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National foreword

This Namibian Standard (NAMS) is identical to EN 16615:2015, and was approved for
adoptions by the Namibian Standards Institution CEO.

Namibian standards are developed based on NS| Standards development procedures in
accordance with the rules given in the International Organisation for Standardisation/
International Electrotechnical Commission (ISO/IEC) Directives 1, ISO/IEC Guide 21-1
Adoption of international standards as regional or national standards and WTO — TBT
World Trade Organisation code of Good Practice (which is published as Annex 3 in the
TBT Agreement)

The NSI Technical Committee responsible for this standard is NSI TC 14, Chemicals.

This NAMS 16615:2024 EN 16615:2015 was published in May 2024.



EUROPEAN STANDARD EN 16615
NORME EUROPEENNE
EUROPAISCHE NORM April 2015

ICS 11.080.20

English Version

Chemical disinfectants and antiseptics - Quantitative test method
for the evaluation of bactericidal and yeasticidal activity on non-
porous surfaces with mechanical action employing wipes in the

medical area (4- field test) - Test method and requirements
(phase 2, step 2)

Antiseptiques et désinfectants chimiques - Méthode d'essai Chemische Desinfektionsmittel und Antiseptika -
quantitative pour I'évaluation de I'activité bactéricide et Quantitatives Prufverfahren zur Bestimmung der
levuricide sur des surfaces non poreuses, avec action bakteriziden und levuroziden Wirkung auf nicht-porésen

mécanique a l'aide de lingettes dans le domaine médical Oberflachen mit mechanischer Einwirkung mit Hilfe von

(essai a 4 zones) - Méthode d'essai et prescriptions (phase Tuchern im humanmedizinischen Bereich (4-Felder-Test) -

2, étape 2) Priifverfahren und Anforderungen (Phase 2, Stufe 2)

This European Standard was approved by CEN on 3 January 2015.

CEN members are bound to comply with the CEN/CENELEC Internal Regulations which stipulate the conditions for giving this European
Standard the status of a national standard without any alteration. Up-to-date lists and bibliographical references concerning such national
standards may be obtained on application to the CEN-CENELEC Management Centre or to any CEN member.

This European Standard exists in three official versions (English, French, German). A version in any other language made by translation
under the responsibility of a CEN member into its own language and notified to the CEN-CENELEC Management Centre has the same
status as the official versions.

CEN members are the national standards bodies of Austria, Belgium, Bulgaria, Croatia, Cyprus, Czech Republic, Denmark, Estonia,
Finland, Former Yugoslav Republic of Macedonia, France, Germany, Greece, Hungary, Iceland, Ireland, Italy, Latvia, Lithuania,
Luxembourg, Malta, Netherlands, Norway, Poland, Portugal, Romania, Slovakia, Slovenia, Spain, Sweden, Switzerland, Turkey and United
Kingdom.

. — |

EUROPEAN COMMITTEE FOR STANDARDIZATION
COMITE EUROPEEN DE NORMALISATION
EUROPAISCHES KOMITEE FUR NORMUNG

CEN-CENELEC Management Centre: Avenue Marnix 17, B-1000 Brussels

© 2015 CEN  All rights of exploitation-in, any-form and by anymeans reserved Ref. No. EN 16615:2015 E
worldwide for CEN naticnal Members.



EN 16615:2015 (E)

Content Page
0T =TT o 3
L Yo 11T T o 4
1 85T o o - SN 5
2 NOIrMAtiVe refErENCES ..ot mn e s s e s s amn e s s anes 5
3 Terms and definitioNS .......ccoo i 5
4 LT o LT =T 1 T=T 0 5
5 Test MELNOAS..... ... 6
5.1 Lo ] T o 6
5.2 Materials and reagents.........cccccciiiiirirsisssssssssssssssssssssssssssssssssssssssssssssssssssssnsssnsssssssssnsnsnnnsnnnnnnnnnnnnnnnnnnnen 6
£ 207200 T == B o o = 141 = o 6
5.2.2 Culture media and reagents .........cccccciiiiiccismmrrrriiisssssserr e ssr e s s e e e e n s nr e e e e eean e nnnnneenenan 7
5.3 Apparatus and gIaSSWAIE .........cceueeiemeimmmmmmmmmmrmrirrrrrrrrrrrrsrrsrrrrrrrsrrrrrsrrrrrrrrrerm——. 10
L R T € 7Y 3T - | N 10
5.3.2 Usual microbiological laboratory equipment ... 10
5.4 Preparation of test organism suspensions and product test solutions ........ccccccceeecciccrineniincnns 13
5.41 Test OrganiSm SUSPENSIONS ...cccciiiiiiiiiiiiiiiiiiirrrrr s s s s s sssssrsrsr s s s s s s s s sssssssssssssssssssssssssssssssssssssssssssssssssssssnes 13
5.4.2 Product test SOIULION.......c.oiiiiiic e ————— 15
5.5 Procedure for assessing the bactericidal and yeasticidal activity of the product....................... 15
L TR T € 7Y 3T - | N 15
L0 1 - {3 T N 17
5.6 Experimental data and calculation.............ccccciiiiiiininnnnnnnnnnssss s 20
5.6.1 Explanation of terms and abbreviations .......c.cccccccccmiii s ———— 20
L0 0= 1 o7 | - 1o ) 20
5.7 Verification of Methodology ........cccciiiiiiiiiiiiiii s s s e s smn e e e e s s mnmnn e e e s 25
LN 0 T € 7Y 3T - N 25
5.7.2 Control of weighted mean COUNtS............ccociiiiiiicccscrrr s s 25
5.7.3  BaSiC lIMItS ..uuueeiiiiiiicrr 26
5.8 Expression of results and PreCiSioN..... ..o cccccciieiiinnccsssccrr s sssss e s sssse s e e s s s s ssmne e e e essnannn 26
5.8.1 Overview of the different suspensions / test MIXtUres .........cccccccirirircccicrrer s e 26
LR 7 - | - 3N 26
5.8.3 Limiting test organism and bactericidal and yeasticidal concentration..........cccccccceiiiiiiiiiiiinnnnnns 27
5.8.4 Precision, repetitioNs ... —————— 27
5.9 Interpretation of results — CONCIUSION .........ccceiiiii e mn e e e s s 27
L 00 0 T == B8 7= Yo T o 28
Annex A (informative) Referenced strains in national collections..........ccccococcmiiriininccccnnnccer e 30
Annex B (informative) NeULIaliZersS.........iiiccecceeiiiiiiiicisscrress s ssssssssssss e ssssssssssmssn e s esssssssssmssssssessssssnsnssesssssssssannes 31
Annex C (informative) Graphical representations of the test method ............cccoooiiiiiiinccccce, 32
Annex D (informative) Example of a typical test report...........cccccimmiiiiccccierre e s 35
Annex ZA (informative) Relationship between this European Standard and the Essential

Requirements of EU Directive 93/42/EEC............ccoioirmrreerersseer e s esssme e s ssne s s ssse s s smseessssmnees 39
(S]] [0 o T T o] 17/ 40



EN 16615:2015 (E)

Foreword

This document (EN 16615:2015) has been prepared by Technical Committee CEN/TC 216 “Chemical
disinfectants and antiseptics”, the secretariat of which is held by AFNOR.

This European Standard shall be given the status of a national standard, either by publication of an identical
text or by endorsement, at the latest by October 2015 and conflicting national standards shall be withdrawn at
the latest by October 2015.

Attention is drawn to the possibility that some of the elements of this document may be the subject of patent
rights. CEN [and/or CENELEC] shall not be held responsible for identifying any or all such patent rights.

This document has been prepared under a mandate given to CEN by the European Commission and the
European Free Trade Association, and supports essential requirements of EU Directive(s).

For relationship with EU Directive(s), see informative Annex ZA, which is an integral part of this document.

According to the CEN-CENELEC Internal Regulations, the national standards organizations of the following
countries are bound to implement this European Standard: Austria, Belgium, Bulgaria, Croatia, Cyprus, Czech
Republic, Denmark, Estonia, Finland, Former Yugoslav Republic of Macedonia, France, Germany, Greece,
Hungary, Iceland, Ireland, Italy, Latvia, Lithuania, Luxembourg, Malta, Netherlands, Norway, Poland, Portugal,
Romania, Slovakia, Slovenia, Spain, Sweden, Switzerland, Turkey and the United Kingdom.
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Introduction

This European Standard specifies a carrier test for establishing whether a chemical disinfectant for use on
surfaces administered with wipes has a bactericidal and yeasticidal activity in the fields described in the
scope.

The laboratory test closely simulates practical conditions of application such as contact time, temperature and
interfering substances, including pre-drying specified test organisms on a test-surface as carrier and wiping
the product on the test-surface with a wipe. The conditions are intended to cover general purposes. However,
if for some applications the recommendations of use of a product differ additional test conditions may be or
need to be used.

Each utilization concentration of the product found by this test corresponds to defined experimental conditions.
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