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

U 96 1500:2013/2016

U5doMm039emb LEsbsMEO

Lsgbobxgdgom s 6E0Lg3E03mM0 Jodom®o sdrsegdgdo- 30096vMo
bgeobl bsfagbeo-g50m 3ol 39000 s dmmbmgzbgdo (8sBs 2/ Laggbm®o 2)

Logotmmggemls LEsbsMGgdols s dgEMmmeEmaools
96m36mmo Lospgbdm
0000olo



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

b 96 1500:2013/2016

L506gMMT>30Mm BmbsEgdgdo

1 5333039099005 s 899mmgdwyeos 1sdmddgom Lodo®Mmzgaml LGBt EIdOLs
@S  99¢OmEmaool  9hmgbmmo  bosgabGml 2016 {ierobl 27  ogwobo
Ne53 o 2016 §ieools 25 0g3erolol Ne 52 956 356Mmwqdgdom

2 00090Mos g393560L Matydbols dgmm@om  LEobIMEBHODIE00L g3BM3MEo
3M3oBgBHol  bAHBsOEo 96 1500:2013 ,, LoEHBobGgJz0M s  b6EGOLY3GHOIMMO JodomMo
153990900~ 302096900 bgewols Lsfidgbo-459mEol dgommEo s Jmmbmgbgdo (g3sbs 2/
bogggby®o 2)”

3 3063915

4  6ga0LEMm0MYBMEOos  LoJoMM39wml  1GHObIMEJdOLY @S 393OHMEMa00l
96™3bmwo Lo5396G ML M99LGHOdo: 2016 ferob 27 03obols
Ne268-1.3-9433

836035005 53 BBIBEIGEHOL 33995 gbsdg 30MHdOLIMZ0L 56/0d Jolio Lbgs BMGToo
39306Iw)d



o dgodobgom LESbs@Eo.

s
C

100 39JLE0L Lobsbs

(2%
C

Lo0bggm@dszom bsfoao. L@

EUROPEAN STANDARD EN 1500
NORME EUROPEENNE
EUROPAISCHE NORM April 2013

ICS 11.080.20; 71.100.35 Supersedes EN 1500:1997

English Version

Chemical disinfectants and antiseptics - Hygienic handrub - Test
method and requirements (phase 2/step 2)

Antiseptiques et désinfectants chimiques - Traitement Chemische Desinfektionsmittel und Antiseptika -
hygiénique de mains par frictions - Méthode d'essai et Hygienische Handedesinfektion - Prifverfahren und
prescriptions (phase 2/étape 2) Anforderungen (Phase 2/Stufe 2)

This European Standard was approved by CEN on 1 March 2013.

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

Management Centre: Avenue Marnix 17, B-1000 Brussels

© 2013 CEN  All rights of exploitation in any form and by any means reserved Ref. No. EN 1500:2013: E
worldwide for CEN national Members.



j0dobgo LEsbs®@o.

Jo de

s
C

900 BgdbBol Lobsbs

Loobgm®dszom bsfogmo. @

EN 1500:2013 (E)

Contents Page
oL = Yo o F PRI 3
1 S Yoo ] o S 4
2 NOFMALIVE FEFEIENCES ...eiiiiiiiie ettt e ettt e e et e e e s bt e e s enbb e e e s anbbeeesanees 4
3 Terms and defiNITIONS ..o et s bt e e st b e e e s nnbre e e e nnnes 4
4 =0 LS T =T0 01T 1 S 4
5 LA 0 11114 T Yo R PP PT P UOPPPPRRP 4
5.1 ] T oTT o] [P PUPTT TR 4
5.2 MaterialS @NT FEAGENTS ... ..ttt ettt e e e e e e e s aa bttt e e e e e e s e abbbeeeeaaeessanbbbbeeeeaeeeeaannnnneeas 5
LT R =1 ] o] o = 1 11 o PP EUP PO 5
5.2.2  Culture media and rEAGENTS ...ttt e e e e e e e bbb e e e e e e e e s nab et e e e e e e e e e nnnabeeeaaaaaas 5
53 APPAratUS QNG GIASSWEAIE ..ccciiiieiiii ettt e e oo ettt e e e e e e st bbbt e e e e e e s e anbbeeeeaaeeeaaannbbeeaaaaeaas 8
LT 0 R © 1T o 1= - | SRR TPRR 8
5.3.2 Usual microbiological laboratory equipmentand, in particular, the following: ........cccccceeeevviiiiinnnnnn. 8
5.4 Preparation of test organism suspensions and product test Solutions .......cccccee v, 9
5.4.1 Test organism suspensions (test and validation SUSPENSION) .....cccciiiiciiieiiieee i e 9
5.4.2  ProduCt tEST SOIULIONS ..eiiiiiiiii ittt e e et e e e s sabe e e e s sbbe e e e s sbbeeeessnaeeeeans 11
5.5 Procedure for assessing the bactericidal activity of the product on volunteers' hands ............ 11
LT A 1= o= = | TP RPN 11
5.5.2 Neutralization —control and validation ............oooii i 12
5.5.3 Test procedure With VOIUNTEEIS .......uiiiiiiii ettt ee e e e e e e e ennaeee 13
5.5.4 Incubation and counting of the test mixture and the control and validation mixtures............... 15
5.6 Experimental data and CalCUIAtION .........ooii i 15
5.6.1 Explanation of terms and abbreviations ... 15
N G O [ od U | - 14 o] o IR OTPRPRPPRR 15
5.7 Verification of the methodology - Test validation ........cccccoviiiiiiiie e 18
5.7.1 Acceptance Criteria for teSt FESUILS ...t e e e e e s 18
5.7.2 Control of weighted Mean COUNTS .....cciiii it e s s s e e e e e s s ee e e e e e e e e nnnnnees 19
L AC N = 7= ] ol 10 T £ TR OTPRPRPPRR 19
5.8 Statistical evaluation (significance testing), expression of results and precision..........c........... 19
5.9 (©70Y o Tod 1V 1] 0] IR P TR PPRRTPN 19
BUA0 TSt TP O e 20
Annex A (normative) Standard handrub ProCeAUIE ... 22
Annex B (informative) Neutralizers and rinSing HQUIGS .....cooiiiiiiiiiiiii e 23
Annex C (informative) Control and validation of Neutralization ... 25
Annex D (informative) Quality control Of SOft SO@P ....uuviiiiiiiii e 26
Annex E (informative) Examples of reporting of results and significance testing........ccccceecvveveeeeeiiinnns 27
Annex F (normative) Test fOr NON-INTEIIOTITY ..uoviiiiiiieiee e e e e e e 35
27T o] TTeTo | =T o1 VA PSPPSR 37



j0dobgo LEsbs®@o.

Jo de

s
C

s

100 39JLR0L Lsbsbs

1%
C

Loobgm®dszom bsfogmo. @

EN 1500:2013 (E)

Foreword

This document (EN 1500:2013) 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 2013, and conflicting national standards shall be withdrawn at
the latest by October 2013.

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 supersedes EN 1500:1997.

This document was revised to adapt it to the latest state of science, to correct errors and ambiguities, to
harmonise the structure and wording with other tests of CEN/TC 216 existing or in preparation and to improve
the readability of the standard and thereby make it more understandable.

The following technical changes have been made:
— Neutralization (5.5.1.2).

— The number of volunteers (5.5.1.4).

— The statistical evaluation (5.8).

— The annexes have been completely revised.

Data obtained using the former version of EN 1500 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 will 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 will be run. The changed procedure in
Annex A is regarded as having no (or negligible) influence on the results.

According to the CEN-CENELEC Internal Regulations, the national standards organisations 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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