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Statement on the fungicidal effect of Incidin active according to EN 13624

It is hereby confirmed that FC FC 913019 as tested according to Anios studies n®
36772, report N° A 18 43 13624 and n° 36828, report N° A 18 60 13624 is identical to
Incidin active.

In conclusion of report N° A 18 43 13624 and N° A 18 60 13624 Incidin active is
therefore effective against moulds according to EN 13624 under clean conditions at a
concentration of 1% with a contact time of 60 min and at a concentration of 2% at a
contact time of 15 min .
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Test report no L16/0084.1

Quantitative test method for the evaluation of bactericidal and yeasticidal activity of Incidin Active on
non-porous surfaces with mechanical action employing wipes
in the medical area according to DIN EN 16615:2015 (Phase 2, step 2)*

In accordance with your order, we tested the preparation Incidin Active for its activity in the quantitative surface test ac-
cording to DIN EN 16615:2015* under dirty conditions.

1  General Information and Material

1.1 Client
Client: ECOLAB DEUTSCHLAND GMBH, Herrn Dr. Bernhard Meyer
Ecolab-Allee 1, DE - 40789 Monheim am Rhein, Germany
Date of order: 26/01/2016
1.2 Identification of Test Laboratory
Location: Dr. Brill + Partner GmbH - Institute for Hygiene and Microbiology,
Stiegstiick 34, DE-22339 Hamburg, Germany
Study manager: Dipl.-Biol. Henrik Gabriel
Scientific assistant: Dipl.-Ing. Dr. rer. nat. Andreas Kampe
Laboratory technicians: Martina Miller
1.3 Table of Contents
General Information and Material 1
Methods 3
Results 3
Tables 4
List of Abbreviations 21
1.4 |dentification of Sample
Name of product: Incidin Active
Batch no.: 1245FM0707
*Test procedure accredited according to DIN EN ISO/IEC 17025. Test report issued by Dr. Brill e . (e
+ Partner GmbH, Stiegstiick 34, DE - 22339 Hamburg, Germany, Telephone +49. 40. i W Zenualstelle der Lander §
557631-0, Telefax +49. 40. 557631-11, www.brillhygiene.com. No copying or transmission, « DAKKS * =g * Orsssanchemeeiue f
in whole or ip part, of this test report without the expligit prior written permission. The test girfégr‘fmngme"e * X Lisdizinprodubten 3
results exclusively apply to the tested samples. Information on measurement uncertainty on D-PL-13412-01-02 W K ZLG-AP-216.11.02

request. © Dr. Brill + Partner GmbH 2016
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1.5

Manufacturer:

Date of delivery:
Storage conditions:
Appearance of product:
Odour:

Product type:
Recommended diluent:

Diluent used:

Active agents (Manufacturer's data):

Test Conditions

Test period:

Product test concentrations:

Exposure time:

Germ carrier:

Test temperature:
Incubation temperature:
Organic load:

Standard wipe:
Impregnation volume:
Impregnation time:

Neutraliser:

Test organisms:

Test report no L16/0084.1
Author AKam Version 01  Date 09/05/2016

Name of Product Incidin Active
Method DIN EN 16615:2015%

Page 2 of 21

ECOLAB DEUTSCHLAND GMBH, Monheim am Rhein, Germany
01/02/2016

room temperature and darkness

powder

characteristic

Surface Disinfectant

Tap water

water of standardised hardness (WSH, pH 7.0)

0.1% peracetic acid

15/03/ - 03/05/2016
Standard organisms: 0.1+1.0%
Additional organisms: 0.2+ 2.0 %

1+ 5 minutes

PVCtile, 20 cm x 50 ¢cm

20°Cx1°C

36°C+ 1°C

dirty conditions (3.0 g/L bovine albumin + 3.0 g/L sheep erythrocytes)
Tork Premium Special Wipes (SCA Tork), 17.5 x 28 cm, No. 90491

16 ml

min. 30 minutes

30 g/L polysorbate 80, 30 g/L saponine, 3 g/L lecithin,1 g/L histidine,

5 g/L sodium thiosulphate (TLSH-Nt)

Staphylococcus aureus ATCC 6538

Enterococcus hirae ATCC 10541
Pseudomonas aeruginosa ATCC 15442
Candida albicans ATCC 10231
Mycobacterium terrae ATCC 15755
Mycobacterium avium ATCC 15769

* Test procedure accredited according to DIN EN ISO/IEC 17025. Test report issued by Dr. Brill
+ Partner GmbH, Stiegstiick 34, DE - 22339 Hamburg, Germany, Telephone +49. 40.
557631-0, Telefax +49. 40. 557631-11, www.brillhygiene.com. No copying or transmission, (( DAKKS
in whole or in part, of this test report without the explicit prior written permission. The test 2::::;?&{““85“&',9
results exclusively apply to the tested samples. Information on measurement uncertainty on D-PL-13412-01-02
request. © Dr. Brill + Partner GmbH 2016

Kedizinprodurten

ZLG-AP-216.11.02



Test report no L16/0084.1
Author AKam Version 01  Date 09/05/2016

Name of Product Incidin Active
Method DIN EN 16615:2015*

DR. BRILL + DR. STEINMANN

INSTITUT FUR HYGIENE UND MIKROBIOLOGIE Page 3 of 21

2  Methods

The tests were carried out according to EN 16615:2015 “Chemical disinfectants and antiseptics - Quantitative test method
for the evaluation of bactericidal and yeasticidal activity on non-porous surfaces with mechanical action employing wipes in
the medical area (4-field test) -Test method and requirements (phase 2, step 2)".

In addition to the standard test organisms Mycobacterium terrae and Mycobacterium avium were tested to show mycobac-
tericidal efficacy.

3  Results

The test results based on DIN EN 16615: 2015 are summarised in tables 1 and were evaluated according to “Requirements
and methods for VAH certification of chemical disinfection procedures, method 14" (as of 2 April 2015).

The test organisms were sufficiently (Standard Bacteria RF > 5; Candida, Mycobacteria RF > 4) inactivated with the follow-
ing concentration-time relationship:

Bactericidal: dirty conditions 1.0 % 5 minutes
Yeasticidal: dirty conditions 1.0 % 5 minutes
Mycobactericidal: dirty conditions 2.0 % 5 minutes
Hamburg, 09/05/2016

e .

- S
Dipl.-Biol. Henrik Gabriel Dipl.-Ing. Dr. rer. nat. Andreas Kampe

Study Manager Quality control

* Test procedure accredited according to DIN EN ISO/IEC 17025. Test report issued by Dr. Brill

+ Partner GmbH, Stiegstiick 34, DE - 22339 Hamburg, Germany, Telephone +49. 40. WX e

557631-0, Telefax +49. 40. 557631-11, www.brillhygiene.com. No copying or transmission, (( DAKKS * ELE : e g

in whole or in part, of this test report without the explicit prior written permission. The test Deutsche ", e " tedizinpredubtzn 3
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Table 1.1:  Summary of two test runs

Test organism Contact product Field 1 Field 2-4 Wipe control
Field 2-4
time concentration log Reduction CFU/25¢m? CFU/25¢cm?
[min] (%] 1 2 3 1 2 3 1 2+3
1 0.1 439 15 >16500
1 I >5.80 68.33 >16500
S. aureus 5 0.1 >5.83 21.67 >16500
5 1 >5.83 1.67 >16500
1 0.1 <3.07 25 1983
1 1 >5.75 0 1983
E. hirae 5 0.1 4.92 5 1983
5 1 >5.74 [ 5.54 | =554 0 0 0 1983 12
mean 5 min| 1 =>5.61 0 997.5
1 0.1 4.93 5 133
1 1 >5.74 0 133
P. aeruginosa 5 0.1 >5.54 3.33 133
5 1 >5.54 0 133
1 0.2 <2.75 >1650 >16500
1 2 5.14 35 >16500
M. terrae 5 0.2 <2.88 >1650 >16500
5 2 >5.56 | >6.14 | 5.51 0 16.67 | 5 >16500 | >16500
mean 5 min| 2 =5.74 1.22 >16500
1 0.2 <2.54 253 550
1 2 >5.22 0 550
M. avium 5 0.2 >5.06 155 535
5 7 >5.06 | 5.15 | 557 | 3.33 0 1.67 535 >7017
mean 5 min| 2 =>5.26 1.67 >3776
1 0.1 >4.60 13.33 142
1 1 >4.49 0 142
C. albicans 5 0.1 >4.22 6.67 142
5 1 >4.22 | >4.07 | >4.07 0 0 0 142 20
mean 5 min| 1 24.12 0 81

* Test procedure accredited according to DIN EN ISO/IEC 17025. Test report issued by Dr. Brill
+ Partner GmbH, Stiegstiick 34, DE - 22339 Hamburg, Germany, Telephone +49. 40.
557631-0, Telefax +49. 40. 557631-11, www.brillhygiene.com. No copying or transmission, (( DAKKS

in whole or in part, of this test report without the explicit prior written permission. The test Deutsche R nsdizinproduktzn &
§ . " Akkreditierungsstelle
results exclusively apply to the tested samples. Information on measurement uncertainty on D-PL-13412-01-02 ZLG-AP-216.11.02

request. © Dr. Brill + Partner GmbH 2016
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Table 1.2:  Validation, Controls and Evaluation
Product name: Incidin Active Batch: 1245FM0707
Test organism:  Staphylococcus aureus Organic load:  dirty conditions
Contact time: 1 minute Neutraliser: TLSH-Nt
Suspension for validation (N,) Control of neutraliser (B) Vali. of inactivation (C) at 1%
Microbial count < Microbial count % Microbial count %
Ve 77 Vi 72 Vo 78
75 69,5 75,5
ch 73 ch 67 VEZ 73
30<x% of Ny <160 Yes % 0f Bis>0,5x % of Nyy? Yes % of Cis > 0,5 x % of Nyg? Yes
Test suspension N Microbial count Vg | Vo R | Ng=N/22,22; | 7,88 <Ny,
(N and No) Ig N lg No <840?
1,00E-07 |>330 >330 >660|>660| 4,75E+09 833 Ves
1,00E-08 53 42 53 | 42 9,68 '
Control test for To Microbial count Vg | Vo Rom * 5 lg T, 6,88<T,
drying (Do) <8402
1,00E-04 |>330 >330 >660 | >660
! Y
1,00605 | 74 88 76 | 83 | MOOEHO7 | 76 e
Control test for T, Microbial count Vg | Vo, Kom * 5 Ng=N/10; 6,88 <T,
drying after t (D) lg No <8402
1,00E-04 |>330 >330 >660 [ >660
: 7,64 Ye
1,00605 | 86 90 86 | 90 | “0EF07 ! *
Test field 1 (Reduction)
Product- Dilution Microbial count Va | Vo IN,Exorz,,| 19N, lgR
concentration [%] * 5) (g T, =7,64)
1,00E+00 |>330 >330 >330|>330
1 : 1,80E 2 4
0, 1,0001 | 34 38 T il i
1,00E+00 0 0 <14 | <14
1,0 1.00E-01 5 0 —a =1 <7,00E+01 <1,85 >5,80
Test fields 2-4 (CFU/25 cm?)
Product Dilution Microbial count on test fields Vistes (£ % 0OF Ry * 5) Vi2tos <50
Concentrat]on [0/0] VcT2 VcT3 VcT4 CFU/ZS sz KBE/25cm2
0,1 1,00E+00 6 0 3 15,00 Yes
1,0 1,00E+00 0 0 41 68,33 No
N, test fields 2-4 (CFU/25 cm?)
Product- Dilution Microbial count on test fields Vwiztos (= X 0F Ry * 5) Viz104 >10
concentration [%] T, T3 Ty CFU/25 cm? KBE/25¢m?
1,00E+00 >330 >330 >330
%60 1,0001 | >330 >330 >330 >16500 Yes
* Test procedure accredited according to DIN EN ISO/IEC 17025. Test report issued by Dr. Brill = T
+ Partner GmbH, Stiegstiick 34, DE - 22339 Hamburg, Germany, Telephone +49. 40. KT Tk s
557631-0, Telefax +49. 40. 557631-11, www.brillhygiene.com. No copying or transmission, « DAKKS

in whole or in part, of this test report without the explicit prior written permission. The test

results exclusively apply to the tested samples. Information on measurement uncertainty on

request. © Dr. Brill + Part
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Table 1.3:  Validation, Controls and Evaluation

Product name: Incidin Active Batch: 1245FM0707
Test organism:  Staphylococcus aureus Organicload: ~ dirty conditions
Contact time: 5 minutes Neutraliser: TLSH-Nt
Suspension for validation (N,q) Control of neutraliser (B) Vali. of inactivation (C) at 1%
Microbial count % Microbial count % Microbial count %
VcI 77 Vc1 72 Vc'( 78
75 69,5 75,5
ch 73 V(Z 67 VCZ 73
30 <% of Ny < 160 Yes % 0f Bis = 0,5 x % of Nyy? Yes % of Cis 20,5 x % of Nyo? Yes
Test suspension N Microbial count Vg | Vo Zum | No=N/22,22; | 7,88 <Ny,
(N and Ng) g N lg No <8402
1,00E-07 |>330 >330 >660|>660| 4,75E+09 833 Yes
1,00E-08 53 42 53 | 42 9,68 '
Control test for To Microbial count Va | Vo Zum * 5 lg T, 6,88<T,
drying (D¢, <8402
1,00E-04 |>330 >330 >660 | >660
1,00605 | 74 88 75 | s | YO°E07 | 76 Yes
Control test for T, Microbial count Vg | Va Zm * 5 Ny=N/10; 6,88 <T,
drying after t (D) lg No <8402
1,00E-04 |>330 >330 >660 | >660
1,00605 | 92 98 o [ og | #°EO7| 748 Yes
Test field 1 (Reduction)
Product- Dilution Microbial count Vo | Vo IN,Exor gy, Ig N, lgR
concentration [%] *5) (Ig T, =7,68)
1,00E+00 | 2 4 <14 | <14
0,1 T 00E-01 0 5 ~a =i <7,00E+01 <1,85 >5,83
1,00E+00 | 10 15 <141 15
1,0 T 00E-01 5 5 —a =2 <7,00E+01 <1,85 >583
Test fields 2-4 (CFU/25 cm?)
Product Dilution Microbial count on test fields Vistos (&% 0F Xy * 5) Viatos <50
concentration [%] VT, VcT; VT, CFU/25 cm? KBE/25cm?
0,1 1,00E+00 2 2 9 21,67 Yes
1,0 1,00E+00 0 1 0 1,67 Yes
N, test fields 2-4 (CFU/25 cm?)
Product- Dilution Microbial count on test fields Viwraos (E X0 %y *5) | Vs >10
concentration [%] T, T3 T, CFUI25 cm? KBE/25¢m?
1,00E+00 >330 >330 >330
0,00 1,006:01 | >330 =330 >330 >16500 Yes

* Test procedure accredited according to DIN EN ISO/IEC 17025. Test report issued by Dr. Brill
+ Partner GmbH, Stiegstiick 34, DE - 22339 Hamburg, Germany, Telephone +49. 40.
557631-0, Telefax +49. 40. 557631-11, www.brillhygiene.com. No copying or transmission, (( DAKKS

¢ W 3¢, Anerkanntdurch/Recogniz

in whole or in part, of this test report without the explicit prior written permission. The test g::r‘;;:‘:mngsm"e
results exclusively apply to the tested samples. Information on measurement uncertainty on D-PL-13412-01-02

request. © Dr. Brill + Partner GmbH 2016
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Table 1.4: Validation, Controls and Evaluation
Product name:  Incidin Active Batch: 1245FM0707
Test organism:  Enterococcus hirae Organicload:  dirty conditions
Contact time: 1 minute Neutraliser: TLSH-Nt
Suspension for validation (N,) Control of neutraliser (B) Vali. of inactivation (C) at 1%
Microbial count % Microbial count % Microbial count %
Vot 97 Vo 89 Vo 94
94,5 90 94
ch 92 VcZ 91 VcZ 94
30< % of Ny <160 Yes % 0f Bis=0,5x % of Nyg? Yes % of Cis = 0,5 x x of Ng? Yes
Test suspension N Microbial count Va | Vg R | Ne=N/22,22; | 7,88 <Ny,
(N and N,) g N Ig No <8402
1,00E-07 |>330 >330 >660|>660] 4,45E+09 830 Yes
1,00E-08 48 41 438 | # 9,65 '
Control test for To Microbial count Vo | Vo Zum * 5 lg T, 6,88<T,
drying (Dco) <8407
1,00E-04 |>330 >330 >660 | >660
1,00605 | 60 54 6o [ 54 | X0 T4 Yes
Control test for T, Microbial count Vg | Vo K * 5 Ng=N/10; 6,88<T,
drying after t (D) Ig N, <8407
1,00E-04 |>330 >330 >660 | >660
1,00605 | 74 82 78 | 82 | 0T 759 Yes
Test field 1 (Reduction)
Product- Dilution Microbial count Va | Va IN,Exor =y, lg N, lgR
concentration [%] * 5) (IgT, =7,59)
1,00E+00 |>330 >330 >330(>330
! 1,00E-01 |>330 >330 ~330[>330] 2004 >422 ) <307
1,00E+00 | 10 14 <14 | <14
1,0 1 00E-01 5 0 YT <7,00E+01 <1,85 >5,75
Test fields 2-4 (CFU/25 cm?)
Product Dilution Microbial count on test fields Viatos (= % OF Ry * 5) Vratos <50
concentration [%] VT, VT, VT, CFU/25 cm? KBE/25¢m?
0,1 1,00E+00 5 4 6 25,00 Yes
1,0 1,00E+00 0 0 0 0,00 Yes
N, test fields 2-4 (CFU/25 cm?)
Product- Dilution Microbial count on test fields Vuwizos E%0r yn*5) | Vrawea >10
concentration [%)] T, T3 Ty CFU/25 cm? KBE/25cm?
1,00E+00 >330 >330 >330
0,00 1,00E-01 21 51 47 1983 Yes
* Test procedure accredited according to DIN EN ISO/IEC 17025. Test report issued by Dr. Brill e ekl

+ Partner GmbH, Stiegstiick 34, DE - 22339 Hamburg, Germany, Telephone +49. 40.
557631-0, Telefax +49. 40. 557631-11, www.brillhygiene.com. No copying or transmission,

in whole or in part, of this test report without the explicit prior written permission. The test
results exclusively apply to the tested samples. Information on measurement uncertainty on
request. © Dr. Brill + Partner GmbH 2016
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Table 1.5:  Validation, Controls and Evaluation
Product name:  Incidin Active Batch: 1245FM0707
Test organism:  Enterococcus hirae Organic load:  dirty conditions
Contact time: 5 minutes Neutraliser: TLSH-Nt
Suspension for validation (N,q) Control of neutraliser (B) Vali. of inactivation (C) at 1%
Microbial count % Microbial count % Microbial count %
Vo 97 Ves 89 Ve %4
94,5 90 94
ch 92 VcZ 91 ch 94
30<x of Ng< 160 Yes % 0f Bis> 0,5 x x of Ny? Yes % of Cis>0,5x % of Ny? Yes
Test suspension N Microbial count Vo | Va Rum | Ng=N/22,22; | 7,88 <Ny,
(N'and N) lg N lg No <8402
1,00E-07 [>330 >330 >660|>660| 4,45E+09 830 Vg
1,00E-08 48 41 48 | 41 9,65 '
Control test for To Microbial count Vg | Va Zum * 5 lgT, 6,88 <T,
drying (D¢,) <8407
1,00E-04 |>330 >330 >660| >660
1,00E05 | 60 54 g0 | sa | ZBHOT | T4 Yes
Control test for T, Microbial count Vg | Vo Zm * 5 Ng=N/10; 6,88<T,
drying after t (D) Ig No <840?
1,00E-04 [>330 >330 >660 [ >660
1,00605 | 80 74 g0 | 74 | 2SE07 | 79 e
Test field 1 (Reduction)
Product- Dilution Microbial count Va | Va IN,&Exor >—<wm| lg N, lgR
concentration [%] * 5) (Ig T, =7,59)
1,00E+00 | 80 106 80 | 106
0,1 T 00E-01 - 7 i< 4,65E+02 2,67 4,92
1,00E+00 0 0 <14 | <14
1,0 1 00E01 5 5 —a = <7,00E+01 <185 >5,74
Test fields 2-4 (CFU/25 cm?)
Product Dilution Microbial count on test fields Votes (= % 08 Ry * 5) Vizt0 <50
concentration [%] VT, VT, VT, CFU/25 cm? KBE/25cm?
0,1 1,00E+00 1 1 1 5,00 Yes
1,0 1,00E+00 0 0 0 0,00 Yes
N test fields 2-4 (CFU/25 cm?)
Product- Dilution Microbial count on test fields V iwiztos (= X 08 Ry * 5) V04 >10
concentration [%] T, Ty T, CFU/25 cm? KBE/25cm?
1,00E+00 >330 >330 >330
0,00 1,00E-01 21 51 47 e 1

*Test procedure accredited according to DIN EN ISO/IEC 17025. Test report issued by Dr. Brill
+ Partner GmbH, Stiegstiick 34, DE - 22339 Hamburg, Germany, Telephone +49. 40.
557631-0, Telefax +49. 40. 557631-11, www.brillhygiene.com. No copying or transmission,
in whole or in part, of this test report without the explicit prior written permission. The test
results exclusively apply to the tested samples. Information on measurement uncertainty on
request. © Dr. Brill + Partner GmbH 2016
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Table 1.6:  Validation, Controls and Evaluation
Product name: Incidin Active Batch: 1245FM0707
Test organism: Enterococcus hirae Organic load:  dirty conditions
Contact time: 5 minutes Neutraliser: TLSH-Nt
Suspension for validation (N,) Control of neutraliser (B) Vali. of inactivation (C) at 1%
Microbial count % Microbial count % Microbial count %
Vg 64 Vo 70 Vo 45
62 65 54,5
ch 60 V(Z 60 V(Z 64
30< % of Ng< 160 Yes % of Bis>0,5 x % of N,o? Yes % of Cis = 0,5 x x of Nyo? Yes
Test suspension N Microbial count Vg | Vo Zoum | Ne=NI22,22; | 7,88 <Ny,
(N'and No) lg N Ig No <8402
1,00E-07 |>330 >330 >660|>660| 2,65E+09 808 Ve
1,00E-08 31 22 31 | 22 9,42 '
Control test for To Microbial count Vo | Vo Zum * 5 Ig Ty 6,88 <T,
drying (D¢o) <8402
1,00E-04 |>330 >330 >660 | >660
100605 | 52 56 52 [ 56 | 2007 | 74 Yes
Control test for T, Microbial count Vg | Vo Zum * 5 Ng=N/10; 6,88<T,
drying after t (D) lg No <8402
1,00E-04 |>330 >330 >660 | >660
1,00605 | 50 18 5o [ a8 | XPHOT| 7 Yes
Test field 1 (Reduction)
Product- Dilution Microbial count Va | Vo IN,(Exor =y lg N, IgR
concentration [%] * 5) (IgT; =7,39)
1,00E+00 0 2 <14 | <14
1,0 1 00E-01 5 5 VR T <7,00E+01 <1,85 > 5,54
1,00E+00 0 0 <14 | <14
1,0 T 00E-01 0 5 S YRIPT] <7,00E+01 <185 >5,54
Test fields 2-4 (CFU/25 cm?)
Product Dilution Microbial count on test fields Vatoa (= % OF Xy * 5) Viztos <50
concentration [%)] VT, VeTy VT, CFU/25 cm? KBE/25¢m?
1,0 1,00E+00 0 0 0 0,00 Yes
1,0 1,00E+00 0 0 0 0,00 Yes
N, test fields 2-4 (CFU/25 cm?)
Product- Dilution Microbial count on test fields V wrates (= % OF Ry * 5) Vry04 >10
concentration [%] T, T3 T, CFUR25 cm? KBE/25cm?
1,00E+00 7 0 0
0,00 1,00E-01 0 0 0 12 Yes

* Test procedure accredited according to DIN EN ISO/IEC 17025. Test report issued by Dr. Brill

+ Partner GmbH, Stiegstiick 34, DE - 22339 Hamburg, Germany, Telephone +49. 40.
557631-0, Telefax +49. 40. 557631-11, www.brillhygiene.com. No copying or transmission,
in whole or in part, of this test report without the explicit prior written permission. The test

results exclusively apply to the tested samples. Information on measurement uncertainty on
request. © Dr. Brill + Partner GmbH 2016
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Table 1.7: Validation, Controls and Evaluation

Product name: Incidin Active Batch: 1245FM0707
Test organism:  Pseudomonas aeruginosa Organicload:  dirty conditions
Contact time: 1 minute Neutraliser: TLSH-Nt
Suspension for validation (N) Control of neutraliser (B) Vali. of inactivation (C) at 1%
Microbial count % Microbial count % Microbial count %
VC1 78 V(] 80 VC1 82
75 81 83
Vo, 12 Vo 82 Vo 34
30 < x of Nyg <160 Yes % 0f Bis>0,5x % of N.g? Yes % of Cis > 0,5 x x of Nyo? Yes
Test suspension N Microbial count Vo | Vg R ! No=N/22,22; | 7,88 <Ny,
(N and N) Ig N Ig N, <8402
1,00E-07 |>330 >330 >660|>660] 3,45E+09
8,19 Yes
1,00E-08 39 30 39 | 30 9,54
Control test for To Microbial count Vg | Vo Rom * 5 Ig Ty 6,88<T,
drying (D¢o) <8402
1,00E-04 |>330 >330 >660 | >660
: 07 7,46 Y
1,00605 | 48 68 28 | 68 | X0 : e
Control test for Ty Microbial count Vo | Vg R * 5 No=N/10; 6,88 <T,
drying after t (D) lg No <8402
1,00E-04 |>330 >330 >660 | >660
: 2,05E+07 7,31 Yes
1,00605 | 42 40 22 | 40 | 7 .
Test field 1 (Reduction)
Product- Dilution Microbial count Va | Vo IN, (=% o0r %y lg N, lgR
concentration [%] %5 (IgT, =731)
1,00E+00 | 49 47 49 | 47
1 : 2
0, 1,00601 | 8 4 [ <ia| XA 38 493
1,00E+00 2 0 <14 | <14
! E >
1,0 1.00E01 0 5 i = <7,00E+01 <1,85 =547
Test fields 2-4 (CFU/25 cm?)
Product Dilution Microbial count on test fields Vitos (= % OF Ry * 5) Viatos <50
concentration [%)] VT, VeTs VT, CFU/25 cm? KBE/25cm?
0,1 1,00E+00 1 0 2 5,00 Yes
1,0 1,00E+00 0 0 0 0,00 Yes
N, test fields 2-4 (CFU/25 cm?)
Product- Dilution Microbial count on test fields Vywiztos (= % OF Ry * 5) Viztos >10
concentration [%] T, T3 Ty CFU/25 cm? KBE/25cm?
1,00E+00 >330 1" 2
0.00 1,00E-01 6 2 0 133 Yes
* Test procedure accredited according to DIN EN ISO/IEC 17025. Test report issued by Dr. Brill e
+ Partner GmbH, Stiegstiick 34, DE - 22339 Hamburg, Germany, Telephone +49. 40. e el M- weiiin cuand
557631-0, Telefax +49. 40. 557631-11, www.brillhygiene.com. No copying or transmission, « DAKKS * wh & W
in whole or in part, of this test report without the explicit prior written permission. The test E::“;":emn el k. %
results exclusively apply to the tested samples. Information on measurement uncertainty on D.p[i;m_oﬁff,; ¢ %% ZLG-AP-216.11.02

request. © Dr. Brill + Partner GmbH 2016
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Table 1.8: Validation, Controls and Evaluation

Product name: Incidin Active Batch: 1245FM0707
Test organism:  Pseudomonas aeruginosa Organicload:  dirty conditions
Contact time: 5 minutes Neutraliser: TLSH-Nt
Suspension for validation (Nyq) Control of neutraliser (B) Vali. of inactivation (C) at 1%
Microbial count % Microbial count % Microbial count X
Vﬂ 78 Vcl 80 VC1 82
75 81 83
Vc2 72 VcZ 82 VcZ 84
30<x of Njp< 160 Yes % of Bis>0,5x x of N? Yes % of Cis = 0,5 x x of Nyg? Yes
Test suspension N Microbial count Vo | Vo Zum | No=N/22,22; | 7,88 <Ny,
(N and N) lg N lg No <8402
1,00E-07 |>330 >330 >660|>660| 3,45E+09 819 Yes
1,00E-08 39 30 39 | 30 9,54 '
Control test for To Microbial count Vg | Vo Zom * 5 g T, 6,88<T,
drying (D) <8402
1,00E-04 |>330 >330 >660 | >660
- 2,90E 6 Yes
1,00605 | 48 68 i [ e8| 7| 74
Control test for T, Microbial count Vg | Va Zum * 5 No=N/10; 6,88 <T,
drying after t (D) Ig N <8407
1,00E-04 |>330 >330 >660| >660
: 2,43E+07 1,38 Yes
1,00E-05 41 56 41 56 ' '
Test field 1 (Reduction)
Product- Dilution Microbial count Va | Vo IN,Exo0rxy, lg N, lgR
concentration [%] *5) (gT, =7,38)
1,00E+00 4 2 <14 | <14
1 : 7,00E+01 1,85 >5,
D, 1,006-01 | 0 0 i [ | ANl | =le e
1,00E+00 0 0 <14 | <14
’ 7,00E+01 >
1,0 1. 00E-01 0 0 S T <7,00E+0 <185 5,54
Test fields 2-4 (CFU/25 cm?)
Product Dilution Microbial count on test fields Vist04 (=X OF Ry * 5) Viat04 <50
concentration [%)] VT, VeTs VT, CFU/25 cm? KBE/25¢m?
0,1 1,00E+00 1 1 0 3,33 Yes
1,0 1,00E+00 0 0 0 0,00 Yes
N, test fields 2-4 (CFU/25 cm?)
Product- Dilution Microbial count on test fields Vwrztos (& X OF Ry * 5) Viotes >10
concentration [%)] T, T, T, CFUR5 cm? KBE/25cm?
1,00E+00 >330 11 2
! Y
e 1,00E-01 6 2 0 133 e
* Test procedure accredited according to DIN EN ISO/IEC 17025. Test report issued by Dr. Brill R R e
+ Partner GmbH, Stiegstiick 34, DE - 22339 Hamburg, Germany, Telephone +49. 40. JKRTET P zanuaistelie e g_m’;e,;
557631-0, Telefax +49. 40. 557631-11, www.brillhygiene.com. No copying or transmission, « DAKKS mEE Ehite
in whole or in part, of this test report without the explicit prior written permission. The test 25:::;:‘;“" ol L% " edinpredukten 5
results exclusively apply to the tested samples. Information on measurement uncertainty on D-PL-13412.01.02 Tk gex”  ZLG-AP-216.11.02

request. © Dr. Brill + Partner GmbH 2016
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Table 1.9: Validation, Controls and Evaluation

Product name: Incidin Active Batch: 1245FM0707
Test organism: Mycobacterium terrae Organic load:  dirty conditions
Contact time: 1 minute Neutraliser: TLSH-Nt
Suspension for validation (Ny) Control of neutraliser (B) Vali. of inactivation (C) at 2%
Microbial count % Microbial count % Microbial count %
Va 72 Ve 68 Vo 77
73 69,5 73
ch 74 V(Z 71 VCZ 69
30<x of Ny <160 Yes % 0of Bis = 0,5 x % of Ny? Yes % of Cis = 0,5 x x of Nyg? Yes
Test suspension N Microbial count Va | Vo Kom | No=N/22,22; | 7,88 <Ny,
(N and Ny) lgN lg No <8402
1,00E-07 |>330 >330 >660[>660] 3,35E+09
8,18 Yes
1,00E-08 39 28 39 | 28 9,53
Control test for To Microbial count Vg | Vo Zum ¥ 5 lg T, 6,88<T,
drying (Dco) <8407
1,00E-04 |>330|>330]>330]>330]>660]|>660
ooes | 14| 9B |@3 a9 PO 736 e
Control test for Ty Microbial count Va | Vo K * 5 No=N/10; 6,88 <T,
drying after t (D) lg No <840?
1,00E-04 | 152 [>330]>330| 218 | >660|>660
: 27 Y
T00E05 | 25 | 15 | 25 | 9 [ 40 | 34] | 7 *
Test field 1 (Reduction)
Product- Dilution Microbial count Va | Va IN, & or xyp lg N, IgR
concentration [%] *5) (9T, =7,27)
1,00E+00 |>330 >330 >330(>330
2 1
0, 1,00:01 | >330 ~330 >330]>330] Oo0E04 | >4 | <275
1,00E+00 | 24 30 24 | 30
2,0 1 00E-01 2 2 S YRIPT 1,35E+02 2,13 5,14
Test fields 2-4 (CFU/25 cm?)
Product Dilution Microbial count on test fields Viatos (5% 08 Ry * 5) Viat04 <50
concentration [%)] VT, VcTs VT, CFU/25 cm? KBE/25cm?
0,2 1,00E+00 >330 >330 >330 >1650 No
2,0 1,00E4+00 1 17 3 35,00 Yes
N, test fields 2-4 (CFU/25 cm?)
Product- Dilution Microbial count on test fields Vuwraes (= X OF Ry * 5) Vizt0a >10
concentration [%] T, T3 Ty CFU/25 cm? KBE/25cm?
1,00E+00 >330 >330 >330
0,00 100601 | >330 =330 =330 >16500 Yes
* Test procedure accredited according to DIN EN ISO/IEC 17025. Test report issued by Dr. Brill & R
+ Partner GmbH, Stiegstiick 34, DE - 22339 Hamburg, Germany, Telephone +49. 40. LK x ;“,mu\\m_;uec,é,(i;,:de,ig
557631-0, Telefax +49. 40. 557631-11, www.brillhygiene.com. No copying or transmission, (( DAKKS * 0

Deutsche
Akkreditierungsstelle

in whole or in part, of this test report without the explicit prior written permission. The test ] i
D-PL-13412-01-02 R g W

results exclusively apply to the tested samples. Information on measurement uncertainty on
request. © Dr. Brill + Partner GmbH 2016
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Product name: Incidin Active Batch: 1245FM0707
Test organism:  Mycobacterium terrae Organic load:  dirty conditions
Contact time: 5 minutes Neutraliser: TLSH-Nt

Suspension for validation (Nyq) Control of neutraliser (B) Vali. of inactivation (C) at 2%
Microbial count % Microbial count % Microbial count %
Vi 72 Vo 68 Va 77
73 69,5 73
ch 74 ch 71 ' ch 69
30<x of Ng< 160 Yes % of Bis>0,5x x of Nyy? Yes % of Cis 0,5 x x of Ny? Yes
Test suspension N Microbial count Va | Vg R No=N/22,22; | 7,88 <Ny,
(N and N,) Ig N lg N <840?
1,00E-07 |>330 >330 >660|>660| 3,35E+09
8,18 Yes
1,00E-08 39 28 39 28 9,53
Control test for To Microbial count Vo | Vg Zum * 5 Ig T, 6,88<T,
drying (Dco) <8402
1,00E-04 |>330|>330(>330(>330]>660|>660
100605 | 14 ] 20 | 28 | 21 | a3 | a0 | X007 | 736 YES
Control test for T, Microbial count Y | Yo Zum * 5 No=N/10; 6,88 <T,
drying after t (D) Ig No <840?
1,00E-04 222 | 218 | 186 | 266 | 440 | 452
: 7,40 Y
100605 | 46 | 58 | 49 | 65 [ 10a [ 11a| 2> ! e
Test field 1 (Reduction)
Product- Dilution Microbial count Va | Va IN,Exorzyy Ig N, lgR
concentration [%] *5) (Ig Ty =7,40)
1,00E+00 |>330 >330 >330]>330
0.2 1,00E-01 [>330 >330 50| =a30] Tootror| »422 | =288
1,00E400 | © 0 <14 | <14
2,0 T 00E-01 0 0 —1a =2 <7,00E+01 <1,85 >5,56
Test fields 2-4 (CFU/25 cm?)
Product Dilution Microbial count on test fields Viatas (= %08 Ry * 5) Viatos <50
concentration [%] VT, VeTy VT, CFU/25 cm? KBE/25cm?
0,2 1,00E+00 >330 >330 >330 >1650 No
2,0 1,00E+00 0 0 0 0,00 Yes
N, test fields 2-4 (CFU/25 cm?)
Product- Dilution Microbial count on test fields Vuwizios E X0 Xy *5) | Viawa>10
concentration [%)] T, T3 T4 CFU/25 cm? KBE/25¢m?
1,00E+00 >330 >330 >330
a0 1,006:01 | >330 >330 >330 Bl Raid Yes

* Test procedure accredited according to DIN EN ISO/IEC 17025. Test report issued by Dr. Brill @
+ Partner GmbH, Stiegstiick 34, DE - 22339 Hamburg, Germany, Telephone +49. 40. P

C < _,_ Anerkannt durchiRecognized by
o e

557631-0, Telefax +49. 40. 557631-11, www.brillhygiene.com. No copying or transmission, (( DAKKS -t W ]

in whole or in part, of this test report without the explicit prior written permission. The test Deutsche *x, 3 Medizinprodukten 3
5 . . Akkreditierungsstelle R , R

results exclusively apply to the tested samples. Information on measurement uncertainty on D-PL-13412-01-02 R 5% ZLG-AP-216.11.02

request. © Dr. Brill + Partner GmbH 2016
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Table 1.11: Validation, Controls and Evaluation

Product name: Incidin Active Batch: 1245FM0707
Test organism:  Mycobacterium terrae Organicload:  dirty conditions
Contact time: 5 minutes Neutraliser: TLSH-Nt
Suspension for validation (N,,) Control of neutraliser (B) Vali. of inactivation (C) at 2%
Microbial count % Microbial count % Microbial count %
Vo 67 | 52 Ve 60 | 72 Vo 62 | 56
114 129 126
Vo 58 | 51 Vo 68 | 58 Vo, 66 | 68
30<x of Ny <160 Yes % of Bis>0,5x % of Ny? Yes % of Cis>0,5x x of Ng? Yes
Test suspension N Microbial count Vo | Vo Zam | No=N/22,22; | 7,88 <Ny,
(N and No) lg N lg No <8402
1,00E-07 |>330]>330|>330|>330]>660|>660| 5,05E+09 836 Yes
1,00E-08 22 | 25 | 27 | 27 | 47 54 9,70 '
Control test for To Microbial count Vg | Vo Zm * 5 lgT, 6,88<T,
drying (D¢o) <8402
1,00E-04 |>330]>330]>330|>330]>660|>660
: Y
100605 | 88 | 60 | 84 | 52 | 148 [ 136 ] [ erO/ | 78S e
Control test for T, Microbial count Vg | Vo Zm * 5 Ng=N/10; 6,88 <T,
drying after t (D) Ig No <8402
1,00E-04 |>330(>330]>330|>330]>660|>660
1.00605 | 98 | 102] 99 | 85 | 200 184 ] YOO | 7% e
Test field 1 (Reduction)
Product- Dilution Microbial count Va | Vo IN,Exor %y lg N, IgR
concentration [%] *5) (IgT; =7,98)
1,00E4+00 | 5 3 <14 | <14
2,0 T 00E-01 - 1 =i <7,00E+01 <185 >6,14
1,00E+00 | 62 58 62 | 58
0 1,0001 | 10 12 g <g] P02 248 >
Test fields 2-4 (CFU/25 cm?)
Product Dilution Microbial count on test fields Vatos (= RO Ry * 5) Viatos <50
concentration [%)] VeT, VcTs VT, CFU/25 cm? KBE/25¢m?
2,0 1,00E+00 0 9 1 16,67 Yes
2,0 1,00E+00 0 2 1 5,00 Yes
N, test fields 2-4 (CFU/25 cm?)
Product- Dilution Microbial count on test fields Vwizos EX 00 Zyn*5) | Vrawea >10
concentration [%] T, T; T, CFU25 ¢cm? KBE/25cm?
1,00E+00 >330 >330 >330
D0 1,00601 | >330 >330 >330 *16500 Yes

* Test procedure accredited according to DIN EN ISO/IEC 17025. Test report issued by Dr. Brill
+ Partner GmbH, Stiegstiick 34, DE - 22339 Hamburg, Germany, Telephone +49. 40.
557631-0, Telefax +49. 40. 557631-11, www.brillhygiene.com. No copying or transmission,
in whole or in part, of this test report without the explicit prior written permission. The test
results exclusively apply to the tested samples. Information on measurement uncertainty on
request. © Dr. Brill + Partner GmbH 2016
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Table 1.12: Validation, Controls and Evaluation

Product name:  Incidin Active Batch: 1245FM0707
Test organism:  Mycobacterium avium Organic load:  dirty conditions
Contact time: 1 minute Neutraliser: TLSH-Nt
Suspension for validation (Nyq) Control of neutraliser (B) Vali. of inactivation (C) at 2%
Microbial count % Microbial count % Microbial count %
VCI 28 Vc] 32 VCI 30
29,5 32 32
Vo 31 Vo, 32 Ve, 34
30<x of Ny <160 Yes % of Bis>0,5x % of Ng? Yes % of Cis 20,5 x % of N,g? Yes
Test suspension N Microbial count Vg | Vo Zom | No=N/22,22; | 7,88 <Ny,
(N and No) g N Ig No <8402
1,00E-07 | 178 149 178 | 149 | 1,67E+09 788 Yes
‘ 1,00E-08 27 14 27 | 14 9,22 '
Control test for To Microbial count Vg | Vg Rom * 5 lg T, 6,88 <T,
drying (D¢o) <8407
1,00E-04 80 | 8 | 90 | 130 | 160 | 220
: Y
00605 | 8 [ 8 [ 9 1316 22 0| 6% e
Control test for T, Microbial count Vg | Vo Zum * 5 Ng=N/10; 6,88 <T,
drying after t (D) lg No <840?
1,00E-04 | 140 | 60 | 80 | 180 | 200 | 260
: Y
00005 |14 6 | 8 [ 18] 20 26| "PEOT| 708 e
Test field 1 (Reduction)
Product- Dilution Microbial count Va | Vo IN,(E%o0r Xy Ig N, lgR
concentration [%] *5) (Ig T, =7,06)
1,00E+00 [>330 >330 >330|>330
0,2 : 3,30E+04 4,22 <2,
' 1,00E-01 |>330 >330 >330[>330] > | 7 =15
1,00E+00 9 4 <14 | <14
2,0 1 00E01 > 1 S T <7,00E+01 <185 >5,22
Test fields 2-4 (CFU/25 cm?)
Product Dilution Microbial count on test fields Va0 (= X OF Ry * 5) Viatos <50
concentration [%)] VT, VcT; VT, CFU/25 cm? KBE/25cm?
0,2 1,00E+00 39 46 67 253,33 No
2,0 1,00E+00 0 0 0 0,00 Yes
N, test fields 2-4 (CFU/25 cm?)
Product- Dilution Microbial count on test fields Vwiztos (=X OF Ry * 5) Viatea >10
concentration [%] T, T3 Ty CFU/25 cm? KBE/25cm?
1,00E+00 112 112 106
0.5 1,00E-01 10 7 6 >°0 Yes
* Test procedure accredited according to DIN EN ISO/IEC 17025. Test report issued by Dr. Brill ) Sk Tisnaritsiis R
+ Partner GmbH, Stiegstiick 34, DE - 22339 Hamburg, Germany, Telephone +49. 40. LR e
557631-0, Telefax +49. 40. 557631-11, www.brillhygiene.com. No copying or transmission, (( DAKKS *
in whole or in part, of this test report without the explicit prior written permission. The test l'is:r‘;;?‘tfe o % w
results exclusively apply to the tested samples. Information on measurement uncertainty on D-PL13412.04.02 Tk e kT

request. © Dr. Brill + Partner GmbH 2016
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Table 1.13: Validation, Controls and Evaluation

Product name: Incidin Active Batch: 1245FM0707
Test organism:  Mycobacterium avium Organic load:  dirty conditions
Contact time: 5 minutes Neutraliser: TLSH-Nt
Suspension for validation (Nyo) Control of neutraliser (B) Vali. of inactivation (C) at 2%
Microbial count % Microbial count % Microbial count X
Vo 28 Vo 32 Vo 30
29,5 32 32
Va 31 Vo 32 Va 34
30< % of Ny <160 Yes % 0f Bis = 0,5 x % of Nyy? Yes % of Cis = 0,5 x % of Nyg? Yes
Test suspension N Microbial count Vg | Vo Zom | No=NI22,22; | 7,88 <Ny,
(N and Ny) lg N Ig No <8402
1,00e-07 | 178 148 178 | 148 | 1,67E+09 788 Yes
1,00E-08 27 14 27 | 14 9,22 '
Control test for To Microbial count Va | Vo Zum * 5 Ig T, 6,88 <T,
drying (Dco) <8402

1,00E-04 80 | 80 | 90 | 130 | 160 | 220

00605 | 8] 81 0 | 1316 22| 0| 6% ves
Control test for T, Microbial count Vg | Vo Zum * 5 No=N/10; 6,88<T,
drying after t (D) lg No <8402
1,00E-04 52 8 | 94 | 90 | 138 | 184
100605 | 10 | 20 | 12 9 | 30 | 21 | ¥OE06 [ 6T Yes
Test field 1 (Reduction)
Product- Dilution Microbial count Ve Vo IN, (=% or Ry Ig N, lgR
concentration [%] *5) (IgT, =6,91)
02 11%%?8? - : S <rooeot | <1gs | =506
2,0 11%%'?8? - - S <rooeor | <1gs | =506
Test fields 2-4 (CFU/25 cm?)
Product Dilution Microbial count on test fields Viatos (= X OF Ry * 5) Viatos <50
concentration [%] VT, VeT; VT, CFUI25 cm? KBE/25¢m?
0,2 1,00E+00 1 1 91 155,00 No
2,0 1,00E+00 1 0 1 3,33 Yes
N, test fields 2-4 (CFU/25 cm?)
Product- Dilution Microbial count on test fields V wwrztes (= % OF Ry * 5) Viztos >10
concentration [%] T, T3 Ty CFUI25 ¢m? KBE/25cm’
1,00E+00 112 101 108
O 1,00E-01 1 7 6 — i

* Test procedure accredited according to DIN EN ISO/IEC 17025. Test report issued by Dr. Brill
+ Partner GmbH, Stiegstiick 34, DE - 22339 Hamburg, Germany, Telephone +49. 40.
557631-0, Telefax +49. 40. 557631-11, www.brillhygiene.com. No copying or transmission, (( DAKKS

in whole or in part, of this test report without the explicit prior written permission. The test 2:;::;:““"35%% R rodubten 5
results exclusively apply to the tested samples. Information on measurement uncertainty on D-PL-13412-01-02 T e K ZLG-AP-216.11.02

request. © Dr. Brill + Partner GmbH 2016
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Table 1.14: Validation, Controls and Evaluation

Product name:

Incidin Active Batch: 1245FM0707
Test organism:  Mycobacterium avium Organic load:  dirty conditions
Contact time: 5 minutes Neutraliser: TLSH-Nt
Suspension for validation (Ny,) Control of neutraliser (B) Vali. of inactivation (C) at 2%
Microbial count % Microbial count % Microbial count %
Vcl 76 42 V(I 50 58 Vcl 76 62
115 116 124
Vo 54 | 58 Va 64 | 60 Vo 54 | 56
30<x of Njy< 160 Yes % 0f Bis = 0,5 x x of N? Yes % of Cis 20,5 x % of N,g? Yes
Test suspension N Microbial count Vo | Vo Zum | Ni=N22,22; | 7,88 <Ny,
(N and N) lgN lg No <840?
1,00E-07 |>330(>330|>330|>330]>660]|>660| 5,30E+09 838 Yes
1,00E-08 24 | 25| 27 | 30 | 49 | 57 9,72 '
Control test for To Microbial count Vg | Vo Zum * 5 Ig Ty 6,88 <T,
drying (D¢, <8407
1,00E-04 |>330]>330]>330]>300]>660]|>660
100605 | 53 ] 38 | 62 | 42 | o1 |q0a] VOO | 769 Yes
Control test for T, Microbial count Va | Vo Zum * 5 Ng=N/10; 6,88 <T,
drying after t (D) Ig N, <8407
1,00E-04 |>330]>330]>330|>330|>660|>660
100605 | 50 | 58 | 64 | 60 | 08 | 124 ] 7| 776 s
Test field 1 (Reduction)
Product- Dilution Microbial count Va | Va IN,Exo0rxpm Ig N, IgR
concentration [%] * 5) (lgT, =7,76)
1,00E+00 | 92 74 92 | 74
2,0 1. 00E-01 7 7 i <12 4,15E+02 2,62 5,15
1,00E+00 | 35 27 35 | 27
2,0 1. 00E-01 7 5 =2 1,55E+02 2,19 5,57
Test fields 2-4 (CFU/25 cm?)
Product Dilution Microbial count on test fields Viatoa (=% OF Xy * 5) Viato4 <50
concentration [%)] VT, VT, VT, CFU/25 cm? KBE/25¢m?
2,0 1,00E+00 0 0 0 0,00 Yes
2,0 1,00E+00 1 0 0 1,67 Yes
N, test fields 2-4 (CFU/25 cm?)
Product- Dilution Microbial count on test fields Vywiztos (= % OF Xy * 5) V04 >10
concentration [%)] T, T3 Ty CFU/25 cm? KBE/25cm?
1,00E+00 >330 >330 >330
%00 1,00E-01 | >330 52 39 >1017 Yes

* Test procedure accredited according to DIN EN ISO/IEC 17025. Test report issued by Dr. Brill ey
+ Partner GmbH, Stiegstiick 34, DE - 22339 Hamburg, Germany, Telephone +49. 40. X
557631-0, Telefax +49. 40. 557631-11, www.brillhygiene.com. No copying or transmission, (( DAKKS

_ Anerkannt durch/Recognized by

in whole or in part, of this test report without the explicit prior written permission. The test Deutsche
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Table 2.1:  Validation, Controls and Evaluation
Product name: Incidin Active Batch: 1245FM0707
Test organism:  Candida albicans Organic load: ~ dirty conditions
Contact time: 1 minute Neutraliser: TLSH-Nt
Suspension for validation (Ny) Control of neutraliser (B) Vali. of inactivation (C) at 1%
Microbial count % Microbial count % Microbial count %
VU 32 Vcl 31 Vc1 36
33,5 29,5 35,5
VCZ 35 VcZ 28 ch 35
30<x of Ng< 160 Yes % of Bis = 0,5 x x of Nyg? Yes % of Cis 20,5 x % of Nyo? Yes
Test suspension N Microbial count Vg | Vg Zum | No=N/22,22; | 6,88 <Ny,
(N and Ng) g N lg No <7402
1,00E-07 33 28 33 | 28 | 3,05E+08 714 Yes
1,00E-08 3 1 3 1 8,48 '
Control test for To Microbial count Vo | Va L lg T, 588<T,
drying (Do) <7402
1,00E-03 |>330 >330 >660 | >660
1,00604 | 30 28 30| 28| “PEHO | 616 Yes
Control test for T, Microbial count Vg | Vg S ™5 Ng=N/10; 5,88 <T,
drying after t (D) lg No <7402
1,00E-03 |>330 >330 >660| >660
! Y
1,00604 | 43 44 ;3| a5 | »18E06 | 634 &
Test field 1 (Reduction)
Product- Dilution Microbial count Va | Va N, Exor xyp lg N, lgR
concentration [%] * 5) (IgT, =6,34)
1,00E+00 15 7 15 | <14
0,1 1. 00E-01 > 0 i =12 <5,50E+01 > 1,74 > 4,60
1,00E+400 | 0 0 <14 | <14
1,0 T 00E-01 0 0 S YRIPET] <7,00E+01 <1,85 > 4,49
Test fields 2-4 (CFU/25 cm?)
Product Dilution Microbial count on test fields V13104 (= R OF Ry * 5) Viat04 <50
concentration [%)] VT, VcT; VeTy CFU/25 cm? KBE/25¢cm?
0,1 1,00E+00 3 3 2 13,33 Yes
1,0 1,00E+00 0 0 0 0,00 Yes
N, test fields 2-4 (CFU/25 cm?)
Product- Dilution Microbial count on test fields Vwrztos (= X OF Ry * 5) Viy04 >10
concentration [%)] T, T3 Ty CFU/25 cm? KBE/25cm?
1,00E+00 53 26 6
o 1,00E-01 1 1 1 142 -

* Test procedure accredited according to DIN EN ISO/IEC 17025. Test report issued by Dr. Brill
+ Partner GmbH, Stiegstiick 34, DE - 22339 Hamburg, Germany, Telephone +49. 40.
557631-0, Telefax +49. 40. 557631-11, www.brillhygiene.com. No copying or transmission,

(( DAKKS

Deutsche

in whole or in part, of this test report without the explicit prior written permission. The test
results exclusively apply to the tested samples. Information on measurement uncertainty on
request. © Dr. Brill + Partner GmbH 2016
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Product name: Incidin Active Batch: 1245FM0707
Test organism:  Candida albicans Organicload:  dirty conditions
Contact time: 5 minutes Neutraliser: TLSH-Nt
Suspension for validation (Nyq) Control of neutraliser (B) Vali. of inactivation (C) at 1%
Microbial count % Microbial count % Microbial count %
Vo 32 Vo 31 Vo 36
33,5 29,5 35,5
V(Z 35 ' ch 28 ch 35
30<x of Nyg< 160 Yes % 0f Bis>0,5x x of N? Yes % of Cis = 0,5 x x of Nyg? Yes
Test suspension N Microbial count Vg | Vo it No=N/22,22; | 6,88 <Ny,
(N and Ng) g N lg No <7402
1,00E-07 33 28 33 | 28 | 3,05E+08 714 Yes
1,00E-08 3 1 3 1 8,48 '
Control test for To Microbial count Va | Vo Zm * 5 lgT, 5,88 <T,
drying (Dco) <7402
1,00E-03 |>330 >330 >660 | >660
: E Y
100604 | 30 28 30 | 28 | R0 818 &
Control test for T, Microbial count Vg | Vo Zum * 5 No=N/10; 5,88 <T,
drying after t (D) Ig No <7402
1,00E-03 |>330 >330 >660 | >660
: E Y
100604 | 23 24 3 | 24| 00 80 &
Test field 1 (Reduction)
Product- Dilution Microbial count Vo | Vo IN,Exorzym lg N, lgR
concentration [%] * 5) (Ig T, =6,07)
1,00E+00 | 3 6 <14 | <14
0,1 T 00E01 1 5 —ia =i <7,00E+01 <1,85 >4,22
1,00E+00 | 0 0 <14 | <14
1,0 1 00E-01 5 0 ~a =0 <7,00E+01 <1,85 >4,22
Test fields 2-4 (CFU/25 cm?)
Product Dilution Microbial count on test fields Vo4 (= X OF Ry * 5) Viates <50
concentration [%)] VT, VeT; VT, CFU/25 cm? KBE/25cm?
0,1 1,00E+00 2 1 1 6,67 Yes
1,0 1,00E+00 0 0 0 0,00 Yes
N, test fields 2-4 (CFU/25 cm?)
Product- Dilution Microbial count on test fields V wiztos (= X 0OF Ry * 5) Vg4 >10
concentration [%] T, T3 Ty CFU/25 cm? KBE/25cm?
1,00E+00 53 26 6
0,00 1.00E01 1 1 7 142 Yes

* Test procedure accredited according to DIN EN ISO/IEC 17025. Test report issued by Dr. Brill

+ Partner GmbH, Stiegstiick 34, DE - 22339 Hamburg, Germany, Telephone +49. 40.
557631-0, Telefax +49. 40. 557631-11, www.brillhygiene.com. No copying or transmission,
in whole or in part, of this test report without the explicit prior written permission. The test
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Product name: Incidin Active Batch: 1245FM0707
Test organism:  Candida albicans Organicload:  dirty conditions
Contact time: 5 minutes Neutraliser: TLSH-Nt
Suspension for validation (Nyo) Control of neutraliser (B) Vali. of inactivation (C) at 1%
Microbial count X Microbial count % Microbial count %
V(‘| 32 Vc‘] 31 Vc1 36
335 29,5 355
Vo 35 Vo 28 Vo 35
30< % Of Nyg < 160 Yes % of Bis> 0,5 x X of Nyo? Yes % of Cis=> 0,5 x X of Nyg? Yes
Test suspension N Microbial count Va | Vo Zwm | No=N/22,22; | 6,88 <Ny
(N and Ny g N la No <7402
1,00E-07 51 50 51 | 50 | 5,05E+08 736 Yes
1,00E-08 4 5 4 5 8,70 !

Control test for To Microbial count Va | Ve Rgm * 5 g To 5,88 <To
drying (D) <7402
WA e 10003 |>330 =330 S660[>660] 1 cooe | 616 e

1,00E-04 20 40 20 | 40 ! !
Control test for Ty Microbial count Va | Va Zum * 5 No=N/10: 588<T;
drying after t lg No <7402
1,00E-03 |>330 >330 >660|>660
D 1
(D) 1.00E-08 3 30 31 20 8,25E+05 5,92 Yes
Test field 1 (Reduction)
Product- Dilution Microbial count Va | Va | Naexor Ig N, lgR
concentration [%] %) (Ig T _=5,92)
1,00E+00 | © 0 <14 | <14
1,0 1 00E01 0 5 ~1a =2 <7,00E+01 <1,85 >4,07
1,00E+00 | © 0 <14 | <14
1,0 1 00E0] 0 0 ST =14 <7,00E+01 <1,85 >4,07
Test fields 2-4 (CFU/25 cm?)
Product Dilution Microbial count on test fields Vitos (= % OF Zym * 5) Vratos <50
concentration [%] VeTs VcTs VeTa CEU/D5 cm? KBE/25cm?
1,0 1,00E+00 0 0 0 0,00 Yes
1,0 1,00E+-00 0 0 0 0,00 Yes
N, test fields 2-4 (CFU/25 cm?)
Product- Dilution Microbial count on test fields Viwratos (= % or Xym*5) | Vrawa>10
ncentration [%] T; T3 T4 CEU/25 cm? KBE/25¢cm?
1,00E+00 6 4 2
A 1,00E-01 2 1 0 20 Yes

* Test procedure accredited according to DIN EN ISO/IEC 17025. Test report issued by Dr. Brill

+ Partner GmbH, Stiegstiick 34, DE - 22339 Hamburg, Germany, Telephone +49. 40.
557631-0, Telefax +49. 40. 557631-11, www.brillhygiene.com. No copying or transmission,

in whole or in part, of this test report without the explicit prior written permission. The test
results exclusively apply to the tested samples. Information on measurement uncertainty on
request. © Dr. Brill + Partner GmbH 2016
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4  List of Abbreviations

A = control of test conditions

B = control of neutraliser

C = validation of method at highest product concentration

N = test suspension

N vo = suspension for validation

n.t. = not tested

No = microbial count of test suspension N / 10 (microbial count at time index 0)

R = germ reduction in logo-steps

Ve = viable microbial count per ml

% = weighted mean of N

*

Test procedure accredited according to DIN EN ISO/IEC 17025. Test report issued by Dr. Brill
+ Partner GmbH, Stiegstiick 34, DE - 22339 Hamburg, Germany, Telephone +49. 40.
557631-0, Telefax +49. 40. 557631-11, www.brillhygiene.com. No copying or transmission, (( DAKKS
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