
( DAKKS
Oeutsche
Akkreditierungsstelle

HYGIENE NoRD G[8H

HYGIENE NORD GM8H, C/O BIOTECHNIKUH. W..RATHENAU-STR. /.9 A. D.I7l*89 GREIFSWALo
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CUSToMER NUMBER DATE

1881 July 31 ,2020

Purpose

The bactericidal and feasticidal efficacy of the product SEIFREI Desinfektions Hand-Gel (NEMADIA

GmbH, Darmstadt, Germany) as a hygienic handrub product should be evaluated by in vitro tests in

aceprdance with the "Requirements and methods for VAH+ertification of chemical disinfection processes"

(vAH, 2015/2019).
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Order number:

Manufacturer:

Product:

Batch number:

Manuhcture date:

Best before:

Sample number:

Date of order:

Date of delivery:

Test date:

Basis:

Test organisms

Test solution:

Active ingredients in 100 g1

Odour:

Appearance:

Appearance of dilution:

pH - value (pH-MeteQ:

pH - value (pH-stripes):

Neutralizer:

lnterfering substance:

Test temperature:

lncubation temperature:

Staphylococcus aureus

Enterococcus hirae

Pseudomon as ae rug i nosa

Escherichia coliKlZ
Proteus mirabilis

Candida albicans

Test description

A 20-0595

NEMADIA GmbH, Darmstadt, Germany

SEIFREI Desinfektions HandGel

L-O7142OGGAC

not provided

June 15, 2020

P2036/.7

May 28,2020

June22,2020

July 24,2020 - July 31, 2020

Requirements and methods for VAH-certification of chemical
disinfection processes (VAH, 201 5/201 9)

ATCC 6538

ATCC 10541

ATCC 15442

NCTC 10538

ATCC 14153

ATCC 10231

80 %, 50 Yo, 10 o/o

67.5 g ethanol

product specific, flowery

clear, colourless gel

clear, colourless viscous liquid

1fio/c.7.fi 80%:6.@ 50%:6.53 10%:.6.U

\AFl:5.81

100 %:6

4o/oTween 80 + 3 % Saponin + 0.4o/o Lecithin + 0.25 % SDS (Neutralizer

xxrv)

0.03 % albumin (clean conditions)

20+1"C

36 * 1 "C (C. albicans:30 + 1"C)
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Test Method

MIG / Selection of neutralizer

The test is performed in accordance with the "Requirements and methods for VAH-certification of

chemical disinfection processes". Accordingly, the following test organisms were used:

S. aureus ATCC 6538 P. aeruginosa ATCC 15442

E. coliKl2 NCTC 10538 E. hirae ATCC 10541

P. mirabilisATCC 14153 C. albicans ATCC 10231

The test is performed using the following growth medium:

- Tryptone Soya Broth (TSB)

- Malt Extract Broth (MEB) tor C.albicans

The product is diluted water for injection; tests are performed at room temperature (20 + 1 'C). The test

organisms are incubated at 36 t 1 'C (C. atbicans: 30 t 1 'C). Detailed results presented in table 1.

Quantitative suspension test under dirty conditions

A test suspension of bacteria including an interfering substance (0.03 % albumin - clean conditions) is

added to a sample of SEIFREI Desinfektions Hand-Gel (diluted with water for injection, if necessary).

The mixture is maintained at 20 + 1'C for the required contact time. At the end of the contact time, an

aliquot is taken; the microbicidal activity in this portion is immediately neutralized. The number of

surviving test organisms in each sample is determined by plating aliquots of the neutralized test

suspensions and its dilutions. The reduction is calculated in relation to a sample containing water instead

of the test product (water control, WFI control).

The experimental conditions, the non-toxicity of the neutralizer and the dilution-neutralization method

are validated according to the VAH standard methods:

- Co 1 = Water control(WFl)

- Co 2 = Method validation (Dilution-neutralization method)

- Co 3 = Nontoxicity of the neutralizer

The tests were performed under dirty conditions (0.3 % albumin + 0.3 o/o sheep erythrocytes) using

S. aureus, E. hirae, P. aeruginosa, E. coli, P. mirabilis and C. albicans as test-organisms.

Results are presented in tables 2 - 7
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Results 2

Selection of neutralizer / Minima! inhibitory concentration (MlC)

ln accordance with the test results presented in table 1, neutralizer XXIV (4 % Tween 80 + 3 % Saponin

+ 0.4 o/o Lecithin + 0.25 % SDS) was selected as a suitable neutralizer for the test bacteria and

C. albicans. A product concentration of 10 % was determined as the minimal inhibitory concentration at

the methodically determined contact time of 48 h (72 for C. albicans).

Qua ntitative suspension test

According to the "Requirements and methods for VAH-certification of chemical disinfection processes"

(2015t2019), the test product SEIFREI Desinfektions Hand-Gel, when applied at the

concentration/contact time relation of at least 80 % 115 s, possesses bactericidal and veasticidal

efficacy (logro RF > 5 or logro RF > 4, respectively) at 20 "C under dirtv conditions (0.3 % albumin + 0.3

% sheep erythrocytes) for reference strains S. aureus, E. hirae, P. aeruginosa, E. coli, P. mirabilis and

C. albicans(Tab.2-7).

Results are considered validated in accordance with VAH (201512019) requirements.

Greifswald, July 31 ,2020
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Table 2: Results of the quantitative suspension test (according to VAH
methods, 2015120191

Date: July 27,2020 Order number: A 20-0595
Product: SEIFREI Desinfektions Batch-number: L-071420GGAC

Hand-Gel

Test organism: S. aureus Sample number: P 203647

lnterfering substance: 0.03 % albumin
lncubation time: 24 h - 48 h Neutralizer: XXIV

Testsuspension : 3.65*108cfu/1 ml (8.56 log) lncubation temperature: 36+ 1'C
Method: Dilution-neutralization-method Reaction temperature: 20 t 1 "C

Controls and Validation :

ttl-
rte logr0 tx, KF

DIate
0.00 :6.51:6.61 0 0.00 :6.66 01 ml 100 0 0.00

0 U0.1 ml 100 0
0 00.1 ml 10-1 0
U 00.1 ml 10'2 0

1.41 s.092.02 4.65 2610 1.00 5.61 1041 ml 100
21 't10.'l ml 100

0 00.1 ml 10-1 0

000.1 ml 10'2
> 330> 3301 ml 100 > 330
> 330> 3300.1 ml 100 > 330

> 3300.'t ml 10-1 > 330
> 5.52 < 0.99< 1.09 > 330 5.52 'i..140.1 ml 10'2 > 330 > 5.52

> 330> 3300.1 ml 10'1 > 330
> 330 > 3300.1 ml 10-2 > 330

> 330> 330 > 3300.1 ml 103

6.66 32 6.5'l41 6.61 460.1 ml 10-4

> 3300.1 ml 'l0o

3.7455 5.50E+03( 0.1 ml 10-1

0.1 ml 100 > 330
3.583.80E+030.1 ml 10-1 38
3.563.65E+03
Yes80%-60s controls o.k.?
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concentration dilution
tirne: 15 s

, logro (x) RF

time: 30 s

80%

s0%

10%

WFt (co 1)

number of colonies
Icfu/olatel

cfu /ml (with rcgard to the
. validation suspension)

log'o (x)

control 3
(co 3)



Table 3:

Date: July 27,2020 Order number:
Product: SEIFRE|Desinfektions Batch-number:

Hand-Gel
Test organism: E. hirae Sample number:

lnterfering substance: 0.03 % albumin
lncubation time: 24 h - 48 h Neutralizer:
Test suspension: 1 .66*108 cfu/1 ml (8.22 log) lncubation temperature
Method: Dilution-neutralization-method Reaction temperature:

Gontrols and Validation:

Results of the quantitative suspension test (according to VAH
methods, 2015120191

A 20-0595
L-071420GGAC

P 203647

XXIV
36t1'C
20t1"C

0 0.00 >6.211 ml l0o U 0.00 > 6.15 0 0.00 > 6.07
0 00.1 ml 100

00.1 ml 10'1 0
0

0
U0.1 ml 10-2 U

U 0.00 >6.211 ml 100 32 1.51 4.65 4 0.60 5.47
00.1 ml 100 2 0
00.1 ml 10'1 U 0

0 00.1 ml 10-2
> 330 > 3301 ml 100 > 330
> 330 > 3300.'l ml 100 > 330
> 330 > 3300.1 ml 10-1 > 330
> 330 > 5.52 < 0.55 > 330 > 5.52 < 0.690.1 ml 10-2 > 330 > 5.52 < 0.64

> 3300.'l ml 10-1 > 330 > 330
> 3300.1 ml 10'2 > 330 > 330
160 6.2'l0.1 ml 103 140 6.15 113 6.07
190.1 ml 10-a 17 16

logro (x)number of colonies
"'-"'iJr"i'irlfi'"--

0.1 ml 100 235 2.35E+03 3.372
0.1 ml 10-1 23

1.89E+03 3.280.1 ml 100 189

0.1 ml 10-1 12

1 66E+03 3.22

controls o.k.? Yes80%-60s
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concentration dilution cfu /
olate

time: 15 s

; loglo (x) : RF ctu/
olate

8O Yo

s0%

10%

WFI (co 1)

cfu /ml (with regard to the
validation susoensionl

control 3
(co 3)



Table 4:

Date: July 27,2020 Order number:
Product: SEIFRE!Desinfektions Batch-number:

Hand-Gel
Test organism: E. coli Sample number:
lnterfering substance: 0.03 % albumin
lncubation time: 24 h - 48 h Neutralizer:
Test suspension: 1.50*108 cfu/1 ml (8.18 log) lncubation temperature
Method: Dilution-neutralization-method Reaction temperature:

Controls and Validation:

Results of the quantitative suspension test (according to VAH
methods, 2015120191

A 20-0595
L-O7142OGGAC

P 203647

XXIV
36r1"C
20t1"C

dilution I logro

u 6.190.00 >6.21 0 0.00 z 6.14 0 0.001 ml 10o 0

00.'t ml 100 0

0

0
00.1 ml 10-1 0

0 00.1 ml 10-2 0
0.00 :6.190.00 >6.2'.1 0 0.00 z 6.14 01 ml 10o 0

0 00.1 ml 100 U

U 00.'1 ml 10-1 0
0 00.1 ml 10'2 0

> 330 > 3301 ml 100 > 330
> 330 > 3300.1 ml 100 > 330
> 330 > 3300.1 ml 10-1 > 330
> 330 > 5.52 < 0.62 > 330 > 5.52 < 0.670.1 ml 10'2 > 330 > 5.52 < 0.70

> 3300.1 ml 10-1 > 330 > 330
> 3300.1 ml 10'2 > 330 > 330
154 6.190.1 ml 103 163 6.21 136 6.14
150.1 ml 10'4 17 15

number of colonies
lctu/plabl

178 1.75E+03 3.240.1 ml 100

0.1 ml 10{ '15

1.6'l E+03 3.210.1 ml 100 155

0.1 ml 10-1 22
3.181.50E+03

controls o.k.? Yes80%-60s

Report 201407.V1 SEIFREI DesinfeKions Hand-Gel - VAH (2015/2019) Version 01 Page 8 of '12

concentration
time: t5 s

RF

time: 30 s
cfu /
Dlate loglo {x) : RF

time: 60 s
cfu /,
olate logro (x) 

,
RF

80%

50%

10%

WFI (co {)

cfu /ml (with regard to the
validation susoensionl

lqgro {x)

control 2
{co 2)

control 3

{co a1



Table 5:

Date:
Product:

Test organism:
lnterfering substance
lncubation time:
Test suspension:
Method:

Results of the quantitative suspension test (according to VAH
methods, 2015120191

July 27,2020 Order number: A 20-0595
SEIFREI Desinfektions Batch-number: L-071420GGAC
Hand-Gel
P. aeruginosa Sample number: P 203647

0.03 % albumin
24h-48n Neutralizer: )(XlV
2.00"108cfu/1 ml (8.30 log) lncubation temperature: 36 t 1 'C
Dilution-neutralization-method Reaction temperature: 20 t 1 "C

> 6.32 0 0.00 > 6.30'1 ml 100 0 0.00 > 6.34 0 0.00
00.1 ml 100

0 0 00.1 ml 10{
0 0 00.1 ml 1O''z

0 0.00 > 6.301 ml 100 tt 0.00 z 6.34 4 0.60 5.72
00.'1 ml 100 0 0

0 0 00.1 ml 10-1

0 00.1 ml 10'2 0
> 330 > 3301 ml 100 > 330
> 330 > 3300.1 ml 100 > 330
> 330 > 3300.1 ml 10-1 > 330

< 0.78< 0.82 > 330 > 5.52 < 0.80 > 330 > 5.520.1 ml 10-2 > 330 > 5.52
> 330 > 3300.1 ml 10-1 > 330
> 3300.1 ml 10-2 > 330
210 6.32

> 330
190 6.300.1 ml 103 219 6.34

21 290.1 ml 10-4 20

number of colonies
lcfu/plibl

0.1 ml 'l0o 190 'l .92E+03 3.28

0.1 ml 10-1 21

155 1.59E+03 3.200.1 ml 'l0o

0.1 ml 10i 20
3.30I suspenston: 2.00E+03
Yes80%-60s controls o.k.?

Controls and Validation:
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concentration dilution diiul
olate

cfi, /
Dlate

80%

50%

lOYo

ttYFl (co 1)

cfu /ml {with rcgard to the
validation susoension)

logro {x)

control 2
(co 2)

confol 3
(co 3)



Table 6: Results of the quantitative suspension test (according to VAH
methods, 2015120191

Date: July 27,2020 Order number: A 20-0595
Product: SEIFRE!Desinfektions Batch-number: L-071420GGAC

Hand-Gel

Test organism: P. mirabilis Sample number: P 203647

lnterfering substance: 0.03 % albumin
lncubation time: 24 h - 48 h Neutralizer: XXIV
Test suspension: 2.17"108 cfu/1 ml (8.34 log) lncubation temperature: 36 t 1 'C
Method: Dilution-neutralization-method Reaction temperature: 20 ! 1 "C

Controls and Validation:

ctul
plate

0.00 > 6.361 ml 100 0 0.00 z 6.34 0 0.00 > 6.41 0

1 0 0

0 01

1 0
1

00.1 ml 1

0 0.00 > 6.361 ml 100 0 0.00 > 6.34 0 0.00 > 6.41

1.1 ml 100 0 0 0

0 0 0

0 0 01

> 330 > 3301 ml 100 > 330
> 330 > 3300.1 ml "l0o > 330

> 3300.1 ml 10-1 > 330 > 330
< 0.89 > 330 > 5.52 < 0.840.1 ml 10'2 > 330 > 5.52 < 0.83 > 330 > 5.52

0.1 ml '10'1 > 330 > 330 > 330
0.1 ml 10-2 > 330 > 330 > 330

1ml 1 216 6.34 260 6.41 229 6.36
.1 ml 10-4 27 21 21

2.49E+03
validation suspension)

Io9ro (x)

3.400.1 ml 100

lcfu/platel
253

0.1 ml '10-1 21

3.340.1 ml "l0o 218 2.17E+03

0.1 ml 10-1 21

2.17E+03 3.34
Yes80%-60s controls o.k.?
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concentration dilution
time: 15 s

; Iogro (x) : RFcfu I
olate

time: 30 s

' logro (x) RF

timei 60 s
al,,t : :"1"' ! 1oo.. {xl i RFnlete i -'-"i

80%

50%
0.1 ml 10-'

10 o/o

trvFl {co 1)

control 2
(co 2)

control 3
(co 3)



Controls and Validation

0 0.00 > 5.630.00 > 5.70 0 0.00 z 5.681 ml 100 0
0 00.'1 ml 100 0
00.1 ml 10'1 0 0

00.1 ml 10'2 0
> 3301 ml 100 > 330 > 330

> 330 > 3300.1 ml 'l0o > 330
> 3300.1 ml 10-1 > 330 > 330

0.985.01 0.67 45 4.650.1 ml 10'2 't 05 5.02 0.68 103
> 330 > 3301 ml 100 > 330

> 330> 330 > 3300.1 ml 100
> 330> 3300.1 ml 10-1 > 330
312 5.49 0.14> 5.52 < 0.18 > 330 > 5.52 < 0.160.1 ml 1O''? > 330

> 330> 3300.1 ml 100 > 330
> 330 > 3300.1 ml 10-1 > 330

> 3300.1 ml 10-2 > 330 > 330
5.68 43 5.630.1 ml 103 50 5.70 48

number of colonies
lctu/platel

> 3300.1 ml 100

4.7050 5.00E+040.1 ml '10-1

0.1 ml 't0o > 330
4.745.50E+040.1 ml 10{ 55
4.65suspenston: 4.45E+04
Yes80%-60s controls o.k.?
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Table 7: Results of the quantitative suspensaon test (according to VAH
methods, 2015120191

Date: July 27,2020 Order number: A 20-0595

Product: SEIFRE! Desinfektions Batch-number: L-071420GG4C
Hand-Gel

Test organism: C. albicans Sample number: P 203647

lnterfering substance: 0.03 % albumin

lncubation time: 48 h Neutralizer: XXIV

Test suspension: 4.45"107 cfu/1 ml (7.65 log) lncubation temperature: 30 t 1 "C

Method: Dilution-neutralization-method Reaction temperature: 20 x 1 'C

concentration dilution
time: 15 s

:H : tosro (x) RF
cfu /
olate

ctu/
rlate

80%

50%

1A%

WFI(co 1)

cfu /ml (with regard to the
validation susoension)

logro (x)

control 2
(co 2)

control 3
(co 3)



Legend:

1

2
as provided by the sponsor / manufacturer, unless stated othenrise
according to EN 17025. S 7.8.2.1 L we are required to state that the results presented in
this report relate to the item(s) tested only. That is quite obvious in the first place. anyway.
And it is also ridiculous. of course. with regard to these tests and reports typically being
used for a product's generalized efficacy evaluation and market authorization. Which. as
such. is then fully acceptable by all other relevant authorizing and responsible parties.
too. And which is why this disclaimer is only to be found at the very back end of this
report.

average value
average value
reduction factor
not countable
not determined
Control0l
Control02
Control03
water for injection

MW
x
RF
> 330
n.d.
Col
Co2
Co3
WFI
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