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lCgltificatio! of th.e test tpboratorv: SGS-Germany GmbH
Laboratory Services Hamburg
Weidenbaumsweg 132, 2103S Hamburg

ldeftlflgatlon ol$re product:
Product name: B26eban @WB

Batch numbe r: Z00T j1 Z_WDM_konz_krei
Manufacturer; Sarastro Gm bH, 6629T euiersch ied_Göttelborn

Date of detivery: 2007_03_14
Storage conditions: room-temperature

Active ingredient(s): not indicated

Test mejF.pd and its yalidation:
Method: Dilution-neutralization-method: p. aeruginosa

Membrane filtration: S. aureus
Neutral izer:  3% tween 80,3% saponin,0,1% hist idin,0,3 % leci thin,0,5%

na-thio. dissolved in diluent
Information about sterilization: 15 min 121"C +l- 1.C

Test conditions;
Period of anatysis: 2007-05_22 _ 2007_06-07

Appearance of the product product: yeilow-orange / Dirutions: right yeilow
Test concentration (vol.-%) 0,75o/o, 1,O0%

Diluent of the Dilution: distilled water
contactt ime; S min.;  15 rnin.

Testtemperature: 20oC +l-1"C
Stability of the mixture during the procedure: no optical change

Referenced strains: Staphylococcus aureus ATCC 653g
Pseudomonas aeruginosa ATCC 15442

Tempefature of incubation: 36 t 1 "C

Counting method: pour plate
Test,results: see tables 1 a_c, Za-c

Conclusion:
According DIN EN 1040 (march 2006) the product BacobanlrVB, when diluted al0,75o/o in distilled water, possesses bactericidal
activity in 5 min. at 20'C for referenced strains Pseudomonas aeruginosa ATCC 15442, Staphylococcus aureus ATCC 653g
(required reduction: 5 log).

To quality the product asa chemical disinfectant and/or an antiseptic for a determined intended use,it has to be

i.v.
Dr. Roy Hörner (Laboratory manager)
Heidrun Globisch (Leader Microbiology)
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test suspension for
validation (Nve)

Experimental conditions (A)

5 min.
Vaiidation of non-toxicitv

the neutralizer (B)
Validation of neutralization

(C) test concenkation:
1.0%:5 min.

Vcl 43 Vcl 8 l Vc1 78 80,5 Vcl 97 89,5
Yc2 72 Yc2 74 Yc2 83 Vc2 82

30 <I' NvO < 160?

ß v e s  [ n o

f  A  > 0 , 5 * i - N v o ?

E y e s  I n o

f B > o , 5 . i N v o ?
E y e s  l n o

i  c  > 0 , 5 * i  N v o ?

E y e s  O n o

Experimental conditions (A)

15 min.
Validation of neutralization

(C) test concentration:
1.0%:15 min.

Vcl 64 6 1 , 5
Vcl 95

86
Yc2 59 Yc2 77

i  A  > 0 , 5 r f  N v O ?

E y e s  I n o
i  C  > 0 , 5 + i N v 0 ?

E y e s  l n o



Test concentration
Yol-Yo

l\ "o

N , ; * 1 0 lg Na lg R (Ne:7,52 ) contact time (min.)Vcl Yc2
75 0 0 <140 <2.15 >5 ?7 5

1,00 0 0 <140 <2,15 >5 17 5

t ) 0 0 <i40 4,15 >5.37 l 5
1 ,00 0 <140 <2.15 >5,37 5
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and antisetics - Test method and reouirements (phase l)
Product: Bacoban @ WB, Period of analysis: 20AT45-22 - 2007{647

Test strain; S. aureus
Table 2a - Validation of the carrier test method for the test product as received

Table 2b: Test suspension

Table 2c: Test results

Ycl;Yc2: cfu/platte
Na is the number of cells per ml in the test mixture at the end of the contact time and before neutralization
or membrane-filtration. It is tenfold higher than the Vc (Vcl +Yc2 /2) values due to the addition of neutralizer
and water or the sample volume of 0,1 ml in the membrane-filtrafion.
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test suspension for
validafion (Nvs)

Experimental conditions (A)
5 min.

Validation of the filtration (B Validation of neufralization
(C) test concenfration:

l,0olo; 5 min.

Vci r07 107,5Vcl 79 Vcl 64
68 Vcl r24

124
Yc2 108 Yc2 104 Vc2 72 Yc2 1 4 f ,

L L +

30<T NvOS 160?

t ryes  lno
i  A  > 0 , 5 + i  N v 0 ?

E y e s  l n o

TB>0,5 i f ) - tv0?

E y e s  ü n o

i C > 0 , 5 r f N v 0 ?

E y e s  n n o
Experimental conditions (A)

l5 min.
Validation of neutralization

(C) test concentration:
1,0%; 15 min.

Vcl 1 3 0 122 Vcl n 7
I  l ?  {

Yc2 1 1 4 Yc2 1 1 0
?  A  > 0 , 5 * i N v o ?

E y e s  l n o
T c  >0 ,5+x-Nvo?

E y e s  [ n o

Test suspension (l{ and Ne) N Vcl Yc2 f*: 1,618+08 cfu/ml

l 0 - 182 140No= ltl/lQ : 19 7,21
t0- ' 12 l 0 7,17 <No< 7,70? E yes I  no

Test concentration
vol.-aÄ

N"o

N " F  *  l 0 lgNa lgR (No= 7,21) contact time (min.)Vcl Yc2
0,75 I l 5 <140 <2,15 >5,06 5
1,00 0 <140 <2-15 >5,06 5

0,75 5 I <140 <2,!5 >5,06 l 5
1.00 0 0 <140 <2.15 >5,06 I 5
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