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Expert opinion

Bactericidal Activity of Feuchte Waschhandschuhe antibakteriell in the
quantitative suspension test according to DIN EN 13727:2015 (Phase 2, Step 1)

The disinfectant Feuchte Waschhandschuhe antibakteriell was tested and evaluated according to DIN EN 13727:2015
“Chemical disinfectants and antiseptics - Quantitative suspension test for the evaluation of bactericidal activity in the medi-
cal area - Test method and requirements (phase 2, step 1)".

According to the test report no. L17/0121.1 dated 15/05/2017 of Dr. Brill + Partner GmbH the preparation showed bacteri-
cidal activity under clean conditions.

Feuchte Waschhandschuhe antibakteriell complies with the requirements of DIN EN 13727:2015 (phase 2, step 1) with
the following concentration-time relationship:

Bactericidal: clean conditions 100 % 1 minute
S. aureus MRSA: clean conditions 100 % 1 minute
E. faecium VRE: clean conditions 100 % 1 minute
K. pneumoniae ESBL: clean conditions 100 % 1 minute

origh H. H. Brill

Feuchte Waschhandschuhe antibakteriell - Expert opinion based on DIN EN 13727:2015 Pagelof1
Expert opinion L17/0121.1-170515-AK-V01



Test report no L17/0121.1
Author AK Version 02  Date 15/05/2017
Replaces Version 01  Date 21/04/2017

Name of Product Feuchte Waschhandschuhe antibakteriell
Method DIN EN 13727:2015*

DR. BRILL + DR. STEINMANN

INSTITUT FUR HYGIENE UND MIKROBIOLOGIE Page 1 of 22

Test report no L17/0121.1

Quantitative suspension test for the evaluation of basic bactericidal activity of Feuchte
Waschhandschuhe antibakteriell
in the medical area according to DIN EN 13727:2015 (Phase 2, step 1)*

In accordance with your order, we tested the preparation Feuchte Waschhandschuhe antibakteriell for its activity in the
quantitative suspension test according to DIN EN 13727:2015* under clean conditions.

1 General Information and Material

1.1 Client
Client: P.J. Dahlhausen & Co. GmbH, Frau Hardt, Emil-Hoffmann-StraRe 53,
DE - 50996 Koln
Date of order: 14/02/2017
Confirmation no.: 201281
1.2 Identification of Test Laboratory
Location: Dr. Brill + Partner GmbH - Institute for Hygiene and Microbiology,
Stiegstlck 34, DE-22339 Hamburg, Germany
Study manager: Dipl.-Biol. Dr. rer. nat. Jan-Hendrik Klock
Scientific assistant: Dipl.-Ing. Dr. rer. nat. Andreas Kampe
Laboratory technicians: Carmela Janicke

1.3 Table of Contents

General Information and Material 1
Methods 2
Results 3
Tables 4
List of Abbreviations 22

1.4 Identification of Sample

Name of product; Feuchte Waschhandschuhe antibakteriell (liquid squeezed out
of gloves)
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1.5

2

Batch no.:
Manufacturer:

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

Product type:

pH value, concentrate:

Active agents (Manufacturer's data):

Test Conditions

Test period:

Lab task no.:

Product test concentrations:
Exposure time;

Test temperature:
Incubation temperature:
Organic load:

Neutraliser 1:

Neutraliser 2:

Test organisms:

Methods
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174017

P.J. Dahlhausen & Co. GmbH, DE - 50996 Koln
22/02/2017

room temperature and darkness

wet gloves

characteristic

wet gloves

not measured

0.4 % DDAC
0.3 % chlorhexidine

11/04/ - 08/05/2017

L17/0121.1-.2

25+ 50+ 80 %

1+5+ 15 minutes

20°C £ 1°C

36°C+ 1°C

clean conditions (0.3 g/L bovine albumin)

60 g/L polysorbate 80, 20 g/L sodium oleate, 8 g/L lecithin (TL-50)

60 g/L polysorbate 80, 60 g/L Saponin, 20 g/L sodium oleate, 10 glL
lecithin, 20 g/L SDS (TSL-SO-SDS)

Staphylococcus aureus ATCC 6538

Enterococcus hirae ATCC 10541
Pseudomonas aeruginosa ATCC 15442
Staphylococcus aureus MRSA ATCC 33592
Enterococcus faecium VRE DSM 13590
Klebsiella pneumoniae ESBL DSM 16609

The tests were carried out according to DIN EN 13727:2015 “Chemical disinfectants and antiseptics - Quantitative suspen-
sion test for the evaluation of bactericidal activity in the medical area - Test method and requirements (phase 2, step 1)".

* Test procedure accredited according to DIN EN ISO/IEC 17025, Test repart issued by Dr. Brill
+ Partner GmbH, Stiegstick 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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results exclusively apply to the tested samples. Information on measurement uncertainty and
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In addition to the standard organisms the above mentioned organisms were tested.

In order to test the antimicrobial efficacy of Feuchte Waschhandschuhe antibakteriell the liquid was squeezed out of
the gloves. This liquid was used as stock solution and diluted to 25 + 50 % to perform the quantitative suspension test.

3  Results
The test results based on DIN EN 13727: 2015 are summarised in tables 1.

For the tests against S. aureus MRSA with 5 minutes the validation C failed. As the test product showed sufficient efficacy
with 1 minute contact time and all controls were valid for this exposure time, the results are not influenced by this devia-
tion.

The test bacteria were sufficiently (RF >5) inactivated with the following concentration-time relationship:

Bactericidal: clean conditions 25 % 1 minute
S. aureus MRSA clean conditions 25 % 1 minute
E. faecium VRE clean conditions 25 % 1 minute
K. pneumoniae ESBL clean conditions 50 % 1 minute

Hamburg, 15/05/2017

i

Dipl.-Biol. Dr. rer. na

Study Manager

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

+ Partner GmbH, Stiegstiick 34, DE - 22339 Hamburg, Germany, Telephone +49. 40. ‘ * e Zanbalstells del Linde §

557631-0, Telefax +49. 40. 557631-11, www.brillhygiene.com. No copying or transmission, (( DAKKS e %& * '“.;‘?2:::‘.’;&":5‘;:‘; £

in whole or in part, of this test report without the explicit prior written permission. The test Deutsche ¥ Medizinbrocurten +
i A ) Akkreditierungsstelle k¢ "

results exclusively apply to the tested samples. Information on measurement uncertainty and D-PL-13412-01.02 W W ZLG-AP-216.11.02

Version history on request. © Dr. Brill + Partner GmbH 2017



Test report no L17/0121.1
Author AK Version 02  Date 15/05/2017
Replaces Version 01  Date 21/04/2017

Name of Product Feuchte Waschhandschuhe antibakteriell
Method DIN EN 13727:2015*

DR. BRILL + DR. STEINMANN Page 4 of 22

INSTITUT FUR HYGIENE UND MIKROBIOLOGIE

Table 1.1:  Validation, Controls and Evaluation (DIN EN 13727:2015%)

Product name: Feuchte Waschhandschuhe antibakteriell Batch: 174017
Test organism:  Staphylococcus aureus Temperature:  20°C + 1°C
Organic load: clean conditions Neutraliser: TL-SO
Contact time: 1 minute Lab task no.: L17/01211
Suspension for validation . Control of neutraliser Vali. of inactivation (C)
Control of test conditions (A) =
(Nwo) (B) Conc.: 80,00 %
Microbial count % Microbial count % Microbial count % Microbial count %
V(‘\ 54 63 Vc] 70 72’5 V(] 86 88 V(‘\ 35 34}5
Vo 712 Vo 75 Vo 90 Ve 34
30<% OfNg< 160 | Yes X oF A1) is Yes RigrBis Yes 2 GHCLTs Yes
= 0,5 x % of Ny? >0,5x % of Nyw? >0,5x % of Ny?
Suspension for Validation Ve Vo % 30 < % of Nyg < 1607
(Neg) 52 | 54 | 53 Yes
Test suspension N Microbial count Vo | Vo i No=N/10; 7,17 <NO
(Nand Ng) Ig N Ig No <7707
1,00E-06 | 184 292 184 | 292 | 2,35E+08 737 Yos
1,00E-07 18 24 18 | 24 8,37
Product- N Microbial count Va | Va | Na=%x10 lg N» IgR
concentration [%)] (Ig Nog =7,37)
1,00E+00 | 2 0 <14 | <14
25 1,00E-01 0 0 <14 | <14 | <1,40E402|] <215 =523
1,00E-02 0 0 <14 | <14
1,00E+00 | 4 5 <14 | <14
50 1,00E-01 0 0 <14 | <14 <1,40B402| <215 =523
1,00E-02 0 0 <14 | <14
1,00E+00 | 0 0 <141 <14
80 1,00E-01 0 0 <14 | <14 | <1,40E+02| <215 >5,23
1,00E-02 0 0 <14 | <14

" Test procedure accredited according to DIN EN ISO/IEC 17025. Test report issued by Dr. Bril % *ﬁ* Aawianntdurchscogmien by
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Table 1.2:  Validation, Controls and Evaluation (DIN EN 13727:2015%)

Product name: Feuchte Waschhandschuhe antibakteriell Batch: 174017
Test organism:  Staphylococcus aureus Temperature:  20°C £ 1°C
Organic load: clean conditions Neutraliser: TL-SO
Contact time: 5 minutes Lab task no.: L17/0121.1
Suspensmn( ':I:}vahdahon T T —— Control oIBr;eutraI:ser Véi{l); cof !nacilvast{;)go{;)’
Microbial count X Microbial count % Microbial count % Microbial count X
Ve 54 63 Ve 84 77 Vo 86 88 Ver 38 43
Vo | 72 Vo | 70 Vo | 90 Vo | 48
30 < % Of No< 160 | Yes “RHAGIE | yes ikl Yes *OICBYis v
=0,5x % of Nyg? =0,5x% % of Ny? =0,5x%x % of Ny?
Suspension for Validation Vo Vo % 30 < % of N < 1607
(Nwg) 52 | 54 | 53 Yes
Test suspension N Microbial count Vo | Va K/ No=N/10; 7,17 <NO
(N andN,) Ig N Ig No <7707
1,006-06 | 184 292 184 | 292 | 2,35E408 737 Ve
1,00E-07 18 24 18 | 24 8,37
Product- N Microbial count Ver Vo | Na=xx10 Ig N, Ig R
concentration [%] (lg No =7,37)
1,00E+00 | © 0 <14 | <14
25 1,00E-01 0 0 <14 | <14 | <1,40E402§ <215 =523
1,00E-02 0 0 <14 | <14
1,00E+00 | 0 0 <14 | <14
50 1,00E-01 0 0 <14 | <14 | <1,40E+02| <2,15 =523
1,00E-02 0 0 <14 | <14
1,00E400 | © 0 <14 | <14
80 1,00E-01 0 0 <14 | <14 | <1,40E402| <215 =523
1,00E-02 0 0 <14 | <14

* Test procedure accredited according to DIN EN ISO/IEC 17025. Test report issued by Dr. Brill
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Table 1.3:  Validation, Controls and Evaluation (DIN EN 13727:2015%)

Product name: Feuchte Waschhandschuhe antibakteriell Batch:; 174017
Test organism:  Staphylococcus aureus Temperature: ~ 20°C £ 1°C
Organic load: clean conditions Neutraliser: TL-SO
Contact time: 15 minutes Lab task no.: L17/0121.1
Suspension for validation . Control of neutraliser Vali. of inactivation (C)
Control of test conditions (A) v
(Nvo) (B) Conc.: 80,00 %
Microbial count X Microbial count % Microbial count X Microbial count %
Ve 54 63 Va | 81 77 Va | 86 88 Vo | 47 40
Ve 712 Vo 73 Va 90 Vo 33
30<% of No< 160 | Yes s Yes AIOEG & Yes * oGl Yes
>0,5x % of Ny? =0,5x % of Nyo? = 0,5 x % of Ny?
Suspension for Validation Ve Vo % 30 < % of N < 1607
(N 52 | 54 | 53 Yes
Test suspension N Microbial count Ve Ve Zoum | No=N/10; 7,17 <NO
(N and N,) lg N Ig No <7107
1,00E-06 | 184 292 184 | 292 | 2,35E+08 737 Yes
1,00E-07 18 24 18 | 24 8,37
Product- N Microbial count Va | Vo | Na=%x10 Ig N, Ig R
concentration [%] (lgNg =7,37)
1,00E+00 | 0 0 <14 | <14
25 1,00E-01 0 0 <14 | <14 | <1,40E4+02] <215 =>5,23
1,00E-02 0 0 <14 | <14
1,00E+00 | 0 0 <14 | <14
50 1,00E-01 0 0 <14 | <14 | <1,40E402] <2,15 >5,23
1,00E-02 0 0 <14 | <14
1,00E4+00 | 0 0 <14 | <14
80 1,00E-01 0 0 <14 | <14 | <1,40E402] <215 =523
1,00E-02 0 0 <14 | <14

* Test procedure accredited according to DIN EN ISO/IEC 17025. Test report issued by Dr. Brill
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Table 1.4:  Validation, Controls and Evaluation (DIN EN 13727:201 5%)
Product name: Feuchte Waschhandschuhe antibakteriell Batch: 174017
Test organism:  Enterococcus hirae Temperature:  20°C £ 1°C
Organic load: clean conditions Neutraliser: TSL-50-SDS
Contact time: 1 minute Lab task no.: L17/0121.3
S ion for validati i Vali. of inactivation (C
uspension for validation Control of test conditions (A} Control of neutraliser i. of inactivation (C)
(Nvo) (B) Conc.: 80,00 %
Microbial count % Microbial count X Microbial count % Microbial count %
Va | 61 655 Va | 72 70 Vg | 61 51 Vo | 61 685
Vo | 70 Vo | 68 Vo | 41 Vo | 76
~ N - , ol e
30< % Of Ny <160 | Yes s b Yes AERDE Yes *DIETITS Yes
20,5 x % of Nyg? >0,5x % of Ny? 20,5x% % of Nyp?
Suspension for Validation Ve Vo % 30 < % of Ny < 1607
(N 70 | 80 | 75 Yes
Test suspension N Microbial count Va | Va Ry No=N/10; | 717 <NO
(NandN,) Ig N Ig No <7,70?
1,00E-06 |>330 >330 >660|>660| 3,55E+08 755 Vg
1,00E-07 38 33 38 | 33 8,55
Product- N Microbial count Va | Vo | Na=xx10 lg N, lgR
concentration [%] (Ig No =7,55)
1,00E+00 | 0 0 <14 | <14
25 1,00E-01 0 0 <14 | <14 | <1,40E+02|] <2,15 =540
1,00E-02 0 0 <14 | <14
1,00E+00 | 0 0 <14 | <14
50 1,00E-01 0 0 <14 | <14 | <1,40E+02|1 <2,15 =540
1,00E-02 0 0 <14 | <14
1,00E+00 | 0 0 <14 | <14
80 1,00E-01 0 0 <14 | <14 | <1,40E+02| <2,15 >5,40
1,00E-02 0 0 <14 | <14
* Test procedure accredited according to DIN EN ISO/IEC 17025. Test report issued by Dr. Brill i -
+ Partner GmbH, Stiegstick 34, DE - 22339 Hamburg, Germany, Telephone +49. 40, ﬁ**** iy e
557631-0, Telefax +49. 40. 557631-11, www.brillhygiene.com. No copying or transmission, (( DAKKS # %@ % mégzj::‘::;mﬁ ?
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Table 1.5: mGmﬂon,ConUoBandEvmuann(DﬂﬂEN137272015ﬂ

Product name: Feuchte Waschhandschuhe antibakteriell Batch: 174017
Test organism:  Enterococcus hirae Temperature:  20°C + 1°C
Organic load: clean conditions Neutraliser: TSL-SO-SDS
Contact time; 5 minutes Lab task no.: L17/0121.3
Suspension for validation L r— Control of neutraliser Vali. of inactivation (C)
(Nvo) (B) Conc.: 80,00 %
Microbial count X Microbial count X Microbial count X Microbial count X
Va | 61 655 Vo | 57 63 Vo | 61 51 Vo | 69 60.5
Ve 70 Vo 69 Vg 41 Vo 52
30<% of Ng< 160 | Yes = ol AG ) Yes R phBs Yes e Yes
=0,5x % 0f Ny? =0,5x % of Ny? >0,5x % of Nyg?
Suspension for Validation Vo Vo % 30 < % of Ny < 1607
(Nog) 70 | 80 | 75 Yes
Test suspension N Microbial count Vo | Vo S ] No=N/10; 717 <NO
(Nand N,) IgN lg No =130
1,00E-06 |>330 >330 >660|>660| 3,55E+08 755 Yes
1,00E-07 | 38 33 38 | 33 8,55
Product- N Microbial count Va | Vo | Ny=xx10 Ig N, Ig R
concentration [%] (Ig No =7,55)
1,00E400 | 0 0 <14 | <14
25 1,00E-01 0 0 <14 | <14 | <1,40E402] <2,15 =540
1,00E-02 | 0 0 <14 | <14
1,00E+00 | 0 0 <14 | <14
50 1,00E-01 | 0 0 <14 | <14 | <1,40E+02| <2,15 25,40
1,00E-02 | 0 0 <14 | <14
1,00E400 | 0 0 <14 | <14
80 1,00E-01 0 0 <14 | <14 | <1,40E402| <215 =540
1,00E-02 | 0 0 <14 | <14

* Test procedure accredited according to DIN EN ISO/IEC 17025. Test report issued by Dr. Brill # 5k, Anerkannt durchRecognized by
1‘( i ne|

+ Partner GmbH, Stiegstiick 34, DE - 22339 Hamburg, Germany, Telephone +49. 40. - 4 Zonbaistele der Lander £
357631-0, Telefax +49. 40. 557631-11, www.brillhygiene.com. No copying or transmission, (( DAKKS % MR % S ¢
in whole or in part, of this test report without the expiicit prior written permission. The test x:x;?;ermsmeue b _;E_ * Merzhprackibton

results exclusively apply to the tested samples. Information on measurement uncertainty and D-PL-13412-01.02 ® W ZLG-AP-216.11.02

Version history on request. © Dr. Brill + Partner GmbH 2017



Test report no L17/0121.1

b 17T Author AK Version 02 Date 15/05/2017

Replaces Version 01  Date 21/04/2017

FJ Name of Product Feuchte Waschhandschuhe antibakteriell

Method DIN EN 13727:2015*

DR. BRILL + DR. STEINMANN o
INSTITUT FUR HYGIENE UND MIKROBIOLOGIE age 30

Table 1.6:  Validation, Controls and Evaluation (DIN EN 13727:2015%)

Product name: Feuchte Waschhandschuhe antibakteriell Batch: 174017
Test organism:  Enterococcus hirae Temperature:  20°C+ 1°C
Organic load: clean conditions Neutraliser: TSL-S0-5DS
Contact time: 15 minutes Lab task no.: L17/0121.3
Suspension for validation Eonitrof cbteconditions ) Control of neutraliser Vali. of inactivation (C)
(Nvo) (B) Conc.: 80,00 %
Microbial count X Microbial count X Microbial count X Microbial count =
Va | 61 65,5 Vo | 71 67.5 Vo | 61 51 Vo | 43 475
Vo | 70 Ve | 64 Ve | 41 Ve | 52
30<x% of Ng< 160 | Yes * of A(15) is Yes Rkl Yes AAFCHS IS Yes
=>0,5x % of Nyp? >0,5x % of Ng? =0,5x % of Nyw?
Suspension for Validation Ver Ve % 30 < % of Np < 1607
(Nvg) 70 | 80 | 75 Yes
Test suspension N Microbial count Va | Va S| No=N/0; | 7.17<NO
(Nand Ny) g N Ig No <7,70?
1,00E-06 |>330 >330 >660|>660] 3,55E+08 755 Yeis
1,00E-07 38 33 38 | 33 8,55
Product- N Microbial count Va | Vo | Na=xx10 Ig N, IgR
concentration [%] (lg Ng =7,55)
1,00E+00 | 0 0 <14 | <14
25 1,00E-01 0 0 <14 | <14 | <1,40E+02| <2,15 =540
1,00E-02 0 0 <14 | <14
1,00E+00 | 0 0 <14 | <14
50 1,00E-01 0 0 <14 | <14 | <1,40E+02] <2,15 =540
1,00E-02 | 0 0 <14 | <14
1,00E400 | 0 0 <14 | <14
80 1,00E-01 0 0 <14 | <14 | <1,40E+02| <215 =540
1,00E-02 0 0 <14 | <14

Test procedure accredited according to DIN EN ISO/IEC 17025. Test report issued by Dr. Brill st Ko Ansrann drchRecopnzed by

+ Partner GmbH, Stiegstiick 34, DE - 22339 Hamburg, Germany, Telephone +49. 40. % i Zentaistelle der Landar $
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Table 1.7:  Validation, Controls and Evaluation (DIN EN 13727:2015%)

Product name: Feuchte Waschhandschuhe antibakteriell Batch: 174017
Test organism:  Pseudomonas aeruginosa Temperature:  20°C + 1°C
Organic load: clean conditions Neutraliser: TSL-S0-5DS
Contact time: 1 minute Lab task no.: L17/0121.3
Suspension for validation . Control of neutraliser Vali. of inactivation (C)
Control of test conditions (A)
(Nvo) (B) Conc.: 80,00 %
Microbial count X Microbial count b Microbial count X Microbial count %
1 4 . 74
ey 10 102 o f 90 g1 | Yo | o8 70 |Je 70
Ve 102 Vo 67 Va 82 Vo 66
30<x of Ng< 160 | Yes s Yes * QL Bis Yes Rarans s Yes
>0,5x % of Nyo? =0,5x % of Nyg? > 0,5 x % of Nyw?
Suspension for Validation Ver Vo % 30 < % of Ny < 1607
(Nyg) 127 123 125 Yes
Test suspension N Microbial count Va | Vo Zoum | No=N/10; 717 <NO
(NandN) IgN Ig No <7707
1,00E-06 |>330 >330 >660|>660] 4,60E+08 766 Yes
1,00E-07 48 44 48 | 44 8,66
Product- N Microbial count Vo Vo | Na=%x10 Ig N, IgR
concentration [%] (Ig No =7,66)
1,00E+00 | 31 17 31 17
25 1,00E-01 1 0 <14 | <14| 2,40E+02 2,38 5,28
1,00E-02 0 0 <14 | <14
1,00E+-00 0 0 <14 | <14
50 1,00E-01 0 0 <14 | <14 | <1,40E+02 2215 =552
1,00E-02 0 0 <14 | <14
1,00E+00 0 0 <14 | <14
80 1,00E-01 0 0 <14 | <14 | <1,40E+02 <2,15 =552
1,00E-02 0 0 <14 | <14
* Test procedure accredited according to DIN EN ISOAEC 17025. Test report issued by Dr. Brill i K d . Aneelanni ouchRecoanized b
+ Partner GmbH, Stiegstiick 34, DE - 22339 Hamburg, Germany, Telephone +49. 40. *T"fw ‘j\'*ﬁ ot statts ﬂ::,,m,,,i,
557631-0, Telefax +49. 40. 557631-11, www.brillnygiene.com. No copying or transmission, (( DAKKS * L@ % 'Srunemn: £
in whole or in part, of this test report without the explicit prior written permission. The test * 2::“;!1? r *;g== * Medizinprodukten §
results exclusively apply to the tested samples. Information on measurement uncertainty and D.p{.eﬁﬂi;usf;;e ® w g * ZLG-AP-216.11.02
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DR. BRILL + DR. STEINMANN R T

INSTITUT FUR HYGIENE UND MIKROBIOLOGIE

Table 1.8:  Validation, Controls and Evaluation (DIN EN 13727:2015%)

Product name:  Feuchte Waschhandschuhe antibakteriell Batch: 174017
Test organism:  Pseudomonas aeruginosa Temperature:  20°C+ 1°C
Organic load: clean conditions Neutraliser: TSL-SO-SDS
Contact time: 5 minutes Lab task no.: L17/0121.3
Suspension for validati trol i Vali. of inactivation (C
e validation Control of test conditions (A) Contiol o netialise: - ornacv ©
(Nvo) (B) Conc.: 80,00 %
Microbial count X Microbial count % Microbial count % Microbial count ¥
Ve | 101 102 Va | 68 65,5 Ve 58 70 Va | 74 715
Vo | 102 Vo | 63 Vo | 82 Vo | 69
30< % Of Ny <160 | Yes =0l A5z Yes R OTETS Yes % 0f G is Yes
=0,5x% % 0f Nyg? > 0,5 x % of Ny? = 0,5 x % of Ny?
Suspensian for Validation Ve Vo % 30 <% of Ny < 1607
(N 127 | 123 | 125 Yes
Test suspension N Microbial count Ver Ve Limid No=N/10; 7,17 £NO
1,00E-06 |>330 >330 >660(>660| 4,60E+08 766 yaii
1,00E-07 48 44 48 | 44 8,66
Product- N Microbial count Va | Vo | Na==x10 lg N, lgR
concentration [%] (Ig No =7,66)
1,00E+00 0 0 <14 | <14
25 1,00E-01 0 0 <14 | <14 | <1,40E+02 <215 >5,52
1,00E-02 0 0 <14 | <14
100E+00 | © 0 <14 | <14
50 1,00E-01 0 0 <14 | <14 | <1,40E+02 <215 =552
1,00E-02 0 0 <14 | <14
1,00E400 | © 0 <14 | <14
80 1,00E-01 0 0 <14 | <14 | <1,40E+02 <215 23,52
1,00E-02 0 0 <14 <14
* Test procedure accredited according to DIN EN ISO/IEC 17025, Test report issued by Dr. Brill ok TR
+ Partner GmbH, Stiegstiick 34, DE - 22339 Hamburg, Germany, Telephone +49. 40. o= *x Zsmm,,zﬁ:m,:
557631-0, Telefax +49. 40. 557631-11, www.brillhygiene.com. No copying or transmission, (( DAKKS * %@ Ay 1 DesNRersithi: £
in whole or in part, of this test report without the explicit prior written permission. The test R::“;h; i ” ﬁ* Medizinprodunen §
results exclusively apply to the tested samples. Information on measurement uncertainty and il * g K ZLG-AP-216.11.02
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Page 12 of 22

DR. BRILL + DR, STEINMANN

INSTITUT FUR HYGIENE UND MIKROBIOLOGIE

Table 1.9:  Validation, Controls and Evaluation (DIN EN 13727:2015%)

Product name:  Feuchte Waschhandschuhe antibakteriell Batch: 174017

Test organism:  Pseudomonas aeruginosa Temperature:  20°C+ 1°C
Organic load: clean conditions Neutraliser: TSL-50-SDS
Contact time: 15 minutes Lab task no.: L17/0121.3

Suspension for validation . Control of neutraliser Vali. of inactivation (C)
Control of test conditions (A)
(Nvo) (B) Conc.: 80,00 %
Microbial count X Microbial count % Microbial count X Microbial count X
| 101 1 67
L 102 e | © 59,51 [l |98 7 [ 67,5
Ve | 102 Vg | 56 Vo | 82 Vo | 68
= W _ . = 159
30<x Of Ny <160 | Yes A5l Yes Belbis Yes BOrL{1S)1s Yes
=0,5x % of Ny? > 0,5 x % of Ny? > 0,5 x % of Ny?
Suspension for Validation Ve Va % 30 < % of Ny < 1607
(N 127 | 123 | 125 Yes
Test suspension N Microbial count Va | Vg il Ne=N/10; | 7.17<N0O
(Nand Ny) Ig N Ig No <7707
1,00E-06 |>330 >330 >660|>660] 4,60E+08 766 Yes
1,00E-07 48 44 48 | 44 8,66
Product- N Microbial count Va | Vo a=%x10 Ig N, lgR
concentration [%] (lg Ng =7,66)
1,00E+400 | 0 0 <14 | <14
25 1,00E-01 0 0 <14 | <14 <140E402] <215 >5,52
1,00E-02 0 0 <14 | <14
1,00E4+00 0 0 <14 | <14
50 1,00E-01 0 0 <14 | <14 | <1,40E402| <2,15 2552
1,00E-02 0 0 <14 | <14
1,00E400 0 0 <14 | <14
80 1,00E-01 0 0 <14 | <14 | <1,40E+02 <215 =552
1,00E-02 0 0 <14 | <14
* Test procedure accredited according to DIN EN ISOAEC 17025, Test report issued by Dr. Brill N o
+ Partner GmbH, Stiegstick 34, DE - 22339 Hamburg, Germany, Telephone +49. 40. ﬁ* i’ﬁ e — ::f:':“,b;
557631-0, Telefax +49. 40. 557631-11, www.brillhygiene.com. No copying or transmission, (( DAKKS *® %& ks H
in whole or in part, of this test report without the explicit prior written permission. The test 2::“;": " *, *ﬁ' Wedzhproduiten
results exclusively apply to the tested samples. Information on measurement uncertainty and D.p[i;qi?fgf?é‘f ¢ Tk “® W ZLG-AP-216.11.02
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DR. BRILL + DR. STEINMANN Page 13 of 22

INSTITUT FUR HYGIENE UND MIKROBIOLOGIE

Table 1.10: Validation, Controls and Evaluation (DIN EN 13727:2015%)

Product name: Feuchte Waschhandschuhe antibakteriell Batch: 174017
Test organism:  Staphylococcus aureus MRSA Temperature:  20°C+ 1°C
Organic load: clean conditions Neutraliser: TL-SO
Contact time: 1 minute Lab task no.: L17/0121.1
Suspension for validation » Contro! of neutraliser Vali. of inactivation (C)
Control of test conditions (A) ¥
(Nvo) (B) Conc.: 80,00 %
Microbial count % Microbial count % Microbial count % Microbial count X
Ve 118 117 Va 94 m Vg | 160 152 Va 74 75
Ve | 116 Vo | 128 Vo | 144 Vo | 76
30<% of Ny <160 | Yes RO Yes i Yes Rpfeayis Yes
=0,5x % of Ny? =0,5x x of Nyo? =0,5x% % of Nyg?
Suspension for Validation Ve Vo % 30 < % of Ny < 160?
(Na) 144 | 160 | 152 Yes
Test suspension N Microbial count Va | Vo R | No=N/10; 7,17 <NO
(NandN,) g N Ig No <7707
1,00E-06 |>330 >330 >660|>660| 4,70E+08 767 e
1,00E-07 58 36 58 | 36 8,67
Product- N Microbial count Va | Vo | Na=xx10 fq N, lgR
concentration [%] (Ig No =7,67)
1,00E400 | © 0 <14 | <14
25 1,00E-01 0 0 <14 | <14 | <1,40E+02| < 2,15 >5,53
1,00E-02 0 0 <14 | <14
100400 | © 0 <14 | <14
50 1,00E-01 0 0 <14 | <14 | <1,40E+02| <2115 =553
1,00E-02 0 0 <14 ]| <14
1,00E+00 | 0 0 <14 | <14
80 1,00E-01 0 0 <14 | <14 | <1,40E+02| <215 =553
1,00E-02 0 0 <14 | <14

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

ﬁ " i
+ Partner GmbH, Stiegstiick 34, DE - 22339 Hamburg, Germany, Telephone +49. 40. fe kg Anemit Ak

. ; ; Y ¥ Zentraistelle der Lander §
557631-0, Telefax +49. 40. 557631-11, www.brillhygiene.com. No copying or transmission, (( DAKKS ) %é & Mioesundibachug, 3
in whole or in part, of this test report without the explicit prior written permission. The test Deutsche * R Medizinprodukten
i . : Akkreditierungsstelle *, L%
results exclusively apply to the tested samples. Information on measurement uncertainty and D-PL-13412-01-02 " g * ZLG-AP-216.11.02
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INSTITUT FUR HYGIENE UND MIKROBIOLOGIE

Table 1.11: Validation, Controls and Evaluation (DIN EN 13727:2015%)

Product name: Feuchte Waschhandschuhe antibakteriell Batch: 174017
Test organism:  Staphylococcus aureus MRSA Temperature:  20°C+ 1°C
Organic load: clean conditions Neutraliser: TL-S0
Contact time: 5 minutes Lab task no.: L17/01211
Suspension for validation T —— Control of neutraliser Vali. of inac:ivation ()
(Nvo) (B) Conc.; 80,00 %
Microbial count % Microbial count X Microbial count b Microbial count X
Vg | 118 17 Va | 120 120 Vo | 160 152 Vo | 47 56,5
Vo | 116 Vo | 120 Ve | 144 Vo | 66
30<x of Ny <160 | Yes % ofAG)is Yes AL Yes s & No
=>0,5x % of Ny? =>0,5x%x x of Ny? >0,5x % of Ng?
Suspension for Validation Ve Vo % 30 <% of Ny < 160?
(N 144 | 160 | 152 Yes
Test suspension N Microbial count Va | Vo Sourn T No=N/10; 7,17 £NO
(NandN,) Ig N Ig No <7707
1,00E-06 |>330 >330 >660(>660] 4,70E+08 767 Yes
1,00E-07 58 36 58 | 36 8,67
Product- N Microbial count Va | Vo | Na=xx10 Ig N, lg R
concentration [%] (g No =7,67)
1,00E+00 0 0 <14 | <14
25 1,00E-01 0 0 <14 | <14 | <1,40E+02| <2,15 =553
1,00E-02 0 0 <14 | <14
1,00E+00 0 0 <14 | <14
50 1,00E-01 0 0 <141 <14 | <1,40E+02| <215 =553
1,00E-02 0 0 <14 | <14
1,00E+00 0 0 <14 | <14
80 1,00E-01 0 0 <14 | <14 | <1,40E402| <215 =553
1,00E-02 0 0 <14 | <14

% ; : . ;
Test procedure accredited according to DIN EN ISO/IEC 17025, Test report issued by Dr. Brill X% *ﬁ* T ———

+ Partner GmbH, Stiegstiick 34, DE - 22339 Hamburg, Germany, Telephone +49. 40. &> Yo Zenusistelie der Langer §
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INSTITUT FUR HYGIENE UND MIKROBIOLOGIE

Table 1.12: Validation, Controls and Evaluation (DIN EN 13727:2015%)

Product name: Feuchte Waschhandschuhe antibakteriell Batch: 174017
Test organism:  Staphylococcus aureus MRSA Temperature:  20°C + 1°C
Organic load: clean conditions Neutraliser: TL-SO
Contact time: 15 minutes Lab task no.: L17/0121.1
Suspension for validation » Control of neutraliser Vali. of inactivation (C)
Control of test conditions (A) v
(Nyo) (B) Conc.: 80,00 %
Microbial count * Microbial count % Microbial count X Microbial count *
Va 118 17 Vo 90 104 Va 160 152 ' 52 65
Vg | 116 Vo | 118 Vo | 144 Ve | 78
30<% OfNg<160 | Yes | <OFAUSYIS [y oo % OhB Yes | FOICUSNS
= 0,5 x % of Ny? > 0,5 x x of Ny? =0,5%x % of Nyg?
Suspension for Validation Vet Vo % 30 <% of Ny < 1607
(Neg) 144 | 160 | 152 Yes
Test suspension N Microbial count Va | Ve Zoim | Ng=N/10; | 7,17 <NO
(Nand N,) lg N Ig No £7,707
1,006-06 |>330 >330 >660|>660] 4,70E+08 767 Yes
1,00E-07 58 36 58 | 36 8,67
Product- N Microbial count Var Vo | Na=xx10 Ig Na IgR
concentration [%] (IgNg =7,67)
1,00E+00 | © 0 <14 | <14
25 1,00E-01 0 0 <14 | <14 | <1,40E+02| <215 =553
1,00E-02 0 0 <14 | <14
1,00E+00 | © 0 <14 | <14
50 1,00E-01 0 0 <14 | <14 | <1,40E+02| <215 =553
1,00E-02 0 0 <14 | <14
1,00E4+00 | © 0 <14 | <14
80 1,00E-01 0 0 <14 | <14 | <1,40E402| < 2,15 =553
1,00E-02 0 0 <14 | <14

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

+ Partner GmbH, Stiegstiick 34, DE - 22339 Hamburg, Germany, Telephone +49. 40. " T Zenvaistee der Lander &

5576310, Telefax +49. 40. 557631-11, www.brillhygiene.com. No copying or transmission, (( DAKKS ggé Yo eeundamchur

in- whole or in part, of this test report without the explicit prior written permission. The test Deutsche , bt Mediziproduien &
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DR. BRILL + DR. STEINMANN Page 16 of 22

INSTITUT FUR HYGIENE UND MIKROBIOLOGIE

Table 1.13: Validation, Controls and Evaluation (DIN EN 13727:2015%)

Product name: Feuchte Waschhandschuhe antibakteriell Batch: 174017
Test organism:  Enterococcus faecium VRE Temperature:  20°C + 1°C
Organic load: clean conditions Neutraliser: TL-SO
Contact time: 1 minute Lab task no.: L17/0121.1
S ion for validation i Vali. of inactivation (C
HApEnSIO 1oF vat Control of test conditions (A) Cotinl o meltyalise: "0 |nac'rv A1
(Nvo) (B) Conc.: 80,00 %
Microbial count % Microbial count X Microbial count X Microbial count X
Vc] 47 46 Vcl 60 53'5 Vc‘l 86 108 V(l 22 25
0<% Of <160 | Yes | X OPAMIS [ yee x gl Yes o L £
> 0,5 x % of Nw? =0,5x % of Ny? =0,5x % of Nyg?
Suspension for Validation Ve Vo % 30 < x of Ny < 1607?
(Ng) 60 | 70 | 65 Yes
Test suspension N Microbial count Vo | Vg i ] No=N/10; 7,17 <NO
(N and N,) g N Ig No £7,707?
1,00E-06 | 164 228 164 | 228 | 1,97E+08 730 Yei
1,00E-07 19 23 19 | 23 8,30
Product- N Microbial count Ver Va | Na==x10 Ig N, ig R
concentration [%] (Ilg No =7,30)
1,00E+00 0 0 <14 | <14
25 1,00E-01 0 0 <14 | <14 | <1,40E+02 <2,15 =515
1,00E-02 0 0 <14 | <14
1,00E+00 0 0 <14 | <14
50 1,00E-01 0 0 <14 | <14 | <1,40E+02 <215 =515
1,00E-02 0 0 <14 | <14
1,00E+00 0 0 <14 | <14
80 1,00E-01 0 0 <14 | <14 | <1,40E+02 <215 =515
1,00E-02 0 0 <14 | <14
* Test procedure accredited according to DIN EN ISO/IEC 17025. Test report issued by Dr. Brill Kk . Ansrwannt durchecooniaed
+ Partner GmbH, Stiegstiick 34, DE - 22339 Hamburg, Germany, Telephone +49. 40. *‘ff o ﬁmzz:t,,:m:f::wb:
5576310, Telefax +49, 40. 557631-11, www.brillhygiene.com. No copying or transmission, « DAKKS * @ 5 " Crmurneun ¢
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Version history on request. © Dr. Brill + Partner GmbH 2017



Test report no L17/0121.1
Author AK Version 02  Date 15/05/2017
Replaces Version 01  Date 21/04/2017

Name of Product Feuchte Waschhandschuhe antibakteriell
Method DIN EN 13727:2015*
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INSTITUT FUR HYGIENE UND MIKROBIOLOGIE

Table 1.14: Validation, Controls and Evaluation (DIN EN 13727:2015%)

Product name: Feuchte Waschhandschuhe antibakteriell Batch: 174017
Test organism:  Enterococcus faecium VRE Temperature:  20°C+ 1°C
Organic load: clean conditions Neutraliser: TL-SO
Contact time: 5 minutes Lab task no.: L17/01211
Suspensnor;,::}valrdatlon Bonliel ol testmiied Control oI;)eutrahser Vsol;:T macslvast(f(:o(sz
Microbial count b Microbial count % Microbial count X Microbial count X
Vg | &7 46 | Yo | 48 a7,5 |t | B0 108 | Vo | 28 25,5
Vo | 45 Vo | 47 Vo | 130 Vo | 23
30<% of Ny <160 | Yes X OfAGYS | yog %4l Bis Yes s
= 0,5 x % 0f Nyp? >0,5x x of Nyo? >0,5x % of Nyg?
Suspension for Validation Ver Vo b 30 <% of Nyo < 1607
(Nwg) 60 | 70 | 65 Yes
Test suspension N Microbial count Va | Va Riyii No=N/10; | 7,177 <NO
(N and No) Ig N Ig No <1707
1,00E-06 | 164 228 164 | 228 | 1,97E+08 730 Ves
1,00E-07 19 23 19 | 23 8,30
Product- N Microbial count Va | Vo | Na=xx10 Ig N IgR
concentration [%] (Ig No =7,30)
1,00E+00 | 0 0 <14 | <14
25 1,00E-01 0 0 <14 | <14 | <1,40E+02 <215 =515
1,00E-02 0 0 <14 | <14
1,00E+00 | © 0 <14} <14
50 1,00E-01 0 0 <14 | <14 | <1,40E+02 <215 =515
1,00E-02 0 0 <14 | <14
1,00E+00 | © 0 <14 | <14
80 1,00E-01 0 0 <14 | <14 | <1,40E+02| <2,15 =5,15
1,00E-02 0 0 <14 | <14

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

+ Partner GmbH, Stiegstiick 34, DE - 22339 Hamburg, Germany, Telephone +49. 40. % G Zontalsie der Linder 2
557631-0, Telefax +49. 40. 557631-11, www.brillhygiene.com. No copying or transmission, (( DAKKS * %.ﬁé ko Gemndnetsccnus ;
; : : ; R . s Patacih G == anemteis und
in whole or in part, of this test report without the explicit prior written permission. The test Ak:re;_memngmeue & % Medizinorodukte

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

Version history on request. © Dr. Brill + Partner GmbH 2017



Test report no L17/0121.1
Author AK Version 02  Date 15/05/2017
Replaces Version 01 Date 21/04/2017

Name of Product Feuchte Waschhandschuhe antibakteriell

Method DIN EN 13727:2015*
DR. BRILL + DR. STEINMANN 18 of
INSTITUT FUR HYGIENE UND MIKROBIOLOGIE Page 18 of 22

Table 1.15: Validation, Controls and Evaluation (DIN EN 13727:2015%)

Product name: Feuchte Waschhandschuhe antibakteriell Batch: 174017
Test organism:  Enterococcus faecium VRE Temperature:  20°C+ 1°C
Organic load: clean conditions Neutraliser: TL-SO
Contact time: 15 minutes Lab task no.: L17/0121.1
Suspension for validation Cintiol o test conditisns ) Control of neutraliser Vali. ofmac:ivatfon (©
{Nvo) (B) Conc.: 80,00 %
Microbial count X Microbial count X Microbial count X Microbial count 5
Vo | 47 16 Vo | 62 585 Va | 86 108 Vo | 38 53
Ve 45 Ve 55 Vo 130 Vo 68
30<x of Ng< 160 | Yes sghAfl s Yes ki Yes ROiCh s Yes
>0,5x % of Nyo? > 0,5 x X of Ny? >0,5x% % of Ny?
Suspension for Validation Ve Vo % 30 <% of N < 1607
(Ng) 60 | 70 | 65 Yes
Test suspension N Microbial count Va | Va Sl No=N/10; | 7,17 <NO
(N and N,) IgN Ig No <7,70?
1,00E-06 | 164 228 164 | 228 | 1,97E+08 730 Ve
1,00E-07 19 23 19 | 23 8,30
Product- N Microbial count Ver Vo | Na=2x10 lg N, IgR
concentration [%] (Ilg No =7,30)
1,00E+400 | © 0 <14 | <14
25 1,00E-01 0 0 <14 | <14 | <1,40E402] <215 =515
1,00E-02 0 0 <14 | <14
1,00E+00 | © 0 <14 | <14
50 1,00E-01 0 0 <14 | <14 | <1,40E4+02| <215 >5,15
1,00E-02 0 0 <14 ] <14
1,00E+00 | © 0 <14 | <14
80 1,00E-01 0 0 <14 | <14 | <1,40E402| <2,15 =515
1,00E-02 0 0 <14 | <14

* Test procedure accredited according to DIN EN ISO/IEC 17025. Test report issued by Dr. Brill s K g L AnerkanntdurchRocognzed by

+ Partner GmbH, Stiegstiick 34, DE - 22339 Hamburg, Germany, Telephone +49. 40. i) i Zonmaistelie der Lander §
557631-0, Telefax +49. 40. 557631-11, www.brillhygiene.com. No copying or transmission, « DAKKS * MEE T S §
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INSTITUT FUR HYGIENE UND MIKROBIOLOGIE

Table 1.16: Validation, Controls and Evaluation (DIN EN 13727:2015%)

Product name:  Feuchte Waschhandschuhe antibakteriell Batch; 174017
Test organism:  Klebsiella pneumoniae ESBL Temperature:  20°C+ 1°C
Organic load: clean conditions Neutraliser: TSL-S0-SDS
Contact time: 1 minute Lab task no.: L17/0121.3
Suspension for validation - Control of neutraliser Vali. of inactivation (C)
Control of test conditions (A)
(Nyo) (B) Conc.: 80,00 %
Microbial count % Microbial count X Microbial count % Microbial count X
6 c
V(} 0 65 V 1 52 48,5 Vc] 49 46,5 V(] 53 50
Vo | 70 Vg | 45 Vo | 44 Vo | 47
30<x of Ny <160 | Yes ROAT s Yes % 0 Bis Yes At (s Yes
>0,5x % of Ny? >0,5x % of Ny? > 0,5 x % of Ny?
Suspension for Validation Vo Va % 30 < % of Ny < 1607
(N 62 | 57 | 59,5 Yes
Test suspension N Microbial count Vo Vo Zamn | No=N/10: 7.17 <NO
(N andN,) Ig N Ig No <7,70?
1,00E-06 |>330 >330 >660|>660| 3,00E+08 7.48 Yes
1,00E-07 26 34 26 | 34 8,48
Product- N Microbial count Va | Vo | Na=xx10 Ig N, IgR
concentration [%] (lg No =7,48)
1,00E+00 | 37 31 37 | 31
25 1,00E-01 2 5 <14 | <14 3,40E+02 2,53 4,95
1,00E-02 0 0 <14 | <14
1,00E+00 0 0 <14 <14
50 1,00E-01 0 0 <14 | <14 | <1,40E+02 <215 =533
1,00E-02 0 0 <14 | <14
1,00E+00 0 0 <14 | <14
80 1,00E-01 0 0 <14 | <14 | <1,40E+02 < 2,15 >5.33
1,00E-02 0 0 <14 | <14
* Test procedure accredited according to DIN EN ISO/IEC 17025. Test report issued by Dr. Brill A K e . Anerianat durchRecopaizsd b
+ Partner GmbH, Stiegstick 34, DE - 22339 Hamburg, Germany, Telephone +49. 40. *'53‘ *ﬁ'* Zﬂ,,m,m,,m?iande,;
557631-0, Telefax +49. 40. 557631-11, www.brillygiene.com. No copying or transmission, (( DAKKS M@ W Comern: £
in whole or in part, of this test report without the explicit prior written permission. The test : g::“;h? i 2 *ﬁ Medzinproduiten
results exclusively apply to the tested samples. information on measurement uncertainty and el MW ZLG-AP-216.11.02
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Table 1.17: Validation, Controls and Evaluation (DIN EN 13727:2015%)

Product name; Feuchte Waschhandschuhe antibakteriell Batch: 174017
Test organism:  Klebsiella pneumoniae ESBL Temperature:  20°C+ 1°C
Organic load: clean conditions Neutraliser: TSL-SO-SDS
Contact time: 5 minutes Lab task no.; L17/0121.3
Suspension for validation i Vali. of inactivation (C
N Yaleeto Control of test conditions (A) Control of neutraliser o)
(Nvo) (B) Conc.: 80,00 %
Microbial count % Microbial count % Microbial count X Microbial count %
Va | 60 65 Vo | 68 65,5 Va | 49 46,5 Vo | 74 75
Va 70 Va 63 Ve 44 Vo 69
30< % of Ny <160 | Yes = Ol AGE Yes saiils Yes RAE Yes
>0,5x % of Nyg? >0,5x% % of Ng? =0,5x % of Ny?
Suspension for Validation Vo Vo % 30 < % of N < 1607
(Nyg) 62 | 57 | 59,5 Yes
Test suspension N Microbial count Va | Vo Zwm | No=N/10; 717 <NO
(N and No) Ig N lg No <7707
1,00e-06 |[>330 >330 >660|>660| 3,00E+08 748 Yes
1,00E-07 26 34 26 | 34 8,48
Product- N Microbial count Vo Vo | Na=%x10 Ig N, IgR
concentration [%] (Ig Ny =7,48)
1,00E+00 0 0 <14 | <14
25 1,00E-01 0 0 <14 | <14 | <1,40E+02 #2195 =533
1,00E-02 0 0 <14 | <14
1,00E+00 | © 0 <14 | <14
50 1,00E-01 0 0 <14 <14 | <1,40E402 <215 =533
1,00E-02 0 0 <14 | <14
1,00E+00 0 0 <14 | <14
80 1,00E-01 0 0 <14 | <14 | <1,40E+02 <215 =533
1,00E-02 0 0 <14 | <14
* Test procedure accredited according to DIN EN ISO/EC 17025. Test report issued by Dr. Brill okl . N
+ Partner GmbH, Stiegstiick 34, DE - 22339 Hamburg, Germany, Telephone +49. 40, W R i &
557631-0, Telefax +49. 40. 557631-11, www.brillhygiene.com. No copying or transmission, (( DAKKS * MA@ St
in whole or in part, of this test report without the explicit prior written permission. The test E::‘:;’?,e . *, *“? e
results exclusively apply to the tested samples. Information on measurement uncertainty and o-P[vﬁg?rzlfoS;e ¢ jat™ * " ZLG-AP-216.11.02
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Table 1.18: Validation, Controls and Evaluation (DIN EN 13727:2015%)

Product name: Feuchte Waschhandschuhe antibakteriell Batch: 174017
Test organism:  Klebsiella pneumoniae ESBL Temperature:  20°C+ 1°C
Organic load: clean conditions Neutraliser: TSL-SO-SDS
Contact time; 15 minutes Lab task no.: L17/0121.1
5U5P9”5|0”ﬂ:t;)\fa“d3t|0ﬂ L — Control o(an)eutraI!ser Vca;;::f |nac’t'|vl';t(|)l'30n0(;)‘
Microbial count X Micrabial count X Microbial count X Microbial count %
Vg 65 64 Vet 50 51 Vo 58 70 Ve 34 34
Vo | 63 Vo | 52 Vo | 82 Vo | 34
30< % of Ng<160 | Yes ROIAIR) s Yes Fargls Yes wRELR. i3 Yes
>0,5x % of N? =0,5x % of Nyg? =0,5x % of Nyg?
Suspension for Validation Ve Vo % 30 < % of Nyg < 1607
(Nug) 65 | 66 | 65,5 Yes
Test suspension N Microbial count Vey Vo o] No=N/10; 717 <NO
(N and Ny) Ig N Ig No <7107
1,00E-06 | 204 2712 204 | 272 | 2,43E+08 739 Yes
1,00E-07 | 36 23 36 | 23 8,39
Product- N Microbial count Ve Vo | Na=%x10 Ig Nz IgR
concentration [%] (lg No =7,39)
1,00E+00 | © 0 <14 | <14 ‘
25 1,00E-01 0 0 <14 | <14 | <1,40E402| <2,15 =524
1,00E-02 0 0 <14 | <14
1,00E+00 0 0 <14 | <14
50 1,00E-01 0 0 <14 | <14 | <1,40E4+02| <2,15 =524
1,00E-02 0 0 <14 | <14
1,00E+00 0 0 <14 | <14
80 1,00E-01 0 0 <14 | <14 | <1,40E+02 a2.15 =524
1,00E-02 0 0 <14 | <14

* Test procedure accredited according to DIN EN ISO/IEC 17025. Test report issued by Dr. Brill . % R g . Anerkannt durchRecognized by

+ Partner GmbH, Stiegstlick 34, DE - 22339 Hamburg, Germany, Telephone +49. 40. o M Zentaistelle der Landsr 3
557631-0, Telefax +49. 40. 557631-11, www.brillhygiene.com. No copying or transmission, « DAKKS i %é * 'ﬁz::;’::;:mﬁ £
in whole or in part, of this test report without the explicit prior written permission. The test Deutsche L Medizinprodukten
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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 logso-steps

Ve = viable microbial count per ml

% = weighted mean of N

* Test procedure accredited according to DIN EN ISO/EC 17025, Test report issued by Dr. Brill L% )
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