DIN EN 17126:2019-02 (E)

Chemical disinfectants and antiseptics - Quantitative suspension te st for the
evaluation of sporicidal activity of chemical disinfectants in the medical area - Test
method and requirements (phase 2, step 1)

Contents Page
LT o oY== T4 B o] =T o 4
o Yo 11T T o 5
1 £ o o o - SRS 6
2 NOIrMALIVe FEFEIrENCES ......ooieieieeee e e e e mn e e e smm e e e e sae e e e smmnnnas 6
3 Terms and definitioNs ... s mn e e e s nmn e e e e e e nan 6
4 L= 0 LT =Y 04 L= o S 6
5 IS5 1071 4 o T 7
51 a1 0 Lo o [ 7
5.2 Materials and reagents ..o ———————————— 8
5.21 B3 oo T= 1 1= o L= 8
5.2.2 Culture media and reageNnts ..........cccvvccecerrirceserirssrerrs e e s s sme e s s ssme e e s s s s e e s s sn e e e s snne e e s s e e e e e eamnenan 8
5.3 Apparatus and glaSSWare ... e 14
5.3.1 7= o = - | 14
5.3.2 Usual microbiological laboratory equipment ..o e 14
5.4 Preparation of test organism suspensions and product test solutions ..........cccccccevrrrriiicnnnee 16
5.4.1 Test organism suspensions (test and validation suspension) ........ccccccevccmmmririiiccccsseeneenenns 16
5.4.2 Product test SOIULIONS .........eeeiiiieeeccir e amn e e e s e mr e e e mmnns 21
5.5 Procedure for assessing the sporicidal activity of the product ............ccocmiiiiiciiniiicnnnccen, 21
5.5.1 = LT o | 21
5.5.2 Dilution-neutralization method .............. s 23
5.5.3 Membrane filtration Mmethod ............... s 25
5.5.4 Modified method for ready-to-use Products ............cccccireecmmrrrssrrnnsssr e 27
5.6 Experimental data and calculation ............cccoo i ————— 29
5.6.1 Explanation of terms and abbreviations ... ——— 29
5.6.2 L0 1 1] =4 o o 30
5.7 Verification of Methodology ..o s n e e e e s e e 34
5.71 =Y o = - | 34
5.7.2 Control of weighted mean Counts ... 34
5.7.3 Basic lIMIS .....cooiiiii i 34
5.8 Expression of results and PreCiSion .......cccoviccccicmriiniinnscc s csssssre e s s ssmse s e e s e s ssssnnns 35
5.8.1 =Y o 11 o o 35
5.8.2 Control of active and non-active product test solution (5.4.2) .........ccccorrieecirrrceceerrscceeernes 35
5.8.3 Limiting test organism and sporicidal concentration ............cccooiiiiirnicnc 35
5.8.4 Precision, repetitions ... e n e e nnnns 36
5.9 Interpretation of results - CONCIUSION ........coooiiicciiiii e nmnees 36
5.9.1 7= 4 =T - 1PN 36
5.9.2 Sporicidal activity for surface disinfection products ............cccovvmmiiiiiiccccccr s 36
5.9.3 Sporicidal activity for instrument disinfection products ........ccccccciiriiiicciccccce e, 36
5.9.4 Sporicidal activity for textile disinfection products ... 36
5.9.5 Qualification for certain fields of application ... e 36
5.10 LIS 8 (= Lo o 36
Annex A (informative) Referenced strains in national collections ...........ccccorircecirircccerrrccse e 39



Annex B (informative) Neutralizers and Rinsing Liquids .........cccccciiiiiiminiiis s 40

Annex C (informative) Graphical representation of test procedures..........cccccciireeerrrrrrcccceernsscsere s 42
CA1 Dilution-neutralization method .............. i —— 42
C.2 Membrane filtration method ............o s 44
C.3 Dilution-neutralization method (modified method for ready-to-use products) ..................... 46
C.4 Membrane filtration method (modified method for ready-to-use products) ..........cceeccceuneeenn 48
Annex D (informative) Example of a typical test report ... ———— 50
Annex E (informative) Precision of the test result ... ———— 54
Annex F (informative) Graphical representation of spore preparation ..........c.cccoeiommriiiiiicccscccnneennnes 55
Annex G (informative) Guide for preparation of reference test solution ..........cccccvreeecirricccinincccenincees 56
Annex H (informative) Example for a titration Peracetic acids and hydrogen peroxide ..........cccccco...cc. 57
H.1 L= 5 =T | S 57
H.2 o [T 4 =1 0 1 S 57
H.3 g 0T =Y o T ] - 57
=1 o 1o Yo =T e 4 37/ 59



		2026-06-17T23:47:20+0000
	DIN Deutsches Institut fuer Normung e. V.
	Dokument ist zertifiziert




