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EN 14476-Evaluation of Virucidal Activity Final Report

EN 14476 - Chemical disinfectants and antiseptics - Virucidal quantitative suspension test for chemical disinfectants and
antiseptics used in human medicine - Test method and requirements (phase 2, step 1)
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Test
TS EN ISO/IEC 17025

AB-0566-T

AB-0566-T

T22-814/0

03-22

Report Registration Number / Rev.No
/ Report Date

T22-814/0/30.03.2022

Product Full Name

ALCOHOL SWAB ANTISEPTIC WIPE

Product / License Owner

RENASAN MUREKKEPLI SERIT.SAN.VE TiC. AS

Active Substances and concentrations

ETHANOL (CAS NO:64-17-5) %70 w/w

Receiving Date

28.02.2022

Sending the Sample, Letter Date and
Number

28.02.2022 -

Analysis Reason, Seal Status

Biocidal Special Request , Unsealed

Sample Taken Address

ERGAZI MAH. 1819 CAD. TEKNOSITE NO:3-D, YENIMAHALLE/ANKARA

Production Place
Address

ERGAZI MAH. 1819 CAD. TEKNOSITE NO:3-D, YENIMAHALLE/ANKARA

Sample charge / Serial No.

AS1-2541

Analysis Period

09.03.2022-29.03.2022

Packaging type

Original

Production - Expiry Date

25.02.2022 - 25.02.2024

Temperature -
Sample Amount 50 PCS
Formulation Type SWAP WIPES

1. The test results are valid for the sample whose details are specified above.
2. NANOLAB Laboratory Services Chemistry Food Consultancy Environment Egt. This Test Report may not be partially copied or reproduced
without the written consent of San ve Tic Ltd. No part of it can be used alone or separately.
3. Unsigned and unsealed Test Reports are invalid.

4. " marked analyzes are included in our scope

accredited by TURKAK in accordance with TS EN ISO / IEC 17025.

5. The test results in this report do not include the "Uncertainty of Measurement" values. “Measurement Uncertainty” values were not taken into
account in the measurement results of the tested sample or in the evaluation of “Pass / Fail” according to these results. Measurement uncertainty

is specified separately if used in calculations.
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Product Full Name : ALCOHOL SWAB ANTISEPTIC WIPE

Product Registration Number: 814

Report No / Rev No : T22-814/0/30.03.2022

Report Date : 30.03.2022

1. ANALYSIS RESULTS
1.1.  Evaluation of Virucidal Activity Method / Method Application Details

AB-0566-T

T22-814/0

03-22

i interfering Substence
Tested Virus AnaIyS's AnalYSis Concentration Contact c'lc')ir:rtlzc; Cl : i (l::elisrt:lttli]trft;)nnd
; : T ean Dirty
and Strain Method Period ype Temperature | ¢ dition Condition Buffer
. A Hela cell
A_Ic_!en:\g/zls Liquid Media culture (CCLV-
e EN 09032022\ L | Mixture | 2 minutes | Med@ ] RIE 0082)
. 14476 19.03.2022 (in Test 20°C g DMEM,
Adenaid 7, Plates) e PBS, Sterile
ATCC VR-5 !
Water
F:F)lloewlrlis Hela cell
L;’E_Zab Liquid Media culture (CCLV-
Friedrich’— EN 17.03.2022- Direct Mixture 2 minutes containin - RIE 0082)
14476 24.03.2022 (in Test 20°C g DMEM,
Loeffler- BSA .
. Plates) PBS, Sterile
Institut RVB Water
1260
Mur.lrle RAW 264.7
norovirtis — cell
Strain S99 Liquid .
Berlin, EN |15032022-| Mixture | 2 minutes co';’ii?r:?n ] c“:;“ggégg)w'
Friedrich- 14476 22.03.2022 (in Test 20°C g
BSA DMEM,
Loeffler- Plates) .
. PBS, Sterile
Institut RVB Wistar
0651
Vaccinia BHK-21 cell
virus, Liquid Media culture (CCLV-
Ankara EN 19.03.2022- Direct Mixture 2 minutes containin ) RIE 0179)
(MVA), | 14476 | 29.03.2022 (in Test 20°C b € DMEM,
ATCC VR- Plates) PBS, Sterile
1508 Water
_7/;(; //
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1.2.  Analysis Results and Results Evaluation Table
Adenovirus Type 5 — Strain Adenoid 75, ATCC VR-5
After Contact Time Log TCID .,
Test Concentrafion Interfering Reduction Acce.pta.nce Result
substance . . 30 60 Value (R) criteria
0 min | 2 mins . R
mins mins
Clean
_ . - >
toadition 4,50 4,00 >4 log PASS
Sample %97 -
Dirty ) i ) ) i i )
Condition
- - 4,50 - 4,00 3.0<R<5.0 PASS
Formaldehyde | %0,7 (w/v) PBS
- - - 3,50 5,00 3.5<R<5.5 PASS
Clean 4 log reduction
Virus Condition 8,30 8,50 ) ) ) should be seen PASS
control ) Dirty
Condition ) ) i i i ) i
Vaccinia virus, Ankara (MVA), ATCC VR-1508
. . After Contact Time Log TCID ., .
. Interfering Reduction | Acceptance
Test Concentration substance Value (R) teria Result
Omin | 2mins | 5 mins | 15 mins cnite
Clean
- - - >
Condition 3,50 4,50 >4 log PASS
Sample %97 -
Dirty i i i ) i ) i
Condition
PBS
- - 4,50 - 3,50 0.75<R<3.5 | PASS
Formaldehyde %0,7 (w/v)
- - - 4,00 4,00 2.0<R<4.0 PASS
4log
Clean reduction
Viras Condition 8,00 8,00 - - - should be PASS
control ) - =een
Dirty i i ) i ) ) i
A Condition
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Poliovirus Type 1 —LSc-2ab, Friedrich-Loeffler-Institut RVB 1260
. After Contact Time Log TCID s,
Concentrat | Interfering Reduction | Acceptance
Test ion substance Value (R) criteria Result
0 min 2 mins | 30 mins 60 mins
Clean = 3,50 - - 4,00
>
Condition 24log RASS
Sample %97
Dirty - - - - - ) )
Condition
PBS
. - - 5,17 - 2,33 0.5<R<2.5 PASS
Formaldehyde ol
(w/v)
- - - 4,50 3,00 2.0<R<4.5 PASS
4 log
Clean reduction
Virus Condition 7,50 7,50 - - - should be PASS
control ) seen
Dirty i ) i i i ) i
Condition
Murine noroviriis — Strain S99 Berlin, Friedrich-Loeffler-Institut RVB 0651
After Contact Time Log TCID s,
Test Concentration I::s;::::eg It::s:t(lg;‘ Ac;::}f:::ce Result
0 min 2 mins |30 mins| 60 mins
Clean = 3,50 - = 4,00
>
Condition Btlag PASS
Sample %97
Dirty - - - - - i i
Condition
- - 5,50 - 2,00 1.0<R<3.0 PASS
Formaldeh PBS
yde %0,7 (w/v)
- - - 4,17 3,33 2.0<R<4.0 PASS
4log
Clean reduction
. Condition 7,50 7,50 - - - shiould be PASS
control i : ==
Dirty ) i ) i i i
5 Condition
/S |
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1.3.  Assessment of Virucidal Activity Method / Method Information

. Method
Trial Parameter . / Method Summary
Technique
Adenovirus Cell Culture - Cytotoxicity study of samples in cell culture, virus control study, virucidal activity
Type 5 — study and formaldehyde control study are performed simultaneously and the
] . Spearman Karber . - I . N
Strain Adenoid 75, Method : obtained results are compared with the virus control results and the virus titer is
ATCC VR-5 calculated according to the Spearman Karber method.
Poliovirus
Type 1 — all Cul i = Cytotoxicity study of samples in cell culture, virus control study, virucidal activity

LSc-2ab, Friedrich-
Loeffler-Institut RVB
1260

Spearman Karber
Method

study and formaldehyde control study are performed simultaneously and the
obtained results are compared with the virus control results and the virus titer is
calculated according to the Spearman Karber method.

Murine norovirus -
Strain S99 Berlin,
Friedrich-Loeffler-
Institut RVB 0651

Cell Culture -
Spearman Karber
Method

Cytotoxicity study of samples in cell culture, virus control study, virucidal activity
study and formaldehyde control study are performed simultaneously and the
obtained results are compared with the virus control results and the virus titer is
calculated according to the Spearman Karber method.

Vaccinia virus, Ankara
(MVA), ATCC VR-1508

Cell Culture -
Spearman Karber
Method

Cytotoxicity study of samples in cell culture, virus control study, virucidal activity
study and formaldehyde control study are performed simultaneously and the
obtained results are compared with the virus control results and the virus titer is
calculated according to the Spearman Karber method.

COMMENT /
EXPLANATION

The lowest rate of tested ALCOHOL SWAB ANTISEPTIC WIPE without cytotoxic effect was
determined as 1/1000. In the calculations made as a result of the test, when ALCOHOL SWAB
ANTISEPTIC WIPE is used directly, at 202C, in clean condition, as a result of 2 minutes of application
time, the titer of Poliovirus Type 1, Adenovirus Type 5,Murine Norovirus and Vaccinia viriis under
all test conditions. It has shown at least 4 log reduction specified in the " Product Type-1 and

Product Type-19 Instruction on Biocidal Product Analysis ".

As a result; ALCOHOL SWAB ANTISEPTIC WIPE is EFFECTIVE against viruses when used directly, in

clean condition, at 202C for 2 minutes of application time.
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