130()6(3(*)@80(3()(*) boFoao. Lo FgJbEol Lobsbogo dgodobgm LEsbos@@o.

UL 96 12791:2016+A1:2017/2018

U5go00039e0ml LGobs®@o

L3 Bobggd0m s 96E0LY3EH03MMO JodowMo LGS gdgd0 - JoHMMYOMOo
b0l gB06xBgI30s - godmol 3900MmEo s dMmmbmzbgdo
(3595 2, Lsgggbm®o 2)

bsgdo®0z9emls UEsbaMGHId0Ls s IgEMmeErmyools
96m36meo bosgagbdm
®d0oLo



bo0bgym@dsz0m bofogo. LOygmo GgJlbEol bobosbogow dgodobgom LESbos@Fo.

Vb 96 12791:2016+A1:2017/2018

150653 A530m Imb539dgd0

1 39330390905 ©s 890mmaduos bsdmddgme LodosMm3zgemlb bEobs®mEgdobs
@5 99BHOmEmaool ghmzgbmwo  boosggb@mb 2018  ferob 11 dsoliols
Ne 54 o 2018 ferol 7 dotr@GHol Ne 14 56350 gdgdom

2 80090Mmos 0538MOEMoL msMdbol dgmmom  LEGsbsMGH0bsEool g3M™m3meEo
303039gBHolL LBEGbIOGHo 96 12791:2016+A1:2017 »» BOEYBObGgdz0m s BEHOLY3G3MMO

Jo806m0 Bsdmoegdgdo - JoMmMaowo bgwol ©gHobggdisos - 4odmEool dgommo s
dmmbM36900 (55Ds 2, Logggbm®o 2)”

3 3063915

4 6730LGM0MYPR™MWOos  LodoMmzgwwml  bEHobomEgdols @5 I9BHOMEMY00L
9636990 L5596 G ML 699bEG®do: 2018 feools 11 dsolio
Ne268-1.3-013404

836035005 53 BBIBEIGEHOL 93995 gbsdg 30MHgdOLIMZ0L 6/d Jolio bzs BMGTom
3930GIWI0



o dgodobgom LESbs@Eo.

s
C

900 BgJbBol Lobsbs

Lo0bggm@dszom bsfoao. L@

EUROPEAN STANDARD EN 12791:2016+A1
NORME EUROPEENNE
EUROPAISCHE NORM November 2017

ICS 11.080.20 Supersedes EN 12791:2016

English Version

Chemical disinfectants and antiseptics - Surgical hand
disinfection - Test method and requirements (phase 2,
step 2)

Antiseptiques et désinfectants chimiques - Désinfection Chemische Desinfektionsmittel und Antiseptika -
chirurgicale des mains - Méthodes d'essai et Chirurgische Handedesinfektionsmittel - Priifverfahren
prescriptions (phase 2 /étape 2) und Anforderungen (Phase 2, Stufe 2)

This European Standard was approved by CEN on 13 December 2015 and includes Amendment 1 approved by CEN on 20 July
2017.

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, Serbia, 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

© 2017 CEN  All rights of exploitation in any form and by any means reserved Ref. No. EN 12791:2016+A1:2017 E
worldwide for CEN national Members.



j0dobgo LEsbs®@o.

Jo de

s
C

100 39JLR0L Lsbsbs

(2%
C

Loobgm®dszom bsfogmo. @

EN 12791:2016+A1:2017 (E)

Contents Page
EUTOPEAN fOT@WOTIW......iuiiuiinsnsssisisssssssssssassssssssssssssssssssssssasasasssssssssssssssas sssssssssasasss s s e s sesssassssasasasanansnsnsssnsnsssssssasanass 3
1 Y6 1 4
2 I\ L0 0 0T U Qs ) ) 4 L 4
3 Terms and defiNitions ... ———————————————————— 4
4 REQUITEIMEINTES ..uvtiuinsnsessssmssssnsismsssssssssnsssssssssssssssssssssssssss s sssssassesms s sesssassessssssesssas sesnsss s esnssssnsssasssnnssssnnssassnnnss 4
5 TESE METNOMAS e E R R AR AR R e e e R R R AR AR RS 4
51 o0 10 (00 ) (Y 4
5.2 Materials and FEAZENLS. ... s 5
LS. I T ) o 21 1) ] 5
5.2.2 Culture media and FEAZENLS .....c.cuirimsmsmsmsmsmsmsmsssssssssssassss s E R R n e e e 5
53 Apparatus and GlaSSWATE ... s s 7
LS T0 J00 O - 1 1) - | 7
5.3.2 Usual microbiological laboratory eqUipmen ... 7
54 Product teSt SOIULIONS......iciiiccssissssnsnsmssssss s e e 8
5.5 Procedure for assessing the microbicidal activity of the product on volunteers’

NANAS o ———————————————— A A 9
LSS T 7 1 1) i 1 9
5.5.2 Preparatory handwash s ssssssssssaes 10
5.5.3 Test procedure With VOIUNTEET'S ......ccmmmmmsmsmsismsmsssmsmsssnssssssssssssssssssssssssssssssssssssssssssasassssssssssssssssssses 10
5.5.4 Incubation and counting of the test MIXtUIe. ... —————————— 12
5.6 Experimental data and calCulation ... 12
5.6.1 Determination of Ve-ValUes......ommsimimnmsssssssssssssssssssssssssssssss s ssssssssssssssssss 12
5.6.2 Calculation of the individual Ig reduction (Ig R; Ig prevalue minus lg postvalue)................ 13
5.7 Verification of the methodology ... ———————————— 14
5.7.1 Acceptance criteria for teSt reSults...... i ——————————— 14
5.7.2 Control of weighted Mean COUNTS.....cumsss s ———————— 14
5.8 Statistical evaluation (significance testing), expression of results and precision ............... 14
5.9 L0704 U L1 1] o) 15
LS 10 Y T o o 010 ) o 15
Annex A (informative) Standard surgical handrub/-wash procedure ..., 17
Annex B (informative) Quality control of SOft S0AP ......c.crmmmm s —————— 18
Annex C (informative) Examples of reporting of results and significance testing ..........ccouureresenens 19
Annex D (informative) WILCOXON'S matched-pairs signed-ranks test ........ccsmsmmmnmsmsesssssssasasanns 30
123101 102 01 1] 17, 31



j0dobgo LEsbs®@o.

Jo de

s
C

100 39JLR0L Lsbsbs

(2%
C

Loobgm®dszom bsfogmo. @

EN 12791:2016+A1:2017 (E)

European foreword

This document (EN 12791:2016+A1:2017) 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 May 2018, and conflicting national standards shall be
withdrawn at the latest by May 2018.

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 includes Amendment 1 approved by CEN on 2017-07-20.

This document supersedes ® EN 12791:2016" ~.

The start and finish of text introduced or altered by amendment is indicated in the text by tags ¥
¥ deleted text™ *

Data obtained using the former version of EN 12791 may still be used, if it is supplemented by data on
neutralization, additional results from more volunteers and the new statistical evaluation of the “mixed”
(old and new) set of data. The additional results should be obtained preferably in the same laboratory
and with volunteers not having participated in the previous (“old”) study. If the neutralizer used in the
test using the former version is not sufficiently neutralizing a complete new test should be run.

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, Serbia, Slovakia, Slovenia, Spain, Sweden, Switzerland,
Turkey and the United Kingdom.



