INTERNATIONAL ISO
STANDARD 21148

First edition
2005-10-15

Cosmetics — Microbiology — General
instructions for microbiological
examination

Cosmeétiques — Microbiologie — Instructions générales pour les
examens microbiologiques

e Reference number
= — 1ISO 21148:2005(E)

© ISO 2005



ISO 21148:2005(E)

PDF disclaimer

This PDF file may contain embedded typefaces. In accordance with Adobe's licensing policy, this file may be printed or viewed but
shall not be edited unless the typefaces which are embedded are licensed to and installed on the computer performing the editing. In
downloading this file, parties accept therein the responsibility of not infringing Adobe's licensing policy. The ISO Central Secretariat
accepts no liability in this area.

Adobe is a trademark of Adobe Systems Incorporated.

Details of the software products used to create this PDF file can be found in the General Info relative to the file; the PDF-creation
parameters were optimized for printing. Every care has been taken to ensure that the file is suitable for use by ISO member bodies. In
the unlikely event that a problem relating to it is found, please inform the Central Secretariat at the address given below.

© 1S0 2005

All rights reserved. Unless otherwise specified, no part of this publication may be reproduced or utilized in any form or by any means,
electronic or mechanical, including photocopying and microfilm, without permission in writing from either ISO at the address below or
ISO's member body in the country of the requester.

ISO copyright office

Case postale 56 « CH-1211 Geneva 20

Tel. +412274901 11

Fax + 4122749 09 47

E-mail copyright@iso.org

Web www.iso.org
Published in Switzerland

ii © ISO 2005 — All rights reserved



ISO 21148:2005(E)

Contents Page
[ T o o iv
L o T LU T oY o \'
1 Scope ,A ............................................................................................................................................... 1
2 Terms aé}efinitions ........................................................................................................................... 1
3 L =T 1T T T 1
4 Equipment Oé ................................................................................................................................... 3
5 Strains of micro@nisms ................................................................................................................... 6
6 PeISONNEL...cueeeeeie et 6
7 Preparation of the ap tUS aNd glasSSWare........cccoecmiiiiicc e e 6
8 Preparation and steriliza@;f culture media and reagents...........ccccecriiiiisnn 8
9 Laboratory samples............ {S; ......................................................................................................... 10
10 (0o T=T =YgV T o - e X 12
1 Expression of results ................ Q .................................................................................................. 13
12 Neutralization of the antimicrobial erties of the product.............ooiiii s 13
Annex A (informative) Basic identification tec UBS ceeiiirreiessssssmnreeeressasssssmneeeesessasssssnnsnsessssasssssnnnesensssnssnn 14
Annex B (informative) Basic techniques for coun@ and plating ....ccoocecccrrir s 19
Annex C (informative) Preparation and calibration Lo Yo U] 111 4 E= PSRN 20

s

s,

© IS0 2005 — Al rights reserved iii



ISO 21148:2005(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$o be represented on that committee. International organizations, governmental and
non-governmental, in #Maigon with ISO, also take part in the work. ISO collaborates closely with the
International Electrotechfiigt)«Commission (IEC) on all matters of electrotechnical standardization.

International Standards aregr’ﬁld in accordance with the rules given in the ISO/IEC Directives, Part 2.

The main task of technical co ees is to prepare International Standards. Draft International Standards
adopted by the technical comm are circulated to the member bodies for voting. Publication as an
International Standard requires app é)y at least 75 % of the member bodies casting a vote.

Attention is drawn to the possibility tha

Qne of the elements of this document may be the subject of patent
rights. ISO shall not be held responsible fo

o@/eytifying any or all such patent rights.

ISO 21148 was prepared by Technical Comm&(@g ISO/TC 217, Cosmetics.
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Introduction

The purpose of this International Standard is to help ensure that the general techniques used for conducting
cosmetic microbiological examinations are the same in other laboratories that adopt these standards, to help
achieve homogeneous results in different laboratories and to contribute towards the protection of the health of
the laboratory pergonnel by preventing risk of infection.

When conducting@c«obiological examinations for cosmetic products, it is especially important that:
— only those microogyisms which are present in the samples be isolated or enumerated;
— the microorganisms%ot contaminate the environment.

In order to achieve this, it i essary to pay attention to personal hygiene and to use working techniques
which ensure, as far as possib xclusion of extraneous contamination.

Since, in this International Standa@}s possible to give only a few examples of the precautions to be taken
during microbiological examinations a, thorough knowledge of the microbiological techniques and of the
microorganisms involved is essential. @important that the analyses be conducted as accurately as possible,
including calculation of the number of m grganisms.

A large number of manipulations can, for eng%e, unintentionally lead to cross-contamination and the analyst
should always verify the accuracy of the re given by his/her technique. It is necessary to take special
precautions, not only for reasons of hygiene, Iso to ensure good reproducibility of the results. It is not
possible to specify all the precautions to be taken | circumstances, but this International Standard at least
provides the main measures to be taken when pre , sterilizing and storing the media and the equipment.

The given recommendations will allow enumeration a
grow under aerobic conditions.

detection of mesophilic microorganisms which may

()

The recommendations are applicable to the determination of@absence of, or limited occurrence of specified

microorganisms that are of interest for cosmetic products. &
The test methods are described in the individual standards. Alt tve microbiological procedures can be
used provided that their equivalence has been demonstrated or t ethod has been otherwise validated.

The choice of a specific method, or combination of methods mention these International Standards will
depend on the purpose for performing the test and it is for the user ogcide which approach is best for
his/her application. :

S
0
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Cosmetics — Microbiology — General instructions for
microbiological examination

A

1 Scope 6 .

Pe "7
This International Stapdard gives general instructions for carrying out microbiological examinations of
cosmetic products, in to ensure their quality and safety, in accordance with an appropriate risk analysis
(e.g. low water activity, -alcoholic, extreme pH values).

Because of the large variet roducts and potential uses within this field of application, these instructions
might not be appropriate for s products in every detail (e.g. certain water-immiscible products).

Q

2 Terms and definitions /;.

For the purposes of this document, the %\@ing terms and definitions apply.

2.1 ,o/‘

product
portion of an identified cosmetic product receive the laboratory for testing

2.2 /®
sample ?
portion of the product (at least 1 g or 1 ml) which is use{’'in Ehe test to prepare the initial suspension

23 @

initial suspension
suspension (or solution) of a sample in a defined volume of an @{opriate liquid (diluent, neutralizer, broth or

combination of them)
%

sample dilution O’
dilution of the initial suspension 6

3 Premises 6\4
3.1 Test areas (p
The areas required for the specific operation of a microbiology laboratory are as follows:
— receipt, storage, preparation and processing of the samples;

— preparation and sterilization of culture media, apparatus and glassware;

— performance of analyses: weighing, dilutions, inoculations, subculturing, incubation, maintenance of the
strain, etc.;

— decontamination and cleaning of apparatus, glassware, and processing of the analysis waste.
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