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Foreword

This European Standard has been prepared by
CEN Technical Committee 216, Chemical disinfectants
and antiseptics, the secretariat of which is held
by AFNOR.

A collaborative trial is currently being undertaken and
will be used to provide a precision annex to this
standard.

Other methods to evaluate the efficacy of chemical
disinfectants and antiseptics for different fields of
application are in preparation.

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
September 1997, and conflicting national standards
shall be withdrawn at the latest by September 1997.

According to the CEN/CENELEC Internal Regulations,
the national standards organizations of the following
countries are bound to implement this European
Standard: Austria, Belgium, Denmark, Finland, France,
Germany, Greece, Iceland, Ireland, Italy, Luxembourg,
Netherlands, Norway, Portugal, Spain, Sweden,
Switzerland and the United Kingdom.

Annex A is normative, annexes B, C, D, E and F are
informative.
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1) CEN/TC 216 will develop relevant tests.

Introduction
This European Standard describes a suspension test
method for establishing whether a chemical
disinfectant or antiseptic has or does not have a
fungicidal activity under the laboratory conditions
defined by this European Standard. If a product
complies with the test requirements, it can be
considered as possessing a fungicidal activity. The
acceptability of a product as a chemical disinfectant or
antiseptic for a defined purpose cannot be determined
from this test method. Chemical disinfectants and
antiseptics are subjected to further testing by relevant
tests according to European Standards to evaluate
their activity under conditions appropriate to their
intended use1).

There is no evidence that the strains used in this
standard are virulent.

1 Scope
This European Standard specifies a test method
(phase 1) and the minimum requirements for fungicidal
activity of chemical disinfectant and antiseptic
products that form a homogeneous physically stable
preparation in water. This European Standard is
applicable to products for use in agricultural (but not
crop protection), domestic service, food hygiene and
other industrial fields, institutional, medical and
veterinary applications.

NOTE 1. Using this European Standard it is not possible to
determine the fungicidal activity of the undiluted product as some
dilution is always produced by adding the inoculum.

NOTE 2. This European Standard does not evaluate the activity of
a product for an intended use. More specific test methods
described in European Standards (see introduction) are used for
further assessment of the efficacy of chemical disinfectants and
antiseptics for a defined purpose.

NOTE 3. This method corresponds to a phase 1 test (see annex F).

2 Normative references
This European Standard incorporates by dated or
undated reference, provisions from other publications.
These normative references are cited at the
appropriate places in the text and the publications are
listed hereafter. For dated references, subsequent
amendments to or revisions of any of these
publications apply to this European Standard only
when incorporated in it by amendment or revision. For
undated references the latest edition of the publication
referred to applies.

prEN 12353 Chemical disinfectants and
antiseptics Ð Preservation of
microbial strains used for the
determination of bactericidal and
fungicidal activity

ISO 4793 Laboratory sintered (fritted) filters Ð
Porosity grading, classification and
designation

3 Definitions
For the purposes of this European Standard the
following definitions apply:

3.1 product (for chemical disinfection and/or
antisepsis)

Chemical agent or formulation used as a chemical
disinfectant or antiseptic [EN 1040].

3.2 fungicide

Product which kills fungi including their spores under
defined conditions.

NOTE. The adjective derived from `fungicide' is `fungicidal'.

3.3 fungicidal activity

Capability of a product to produce a reduction in the
number of viable vegetative yeast cells and mould
spores of relevant organisms under conditions defined
by this European Standard [EN 1275].

4 Requirements
The product, when tested in accordance with clause 5,
shall demonstrate at least a 104 logarithmic reduction
in viable counts when the test organisms are vegetative
cells of Candida albicans and the spores of
Aspergillus niger.

5 Test method

5.1 Principle

5.1.1 A test suspension of yeast cells or mould spores
is added to a prepared sample of the product under
test. The mixture is maintained at 20 ÊC. At a specified
contact time chosen from one of the following,
5 min ± 10 s, 15 min ± 10 s, 30 min ± 10 s or
60 min ± 10 s, an aliquot is taken; the fungicidal action
in this portion is immediately neutralized or
suppressed by a validated method. The method of
choice is dilution-neutralization. If a suitable neutralizer
cannot be found, membrane filtration is used. The
number of surviving yeast cells or mould spores in
each sample is determined and the reduction in viable
counts calculated.
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