DIN EN 14476:2013-10 (E)

Chemical disinfectants and antiseptics - Quantitative suspension tes t for the
evaluation of virucidal activity in the medical area - Test method and requirements
(Phase 2/Step 1)

Contents Page
0T =T o 4
0 Yo 11T T o 5
1 T o - 6
2 NOIrMAtive refErE@NCES ... s e e s e e mnn e nas 6
3 Terms and definitioNS ..o 6
4 LYo [T =Y .4 L= o 7
5 =53 8.4 =T Lo T L= 8
5.1 e T T 1 o 8
5.2 Materials and reagents, including cell cultures ...........cccocvmminii e ——— 9
5.21 TESt OrgaANISMS ...eviiiiiiiir e ———————— 9
5.2.2 Culture media, reagents and cell cultures ... s 9
5.3 Apparatus and glaSSWAre ........cccccccciiiiininisissssssssssssssssssssssssssssssssssssssssssssssssssssssssssssssssssssssssssssnsnns 12
5.4 Preparation of test organism suspensions and product test solutions ..........cccccccvrrriiiccnnnes 14
5.4.1 Test organisms suspensions (test Virus SUSPeNSioN) ..........cccccmrmrriiiiccsssserrrersnssssssssseeseeessnes 14
5.4.2 Product test SOIULIONS ........eeeiiiiiiiicr e ———— 14
5.5 Procedure for assessing the virucidal activity of the product ...........cccccceiimiii e 15
5.5.1 7= o 1= | 15
5.5.2 B IC=ES 8 oo = [T = 16
5.5.3 Modified method for ready-to-use Products ...........ccccvciimmiinii e —— 17
5.5.4 Cytotoxicity caused by product test solutions ..........cccciiviininni e ——— 17
5.5.5 Control of efficiency of suppression of product's activity .........ccccoemommmiiiiiicciieees 18
5.5.6 Reference test for virus inactivation ... ——— 18
5.5.7 Titration of the Virus CONtrol ... 19
5.5.8 Titration of test SAMPIES ....ocoeiiicciere e s s s e ramnn e e e e nnnann 19
5.6 Experimental data and calculation ... ———— 19
5.6.1 ProtocCol of reSUILS ........ccccoiiii e 19
5.6.2 Calculation of infectivity titer (TCID50 or PFU) ... rrccsesere e ssme e e 19
5.7 Verification of the Methodology .......cccciiiiiiciiiceiiri s e 19
5.8 EXPression of reSUILS ...t 20
5.8.1 7= 0T - 20
5.8.2 Calculation of the virucidal activity of products ..........ccccccocriiniini 20
5.9 =53 0 =Y o X o Y o 20
Annex A (informative) Examples of viruses sorted according to their presence in the human body

in case Of VIrus iNfECtioN ... 22
Annex B (informative) Detoxification of test mixtures by molecular sieving ......cccccccvvecccicerveniniinccnnes 24
B.1 Molecular sieving with Sephadex TM LH 20 ... ssccsecere s sssss e es s sssmnenes 24
B.1.1 PriNCIPIE e ——————————————————————————————————— 24
B.1.2 EST= o] g = o 13 Q=TT T= o =T 1= T o 24
B.1.3 T o= T - 24
B.2 Molecular sieving using MicroSpin TM S 400 HR .........cccocimminnimnnemn e 26



Annex C (informative) Calculation of the viral infectivity titre .........ccocomiiiiiiinii s 27

C.1 Quantal tests Example of TCID50 determination by the Spearman-Kéarber method ........... 27
C.2 e B T [T == 28
C.3 Biometrical evaluation of experimental approaches and assessment of the disinfecting
effect on the virus (reduction [R]): ....cceeeiiiiiciiiiiiir e s 28
C.31 L= o 1= T 28
C.3.2 Calculating the virus titre with 95 % confidence interval ..........cccooiiiiciiincicicc s 29
C.3.3 Calculating the reduction and its 95 % confidence interval ...........ccccoiiiiiiiiiniiccnicceees 29
C.34 Calculating the average reduction (R(mi)) and its 95 % confidence interval ........................ 30
C.3.5 g = Lo o= T =) -T2 1] o[ 31
Annex D (informative) Presentation of test results of one active concentration ...........ccocceiiiiiinninnnes 33
Annex E (informative) Quantitative determination of formaldehyde concentrations ...........cccoccvrrnnas 36
0 0T 1T T T o 1 N 37



		2026-05-12T23:49:38+0000
	DIN Deutsches Institut fuer Normung e. V.
	Dokument ist zertifiziert




