0
Cell destruction: VALID
Log TCIDAOD: 6,50 - 0,000
Reduction: 0,17 VALID
Data verifica Approver (Approver verfication date ): 25/05/20
Sigla Tecnico e dala (Technician signature and date); W J ?é ;’T\ ’33
Sigla Approver e data {Approver signature and date): O 13 E’.T-Jf L=
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-2081579

Norma (Standard): EN144T6:2013+A2:2019 / UNI EN 14476:2019

Data inizio {Started on): 12/06/20 Data fine sperimentaziona (Expenmentalion finished on): 15/05/20

Rapporto No (Repaort No) | STULWVZ0AA2201-1 1D Campiona (1D sample) . LV-MAT-FOVT-20-118-0919:a

Test di riferimento per l'inattivazione del virus (Reference test for virus inactivation)

Citotossicita riferimento (Reference Cytotoxicity)

Hela ATCC CCL-2

Replica| K- Diluizlone sostanza in esame (Test item dilution ) K
Condizioni testate {Test condition) q 2 3 4 5 8 7 8 :
Formaldeide (Formaldehyde) E E - g g g g E E g g
0,7% 8] 0 4 3 0 1] 4] 0 i 0 0
E 0 4 3 1] 4] 0] 0 0 0 2]
PES
F 0 4 3 4] 1] 0 | [ 0 ]
G 0 4 ) 0 4] 0 i 0 0 1
Endpoint] 00 | 1000 | 1000] 0.0 .0 0.0 0,0 0,0 0,0 0.0
Cell destruction:; VALID
Log TCIDS0:! 2,50
Virus Control (Virus control)
Hela ATCC CCL-2
Poliovirus Type 1 LSc-2ab
. Diluizione virus (Virus difution)
R - H
Condizioni testate (Test condition) el B 2 3 4 5 5 7 8 ] .
B ] 4 4
R R e ——
o 0 4 4 4 3 3 0 4] 1] 0
PBS E 0 4 4 4 3 a 0 4] f 0
F 0 4 4 4 3 i 0 4] 1] 0
Wi sidin G { 4 4 4 3 3 0 0 ] 0
Endpoint| 0.0 | 100,0 | 100,0 [ 100,0 | 100,0 | 1000 167 | 00 (3,0 0.0
Cell destruction: VALID
Log TCIDSO; 6,67 + 0,346
Dilutzione virus {Virus dilution}
Repl - .
Condizioni tastata (Test condition) e s T i T e ST ET 7 [ & 9 3
B 0 4 4
ACQUA (WATER) RS S s S R .
(0] { 4 4 4 a3 2 4] {1 1 1]
PES
E 0 4 4 4 3 3 0 0 0 0
F 0 4 4 4 3 2 0 i 1] 0
60 min G [i] 4 4 4 3 P 0 0 0 0
Endpoint] 0.0 | 100,0 | 100,0 | 100,0 | 1000 | 100.0 00 | 00 0,0 0.0
Cell destruction: VALID
Log TCID50: 6,50 + 0,000

Data verifica Approver (Approver venficalion date ): 250520
Sigla Tecnico e data (Technician signature and date): M 169 Lo

Sigla Approver e data (Approver signature and dalte): l}f{ L% L':’Tli Lo

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+A2:2018 / UNI EN 14476:2019

Diata inizio {Started on); 12/05/20 Data fine spenmentazione (Experimentation finished on ): 15/05/20

Rapporto Mo (Report Nao) ; STULV20AA2201-1 10 Campione (ID sampla):  LV-MAT-FOV7-20-119-0919:a

Test di riferimento per l'inattivazione del virus (Reference test for virus inactivation)
Hela ATCC CCL-2

Poliovirus Type 1 LSc-2ab

; Diluiziona virus {Virus dilution)
; R K- o
Condizioni testate (Test condition) epica =1 & | %] 51 &l7vlagT 51F5
B { 4 3 1 1] 1] i 0 0 0
F
ormaldeide (Formaldehyde) c 0 3 3 3 0 5 0 o 5 5
0,7% (8] 0 4 # 1 1] 0 0 1] 0 1]
E 0 4 3 1 ] 0 0 1] 0 1]
e ELlm | 41 8 T 18T 015 |5 0 0
30 min G 1] 4 3 1 i 4] 1] 0 0 ]
Endpoint] ), 1000 | 1000 [ 100,0] 00 (0,0 0.0 0.0 0,0 0.0
Cell destruction: VALID
Log TCID50: 4,50 . 0,000
Reduction: 2,00 £ 0,000 PASS
: Diluizione virus (Virus dilution)
R K- %
Condizioni testate (Test condition) i T %] 4| 51 &1 7T 3 9 K
: B ] 4 3 0 0 4] 0 0 [ 0
Formaldeide (Formaldehyde) C 0 2 3 0 3 0 5 0 0 0
0,7% (8] 0 4 3 0 0 0 0 0 0 0
E 0 4 2 4] 1] 1] 0 1] 1] 0
PBES F 0 4 2 4] 0 L] Q ] ] 0
60 min G i) 4 3 0 0 0 0 ] 1t 4]
Endpeint] 0,0 | 1000 1000 00 0.0 0.0 0.0 0,0 0.0 0.0
Call destruction: VALID
Log TCIDSD: 3,50 + 0,000
Reduction: 3,00 + (0,000 PASS
Data verifica Appraver (Approver verification date ): 25/05/20
Sigla Tecnico e data (Technician signature and date): Wi 1£-05 L5
Sigla Approver e data (Approver signature and date) I..‘E L3 |05 IL‘}
Revision: 1 Local reference: Mod. PS/MIC/H12.E

€ This document is copyright of Eurofing 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-3081579

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

Data inizio (Started o) 1210520 Data fine spermentazions (Experimentation finished on ) 15/05/20
Rapporto No (Repart o) : STULVZ0AAZ201-1 ID Camplone (/D sample):  LV-MAT-FOV7-20-118-0919:a
Virus Control (Virus control)

Hela ATCC CCL-2
Poliovirus Type 1 LSc-2ab

Diluizione virus (Virus diiution)
Repil - 9
Condizioni testate (Test condition) g = 2 | 3 [ a1 5 8 7 B 9 "
B 4] 4 4 i 3 3 0 0 1] 1]
ALLELN: WATER) C {0 4 4 4 3 3 { 0 1] 0
D 4] 4 4 4 3 3 1] 0 1] 4]
BSA 0.03% final concentration E 1] 4 4 4 3 ] 4] 0 1] 0
F 1] 4 i 4 3 3 {0 i i 1]
o ahiin G 0 4 4 4 3 3 { i 0 1]
Endpoint] (0,0 [ 100.0 | 100,0 [ 1000 | 1000 | 100,0| 0.0 0.0 0.0 0.0
Cell destruction; VALID
Log TCIDSO: 6,50 + 0,000
C Diluiziona virus {Virus dilution)
Repl - -
Condizioni testate (Test condition) i) W 2 3 4 5 6 7 8 ] "
B ] 4 4 4 3 2 ] 4] 0 0
ACIAI (VAT c | o 4 | 4 | 4 3 7] T 0 0
D i 4 4 4 3 2 0 0 { 0
BSA 0.03% final concentration E 0 4 4 4 3 2 0 4] | 0
F 0 4 4 4 3 2 ] 0 0 0
5 G 0 4 4 4 3 3 0 0 ] 1]
M tact time fested
bl b Endpoint| 0,0 | 1000 | 100,0 | 100,0 | 100,0| 100,0| 0.0 | 0.0 | 0.0 | 0.0
Cell destruction: VALID
Log TCIDSO: 6,50 + 0,000
Data verifica Approver (Approver verification dale 25/05/20
Sigla Tecnico e data (Technician signature and dafe): ﬂ@ 15 05°le
Sigla Approver e data (Approver signalure and date): 13"{ ml@?{- =
Revision: 1 Local reference: Mod. PSIMIC/112.E

© This document is copyright of Eurcfins 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-OM-TEM-9081579

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

Data inizio (Started on): 12/05/20 Data fine sperimentazione (Experimentation finished on X 15/05/20
Rapporto Mo (Repori Na) : STULV20AA2201-1 1D Campione (10 sampla) . LV-MAT-FOV7-20-118-0919:3
Controllo soppressione attivitd prodotto (Control of suppression of product’s activity)

Hela ATCC CCL-2
Poliovirus Type 1 LSc-2ab

. Piluizione virus (Virus dilution)
R - =
Condizioni testate (Test condition) e S T E T s T al el el 7 = 5 "
B 0 4 4 3 2 2 1] 0 0 0
ICRO
L QXIGERM [+ 0 4 4 3 2 2 8] 0 0 0
33,0% ] 0 4 4 3 2 2 8] 0 0 0
: E 0 4 4 3 2 2 0 0 0 4]
BSA 0.03% fi tratio
% final concen n E 0 ry i a 5 5 5 2 5 =
0 min G 1] 4 4 3 2 2 0 1] i 1]
Endpoint| 0,0 | 1000 | 1000 | 100,0 | 1000 | 100.0] 00 .0 0,0 0,0
Cell destruction: VALID
Log TCIDS0: 6,50 + 0,000
Reduction: 0,00 VALID
; Dilvizione virus (Virus dilulion)
Repl - g
Condizioni testate (Test condition) R T S Ta L 8T &1 T3 9 %
B 0 4 4 3 2 2 0 ¢} 0 0
MICRO OXIGERM c 0 n ] 3 2 5 0 5 0 5
16,6% D 4] 4 4 3 2 2 4] 1] 1 0
. E 1] 4 4 3 2 P 1] i 0 i
BSA 0.03% final concentration F 0 ) 3 5 > 5 5 0 0 5
R G 0 4 4 3 2 2 0 0 0 0
Endpeint) 0.0 | 1000 [ 1000 | 1000 | 1000 | 100,0 | 0.0 0.0 0,0 0,0
Cell destruction; VALID
Log TCIDSD; 6,50 + 0,000
Reduction: 0,00 VALID
; Diluizione virus (Virus dilution)
Fepl - o
Condizioni testate (Test condition) el * T 35T a1 s 617 & 5 K
B 0 4 4 3 2 P 0 0 0 1]
MICRO OXIGERM C 0 1 4 3 2 2 0 0 0 0
1,66% D 0 4 4 3 2 2 ] 0 0 0
E 0 4 L a2 2 2 1] { 0 0
BSA 0.03% final concentration 5 5 3 7 3 5 ) 5 0 m 0
i G 0 4 4 3 2 2 i} 0 0 0
Endpoint| 0.0 | 100,0 | 100,0 | 100,0 [ 1000 [ 100,0] 00 | 00 0,0 0,0
Cell destruction: VALID
Log TCID&D: B,50 + 0,000
Reduction: 0,00 VALID
Data verifica Approver (Approver venfication date ): 25/05/20
] il
Sigla Tecnico e data (Technician signalure and date): W L {l h {0
Sigla Approver e data (Approver signature and date): '\}'f ;'—?hi’ﬁj;f 5=
Revision: 1 Local reference: Mod. PSIMICI112.E
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<% eurofins

{Quantitative suspension test for the evaluation of virucidal
activity in the medical area) EDR: 1-P-QM-TEM-3081579

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

Drata inizio {Started on) 12/05/20 Data fine sperimentazione (Expermentalion finished on ): 15/06/20
Rapporo No (Report Noj STULV20A482201-1 ID Campione (D sample): LV-MAT-FOV7-20-110-0019:a
Procedura test (Test procedure)

Hela ATCC CCL-2
Poliovirus Type 1 LSc-2ab

. Diluizione virus (Virus dilution)
Repl = H
Condizioni testate (Test condition) e 2 3 4 5 ] 7 8 9 "
B 0 4 0 1] 0 0 0 0 0 0
MICRO OXIGERM c 5 Y 0 0 5 3 0 5 0 0
33,0% D 4] 4 0 ] ] 0 1] 0 4] 0
E 0 4 4] 1] ] 0 4] 1] 1] 4]
BSA 0.03% final concentration F 1] 4 0 0 0 0 4] 1] 1] 1]
G ] 4 0 0 1] 0 i 1] 0 1]
5 min Endpoint] 00 | 1000) 0,0 0.0 0,0 0.0 0.0 0,0 0,0 0.0
Cell destruction: VALID
Log TCIDS0: 2,560 + 0,000
Log reduction: 4,00 + 0,000
. Diluizione virus (Virus dilution)
Repl K- e
Condizioni testate (Test condition) — 2 3 4 5 6 7 B 3 5
B 0 4 0 0 4] 0 0 0 0 0
(1]
ICRO OXIGERM C 0 " 0 0 0 0 0 0 5 0
16,6% D 0 4 1] 0 0 i} 0 0 1] 0
E 0 L 0 0 1] 0 0 0 1] 0
BSA 0.03% final concentration F i 4 0 1] { 0 1] 0 4] 0
G } 4 0 0 {1 0 0 1] 1] 0
& min Endpoint) 0,0 | 1000 0.0 0,0 0,0 0.0 0.0 0.0 0.0 0.0
Cell destruction: VALID
Log TCIDS0: 2.50 + 0,000
Log reduction: 4,00 - 0,000
’ Diluizione virus (Virus dilution)
Repl - -
Condizioni testate (Test condition) e M 2 3 4 5 3 7 8 5 K
B 0 4 4 3 & 1] 1] 0 0 ]
MICRO OXIGERM C 0 3 7 3 3 5 9 0 3 0
1,66% D 0 4 4 3 3 1] { 0 0 ]
E 4] 4 < 3 3 4] 1 0 0 {
BSA 0.03% final concentration F 0 4 4 3 3 0 0 0 0 0
G 0] o4 4 3 3 0 0 0 0 0
5 min Endpoint] 0.0 | 100,0 [ 100,0] 1000 [ 100,0] 00 | 00 | 00 0.0 0.0
Cell destruction: VALID
Log TCID&O: 5,50 £ 0,000
Log reduction: 1,00 + 0,000
Data verifica Approver (Approver verfication date ): 25/05/20
Sigla Tecnico e data (Technician signature and date); @Jk 1 é. ':JLI' LU
Sigla Approver e data (Approver signature and date): M 1w 5'1*—::'
Revision: 1 Local reference: Mod. PSIMIC/A1Z.E
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Prava guantitativa in sospensions per la valutazione dell'attivita

.: ;:: e u ro fi n S virucida in area medica

(Quantitative suspension test for the evaluation of virucidal
activity in the medical area)

Pagina (Page) 10/ 33

EDR: 1-P-QM-TEM-9081579
Morma (Standard): EN14476:2013+A2:2019 / UNI EN 14476:2019

Data inizio (Started on). 1210620

Drata fine spermentazione (Exparimentation finished on };
Rapporto Mo (Report Na)

15/05/20
STULVZ0AAZZ01-1

ID Campione (/10 sample):  LV-MAT-FOV7-20-118-0919:a3

Result summary

Attivita virucida (Virueidal activity)
Poliovirus Type 1 LSc-2ab

Frodotto (FProduct)

MICRO OXIGERM
Sostanza interferente (Inferfaring substance)

BSA 0.03% final concentration
Tempa di contatto (Contact time)

5 min
Concentrazione (Concentration)

Riduzione Log (Log Reduction) Status
33,0% 410 PASS
16,6% 410 PASS
1.66% 1+0 FAIL

Data verifica Approver (Approver verfication date ): 25/05/20

Sigla Approver e data (Approver signafure and dates): G“ { L'l{d-;' | =]
Revision: 1

Local reference: Mod. PSIMICI112.E
@ This document Is copyright of Eurofins Scientific Group | Approved document in ETG
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Prova quantitativa in sospensione per la valutazione doll'attivita

virucida in area medica Pagina (Page) 11/ 3§

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

Norma (Standard): EN14476:2013+A2:2018 | UNI EN 14476:2019

Drata inizio {Started on).

Rapporto Mo (Report No) :

12/05/20

STULV20AA2201-1

Data fine sperimentazione (Expenmentation finished on ): 15/05/20

ID Campione (/D sampla): LV-MAT-FOVT-20-119-0019:a

Presentazione grafica del saggio (Graphic presentation of tesi)

Poliovirus Type 1 LSc-2ab
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Data verifica Approver {Approver verification dale ): 25/05/20

Sigla Approver e data (Approver signature and date): O Blog1o

[Revision: 1
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{Quantitative suspension test for the evaluation of virucidal
activity in the medical area) EDR: 1-P-OM-TEM-3081579

Morma (Standard); EN14476:2013+A2:2018 { UNI EN 14476:2019

Data inizio (Started on): 12/05/20 Data fine sperimentazione (Expenmentation finished on ),  18/05/20

Rapporto No (Report Na): STULVZ0AAZZD1-1 I Campione (10 sample): LV-MAT-FOVT-20-119-0818:a

Citotossicita (Cytotoxicity)
Hela ATCC CCL-2

Replica| K- Diluizione soslanza in esame (Test item dilution K-
Condizioni testate (Test condition) 1 2 3 4 5 B 7 a8
B 0 4 B 0 1] ] 0 0 0 0
MICRO OXIGERM c 0 2 3 0 0 0 0 0 0 0
33,0% D 0 4 3 0 0 0 0 0 0 0
E 0 4 £ 0 0 0 4] 4] 0 0
Hela ATCC CCL-2 3 5 7 3 0 0 0 0 5 0 o
) G ] 4 3 i i 0 ] 0 0 0
R R, 00% Tl cvpnslion Endpoint] 0,0 | 100,0| 100,0] 0,0 | 0,0 | 0,0 | 0.0 | 00 | 0.0 | 0.0
Cell destruction: VALID
Log TCIDSO: 2,50
_ Replica| K- Dhluizicne sostanza in esame (Test item dilution) K.
Condizioni testate (Test condition) 1 2 3 4 5 & 7 8
B ] 4 3 0 1] 1] 0 Q 0 1]
MICRO OXIGERM c 0 3 3 0 0 0 0 0 0 0
16,6% D 0 4 3 0 1] 0 0 0 0 0
E 0 4 b 4] 1] 1] 0 1] 0 ]
Hela ATCC CCL-2 3 0 3 3 0 g 0 0 0 0 0
. G 4] 4 a 1] 0 0 4] a { 0
B UL el Lancantyation Endpoint] 0,0 | 100,0 | 100.0] 0.0 | 0,0 | 0,0 | 0.0 | 0.0 | 9.0 | 00
Cell destruction: VALID
Log TCIDSO: 2,50
Replica| K- Diluizione sostanza In esame (1est item dilution) K.
Condizioni testate (Test condition) 1 2 3 4 ] 6 7 B
B 0 4 ] 0 0 0 0 0 0 0
MICRO OXIGERM c 0 3 5 0 0 5 5 0 5 0
1,66% D 0 4 1] 0 0 4] 0 a 1] 4]
E 0 4 0 0 0 4] 0 a 4] 1]
Hela ATCC CCL-2 F 0 A 0 0 0 5 0 0 5 0
. G 0 B ] 1] 4] 1] 0 a 1] 0
BSA 0.05% final concentration Endpoin| 0,0 | 100,0] 0,0 | 0.0 | 0,0 | 0,0 | 00 | 00 | 0.0 | 00
Cell destruction: VALID
Log TCIDSO:! 1,50
Data verifica Approver {Approver verification date):  25/05/20
Sigla Tecnico e data (Technician signature and date): M 16-97 Lo
Sigla Approver e data (Approver signature and data): I ]J’\f o%| o
Revision: 1 Local reference: Mod. PSMICH12.E
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- o -
o f
%o e u ro I n S (Quantitative suspension test for the evaluation of virucidal
activity in the medical area) EDR: 1-P-OM-TEM-2081579

Norma (Standard): EN14476:2013+A2:2018 | UNI EN 14476:2019

Data inizio (Started on): 12/05/20 Data fine sperimentaziona (Experimentation finished on ). 18/05/20

Rapporio No (Report No) : STULWV2DAAZZ01-1 ID Campione (1D sample) : LV-MAT-FOV7-20-119-0919:3

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

Replica| K- Diluizione sostanza in esame (Test ilem dilution) K

Condizioni testate (Test condition) 1 z a 4 5 [ 7 ] i
B ol alagloleoelalol ol i

MICRO OXIGERM o O T B e s
33.0% D | 0| 4 [0 ool oo To o1

E 1o &1 681 2 0 | o | o0 0ol o0 o

ATCC COL-
re -2 FE 1l ol al bl olelol ol ol 0T
, [ T Y B G i O O O
BSA 0. |

SA 0.03% final conceritration Endpaimt] 0,0 | 100.0] 0,0 | 0.0 | 00 | 0,0 | 00 | 00 | 0.0 T 00

Cell destruction: VALID

Log TCIDSD: 1,50
Replical K- Diluizione sostanza in esame (Test item dilution) K
Condizioni testate (Test condition) 1 2 3 4 5 & 13 8 £
B 0 4 0 0 0 0 0 0 1] 0
MICRO OXIGERM C 0 ) G 3 0 5 A 3 0 5
16,6% D 0 - 1] 0 0 0 0 0 ] 0
y E 0 4 i} 0 0 0 Q 0 0 0
Hela ATCC CCL-2 F 0 y 0 0 3 5 0 5 3 3
: G 0 4 0 0 0 0 0 1] 0 0
HEAD.02% final. canganiration Endpoint| 0,0 | 1000| 0.0 | 00 | 0.0 | 00 | 0.0 | 0.0 | 0.0 | 0.0
Cell destruction; VALID
Log TCIDS0: 1,50
: 3 Replica| K- Diluizione sostanza in esame {Tes! item dilution) K.
Condizioni testate (Test condition) 1 2 3 4 5 5 7 8
B 0 0 0 4] [4] i) {J 0 0 {
MICRO OXIGERM c 0 0 o 0 0 5 0 3 0 5
1,66% D 0 0 0 0 0 0 0 0 0 0
E 0 0 0 ] ] 0 0 0 0 0
Hela ATCC CCL-2 = 0 0 0 0 5 0 5 0 0 0
3 G n 0 0 i} 0 0 0 n 0 0
BSA 0.03% final concentration Endpoit] 0.0 0.0 0.0 00 0.0 0.0 5.0 0.0 30 9.0
Cell destruction: VALID
Log TCIDS0D: 0,50
Data verifica Approver (Approver verification date s 25/05/20
Sigla Tecnico e data (Technician signature and date): M'-‘l :'_G ﬂﬁ is
Sigla Approver e data (Approver signature and date): gL Walosiw
Revision: 1 Local reference: Mod, PSIMICH12.E
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<~ eurofins

{Quantitative suspension test for the evaluation of virueidal
activity in the medical area) EDR: 1-P-OM-TEM-2021579

MNorma (Standard): EN14476:2013+A2:2019 [ UNI EN 14476:2019

Data inizio (Started on). 12/05/20 Data fine sperimentazione (Experimentation finished on ), 18/05/20

Rapporto No (Report No) : STULVZ0AAZZ01-1 ID Campione {10 sample) : LV-MAT-FOWT-20-119-0919:a

Adenovirus Type 5§ ATCC VR-5

Titolazione virus (Virus Titration)

X Diluizione virus {Virus dilution)

Condizioni testate (Test condition) R % T 2 3 | 4 5 6 7 i

B 0 4 4 4 3 3 2 1 0 0

o 0 4 4 4 3 3 2 1 0 0

D 0 4 4 4 3 3 2 [} 0 0

Adenovirus Type § ATCC VR-5 E 1] 4 4 4 3 i 2 1 0 0

F 0 4 4 4 3 3 2 0 0 0

G 0 4 4 4 3 3 2 1 0 1]
Engpeint| 0,0 | 1000} 100,0 | 100,0 | 100,0 | 100,0| 1000 | 66,7 0.0 0.0

Cell destruction: VALID
Log TCIDS0; 77 * 0,400
Titolazione virale dopo filtrazione (Virus Titration after filtration)
2 Diluizione virus (Vires dilution)

Condizioni testate (Test condition) e K ] 2 35 | 4 ] B B 7 g1 >

B 0 4 4 4 4 3 2 ] 0 0

C 0 4 4 4 4 3 P 2 1] 0

D 0 4 4 4 4 3 2 0 0 0

Adenovirus Type 5 ATCC VR-5 E 0 4 4 4 4 3 2 2 0 0

F 0 4 4 4 4 ] 2 2 0 0

G 0 4 4 il 4 3 2 L] 0 0
Endpoint) 0,0 | 100,0 | 100,0 | 100,0 | 100.0 | 100,0 | 100,0 50,0 0,0 0.0

Cell destruction: VaLl
Log TCIDSO: 7,00 + 0,447
Reduction; 07 WALID

Data verifica Approver (Approver verification date);  26/05/20

Sigla Tecnico e dala (Technician signature and data); M"l-'" {f; Nlo
Sigla Approver e data (Approver signature and data): (3 l-?!.—”“gi 1o

Revision: 1 Local reference: Mod, PS/IMICI12.E
2 This document is copyright of Eurofins Scientific Group | Approved document in ETQ
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Prowva quantitativa in sospensione per la valutazione dell'attivita
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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): EN14478:2013+A2:2019 / UNI EN 14476:2019

Data inizio (Starfed an): 12/05/20
Rapporto No (Report No):  STULV20AA2201-1

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

Data fine sperimentazions (Expermentation finished on ): 18/05/20

D Campione (10 sampie) . LV-MAT-FOV7-20-119-0019:5

. Diluizione virus (Virus dilulion)
R - =
Condizioni testate (Test condition) WAl * T T T sl fa Ll &l T 7T 5%
B 0 4 4 4 4 3 2 1 0 0
P
o c | 0 | 4 4 4 3 3 7 1 0 0
D 1] 4 4 4 4 3 2 1 0 4]
E { 4 4 4 4 3 2 1 0 1]
F 0 4 4 4 4 3 2 1 0 0
60 min G 0 4 4 4 4 3 2 1 0 0
Endpoint| 0.0 | 100,0 | 100.0 | 100.0 | 100,0 | 100,0 | 100,0| 1000 0.0 0,0
Cell destruction; VALID
Log TCIDS50: 7,50 * 0,000
Diluizione virus (Virus dilulion)
Rapl - T
Condizioni testate (Test condition) il K 2 | 3] a5 ] 6] 77T 381K
B 0 & 4 4 4 3 2 0 0 1]
IC
MICRE QIGERM ¢ L0 |l @&l aT &l #1385t 3T 7T 5135
33,0% D 0 4 4 4 4 3 2 1 0 0
3 0 4 4 4 4 3 2 1 0 0
BSA D, ticy
S4 0.03% final concentration 5 M 4 ) ry yi 5 5 = 5 =
80 min G 0 k] q 4 4 a 2 0 {1 0
Endpeint| 0.0 | 100,0 | 1000 | 100,0 | 100,0 | 1000 | 1000 500 0.0 0.0
Cell destruction: VALID
Lag TCIDS0: 7,00 + 0,447
Reduction; 0,50 VALID
Diluizione virus (Virus dilution)
. Reapl K- 2
Condizioni testate (Test condition) pplice i Z | 3] a4 5] 6] 7T kK
B 0 4 4 4 4 3 2 0 0 0
MICRO OXIGERM c 5 2 Fi I @ 3 > 3 3 0
16,6% D 1] i 4 4 i 3 2 1 EI 0
; E 0 4 4 4 4 3 2 1 { 0
. | rirat
BSA 0.03% final concentration = 0 y ry 3 7} 3 5 - 5 -
60 min G 0 4 4 4 4 3 2 0 [ 1]
Endpoint| {0 1000 ( 100,0 [ 1000 | 100,0 | 100,0 | 100,0 66,7 0.0 0.0
Call destruction: VALID
Log TCIDSD: 77 £ 0,400
Reduction: 0,33 VALID
5 Diluizione virus (Virus dilution)
Condizioni lestate (Test condition) Resizal - i 2 3 4 5 6 7 8 il
B ] 4 4 4 4 3 2 1 0 0
MICRO OXIGERM c 0 1 p: p ) 5 5 3 0 o
1,66% D 0 4 4 4 4 3 2 1 0 0
3 : E 0 4 4 4 4 3 2 1 0 0
BSA 0.03% final concentration F 0 3 P ) 7) 3 5 3 0 5
80 min G 0 4 4 4 4 3 2 1 0 1]
Endpoint] 0.0 | 1000 | 100,0 | 100,0 | 100,0 [ 100,0 | 1000 1000 0.0 0,0
Cell destruction: VALID
Log TCIDS0: 7,60 + 0,000
Reduction: 0,00 VALID
Data verifica Approver (Approver verification date).  25/05/20
Sigla Tecnico e data (Technician signalura and date): ﬂﬂ-'l"‘ “} :‘% Lo
Sigla Approver e dala (Approver signature and date): ot 13{"“'; i =
Revision: 1 Local reference: Mod. PSIMICI112.E
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<% eurofins

(Quantitative suspension test for the evaluation of virucidal
activity in the medical area) EDR: 1-P-OM-TEM-2081579

Norma (Standard): EN14476:2013+A2: 2018/ UNI EN 14476:2019

Data inizio (Started on). 12/05/20 Data fine sperimentazione (Experimentation finished on );  18/05/20

Rapporto Mo (Report No) - STULVZ0AAZZ01-1 |D Campione (1D sample): LV-MAT-FOV7-20-119-0919:a

Test di riferimento per 'inattivazione del virus (Reference test for virus inactivation)

Cltotossicita riferimento (Reference Cytotoxicity)
Hela ATCC CCL-2

Repica| K- Diluizione sostanza in esame (Test item dilution K
Condizioni testate (Test condition) 1 2 3 4 5 6 7 8 i
Formaldeide (Formaldehyde) g g : 3 g g g g g g g
0,7% D 0 i 3 0 1] ] 0 0 ] i
E 0 4 3 1] { 0 0 4] ] 0
PBS
F 0 4 3 0 0 0 0 0 0 0
G } 4 3 0 0 0 0 {l 0 0
Endpointy 0.0 | 1000 1000( 00 0.0 0.0 0.0 0.0 0.0 0.0
Cell destruction: VALID
Log TCID50: 2,50
Virus Control (Virus control)
Hela ATCC CCL-2
Adenovirus Type 5 ATCC VR-5
. Diluizione virus (Virus difution)
Repl K- E
Condizioni testate (Test condition) s 21 31 4| ET €1 2 T s | ®
B 0 4 4 3 3 2 1 0 0 0
C R
PSRl LR e | a6 [ 41 4 315132 1= i A
D 0 4 4 3 3 2 0 0 0 0
E&S E [ 6 | & | 21 8 al2z1 3T 01 5 5
F 0 4 4 3 3 2 1 0 1] 0
0 min G 0 4 4 3 3 2 0 0 0 0
Endpoint] (.0 | 1000 | 100,0 | 1000 | 100,0 | 1000 | 66,7 0,0 0.0 0.0
Cell destruction: VALID
Log TCIDS0; 7T + 0,400
L Diluizione virus (Virus dilution)
Repl - A
Condizioni testate (Test condition) eplical K 2 3 4 5 & |7 8 s | K
B 0 4 4 3 3 1 0 1] o] 0
E
ARHL (RATER) Cc 1] 4 4 3 3 1 0 0 0 0
D ] 4 4 3 3 1 1 0 0 0
RE3 E 0 4 4 3 3 1 1 1] 0 1]
F 0 4 4 3 3 1 1 0 0 0
60 min G 0 4 4 3 3 1 1 0 0 (]
Endpoint] (.0 [ 1000 | 100,0 | 1000 | 1000 [ 1000 6687 0,0 0,0 2.0
Cell destruction; VALID
Log TCIDS0D: 7AT + 0,400
Data varifica Approver {Approver verification date | 25/05/20
Sigla Teenico e data (Technician signature and date)- gi_i'!{x :r.é J ] L‘-’
Sigla Approver e dala (Approver signature and date); F nlos i
Revision: 1 Local reference: Mod. PS/MICH12.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): 12/05/20 Dala fine sparimentazione (Experimentation finished on):  18/05/20

Rapporto Mo (Report No) : STULV20AAZ201-1 ID Campiane (1D sample): LV-MAT-FOV7-20-119-0019:a

Test di riferimento per l'inattivazione del virus (Reference test for virus inactivation)
Hela ATCC CCL-2
Adenovirus Type 5§ ATCC VR-5

" Diluizione virus (\Virus dilution)
Repl 5 -
Condizioni testate (Test condition) i W AEIE NN A S E
B ] 4 3 L] 0 0 { ] 0 0
Formaldeide (Formaldehyde) C 0 4 3 > 0 5 o m 0 5
0,7% D 0 4 3 0 0 1] 0 0 4] 0
E L] 4 3 0 0 4] 0 1] 1] 0
P F 0 4 3 2 1] ] 1] 0 4] 1]
30 min G 0 4 3 0 4] 0 {0 0 1] 1]
Endpoint] 0.0 | 1000 [ 1000 | 33.3 0.0 0.0 0,0 0,0 0.0 0,0
Cell destruction: VALID
Log TCIDSO: 3,83 * 0,400
Reduction: 3,34 + 0,283 PASS
Diluizione virus (Mirus dilution)
Repli K- s
Condizioni testate (Test condition) i 2 3 a 5 B 7 ) 5
. B 0 < 3 0 0 4] 0 1] 0 0
Formaldeide (Formaldehyde) c 0 4 3 0 0 0 0 i) 0 5
0,7% D 0 4 3 0 0 0 4] ] 0 0
E 0 4 3 0 Q 0 1] 0 4] 4]
s F | o a3l 0ol ol 0] o oo
0 min G 0 4 3 4] 1] 1] 0 0 4] 4]
Endpaint] 0,0 | 1000 [ 1000 00 0.0 0,0 0,0 0,0 0.0 0.0
Cell destruction: VALID
Log TCIDS0; 3,50 £ 0,000
Reduction: 3,67 + 0,200 PASS
Cata verifica Approvar (Approver verification dafe ). 25/05/20
Sigla Tecnico & dats (Technician signalure and date); J_'E'-'L: llg-ifﬂf
Sigla Approver e data (Approver signature and date): Sal L"li*::"ff [Sa)
Revision: 1 Local reference: Mod. PS/IMICI12.E
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«% eurofins

(Quantitative suspension test for the evaluation of virucidal
activity in the medical area) EDR: 1-P-CQM-TEM-0081570

Norma (Standard): EN14476:2013+A2:2019 | UNI EN 14476:2018

Dala inizio (Starfed on): 12/05/20 Data fine sperimentazione (Expanmentation finished on I} 1805720

Rapporto Mo (Report o) ; STULV20AAZ201-1 ID Campione (/0 sampig): LV-MAT-FOV7-20-118-0819-3

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

i Diluizione virus {Virus dilution)
Repl - &
Condizioni testate (Test condition) ] K 2 3 4 5§ -] 7 B 9 K
B 1] 4 4 3 3 2 1 0 0 0
ACEA ATER) (EESEIANRYNEREIERERES =3 =0
D 1] 4 4 3 3 2 1 0 {0 0
BSA 0.03% final concentration E 0 4 4 ] a 2 1 i} 1] ]
F 0 4 4 3 3 2 1 0 1] ]
0 il G 0 4 4 3 3 2 0 ] ] 0
Endpaint| (L0 | 1000 | 1000 | 100,0 [ 1000 1000 83.3 0.0 0,0 0.0
Cell destruction: VALID
Log TCID50: 7.33 + 0,346
Diluizione virus (Virus dilution)
Repl K- 2
Condizioni testate (Test condition) i 2 3 4 5 8 7 8 g | "
B 0 4 B 3 3 2 ] i 0 0
ACQUA (WATER) G 0 4 4 3 3 2 1 0 0 0
[m) 0 4 = 3 3 2 0 0 i 0
BSA 0.03% final concentration E 0 4 4 3 3 2 1 0 0 ]
F {l 4 4 o 4 2 1 0 0 1]
: G f 4 4 o 3 2 1] 0 0 4]
Msximuin cantaat e tated Endpoint| 0,0 | 100,0 | 100,0 | 100,0 | 100,0 | 1000 | 50.0 | 0.0 | 0.0 | 0.0
Cell destruction; VALID
Log TCIDSO: 7,00 + 0,447
Data verifica Approver (Approver verification date Y 25/05/20
Sigla Tecnico e data (Technician signature and date): fﬂ‘_‘ “p- ;}R Ly
Sigla Approver e data (Approver signature and dale)- O 18[=3 | Lo
Revision: 1 Local reference: Mod, PSIMICH12.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 14478:2019

Data inizio (Sfarted on). 12/05/20 Data fine sperimentazione (Exparimentation finished en):  18/05/20

Rapporto No (Report No) : STULV2DAAZ201-1 ID Campione {ID sample) . LV-MAT-FOVT7-20-119-0819:a

Controllo soppressione attivith prodotto (Control of suppression of product's activity)
Hela ATCC CCL-2
Adenovirus Type 5§ ATCC VR-5

; Diluizione virus (Virus dilution)
Repl - i
Condizioni testate (Test condition) i 1Mo 2 3 4 5 6 7 8 o
B ] 4 4 3 2 3 1] 0 0 4]
X1
MICRO OXIGERM c | 0 | 2 | 4 3 | 2 i o0 | &1 8 ] o
33,0% D 0 4 4 3 2 1 0 0 0 0
) . E 0 4 4 3 2 1 0 0 0 1]
BSA 0.03% final
ATl pdncstdion F 0 4 4 3 2 1 0 0 0 0
Sy G 0 4 4 3 2 | { 0 0 {1
Endpoint| (10 1000 [ 1000 | 100,0 | 1000 1000| 0,0 0,0 0,0 0.0
Cell destruction: VALID
Log TCIDS0: 6,50 % 0,000
Reduetion: 0,50 VALID
. Diluizione virus {(Virus dilution)
Repl - 5
Condizioni testate (Test condition) i e 2 3 4 5 6 7 B s | X
B 4] 4 4 3 2 1 0 0 0 0
IC
MIERO AXIGERM T T T O 1 0 | 0 | 0 | o
16,6% D 0 4 4 3 2 1 1] 0 0 0
) . E 1] 4 4 3 2 1 4] 0 0 0
BSA 0.03% f
% final concentration F 5 7 3 5 5 7 0 0 5 0
# min G 0 4 4 3 P 1 i} 0 0 0
Endpoint| 0,0 | 100,0 ] 100,0| 100,60 | 1000 | 100,0] OO0 0,0 0,0 3.0
Cell destruction: VALID
Log TCIDS0O:; 6,50 r o 0,000
Reducton: 0,50 VALID
Diluizione virus (Virus dilution)
Repli - =
Condizioni testate (Test condition) s 2 3 4 5 6 7 8 s | ¥
B 0 4 4 3 2 1 0 0 1] ]
MICR X
R ERIGERM E L 0l 41 & | 512 1 0 | 0| o | o
1,66% D 0 4 4 3 2 1 0 1] 0 0
. E 0 4 4 3 P 1 0 4] 1] 0
BSA 0.03% fi
inal concentration F 0 r ) 3 5 3 0 5 5 0
0 min G 1] 4 4 3 7 1 0 1] 0 0
Endpoint| 0,0 | 1000 | 100,0 [ 100,0 | 1000 | 1000 | 00 0,0 0.0 0.0
Cell destruction: VALID
Log TCIDS0: 6,50 t 0,000
Reduction: 0,50 VALID
Data verifica Approver (Approver venfication date ). 25i05/20
i |
Sigla Tecnico e data (Technician signature and date): MWk 16 0950
Sigla Approver e data (Approver signature and date): ij‘f 4‘.5%.""" 5 || Lo
Revislon: 1 Local reference: Mod. PSIMICI12.E
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«~ eurofins

(Quantitative suspension test for the evaluation of virucidal
activity in the medical area) EDR: 1-P-QM-TEM-8081579

Morma (Standard): EN14478:2013+A2:2019 [ UNI EN 14476:2019

Data inizio (Stanted on): 12/05/20 Data fine sperimentazione (Experimentation finished on):  18/05/20

Rapporto Mo (Report o) ; STULV20AA2201-1 1D Campione (I sample): LV-MAT-FOV7-20-119-0819:a

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

. Diluizione virus (Virus dilution)
Repl - -
Condiziani testate (Test condition) i M 2 3 4 5 B 7 i} a 1
B {0 4 1] 0 ] 0 0 1] 0 0
Mic
RODXIGERM EL O | &£ 1 8 FTol &6l @81 66 8 a
33.0% D 1] i 0 0 0 0 0 1] 0 0
E 1] 4 4] 0 1 0 1] 1] 0 0
BSA 0.03% final concentration F ] 4 0 0 0 0 1] 1] 0 0
G ] 4 0 0 0 0 1] 1] 0 [4]
5 min Endpoint| 00 |1000] 00 [ 00 0.0 0.0 00 | 60 | 0.0 0.0
Cell destruction: VALID
Log TCIDSD: 2,50 + 0,000
Log reduction: 4,60 + 0,224
Replica| K- Diluizione virus [Virus dilubon) K-
Condizionl testate (Test condition) 2 3 4 5 6 i B a9
B 0 4 0 0 0 4] 1] 0 4] 1]
MIC
ICRO OXIGERM C 0 4 0 0 0 4] 1] 0 4] 1]
16,6% 8] 0 4 0 0 0 1] { 0 4] 0
E 0 4 0 0 4] 0 0 0 { ]
BSA 0.03% final concentration F 0 4 0 4] 4] 1] 0 0 1] 1]
G 0 4 { 1] 1] 0 1] 0 1] 0
5 min Endpoint]| 00 | 1000 (| 0,0 3.0 0.0 0,0 0,0 0,0 0,0 0.0
Call destruction: VALID
Log TCIDSO: 2.50 4 0,000
Log reduction: 4,50 3 0,224
Diluizione virus (Virus dilution)
I . L,
Condizioni testate (Test condition) el K 2 3 4 5 5 7 8 5 | ¥
B 0 4 4 2 0 0 0 0 { {J
MICRO OXIGERM
C { 4 4 2 0 { 0 1] 0 0
1,66% D { ! 4 2 ] L 0 4] { 0
E 0 4 4 2 {l ! 0 1] { 0
BSA 0.03% final concentration F 0 4 4 2 0 8] 0 0 0 0
G ] 4 4 2 0 0 0 4] 0 0
5 min Endpointl 0,0 | 100,0 | 1000 | 1000 0.0 0.0 0,0 0,0 0.0 0.0
Cell destruction: VALID
Log TCID50: 4,50 + 0,000
Log reduction: 2,50 + 0,224
Data verifica Approver (Approver venfication date ) 25/06/20
Sigla Tecnico e data (Technician signature and date); Q!E‘: n},ér Mle
Sigla Approver e data (Approver signature and data); I 1951
Revision: 1 Local reference: Mod. PSIMIC/112.E

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




Analytical Report: AAH97538, Eurofins Number: STULV20AA2201-1, Version: 1
Prava gquantitativa in sospensione per la valutazione dell'attivita
L) f . virucida in area medica

{Quantitative suspension test for the evaluation of virucidal
activity in the medical area)

Pagine (Page) 2133

EDR: 1-P-QM-TEM-808157%
Norma (Standard): EN14476:2013+4A2:2018 ) UNI EN 14476:2019

Data inizlo (Starfed on); 12/05/20

Data fine sperimentazione (Experimentation finished on ¥
Rapporto Mo {Report No) :

18/05/20
STULV20AAZ201-1 ID Campione (1D sampla): LV-MAT-FOV7-20-119-0919:a

Result summary

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

Prodotto (Froduct)

MICRO OXIGERM
Sostanza inlerferante (intarfering substance)

BSA 0.03% final concentration
Tempo di contatio (Contact fime)

5 min
Concenirazions (Concentration) Riduzione Log (Log Reduction) Status
33.0% 45022 PASS
16,6% 4.5+0.22 PASS
1,66% 25%022 FAlL

Data verifica Approver (Approver varification date ), 26/05/20

Sigla Approver e data (Approver signature and date): a'{ wloyhe
Revislon: 1

Local reference: Mod, PS/IMICI112.E
@ This document is copyright of Eurofins Sclentific Group | Approved dacument in ETG
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<= eurofins

Frova guantitativa in sospensione per la valutazione dell'attivita

(Quantitative suspansion test for the evaluation of virucidal

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

virucida in area medica Pagina (Page) 22 (33

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

Data inizlo (Started on); 12/05/20

Rapporta No (Repart Ma) STULVZ20AA2201-1

Data fine spermentazione ( Experimentation finished on ¥ 18/05/20

ID Campione (10 sampig): LV-MAT-FOV7-20-119-0912:a

Presentazione grafica del saggio (Graphic presentation of test)

Adenovirus Type 5§ ATCC VR-5

Log (TCID 50)
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Data verifica Approver (Approver venfication date ), 25/05/20

Sigla Approver e data {Approver signature and date); @'{ 1?.{9"] 'J o

Revision: 1

Local reference: Mod. PSIMICH12.E

@ This document is copyright of Eurofins Scientific Group
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L -
-"o f
28
'b & e u r 0 I n 5 {Quantitative suspension test for the evaluation of virucids!
activity in the medical area) EDR: 1-P-0QM-TEM-9081572

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

Data inlzio {Started on). 12/05/20 Data fine sperimentazione (Expermentation finished on |- 15/05/20

Rapporto No (Report Na) : STULV20AA2201-1 |0 Campione (1D sample) : LV-MAT-FOV7-20-119-0919:a

Citotossicita (Cytotoxicity)
RAW 264.7 ATCC TIB-T1

Replica| K- Diluizione sostanza in esame (Test ifem dilution ) K
Condizioni testate {Test condition) 1 2 3 4 5 G 7 8 i
B 0 4 4 0 0 0 0 ] 0 0
Mic RM
RO OXIGE ¢ | 0 | 4 s 0ol al el ®l 655
33,0% D 0 4 4 0 0 0 0 0 0 0
E i] 4 4 0 0 0 0 0 0 ]
RAW 2647 ATCC TIB-71
2647 A F 0 | * | 0 i 0 0 | o 0 0
. G i] 4 4 0 0 0 i 0 0 0
BSA Q. ir
U3% final sancentration Endponi| 0,0 | 100,0] 100,0] 0,0 | 0,0 | 0,0 | 00 | 0.0 | 0.0 1 00
Ceall destruction: VALID
Log TCIDS0: 2,50
Repiica| K- Diluizione sostanza in esame (Test item dilution) K
Condizioni testate (Test condition) 1 2 3 4 5 3 7 8 i
B 0 4 4 0 0 0 0 0 0 0
|
MICRO OXIGERM e & 3 4 7 = 5 z % i A
16,6% D i 4 4 0 0 0 0 i} 0 0
3 0 4 4 0 0 i] 0 0 0 0
; IB-7
RAW 2684.7 ATCC TIB-71 = - % = = 5 = B = 5 :
, G 0 4 4 0 0 0 0 0 0 0
1,
BSA 0.02% final concentration Endpoini| 0,0 | 100,0| 100,0] 0,0 | 00 | 00 | 0.0 | 00 ] 0.0 [ 60
Cell destruction VALID
Log TCIDS0: 2,50
Repiical K- Diluizione soslanza in esame (Test item dilution) K-
Condizioni testate (Test condition) 1 2 3 4 5 -] T )
F] 0 4 0 0 0 0 0 0 0 0
Ic
MICRO OXIGERM g | ¢ |« [ ololelol Tl otel
1,66% D 0 4 0 0 0 0 0 0 0 0
E 0 4 0 0 0 0 0 0 0 0
47 -
RAW 264.7 ATCC TIB-71 < 5 4 5 u = ; 5 = = 5
. G [ 4 0 i} 0 0 0 0 0 0
BSA 0.03% final concentration Endpoint| 0,0 | 100,0] 0.0 | 0.0 | 0,0 | 6,0 | 00 | 60 | 0.0 | 00
Cell destruction: VALID

Log TCIDSO; 1,50

Data verifica Approver (Approver verification date ) 25/05/20

Sigla Tecnico e data (Technician signature and date): 1‘% Zé-DTLﬂ

Sigla Approver e data (Approver signalture and date): c_\}-f pral (=i ﬁ { o]

Revision: 1 Local reference: Mod. PS/MICI0112.E
© This document is copyright of Eurofins Scientific Group | Approved document in ETQ
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<~ eurofins

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

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

Data inizio {Started on). 12/05/20 Data fine sperimentazione (Experimentation finished on);  15/05/20

Rapporto No {Report Na) ; STULVZ20AAZ201-1 ID Campione {i0 sample) : LV-MAT-FOVT-20-119-0919:a

Citotossicita dopo filtrazione (Cytotoxicity after filtration)
RAW 264.7 ATCC TIB-T1

Replica| K- Diluizione sostanza in esame (Test item dilution) K-
Condizioni testate {Test condition) 1 2 3 4 5 6 7 8
B 0 4 1] 4] 0 0 0 0 0] 1]
I
MICRO OXIGERM c | 0 ] 0 0 0 0 | 0 0 0 0
33,0% (8] 0 4 1! 4] 0 4] 0 4] 1] 0]
E 0 4 i 4] 4] t] 0 0 0 0
R il -
AW 284.7 ATCC TIB-T1 E 3 F 0 0 5 m o 0 3 5
. G 0 4 { 4] 4] 0 0 0 { 0
BRA0L3% Nnst oncaration Endpoint| 0,0 | 100,0] 0,0 | 0.0 | 0.0 | 00 | 00 | 0.0 | 00 | 0.0
Ceall destruction: VALID
Log TCIDSO: 1,50
. y Replical K- Diluizione sostanza in esame (Test item dilution) K-
Condizioni testate (Test condition) 1 2 3 4 5 ] T ;]
B 4] 4 0 0 ] 0 0 0 a 0
MICRO OXIGERM C 0 ) 0 0 0 0 0 0 0 0
16,6% D 1] 4 0 ] 1] { 0 0] 0 0
E 0 4 0 i ] 0 1] 0 0 0
RAW 264.7 ATCC TIB-T1 E 0 2 0 5 0 0 0 0 0 0
: : G 0 4 4] 0 0 0 4] 0 0 0
SR/ 0.% final antahtration Endpoint] 0,0 | 100,0] 0,0 | 0.0 | 0,0 | 00 | 00 | 00 | 0.0 | 0.0
Cell destruction: VALID
Log TCIDSO: 1,50
. Replica| K- Diluizione sostanza in esame (Test item dilution) K.
Condizioni testate (Test condition) 1 2 3 4 5 B 7 8
B 0 ] L] 0 1] 0 ] 0 0 1]
MICRO OXIGERM
G o 0 0 0 0 0 4] 0 0 { 0
1,66% D 4] 0 0 0 1] 0 a 0 ] 0
E 4] 1] 0 4] 1] 1] 4] 0 0 0
RAW 264.7 ATCC TIB-7
SRTIE-T F 1 0 | o0 | 0] 0] 0l o0l o0 ol ol o
. G 4] 0 0 i 4] 1 0 0 0 0
BSA 0.03% I
S LA Rl paieendiaion Endpoint] 0.0 | 0.0 | 0,0 | 0,0 | 0.0 | 00 | 0,0 | 0.0 | 0.0 | 00
Cell destruction: VALID
Log TCIDS0: 0,50

Data verifica Approver [Approver verification date 2510520

Sigla Tecnico e data {Techniclan signafure and date); PN“‘ 7 {;-S'T‘I' L5

Sigla Approver e data (Approver signature and date): =3¢ 12lot Lo

Revision: 1 Local reference: Mod. PS/MICI0112.E
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<% eurofins

Prova gquantitativa in sospensione per la valutazione dell'attivitd
virucida in area medica Pagina (Page} 25/ 33

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

Norma (Standard): EN144T6:2013+A2:2019 / UNI EN 14478:2019

Data inizio (Starfed on): 12/05/20 Data fine sperimentazione (Experimentation finished on):  15/05/20

Rapporto Mo (Report MNa) STULVZDAAZZ2D1-1 1D Campione (10 sample): LV-MAT-FOVY-20-119-0819:3

Murine norovirus (MNV, strain 599) RVE-651

Titolazione virus (Virus Titration)

Diluizione virus (Virs difution)

Condizioni testate (Test condition) Regletl X I 2 3 a 5 | & 7 =
B 0 4 4 4 a 3 2 0 0 0

c 0 4 4 4 3 3 2 0 0 0

i i z D 0 4 4 4 3 3 2 0 0 0
Murine norovirus ihéi:l‘u". strain $99) RVB = 5 i 7 = 3 : 5 = z =
F 0 4 4 4 3 3 2 4] 1] 0

G 0 4 4 4 3 3 2 0 0 0
Endpoint| 0,0 | 100,0 | 100,0 | 1000 | 1000 | 1000 ] 1000 ] 0.0 0,0 0.0

Cell destruction: VALID
Log TCIDS0: 6,50 & 0,000
Titolazione virale dopeo filtrazione (Virus Titration after filtration)
z Diluizione virus (Virus dilution)

Condizioni testate (Test condition) Bl B 2 3 4 5 6 7 B ha
B 0 4 4 4 3 2 2 0 0 i

c 0 4 4 4 3 2 2 0 0 0

: 5 D 4] 4 4 4 3 2 2 1] 0 {
Murine norovirus {'I:;l:.l' strain 599) RVE- E 5 2 r 4 3 5 5 5 5 5
F 0 <+ 4 4 3 2 2 1] 0 0

G {1 4 4 4 3 2 2 1] 0 1]
Endpoint|  (1,0) 1000 [ 1000 [ 100,0 | 1000 | 100,0 | 1000 0.0 0.0 0.0

Ceall destruction: VALID
Log TCIDS0D: 6,50 * 0,000
Reduction: 0,00 WALID

Data verifica Approver (Approver venfication date ), 25/05/20

Sigla Tecnico e data (Techniclan signature and date) !'Ll'h'l‘ E.L-TJ‘I‘-! L')
Sigla Approver e data (Approver signature and date), E 12{’:?@ 11,:'-5

Revision: 1

Local reference: Mod. PSIMICIO12.E
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«~ eurofins

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

Morma (Standard): EN14476:2013+A2:2019 /| UNI EN 14476:2018

Data inizio (Started on): 12i05/20 Data fine sperimentazione (Experimentation finished on):  15/05/20
Rapporto Mo (Repart Na) | STULV20AA2201-1 ID Campione (D sample); LV-MAT-FONT-20-119-0919:3

Controllo sensibilita al virus (Control of virus sensitivity)
Murine norovirus (MNV, strain 599) RVEB-651

: Diluizione virus (Virus dilufion)
Condizioni testate {Test condition) s Ml 1 2 3 4 5 [5 7 8 K-
B 0 4 4 3 3 2 2 4] 0 {
PBS C 0 4 4 3 3 2 2 1] 0 0
(8] 0 4 i 3 3 2 2 1] 0 0
E 4] 4 4 3 3 2 2 ] 0 0
F 4] 4 4 3 3 2 2 ] 0 0
60 min G 0 4 4 3 3 2 2 1] 0 4]
Endpeint) 0,0 | 100.0 | 100,0 [ 100,0 [ 100,0 | 1000 | 1000 00 0.0 0.0
Cell destruction: VaLID
Log TCIDS0:; 6,50 + 0,000
i Diluizione virus [Viros dilufion)
Condizioni testate (Test condition) Rl K T 2 3 a 5 | 6 7 g | &
B 0 4 4 3 3 2 1] 1] i ]
I
MICRO OXIGERM C 0 A 3 3 3 5 0 0 0 0
33,0% D 0 4 4 3 3 2 1 il 0 0
" E 0 4 4 3 3 2 1 0 0 0
BSA 0.03
% final concentration F 0 I ) 3 3 > 3 5 5 5
60 min G 0 4 4 3 3 2 0 1] 0 0
Endpoimt| 0,0 | 100,0 | 100,0 | 100,0 | 100,0 | 1000 | 333 0.0 0.0 0.0
Cell destruction: VALID
Log TCIDS0; 6,83 + 0,400
Reduction: 0,67 VALID
. Diluzione virus (Virus dilution)
Condizioni testate (Test condition) i ) R 2 3 4 5 8 7 g | *
B 0 4 4 3 3 P 0 1] 0 0
MICRO OXIGERM C 0 1 ) 3 3 3 0 0 0 0
16,6% D 0 4 4 3 3 2 0 0 0 0
. E 0] 4 4 3 3 2 1 1] ] L]
BSA 0.03% final concentration = m 7 i 3 3 5 7 5 0 5
60 min G 0 4 4 3 2 2 1 ] i 0
Endpoint| 0,0 | 100,0 ) 100,0 | 100,0 | 100,0 | 1000 ] 50,0 0.0 0.0 0,0
Cell destruction; VALID
Log TCIDSO:; 6,00 % 0,447
Reduction: 0,50 VALID
. Diluiziona virus (Virus dilution)
Condizioni testate (Test condition) i kil 87 2 3 4 5 6 7 T
B 0 4 4 2 3 2 1 0 1] 1]
[
MICRO OXIGERM ¢ | 0 | &« &1 81 5121 A1 al v 5
1,66% ] 0 4 4 ] 3 2 1 0 1] 1]
g E 4] 4 4 3 3 2 0 0 1] 1]
BSA 0.
SA 0.03% final concentration F 0 1 2 3 ) 3 0 9 5 g
60 min G 0] 4 4 3 3 2 0 i 1] 0
Endpoint) 0.0 [ 100,0 | 100,0 | 100,0 [ 1000 [ 1000 | 50,0 0,0 0.0 0.0
Cell destruction: VALID
Log TCIDS0: 6,00 + 0,447
Reduction: 0,50 VALID
Data verifica Approver (Approver verfication date ). 25/05/20
1 Jid r
Sigla Tecnico e data (Technician signature and date): MWa 1629 Lo
Sigla Approver e data (Approver signature and date): \=F% 13 =) !U
Revision: 1 Local reference: Mod. PSIMICIO112.E
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Prova quantitativa in sospensione per la valutazione dellattivita
virucida in area medica Pagina {Page) 27 [ 33

(Quantitative suspension test for the evaluation of virucidal
activity in the medical area) EDR: 1-P-QM-TEM-8081579

Norma (Standard): EN14476:2013+A2:2019 / UNI EN 14476:2018

Uak Ineo (Sraned any 12/05/20 Data fine sperimentazione (Experimentation finished on ). 15/05/20

Rapporio Mo (Report Na) ; STULVZ0AAZ207-1 1D Campione (1D sample) © LV-MAT-FOW7-20-119-0019:a

Test di riferimento per l'inattivazione del virus (Reference test for virus inactivation)

Citotossicita riferimento (Reference Cytotoxicity)

RAW 264.7 ATCC TIB-71

Replical K- Diluizione sostanza in esame (Test item difution K-
Condizioni testate (Test condition) 1 2 3 4 5 B T a8
z B 0 4 4 4] 0 0 0 0 0 1]
I
Formaldeide (Formaldehyde) o 0 ) ) m o o ; 5 5 5
0,7% D ! 4 4 0 ] 1] 0 0 4] 0
E 0 4 4 1] 0 1] 0 0 0 0
P
L F ] 4 4 0 0 0 0 0 0 0
G 0 i 4 0 ] 0 0 ] 0 0
Endpoint] 0,0 | 1000 | 100,0| 0,0 0.0 0.0 0.0 0.0 0.0 00
Cell destruction: VALID
Log TCID&O: 2,50
Virus Control (\irus control)
RAW 264.T ATCC TIB-T1
Murine norovirus (MNV, strain $99) RVB-651
; Diluiziona virus (Virus difulion)
Repl & A
Condizioni testate (Test condition) i s 2 3 a 5 ] 7 8 vl
B 0 4 4 4 4 2 0 0 {1 0
AEERIA WRTER) c 4] 4 4 4 4 2 L] 0 1] 1]
D 0 4 4 4 4 2 0 0 1] ]
e E 4] 4 4 i 4 2 0 0 f i
F 4] 4 4 i 4 2 0 0 { 0
0/ i G 1] 4 4 4 4 2 4] ] 1 0
Endpeint] 0,0 1000 [ 1000 { 1000 | 1000 | 100.0| 0.0 0.0 0,0 0,0
Cell destruction: VALID
Log TCID50: 6,50 2 0,000
) Diluizione virus (Virus dilufion}
Replica| K- 5
Condizioni testate (Test condition) o 2 3 4 5 6 7 8 s | K
B 0 4 4 4 3 1 0 0 0 0
ACQUA (WATEE) Ef Dl o] a1 41T 58] o1l e a5l 5
D i} 4 4 4 3 0 0 0 0 0
PBS E 4] 4 4 4 3 1 0 4] 0 1
F 0 4 4 4 3 1 0 0 0 0
60 min G 0 4 4 4 3 i 0 0 0 0
Endpoint| 0,0 | 100,0 [ 100,0 [ 100,0] 1000 500 | 0.0 | 0.0 | 00 | 00
Cell destruction: VALID
Lag TCIDS0: 6,00 & 0,447

Data verifica Approver (Approver verification date):  25/05/20

o
Sigla Tecnico & dafa (Technician signalure and dats): [If!lj Li;..flk'ita

Sigla Approver e data (4pprover signature and date})! (5 8 [ &) {“-"‘51 Lo

Ravision: 1
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aa -
Lo f
e E u ro I n S (Quantitative suspension test for the evaluation of virucidal
activity in the medical area) EDR: 1-P-OM-TEM-9081579

MNorma (Standard): EN14476:20134A2:2019 | UNI EN 14476:2019

Data inizio (Started on). 12/05/20 Data fine sperimentazione (Expenmentation finished on):  15/05/20

Rapporto No (Report No) - STULVZDAAZZO1-1 ID Campione (10 sample): LV-MAT-FOV7-20-119-0919:a

Test di riferimento per l'inattivazione del virus (Reference test for virus inactivation)
RAW 264.7 ATCC TIB-T1
Murine norovirus (MNV, strain $99) RVB-651

3 Diluizione virus (Virus dilution)
R - 2
Condizioni testate (Test condition) opeesl K 2 3 4 5 [ 7 ] 9 %
: B 0 4 4 2 0 1] 0 0 4] 4]
Formaldeide (Formaldehyde) C 0 ) y > 5 5 o 5 = .
0,7% 8] 0 4 E 2 0 1] 0 0 1] 1]
E 0 = 4 2 0 {} 0 0 0 0
s F 0 4 4 2 4] 1] 0 0 0 1]
30 min G 0 4 4 2 1] [} 0 1] 0 0
Endpoint] 0.0 | 100,0]1000]1000{ 00 | 00 | 00 | 00 [ 00 | 00
Cell destruction: VALID
Log TCIDS0: 4,50 + 0,000
Reduction: 1,50 - 0,000 PASS
Diluizione virus (Virus dilution)
Repli K- L
Condizioni testate (Test condition) ki F L =1 % | % E[l T &1 81"
, B 0 4 4 0 0 0 0 ] 0 0
Formaldeide {Formaldehyde) C 5 3 3 o 0 0 G 0 0 0
0,7% D 0 4 4 1] 1] 0 L] 0 0 [§]
E 0 4 4 0 0 { ] 0 1] 0
FBS F 0 4 4 1] 0 0 1] 0 0 1]
60 min G 0 4 i 0 0 1] a 0 0 0
Endpaint| (0,0 | 1000 [ 100,0 | 0,0 0,0 0,0 0,0 0,0 0,0 0,0
Cell destruction: VALID
Log TCIDS0: 3,50 * 0,000
Reduction: 2,50 + 0,000 PASS
Data verifica Approver (Approver verification date ). 25/05/20
Sigla Tecnico e dala {Technician signature and date): MM 1L 3% lo
Sigla Approver e data (Approver signature and datg): \}£ "L"!.l_r:?i iL:."
Ravision: 1 Local reference: Mod. PSIMIC/0112.E
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[Quantitative suspension test for the evaluation of virucidal
activity in the medical area) EDR: 1-P-QM-TEM-0081579

Norma (Standard): EN1447T6:2013+A2:2019 { UNI EN 14476:2019

Data inizio (Sfarfed on): 12/05/20 Data fine sperimentazione (Expenmentation finished on ). 15/05/20

Rapporio No (Report Noj STULV20AAZ2201-1 IC Campione (ID sample): LV-MAT-FOV7-20-118-0919:a

Virus Control {Virus control)
RAW 264.7 ATCC TIB-T1

Murine norovirus (MNV, strain 599) RVB-651

; Diluizione virus {Virus dilution)

Repl - i

Condizioni testate (Test condition) o s 2 3 4 5 6 7 8 T
B 0 4 4 4 4 3 L] 4] {1 0

C

ACQUA (WATER) C 0 4 4 4 4 3 [ 4] 0 0

[#] 0 4 4 4 4 3 0 0 1] 0

BSA 0.03% final concentration E 1] 4 4 4 4 3 0 0 ] ]

F 0 4 4 4 4 3 0 4] 0 ]

0 min G 4] 4 4 4 4 3 0 { { ]
Endpoint| 0,0 | 1000 [ 1000 | 1000 [ 1000 [ 1000 00 0,0 0.0 0,0

Cell destruction: VALID
Log TCIDSD: 6,50 + 0,000
Dilutzione virus (Virus dilution)

i - o

Condizioni testata (Test condition) i 2 3 a 5 B 7 ] Y i

B 0 4 4 4 4 3 0 0 0 0

ACQUA (WATER

Q ( ) C 0 4 4 4 L] 3 0 1 0 0

D 1] 4 4 4 ! 3 0 0 0 0

BSA 0.03% final concentration E 0 4 4 i 4 3 0 0 0 0

F i 4 4 i 4 3 1] 1 0 0

G 0 4 4 i 4 3 4] 0 0 0

Maximum contact time tested
Endpoint] 0,0 | 100,0 | 1000 [ 100,0 | 1000 | 100,00 0.0 0,0 0.0 0.0
Cell destruction: VALID
Log TCIDS:; 6,50 o 0,000

Ciata verifica Approver (Approver verification dafe | 25/06/20

Sigla Tecnico & dafa (Technician signature and data) gl"”" ? 15 N o
Sigla Approver e data (Approver signature and date) 'B’( Wlers|1o

Revision: 1

Local reference: Mod. PSIMIC/0112.E
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% eurofins

{Quantitative suspension test for the evaluation of virucidal
activity in the medical area) EDR: 1-P-OM-TEM-2081579

MNorma (Standard): EN14476:2013+A2:2019 [ UNI EN 14478:2019

Drata inizio (Started on). 120520 Data fine sperimentazione (Experimentation finished on ). 15/06/20

Rapporto Mo (Report No) ; STULV20AAZ201-1 ID Campione (10 sample): LV-MAT-FOV?-20-118-0919:a

Controllo soppressione aftivita prodotto (Control of suppression of product’s activity)
RAW 264.7 ATCC TIB-T1
Murine norovirus (MNY, strain 599) RVB-651

Diluizione virus (Virus dilution)
Repli - i
Condizioni testate (Test condition) i 2 3 3 5 8 7 8 2 i
B 0 4 4 3 2 2 4] 0 f 0
MICRO OXIGERM
C 1] 4 4 3 2 2 0 {l 0 0
33,0% D 4] 4 4 3 2 2 1] ] 0 0
: ” E {0 4 4 3 2 0 4] 0 { 0
BSA 0.03% final concentration F 5 4 4 3 > > 5 0 5 5
ok G 1] 4 4 3 2 2 1] i 0 0
Endpoint) 0.0 | 100,0 | 100,0 [ 1000 | 1000 | 833 0,0 0.0 0,0 0.0
Cell destruction: VALID
Log TCIDS0: 6,33 t 0.346
Reduction: 0A7 VALID
: Diluizione virus (Virus dilution)
Repl - H
Condizioni testate (Test condition) i 2 3 4 5 6 7 8 g |
B ] 4 4 3 2 4] 0 0 0 0
IC
MICRO SRIGERM € Lo | 4«1 21 21 21 31 6 81 o8
16,6% 8] 0 4 4 3 P 2 1] 0 0 1]
Z E 1] 4 4 3 s 2 0] 0 4] 4]
B .
SA 0.03% final concentration 5 0 7 - 3 > 5 5 0 5 5
0 min G 1] 4 4 ] 2 2 ] 0 4] 1]
Endpoint] 0.0 | 1000 [ 1000 [ 1000 | 1000 | 83,3 0,0 0.0 0.0 0.0
Cell destruction: VALID
Log TCID&O: 6,33 + 0,346
Reduction: 047 VALID
: Diluizione virus (Virus dilution)
R - Y
Condizioni testate (Test condition) i W 2 3 4 5 6 7 B v il
B 0 4 4 3 3 3 1] ] 1] 0
[
MICRG OXIGERM C 0 & 4 3 3 3 0 0 4] ]
1,66%: D 0 4 4 3 3 a 0 1] 4] 0
: 2 E 0 4 4 3 3 3 0 1] 1] ]
BSA 0.03% final tratio
inal concentration F 5 r 4 3 3 3 5 5 - =
0. min G 1] 4 4 3 & 3 0 0 1] {
Endpoint| 0.0 | 1000 | 100,0 | 1000 1000 [ 1000 | 00 0,0 0,0 0.0
Cell destruction; VALID
Log TCIDS0: 6,60 + 0,000
Reduction: 0,00 VALID
Data verifica Approver (Approver verification date ). 25/05/20
Sigla Tecnico e dala (Technician signature and date): E!E Lé- J q Ea
Sigla Approver e data (dpprover signafure and date): (3‘» 'H‘Gs‘ lt}
Revision: 1 Local reference: Mod. PSIMICI0112.E
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Prova quantitativa in sospensione per la valutazione dell attivita

{Quantitative suspension test for the evaluation of virucidal

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

virucida in area medica

activity in the medical area)

Pagina (Page) 31 /33

EDR: 1-P-QM-TEM-3081579

Data inizio {Starfed on);

Rapporte Mo {(Report No) |

Procedura test (Test procedure)
RAW 264.7T ATCC TIB-T1

12/05/20

STULV20AA2201-1

Murine norovirus (MNV, strain 599) RVB-651

Data fine sperimentazione (Expenimentation finished on I

15/05/20

ID Camplone (10 sample): LV-MAT-FOV7-20-119-0910:3

Repiical K- Diluizione virus (Virus dilution) K.
Condizioni testate (Test condition) 2 3 4 5 -] 7 8 8
B ] 4 0 0 0 0 ] 0 0 0
MICRO OXIGERM c 5 ) 5 0 0 5 0 5 o B
33,0% D 0 4 0 0 i 0 0 4] 0 !
E 0 4 0 0 ] ] 0 0 0 0
BSA 0.03% final concentration F 0 L] 4] 0 N 0 4] 1] 0 0
G 0 4 0 0 0 0 0 0 0 0
5 min Endpaint] 00 | 1000| 0.0 0,0 0.0 0,0 0.0 0,0 0,0 0.0
Cell destruction: VALID
Log TCIDSO: 2,50 £l 0,000
Log reduction: 4,00 + 0,000
’ Diluizione virus (Virus dilution)
Condizioni testate (Test condition) el B -3 3 4 5 3 7 8 s | v
B 0 4 0 0 0 0 0 0 0 0
MICRO OXIGERM c 5 ) i) 5 5 5 o 5 5 5
16,6% D 0 4 0 4] 4] ] 0 0 1] !
E 0 4 0 0 0 ] 0 0 1} 0
BSA 0.03% final concentration F 0 4 0 0 1] 1] 0 1] 8] 0
G 0 4 0 0 0 [t} 0 0 a 0
5 min Endpeint] 00 | 1000 0.0 0.0 0,0 0.0 0,0 0,0 0,0 0,0
Cell destruction: VALID
Lag TCIDSO: 2,50 L 0,000
Log reduction; 4,00 = 0,000
Diluizione virus {Virus dilution)
Condizioni testate (Test condition) iy M 2 3 [ 4 5 | & 7 g8 | 8 | X
B ] 4 3 2 0 L 0 1] 4] 4]
MICRO OXIGERM C 0 I 3 0 0 0 0 0 0 0
1,66% D { 4 - 2 0 0 0 1 4] 1]
E 4] 4 ] 2 0 4] ] 0 0 1]
BSA 0.03% final concentration F 4] 4 3 0 4] 1] 8] 4] 1] i
G 0 4 3 0 0 0 o] 0 0 0
5 min Endpoint] (0,0 1000 | 1000 | 50,0 0,0 0,0 0.0 .0 0,0 0.0
Cell destruction: VALID
Log TCIDSO0: 4,00 # 0,447
Log reduction: 2,50 * 0,224
Data verifica Approver (Approver verfication date):  25/05/20

Sigla Tecnico e data (Technician signature and date): ||_'! i Lb ﬁlﬂ

Sigla Approver e data (Approver signature and dale): @'{ ‘L‘“v]."{:t‘;' 1‘-—57

Revision: 1

Local reference: Mod, PSIMICI0112.E

& This document Is copyright of Eurofins Scientific Group

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

Morma (Standard): EN14476:2013+A2:2019 [ UNI EN 14476:2019

Data inizio {Started on). 12/05/20 Data fine sparimentazione (Experimentation finished on ), 15/06/20

Rapporto Mo (Report io) : STULVZ0AAZZO1-1 ID Campione (1D sample) : LV-MAT-FOVT-20-119-0919:a

Result summary

Attivita virucida (Virvcidal activity)

Murine norovirus (MNV, strain 599) RVB-651

Frodotto (Froduct) MICRO OXIGERM
Sostanza inferlerante {intedening substarcs) BSA 0.03% final concentration
Tempo di contatlo (Contact time) 5 min
Concentrazione (Concentration) Riduzione Log (Log Reduction) Status
330% 4+0 PASS
16.6% 4+0 PASS
1,66% 25+022 FAIL

Data verifica Approver (Approver verification dafe ). 25/05/20

Sigla Approver e data (Approver signature and dafe) @{ L] lr':!’::_l 1=

Revision: 1

Local reference: Mod. PS/IMICIOT12.E
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<% eurofins

{Quantitative suspension test for the evaluation of virucidal
activity in the medical area) EDR; 1-P-OM-TEM-3081579

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

Data inizio (Stared an): 12/05/20 Data fine sperimentazione (Experimentation finished an):  15/05/20

Rapporte No (Report o) : STULV20AA2201-1 ID Campione (1D sampla): LV-MAT-FOV7-20-119-0919:a

Fresentazione grafica del saggio (Graphic presentation of test)
Murine norovirus {MNV, strain 599) RVB-651
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Data verifica Approver (Approver verification date):  25/05/20

Sigla Approver e data (Approver signature and date): S B=slte

Revision: 1 Local reference: Mod. PS/IMICID112.E
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