Bakteriologie, Mykologie. Virologie, Beratung jIITM

A153+154/09 TEGO 2000 engl.
Technische Mikrobiologie

Dr. Jutta Hoffler GmbH
Ahrensburger StraBe 162
22045 Hamburg

Tel. 040/668 22 99

Fax 040/668 20 33

E-Mail tecmic@t-online.de
www.tecmic.de

Test Report
Bactericidal activity of the disinfectant
“TEGO 20007

According to BS EN 1276 (1997) “TEGO 2000“ possesses bactericidal activity at a
concentration of 0.125 % or 0.5 % for obligatory purposes at 20°C with a contact time of 5
min and under low or high level soiling (0.3 g/l or 3.0 g/l bovine albumin) conditions for the
referenced strains of Staphylococcus aureus ATCC 6538, Enterococcus hirae ATCC 10541,
Pseudomonas aeruginosa ATCC 15442 and Escherichia coli ATCC 10536.

According to BS EN 1276 (1997) “TEGO 2000 possesses bactericidal activity at a
concentration of 0.5 % or 1.0 % for specific purposes at 10°C with a contact time of 5 min and
under low or high level soiling (0.3 g/l or 3.0 g/l bovine albumin) conditions for the referenced
strains of Staphylococcus aureus ATCC 6538, Enterococcus hirae ATCC 10541, Pseudomonas
aeruginosa ATCC 15442 and Escherichia coli ATCC 10536.
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Disinfectant sample

Name 0of the product .........ccevvevvniiinnn. TEGO 2000

IDNO .ottt esresressesse e e sessessesessesessessessesssssssssssssosnesesns ES 68757650

IMANUTACTULET ..c..vvvveeeiieinrereeeesiirrreeeessinraeesesssaeesssssesesssssessssressessanees Evonik Goldschmidt GmbH,
Goldschmidtstr. 100
45127 Essen

Date Of lIVEIY....coveevviveicrerrerrienrenrieersriseesrenreseeseeneesnssessessessessassess 2009-04-30

Storage CONAItIONES....ccvevveereereinrerrenrensnenrensesienssnessnensssesessessessessenns room temperature

ACHIVE SUDSLANCE(S) .evvirerreerersrerenersasssessesressessonsessesseressossassessassens amphoteric surfactants

Test method and its validation

MELHO.....coveieecrecrenenierceeseeresresrestee st ee s sressnssesressessassessasnons quantitative suspension test,
dilution-neutralization method
NEULLALIZET cvveverveereererienienressessuessesesiesissnssesnesnsnssssssssssressessessssses polysorbate 80 (30 g/l),
saponin (30 g/1), histidine (1 g/l),
lecithin (3 g/l)

EEI:#:S R;rrungs
H="DZZNNEEE
Bankverbindung - Hamburger Sparkasse - Konto Nr. 1208/115 319 - BLZ 200 505 50

N o moto IBAN DE 12 2005 0550 1208 1153 19 - BIC: HASPDEHH XXX - Geschaftsfilrerin: Dr. rer. nat. Jutta Hoffler

DIN EN ISO/IEC 17025 Amtsgericht Hamburg Handelsregister B Nr. 58 682 - St.Nr.: 08/850/00703 - UST.IdNr. DE 171622643
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Experimental conditions

Period of analysis.......cccceeeverereniinieniniiiiniinn. 2009-05-06 bis 2009-05-20
Diluent used for product test solutions................ reerereensstsrensereesnes sterile hard water (300 mg/kg

CaCOs)
Product test CONCENLIALIONS ..vvvevrvereeerverenreerrieeeiseessseeesresessressnesssns 0.01; 0.125; 0.25; 0.5; 1.0 % (V/V)
Appearance of the product and its dilutions .........ceevureniririrerinnes yellowish to colourless clear solutions
Stability of the MIXtULE .......coveviviiriiiiirniniii, no precipitation during the test
Temperature of iNCUbALION......ccccvevviviirnininiiinie 37°C + 1°C
tESt OTZANISINS ..uvevveerereerreiriesresiiiiinieniitirerii e ssssesrssessenes Staphylococcus aureus ATCC 6538

Pseudomonas aeruginosa ATCC 15442
Escherichia coli ATCC 10536
Enterococcus hirae ATCC 10541

Obligatory test conditions

CONLACE LINIE ..vvveurrirrerrreeenueenreessersrsessrnessnesssesssessssssssssssosssesssssseess 5 min + 10 sec
Test teMPEIAtULE ......ccevvviviereriiiiniiiiriiteereree e 20°C + 1°C
Interfering SUbSIANCE(S) .ueueerererreereneriinieresueneserisesisesiessresnenesnenes 0.3 g/ 1 bovine albumin

3.0 g/ 1 bovine albumin

Specific test conditions

CONLACE LIINIE .euvrerrerrrerrreierreerueeesseesaeessnesssesssasssesssnssssssnsesssessasssesas 5 min + 10 sec
Test teMPETALULE ....vovveereirreiniiriiniiiiiiinisenreeeesesase s saesnens 10°C + 1°C
Interfering SUbStANCE(S) . ..oveerrererierieniiniininiiiriisnsesieeeseeenenes 0.3 g/ 1 bovine albumin

3.0 g/ 1 bovine albumin

Test results
s. tables D.1.1; D.1.2; D.2.1; D.2.2

Quantitative suspension test for the evaluation of bactericidal activity of chemical disinfectants and antiseptics used in food, industrial, domestic
and institutional areas (phase2 / step 1)
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Conclusion
According to BS EN 1276 (1997) the batch ES 68757650 of the product TEGO 2000

possesses bactericidal activity
at a concentration of 0.125 % in hard water

for the referenced strains of Staphylococcus aureus ATCC 6538, Pseudomonas aeruginosa ATCC 15442,
Escherichia coli ATCC 10536 and Enterococcus hirae ATCC 10541 for obligatory purposes at 20°C with a
5 min contact time and under low level soiling (0.3 g/l bovine albumin) conditions.

According to BS EN 1276 (1997) the batch ES 68757650 of the product TEGO 2000

possesses bactericidal activity
at a concentration of 0.5 % in hard water

for the referenced strains of Staphylococcus aureus ATCC 6538, Pseudomonas aeruginosa ATCC 15442,
Escherichia coli ATCC 10536 and Enterococcus hirae ATCC 10541 for obligatory purposes at 20°C with a
5 min contact time and under high level soiling (3.0 g/l bovine albumin) conditions.

According to BS EN 1276 (1997) the batch ES 68757650 of the product TEGO 2000

possesses bactericidal activity
at a concentration of 0.5 % in hard water

for the referenced strains of Staphylococcus aureus ATCC 6538, Pseudomonas aeruginosa ATCC 15442,
Escherichia coli ATCC 10536 and Enterococcus hirae ATCC 10541 for specific purposes at 10°C with a §
min contact time and under low level soiling (0.3 g/l bovine albumin) conditions.

According to BS EN 1276 (1997) the batch ES 68757650 of the product TEGO 2000

possesses bactericidal activity
at a concentration of 1.0 % in hard water

for the referenced strains of Staphylococcus aureus ATCC 6538, Pseudomonas aeruginosa ATCC 15442,
Escherichia coli ATCC 10536 and Enterococcus hirae ATCC 10541 for specific purposes at 10°C with a §
min contact time and under high level soiling (3.0 g/l bovine albumin) conditions.

Technische Mikrobiologie _ Hamburg, 2009-05-20
Dr. Jutta Hoffler GmbH

Quantitative suspension test for the evaluation of bactericidal activity of chemical disinfectants and antiseptics used in food, industrial, domestic
and institutional areas (Phase 2/Stufe 1)
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BS EN 1276 / Evonik Goldschmidt GmbH

A153+154/09 TEGO 2000 engl.

Quantitative suspension test for the evaluation of bactericidal activity of chemical disinfectants and antiseptics used in food,
industrial, domestic and institutional areas/ BS EN 1276

product: TEGO 2000, Lot ES 68757650

test conditions: 5 min, 20°C, bovine albumin 0.3 g/l

Table D.1.1 Test results

Validation test Bacterial test Test procedure at concentration (V/V) (see 5.5.2)
Bacterial Experimental Neutralizer Dilution- :;1?:1145)1 on
suspension conditions toxicity control |neutralization o 0.01 % 0.125 % 0.25 % 0.5 %
Test organisms (see A.2) (see A.4.1.2) (see A.4.1.b) control
(see A4.1.0)
Staphylococcus |V, :113/105 |V,:108/148 V.:176/156 |V.:122/144 10®: 222/230 |V, | >300/>300 0/0 0/0 0/0
aureus 107:26/23  |Na.| >3.0x10° | <1.5x10* | <1.5x10% | <1.5x 10°
|ATCC 6538 Ny 1L1x10° |A:13x10° |B:17x10% |C:13x10>° |N:23x10° |R | <7.7x10° | >1.5x10° | >1.5x10° |>1.5x10°
Pseudomonas V. :288/262 |V.:154/144 V.:186/146 |V.:200/128 10°: >300/>300 | V., | >300/>300 0/0 0/0 0/0
aeruginosa 107:50/50 [N | >3.0x10° | <1.5x10* | <1.5x10* | <1.5x 10°
ATCC 15442 Ny:28x10° |A:15x10° |B:1.7x10° |C:1.6x10° |N:5.0x10° |R | <1.7x10* | >33x10° | >3.3x10° |>3.3x10°
Escherichia coli |V, : 88/112 V¢ :70/100 V.:120/128 |V, :58/52 10°: 152/160 {V. | >300/>300 0/0 0/0 0/0
107:16/19 [N, | >3.0x10° | <1.5x10* | <1.5x10% | <1.5x 10°
ATCC10536  |N.:1.0x10° |A:85x10' |B:12x10° |C:55x10' |N:1.6x10° |R | <53x10° | >1.1x10° | >1.1x10° [>1.1x10°
Enterococcus V.:111/155 |V.:160/166 V.:120/184 |V.:192/148 10®: 240/220 |V, | >300/>300 0/0 ‘ 0/0 0/0
hirae 1073727  |Na| >3.0x10° | <1.5x10* | <1.5x10*> | <1.5x 107
ATCC10541  |N.:13x10° |B:1.6x10° |B:15x10® |C:1.7x10*> |N:24x10° |R | <8.0x10® | >1.6x10° | >1.6x10° | >1.6x 10°
V. viable count
IN Number of cfu/ml of the bacterial test suspension (see 5.4.1.4)
Nv Number of cfu/ml of the bacterial suspension (see A.2)
IR reduction in viability (see 5.6.3)
N, number of cfu/ml in the test mixture (see 5.5.2.2.3)
A number of cfu/ml of the experimental conditions validation (see A.4.1a)
B number of cfu/ml of the neutralizer toxicity validation (see A.4.1b)
C the number of cfu/ml of the dilution-neutralization validation (see A.4.1.c)
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BS EN 1276 / Evonik Goldschmidt GmbH

A153+154/09 TEGO 2000 engl.

Quantitative suspension test for the evaluation of bactericidal activity of chemical disinfectants and antiseptics used in food,
industrial, domestic and institutional areas/ BS EN 1276

product: TEGO 2000, Lot ES 68757650

test conditions: 5 min, 20°C, bovine albumin 3.0 g/l

Table D.1.2 Test results

Validation test Bacterial test Test procedure at concentration (V/V) (see 5.5.2)
Bacterial Experimental Neutralizer Dilution- z‘sl?in:)l on
suspension conditions toxicity control | neutralization o 0.125 % 0.25 % 0.5 % 1.0%
Test organisms (see A.2) (see A.4.1.2) (see A.4.1.b) E:;terL -
Staphylococcus |V, :113/105 |V :156/112 V.:176/156 |V.:128/128 10°: 222/230 |V, 48/70 0/0 0/0 0/0
aureus 107:26/23  |N.| 5.9x10° | <1.5x10* | <1.5x10* | <1.5x 107
ATCC 6538 Ny:1.1x10° |A:13x10% |B:1.7x10° |[C:13x10° |N:23x10° |R | 3.9x10* | >1.5x10° | >1.5x10° |>1.5x10°
| Pseudomonas V.:288/262 |V :160/128 V.:186/146 |V :178/172 10 >300/>300 | V. | >300/>300 12/8 0/0 0/0
aeruginosa 107:50/50 |N, | >3.0x10° | <1.5x10* | <1.5x10* | <1.5x 10°
ATCC 15442 Ny:2.8x10° |A:14x10° |B:1.7x10° |C:1.8x10° |N:5.0x10° |R | <1.7x10* | >3.3x10° | >3.3x10° |>33x10°
Escherichiacoli |V.:88/112 V. :104/74 V.:120/128 |V :60/62 107 152/160 |V, | >300/>300 | >300/>300 0/0 0/0
107:16/19 [N, | >3.0x10° | >3.0x10° | <1.5x10* | <1.5x 107
ATCC10536  |N.:1.0x10° |A:89x10' |B:12x10° [C:61x10' |N:1.6x10° |R | <53x10° | <53x10° | >1.1x10° [>1.1x10°
Enterococcus V.:111/155 |V.:188/212 .0 120/184 |V, :112/190 10°: 240/220 |V, | >300/>300 0/0 0/0 0/0
hirae 1073727  |N.| >3.0x10° | <1.5x10* | <1.5x10*> | <1.5x 10?
ATCC 10541 Ny:13x10° |B:20x10> |B:1.5x10% |C:15x10> |N:24x10° |R | <8.0x10° | >1.6x10° | >1.6x10° |>1.6x 10’
V. viable count
N Number of cfu/ml of the bacterial test suspension (see 5.4.1.4)
Nv Number of cfu/ml of the bacterial suspension (see A.2)
R reduction in viability (see 5.6.3)
N. number of cfu/ml in the test mixture (see 5.5.2.2.3)
A number of cfu/ml of the experimental conditions validation (see A.4.1a)
B number of cfu/ml of the neutralizer toxicity validation (see A.4.1b)
C the number of cfu/ml of the dilution-neutralization validation (see A.4.1.c)
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BS EN 1276 / Evonik Goldschmidt GmbH

Quantitative suspension test for the evaluation of bactericidal activity of chemical disinfectants and antiseptics used in food,
industrial, domestic and institutional areas/ BS EN 1276

product: TEGO 2000, Lot ES 68757650

test conditions: 5 min, 10°C, bovine albumin 0.3 g/l

Table D.2.1 Test results
Validation test Bacterial test Test procedure at concentration (V/V) (see 5.5.2)
Bacterial Experimental Neutralizer Dilution- zlsl?:n:)l on
suspension conditions toxicity control |neutralization T 0.01 % 0.125 % 0.25 % 0.5 %
. (see A.4.1.2) (see A.4.1.b) control
Test organisms (see A2) (see A.4.1.0)
Staphylococcus |V :113/105 |V,:138/118 V. :98/96 V.:116/104 10%: 222/230 |V, | >300/>300 0/0 0/0 0/0
aureus 107:2623  |N,| >3.0x10° | <1.5x10> | <1.5x10% | <1.5x 10°
ATCC 6538 Ne:1.1x10° |A:13x10° {B:97x10' [C:1.1x10*> |N:23x10° |R | <7.7x10° | >1.5x10° | >1.5x10° [>1.5x10°
| Pseudomonas V. :288/262 |V.:214/198 V. :200/220 |{V.:168/192 10 >300/>300 | V. | >300/>300 | >300/>300 | >300/>300 2/0
aeruginosa ' 107:50/50 [N, | >3.0x10° | >3.0x10° | >3.0x10° | <1.5x 10
ATCC15442 [N, 2.8x10° |A:21x10® |B:2.1x10° |C:1.8x10> |N:5.0x10° |R | <1.7x10* | <1.7x10* | <1.7x10* [>3.3x10°
Escherichiacoli |V, : 88/112 V. :68/70 V. : 68/92 V. : 60/66 10°: 152/160 |V, | >300/>300 | >300/>300 0/0 0/0
107:16/19  |N, | >3.0x10° | >3.0x10° | <1.5x10* |<1.5x 10
ATCC10536  |N,:1.0x10° |A:69x10' |B:8.0x10' |C:63x10' |N:1.6x10° [R | >53x10° | >53x10° | >1.1x10° |>1.1x10°
Enterococcus V.:111/155 |V.:106/100 V.:112/80 V. :100/106 10®: 240/220 |V, | >300/>300 | >300/>300 10/18 0/0
hirae 107:3727 |N,| >3.0x10° | >3.0x10® | <1.5x10° | <1.5x 10?
ATCC 10541 Ny:13x10° |B:1.0x10> |B:9.6x10' |C:1.0x10> |N:24x10° |R | <8.0x10® | <8.0x10° | >1.6x10° |>1.6x 10’
V. viable count
N Number of cfu/ml of the bacterial test suspension (see 5.4.1.4)
Nv Number of cfu/ml of the bacterial suspension (see A.2)
IR reduction in viability (see 5.6.3)
N, number of cfu/ml in the test mixture (see 5.5.2.2.3)
A number of cfu/ml of the experimental conditions validation (see A.4.1a)
B number of cfu/ml of the neutralizer toxicity validation (see A.4.1b)
C the number of cfu/ml of the dilution-neutralization validation (see A.4.1.c)
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BS EN 1276 / Evonik Goldschmidt GmbH

A153+154/09 TEGO 2000 engl.

Quantitative suspension test for the evaluation of bactericidal activity of chemical disinfectants and antiseptics used in food,
industrial, domestic and institutional areas/ BS EN 1276

product: TEGO 2000, Lot ES 68757650

test conditions: 5 min, 10°C, bovine albumin 3.0 g/l

Table D.2.2 Test results

Validation test Bacterial test Test procedure at concentration (V/V) (see 5.5.2)

. . . o e suspension

Bacterla.ll Expe.rl‘mental N el‘ltg‘allzer Dllutlol}- ) (5.4.1.4)

suspension conditions toxicity control |neutralization 0.125 % 0.25 % 0.5 % 1.0%
Test organisms (see A.2) | (see Ad.1.2) (see A.4.1.b) control

(see A.4.1.c)
Staphylococcus | V.:113/105 |V.:106/76 V¢ :98/96 V. :144/108 10%:222/230 |V, | >300/>300 0/0 0/0 0/0
aureus : 107:26/23  |N,| >3.0x10° | <1.5x10* | <1.5x 10*> | <1.5x 10
ATCC 6538 Ny:1.1x10° |A:9.1x100  [B:9.7x10' |C:13x10*° [N:23x10° |R | <7.6x10° | >1.5x10° | >1.5x10° |>1.5x 10’
Pseudomonas V. :288/262 |V,.:188/168 V. :200/220 |V.:176/208 |10 >300/300]|V, | >300/>300 | >300/>300 96/90 0/0
aeruginosa 107:50/50 [N, | >3.0x10° | >3.0x 10> | 93x10*> |<1.5x10°
ATCC 15442 Ny:2.8x10° |A:1.8x10° |B:2.1x10*° [C:1.9x10*> |N:5.0x10° |R | <1.7x10* | <1.7x10* | 54x10* |>3.3x10°
Escherichiacoli |V, : 88/112 V. :104/122 V. :68/92 V. :60/50 10®: 152/160 |V, | >300/>300 | >300/>300 0/0 0/0
107:16/19  |N,| >3.0x10° | >3.0x10° | <1.5x10° | <1.5x 10
ATCC10536  IN,:1.0x10° |A:1.1x10>° |B:8.0x10' |C:55x10" [N:1.6x10® |R | <53x10° | <53x10° | >1.1x10° |>1.1x 10’
Enterococcus V:111/155 | V.:112/66 V. :112/80 V.:102/110 10°°: 240/220 |V, | >300/>300 | >300/>300 0/0 0/0
hirae 107:3727  |N,| >3.0x10° | >3.0x10° | <1.5x10* | <1.5x 10
ATCC 10541 N,:1.3x10° |B:89x10' |B:9.6x10' |C:1.1x10*> [N:24x10° |R | <8.0x10° | <8.0x10° | >1.6x10° |>1.6x 10’
1V, viable count

N Number of cfu/ml of the bacterial test suspension (see 5.4.1.4)
Nv  Number of cfu/ml of the bacterial suspension (see A.2)
R reduction in viability (see 5.6.3)
N, number of cfu/ml in the test mixture (see 5.5.2.2.3)
A number of cfu/ml of the experimental conditions validation (see A.4.1a)
B number of cfu/ml of the neutralizer toxicity validation (see A.4.1b)
C the number of cfu/ml of the dilution-neutralization validation (see A.4.1.c)
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