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Test report no L 16/0882.1 

Quantitative carrier test for the evaluation of fungicidal activity of 5tabimed ultra 
for disinfection of instruments the medical area according to DIN EN 14562:2006 (Phase 2, step 2)* 

In accordance with your order, we tested the preparation Stabimed ultra for its activity in the quantitative carrier test 
according to DIN EN 14562:2006* under clean conditions. 

General Information and Material 

1.1 Client 

Client: 

Date of order: 
Confirmation no.: 

1.2 Identification of Test Laboratory 

Location: 

Study manager: 
Scientific assista nt: 
Laboratory technicians: 

1.3 Table of Contents 

General Information and Material 
Methods 
Results 
Tables 

List of Abbreviations 

1.4 Identification of Sample 

Name of product: 
Batch no.: 
Manufacturer: 

B. Braun Medical AG, Dr. Kurz, Seesatz 17, 
CH - 6204 Sempach, Switzerland 
09/12/2016 
200357 

Dr. Brill + Partner GmbH· Institute for Hygiene and Microbiology, 
Stiegstück 34, DE-22339 Hamburg, Germany 
Dipl.-Ing. Dr. rer. nat. Andreas Kampe 
Dipl.-Biol. Dr. rer. nat. Jan-Hendrik Klock 
Carmela Jänicke 

2 

3 

4 

7 

Stabimed ultra 
1606BH0024 

B. Braun Mledical AG, Sempach, Switzerland 

, 
* Test procedure accredited according to DIN EN ISO/lEC 17025. Test report issued by Dk Brill 

+ Partner GmbH, Stiegstück 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 and 
Version history on request. © Dr. Brill + Partner GmbH 2017 
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Date of delivery: 
Storage conditions: 
Appearance of product: 
Odour: 

Recommended diluent: 
Diluent used: 
pH value, concentrate: 
Active agents (Manufacturer's data): 

1.5 Test Conditions 

Test period: 
Lab task no.: 
Product test concentrations: 
Exposure time: 

Test temperature: 
Incubation temperature: 
Organic load: 
Neutraliser: 

Test organisms: 

2 Methods 

Test report no L 16/0882.1 
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01/12/2016 

room temperature and darkness 
powder 
characteristic 
Tap water 

water of standardised hardness (WSH, pH 7.0) 
not measured 

0.16 % peracetic acid in situ (diluted in water 10 g/I) 

10/03/ - 13/03/2017 
L 16/0882.4 
1.5 % 

15 + 30 + 45 minutes 
20°C ± 1°C 
30°C ± 1°C 
clean conditions (0.3 gIL bovine albumin) 

30 gIL polysorbate 80, 30 gIL saponine, 3 gIL lecithin, 150 gIL sheep 
blood (TSL-SB) 

Aspergillus brasiliensis (niger) ATCC 16404 

The tests were carried out according to DIN EN 14562:2006 "Quantitative carrier test for the evaluation of fungicidal or 
yeasticidal activity for instruments used in the medical area - Test method and requirements (phase 2, step 2)". 

The screening was performed with A. brasiliensis as single test organism. 

* Test procedure accredited according to DIN EN ISO/lEC 17025. Test report issued by Dr. Brill 
+ Partner GmbH, Stiegstück 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 and 
Version history on request. © Dr. Brill + Partner GmbH 2017 
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3 Results 

The test results based on DIN EN 14562:2006 are summarised in tables 1, 

The spores of Aspergillus brasiliensis were sufficiently (RF >4) inactivated with the following concentration-time relation­ 
ship: 

Aspergillus brasiliensis clean conditions 1,5 % 15 minutes 

Hamburg, 25/08/2017 

Dipl.-Biol. Dr, rer, 

Deputy Head of la oratory 
Dipl.-Biol. Henrik Gabriel 

Head of laboratory 

• Test procedure accredited according to DIN EN ISOllEe 17025, Test report issued by Dr. Brill 
+ Partner GmbH, Stiegstück 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 and 
Version history on request. © Dr. Brill + Partner GmbH 2017 
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Table 1.1: Validation, Controls and Evaluation (DIN EN 14562:2006*) 

Product name: 
Test organism: 
Organic load: 
Contact time: 

Stabimed ultra 
Aspergíllus brasiliensis 
clean conditions 
15 minutes 

Batch: 
T em peratu re: 
Neutraliser: 
Lab task no.: 

1606BH0024 
20°C ± 1°C 
TSL-SB 
L 16/0882.4 

Suspension for validation 
Control of test conditions (A) Control of Neutraliser (B) 

Validation of method (C) 
(Nvo) Prod ud eon c.: 1,50 % 

cell count x cell count x cell count x cell count x 
Vel 33 31,5 Vel 21 22,5 Vel 27 24,5 Vel 24 23 
Ve2 30 Ve2 24 Vc2 22 Ve2 22 

Yes x of A(15') is Yes x of Bis Yes x ofC(15') is Yes 30 s x of Nvo s 160 
~ 0,5 x x of Nvo? ~ 0,5 x x of Nvo? ~ 0,5 x x of Nvo? 

Test N ceil count per plate Vel Vc2 xwm IIq N 8, 17 s 19 N s 8,70 ? 
suspension 1,00E-06 >165 >165 >330 >330 1,45E+08 Yes (N) 1,00E-07 11 18 11 18 8,16 

Water N viable count per plate Vel Vc2 xwm IIq N 6, 15 s 19 N s 6,86 ? 
control (Nw) 1,00E-04 28 17 28 17 2,25E+06 Yes 

l,ODE-OS 4 3 4 3 6,35 
Product N ceil count per plate Vel Vc2 Na=xxlO 19 Na 19 R 
cone. [%] (19 No =6,35) 

1,OOE+00 26 15 26 15 

1,50 1,00E-01 5 2 <14 <14 <2,05E+02 2,31 4,04 1,00E-02 1 1 <14 <14 
1,00E-03 O O <14 <14 

, Test procedure accredited according to DIN EN ISOIIEC 17025. Test report issued by Dr. Brill 
+ Partner GmbH, Stiegstück 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 and 
Version history on request. © Dr. Brill + Partner GmbH 2017 
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Table 1.2: Validation, Controls and Evaluation (DIN EN 14562:2006*) 

Product name: 
Test organism: 
Organic load: 
Contact time: 

Stabimed ultra 
Aspergillus brasiliensis 
clean conditions 
30 minutes 

Batch: 
Temperature: 
Neutraliser: 
Lab task no.: 

1606BH0024 
20°C ± 1°C 
TSL-SB 
L16/0882A 

Suspension for validation 
Control of test conditions (A) Control of Neutraliser (8) 

Validation of method (C) 
(Nvo) Prad uct con c: 1,50 % 

cell count x cell count x cell count x cell count x 
Ve1 33 

31,5 Ve1 20 
21 Ve1 27 24,5 Ve1 21 24,5 

Vc2 30 Vc2 22 Vc2 22 Ve2 28 

Yes x of A(15') is 
Yes x of B is 

Yes x ofC(15') is Yes 30::;; x of NIrl} s 160 
~ 0,5 x x of NIrl}? ~ 0,5 x x of NIrl}? ~ 0,5 x x of NIrl}? 

Test N ceil count per plate Ve1 Vc2 Xwm /Iq N 8,17 ::;; Ig N s 8,70 ? 
suspension 1,00E-06 >165 >165 >330 >330 1,45E+08 

Yes (N) 1,00E-07 11 18 11 18 8,16 

Water N viable count per plate Ve1 Vc2 Xwm /Ig N 6,15 s Ig N ::;; 6,86 ? 

control (Nw) 1,00E-04 21 38 21 38 2,95E+06 
Yes 

l,ODE-OS 2 4 2 4 6,47 

Product N ceil count per plate Ve1 Vc2 Na = x x 10 Ig Na Ig R 
cone. [%] (lg No =6,47) 

1,00E+00 O O <14 <14 

1,50 
1,00E-01 O O <14 <14 <1,40E+02 < 2,15 ;:::4,32 1,OOE-02 O O <14 <14 
1,00E-03 O O <14 <14 

* Test procedure accredited according to DIN EN ISO/IEC 17025, Test report issued by Dr. Brill 
+ Partner GmbH, Stiegstück 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 and 
Version history on request. © Dr, Brill + Partner GmbH 2017 

~ 
((IDAkkS 
,,~./ Deutsche 
~ Akkreditierungsstelle 

D·PL·13412·01·02 

* * * * * Anork.nntdurchlRl<ognl,e<t by * * Z.fltf'alstelle dtH LAnder -! * _. • * t(¡,G..undhe" .. ,'Wtz t 

* 
__ • * btiAr:nolmm.ln und ! 

Mltdl¡:blPlodukt,,, i ***** ZLG-AP-216,11.02 



(j;) 
DR. BRILL + DR. STEINMANN 
INSTITUT FÜR HYGIENE UND MIKROBIOLOGIE 

Test report no L 16/0882. 1 
Author CB Version 03 Date 25/08/2017 

Replaces Version 02 Date 31/01/2017 
Name of Product Stabimed ultra 

Method DIN EN 14562:2006" 
Page 6 of 7 

Table 1.3: Validation, Controls and Evaluation (DIN EN 14562:2006*) 

Product name: 
Test organism: 
Organic load: 
Contact time: 

Stabimed ultra 
Aspergillus brasiliensis 
clean conditions 
45 minutes 

Batch: 
Temperature: 
Neutraliser: 
Lab task no.: 

1606BH0024 
20°C ± 1°C 
TSL-SB 
L 16/0882.4 

Suspension for validation 
Control of test conditions (A) Control of Neutraliser (B) 

Validation of method (C) 
(Nvo) Prod uct con c.: 1,50 % 

cell count x eel I count x cell count x cell count x 
Ve1 33 31,5 Ve1 17 

21 Ve1 27 
24,S Ve1 19 19,5 

Ve2 30 Va 25 Va 22 Va 20 

Yes x of A(15') is 
Yes x of Bis 

Yes 
x of C(15') is 

Yes 30 s x of NvI):::; 160 
~ 0,5 x x of NvI)? ~ 0,5 x x of NvI)? ~ 0,5 x x of NvI)? 

Test N ceil count per plate Ve1 Va Xwm Ilg N 8,17 s Ig N s 8,70 ? 
suspension 1,00E-06 >165 >165 >330 >330 1,4SE+08 

Yes (N) 1,00E-07 11 18 11 18 8,16 

Water N viable count per plate Ve1 Va xwm Ilg N 6,15 s Ig N s 6,86 ? 
control (Nw) 1,00E-04 51 36 51 36 4,3SE+06 

Yes 
l,ODE-OS 5 3 5 3 6,64 

Product N ceil count per plate Ve1 Va Na = x x 10 Ig Na Ig R 
cone. [Ofo] (Ig No =6,64) 

l,OOE+OO O O <14 <14 

1,50 
l,OOE-Ol O O <14 <14 

<1,40E+02 < 2,15 ~4,49 
l,OOE-02 O O <14 <14 
l,OOE-03 O O <14 <14 

* Test procedure accredited according to DIN EN ISO/lEC 17025. Test report issued by Dr. Brill 
+ Partner GmbH, Stiegstück 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 and 
Version history on request. © Dr. Brill + Partner GmbH 2017 
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4 List of Abbreviations 

N va 

control of test conditions 

control of neutraliser 

validation of method at highest product concentration 

test suspension 

suspension for validation 

not tested 

microbial count of test suspension N/ 10 (microbial count at time index O) 

germ reduction in log1O-steps 

viable microbial count per ml 

weighted mean of N 

A 

B 

C 

N 

n.t. 

No 

R 

Ve 

* Test procedure accredited according to DIN EN ISO/lEC 17025. Test report issued by Dr. Brill 
+ Partner GmbH, Stiegstück 34, DE - 22339 Hamburg, Germany, Telephone +49. 40. 
557631-0, Telefax +49.40.557631-11, www.brillhygiene.com. No copying or transmission, 
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