DIN EN 14476:2015-12 (E)

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) (includes Amendment A1:2015)

Contents Page
LT e oY== T4 T o] =T o 4
o Yo 11T T o 6
1 5 oo o - SR 7
2 NOIrMAtive refErEeNCEeS .......coi i mm e e e e e e 7
3 Terms and definitioNs ... 7
4 L= 0 LT =Y 04 L= o S 8
5 JLICET3 .0 T=T 4 Lo T L 10
5.1 ] 4 e o [ 10
5.2 Materials and reagents, including cell Cultures ... 10
5.21 JLICETST e e = 1T 0 10
5.2.2 Culture media, reagents and cell CUIUIeS ..........ccccceiiriiiccccsceir e 1
5.3 Apparatus and glaSSWAre ..........ciicccccicmmiirriiiissssssssreerssssssssssssse s e s e ssssssssssmsssesssssssssssnseseessssassnsnsnses 14
5.4 Preparation of test organism suspensions and product test solutions ..........cccccccvrrrriiccnnnes 15
5.4.1 Test organisms suspensions (test virus suspension) .........ccccccvvvimiinniir . 15
5.4.2 Product test SOIULIONS .........eeiiiiiicccrrr s s e e mmnns 15
5.5 Procedure for assessing the virucidal activity of the product ...........cccooiiiiiiiicies 16
5.5.1 = 0 L= - | 16
5.5.2 LIS o e = LT - 17
5.5.3 Modified method for ready-to-use Products ...........cccccrirreceminscccerrrrssr e 18
554 Cytotoxicity caused by product test SOlUtions ..........ccccerrececirirccce s 18
5.5.5 Control of efficiency of suppression of product’s activity .........ccccceeeeciriicecirccc s 20
5.5.6 Reference test for virus inactivation ... 20
5.5.7 Titration of the VIrus CONtrol ... s 20
5.5.8 Titration of test SAMPIES .....covi i n e nnnnn 20
5.6 Experimental data and calculation ... — 21
5.6.1 g 0 LYo 0T o =Y 1§ 21
5.6.2 Calculation of infectivity titer (TCID50 Or PFU) ... s 21
5.7 Verification of the methodology .........cccceiiiiinic i ———— 21
5.8 EXPression of reSUILS ... s 22
5.8.1 = L= - | 22
5.8.2 Calculation of the virucidal activity of products ..........ccccocceciriicccm e 22
5.9 =53 (=1 o 22
Annex A (informative) Examples of viruses sorted according to their presence in the human body

in case Of Virus iNfECtioN ... 24
Annex B (informative) Detoxification of test mixtures by molecular sieving ........ccccccoiiiiiciiiiiicniiiiinns 26
B.1 Molecular sieving with SephadexTM LH 20 .........cccccciemiiniimnirss s 26
B.1.1 T T T 26
B.1.2 A5T=Y o1 F= T L= QT U =] 0= 0 =1 e Y o 26
B.1.3 0T o T - 26
B.2 Molecular sieving using MicroSpinTM S 400 HR ........cooo e 28



Annex C (informative) Calculation of the viral infectivity titre ...........ccccoiiiiiiniic 29

CA1 Quantal tests -- Example of TCID50 determination by the Spearman-Karber method ......... 29
EN 14476:2013+A1:2015 (E) C.2 Plaque test ...t n s s 29
C.3 Biometrical evaluation of experimental approaches and assessment of the disinfecting
effect on the virus (reduction [R]): ....ceeiiiiiiiciiiir e e e 30
C.31 7= T - 30
C.3.2 Calculating the virus titre with 95 % confidence interval ...........ccccoo i, 31
C.3.3 Calculating the reduction and its 95 % confidence interval ............cccoooimriiinicccccicereeeeees 31
C.34 Calculating the average reduction (R(mi)) and its 95 % confidence interval ........................ 32
C.3.5 Practical @Xample ... e e amnnes 33
Annex D (informative) Presentation of test results of one active concentration ............ccccorricecernnnnns 35
Annex E (informative) Quantitative determination of formaldehyde concentrations ..............ccccceenneees 38

Annex ZA (informative) |Relationship between this European Standard and the Essential
Requirements of EU Directive 93/42/EEC" ... s s snne s 39

=71 0 [T =T ] 13T/ 40



		2026-05-11T20:46:55+0000
	DIN Deutsches Institut fuer Normung e. V.
	Dokument ist zertifiziert




