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CHIMIVER PANSERI S.P.A.
VIA BERGAMO, 1401
24030, PONTIDA (BG)

SPONSOR

ITALY

TEST METHOD
EN 14476:2013+A2:2019 / UNI EN 14476:2019 - Chemical disinfectants and 
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 (*) VELUREX Multi Gen
MATRIX OF THE PRODUCT (*) Biocide and Antimicrobials - Detergent / Household product 
BATCH (*) 04/05/20 CODE (*) VMLG000X
MANUFACTURING DATE Not provided EXPIRY DATE (*) May-2021
MANUFACTURER Chimiver Panseri S.p.A.
ACTIVE INGREDIENT Not provided
MATERIAL ITEM ALIQUOT LV-MAT-FOV7-20-127-0952:a
PARCEL REGISTRATION N. IP-LV-2020126-AJP RECEIVING DATE 05-May-2020
STORAGE CONDITIONS (*) Room temperature (20°C ± 5°C)
(*) INFORMATION PROVIDED BY THE SPONSOR

ANALYSIS STARTING DATE 26-May-2020 ANALYSIS ENDING DATE 04-June-2020

EXPERIMENTAL CONDITIONS

TEST TEMPERATURE 20°C ± 1°C

CONCENTRATIONS

80% (Neat) - 25% - 1%

The item dilutions of 25% and 1% have been prepared 1.25 times higher than the 
final tested concentrations, using water for injections. 
The dilutions were clear and homogeneous.
Test item dilution was stable throughout test (no precipitation in the test mixture).

PRODUCT APPEARANCE Pink transparent liquid

CONTACT TIME 5 minutes
INACTIVATION OF THE 
PRODUCT

Filtration with S400 HR columns MicroSpinTM (and iced culture Medium).

INTERFERING SUBSTANCE
Bovine albumin solution (BSA) plus sheep erythrocytes with a final concentration of 
0.3% (simulating dirty conditions for the medical area)

INCUBATION TEMPERATURE 37°C ± 1°C (with 5% CO2)

TEST VIRUSES
Adenovirus Type 5 (ATCC VR-5)
Murine norovirus, strain S99 (RVB-651)

CELL LINES
HeLa (ATCC CCL-2)
RAW 264.7 (ATCC TIB-71)
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RESULTS See Addendum N.1

VIRUCIDAL with limited spectrum at the test item concentration of 25% after 5 
minutes of contact time, in the adopted test conditions, using bovine albumin 
solution plus sheep erythrocytes at final concentration of 0.3% (simulating dirty 
conditions for the medical area)

CONCLUSIONS A residual cytotoxicity was shown on both cell lines with test item concentration of 
80% and the virus suspension titre was not sufficient to at least enable a titre 
reduction of 4 Log, but no virus detections were observed at the contact time. 
Meanwhile at test concentration of 25%, a lower residual cytotoxicity was detected 
and a reduction of 4 Log was observed; so the method was verified.

ADDENDUM N. 1: RAW DATA ELABORATION  (22 PAGES)

This test report may not be reproduced in part unless expressly approved in writing by Eurofins Biolab S.r.l. 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.

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

Reviewed and electronically signed for Technical Supervisor Approval by 
Elisa Anna Maccagni, Employee
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Prova quantitativa in sospensione perla valutazione dell'attività

(Quantitative suspension test for the evaluation of virucidal

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

virucida in area medica Pagina (Page) 1/22
 

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

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

Rapporto No (Report No) : STULV20AA2313-1

Citotossicità (Cytotoxicity)

Hela ATCC CCL-2

Datafine sperimentazione (Experimentationfinished on ): 01/06/20

ID Campione (/D sample): LV-MAT-FOV7-20-127-0952:a

 

 

 

 

 

 

 

 

          
 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

Replica] K- Diluizione sostanza in esame (Testitem dilution ) K-

Condizioni testate (Test condition) 1 2 3 4 5 6 T 8

fi B 0 d 4 4 1 0 0 0 0 0
Velurex Multi Gen Cc 0 4 4 4 1 0 0 0 0 0

80.0% D 0 4 4 4 1 0 0 0 0 0
E 0 4 4 4 1 0 0 0 0 0

Hela ATCC CCL-2 E 0 a x 4 1 0 0 0 0 0

ee 5 G 0 4 4 4 1 0 0 0 0 0
BSA + erythrocytes 0.3% final concentration Endpoim 0.0 100.0] 1000] 1000) 1000] 00 00 00 0.0 0.0

Cell destruction: VALID
Log TCID50: 4.50

Replica] K- Diluizione sostanza in esame(Testitem dilution K-

Condizioni testate (Test condition) 1 2 3 4 5 6 Tr 8

{ B 0 4 4 2 0 0 0 0 0 0
Velurex Multi Gen Cc 0 4 4 3 0 0 0 0 0 0

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

Hela ATCC CCL-2 F 0 4 4 7 0 0 0 0 0 0

ok È G 0 4 4 2 0 0 0 0 0 0
BSA erythrocytes 0.3% final concentration rscm_0.0_] 100.0] 100.0 [100.0] 0.0 0.0 10.0 00 0.0 00

Cell destruction: VALID

Log TCID50: 3.50

Replica] K- Diluizione sostanza in esame (Testitem dilution K-

Condizioni testate (Test condition) 1 2 3 4 5 6 T 8

a B 0 4 2 0 0 0 0 0 0 0
Velurex Multi Gen Cc 0 4 2 0 0 0 0 0 0 0

1.0% D 0 4 2 0 0 0 0 0 0 0
E 0 4 2 0 0 0 0 0 0 0

Hela ATCC CCL-2 E 0 4 2 0 0 0 0 0 0 0

. A G 0 4 2 0 0 0 0 0 0 09BSA+ erythrocytes 0.3%final concentration Endpoint 0.0 1100.01 10001 0.0 00 00 00 D0 00 00             
Cell destruction: VALID

Log TCID50: 2.50

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

Sigla Tecnico e data (Technician signature and date): GF o wlool2o

Sigla Approver e data (Approver signature and date): ot Caf6 [lo
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>eurofins  *
(Quantitative suspension test for the evaluation of virucidal

activity in the medicalarea) 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 on): 01/06/20

Rapporto No (Report No) : STULV20AA2313-1 ID Campione (/D sample): LV-MAT-FOV7-20-127-0952:a

Citotossicità dopofiltrazione (Cytotoxicity afterfiltration)

Hela ATCC CCL-2

 

 

 

 

 

 

 

 

         
 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

              
 

Replica] K- Diluizione sostanza in esame(Testitem dilution k-

Condizioni testate (Test condition) 1 2 3 4 5 6 7 8
? B 0 4 4 2 0 0 0 0 0 0Velurex Multi Gen Cc 0 4 x 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 0 0 0 0 0 0Hela ATCC CCL-2 F 0 4 4 2 0 0 0 0 0 0

pe ; G 0 4 4 2 0 0 0 0 0 09
BSA + erythrocytes 0.3% final concentration Fearon] 0.0 100.0| 1000] 10001 00 [00 0.0 100 100 10.0

Cell destruction: VALID
Log TCID50: 3.50

Repli Diluizione sostanza in esame(Testitem dilution)
ini ies eplica) K- K-

Condizioni testate (Test condition) 1 2 3 4 5 6 i 8

A B 0 4 4 0 0 0 0 0 0 0Velurex Multi Gen Cc 0 4 4 0 0 0 0 0 0 0

25.0% D 0 4 4 0 0 0 0 0 0 0
E 0 4 4 0 0 0 0 0 0 0Hela ATCC CCL-2 F 0 7 7 0 0 0 0 0 0 0

3 {i G 0 4 4 0 0 0 0 0 0 09
BSA + erythrocytes 0.3% final concentration Tearom 0.0 100.0[ 100.01 0.0 0.0] 0.0 [00 [00100 100

Cell destruction: VALID

Log TCID50: 2.50

Replica| K- Diluizione sostanza in esame(Testitem dilution K-

Condizioni testate (Test condition) 1 2 3 4 5 6 7 8
. B 0 3 0 0 0 0 0 0 0 0Velurex Multi Gen Cc 0 3 0 0 0 0 0 0 0 0

1.0% D 0 3 0 0 0 0 0 0 0 0
E 0 3 0 0 0 0 0 0 0 0Hela ATCC CCL-2 F 0 3 0 0 0 0 0 0 0 0

. i G 0 3 0 0 0 0 0 0 0 09BSA+ erythrocytes 0.3% final concentration Endpoim 0.0 1000] 0.0 00 00 0.0 00 00 0.0 00

Cell destruction: VALID
Log TCID50: 1.50

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

Sigla Tecnico e data (Technician signature and date): GF atilogleo

Sigla Approvere data (Approversignature anddate): dA odo lo
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(Quantitative suspensiontest 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 on): 01/06/20

Rapporto No (Report No) : STULV20AA2313-1 ID Campione (/D sample): LV-MAT-FOV7-20-127-0952:a

Adenovirus Type 5 ATCC VR-5

Titolazione virus (Virus Titration)

 

 

 

 

 

 

 

 

               
 

 

 

 

 

 

 

 

              

 

Replica] 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 2 2 0 0
c 0 4 4 4 3 3 2 2 0 0
D 0 4 4 4 3 3 2 2 4 0

Adenovirus Type 5 ATCC VR-5 E 0 4 4 d 3 3 2 2 0 0
F 0 4 4 4 3 3 2 2 0 0
G 0 4 4 4 3 3. 2 2 1 0

Endpoint} 0.0 100.0 100.0 100.0 100.0 100.0] 100.0] 100.0] 33.3 0.0
Cell destruction: VALID

Log TCID50: 7.83 + 0.400

Titolazione virale dopofiltrazione (Virus Titration afterfiltration)

A Diluizione virus (Virus dilution)

Condizioni testate (Test condition) Replica] Ke 1 2 3 4 5 6 T 8 Di

B 0 4 4 4 3 3 2 1 0 0
c 0 4 4 4 3 3 2 1 0 0
D 0 4 4 4 3 3 2 1 0 0

Adenovirus Type 5 ATCC VR-5 E 0 4 4 4 3 3 2 1 0 0
E 0 4 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
Cell destruction: VALID

Log TCID50: 7.50 + 0.000

Reduction: 0.33 VALID

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

Sigla Tecnico e data (Technician signature and date): EF oyiloblro

Sigla Approver e data (Approver signature and date): dA o4| cel lo

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

 © This documentis copyright of Eurofins Scientific Group Approved document in ETQ   

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

CO
PY



 

 

 

 

Prova quantitativa in sospensione perla valutazionedell'attività

virucida in area medica Pagina (Page) 4/22

 <* eurofins
(Quantitative suspension test for the evaluation of virucidal

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

Norma (Standard): EN14476:2013+A2:2019 / UNI EN 14476:2019     
Datainizio (Started on): 26/05/20 Data fine sperimentazione (Experimentation finished on): 01/06/20

Rapporto No (Report No) : STULV20AA2313-1 ID Campione(/D sample): LV-MAT-FOV7-20-127-0952:a

Controllo sensibilità al virus (Control of virus sensitivity)

Adenovirus Type 5 ATCC VR-5
 

 

 

 

 

 

 

 

  
 

 

 

 

 

 

 

 

 

         
 

 

 

 

 

 

 

 

 

         
 

 

 

 

 

 

 

 

              

 

Replica] K- Diluizionevirus (Virus dilution) K
Condizioni testate (Test condition) P 1 2 3 4 5 6 7 8 7

PBS B 0 4 4 4 3 3 2 1 0 0
c 0 4 4 4 3 3 2 1 0 0
D 0 4 4 4 3 3 2 1 0 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 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
Cell destruction: VALID

Log TCID50: 7.50 È 0.000

A Diluizionevirus (Virus dilution)
R - a

Condizioni testate (Test condition) epica] _K 1 2 3 4 5 6 7 8 K
4 B 0 4 4 4 3 3 2 A 0 0Velurex Multi Gen Cc 0 4 4 4 3 3 7 0 0 0

80.0% D 0 4 4 4 3 3 2 1 0 0
n ; E 0 4 4 4 3 3 2 0 0 09BSA + erythrocytes 0.3% final concentration F 0 4 4 4 3 3 2 0 0 0

60 min G 0 4 4 4 3 3 2 0 0 0
Endpoint} 0.0

|

100.0

|

100.0

|

100.0

|

100.0

|

100.0] 100.0] 33.3 0.0 0.0
Cell destruction: VALID

Log TCID5O: 6.83 + 0.400
Reduction: 0.67 VALID

È Diluizione virus (Virus dilution)
Repl - 2

Condizioni testate (Test condition) eni) 1 2 3 4 5 6 7 8 K
Li B 0 4 4 4 3 3 2 1 0 0Velurex Multi Gen Cc 0 4 4 4 3 3 7 1 0 0

25.0% D 0 4 4 4 3 3 2 0 0 0
a 3 E 0 4 4 4 3 3 2 1 0 09BSA+ erythrocytes 0.3% final concentration F 0 4 4 4 3 3 2 1 0 0

60 min 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| 83.3 0.0 0.0
Cell destruction: VALID

Log TCID50: 7.33 + 0.346
Reduction: 0.17 VALID

. Diluizione virus (Virus dilution)
Condizioni testate (Test condition) Replica) _K- 1 2 3 4 5 6 7 8 iS

, B 0 4 4 4 3 3 2 1 0 0Velurex Multi Gen Cc 0 4 4 4 3 3 2 1 0 0

1.0% D 0 4 4 4 3 3 2 1 0 0
: ; E 0 4 4 4 3 3 2 1 0 09BSA+ erythrocytes 0.3%final concentration F 0 4 4 4 3 3 7 1 0 0

60 min 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
Cell destruction: VALID

Log TCID50: 7.50 + 0.000
Reduction: 0.00 VALID

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

Sigla Tecnico e data (Technician signature and date): Er cdiloblto

Sigla Approvere data (Approversignature and date): A o4oe(w
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(Quantitative suspension test for the evaluation ofvirucidal

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 on): 01/06/20

Rapporto No (Report No) : STULV20AA2313-1 ID Campione(/D sample): LV-MAT-FOV7-20-127-0952:a

Testdi riferimento perl'inattivazione delvirus (Referencetestfor virus inactivation)

Citotossicità riferimento (Reference Cytotoxicity)

Hela ATCC CCL-2

 

 

 

 

 

 

 

 

              
 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

              

 

Replica] K- Diluizione sostanza in esame (Testitem dilution ) kK.

Condizioni testate (Test condition) 1 2 3 4 5 6 7 8

Formaldeide (Formaldehyde) = 5 2 > o 5 3 3 - = ;

0.7% D 0 4 2 0 0 0 0 0 0 0
E 0 4 2 0 0 0 0 0 0 0

PRS F 0 4 2 0 0 0 0 0 0 0
G 0 4 2 0 0 0 0 0 0 0

Endpoint} 0.0 |100.0} 100.0} 0.0 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

3 Diluizione virus (Virus dilution)
Repl K- fa

Condizionitestate (Test condition) ala 2zT3T14]5sT16eTl7T18s]T1s] "5
B 0 4 4 4 3 3 2 0 0

AGQUA (WATER) c 0 4 4 4 3 3 2 0 0 5
D 0 4 4 4 3 3 2 0 0 0

ne E 0 4 4 4 3 3 2 0 0 0
F 0 4 4 4 3 3 2 0 0 0

0 ati G 0 4 4 4 3 3 2 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

n Diluizione virus (Virus dilution)
Repl K- A

Condizioni testate (Test condition) Spia 2 3 4 5 6 7 8 9 IN

B 0 4 4 4 3 2 2 0 0
ACQUA: (WATER) ope eae a ee oe

D 0 4 4 4 3 2 2 0 0 0
ua E 0 4 4 4 3 2 2 0 0 0

F 0 4 4 4 3 2 2 0 0 0
60 min G 0 4 4 4 3 2 2 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

Dataverifica Approver (Approververification date ): 04/06/20

Sigla Tecnico e data (Technician signature and date): Er lel 20

Sigla Approvere data (Approversignature and date): at ale Ito
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(Quantitative suspensiontest 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     
Datainizio (Started on): 26/05/20 Datafine sperimentazione (Experimentation finished on): 01/06/20

Rapporto No (Report No): STULV20AA2313-1 ID Campione(/D sample): LV-MAT-FOV7-20-127-0952:a

Testdi riferimento perl'inattivazione del virus (Referencetest for virus inactivation)
Hela ATCC CCL-2

Adenovirus Type 5 ATCC VR-5

 

Diluizione virus (Virus dilution)
 

 

 

 

 

 

 

         
 

 

 

 

 

 

 

 

              

 

Repli - aCondizioni testate (Test condition) erie _K 2 3 4 5 6 7 8 a *
Formaldeide (Formaldehyde) = ; i : 3 3 3 ; o x =

0.7% D 0 4 4 2 0 0 0 0 0 0
E 0 4 4 0 0 0 0 0 0 0

ak E 0 4 42] 0 0] 00] 0] 0
30 min G 0 4 4 0 0 0 0 0 0 0

Endpoint} 0.0

|

100.0

|

100.0| 50.0 0.0 0.0 0.0 0.0 0.0 0.0
Cell destruction: VALID

Log TCIDSO: 4.00 + 0.447
Reduction: 3.50 & 0.224 PASS

A Diluizione virus (Virus dilution)
Repl - 7Condizionitestate (Test condition) epica] 2 3 4 5 6 7 8 9 K

Formaldeide (Formaldehyde) - ; i < È È î î 3 = Ù

0.7% D 0 4 2 0 0 0 0 0 0 0
E 0 4 2 0 0 0 0 0 0 0

PES F 0 4 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} 100.0} 0.0 0.0 0.0 0.0 0.0 0.0 0.0
Cell destruction: VALID

Log TCID50: 3.50 £ 0.000
Reduction: 4.00 + 0.000 PASS

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

Sigla Tecnico e data (Technician signature and date): © Nlobllo

Sigla Approvere data (Approver signature and date): Ot cdl Ce ho
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(Quantitative suspension test for the evaluation ofvirucidal

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

Norma(Standard): EN14476:2013+A2:2019 / UNI EN 14476:2019     
Datainizio (Started on): 26/05/20 Data fine sperimentazione (Experimentation finished on): 01/06/20

Rapporto No (Report No): STULV20AA2313-1 ID Campione(/D sample): LV-MAT-FOV7-20-127-0952:a

Virus Control (Virus control)

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 7 8 9

B 0 4 4 4 3 3 2 0 0 0
ACQUA (WATER) c 0 4 4 4 3 3 2 0 0 0

LA D 0 4 4 4 3 3 2 0 0 0BSA +Setoa% final 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 4 3 3 2 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

: Diluizione virus (Virus dilution)
Repli K- =

Condizioni testate (Test condition) ic 2 3 4 5 6 di 8 9 Ò
B 0 4 4 4 3 2 2 0 0 0

ACQUA (WATER) Cc 0 4 4 4 3 3 2 0 0 0
iF D 0 4 4 4 3 2 2 0 0 0BSA + RENEETEDO % final E 0 4 4 4 3 2 2 0 0 0

F 0 4 4 4 3 2 2 0 0 0
; È G 0 4 4 4 3 2 2 0 0 0

Meximum'contact ume tested Endpoint] 0.0 100.0] 100.0] 100.0] 100.0] 100.0] 100.0] 0.0 00 00
Cell destruction: VALID

Log TCID50: 7.50 + 0.000

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

Sigla Tecnico e data (Technician signature and date): Gt ct lop 20

Sigla Approver e data (Approversignature anddate): Ay cale (ES
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(Quantitative suspension testfor 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 on): 01/06/20

Rapporto No (Report No): STULV20AA2313-1 ID Campione (/D sample): LV-MAT-FOV7-20-127-0952:a

Controllo soppressioneattività prodotto (Control of suppression ofproduct's activity)

Hela ATCC CCL-2
Adenovirus Type 5 ATCC VR-5

 

 

 

 

 

 

 

 

              
 

 

 

 

 

 

 

 

              
 

 

 

 

 

 

 

 

              

 

Replical Ke Diluizione virus (Virus dilution) K-

Condizioni testate (Test condition) 2 3 4 5 6 7 8 9
5 B 0 4 4 4 3 2 0 0 0 0Velurex Multi Gen c 0 PA 7 4 3 2 7 0 0 O

80.0% D 0 4 4 4 3 2 0 0 0 0
de 5 E 0 4 4 4 3 2 1 0 0 0BSA + erythrocytes 0.3% final concentration F 0 4 4 4 3 3 o 0 0 0

0 min G 0 4 4 4 3 2 1 0 0 0
Endpoint} 0.0

|

100.0

|

100.0

|

100.0

|

100.0

|

100.0] 50.0 0.0 0.0 0.0
Cell destruction: VALID

Log TCIDS50: 7.00 £ 0.447
Reduction: 0.50 VALID

. Diluizione virus (Virus dilution)
Repl K- A

Condizionitestate (Test condition) oe 2 3 4 5 6 7 8 9 *
i B 0 4 4 4 3 2 0 0 0 0Velurex Multi Gen Cc 0 a 7 4 3 2 2 0 0 0

25.0% D 0 4 4 4 3 2 0 0 0 0
PE: . E 0 4 4 4 3 2 0 0 0 0BSA + erythrocytes 0.3% final concentration F 0 A 4 4 3 2 2 0 0 0

0 min G 0 4 4 4 3 2 2 0 0 0
Endpoint} 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 +t 0.447
Reduction: 0.50 VALID

A Diluizione virus (Virus dilution)
Repl K- da

Condizioni testate (Test condition) ia 2 3 4 5 6 7 8 9 LS
È B 0 4 4 4 3 2 2 0 0 0Velurex Multi Gen Cc 0 a 4 4 3 2 0 0 0 0

1.0% D 0 4 4 4 3 2 2 0 0 0
dì È . E 0 4 4 4 3 2 2 0 0 0BSA + erythrocytes 0.3% final concentration FE 0 4 x 4 3 3 0 0 0 0

0 min G 0 4 4 4 3 2 Z 0 0 0
Endpoint} 0.0 100.0 100.0 100.0 100.0 100.0 66.7 0.0 0.0 0.0

Cell destruction: VALID

Log TCID50: 747 + 0.400

Reduction: 0.33 VALID

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

Sigla Tecnico e data (Technician signature and date): GF al laelto

Sigla Approver e data (Approver signature and date): XH Gitos( vw
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(Quantitative suspensiontestfor 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     
Datainizio (Started on): 26/05/20 Data fine sperimentazione (Experimentation finished on): 01/06/20

Rapporto No (Report No) : STULV20AA2313-1 ID Campione (/D sample): LV-MAT-FOV7-20-127-0952:a

Proceduratest (Test procedure)

Hela ATCC CCL-2

Adenovirus Type 5 ATCC VR-5

 

 

 

 

 

 

 

 

              
 

 

 

 

 

 

 

 

              
 

 

 

 

 

 

 

 

              

 

Replica] K- Diluizionevirus (Virus dilution) K-

Condizioni testate (Test condition) 2 3 4 5 6 7 8 9
$i B 0 4 4 2 0 0 0 0 0 0Velurex Multi Gen Cc 0 4 4 2 0 0 0 0 0 0

80.0% D 0 4 4 2 0 0 0 0 0 0
s E 0 4 4 2 0 0 0 0 0 00,BSA +SaORdo % final F 0 A 4 2 0 0 0 0 0 0

© G 0 4 4 2 0 0 0 0 0 0
5 min Endpoint} 0.0 100.0} 100.0 100.0} 0.0 0.0 0.0 0.0 0.0 0.0

Cell destruction: VALID

Log TCID50: 4.50 + 0.000
Log reduction: 3.00 + 0.000

. Diluizione virus (Virus dilution)
Repl K- K-Condizionitestate (Test condition) Shi 2 3 4 5 6 7 8 9

, B 0 4 4 0 0 0 0 0 0 0Velurex Multi Gen Cc 0 4 4 0 0 0 0 0 0 0

25.0% D 0 4 4 0 0 0 0 0 0 0
a E 0 4 4 0 0 0 0 0 0 0oBSA +ee03 % final F 0 x 4 0 0 0 0 0 0 0

° G 0 4 4 0 0 0 0 0 0 0
5 min Endpoint} 0.0 100.0} 100.0} 0.0 0.0 0.0 0.0 0.0 0.0 0.0

Cell destruction: VALID
Log TCIDS50: 3.50 + 0.000

Log reduction: 4.00 È 0.000

. Diluizione virus (Virus dilution)
Repli K- K-

Condizioni testate (Test condition) dana 2 3 4 5 6 Ti 8 9
i B 0 4 4 3 3 2 1 0 0 0Velurex Multi Gen Cc 0 4 x 3 3 7 0 0 0 0

1.0% D 0 4 4 3 3 2 0 0 0 0
5 E 0 4 4 3 3 2 0 0 0 09BSA +tosg% final F 0 4 4 3 3 2 0 0 0 0

° ° G 0 4 4 3 3 2 0 0 0 0
5 min Endpoint} 0.0 100.0 100.0 100.0 100.0 100.0| 16.7 0.0 0.0 0.0

Cell destruction: VALID
Log TCID50: 6.67 % 0.346

Log reduction: 0.83 È 0.173

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

Sigla Tecnico e data (Technician signature and date): G= yj lop|o

Sigla Approvere data (Approver signature anddate): cH odlo& le
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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    
 

Datainizio (Started on): 26/05/20 Data fine sperimentazione (Experimentationfinished on): 01/06/20

Rapporto No (Report No) : STULV20AA2313-1 ID Campione (/D sample): LV-MAT-FOV7-20-127-0952:a

Result summary

Attività virucida (Virucidalactivity)

Adenovirus Type 5 ATCC VR-5

 

 

 

 

 

 

 

Prodotto (Product) Velurex Multi Gen

Sostanzainterferente(Interfering substance) BSA+ erythrocytes 0.3% final concentration

Tempodi contatto (Contacttime) 5 min

Concentrazione (Concentration) Riduzione Log (Log Reduction) Status

80.0% 3+0 ND

25.0% 4+0 PASS

1.0% 0.83 + 0.17 FAIL     
 

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

Sigla Approver e data (Approversignature and date): ot cHe ho
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e

% (Quantitative suspension test for the evaluation of virucidal

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

Norma (Standard): EN14476:2013+A2:2019 / UNI EN 14476:2019    
Datainizio (Started on): 26/05/20 Data fine sperimentazione (Experimentation finished on): 01/06/20

Rapporto No (Report No): STULV20AA2313-1 ID Campione (/D sample): LV-MAT-FOV7-20-127-0952:a

Presentazione grafica del saggio (Graphic presentation oftest)

Adenovirus Type 5 ATCC VR-5

Log (TCID 50)

8.50 

8.00 — = : N nn  

7.50

7.00 =
\ N

N

6.50 = _
\ =6.00

5.50 —\ È n

5.00
S

\ Si

4.50 è = |\ N
x4.00 Ee

3.50 \. oonsroconossodnad

3.00

 

 

 

 

 

 

 

2.50 

2.00 

1.50 
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0.0 5.0 10.0 15.0 20.0 25.0 30.0 35.0 40.0 45.0 50.0 55.0 60.0

Contacttime

Legend (min)

——— Velurex Multi Gen 8024 BSA + erythrocytes 0.3%final concentration
—e—— Volurox Multi Gon 25 % BSA + orythrocytes 0.9%final concentration
+Velurex Multi Gan 1 % BSA + erythrocytes 0.3%final concentration
 Virus Control(Virus control) BSA + erythrocytes 0.3% final concentration
— +— = Formaideide (Formaldehyde)
— — — ACQUA PBS
——— Etfectivenass thrashold

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

Sigla Approver e data (Approversignature and date); ‘DA OX6| lo
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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 Datafine sperimentazione (Experimentation finished on): 29/05/20

Rapporto No (Report No) : STULV20AA2313-1 ID Campione (ID sample): LV-MAT-FOV7-20-127-0952:a

Citotossicita (Cytotoxicity)
RAW 264.7 ATCC TIB-71

 

 

 

 

 

 

 

 

         
 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

              

Replica] K- Diluizione sostanza in esame(Testitem dilution) k-

Condizioni testate (Test condition) 1 2 3 4 5 6 7 8
5 B 0 4 4 4 2 0 0 0 0 0Velurex Multi Gen Cc 0 x 4 4 2 0 0 0 0 0

80.0% D 0 4 4 4 2 0 0 0 0 0
E 0 4 4 4 2 0 0 0 0 0RAW 264.7 ATCC TIB-71 F 0 4 4 4 > 0 0 0 0 0

; 3 G 0 4 4 4 2 0 0 0 0 09
SSA + emibranziss 0:34 tinal concentration (aa no 7000] 1000 Fo0n] id0s] ve [do oo ae 00

Cell destruction: VALID
Log TCIDS50: 4.50

. Diluizione sostanza in esame (Test item dilution
ua na Replica] K- K-

Condizioni testate (Test condition) 1 2 3 4 5 6 7 8
3 B 0 4 4 2 0 0 0 0 0 0Velurex Multi Gen c 0 4 4 3 0 0 0 0 0 0

25.0% D 0 4 4 Z 0 0 0 0 0 0
E 0 4 4 2 0 0 0 0 0 0RAW 264.7 ATCC TIB-71 F 0 a 4 7 0 0 0 0 È 0

oe » G 0 4 4 2 0 0 0 0 0 0BSA + erythrocytes 0.3% final concentration Endpoint 0.0 1100.01 10001 100.01 0.0 D0 00 00 00 0.0

Cell destruction: VALID

Log TCID50: 3.50

a _ Replical K- Diluizione sostanza in esame(Testitem dilution K-
Condizioni testate (Test condition) 1 2 3 4 5 6 7 8

a B 0 4 3 0 0 0 0 0 0 0Velurex Multi Gen Cc 0 A 3 0 0 0 0 0 0 0

1.0% D 0 4 3 0 0 0 0 0 0 0
E 0 4 3 0 0 0 0 0 0 0RAW 264.7 ATCC TIB-71 F 0 4 3 0 0 0 0 0 5 0

. È G 0 4 3 0 0 0 0 0 0 09
lcREEL 00 pol dé de) ant artoo

Cell destruction: VALID
Log TCID50: 2.50

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

Sigla Tecnico e data (Technician signature and date): © QU lee 20

Sigla Approver e data (Approversignature and date): Qf Alce | ww

 

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

© This documentis copyright of Eurofins Scientific Group] Approved document in ETQ
 

   

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

CO
PY



 

 

 

 

 

a Eurofins

  

Prova quantitativa in sospensione perla valutazione dell’attività

® (Quantitative suspension testfor the evaluation ofvirucidal

Norma(Standard): EN14476:2013+A2:2019 / UNI EN 14476:2019
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activity in the medical area) EDR:1-P-QM-TEM-9081579

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

Rapporto No (Report No): STULV20AA2313-1

Datafine sperimentazione (Experimentation finished on): 29/05/20

ID Campione (/D sample): LV-MAT-FOV7-20-127-0952:a

Citotossicità dopofiltrazione (Cytotoxicity afterfiltration)

RAW 264.7 ATCC TIB-71

 

 

 

 

 

 

 

 

        
 

 

 

 

 

 

 

 

        
 

 

 

Replica] K- Diluizione sostanza in esame(Testitem dilution) k-

Condizioni testate (Test condition) 1 2 3 4 5 6 7 8

a B 0 4 4 2 0 0 0 0 0 0
Velurex Multi Gen Cc 0 4 4 7 0 0 0 0 0 0

80.0% D 0 4 4 2 0 0 0 0 0 0
E 0 4 4 2 0 0 0 0 0 0

RAW 264.7 ATCC TIB-71 F 0 4 4 2 0 0 0 0 0 0

a . G 0 4 4 2 0 0 0 0 0 09
BSA * erythrocytes 0.3% final concentration [rrrcimi 0.0 100.0] 100.0] 100.0] 0.0 10.0 10.0 0.0 0.0 00

Cell destruction: VALID

Log TCID50: 3.50

Replica] K- Diluizione sostanza in esame(Testitem dilution kK.

Condizioni testate (Test condition) 1 2 3 4 5 6 T 8

È B 0 4 4 0 0 0 0 0 0 0
Velurex Multi Gen c 0 4 4 0 0 0 0 0 0 0

25.0% D 0 4 4 0 0 0 0 0 0 0
E 0 4 4 0 0 0 0 0 0 0

RAW 264.7 ATCC TIB-71 F 0 4 4 0 0 0 0 0 0 0

: A G 0 4 4 0 0 0 0 0 0 09BSA+ erythrocytes 0.3% final concentration Endpom 0.0 110001 10001 0.0 00 00 00 00 00 00

Cell destruction: VALID
Log TCID50: 2.50

5 Diluizione sostanza in esame(Testitem dilution
iù mm Replica} K- K-

Condizioni testate (Test condition) 1 2 3 4 5 6 7 8

4 B 0 3 0 0 0 0 0 0 0 0
Velurex Multi Gen Cc 0 3 0 0 0 0 0 0 0 0

1.0% D 0 3 0 0 0 0 0 0 0 0
E 0 3 0 0 0 0 0 0 0 0

RAW 264.7 ATCC TIB-71 F 0 3 0 0 0 0 0 0 0 0

= . G 0 3 0 0 0 0 0 0 0 09BSA+ erythrocytes 0.3% final concentration sadpami 0.0 10001 00 00 00 00 00 00 00 00

 

 

 

 

 

              
Cell destruction: VALID

Log TCID50: 1.50

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

Sigla Tecnico e data (Technician signature and date): GF oli lob [do

Sigla Approvere data (Approversignature and date): GH o4le6 (lo
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 a eurofins
(Quantitative suspension test for the evaluation ofvirucidal

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 Datafine sperimentazione (Experimentation finished on): 29/05/20

Rapporto No (Report No): STULV20AA2313-1 ID Campione (/D sample): LV-MAT-FOV7-20-127-0952:a

Murine norovirus (MNV, strain S99) RVB-651

Titolazione virus (Virus Titration)

 

 

 

 

 

 

 

 

               

 

 

 

 

 

 

 

 

              

 

Diluizione virus (Virus dilution)
et va, Replica) K- K-

Condizioni testate (Test condition) A 2 3 4 5 6 it 8
B 0 4 4 4 4 3 2 2 il 0

c 0 4 4 4 4 3 2 2 0 0
. A n D 0 4 4 4 4 3 2 2 0 0Murine norovirus ne strain S99) RVB- E 0 4 4 4 4 3 2 2 0 o

F 0 4 4 4 4 3 2 d 0 0
G 0 4 4 4 4 3 2 a 0 0

Endpoint} 0.0

|

100.0

|

100.0

|

100.0

|

100.0

|

100.0

|

100.0

|

100.0] 16.7 0.0
Cell destruction: VALID

Log TCIDS50: 7.67 + 0.346

Titolazione virale dopofiltrazione (Virus Titration afterfiltration)

, Diluizione virus (Virus dilution)
Repl K- a

Condizioni testate (Test condition) =e 1 2 3 4 5 6 ti 8 ù
B 0 4 4 4 3 3 2 1 0 0
c 0 4 4 4 3 3 2 1 0 0

x n ; D 0 4 4 4 3 3 2 1 0 0Murine norovirus eet strain S99) RVB- E 0 4 4 4 3 3 7 1 0 o

F 0 4 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
Cell destruction: VALID

Log TCID50: 7.50 £ 0.000
Reduction: 0.17 VALID

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

Sigla Tecnico e data (Technician signature and date): te oi lop o

Sigla Approvere data (Approver signature and date): Ot O ileal lo
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 <* eurofins
(Quantitative suspension test for the evaluation ofvirucidal

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

Norma(Standard): EN14476:2013+A2:2019 / UNI EN 14476:2019     
Datainizio (Started on) 26/05/20 Data fine sperimentazione (Experimentation finished on): 29/05/20

Rapporto No (Report No): STULV20AA2313-1 ID Campione (/D sample): LV-MAT-FOV7-20-127-0952:a

Controllo sensibilità al virus (Control ofvirus sensitivity)

Murine norovirus (MNV, strain S99) RVB-651
 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

         
 

 

 

 

 

 

 

 

        
 

 

 

 

 

 

 

 

              

 

Replical K- Diluizione virus (Virus dilution) K
Condizioni testate (Test condition) e 1 2 3 4 5 6 7 8 7

B 0 4 4 4 3 3 1 1 0 0
EBS: c 0 4 4 4 3 3 2 1 0 0

D 0 4 a 4 3 3 2 1 0 0
E 0 4 4 4 3 3 il 1 0 0

F 0 4 4 4 3 3 2 1 0 0
60 min 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
Cell destruction: VALID

Log TCID50: 7.50 t 0.000

Replica K- Diluizionevirus (Virus dilution) kK
Condizioni testate (Test condition) P 1 2 3 4 5 6 7 8 n

E B 0 4 4 4 3 2 1 0 0 0Velurex Multi Gen Cc 0 4 4 4 3 2 1 0 0 0

80.0% D 0 4 4 4 3 2 A 0 0 0
vr . E 0 4 4 4 3 2 1 0 0 0BSA + erythrocytes 0.3% final concentration F 0 4 4 7 3 2 1 1 0 0

60 min G 0 4 4 4 3 2 1 0 0 0
Endpoint} 0.0

|

100.0

|

100.0

|

100.0

|

100.0

|

100.0

|

100.0| 16.7 0.0 0.0
Cell destruction: VALID

Log TCIDSO: 6.67 £ 0.346
Reduction: 0.83 VALID

Replica] K- Diluizione virus (Virus dilution) K-
Condizioni testate (Test condition) p 1 2 3 4 5 6 7 8

i B 0 4 4 4 3 3 1 1 0 0Velurex Multi Gen Cc 0 4 4 A 3 3 1 0 0 0

25.0% D 0 4 4 4 3 3 1 1 0 0
3 a E 0 4 4 4 3 3 d 0 0 09BSA+ erythrocytes 0.3% final concentration F 0 7 4 4 3 3 7 1 0 0

60 min 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: 7.17 € 0.400

Reduction: 0.33 VALID

Replical K- Diluizione virus (Virus dilution) K
Condizioni testate (Test condition) p 1 2 3 4 5 6 È 8 i

i B 0 4 4 4 3 3 1 1 0 0Velurex Multi Gen c 0 4 4 4 3 3 2 1 0 0

1.0% D 0 4 4 4 3 3 1 1 0 0
dd : E 0 4 4 4 3 3 2 1 0 0BSA+ erythrocytes 0.3% final concentration F 0 4 4 4 3 3 3 1 0 0

60 min G 0 4 4 4 3 3 1 1 0 0
Endpoint} 0.0 100.0 100.0 100.0 100.0 100.0 100.0 100.0| 0.0 0.0

Cell destruction: VALID

Log TCID50: 7.50 + 0.000
Reduction: 0.00 VALID

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

Sigla Tecnico e data (Technician signature and date): GF O\ loalzo

Sigla Approver e data (Approver signature and date): OH Aco w
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   <* eurofins
(Quantitative suspensiontestfor the evaluationof virucidal

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

Norma (Standard): EN14476:2013+A2:2019 / UNI EN 14476:2019     
Datainizio (Started on): 26/05/20 Datafine sperimentazione (Experimentation finished on): 29/05/20

Rapporto No (Report No): STULV20AA2313-1 ID Campione(ID sample): LV-MAT-FOV7-20-127-0952:a

Testdi riferimento perl'inattivazione del virus (Referencetest for virus inactivation)

Citotossicità riferimento (Reference Cytotoxicity)

RAW 264.7 ATCC TIB-71

 

 

 

 

 

 

 

 

              

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

              

Replica] K- Diluizione sostanza in esame(Testitem dilution ) kK.

Condizioni testate (Test condition) 1 2 3 4 5 6 7 8
a B 0 4 3 0 0 0 0 0 0 0Formaldeide (Formaldehyde) Cc 0 4 3 0 0 0 0 0 0 0

0.7% D 0 4 3 0 0 0 0 0 0 0
E 0 4 3 0 0 0 0 0 0 0

RES F 0 4 3 0 0 0 0 0 0 0
G 0 4 3 0 0 0 0 0 0 0

Endpoint} 0.0

|

100.0

|

100.0

|

0.0 0.0 0.0 0.0 0.0 0.0 0.0
Cell destruction: VALID

Log TCIDSO: 2.50

Virus Control (Virus control)

RAW 264.7 ATCC TIB-71

Murine norovirus (MNV, strain S99) RVB-651

o n Replica] K- Diluizione virus (Virus dilution) K-

Condizioni testate (Test condition) 2 3 4 5 6 7 8 9

B 0 4 4 3 3 1 1 0 0 0
ACQUA (WATER) c 0 4 4 3 3 2 1 0 0 0

D 0 4 4 3 3 2 1 0 0 0
PES E 0 4 4 8 3 1 1 0 0 0

F 0 4 4 3 3 1 1 0 0 0
0 min G 0 4 4 3 3 1 il 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 TCIDS50: 7.50 + 0.000

a 7 Replica] K- Diluizionevirus (Virus dilution) K-

Condizioni testate (Test condition) 2 3 4 5 6 7 8 9

B 0 4 4 3 3 il 0 0 0 0
AGQUA (WATER) Cc 0 4 4 3 3 1 0 0 0 0

D 0 4 4 3 3 1 A 0 0 0
PBS E 0 4 4 3 3 il 1 0 0 0

E 0 4 4 3 3 1 1 0 0 0
60 min G 0 4 4 3 3 1 0 0 0 0

Endpoint} 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 È 0.447

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

Sigla Tecnico e data (Technician signature and date): GE Ale Lo;

Sigla Approver e data (Approversignature and date): Du oodles ho
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(Quantitative suspension testfor the evaluation of virucidal

activity in the medicalarea) 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 (Experimentationfinished on): 29/05/20

Rapporto No (Report No) : STULV20AA2313-1 ID Campione (ID sample): LV-MAT-FOV7-20-127-0952:a

Test diriferimento perl'inattivazione delvirus (Referencetest for virus inactivation)
RAW 264.7 ATCC TIB-71

Murine norovirus (MNV, strain S99) RVB-651

 

 

 

 

 

 

 

 

         
 

 

 

 

 

 

 

 

              

 

Replica] K- Diluizione virus (Virus dilution) K-
Condizioni testate (Test condition) 2 3 4 5 6 7 8 9

Formaldeide (Formaldehyde) E 5 i = 5 ; é * 7 3 o

0.7% D 0 4 4 2 0 0 0 0 0 0
E 0 4 4 2 0 0 0 0 0 0

EES E 0 4 4 2 0 0 0 0 0 0
30 min G 0 4 4 2 0 0 0 0 0 0

Endpoint] 0.0 100.0} 100.0} 100.0} 0.0 0.0 0.0 0.0 0.0 0.0

Cell destruction: VALID

Log TCID50: 4.50 È 0.000

Reduction: 2.50 & 0.000 PASS

. Diluizione virus (Virus dilution)
Repl K- a

Condizioni testate (Test condition) een 2 3 4 5 6 £ 8 9 Ò

Formaldeide (Formaldehyde) 2 Ù 4 3 , È 7 È î o È

0.7% D 0 4 3 0 0 0 0 0 0 0
E 0 4 3 0 0 0 0 0 0 0

oe E 0 4 3 0 0 0 0 [0] 00
60 min G 0 4 3 0 0 0 0 0 0 0

Endpoint} 0.0 100.0 100.0| 16.7 0.0 0.0 0.0 0.0 0.0 0.0
Cell destruction: VALID

Log TCID50: 3.67 t 0.346
Reduction: 3.33 t 0.173 PASS

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

Sigla Tecnico e data (Technician signature and date): (e) lool Oo

Sigla Approver e data (Approver signature and date): OR odolo
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(Quantitative suspension testfor the evaluation ofvirucidal

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 Datafine sperimentazione (Experimentationfinished on): 29/05/20

Rapporto No (Report No) : STULV20AA2313-1 ID Campione (/D sample): LV-MAT-FOV7-20-127-0952:a

Virus Control (Virus control)

RAW 264.7 ATCCTIB-71

Murine norovirus (MNV, strain S99) RVB-651

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

              

 

Replica] K- Diluizione virus (Virus dilution) K

Condizioni testate (Test condition) 2 3 4 5 6 7 8 9

B 0 4 4 3 3 2 1 0 0 0
ACQUA-:(WATER) c 0 4 4 3 3 2 1 0 0 0

618, D 0 4 4 3 3 2 1 0 0 0
BSA + Samiato % final E 0 4 4 3 3 3 1 0 0 0

F 0 4 4 3 3 2 1 0 0 0
6 min G 0 4 4 3 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 TCIDSO: 7.50 + 0.000

i Diluizione virus (Virus dilution)
Repl - 2

Condizioni testate (Test condition) sa 2 3 4 5 6 7 8 9 K

B 0 4 4 3 3 2 1 0 0 0
ACQUA (WATER) Cc 0 4 4 3 3 2 1 0 0 0

di D 0 4 4 3 3 2 1 0 0 0

Seea
F 0 4 4 3 3 2 1 0 0 0

x 5 G 0 4 4 3 3 2 1 0 0 0
EA Endpoint] 0.0 100.0 100.0] 100.0] 100.0] 100.0] 1000] 0.0 0.0 0.0

Cell destruction: VALID
Log TCID50: 7.50 + 0.000

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

Sigla Tecnico e data (Technician signature and date): &E olo o

Sigla Approvere data (Approversignature and date): Qt oslo [Lo
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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     
Datainizio (Started on): 26/05/20 Data fine sperimentazione (Experimentation finished on): 29/05/20

Rapporto No (Report No) : STULV20AA2313-1 ID Campione(/D sample): LV-MAT-FOV7-20-127-0952:a

Controllo soppressione attività prodotto (Control of suppression of product's activity)

RAW 264.7 ATCC TIB-71

Murine norovirus (MNV, strain S99) RVB-651

 

 

 

 

 

 

 

 

         
 

 

 

 

 

 

 

 

         
 

 

 

 

 

 

 

 

              

 

n Diluizione virus (Virus dilution)
SEE "a Replica] K- K-

Condizioni testate (Test condition) 2 3 4 5 6 7 8 9
. B 0 4 4 3 3 2 0 0 0 0Velurex Multi Gen Cc 0 4 4 3 3 2 1 0 0 0

80.0% D 0 4 4 3 3 2 0 0 0 0
ve 9 E 0 4 4 3 3 2 1 0 0 0BSA + erythrocytes 0.3% final concentration F 0 4 4 3 3 2 1 0 0 0

0 min G 0 4 4 3 3 2 0 0 0 0
Endpoint} 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
Reduction: 0.50 VALID

x Diluizione virus (Virus dilution)
Repli K- aCondizionitestate (Test condition) oa 2 3 4 5 6 7 8 a *

a B 0 4 4 3 3 2 0 0 0 0Velurex Multi Gen Cc 0 4 4 3 3 7 1 0 0 0

25.0% D 0 4 4 3 3 2 1 0 0 0
. 5 E 0 4 4 3 3 2 Al 0 0 09BSA+ erythrocytes 0.3% final concentration F 0 4 4 3 3 7 0 0 0 0

0 min G 0 4 4 3 3 2 1 0 0 0
Endpoint] 0.0

|

100.0

|

100.0

|

100.0

|

100.0

|

100.0} 66.7

|

0.0 0.0 0.0
Cell destruction: VALID

Log TCID50: TAT t 0.400

Reduction: 0.33 VALID

a Diluizione virus (Virus dilution)
Repl K- =Condizionitestate (Test condition) eae 2 3 4 5 6 7 8 9 *

È B 0 4 4 3 3 2 1 0 0 0Velurex Multi Gen c 0 x 4 3 3 2 1 0 0 0

1.0% D 0 4 4 3 9 2 1 0 0 0
oy fi . E 0 4 4 3 3 2 1 0 0 0BSA + erythrocytes 0.3% final concentration F 0 4 4 3 3 2 1 0 0 0

0 min G 0 4 4 3 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(Approververification date): 04/06/20

Sigla Tecnico e data (Technician signature and date): es Oh lag (205

Sigla Approvere data (Approver signature and date): On Aloe no
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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 (Experimentationfinished on): 29/05/20

Rapporto No (Report No) : STULV20AA2313-1 ID Campione (/D sample): LV-MAT-FOV7-20-127-0952:a

Procedura test (Test procedure)

RAW 264.7 ATCCTIB-71

Murine norovirus (MNV,strain S99) RVB-651

 

 

 

 

 

 

 

 

         
 

 

 

 

 

 

 

 

            
 

 

 

 

 

 

 

 

              

 

Replica] K- Diluizione virus (Virus dilution) K-

Condizioni testate (Test condition) 2 3 4 5 6 7 8 9

E B 0 4 4 2 0 0 0 0 0 0
Velurex Multi Gen Cc 0 4 4 2 0 0 0 0 D 0

80.0% D 0 4 4 2 0 0 0 0 0 0
ve E 0 4 4 2 0 0 0 0 0 0

BSA +ETan%final F 0 4 4 2 0 0 0 0 0 0

G 0 4 4 2 0 0 0 0 0 0
5 min Endpoint} 0.0 100.0 100.0 100.0| 0.0 0.0 0.0 0.0 0.0 0.0

Cell destruction: VALID

Log TCID50: 4.50 £ 0.000
Log reduction: 3.00 + 0.000

x Diluizione virus (Virus dilution)
Repl K- a

Condizioni testate (Test condition) es 2 3 4 5 6 7 8 9 Is

A B 0 4 4 0 0 0 0 0 0 0
Velurex Multi Gen c 0 x 4 0 0 0 0 0 0 0

25.0% D 0 4 4 0 0 0 0 0 0 0
A E 0 4 4 0 0 0 0 0 0 09

eatenmeee eee ee poe op ett
G 0 4 4 0 0 0 0 0 0 0

5 min Endpoint} 0.0 100.0} 100.0} 0.0 0.0 0.0 0.0 0.0 0.0 0.0

Cell destruction: VALID

Log TCID50: 3.50 a 0.000

Log reduction: 4.00 + 0.000

A Diluizione virus (Virus dilution)
Repl K- a

Condizioni testate (Test condition) oe 2 3 4 5 6 7 8 9 KS

. B 0 4 3 2 2 0 0 0 0 0
Velurex Multi Gen c 0 4 3 2 3 1 0 0 0 0

1.0% D 0 4 3 2 2 0 0 0 0 0
È È 0 4 3 2 2 0 0 0 0 09)

iaia ET Ta talea tato ti o ioti
G 0 4 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): GF Cy ob Do

Sigla Approvere data (Approver signature and date): SH Alb lo
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(Quantitative suspension test for the evaluation of virucidal

activity in the medical area)

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

EDR:1-P-QM-TEM-9081579

 
 

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

Rapporto No (Report No) : STULV20AA2313-1

Result summary

Attivita virucida (Virucidalactivity)

Murine norovirus (MNV, strain S99) RVB-651

finished on): 29/05/20

ID Campione (ID sample): LV-MAT-FOV7-20-127-0952:a

 Prodotto (Product) Velurex Multi Gen

 
Sostanza interferente (interfering substance) BSA + erythrocytes 0.3% final concentration

 

 

 

 

  
Tempodi contatto (Contacttime) 5 min

Concentrazione (Concentration) Riduzione Log (Log Reduction) Status

80.0% 30 ND

25.0% 4+0 PASS

1.0% 1.83 +0.17 FAIL   
 

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

Sigla Approver e data (Approver signature and date):
arorles (1

 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)

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

  

 

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

Rapporto No(iReport No) : STULV20AA2313-1 ID Campione (/D sample): LV-MAT-FOV7-20-127-0952:a

Presentazionegrafica del saggio (Graphic presentationoftest)

Murine norov.

Log (TCID 50)

8.50

irus (MNV, strain S99) RVB-651
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Legend

—— Velurax Multi Gen 80 % BSA + erythrocytes 0.3%final concentration
—a— Valurex Muli Gen 25 % BSA + erythrocytes 0.3% final concentration
+ Volurex Multi Gen 196 85A + erthrocytes 0.3% final concentration
—— Virus Control Virus control) BSA + eryihrocytes0. 3% final concentration
—— Formaldeide (Formaldehyde)
—— Acqua PES
 Effectiveness threshold

55.0 60.0

Contacttime
(min)

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

Sigla Approver e data (Approver signature anddate): OY odlos ho
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