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European foreword

This document (EN 13697:2015/prA1:2018) has been prepared by Technical Committee CEN/TC 216
“Chemical disinfectants and antiseptics”, the secretariat of which is held by AFNOR.

This document is submitted to the CEN Enquiry.
Option 1
Data from the latest EN 13697 are still valid with the exception of:

— Pseudomonas aeruginosa and Candida albicans under clean conditions

or
Option 2
Data from the latest EN 13697 are still valid

(to be discussed during CEN Enquiry).
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1 Modification to Clause 4

Replace Table 1 by the following:

Table 1 — Experimental conditions

Test Conditions

Bactericidal activity on
non-porous surfaces

Yeasticidal activity on
non-porous surfaces

Fungicidal activity on
non-porous surfaces

without mechanical without mechanical without mechanical
action action action
Test organism
Enterococcus hirae
(see 5.2.1) o . Candida albicans
minimum Escherichia coli , , ) T
. Candida albicans Aspergillus brasiliensis (ex
spectrum of | Pseudomonas aeruginosa A niger)
test Staphylococcus aureus
organisms

Test organisms
additional
(examples)

Salmonella typhimurium
Lactobacillus brevis
Enterobacter cloacae

Saccharomyces cerevisiae
(for breweries)

Saccharomyces cerevisiae
var. diastaticus (for
breweries)

any relevant test organism

Test temperature

In a range from 4 * 1°C to
40+ 1°C
For tests performed at
room temperature, the

range shall be between
18°C and 25°C°C

In a range from 4 + 1°C to
40 £ 1°C
For tests performed at
room temperature, the
range shall be between
18°C and 25°C°C

In a range from 4 + 1°C to
40+ 1°C
For tests performed at
room temperature, the

range shall be between
18°C°C and 25°C°C

Contact time

in a range from 1 min and
between 5 and 60 min
(from 1 min to 5 min at
intervals of 1 min and
from 5 min to 60 min at
intervals of 5 min)

in a range from 1 min and
between 5 and 60 min
(from 1 min to 5 min at
intervals of 1 min and from
5 min to 60 min at intervals
of 5 min)

in a range from 1 min and
between 5 and 60 min
(from 1 min to 5 min at
intervals of 1 min and from
5 min to 60 min at intervals
of 5 min)

Interfering
substance

clean conditions

0,3 g/1 Bovine Albumin for
Staphylococcus aureus,
Enterococcus hirae,
Escherichia coli and
Pseudomonas aeruginosa

0,3 g/1 Bovine Albumin for
C. albicans

0,3 g/1 Bovine Albumin for
C. albicans and A.
brasiliensis

Interfering
substance

dirty conditions

3,0 g/1 Bovine Albumin for
Staphylococcus aureus,
Enterococcus hirae,
Pseudomonas aeruginosa
and Escherichia coli

3,0 g/1 Bovine Albumin for
C. albicans

3,0 g/1 Bovine Albumin for
C. albicans and A.
brasiliensis
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Bactericidal activity on Yeasticidal activity on Fungicidal activity on
Test Conditions no-n-porous surfa-lces no-n-porous surfa-lces no-n-porous surfa!ces
without mechanical without mechanical without mechanical
action action action
Interfering
substance any relevant substance any relevant substance any relevant substance
additional
Log reduction
from a water
. > 4L > 3L > 3L
control (decimal & & &
log)

The referenced test conditions are by no means intended as requirements for the use of a product, nor as requirements
for the evaluation and acceptance of products by regulatory authorities.

The recommended contact time for the use of the product is within the responsibility of the manufacturer.

Where appropriate (specific purposes), additional specific bactericidal/yeasticidal/fungicidal activity shall be
determined under other conditions of time, temperature, additional strains and interfering substances in order to take
into account intended specific use conditions.

2 Modification to Clause 5.2.2.8.2

Replace the title of Clause 5.2.2.8.2. as follows

Bovine albumin solutions

Replace the whole text of Clause 5.2.2.8.2 by the following:

Bovine albumin solutions for the test conditions shall be prepared as follows:

— Preparation for clean conditions:

— dissolve 0,06 g of bovine albumin (Cohn fraction V for Dubos medium) in 100 ml of water (see
5.2.2.2);

— sterilize by 0,45 pm membrane filtration (see 5.3.2.19), keep in the refrigerator and use within
one month.
The final concentration of bovine albumin in the test procedure (see 5.5.2) is 0,3 g/1.

— Preparation for dirty conditions;

— dissolve 0,60 g of bovine albumin (Cohn fraction V for Dubos medium) in 100 ml of water (see
5.2.2.2);

— sterilize by 0,45 um membrane filtration (see 5.3.2.19), keep in the refrigerator and use within
one month.
The final concentration of bovine albumin in the test procedure (see 5.5.2) is 3,0 g/1.

In addition, other interfering substances for chemical disinfectants with detergent properties (therefore
simulating additional dirty conditions for specific uses) can be chosen:
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3 DModification to Clause 5.2.2.8.3

At the end of Clause 5.2.2.8.3, replace

The final concentration of milk in the test procedure (see 5.5.2) shall be 1,0 % (V/V) of reconstituted
milk.

with

The final concentration of the reconstituted milk should be 1.0 % (v / v) in the test (see 5.5.2) or 1 g/ L
of milk powder during the test.

4 Modification to Clause 5.2.2.8.4

Delete the whole clause.

5 Modification to Clause 5.2.2.8.5

Delete the whole clause.

6 Modification to Clause 5.2.2.8.6

Delete the whole clause.

7 Modification to Clause 5.2.2.9

Delete the whole clause.

8 Modification to Clause 5.3.2.2
Replace the title of clause 5.3.2.2 by the following

Temperature controlled cabinet capable of being controlled at test temperatures, 6 + 1 °C

9 Addition of new Clause 5.3.2.20

Add the following new clause after Clause 5.3.2.19

5.3.2.20 Vacuum desiccator, Desiccator with an active desiccant. Vacuum source may be a pump or
central supply and should achieve a vacuum of 20-25 in mercury (508- 635 torr; 677-847 mbar; 68000-
85000 Pascal; conversion tables are readily available on the Internet for other units).

10 Modification to Clause 5.4.1.3

Replace the text of a) by the following:

a) Bacterial test suspension:

Take 10 ml of diluent (see 5.2.2.5) and place in a 100 ml flask with 5 g of glass beads (see 5.3.2.12). Take
the working culture (see 5.4.1.2) and transfer loopfuls of the cells into the diluent. The cells should be
suspended in the diluent by immersing the loop in the diluent and rubbing it against the side of the flask
to dislodge the cells. Shake the flask for 3 min using a mechanical shaker (see 5.3.2.14). Aspirate the
suspension from the glass beads and transfer to another flask. Adjust the number of cells in the

suspension to 1,5x 108 cfu/ml to 5,0x 108 cfu/ml using the diluent for S. aureus, Pseudomonas
aeruginosa for tests under dirty conditions, E. coli and E. hirae.



EN 13697:2015/prA1:2018 (E)

Adjust the number of cells in the suspension to 1,5 x 109 cfu/mlto 5,0 x 109 cfu/ml using the diluent for
P. aeruginosa for tests to be performed under clean conditions.

The numbers of units shall be estimated by means of spectrophotometer or any other suitable means.
Maintain this suspension in the water bath at 20 C £ 1 C and use within 2 h.

Replace the text of b) 1) by the following
1) Candida albicans:

Take 10 ml of diluent (see 5.2.2.5) and place in a 100 ml flask with 5 g of glass beads. Take the working
culture (see 5.4.1.2) and transfer loopfuls of the cells into the diluent. The cells should be suspended in
the diluent by immersing the loop in the diluent and rubbing it against the side of the flask to dislodge
the cells. Shake the flask for 3 min using a mechanical shaker (5.3.2.14). Aspirate the suspension from
the glass beads and transfer to another flask. Adjust the number of cells in the suspension to 1,5 x 108
cfu/ml to 5,0x 108 cfu/ml using the diluent for tests to be performed under clean conditions,
estimating the numbers of units by means of a spectrophotometer or other suitable technique. Maintain
this suspension in the water bath at 20 °C £ 1 °C and use within 2 h. Adjust the number of cells in the
suspension to 1,5 x 107 cfu/ml to 5,0 x 107 cfu/ml using the diluent for tests to be performed under
dirty conditions, estimating the numbers of units by means of a spectrophotometer or other suitable
technique. Maintain this suspension in the water bath at 20 °C + 1 °C and use within 2 h.

11 Modification to Clause 5.4.1.4

Replace the whole text by the following

Dilute the adjusted bacterial and yeast suspensions (see 5.4.1.3) by 10-6 (serial dilutions) and 10~7 for
S.aureus, E. coli, E. hirae and C. albicans, by 10~7 (serial dilutions) and 10-8 for P. aeruginosa and by

107> and 1076 for the mould spore suspension (see 5.4.1.3)using diluent (see 5.2.2.5). Mix the
suspension (see 5.3.2.8).

Take a sample of 1,0 ml of each dilution in duplicate and inoculate pour plates. Pipette each 1,0 ml
sample into separate Petri dishes (see 5.3.2.11) and add 15 ml to 20 ml melted TSA (see 5.2.2.2) for the
bacteria and 15 ml to 20 ml melted MEA (see 5.2.2.3) for the fungi, cooled to 45 °C + 1 °C.

a) Counting of bacterial test suspensions

1) For the bacterial strains, incubate the plates at 36 °C+1°C or at (37 +1)°C for 18-24 h.
Discard any plates which are not countable for any reason. Incubate the plates for a further 18-
24 h. Do not recount plates which no longer show countable colonies. Recount the remaining
plates.

b) Counting of fungal test suspensions

1) For the fungal strains, incubate the plates at 30 C = 1 C for 18-24 h (Candida albicans), for 42
h to 48 h (Aspergillus brasiliensis. Discard any plates which are not countable for any reason.
Count the plates and determine the number of colony forming units. Incubate the plates for a
further 18-24 h. Do not recount plates which no longer show well-separated colonies. Recount
the remaining plates. For Aspergillus brasiliensis, continue incubation for a further 20 h to 24 h
and if necessary a further 20 h to 24 h, provided the number of countable colonies (discrete
colonies) is increasing.

Determine the highest number of colonies for each 1 ml sample.

For incubation and counting, see 5.4.1.5.



