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National Foreword

This Singapore Standard was prepared by the National Mirror Working Group on ISO/TC 217 set
up by the Technical Committee on Laboratory Testing under the purview of BHSC.

This standard is identical with ISO 21322:2020 “Cosmetics — Microbiology — Testing of impregnated
or coated wipes and masks”, published by the International Organization for Standardization

NOTE 1 - Reference to International Standards are replaced by applicable Singapore Standards/Technical
References.

NOTE 2 - Where numerical values are expressed as decimals, the comma is read as a full point.

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

NOTE

1. Singapore Standards (SSs) and Technical References (TRs) are reviewed periodically to keep abreast of technical changes, techno-
logical developments and industry practices. The changes are documented through the issue of either amendments or revisions.
Where SSs are deemed to be stable, i.e. no foreseeable changes in them, they will be classified as “Mature standards”. Mature Stand-
ards will not be subject to further review, unless there are requests to review such standards.

2. An SS or TR is voluntary in nature except when it is made mandatory by a regulatory authority. It can also be cited in contracts
making its application a business necessity. Users are advised to assess and determine whether the SS or TR is suitable for their
intended use or purpose. If required, they should refer to the relevant professionals or experts for advice on the use of the docu-
ment. Enterprise Singapore and the Singapore Standards Council shall not be liable for any damages whether directly or indirectly
suffered by anyone or any organisation as a result of the use of any SS or TR. Although care has been taken to draft this standard,
users are also advised to ensure that they apply the information after due diligence.

3. Compliance with a SS or TR does not exempt users from any legal obligations.
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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 nor-
mally 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 com-
mittee. International organizations, governmental and non-governmental, in liaison with ISO, also
take part in the work. ISO collaborates closely with the International Electrotechnical Commis-
sion (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, Part2 (see
www.iso.org/directives).

Attention is drawn to the possibility that some of the elements of this document may be the sub-
ject 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 In-
troduction 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 of the voluntary nature of standards, the meaning of ISO specific terms and
expressions related to conformity assessment, as well as information about ISO's adherence to
the World Trade Organization (WTO) principles in the Technical Barriers to Trade (TBT) see
www.iso.org/iso/foreword.html.

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

Any feedback or questions on this document should be directed to the user’s national standards
body. A complete listing of these bodies can be found at www.iso.org/members.html.
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Introduction

For technical reasons, current standards in cosmetics microbiology may not be applicable to
impregnated or coated cosmetic products, such as wipes and masks, in which there is no direct
access to the formulation.

Based on their product form or delivery there is a need to adapt these standards to assess the
microbiological quality of these products.
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Cosmetics — Microbiology — Testing of impregnated
or coated wipes and masks

1 Scope

This document gives guidance for the enumeration and/or detection of microorganisms present
in a cosmetic product thatis impregnated or coated onto a substrate (i.e. wipes and masks) where
sampling and microbiological influence of the manufactured product presents particular
challenges in terms of microbiological sampling and testing.

The principle of this document can also be applied to test similar products (e.g. cushion, impregnated
sponge, etc.) or applicators (e.g. brush, puff, sponge, etc.) with modification of the procedure as
appropriate.

2 Normative references

The following documents are referred to in the text in such a way that some or all of their content
constitutes requirements of this document. For dated references, only the edition cited applies.

For undated references, the latest edition of the referenced document (including any amendments)
applies.

[SO 11930, Cosmetics — Microbiology — Evaluation of the antimicrobial protection of a cosmetic
product

ISO 16212, Cosmetics — Microbiology — Enumeration of yeast and mould

ISO 18416, Cosmetics — Microbiology — Detection of Candida albicans

[SO 21148, Cosmetics — Microbiology — General instructions for microbiological examination

ISO 21149, Cosmetics — Microbiology — Enumeration and detection of aerobic mesophilic bacteria
ISO 21150, Cosmetics — Microbiology — Detection of Escherichia coli

ISO 22717, Cosmetics — Microbiology — Detection of Pseudomonas aeruginosa

[SO 22718, Cosmetics — Microbiology — Detection of Staphylococcus aureus

11
COPYRIGHT



	National Foreword
	Foreword
	Introduction
	1 Scope
	2 Normative references
	3 Terms and definitions
	4 Principle
	4.1 General information
	4.2 Selection of the test sample
	4.3 Selection of the method
	4.4 Recovery of microorganisms from the test sample
	4.5 Enumeration of aerobic mesophilic microorganisms
	4.5.1 General
	4.5.2 Plate count method overview
	4.5.3 Membrane filtration method overview

	4.6 Detection of specified microorganisms by enrichment method

	5 Diluents, neutralizers and culture media
	5.1 General
	5.2 Diluents and neutralizers
	5.3 Culture media
	5.3.1 Media for enumeration and detection
	5.3.2 Media for preparation of spores of Bacillus subtilis


	6 Apparatus and glassware
	7 Strains of microorganisms
	8 Handling of cosmetic products and laboratory samples
	9 Procedure
	9.1 General recommendation
	9.2 Selection and preparation of the test sample
	9.2.1 Selection of the test sample
	9.2.2 Preparation of the initial suspension

	9.3 Recovery of microorganisms
	9.3.1 General
	9.3.2 Stomaching
	9.3.3 Shaking/Stirring

	9.4 Enumeration of aerobic mesophilic microorganisms
	9.4.1 General
	9.4.2 Pour plate method
	9.4.3 Surface spread method
	9.4.4 Membrane filtration method
	9.4.5 Incubation
	9.4.6 Counting of colonies

	9.5 Detection of specified microorganisms by enrichment method
	9.5.1 General
	9.5.2 Test for specified microorganisms


	10 Expression of results
	10.1 Enumeration of aerobic mesophilic microorganisms
	10.2 Detection of specified microorganisms

	11 Suitability test
	12 Test report
	Annexes:
	Annex A  (normative)  Guidance on methods for microbiological testing of impregnated or coated products — Wipes and masks
	A.1 Selection of the test sample
	A.2 Selection of the enumeration method for aerobic mesophilic microorganisms
	A.3 Recovery of microorganisms
	A.4 Summary of procedure for microbiological control of wipes and masks

	Annex B  (informative)  Expression and interpretation of results
	B.1 Counting and expression of results
	B.2 Examples of expression of results — Plate count: Pour plate method
	B.2.1 Treatment of the test sample
	B.2.2 Single dose eye masks — Test sample 1 unit
	B.2.3 Pack of wipes — Test sample 1/5 of a unit (test sample was a large towelette and therefore 1/5 of the towelette was weighed and tested)
	B.2.4 Single dose face mask — Test sample 1/2 unit
	B.2.5 Single dose eyes mask — Test sample 2 units (1 unit is less than 1 g)
	B.2.6 Single dose face mask — Test sample 1 unit

	B.3 Examples of expression of results — Plate count membrane filtration method
	B.3.1 Treatment of the test sample
	B.3.2 Pack of wipes — Test sample 1 unit
	B.3.3 Single dose face mask — Test sample — 1/2 unit
	B.3.4 Single dose eyes mask — Test sample 2 units — Each unit is less than 1 g
	B.3.5 Single dose face mask — Test sample 1 unit
	B.3.6 Single dose face mask — Test sample 1/2 unit


	Annex C

(normative)

Suitability test method
	C.1 Preparation of inoculum
	C.1.1 Bacteria
	C.1.2 Candida albicans
	C.1.3 Preparation of spores of Bacillus subtilis
	C.1.3.1 Culture media
	C.1.3.1.1 Tryptic soy agar (TSA) or soybean casein digest agar (SCDA)
	C.1.3.1.2 Peptone glucose agar with meat and yeast extract
	C.1.3.1.3 Nutrient agar with 0,3 % of manganese (II) sulfate
	C.1.3.1.4 Peptone and meat extract agar with sodium chloride

	C.1.3.2 Preparation of spores stock suspension


	C.2 Bioburden recovery
	C.3 Neutralization of the antimicrobial properties of the product
	C.3.1 General
	C.3.2 Enumeration method
	C.3.3 Enrichment method

	C.4 Expression of results
	C.4.1 Bioburden recovery
	C.4.2 Neutralization of the antimicrobial properties of the product
	C.4.2.1 Enumeration method
	C.4.2.2 Enrichment method




	Figures:
	Figure A.1 — Flow chart for the choice of plate count method
	Figure A.2 — Testing flow

	Bibliography

