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European foreword

This document (EN ISO 18415:2017) has been prepared by Technical Committee ISO/TC 217
"Cosmetics" in collaboration with Technical Committee CEN/TC 392 “Cosmetics” 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 December 2017 and conflicting national standards
shall be withdrawn at the latest by December 2017.

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

This document supersedes EN ISO 18415:2011.

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.

Endorsement notice

The text of ISO 18415:2017 has been approved by CEN as EN ISO 18415:2017 without any modification.



SIST EN ISO 18415:2017

iTeh STANDARD PREVIEW
(standards.iteh.ai)

SISTEN ISO 184152017
httpsy//standards.iteh.ai/catalog/standards/sist/c0f7954d- 1cc7-4309-afa6-
ed470edb4297/sist-en-is0- 18415-2017



INTERNATIONAL ISO
STANDARD 18415

Second edition
2017-06

Cosmetics — Microbiology —
Detection of specified and non-
specified microorganisms

Cosmétiques — Microbiologie — Détection des micro-organismes
spécifiés et non spécifiés

Reference number
1SO 18415:2017(E)

©1S0 2017




ISO 18415:2017(E)

COPYRIGHT PROTECTED DOCUMENT

© IS0 2017, Published in Switzerland

All rights reserved. Unless otherwise specified, no part of this publication may be reproduced or utilized otherwise in any form
or by any means, electronic or mechanical, including photocopying, or posting on the internet or an intranet, without prior
written permission. Permission can be requested from either ISO at the address below or ISO’s member body in the country of
the requester.

ISO copyright office

Ch. de Blandonnet 8 « CP 401
CH-1214 Vernier, Geneva, Switzerland
Tel. +41 22 749 01 11

Fax +41 22 749 09 47
copyright@iso.org

www.iso.org

ii © ISO 2017 - All rights reserved



ISO 18415:2017(E)

Contents Page
FFOT@WOIM ..........ooooooeoeeeee oo es s 858 s \%
IIMETOAUICTION.........oooooeee e85 vi
1 S0P ... 1
2 Normative references

3 Terms and definitions

4 Principle

5 Diluents and culture media

© 0 N O

10

51 GIBIETAL ..
5.2 Diluent for the microbial suspension (tryptone sodium chloride solution) ..
5201 GOIIETAL e
5.2.2  COMPOSTHION oot
5.2.3  Preparation......
5.3 Culture media. ...
53.1  General...n
5.3.2  Enrichment broth.........
5.3.3  Non-selective agar medium
APPATALUS AN GLASSWEATE ...t 5
Strains of MiCreOIgaANISIME .. 4.0, T H A T3 B B H B T T B T e Forereenesmseseseses oo 6
Handling of cosmetic products and laboratory samples................, 6
PIOCEAUIE. ... e e e ot 6
9.1 General reCOMMENAATIONS. ... 6
9.2 Preparation of the initial' suspension’in-the'enrichment broth 6
9.2.1 MipGeneral s.lch.a /catalog /standards/sist/cOf I 6
9.2.2  Water-miseible‘products: 200 000 7
9.2.3  Water-immiscible products w7
0.2.4  Filterable PrOUCES ... oo 7
9.3 Incubation of the INitial SUSPENSION ... 7
9.4 Isolation of specified and non-specified microorganisms. ... 7
9.5 Procedure for identification of the specified microorganism: Pseudomonas aeruginosa......7
O.5.1T  GFAIM STAIIIITIG it 7
9.5.2  Oxidase test........... 7
9.5.3  Identification test .8
9.6  Procedure for identification of the specified microorganism: Escherichia coli......... 8
9.6.1  Gram STAINIIIG ..ooooocooieie oo .8
9.6.2  Oxidase test .8
LSS 706 TR e (=5 o Yt Uor- L U0} o Y Y] O 8
9.7 Procedure for identification of the specified microorganism: Staphylococcus aureus........ 8
O.7. 1 GIaIM STAINIILE oo 8
9.7.2  Catalase test........... 8
9.7.3  ldentification test 8
9.8  Procedure for the identification of the specified microorganism: Candida albicans .. 9
0.8.1  Graml STAIMIIIE . ...oooioiieeio e .9
0.8.2  1AeNfICATION TEST . ..o 9
9.9 Procedure for the identification of non-specified microorganisms...........cn. 9
9.9.1 Gram staining .9
0.0.2  OXEAASE TOSE .o 9
0.9.3  CALALASE TEST oottt 9
1520 I N Ve (=5 4 Y Uor- L U0} o Y Y] SO 9
EXPression Of the T@SUIES ... 10
10.1 Detection of specified MiCrOOTZANISINS ..o 10

© 1S0 2017 - All rights reserved iii



ISO 18415:2017(E)

10.2  Detection of non-specified microorganisms

10.3  AbSENnce Of MICTOOTZANISIIIS  .....ooocovoivriiriieeiieises s
11 Neutralization of the antimicrobial properties of the product............coocii, 10
11.1  General
11.2  Preparation Of INOCULIUITL. ...
11.3  Suitability of detection method by enrichment. ...
11.3.1  Principle s
11.3.2  Procedure. ...
11.3.3 Interpretation of suitability test results
12 T@STTE@POTE ...kt
Annex A (informative) General scheme for identification of microorganisms................cs 13
Annex B (informative) Other MI@Ia ... 14

Annex C (informative) Neutralizers of antimicrobial activity of preservatives and rinsing liquids17

BIDLIOZGTAPIY ... 19

iv © ISO 2017 - All rights reserved



ISO 18415:2017(E)

Foreword

ISO (the International Organization for Standardization) is a worldwide federation of national standards
bodies (ISO member bodies). The work of preparing International Standards is normally carried out
through ISO technical committees. Each member body interested in a subject for which a technical
committee has been established has the right to be represented on that committee. International
organizations, governmental and non-governmental, in liaison with ISO, also take part in the work.
ISO collaborates closely with the International Electrotechnical Commission (IEC) on all matters of
electrotechnical standardization.

The procedures used to develop this document and those intended for its further maintenance are
described in the ISO/IEC Directives, Part 1. In particular the different approval criteria needed for the
different types of ISO documents should be noted. This document was drafted in accordance with the
editorial rules of the ISO/IEC Directives, Part 2 (see www.iso.org/directives).

Attention is drawn to the possibility that some of the elements of this document may be the subject of
patent rights. ISO shall not be held responsible for identifying any or all such patent rights. Details of
any patent rights identified during the development of the document will be in the Introduction and/or
on the ISO list of patent declarations received (see www.iso.org/patents).

Any trade name used in this document is information given for the convenience of users and does not
constitute an endorsement.

For an explanation on the voluntary nature of standards, the meaning of ISO specific terms and
expressions related to éonformity assessment,’as' well as information /about 1SO’s adherence to the
World Trade Organization (WTO) principles in the Technical Barriers to Trade (TBT) see the following
URL: www.iso.org/iso/foreword.htiil.

This document was prepared by Technical Committee ISO/TC 217, Cosmetics.

This second editioni¢cancels'and replaces the first/editiony (1S0c18415:2007), of which it constitutes a
minor revision with the following!/¢hanges:

— inthe Scope, “see ISO 29621” has been added and the reference has been added to the Bibliography;

— inthe Scope, “used” has been changed to “substituted” and “validated” has been changed to “shown
to be suitable”;

— in 3.8, the term “validated” has been changed to “demonstrated to be suitable”;
— in Clause 4, the term “validated” has been changed to “demonstrated”;

— in 5.1, “specifications” has been changed to “instructions”;

— in 5.1, the phrase “are validated” has been changed to “have been demonstrated to be suitable”;

— in 5.2.1, 5.3.3.1, 11.3.1, 11.3.2, instances of the term “validation” and in the heading title of 11.3.3
have been changed to “suitability test”;

— in 11.3, the term “validation” in the heading title has been changed to “suitability”;
— in 11.3.3, instances of “validated” have been changed to “satisfactory”;

— in Clause 12 f), the term “validation” has been changed to “demonstration of the suitability”.

© IS0 2017 - All rights reserved v
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Introduction

Microbiological examinations of cosmetic products are carried out according to an appropriate
microbiological risk analysis in order to ensure their quality and safety for consumers.

Microbiological risk analysis depends on several parameters such as:

— potential alteration of cosmetic products;

— pathogenicity of microorganisms;

— site of application of the cosmetic product (hair, skin, eyes, mucous membranes);
— type of user (adults, children including under 3 years).

For cosmetics and other topical products, the detection of skin pathogens such as Staphylococcus
aureus, Pseudomonas aeruginosa and Candida albicans may be relevant because they can cause skin
or eye infection. The detection of other kinds of microorganisms might be of interest since these
microorganisms (including indicators of faecal contamination e.g. Escherichia coli) suggest hygienic
failure during manufacturing process.

vi © ISO 2017 - All rights reserved
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