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kattesaadavaks tegemise

Standard on kattesaadav Eesti
standardiorganisatsioonist.

Kéesolg)ﬁesti standard EVS-EN ISO
21148722 sisaldab Euroopa standardi EN
ISO 2114 9 ingliskeelset teksti.

Standard of\gl)nnitatud Eesti Standardikeskuse

30.11.2009 kagkkijgjaga ja joustub sellekohase
teate avaldami S Teatajas.

Euroopa standardimis isatsioonide poolt
rahvuslikele likmetele E a standardi teksti
jev on

17.06.2009. %

This Estonian standard EVS-EN I1SO 21148:2009
consists of the English text of the European
standard EN ISO 21148:2009.

This standard is ratified with the order of
Estonian Centre for Standardisation dated
30.11.2009 and is endorsed with the notification
published in the official bulletin of the Estonian
national standardisation organisation.

Date of Availability of the European standard text
17.06.2009.

The standard is available from Estonian
standardisation organisation.
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Right to reproduce and distribute Estonian Standards belongs to the Estonian Centre for Standardisation

No part of this publication may be reproduced or utilized in any form or by any means, electronic or mechanical, including
photocopying, without permission in writing from Estonian Centre for Standardisation.

If you have any questions about standards copyright, please contact Estonian Centre for Standardisation:
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Fipyora

The te@ ISO 21148:2005 has been prepared by Technical Committee ISO/TC 217 “Cosmetics” of the
Internatiehal Organization for Standardization (ISO) and has been taken over as EN ISO 21148:2009 by
Technical thee CEN/SS H99 “Products for household and leisure use - Undetermined” the secretariat of

which is he 6MC.

This European Standard shall be given the status of a national standard, either by publication of an identical
text or by endors t, at the latest by December 2009, and conflicting national standards shall be withdrawn
at the latest by De 2009.

Attention is drawn to th

sibility that some of the elements of this document may be the subject of patent
rights. CEN [and/or CENE&

shall not be held responsible for identifying any or all such patent rights.

According to the CEN/CENE nternal Regulations, the national standards organizations of the following
countries are bound to implément *this European Standard: Austria, Belgium, Bulgaria, Cyprus, Czech
Republic, Denmark, Estonia, Fi France, Germany, Greece, Hungary, Iceland, Ireland, Italy, Latvia,

Lithuania, Luxembourg, Malta, Ne ands, Norway, Poland, Portugal, Romania, Slovakia, Slovenia, Spain,
Sweden, Switzerland and the United @om.

/G‘ngorsement notice

The text of ISO 21148:2005 has been approve@ EEN as a EN I1SO 21148:2009 without any modification.
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Iﬂ%uction

The p( 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 hoeous results in different laboratories and to contribute towards the protection of the health of
the laboratory onnel by preventing risk of infection.

When conductin@robiological examinations for cosmetic products, it is especially important that:
— only those mic isms which are present in the samples be isolated or enumerated,;

— the microorganism t contaminate the environment.

In order to achieve this, it id?:e sary to pay attention to personal hygiene and to use working techniques
which ensure, as far as possi ??g(cl‘usion of extraneous contamination.

Since, in this International Stand@is 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 mi€roorganisms.

A large number of manipulations can, fo@e, unintentionally lead to cross-contamination and the analyst
should always verify the accuracy of the r iven by his/her technique. It is necessary to take special
precautions, not only for reasons of hygiene,m Iso to ensure good reproducibility of the results. It is not
possible to specify all the precautions to be takel‘&ﬂlkciroumstances, 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 tection of mesophilic microorganisms which may
grow under aerobic conditions.

The recommendations are applicable to the determination @absence of, or limited occurrence of specified
microorganisms that are of interest for cosmetic products.

The test methods are described in the individual standards. AQ ive 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 mentior‘of?n these International Standards will
depend on the purpose for performing the test and it is for the user cide which approach is best for

his/her application. /

© I1SO 2005 — All rights reserved \"
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Co)\ etics — Microbiology — General instructions for
mi iological examination

04
1 Scope OO

This International
cosmetic products, in"g
(e.g. low water activity,

ard gives general instructions for carrying out microbiological examinations of
to ensure their quality and safety, in accordance with an appropriate risk analysis
-alcoholic, extreme pH values).

might not be appropriate for products in every detail (e.g. certain water-immiscible products).
*

Because of the large variet%ducts and potential uses within this field of application, these instructions

2 Terms and definitions 0
For the purposes of this document, the éilowing terms and definitions apply.

2.1 e

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

4
2.2 /
sample ®

portion of the product (at least 1 g or 1 ml) which is use he test to prepare the initial suspension

23
initial suspension &
suspension (or solution) of a sample in a defined volume o ar@ropriate liquid (diluent, neutralizer, broth or

combination of them) O
y o

sample dilution

dilution of the initial suspension Q/

3 Premises ®O/

3.1 Test areas 6
The areas required for the specific operation of a microbiology laboratory are as follo\ﬂs: @

— receipt, storage, preparation and processing of the samples;
— preparation and sterilization of culture media, apparatus and glassware; 0

— 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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