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Prof. Dr. Med. H. - P. Werner 2005/03/08
ID213 Instrument Desinfection, Bacterial and fungicidal (C. albicans) efficiancy, Dirty conditions
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Dipl. Biol. Dr. Rer. Nat. Florian H. H. Brill 2013/08/08
ID213 Instrumentendesinfektion under dirty conditions (DGHM catalog of requirements 2002, chapter 11.1 and 11.2)
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Dr. Rer. Nat. Holger Brill 2005/03/18
Summary of the test carried out in accordance with the DGHM standard methods
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Prof. Dr. Med. H.-P. Werner 2012/08/20
ID213 Instrument disinfection, bacterial and yeasticidal (C. albicans) effictiveness, Dirty conditions
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Prof. Dr. Med. H.-P. Werner 2012/08/27
ID213 Instrument disinfection, tuberculocidal (M. terrae) effictiveness, Dirty conditions

ID213DAEREIC K DERINTE N TOFRREINBEMEDIREL ..ot esssenee

Prof. Dr. Med. H.-P. Werner 2005/03/17
ID213 Instrument disinfection, tuberculocidal efficiency, Dirty conditions
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Hygcen, Centrum fir Hygiene und medizinische Produktsicherheit 2005/03/08
ID213 Instrument disinfection, DIN EN 13727 (March 2004), Quantitative suspension test, bactericidal activity
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Dr. Rer. Nat. Holger Brill 2005/03/18
Determination of bacterial effect of ID213 Instrument disinfection accord. EN 13727:2003

ID213DFRIRPFEZR VCES0)HEERICHITDREHF
Hygcen, Centrum fir Hygiene und medizinische Produkisicherheit 2005/03/08
ID213 Instrument disinfection, DIN EN 13624 (Feb 2004), Quantitative suspension test, evaluation of fungicidal activity
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Dr. Rer. Nat. Holger Brill 2005/03/17
ID213 Instrument disinfection, according to EN13624: 2003
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Prof.We/ku HygCen GmbH 2005/01/15
ID213 Instrument disinfection mycobactericidal activity-prEN 14348

ID213DFHRMPAEZFR VZREEENFHERERICHITDIRIGZE (WA I/NDTUDTL) M e

Dr.Rer Nat Holger Brill 2004/05/24
Determination of the tuberculocidal effect of ID213 Instrument disinfection according to EN 14348:2004

ID213DFEIRPFVEZRVVCESENFETRERIC I TDREENE oo

Prof.We/ku HygCen GmbH 2005/01/05
ID213 Instrument disinfection bactericidal activity of chemical disinfectants for instruments-prEN 14561
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Dr.Rer Nat Holger Brill 2005/01/05
ID213 Instrument disinfection according to EN 14561:2002
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Pfor.We/ku 2005/01/05
ID213 fungicidal activity of chemical disinfectants for instruments prEN 14562 Candida albicans
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Determination of fungicidal effect of ID213 Instrument disinfection according to EN14562:2003
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Dr.Rer Nat Holger Brill 2004/05/21
ID213 Instrument disinfection quantitative carrier test prEN14563 tuberculocidal activity

ID213DFRPAEZR NV CEEENFENERCHITDRMIEXRE (WA INITUDLOME .

Hygcen GmbH 2005/02/09
ID213 Instrument disinfection quantitative carrier test prEN14563 tuberculocidal activity
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ID2ABDRXERITIDEREIE ...t sen a7
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ID213DENRVUEE (C.PILEAVR) [CKDBEINT R TORIEEM
Prof. Dr. Med. H. - P. Werner 2005/03/08

ID213 Instrument Desinfection, Bacterial and fungicidal (C. albicans) efficiancy, Dirty conditions
DGHM®DAA B VICHEL . SBRINR NICRITDESNFHEREREZEZRE UCEEMARZERT FOKE. BREHE
K&, IRE. CPILENVRICXHUTIT oIEHER. ID213 (1.0%=E) [352EDIFRIE T+ oeB it Zm L. M EDF
BRIERQEVAHBSEEERICKIDBEE TOZADRINFHHEEZBIZ L CL\DCENERISNI,

PROF. DR. MED. H. - P. WERNER
FACHARZT FUR HYGIENE

c/o HygCen Centrum fiir Hygiene und
medizinische Produktsicherheit GmbH
BornhovedstraBe 78
D-19055 Schwerin
Prof. Dr. H.-P. Werner - ¢/o HygCen GmbH - Bornhévedstr. 78 - D-19055 Schwerin Tel.: +49 (0)385 / 56 82 65
Fax: +49 (0)385/ 56 82 67
E-Mail: hpwerner@hygcen.de

orochemie
DURR + PFLUG GmbH + Co KG
Max-Planck-StraRe 27

D- 70806 Kornwestheim

2005-03-08

DURR SYSTEM-HYGIENE ID 213 Instrument disinfection
Instrument disinfection

Bactericidal and fungicidal (C. albicans) efficacy

Dirty conditions

EXPERTISE

After testing the disinfectant DURR SYSTEM-HYGIENE ID 213 Instrument
disinfection in accordance with the

»Standard Methods of the DGHM for testing of chemical disinfection processes"
(Status: 2001-09-01)

| hereby issue the following evaluation of the results from the test report 2005-02-15
(SN 4137):

Results of the in vitro-tests

On the basis of the results of the qualitative suspension tests, the results obtained
with the 4 test strains in the following quantitative suspension tests were evaluable.

The quantitative suspension tests were carried out under dirty condition in spread
plate technique for germ detection.

DURR SYSTEM-HYGIENE ID 213 Instrument disinfection resulted in sufficient
reductions (5 Ig. cfu of the test strains S. aureus, E. hirae und P. aeruginosa and 4 Ig.
cfu of C. albicans) under dirty conditions

in1.0 % within 5 minutes as well as
in0.5 % within 15 minutes.

page 1 of 2
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Results of tests simulating conditions in practice

The efficacy of the disinfectant DURR SYSTEM-HYGIENE ID 213 Instrument
disinfection was also analysed in these test runs under dirty conditions.

Under this conditions demonstrated
1.0 % within 5 minutes

a sufficient efficacy against the test strains S.aureus, E.hirae, P.aeruginosa and
C.albicans.

B Application recommendations for
DURR SYSTEM-HYGIENE ID 213 Instrument disinfection
for disinfection of instruments

According to the results obtained, DURR SYSTEM-HYGIENE ID 213 Instrument
disinfection complies with the

,Requirements Specification for the Certification of Chemical Disinfection
Processes by the disinfectant commission of VAH”

under dirty conditions against S. aureus, E. hirae, P. aeruginosa and C. albicans

in 1.0 % within 5 minutes.

Prof. Dr. med. H.-P. Werner

page 2 of 2
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ID213DFREERDAILAEMN. RUTBKRE DRI DIRE

Dipl. Biol. Dr. Rer. Nat. Florian H. H. Brill 2013/08/08

ID213 Instrumentendesinfektion under dirty conditions (DGHM catalog of requirements 2002, chapter 11.1 and 11.2)
DGHM®DZAA BSA VICHEL \ SBRINR NICHITDRE M. D) VS ROTSZBA\DMDDIEIEZ1T DIZHER. ID213(3
MUTRORHET THoBBEMM ZTR U VAHUZ RMIREED X DICEEEH NI,

BE 20% 51.05% 307

ROAIIVA 20% 1573, 05% 607

fBE 20% 3070, 10% 6070

DIPL.-BIOL. DR. RER. NAT. FLORIAN H. H. BRILL

/0 DR. BRILL + PARTNER GMBH

INSTITUT FUR HYGIENE UND MIKROBIOLOGIE
STIEGSTUCK 34, DE-22339 HAMBURG
TELEFON 0049-40/557631-0

TELEFAX 0049-40/557631-11

EMAIL INFO@BRILLHYGIENE.COM

DR.F.H. H.BRILL - ¢/0 DR. BRILL + PARTNER GMBH - STIEGSTUCK 34 - DE-22339 HAMBURG INTERNET WWW.BRILLHYGIENE.COM

orochemie GmbH & Co. KG
Max-Planck-Strafle 27
DE — 70806 Kornwestheim

Hamburg, 8 August 2013

Expert Report

Instrument Disinifection with DURR SYSTEM-HYGIENE ID 213 Instrumentendesinfektion under dirty
conditions (DGHM Cataloge of Requirements 2002, Chapter 11.1 and 11.2)

The instrument disinfectant DURR SYSTEM-HYGIENE ID 213 Instrumentendesinfektion was tested according to the
“DGHM standard methods for testing chemical disinfection procedures” (as of 1 September 2001) and evaluated according
to the “List of requirements for inclusion of chemical disinfection procedures in the DGHM list of disinfectants” (as of 4

February 2002).

According to expert report dated 21 December 2004 and the test report no L12/308 dated 7 May 2013 as well as test re-
port no L12/308.2 dated 8 August 2013 from Dr. Brill + Partner GmbH, the test preparation showed sufficient activity for

instrument disinfection under dirty conditions.

The recommendation for listing DURR SYSTEM-HYGIENE ID 213 Instrumentendesinfektion in the column for dirty con-
ditions into the VAH-list is:

Bactericidal and levurocidal activity: Tuberculocidal activity:
20% 5 minutes 20% 30 minutes
20% 15 minutes 1.0 % 60 minutes
0.5 % 30 minutes
0.5 % 60 minutes

Dr. Florian H. H. Brill

DURR SYSTEM-HYGIENE ID 213 Instrumentendesinfektion - Gutachten nach DGHM-Anforderungskatalog 2002, Seite 1 von 1

Kapitel 11.1und 11.2
Gutachten L12,308.2-130808-JK-V01
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DGHMA A BS54 VICE U P ANILF D RICXT DID2 1 3DRIDDIEEE

Dr. Rer. Nat. Holger Brill 2005/03/18

Summary of the test carried out in accordance with the DGHM standard methods

DGHM®DAA RS54 VITHREL N PANIVF DR ZH—ZRANCGREEMEM DD ZT oI2iER. ID213133005E (2.0%
BE) . FI2I360nE (1.0%EE) TOERIEE TV NI T UDARUPANIVF DR ZA—-ICi U+ DB ERL
750

DR. RER. NAT. HOLGER BRILL

/0 DR. BRILL + PARTNER GMBH
LABOR FUR HYGIENE UND MIKROBIOLOGIE
PAPENREYE 61, 22453 HAMBURG

TELEFON 0049-40/557631-0

TELEFAX 0049-40/557631-11

EMAIL INFO@BRILLHYGIENE.COM

DR. H. BRILL - ¢/0 DR. BRILL + PARTNER GMBH - PAPENREYE61 - 22453 HAMBURG INTERNET WWW.BRILLHYGIENE.COM

Orochemie Diirr + Pflug GmbH & Co. KG
Max-Planck-StraRe 27

D — 70806 Kornwestheim
Hamburg, 18 March 2005

Summary of the tests carried out in accordance with the DGHM standard methods

The instrument disinfectant DURR SYSTEM-HYGIENE ID 213 Instrumentendesinfektion was tested additionally
in its efficacy against Aspergillus niger in accordance with the “ DGHM standard methods for testing chemical
disinfection procedures” dated 1 September 2001 and evaluated according to the “List of requirements for inclu-

sion of chemical disinfection procedures in the DGHM list of disinfectants” dated 4 February 2002.
The test preparation proved to be fungicidal, as it is effective against the test germ Aspergillus niger.

The use-recommendation for DURR SYSTEM-HYGIENE ID 213 Instrumentendesinfektion for chemical instru-
ment disinfection against Aspergillus nigeris:

1.0% 5 minutes

0.5% 15 minutes

0.25% 30 minutes

0.125 %60 minutes

The use-recommendation for DURR SYSTEM-HYGIENE ID 213 Instrumentendesinfektion for chemical instru-
ment disinfection including the data of the expert report dated 9 November 2004 and the now available expert
report dated 18 March 2005, which includes the efficacy test against Mycobacterium terrae and Aspergillus niger,
is:

2.0% 30 minutes

1.0% 60 minutes.

-

Dr. Holger Brill
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ID213D&ERUVUEBE (C.PILENYR) [CRDBHRINR RN TDRIEEM

Prof. Dr. Med. H.-P. Werner 2012/08/20
ID213 Instrument disinfection, bacterial and yeasticidal (C. albicans) effictiveness, Dirty conditions

DGHMDZIA B3 VICHEL . SBRIRNR NICRITDES8VFERERE 2B BELIC %@ﬁﬁuf{%ﬁé%@? FOKE. IBAEHE
K&, #IR&E. C.ILENYVRITWUTITOIERER, ID213 (1.0%EE) [F50EDERISE CTHosBxEZm L. MU EDFH
ERIERIIVAHESZERICKIDAES IO RO OFHHEEZHIZ U CL\DCENRISNI,

PROF. DR. MED. H.-P. WERNER
FACHARZT FUR HYGIENE UND MIKROBIOLOGIE

Brof. O, H-P. Werner_c/o HygCen GmbH 5500 Bischofshofen  Austria

orochemie GmbH + Co. KG
Max-Planck-Strafie 27
D-70806 Kornwestheim

DEUTSCHLAND 2012-08-20
Prof.We

DURR SYSTEM-HYGIENE ID 213
Instrument disinfection
Bactericidal and yeasticidal (C. albicans) effectiveness

Dirty conditions

EXPERTISE

Having tested the disinfectant DURR SYSTEM-HYGIENE ID 213 in accordance with the

"Standard methods of the DGHM*) for testing of chemical disinfection methods"
(Status: 2001-09-01)

I hereby issue the following evaluation of the results from the test report of 2012-08-20
B 17622a (test product: WF-312):

Results of the in vitro-test
On the basis of the results of the qualitative suspension tests, the results obtained with the 4 test

germs in the following quantitative suspension tests were evaluable.

The quantitative suspension tests were carried out in spread plate technique for germ detections

under dirty conditions.

*) DGHM = German society for Hygiene and Microbiology. -
Expertise DURR SYSTEM-HYGIENE ID 213

page 1 of 2
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DURR SYSTEM-HYGIENE ID 213 results in sufficient reductions (5 Ig units of test bacteria
S. aureus, E. hirae and P. aeruginosa or 4 Ig units of C. albicans)

under dirty conditions
in 1.0 % within 5 minutes and

in 0.25 % within 15 minutes.

Results obtained in tests simulating conditions in practice

The efficacy of the disinfectant DURR SYSTEM-HYGIENE ID 213 was tested under dirty
conditions.

Under dirty conditions in

1.0 % within 5 minutes

showed sufficient efficacy against the test germs S. aureus, E. hirae, P. aeruginosa and

C. albicans.

Application recommendation for DURR SYSTEM-HYGIENE ID 213
for instrument disinfection

According to the results obtained, DURR SYSTEM-HYGIENE ID 213 complies with the

“Requirements Specification for Certification of Chemical Disinfection Processes” by the
disinfectant-commission of the VAH"

1.0 % in 5 minutes.

/

fy/

Prof. Dr. med. H.-P. Werner

) VAH= Verbund fiir angewandte Hygiene
Expertise DURR SYSTEM-HYGIENE ID 213
page 2 of 2
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ID213DERE (Y1 3N T 1D L) ICKDERINT N TDREREEM DS
Prof. Dr. Med. H.-P. Werner 2012/08/27

ID213 Instrument disinfection, tuberculocidal (M. terrae) effictiveness, Dirty conditions

DGHM®DAA BSA VTRV SBRINR NCHIIDES0NFEEEREZ BT UL ERERRBRE Y1 /NI T UDAICKTL
TiIoIe#tR ID213 (0% RE) [FEODEDIFRIEE CTHoBMtZEm L. M EOAERIBRIIVAHESEZERICLDH
B0 ROREIDFHHEEZBIZ U CL\DCENERISNI,

PROF. DR. MED. H.-P. WERNER
FACHARZT FUR HYGIENE UND MIKROBIOLOGIE

Prof. Dr. H.-P. Werner c/o HyaCen GmbH 5500 Bischofshofen Austria

orochemie GmbH + Co. KG

Max-Planck-Strafle 27

D-70806 Kornwestheim

DEUTSCHLAND 2012-08-27
Prof.We

DURR SYSTEM-HYGIENE ID 213
Instrument disinfection

Tuberculocidal (M. terrae) effectiveness
Dirty conditions

EXPERTISE

Having tested the disinfectant DURR SYSTEM-HYGIENE ID 213 in accordance with the
"Standard methods of the DGHM*) for testing of chemical disinfection methods"
(Status: 2001-09-01)

I hereby issue the following evaluation of the results for tuberculocidal effectiveness from the
test report of 2012-08-27 B 17622b (test product: WF-312):

Results of the in vitro-test
The quantitative suspension tests were carried out in spread plate technique for germ detections
under dirty conditions, test germs Mycobacterium terrae.

DURR SYSTEM-HYGIENE ID 213 results in sufficient reductions (4 lg units)
under dirty conditions

in 1.0 % within 60 minutes.

*) DGHM = German society for Hygiene and Microbiology. )
Expertise DURR SYSTEM-HYGIENE ID 213

page 1 of 2
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Results obtained in tests simulating conditions in practice

The efficacy of the disinfectant DURR SYSTEM-HYGIENE ID 213 was tested under dirty
conditions.

Under dirty conditions in

2.0% within 60 minutes

showed sufficient efficacy against the test germ M. ferrae.

Application recommendation for DURR SYSTEM-HYGIENE ID 213
for tuberculocidal instrument disinfection

According to the results obtained, DURR SYSTEM-HYGIENE ID 213 complies with the

“Requirements Specification for Certification of Chemical Disinfection Processes” by the
disinfectant-commission of the VAH"
for tuberculocidal instrument disinfection

under dirty conditions in

2.0 % within 60 minutes.

Prof. Dr. med. H.-P. Werner

) VAH= Verbund fiir angewandte Hygiene
Expertise DURR SYSTEM-HYGIENE ID 213
page 2 of 2
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ID21 3D#EZEIC K DBEFINRE N TOREMEEE DIREE

Prof. Dr. Med. H.-P. Werner 2005/03/17

ID213 Instrument disinfection, tuberculocidal efficiency, Dirty conditions

DGHM®DAA BSA VTRV SBRINR NCHIIDES0NFEEEREZ BT UL ERERRBRE Y1 /NI T UDAICKTL
TiIoIe#tR ID213 (0% RE) [FEODEDIFRIEE CTHoBMtZEm L. M EOAERIBRIIVAHESEZERICLDH
B0 ROREIDFHHEEZBIZ U CL\DCENERISNI,

PROF. DR. MED. H. - P. WERNER
FACHARZT FUR HYGIENE

c/o HygCen Centrum fur Hygiene und
medizinische Produktsicherheit GmbH
BornhévedstraBe 78
D-19055 Schwerin
Prof. Dr. H.-P. Werner - ¢/o HygCen GmbH - Bornhdvedstr. 78 - D-19055 Schwerin Tel.: +49 (0)385/ 56 82 65
Fax: +49 (0)385/ 56 82 67
E-Mail: hpwerner@hygcen.de

orgchemie
DURR + PFLUG GmbH + Co KG
Max-Planck-StralRe 27

D- 70806 Kornwestheim
2005-03-17

DURR SYSTEM-HYGIENE ID 213 Instrument disinfection
Instrument disinfection

Tuberculocidal efficacy

Dirty conditions

EXPERTISE

After testing the disinfectant DURR SYSTEM-HYGIENE ID 213 Instrument
disinfection in accordance with the

»Standard Methods of the DGHM for testing of chemical disinfection processes"
(Status: 2001-09-01)
included prEN 14563 (Status: Nov. 2002)

I hereby issue the following evaluation of the results from the test report 2005-03-15
(SN 4137):

Results of the in vitro-tests
The quantitative suspension tests were carried out under dirty conditions.

DURR SYSTEM-HYGIENE ID 213 Instrument disinfection resulted in sufficient
reductions (4 Ig. cfu of the test strain M. terrae) under dirty conditions

in2.0%  within 60 minutes.

page 1 of 2
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Results simulating conditions in practice

The efficacy of the disinfectant DURR SYSTEM-HYGIENE ID 213 Instrument
disinfection was also analysed in these test runs under dirty conditions.

Under this conditions the test product demonstrated
2.0%  within 60 minutes

a sufficient efficacy against the test strain M. terrae.

Application recommendations for
DURR SYSTEM-HYGIENE ID 213 Instrument disinfection
for disinfection of instruments -
tuberculocidal efficacy

According to the results obtained, DURR SYSTEM-HYGIENE ID 213 Instrument

disinfection complies with the

.Requirements Specification for the Certification of Chemical Disinfection
Processes by the disinfectant commission of VAH”

Tuberculocidal efficacy under dirty conditions

with 2.0 % within 60 minutes.

Prof. Dr. med. H.-P. Werner

page 2 of 2
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ID213MDEE[YFENERIC R IT DREFNGE

Hygcen, Centrum fir Hygiene und medizinische Produktsicherheit 2005/03/08

ID213 Instrument disinfection, DIN EN 13727 (March 2004), Quantitative suspension test, bactericidal activity
ID213DFREHFHHDITHIC, EEEEHICHITIES0NFERRZEET FOKE. BREEKER. RIERCOUTGRERE
D201 COKRZEER L. 20%1.0% - 0.5% * 0.25%D4EDREIC T D « 570 « 60D DIEAIEE CEH AT o/I2izR. &
BT ROKE, BREHEKE. REESFEINRT O3%YITRMEK+0.3%5477)VTZ) [CHRNTID213 (1. 0%EE) (31
DEOFRBE THoRBMEZERUIC,

PROF. DR. MED. H.-P. WERNER
FACHARZT FUR HYGIENE UND MIKROBIOLOGIE

Frot, Or. H.-P, Werner_c¢/o HygCen GmbH 5500 Bischofshofen Austria

orochemie GmbH + Co. KG

Max-Planck-Strafie 27

D-70806 Kornwestheim

DEUTSCHLAND 2012-08-27
Prof.We

DURR SYSTEM-HYGIENE ID 213
Instrument disinfection

Tuberculocidal (M. terrae) effectiveness
Dirty conditions

EXPERTISE

Having tested the disinfectant DURR SYSTEM-HYGIENE ID 213 in accordance with the
"Standard methods of the DGHM?*) for testing of chemical disinfection methods"
(Status: 2001-09-01)

[ hereby issue the following evaluation of the results for tuberculocidal effectiveness from the
test report of 2012-08-27 B 17622b (test product: WF-312):

Results of the in vitro-test
The quantitative suspension tests were carried out in spread plate technique for germ detections
under dirty conditions, test germs Mycobacterium terrae.

DURR SYSTEM-HYGIENE ID 213 results in sufficient reductions (4 Ig units)
under dirty conditions

in 1.0 % within 60 minutes.

*) DGHM = German society for Hygiene and Microbiology. B
Expertise DURR SYSTEM-HYGIENE ID 213
page | of 2
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YG/.

Centrum fur Hygiene
( ‘E und medizinische Produktsicherheit
GmbH

Test method:

Neutralisation:

Period of analysis:
Diluent:
Test temperature:

Product test concentrations:
Contact times:

stability and appearance of the mixture
during the procedure:

Counting procedure:

Incubation:

Neutralizer:

Interfering substance:

Test strains:

DIN EN 13727 (March 2004)

Quantitative suspension test for the
evaluation of bactericidal activity of chemical
disinfectants for instruments used in the
medical area

(phase 2, step 1)

S. aureus ; E. hirae:
membrane filtration

P. aeruginosa:
dilution-neutralisation

2005-01-31 to 2005-02-20
Water of standardized hardness
20+1°C

2.0%, 1.0%, 0.5 %, 0.25 %
(v/v end concentrations)

1.0 min., 5.0 min., 60 min.

no precipitate or flocculent

S. aureus ; E. hirae:
spread plate method

P. aeruginosa:
pour plate method

48hat36°C+t1°C

3.0 % polysorbate 80 + 3.0 % saponine
+ 0.1 % histidine + 0.1 % cysteine

0.3 % albumine + 0.3 % sheep-erythrocytes
(dirty conditions)

Staphylococcus aureus ATCC 6538

Enterococcus hirae ATCC 10541
Pseudomonas aeruginosa ATCC 15442

SN 4137 DIN EN 13727 page 2 of 6
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VG/.
Centrum fir Hygiene
CE und medizinische Produktsicherheit
GmbH

Conclusion: According DIN EN 13727 (March 2004) the batch 25138 of
the product DURR SYSTEM-HYGIENE ID 213
Instrumentendesinfektion possesses a bactericidal activity
for the test strains Staphylococcus aureus, Enterococcus
hirae and Pseudomonas aeruginosa under dirty conditions
(0.3 % albumine + 0.3 % sheep-erythrocytes) in 1 minute
when diluted at 1.0 % (v/v) in water of standardized
hardness.

Archive: The raw data with respect to this test and a copy of the
report will be maintained by HygCen in the archive.

HygCen
Centrum far Hygiene und
medizinische Produktsicherheit GmbH

(Vaf
Prof. Dr. med. H.-P. Werner K. Naujox
Manager of technical affairs Department manager

SN 4137 DIN EN 13727 page 6 of 6
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ID21 3DFMPIVEZRBUNCESFELRICH T DRE!

Dr. Rer. Nat. Holger Brill 2005/03/18

s

Determination of bacterial effect of ID213 Instrument disinfection accord. EN 13727:2003

ID213DFBRPIVEZAVVZREDFHEDZDIC, EE

Bl EReT FOKE. IBNEEKE, RIREICX U CTRER

ED20E1CORZRINTARZ, 001%°01%*0.25%* 0.5% *1.0%NDSRBDEEICTFHRULASD « 60D DIERISE T
21T OISR, ID213[E&E BT FUKE., IBRNEEKE, RIFESRINR T (O.3%YIRMER+0.3%47PILIIYV) IC
RVT5DE 1.0%RE) F12ld 603 (0.25%) DIFREE THoBBitEmUIc,

DR. RER. NAT. HOLGER BRILL

DR. H. BRILL - /0 DR. BRILL + PARTNER GMBH - PAPENREYE61 - 22453 HAMBURG

/0 DR. BRILL + PARTNER GMBH

LABOR FUR HYGIENE UND MIKROBIOLOGIE
PAPENREYE 61, 22453 HAMBURG
TELEFON 0049-40/557631-0

TELEFAX 0049-40/557631-11

EMAIL INFO@BRILLHYGIENE.COM
INTERNET WWW BRILLHYGIENE.COM

Determination of bactericidal effect of

DURR SYSTEM-HYGIENE ID 213 Instrumentendesinfektion according to EN 13727: 2003

a) ldentification of test laboratory

Dr. Brill + Partner GmbH - Labor fiir Hygiene und Mikrobiologie, Papenreye 61, 22453 Hamburg; Dr. Holger Brill,

Margret Becker

b) Identification of the sample

e Name of product:

e Batch number:

e Manufacturer:

e  Date of supply:

e  Storage conditions:

e  Appearance of product and
its dilutions:

e  Odour:

e  pHvalue, concentrate:

e  pHvalue, 1 %:

e Recommended diluent:

e Active agents and concentration:

DURR SYSTEM-HYGIENE ID 213 Instrumentendesinfektion
23051

orochemie Diirr + Pflug GmbH & Co. KG, Kornwestheim
21.05.2004

room temperature and darkness

clear, bluegreen solution
aromatic, fresh
1.1
9.0
potable drinking water
15.0 g 3-aminopropyl-dodecyl-1,3-propandiamine
12.5 g alkyl-benzyl-dimethyl-ammonium chloride

D2130FMAFEE RV E SR FHRRICHITRE M
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DR. RER. NAT. HOLGER BRILL

PAGE 2 0f 3

DURR SYSTEM-HYGIENE ID 213 according to EN 13727:2003

¢) Test procedure and its validation

e  Test procedure:

e  Method:

o Neutraliser:

d) Test conditions

— Period of testing:

— Product diluent:

— Product test concentrations:
— Exposure times:

— Test temperature:

— Organic load, high:

— Incubation temperature:

— Identification of the microbial

strains used:

e) Test results

The test results are summarised in table 1 to 3.

Quantitative suspension test

(phase 2/step 1)

Dilution-neutralisation method

30 g/L polysorbate 80; 30 g/L saponin; 1 g/L histidine;
1 g/L cysteine (TSHC)

14.02.2005 to 18.03.2005

sterile water of standardised hardness, 300 mg/kg CaCO,
0.01; 0.1; 0.25; 0.5; 1.0 % volume concentration

15, 60 minutes

20°C+1°C

3 g/L sheep erythrocytes + 3 g/L bovine serum albumine
36°C+ 1°C

Staphylococcus aureus ATCC 6538
Enterococcus hirae ATCC 10541
Pseudomonas aeruginosa ATCC 15442

D2130FMFAFEE RV E SR FHERRICHITRE M



DR. RER. NAT. HOLGER BRILL PAGE 3 of 3

DURR SYSTEM-HYGIENE ID 213 according to EN 13727:2003

) Conclusions

In accordance with prEN 13727 (2003), the batch 23051 of the product , DURR SYSTEM-HYGIENE ID 213 In-
strumentendesinfektion” shows in a dilution with water of standardised hardness under a high organic load (3
g/L sheep erythrocytes + 3 g/l bovine albumine) a bactericidal effect with regard to the germs tested Staphylococ-
cus aureus, Enterococcus hirae and Pseudomonas aeruginosa. The following concentration-time relationships

proved to be sufficiently effective:

1.0 % 15 minutes
0.25 % 60 minutes.

g) Hamburg, 18.03.2005, Dr. Holger Brill

P
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ID213DFRPIVEZRVCES8F D NERICH T DIREFE

Hygcen, Centrum fir Hygiene und medizinische Produktsicherheit 2005/03/08

ID213 Instrument disinfection, DIN EN 13624 (Feb 2004), Quantitative suspension test, evaluation of fungicidal activity
ID213DFHIRPFIVEZAVNCREBE DFHBDIZHIC, EERIEICRITDIESMNZEARE NV IS PILENY AT U TRE
BEDI0E1COKZARNTARZ. 20%1.0%* 0.5%D3IEDREICTHRULID « 573 - 60D DIFRIE CaHii 21T o/
18R 20CHEH (NVIF - PILEHNV ) SBRINRET O3%E Y IFRMBK+0.3%4 7PV IZ) [CHNTID213 (05%i=
) MDD FRIEE THOSBMM 2R UIC,

VGl
CE

Centrum fir Hygiene
und medizinische Produktsicherheit

HygCen GmbH e Postfach 110135 ¢ D-19001 Schwerin xX %ﬁﬁ Akkreditiert durch
* Zfe_ﬂl&alstellg#e_{ Lé?]ds‘ezr

. r Gesundheitsschuf
Orochem|e * élé_é * ! bei Arzneimitteln
* w und Medizinprodukten

Diirr + Pflug GmbH + Co KG Faawt AGPTISEIS
Max-Planck-Str. 27

D- 70806 Kornwestheim

2005-01-28
Prof. We/ku

DURR SYSTEM-HYGIENE ID 213 INSTRUMENTENDESINFEKTION
DIN EN 13624 (February 2004)

Quantitative suspension test for evaluation of fungicidal activity
(phase 2, step 1)

Test product DURR SYSTEM-HYGIENE ID 213
INSTRUMENTENDESINFEKTION

Identification of the test laboratory: SN 4137

Date of delivery: 2004-07-09

Batch number : 25138

Manufacturer: orochemie

Storage conditions: those of the manufacturer

Active substances per 100 g: 15.0 g 3-Aminopropyl-dodecyl-1,3-propandiamine,

12.5 g Alkyl-benzyl-dimethyl- ammoniumchloride
Appearance: clear green liquid
Odour: aromatic
SN 4137 EN 13624 page 1 of 5

HygCen Centrum fiir Hygiene und Telefon: +49 (0) 38556 82 65 Dt. Apotheker- und Arztebank BLZ 120906 40 Konto 0 005578 698
medizinische Produktsicherheit GmbH +49 (0) 385598374 Deutsche Bank AG Schwerin  BLZ 13070024 Konto 3 184 645
BornhovedstraBe 78 Telefax: +49 (0) 38556 82 67 Mainzer Volksbank BLZ 55190000 Konto 396317018
(Eingang W.-Rathenau-Str) ™Postfach 110135 E-Mail: info@hygcen.de
D-19055 Schwerin D-19001 Schwerin Internet: www.hygcen.de Steuer-Nr.: 090/110/03882
Geschaéftsfihrerin Dipl.-Ing. (FH) Umwelt- und Hyaienetechnik Mararit Werner . Amtsaqericht Schwerin HRB 4792 2 UST.-Nr.: 1785998;&;

17 D2130FRFMAEAN-EEW T ERRICHITIEEFM



VGl.
Centrum fir Hygiene
( Ek und medizinische Produktsicherheit
GmbH

Method: DIN EN 13624 (February 2004)
Quantitative suspension test for the
evaluation of fungicidal activity of chemical
disinfectants for instruments used in the
medical area (phase 2, step 1)

Neutralisation method: dilution neutralisation method

Period of analysis: 2005-01-26 to 2005-01-28

Test temperature: 20+1°C

Product test concentrations: 2.0 %, 1.0 %, 0.5 % (v/v endconcentrationes)
Contact times: 1 min., 5 min., 60 min.

Counting procedure: pour plate method

Temperature of incubation: 30°C+1°C

Diluent: water of standardised hardness

Stability of the mixture, (interfering
substance and product diluted in hard
water): no precipitate or flocculent

Neutralizer: 3.0 % polysorbate 80 + 3.0 % saponine +
0.1 % histidine + 0.1 % cysteine

Interfering substance: dirty conditions: 3.0 g/l albumine + 3.0 ml/|
sheep-erythrocytes

Test strain: Candida albicans ATCC 10231

SN 4137 EN 13624 Page 2 of 5

D213DFHMPFMEEAVEZEENFHEARICET2RER S



VGl
Centrum fir Hygiene
CE und medizinische Produktsicherheit
GmbH

Conclusion: According to DIN EN 13624 (February 2004) the batch
25138 of product DURR SYSTEM-HYGIENE ID 213
INSTRUMENTENDESINFEKTION possesses a fungicidal
activity at 20 °C under dirty conditions in 1 min. for the
referenced strain Candida albicans when diluted at 0,5 %
(v/v) in water of standardised hardness.

Archive: The raw data with respect to this test and a copy of the
report will be maintained by HygCen in the archive.

HygCen
Centrum flr Hygiene und
medizinische Produktsicherheit GmbH

/ ﬂuf/
Prof. Dr. med. H.-P. Werner Kathrin Naujox
Manager of technical affairs Department manager

SN 4137 EN 13624 page 5 of 5
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ID213DFHMPIDEZRVNCEEWFENRICHIT IRERE

Dr. Rer. Nat. Holger Brill 2005/03/17

ID213 Instrument disinfection, according to EN13624: 2003

ID213DFHRPIDEZERVTRERDFHDOITHIC, EEBIHICHIITDESNFEAERZ N IS «PILENY ARV T ANV
FORZA—ICHUTREBE D301 COKRERNTAERE, 0125% 0.25%+ 0.5% *1.0%DARRDREICTHRUS
73 +1572 + 3073 « 60D DIFASRE CIHI &7 o/I2HER. ID213I320CHER (N IHF < 2)ILENY AR P ANIVF DR
732) SBRINRET O.3%EYIFHMIKA0.3%FPILITIY) LRV ZNZNIUTORECFABETHORBMMZETRL

120 NVIFTPIVENVR 05% 157, 0.25% 307, 0125% 6073 PANIVFIRZF]—

DR. RER. NAT. HOLGER BRILL

DR. H. BRILL - /0 DR. BRILL + PARTNER GMBH - PAPENREYEG1 - 22453 HAMBURG

/0 DR. BRILL + PARTNER GMBH

LABOR FUR HYGIENE UND MIKROBIOLOGIE
PAPENREYE 61, 22453 HAMBURG
TELEFON 0049-40/557631-0

TELEFAX 0049-40/557631-11

EMAIL INFO@BRILLHYGIENE.COM
INTERNET WWW.BRILLHYGIENE.COM

Determination of the fungicidal effect of

DURR SYSTEM-HYGIENE ID 213 Instrumentendesinfektion according to EN 13624: 2003

a) ldentification of the test laboratory:

Dr. Brill + Partner GmbH - Labor fiir Hygiene und Mikrobiologie, Papenreye 61, 22453 Hamburg; Dr. Holger Brill,

Margret Becker

b) Identification of the sample:

e Name of the product:

e Batch number:

e Manufacturer:

e  Date of supply:

e  Storage conditions:

e Appearence of the product and
its dilutions:

e  Odour:

e  pH-value, concentrate:

e  pH-value, 1 %:

e Recommended diluent:

e Active agents and concentration:

DURR SYSTEM-HYGIENE ID 213 Instrumentendesinfektion
23051

orochemie Diirr + Pflug GmbH & Co. KG, Kornwestheim
21.05.2004

room temperature and darkness

clear, blue-green solution
aromatic, fresh
1.1
9.0
potable drinking water
15.0 g 3-aminopropyl-dodecyl-1.3-propandiamine
12.5 g alkyl-benzyl-dimethyl-ammonium chloride

D213DFHMPFMEEAVEZEENFHEARICET2RER S

0.5% 3073, 0.5% 6073
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DR. RER. NAT. HOLGER BRILL

PAGE 2 of 3

DURR SYSTEM-HYGIENE ID 213 according to EN 13624:2003

¢) Test procedure and its validation:

e  Test procedure:

e  Method:

o Neutraliser:

d) Test conditions:

— Period of the testing:

— Product diluent:

— Product test concentrations:
— Exposure times:

— Test temperature:

— Organic load, high:

— Incubation temperature:

— Identification of the fungi

strains used:

@) Test results:

The test results are summarised in the table 1 and 2.

Quantitative suspension test

(phase 2/step 1)

Dilution-neutralisation method

30 g/L polysorbate 80; 30 g/L saponine; 1 g/L histidine;
1 g/L cysteine (TSHC)

23.03.2005 to 08.04.2005

sterile water of standardised hardness, 300 mg/kg CaCO,
0.125; 0.25; 0.5; 1.0 % volume concentration

5, 15, 30, 60 minutes

20°C+1°C

3 g/L sheep erythrocytes + 3 g/L bovine serum albumine
30°C+1°C

Candida albicans ATCC 10231

Aspergillus niger ATCC 16404

D213DFHMPFEEAVEZEENFHEARICET2REE S



DR. RER. NAT. HOLGER BRILL PAGE 3 of 3

DURR SYSTEM-HYGIENE ID 213 according to EN 13624:2003

) Conclusions:

In accordance with prEN 13624 (2003), the batch 23051 of ,DURR SYSTEM-HYGIENE ID 213 Instrumen-
tendesinfektion” shows in a dilution with water of standardised hardness under high organic load (3 g/L sheep
erythrocytes + 3 g/l bovine albumin) a fungicidal effect with regard to the germs tested Candida albicans and
Aspergillus niger.

Folgende Konzentrations-Zeit-Relationen erwiesen sich als ausreichend wirksam gegen Candida albicans:

0.5 % 15 minutes
0.25% 30 minutes
0.125% 60 minutes

The following concentration-time relationships proved to be sufficiently effective against Aspergillus niger:
0.5% 30 minutes

0.5 % 60 minutes

g) Hamburg, 18.04.2005, Dr. Holger Brill

"
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ID213DFRPIVEZRVCESEBNF B NRICH T DixERE (Y1 3I/N\ND T
SAUVADN i

Prof.We/ku HygCen GmbH 2005/01/15

ID213 Instrument disinfection mycobactericidal activity-prEN 14348
ID213DFHIRPIVEZA N RIEREDFHDDIZHIC. EEBIEICHITIEENFBENERZ V- I/\ND T DAL UTIRE
BEDI6E1COKRZARNTARRZ, 40%2.0%10%DI@ODEEICTHEIRULISD « 3070 « 60D DIFFRISE CEHi 1T
DITHER. ID21BIEHEXE (X1 D/N\NDFTUDL) SBRIRRRICHNTI0DE (2 O%EE. TEKFR) FI2E. 6008 (1.0%

/IKFIR) OIFRIBEE THoeBEMEER UL,
/-/ VG/*

Centrum flr Hygiene
und medizinische Produktsicherheit

HygCen GmbH e Postfach 110135 e D-19001 Schwerin *{:‘ky}‘ﬁ Akkreditiert durch

+* Ze_nlralstelle de_r Lander

* ELQ x o it

. ‘ﬁ};} _&* und Medizinprodukten
orochemie *oge ZLG-P-715.98.13

Durr + Pflug GmbH + Co KG
Max-Planck-Str. 27

D- 70806 Kornwestheim

2005-01-05
Prof. We/ku
DURR SYSTEM-HYGIENE ID 213
Instrumentendesinfektion
mycobactericidal activity — prEN 14348
(phase2, step1)
TESTREPORT
Identification of the test laboratory: SN 4137
Test product: WF-312
Batch number: Ch.-B.: 25138
Manufacturer: orochemie
Date of order: 2004-10-04
Date of delivery: 2004-10-08
Storage conditions: those of the manufacturer
Product diluent recommended by
the manufacturer for use: tap water
Appearance: clear, green liquid
Odour: aromatic
Active substances: per 100 g: 15 g 3-Aminopropyl-dodecyl-1,3-
propandiamin,
12.5 g Alkyl-benzyl-dimethyl-
ammoniumchlorid
SN 4137 prEN 14348 page 1 of 5
HygCen Centrum fir Hygiene und Telefon: +49 (0) 38556 82 65 Dt. Apotheker- und Arztebank BLZ 120906 40 Konto 0005 578 698
medizinische Produktsicherheit GmbH +49 (0) 385598374 Deutsche Bank AG Schwerin  BLZ 13070024 Konto 3 184 645
BornhdvedstraBe 78 Telefax: +49 (0) 385568267 Mainzer Volksbank BLZ 55190000 Konto 396317018
(Eingang W.-Rathenau-Str) Postfach 110135 E-Mail: info@hygcen.de
D-19055 Schwerin D-19001 Schwerin Internet: www.hygcen.de Steuer-Nr.: 090/110/03882
Geschéftsfiihrerin Dipl.-Ing. (FH) Umwelt- und Hygienetechnik Margrit Werner . Amtsgericht Schwerin HRB 4792 . UST.-Nr.: 178599849

23 D2130FRFMEE AV EESHZHERBICHTZMERE (AT UY L) M



test method:

inactivation method:
period of analysis:

diluent used for product test
solution:

test temperature:
Product test concentrations:
contact times:

stability and appearance of the
mixture during the procedure:

counting procedure:
incubation:

neutralizer or rinsing liquid:

test organism:

pH-value (DIN 19266):

VG/.
Centrum fur Hygiene

E und medizinische Produktsicherheit
GmbH

prEN 14348 (2002)

Quantitative suspension test for the evaluation of
mycobactericidal activity of chemical
disinfectants in the medical area including
instrument disinfectants

(phase 2, step1)

dilution-neutralisation

2004-11-19 to 2004-12-04

water of standardized hardness
20°C+1°C
4.0%, 2.0%, 1.0% (endconcentrations v/v)

15 min., 30min., 60min

no precipitate or flocculent
surface spread plate
36°C+1°C-21d

1.0 % polysorbate 80 + 3.0 % saponine + 0.1 %
histidine + 0.5 % sodium thiosulphate

Mycobacterium terrae ATCC 15755
4%: 9.98
2% 975
1%: 9.38

SN 4137 prEN 14348 pade 2 of 5

D213DFHMPFEE AV ZEBRFERRICE T HRERE (RAANTTIV L) K
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vG/:
Centrum fir Hygiene
( Ek und medizinische Produktsicherheit
GmbH

Conclusion: According to prEN 14348 (09/2002), the product WF-312,
DURR SYSTEM-HYGIENE ID 213 Instrumentendesinfektion,
possesses a tuberculocidal activity under dirty conditions for
the referenced strain Mycobacterium terrae in 30 minutes
when diluted at 2.0% (v/v) in hard water and in 60 minutes
when diluted at 1.0% (v/v) in hard water.

Archive: The raw with respect to this test and a copy of the report
will be maintained by HygCen in the archive.

HygCen
Centrum fur Hygiene und
medizinische Produktsicherheit GmbH

/ ﬂg&ﬂ/

Prof. Dr. med. H.-P. Werner Kathrin Naujox
Manager of technical affairs Department manager

SN 4137 prEN 14348 page 5 of 5
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ID21 3DFRMPIVEZRBUNCESFELRICH T DRMBE (Y7 INDT

DAPVADRY iz

Dr.Rer Nat Holger Brill 2004/05/24

Determination of the tuberculocidal effect of ID213 Instrument disinfection according to EN 14348:2004

ID213DFRPIDEZR VRIS E DFHB DO

- =
o\ B2

BUFEERZ N J/N\D T UDAICKI U TRERED36+1C

DKREBNTAERZ, 0.5%°1.0%°*2.0% *3.0%ND4EDREICTHRULISD « 3073 « 600 DIERISE CEHi Z1T D72
K. D213 fEE (W1 NI FT DL SBFIRR T (0.3% Y IHRMEK+0.3%FPIVIT ) ICHVNTEDE (2.0%i=
B . 3038 (1.0%RE) F2l3601E (0.5%EE) DIFRIEE T HoRBMIEER UL,

DR. RER. NAT. HOLGER BRILL

DR. H. BRILL - C/0 DR. BRILL + PARTNER GMBH - PAPENREYE61 - 22453 HAMBURG

/0 DR. BRILL + PARTNER GMBH

LABOR FUR HYGIENE UND MIKROBIOLOGIE
PAPENREYE 61, 22453 HAMBURG
TELEFON 0049-40/557631-0

TELEFAX 0049-40/557631-11

EMAIL INFO@BRILLHYGIENE.COM
INTERNET WWW.BRILLHYGIENE.COM

Determination of the tuberculocidal effect of

DURR SYSTEM-HYGIENE ID 213 Instrumentendesinfektion according to EN 14348: 2004

a) ldentification of the test laboratory:

Dr. Brill + Partner GmbH - Labor fiir Hygiene und Mikrobiologie, Papenreye 61, 22453 Hamburg; Dr. Holger Brill,

Margret Becker

b) Identification of the sample:

e Name of the product:

e Batch number:

e Manufacturer:

e Date of supply:

e  Storage conditions:

e  Appearance of product and
its dilutions:

e Odour:

e Recommended diluent:

e Active agents and concentration:

©) Test procedure and its validation:

e  Test procedure:

e  Method:

e Neutraliser:

DURR SYSTEM-HYGIENE ID 213 Instrumentendesinfektion
23051

orochemie Dilrr + Pflug GmbH & Co. KG, Kornwestheim
24.05.2004

room temperature and darkness

clear, blue green solution

aromatic, fresh

potable drinking water

15.0 g 3-aminopropyl-dodecyl-1.3-propandiamine
12.5 g alkyl-benzyl-dimethyl-ammonium chloride

Quantitative suspension test

(phase 2/step 1)

Dilution-neutralisation method

30 g/L polysorbate 80; 30 g/L saponine; 1 g/L histidine;
5 g/L sodium thiosulphate in phosphate buffer (TSH-NT)

D213DFHMPFEE AV ZEBRFERRICE T HRERE (RAANTTIV L) K
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DR. RER. NAT. HOLGER BRILL PAGE 2 of 2

DURR SYSTEM-HYGIENE ID 213 according to EN 14348:2004

d) Test conditions:

— Period of testing: 15.03.2005 to 12.04.2005

— Product diluent: sterile water of standardised hardness, 300 mg/kg CaCO,
— Product test concentrations: 0.5; 1.0; 2.0; 3.0 % volume concentration

— Exposure times: 15, 30, 60 minutes

— Test temperature: 20°C+ 1°C

— Organic load, high: 3 g/L sheep erythrocytes + 3 g/L bovine serum albumine
— Incubation temperature: 36°C+1°C

— Identification of the microbial Mycobacterium terrae ATCC 15755

strains used:

e) Test results:

The test results are summarised in table 1.

f) Conclusions:

In accordance with EN 14348 (2004), the batch 23051 of the product , DURR SYSTEM-HYGIENE ID 213 Instru-
mentendesinfektion* shows in a dilution with hard water under high organic load (3 g/L sheep erythrocytes + 3
g/l bovine albumine) a tuberculocidal effect with regard to the germ tested Mycobacterium terrae. The following

concentration-time relationships proved to be sufficiently effective:
2.0% 15 minutes
1.0 % 30 minutes

0.5% 60 minutes

g) Hamburg, 18.04.2005, Dr. Holger Brill

Yoot
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ID213DFHRPAEZAVNCEESFEENERIC R T DIREE

Prof.We/ku HygCen GmbH 2005/01/05

ID213 Instrument disinfection bactericidal activity of chemical disinfectants for instruments-prEN 14561
ID213DFEHFHBDICHIC, EERIEICHIIDESNFELRZEET FOUKE, BAEEKE. FIRSEICXUTRERE
D36E1CODKRZEAR L. 4.0%2.0%+1.0%DIBDIREICTID 553 1573 « 3073 « 60D DIVFFREIE CIHIZ1T /123
R B8BTRFUKE. BAEEKS. RIEESERNRT (0.3%cYIRMEK+0.3%477ILII) ICHNTID213 (1.0%=
E /KB 350EOFRIERE THoRB M am U,

eal

Centrum fiir Hygiene
und medizinische Produktsicherheit

HygCen GmbH e Postfach 11 01 35 ¢ D-19001 Schwerin IS ﬁ\:}* Akkreditiert durch
* * Ze__ntralstelle der Lander
. * gg * fiir Gesundheitsschutz
orochemie *, =§* und M’ij‘;ﬁ;ﬂ&ﬁi:
Durr + Pflug GmbH + Co KG kT GRS
Max-Planck-Str. 27
D- 70806 Kornwestheim
2005-01-05
Prof. We/ku

DURR SYSTEM-HYGIENE ID 213
Instrumentendesinfektion

Quantitative carrier test - bactericidal activity of chemical disinfectants for

instruments — prEN 14561
(phase2, step2)

TESTREPORT
Identification of the test laboratory: SN 4137
Test product: WEF-312
Batch number: Ch.-B.: 25138
Manufacturer: Orochemie
Date of delivery: 2004-10-08
Date of order: 2004-10-04

Storage conditions:

Product diluent recommended by
the manufacturer for use:

Appearance:
Odour:

Active substances:

HygCen Centrum fur Hygiene und
medizinische Produktsicherheit GmbH
BornhévedstraBe 78
(Eingang W.-Rathenau-Str.)
D-19055 Schwerin

Telefon:

Telefax:
MPostfach 110135 E-Mail:

D-19001 Schwerin

Internet:

those of the manufacturer

tap water

clear, green liquid
aromatic

per 100 g: 15 g 3-Aminopropyl-dodecyl-1,3-
propandiamin,
12.5 g Alkyl-benzyl-dimethyl-
ammoniumchlorid

SN 4137 prEN 14561 page 1 of 9

Dt. Apotheker- und Arztebank BLZ 120906 40 Konto 0 005 578 698
Deutsche Bank AG Schwerin  BLZ 13070024 Konto 3 184 645
Mainzer Volksbank BLZ 55190000 Konto 396317 018

+49 (0) 38556 8265
+49 (0) 3855983 74
+49 (0) 38556 8267
info@hygcen.de

www.hygcen.de Steuer-Nr.: 090/110/03882

Geschéftsfihrerin Dipl.-Ing. (FH) Umwelt- und Hygienetechnik Margrit Werner

Amtsgericht Schwerin HRB 4792 UST.-Nr.: 178599849
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VG|,
Centrum fiir Hygiene
< E und medizinische Produktsicherheit
GmbH

test method: prEN 14561 (Nov 2002)
Quantitative carrier test for evaluation of
bactericidal activity of chemical disinfectants for
instruments used in the medical area
(phase 2, step2)

inactivation method: dilution-neutralisation

period of analysis: 2004-12-03 to 2004-12-05

diluent used for product test

solution: water of standardized hardness

test temperature: 20°C+1°C

Product test concentrations: 4.0%, 2.0%, 1.0% (endconcentrations v/v)
contact times: 1min., 5min., 15 min., 30 min., 60min.
interfering substances: 3,0g/l bovine albumin + 3,0ml/| sheep

erythrozytes (dirty conditions)

stability and appearance of the

mixture during the procedure: no precipitate or flocculent

counting procedure: surface spread plate

incubation: 36°C+1°C-48h

neutralizer or rinsing liquid: 3.0 % polysorbate 80 + 3.0 % saponine + 0.1 %

histidine + 0.1 % cysteine

test organisms: Staphylococcus aureus ATCC 6538
Enterococcus hirae ATCC 10541
Pseudomonas aeruginosa ATCC 15442

SN 4137 prEN 14561 page 2 of 9
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Centrum fiir Hygiene
CE und medizinische Produktsicherheit
GmbH

Conclusion: According to prEN 14561 (11/2002), the batch Ch.-B.: 25138
of product WF-312, DURR SYSTEM-HYGIENE ID 213
Instrumentendesinfektion, possesses a bactericidal activity
under dirty conditions for the referenced strains
Staphylococcus aureus, Enterococcus hirae and
Pseudomonas aeruginosa within 5 minutes when diluted at
1.0% (v/v) in hard water.

Archive: The raw with respect to this test and a copy of the report
will be maintained by HygCen in the archive.

HygCen
Centrum fur Hygie
med. Produktsic

o (7o

Prof. Dr. med. H.-P. Werner K. Naujox
Manager of scientific-technical affairs Department manager

SN 4137 prEN 14561 page 9 of 9
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ID213DFRPINEZRVNCESBFNEAERICHIT DREME

Dr.Rer Nat Holger Brill 2005/01/05

ID213 Instrument disinfection according to EN 14561:2002

ID213DFREHFHMDIZHIC, ESHVFBERIRZEET FOKE. BAEHEIKE. FIREICXT U OREREDI6+:1COKE
AL 01%+05%+1.0%2.0%*3.0%D5&DREICT157D « 3070 « 600 DIEAIFE TIHHZTT o/2HER. ID213(3
BETFDOKE. BREEKE, REESEINT T O3%eYIFHRMEK+0.3%477/ILITI) ICHRNTEDE (20%EE)
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« 300 (1.0%i=E) F2F603HE (05%RE) DIFREE CHoRBiteEmUc,

DR. RER. NAT. HOLGER BRILL

/0 DR. BRILL + PARTNER GMBH
LABOR FUR HYGIENE UND MIKROBIOLOGIE
PAPENREYE 61, 22453 HAMBURG

TELEFON 0049-40/557631-0

TELEFAX 0049-40/557631-11

EMAIL INFO@BRILLHYGIENE.COM

DR. H. BRILL - /0 DR. BRILL + PARTNER GMBH - PAPENREYEG1 - 22453 HAMBURG INTERNET WWW.BRILLHYGIENE.COM

Determination of bactericidal effect of

DURR SYSTEM-HYGIENE ID 213 Instrumentendesinfektion according to EN 14561: 2002

a) ldentification of test laboratory

Dr. Brill + Partner GmbH - Labor fiir Hygiene und Mikrobiologie, Papenreye 61, 22453 Hamburg; Dr. Holger Brill,
Margret Becker

b) Identification of the sample

e Name of product: DURR SYSTEM-HYGIENE ID 213 Instrumentendesinfektion
e Batch number: 23051

e Manufacturer: orochemie Diirr + Pflug GmbH & Co. KG, Kornwestheim

o Date of supply: 24.05.2004

e Storage conditions: room temperature and darkness

e Appearance of product and

its dilutions: clear, blue green solution
e  Odour: aromatic, fresh
e Recommended diluent: potable drinking water
e Active agents and concentration: 15.0 g 3-aminopropyl-dodecyl-1,3-propandiamine

12.5 g alkyl-benzyl-dimethyl-ammonium chloride

¢) Test procedure and its validation

o Test procedure: Quantitative carrier test with glass-germ carriers
(phase 2/step 2)

e  Method: Dilution-neutralisation method

e Neutraliser: 30 g/L polysorbate 80; 30 g/L saponin; 1 g/L histidine;

5 g/L sodium thiosulphate in phosphate buffer (TSH-NT)

D2130FMFAFEE RV E SR FHERRICHITRE M



DR. RER. NAT. HOLGER BRILL PAGE 2 of 2

DURR SYSTEM-HYGIENE ID 213 according to EN 14561:2002

d) Test conditions

— Period of the testing: 12.01.2005 to 19.01.2005
— Product diluent: sterile water of standardised hardness, 300 mg/kg CaCO,
— Product test concentrations: 0.1; 0.5; 1.0; 2.0; 3.0 % volume concentration
— Exposure times: 15, 30, 60 minutes
— Test temperature: 20°C+ 1°C
— Organic load, high: 3 g/L sheep erythrocytes + 3 g/L bovine serum albumine
— Incubation temperature: 36°C+ 1°C
— Identification of the microbial Staphylococcus aureus ATCC 6538
strains used: Enterococcus hirae ATCC 10541
Pseudomonas aeruginosa ATCC 15442

e) Test results

The test results are summarised in table 1.1 and 1.2.

) Conclusions

In accordance with prEN 14561 (2002), the batch 23051 of the product ,DURR SYSTEM-HYGIENE ID 213 In-
strumentendesinfektion” shows in a dilution with water of standardised hardness under a high organic load (3
g/L sheep erythrocytes + 3 g/l bovine albumine) a bactericidal effect with regard to the germs tested Staphylococ-
cus aureus, Enterococcus hirae and Pseudomonas aeruginosa. The following concentration-time relationships

proved to be sufficiently effective:
2.0% 15 minutes
1.0 % 30 minutes

0.5 % 60 minutes.

g) Hamburg, 04.02.2005, Dr. Holger Brill

o
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ID213DFBRPAEZ RV CEE0FHENERICH T DIRERMTE

Pfor.We/ku 2005/01/05

ID213 fungicidal activity of chemical disinfectants for instruments prEN 14562 Candida albicans
ID213DEEEHFHHDITHIC, EEEHICRITDEENHERERE N IS «P)VEHNV RITXT U THREREDI30+1CDK
ZEAL. 40%+20%+1.0%D3@DREICTID 57« 157 « 307 « 60D DRI Tl 21T oIStk B&E (DY
B PIVENVR) FBFINET O3%EYITRMEK+O0I3%HPIVII) [CHNTID213 (1.0%EE) 350D ERISET

+aEMEERUIC,
VG
5

Centrum fir Hygiene
und medizinische Produktsicherheit

HygCen GmbH e Postfach 1101 35 ¢ D-19001 Schwerin %{r‘i}*ﬁ Akkreditiert durch

* Zeptralstelle der Lander

A pe éé * flir GesupAdhens_sqhultz
orochemie e PN

Hg g #%  ZLG-P-7159813

Durr + Pflug GmbH + Co KG
Max-Planck-Str. 27

D- 70806 Kornwestheim

2005-01-05
Prof. We/ku

DURR SYSTEM-HYGIENE ID 213

Quantitative carrier test - fungicidal activity of chemical disinfectants for
instruments — prEN 14562 — Candida albicans

(phase2, step2)

TESTREPORT

Identification of the test laboratory: SN 4137

Test product: WF-312

Batch number: Ch.-B.: 25138
Manufacturer: Orochemie

Date of delivery: 2004-10-08

Date of order: 2004-10-04

Storage conditions: those of the manufacturer

Product diluent recommended by  tap water
the manufacturer for use:

Appearance: clear, green liquid
Odouir: aromatic
Active substances: per 100 g: 15 g 3-Aminopropyl-dodecyl-1,3-

propandiamin,
12.5 g Alkyl-benzyl-dimethyl-
ammoniumchlorid
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test method:

inactivation method:
period of analysis:

diluent used for product test
solution:

test temperature:

Product test concentrations:
contact times:

interfering substances:
stability and appearance of the
mixture during the procedure:
counting procedure:
incubation:

neutralizer or rinsing liquid:

test organisms:

VGl
Centrum fir Hygiene
C E und medizinische Produktsicherheit
GmbH

prEN 14562 (Nov 2002)

Quantitative carrier test for evaluation of
fungicidal activity of chemical disinfectants for
instruments used in the medical area

(phase 2, step2)

dilution-neutralisation

2004-12-03 to 2004-12-05

water of standardized hardness
20°C+1°C

4.0%, 2.0%, 1.0% (endconcentrations v/v)
1min., 5min., 15 min., 30 min., 60min.
3,0g/l bovine albumin + 3,0ml/| sheep
erythrozytes (dirty conditions)

no precipitate or flocculent

surface spread plate

30°C+1°C-48h

3.0 % polysorbate 80 + 3.0 % saponine + 0.1 %
histidine + 0.1 % cysteine

Candida albicans ATCC 10231

SN 4137 prEN 14562 page 2 of 5
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YG/.
Centrum fiir Hygiene
( Ek und medizinische Produktsicherheit
GmbH

Conclusion: According to prEN 14562 (11/2002), the batch Ch.-B.: 25138
of product DURR SYSTEM-HYGIENE ID 213 possesses a
yeasticidal activity under dirty conditions for the referenced
strain Candida albicans in 5 minutes when diluted at 1.0%

(v/v) in hard water.

Archive: The raw with respect to this test and a copy of the report
will be maintained by HygCen in the archive.

HygCen
Centrum fur Hygiene und
medizinische Produktsicferheit GmbH

4 T

Prof. Dr. med. H.-P. Werner Kathrin Naujox
Manager of technical affairs Department manager

SN 4137 prEN 14562 page 5 of 5
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ID21 3DFHMPAVEZR U CESFENERICHT IRER M
Dr.Rer Nat Holger Brill 2004/05/21
Determination of fungicidal effect of ID213 Instrument disinfection according to EN14562:2003

ID213DFMPIVEERNCREEFNFHBDICDIC, RENFEHERZNY IS < PIVENY ARV PINIVF IR ZH—
(CXI U TRERE D301 COKRZARNTARRE, 0125%0.25% 0.5%* 1.0%D4BDEREICTHRULSD + 1573+ 30
73 - 60D DIFAIFRE CIHBZET oI2HER. BE (DY IF < PIVENY ARV P ZANILF IR Z7—) SBHIRNRT O3% VY

RME+0.3%477ILITIY) [CHRUVTID21BIEZNZNIUTDREC/FRSE THOeBEMMER UL,
NIIFPIVENVZ 10% 513, 05% 1573, 0.25% 3073, 0125% 6071 FPRANIVFDRZ/— 10% 6071

DR. RER. NAT. HOLGER BRILL

/0 DR. BRILL + PARTNER GMBH
LABOR FUR HYGIENE UND MIKROBIOLOGIE
PAPENREYE 61, 22453 HAMBURG

TELEFON 0049-40/557631-0

TELEFAX 0049-40/557631-11

EMAIL INFO@BRILLHYGIENE.COM

DR. H. BRILL - ¢/0 DR. BRILL + PARTNER GMBH - PAPENREYE 61 - 22453 HAMBURG INTERNET WWW.BRILLHYGIENE.COM

Determination of fungicidal effect of
DURR SYSTEM-HYGIENE ID 213 Instrumentendesinfektion according to EN 14562: 2003

a) Identification of test laboratory

Dr. Brill + Partner GmbH - Labor fiir Hygiene und Mikrobiologie, Papenreye 61, 22453 Hamburg; Dr. Holger Brill,
Margret Becker

b) Identification of the sample

e Name of product: DURR SYSTEM-HYGIENE ID 213 Instrumentendesinfektion
e  Batch number: 23051

e Manufacturer: orochemie Dirr + Pflug GmbH & Co. KG, Kornwestheim

e Date of supply: 21.05.2004

e  Storage conditions: room temperature and darkness

e Appearance of product and

its dilutions: clear, bluegreen solution
e  Odour: aromatic, fresh
e  pHvalue, concentrate: 1.1
e  pHvalue, 1 %: 9.0
e Recommended diluent: potable drinking water
e Active agents and concentration: 15.0 g 3-aminopropyl-dodecyl-1,3-propandiamine

12.5 g alkyl-benzyl-dimethyl-ammonium chloride

D213DFHMPFMEEAVEZEENFHEARICET2RER S

36



DR. RER. NAT. HOLGER BRILL PAGE 2 0f 3

DURR SYSTEM-HYGIENE ID 213 according to EN 14562:2003

¢) Test procedure and its validation

e  Test procedure: Quantitative carrier test
(phase 2/step 2)
e  Method: Dilution-neutralisation method
e Neutraliser: 30 g/L polysorbate 80; 30 g/L saponin; 1 g/L histidine;

1 g/L cysteine (TSHC)

d) Test conditions

— Period of testing: 01.03.2005 to 31.03.2005
— Product diluent: sterile water of standardised hardness, 300 mg/kg CaCO,
— Product test concentrations: 0.125; 0.25; 0.5; 1.0 % volume concentration
— Exposure times: 5, 15, 30, 60 minutes
— Test temperature: 20°C+ 1°C
— Organic load, high: 3 g/L sheep erythrocytes + 3 g/L bovine serum albumine
— Incubation temperature: 30°C+1°C
— Identification of the microbial Candida albicans ATCC 10231
strains used: Aspergillus niger ATCC 16404

e) Test results

The test results are summarised in table 1.
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DR. RER. NAT. HOLGER BRILL PAGE 3 of 3

DURR SYSTEM-HYGIENE ID 213 according to EN 14562:2003

) Conclusions

In accordance with prEN 14562 (2003), the batch 23051 of the product , DURR SYSTEM-HYGIENE ID 213 In-
strumentendesinfektion* shows in a dilution with water of standardised hardness under a high organic load (3
g/L sheep erythrocytes + 3 g/l bovine albumine) a fungicidal effect with regard to the germs tested Candida albi-
cans and Aspergillus niger. The following concentration-time relationships proved to be sufficiently effective

against Candida albicans:

1.0 % 5 minutes
0.5% 15 minutes
0.25 % 30 minutes
0.125 % 60 minutes.

The following concentration-time relationship proved to be sufficiently effective against Aspergillus niger:

1.0% 60 minutes.

g) Hamburg, 07.04.2005, Dr. Holger Brill

-~

et
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ID213DFHMPIVEZRVNCEENFELERICRITDIRMERE (V1 IND T
UDL) 5

Dr.Rer Nat Holger Brill 2004/05/21
ID213 Instrument disinfection quantitative carrier test prEN14563 tuberculocidal activity
ID213DFHIRPIDEZRNTRIFZEDFHDDITHIC, EEREICHITDESFERERZ V- I\ T UDAICKT U TRE
BED36+1COKRERNTARRZ, 4.0%2.0%1.0%NDIBDREICTHERLASS » 3073 « 60D DIFRIEE CeHi =17
DIEHER. ID213 (LO%RE) [FfEE (W1 /NI TUDL) BRIRNR T (0.3% Y IFRMER+0.3%47ILITIY) [TH0)
TEOnEDEARIEE T8t ZER U,

YG/*

CE

Centrum flr Hygiene
und medizinische Produktsicherheit

HygCen GmbH e Postfach 11 01 35 ¢ D-19001 Schwerin . fzﬁv* Akkreditiert durch
ol L e ool
orochemie ‘i gééi\f ) Mbezi_/x_rzneiénigeln
. une lizinprodukten
Durr + Pflug GmbH + Co KG Ky %™ ZLG-P-715.98.13
Max-Planck-Str. 27
D- 70806 Kornwestheim
2005-02-15
Prof. We/ku

DURR SYSTEM-HYGIENE ID 213 Instrumentendesinfektion
quantitative carrier test

prEN 14563 — tuberculocidal activity

(phase 2, step 2)

TEST REPORT

Identification of the test laboratory: SN 4137

DURR SYSTEM-HYGIENE ID 213
Instrumentendesinfektion

Test product:

Batch number: 25138 (WF-312)

Manufacturer: orochemie
Date of order: 2004-10-04
Date of delivery: 2004-10-08

Storage conditions:

Product diluent recommended by
the manufacturer for use:

Appearance:
Odour:

Active substances per 100 g:

those of the manufacturer

tap waterr
clear, green liquid
aromatic

15 g 3-Aminopropyl-dodecyl-1,3-propandiamine,
12.5 g Alkyl-benzyl-dimethyl- ammoniumchloride

SN 4137 prEN 14563 page 1 of §

Dt. Apotheker- und Arztebank BLZ 120906 40 Konto 0005578698
Deutsche Bank AG Schwerin  BLZ 13070024 Konto 3 184 645
Mainzer Volksbank BLZ 55190000 Konto 396317018

Telefon: +49 (0) 38556 8265
+49 (0) 385598374
Telefax: +49 (0) 38556 8267
E-Mail: info@hygcen.de

Internet: www.hygcen.de

HygCen Centrum fiir Hygiene und
medizinische Produktsicherheit GmbH
BornhévedstraBe 78
(Eingang W.-Rathenau-Str.)
D-19055 Schwerin

M Postfach 110135

D-19001 Schwerin Steuer-Nr.: 090/110/03882

Geschéaftsfihrerin Dipl.-Ing. (FH) Umwelt- und Hygienetechnik Margrit Werner Amtsgericht Schwerin HRB 4792 UST.-Nr.: 178599849
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test method:

inactivation method:
period of analysis:

diluent used for product test
solution:

test temperature:

product test concentrations:
contact times:

interfering substances:
stability and appearance of the
mixture during the procedure:
counting procedure:
incubation:

neutralizer or rinsing liquid:

test strain:

VGl.
Centrum fir Hygiene
CE und medizinische Produktsicherheit
GmbH

prEN 14563 (Nov 2002)

Quantitative carrier test for evaluation of
mycobactericidal activity of chemical
disinfectants for instruments used in the
medical area

(phase 2, step 2)

dilution-neutralisation

2005-01-24 to 2005-02-14

water of standardized hardness
20°C+1°C

4.0%, 2.0%, 1.0% (end concentrations v/v)
15 min., 30 min., 60min.

0.3 % bovine albumin + 0.3 % sheep
erythrocytes (dirty conditions)

no precipitate or flocculent
spread plate method
366°C+1°C-21d

1.0 % polysorbate 80 + 3.0 % saponine + 0.1 %
histidine + 0.5 % sodium thiosulphate (NMII)

Mycobacterium terrae ATCC 15755

SN 4137 prEN14563 page 2 of 5
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Conclusion:

Archive:

HygCen

VG/.
Centrum fir Hygiene
CE und medizinische Produktsicherheit
GmbH

According to prEN 14563 (11/2002), the batch 25138 of
product DURR SYSTEM-HYGIENE ID 213
Instrumentendesinfektion possesses a tuberculocidal
activity under dirty conditions (0.3 % bovine albumin + 0.3 %
sheep erythrocytes) in 60 minutes for the referenced strain
Mycobacterium terrae when diluted at 2.0% (v/v) in hard
water.

The raw with respect to this test and a copy of the report
will be maintained by HygCen in the archive.

Centrum fur Hygiene und
medizinische Produktsicherheit GmbH

(ot

Prof. Dr. med. H.-P. Werner K. Naujox
Manager of technical affairs Department manager

SN 4137 prEN14563 page 5 of §
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ID21 3DFRMPIVEZRBUNCESFELRICH T DRMBE (Y7 INDT

DAPVADRY iz

Hygcen GmbH 2005/02/09

ID213 Instrument disinfection quantitative carrier test prEN14563 tuberculocidal activity

ID213DFHIRPAVEZRV N RIEXREDFHDDIZHIC, EEBIEICHRITIESENFBENERZ V- I/N\ND T UDAICKT UTIRE
BEDI6E1CTDIKERBINTARRZ. 40%+2.0%+10%DIBDREICTHRIRLED « 1570 « 307 « 603 DIFFEISE CEHi
Z17OICHER. ID213 (2 0%RE) [FgE (X1 3/\DFTUDL) SBFEINET (0.3% Y IFRMK+0.3%477ILII) IC

RUVTEODEDIFRISE CTHoEMEZEmUIC,

s
CE

Centrum fir Hygiene
und medizinische Produktsicherheit

HygCen GmbH e Postfach 1101 35 ¢ D-19001 Schwerin % i%ﬁ’* Akkreditiert durch

* Zentralstelle der Lander

. [ 4 fiir Gesundheitsschutz
OrOChem e * ;é& ¥ bei Arzneimitteln
® * und Medizinprodukten

Darr + Pflug GmbH + Co KG
Max-Planck-Str. 27

D- 70806 Kornwestheim

Ky p %X ZLG-P-715.98.13

2005-02-09
Prof. We/ku

DURR SYSTEM-HYGIENE ID 213 Instrumentendesinfektion

quantitative carrier test

prEN 14563 — tuberculocidal activity

(phase 2, step 2)

TEST REPORT

Identification of the test laboratory:

Test product:

Batch number:
Manufacturer:
Date of order:

Date of delivery:
Storage conditions:

Product diluent recommended by
the manufacturer for use:

Appearance:
Odour:

Active substances per 100 g:

SN 4137

DURR SYSTEM-HYGIENE ID 213
Instrumentendesinfektion

25138 (WF-312)
orochemie
2004-10-04
2004-10-08

those of the manufacturer

tap water
clear, green liquid
aromatic

15.0 g 3-Aminopropyl-dodecyl-1.3-propandiamine,
12.5 g Alkyl-benzyl-dimethyl-ammoniumchloride

SN 4137 prEN 14563 page 1 of §

HygCen Centrum fiir Hygiene und Telefon: +49 (0) 38556 82 65 Dt. Apotheker- und Arztebank BLZ 120906 40 Konto 0005 578 698
medizinische Produktsicherheit GmbH +49 (0) 385598374 Deutsche Bank AG Schwerin  BLZ 13070024 Konto 3 184 645
BornhdvedstraBe 78 Telefax: +49 (0) 38556 82 67 Mainzer Volksbank BLZ 55190000 Konto 396317018
(Eingang W.-Rathenau-Str) & Postfach 110135 E-Mail: info@hygcen.de

D-19055 Schwerin D-19001 Schwerin Internet: www.hygcen.de Steuer-Nr.: 090/110/03882

Geschaftsflhrerin Dipl.-Ing. (FH) Umwelt- und Hygienetechnik Margrit Werner . Amtsgericht Schwerin HRB 4792 e UST.-Nr.: 178599849
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test method:

inactivation method:
period of analysis:

diluent used for product test
solution:

test temperature:

product test concentrations:
contact times:

interfering substances:

stability and appearance of the
mixture during the procedure:
counting procedure:
incubation:

neutralizer or rinsing liquid:

test strain:

VG/.
Centrum fur Hygiene
CE und medizinische Produktsicherheit
GmbH

prEN 14563 (Nov 2002)

Quantitative carrier test for evaluation of
mycobactericidal activity of chemical
disinfectants for instruments used in the
medical area

(phase 2, step 2)

dilution-neutralisation

2004-10-26 to 2004-11-16

water of standardized hardness
20°C+1°C

4.0%, 2.0%, 1.0% (endconcentrations v/v)
5 min., 15 min., 30 min., 60 min.

0.3 % bovine albumin + 0.3 % sheep
erythrocytes (dirty conditions)

no precipitate or flocculent

spread plate method

3B°C+1°C-21d

1.0 % polysorbate 80 + 3.0 % saponine + 0.1 %
histidine + 0.5 % sodium thiosulphate (NMII)

Mycobacterium terrae ATCC 15755

SN 4137 prEN14563 page 2 of 5
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YG/.
Centrum fur Hygiene
CE und medizinische Produktsicherheit
GmbH

Conclusion: According to prEN 14563 (11/2002), the batch 25138 of
product DURR SYSTEM-HYGIENE ID 213
Instrumentendesinfektion possesses a tuberculocidal activity
under dirty conditions (0.3 % bovine albumin + 0.3 % sheep
erythrocytes) in 60 minutes for the referenced strain
Mycobacterium terrae when diluted at 2.0 % (v/v) in hard
water.

Archive: The raw with respect to this test and a copy of the report
will be maintained by HygCen in the archive.

HygCen
Centrum fur Hygiene und
medizinische Produktsicherheit GmbH

Vawgs

Prof. Dr. med. H.-P. Werner K. Naujox
Manager of technical affairs Department manager

SN 4137 prEN14563 page 5 of 5
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ID213DFRPIVEZRVCESEBFBENRICHIT DIxERE (V13N D T
SAUVADN i

Dr.Per.Nat.Holger Brill 2004/05/24

Determination of tuberculocidal effect of ID213 instrument disinfection according to EN 14563:2001
ID213DFHIRPAVEZAV VRIS EDFHDDIZHIC EEBIEICHRITIESENFBENERZ V- I/\ND T DAL UTIRE
BEDI6E1CDKZEAVNTARRZ. 0.5%°1.0% 2. 0%DIEDREEICTHIRLIOD « 600 DIERIEE CeHZ 1T o/ITHs
K. ID21BIEEXE (¥ N\DFTUDL) SBRINR T (3% Y IIRIMBK+0.3%5477)VITZ2) ICHIVT 3008 (20%2
) F12ld 60E (1.0%) OFREE THoeBMtEERUC,

DR. RER. NAT. HOLGER BRILL

/0 DR. BRILL + PARTNER GMBH
LABOR FUR HYGIENE UND MIKROBIOLOGIE
PAPENREYE 61, 22453 HAMBURG

TELEFON 0049-40/557631-0

TELEFAX 0049-40/557631-11

EMAIL INFO@BRILLHYGIENE.COM

DR. H. BRILL - ¢/0 DR. BRILL + PARTNER GMBH - PAPENREYE 61 - 22453 HAMBURG INTERNET WWW.BRILLHYGIENE.COM

Determination of tuberculocidal effect of

DURR SYSTEM-HYGIENE ID 213 Instrumentendesinfektion according to EN 14563: 2001
a) Identification of the test laboratory

Dr. Brill + Partner GmbH - Labor fiir Hygiene und Mikrobiologie, Papenreye 61, 22453 Hamburg; Dr. Holger Brill,
Margret Becker

b) Identification of the sample

e Name of the product: DURR SYSTEM-HYGIENE ID 213 Instrumentendesinfektion
e  Batch number: 23051

e  Manufacturer: orochemie Diirr + Pflug GmbH & Co. KG, Kornwestheim

e Date of supply: 24.05.2004

e  Storage conditions: room temperature and darkness

e Appearance of product and

its dilutions: clear, blue green solution
e  Odour: aromatic, fresh
e Recommended diluent: potable drinking water
e  Active agents and concentration: 15.0 g 3-aminopropyl-dodecyl-1,3-propandiamine

12.5 g alkyl-benzyl-dimethyl-ammonium chloride

0) Test procedure and its validation

o Test procedure: Quantitative carrier test with glass-germ carriers
(phase 2/step 2)

e  Method: Dilution-neutralisation method

o Neutraliser: 30 g/L polysorbate 80; 30 g/L saponin; 1 g/L histidine;

5 g/L sodium thiosulphate in phosphate buffer (TSH-NT)
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DR. RER. NAT. HOLGER BRILL PAGE 2 of 2

DURR SYSTEM-HYGIENE ID 213 according to EN 14563:2001

d) Test conditions

— Period of the testing: 24.11.2004 to0 23.12.2004

— Product diluent: sterile water of standardised hardness, 300 mg/kg CaCO,
— Product test concentrations: 0.5; 1.0; 2.0 % volume concentration

— Exposure times: 30, 60 minutes

— Test temperature: 20°C+ 1°C

— Organic load, high: 3 g/L sheep erythrocytes + 3 g/L bovine serum albumine
— Incubation temperature: 36°C+ 1°C

— Identification of the microbial Mycobacterium terrae ATCC 15755

strains used:

e) Test results

The test results are summarised in table 1.

) Conclusions

In accordance with prEN 14563 (2001), the batch 23051 of the product , DURR SYSTEM-HYGIENE ID 213 In-
strumentendesinfektion* shows in a dilution with water of standardised hardness under a high organic load (3
g/L sheep erythrocytes + 3 g/l bovine albumine) a tuberculocidal effect with regard to the test germ Mycobacte-

rium terrae. The following concentration-time relationships proved to be sufficiently effective:

2.0% 30 minutes
1.0 % 60 minutes.

g) Hamburg, 05.01.2005, Dr. Holger Brill

Yot
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Dr.Ojajarvi Helsinki University 1994/10/12

Determination of tuberculocidal effect of ID213 instrument disinfection according to EN 14563:2001
ID213DEEMHDIEIEDTHIC. BMEEHEELRRZEERT FOKE. IBREHKE. RIESCXT U TWHORED
ZHEFEK (BOOppMIU ) ZARNTARZ. 1.0%+1.5%+2.0% *30%D4EDREICTHRIRUKelsey)ZZAUNTEE
[z o/TiER, ID213[IBEHERDRNFEEHT (BRIRIR) [CHUTIZ0.25%. BHERIERINR T CERIRR) (CH
W TIIOS5%DIEE CTHAIRBMEZR UL,

KANSANTERVEYSTIETEEN LAITOS Haartmaninkatu 3
HELSINGIN YLIOPISTO 00014 HELSINKI
Institute for Public Health Tel. (90) 43461
Helsinki University Fax: 434 6458

October 12, 1994

DURR SYSTEM-HYGIENE
ID 213
Disinfection of instruments

Expertise
on the results of testing the disinfecting strength of the ID 213 disinfectant

The substance to be examined was the liquid ID 213 disinfectant.

Its active disinfecting ingredients include 15% N-(3-aminopropyl) -N-dodekyl-1,3-propananidamine and
12.5% N-alkyl-N-benzyl-N,N-dimethyl ammonium chloride. The product is intended for the disinfection of
instruments used in dental care.

The purpose of the examination carried out was to establish the disinfecting effect of the product in
laboratory tests in a clean environment and in the presence of an organic substance.

The examination procedure

The examination method used was the modified Kelsey Test (The Pharmaceutical Journal 202: 607-609,
1969). In this test the effect of the disinfectant is examined both in the presence and in the absence of an
organic substance. 2% yeast cells, which had been mixed with a suspension of bacterial cells, were used as

an organic substance.

The examination was conducted in the following overall manner: 1 ml of the bacterial suspension, which had
been cultivated in meat broth overnight, was added to 3 ml of the disinfectant solution. A sample of the
suspension was taken after 8 minutes to establish whether there were still living bacteria in it. At the second
stage of the examination, two minutes later, bacterial suspension was again added and another sample was
taken after a delay of 8 minutes. This procedure was then repeated for a third time. Bacterial growth was

recorded on a qualitative basis (+/-).

The micro-organisms used for the test were Staphylococcus aureus NTC 3163, Escherichia coli NCTC
8196 and Pseudomonas aeruginosa NCTC 6749. The water used for the test was the so-called standard
hard water as defined by the WHO, hardness approximately 300 ppm. The tests were conducted at room

temperature. The diluted product solutions were examined in concentrations of 1%, 1.5%, 2% and 3%.

Results

The results are shown in the attached Table. In a clean environment the concentration required to kill the
bacteria under examination was 0.25%. In a contaminated environment the corresponding concentration

was 0.5%.
Enclosure: 1 Table
Helsinki, 12th October 1994.

Juhani Ojajarvi, LKT, laboraattori
(Doctor of Medicine and Surgery, Head of the Laboratory)
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Dr.rer.Nat.K-M Wolf and Dr.rer.Nat.D.Heermann 2006/11/27

Examination to determine the standing time of ID213 with high organic load(blood)

DGHMDAA BS51 VICHEL . 2EIREZEEUCEBHEREHT (MRIYEDZV\ED THDID213FRARDEARREED
EEIZERT RFOKE., BREHEKE. RIEE. C2)LENYRICKIUTIToBR. D213 (2.0%RE) [FMESEEN2%E
BZR R, RER14BEF THERATRETHDCEMERIESNIZ. 1272 b ABIRBRADOS%DIMRDBAISAFELREEZ
SNDIZH. TSR BRICKRERZMET D ENHEEIND,

27.11.2006
WF

DURR SYSTEM-HYGIENE
ID 213
Instrument Disinfection

Examination to determine the standing time of ID 213
with high organic load (blood)

The time allowed for a disinfectant to stand over several days is gaining ever greater impor-
tance because of the increasingly problematic nature of waste disposal and the levels of pollu-
tion in waste waters. Prerequisite for the use of disinfectants over several days is a demonstra-
tion of the effectiveness under conditions similar to those in practice. In a publication by the
Federal Health Department (PETERS, J. and G.SPICHER - Bundesgesundhbl. 34, 262
(1991)), it was proposed that the standing times for disinfectants be investigated under condi-
tions similar to those in practice by polluting the disinfectant with e.g. 2% blood and contami-
nated test objects.

In order to determine a prolonged standing time, the effectiveness of ID 213 was tested with
higher blood contaminations in a modified investigation under conditions similar to those in
practice. It was performed in accordance with method 15 of the “DGHM standard methods for
testing chemical disinfection procedures, effective 1% September 2001”.

Assessment

As the test results have shown, the effectiveness of a 2% ready-to-use solution was retained
over a test period of 14 days against the test bacteria Staphylococcus aureus, Enterococcus
hirae, Pseudomona aeruginosa as well as the yeast Candida albicans in the tests under con-
ditions similar to those in practice in spite of a high organic load of 2% blood. The test was a
quantitative germ carrier test with high organic load. Pieces of frosted glass were used as
germ carriers.

A standing time of max. 14 days of the 2% ID 213 ready-to-use solution can be recom-
mended provided that the contamination by blood does not exceed 2%.

As disinfectants are already soiled to a great extent by a contamination of 0.5% blood, it is rec-
ommended to replace the solution much earlier on account of its appearance — irrespective of
the possibly prolonged standing time.

Dr. rer. nat. K.-M. Wolf Dr. rer. nat. D. Heermann
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ID213MiBE REFSEEARIOBRUOER (C.PILEANYR) NDOIDDIRIE
Dr.rer.Nat.K-M.Wolf and Dr.rer.nat.D.Heermann 2008/01/29

Investigation into the activity of ID213 when using the ultrasonic cleaner

DGHM®DA 1 RS VICHEL \ SPERIEERE UICID213MiBE R 5525 ERIEDOMAODRIEE BT FUKE. BIsEHEEK
B fRIRE. CPILENV RIS UTITOIEHER. ID213 (20%=E) [FiBERTRB[DERICKD. 1’FﬁHH§FEﬁEZ AR
FDCENTRETHDCEMEIESNTS,

~ DESINFEKTION HYGIENE- FOTOCHEME—— ~ ~ l;l orochemie

29.01.2008
WF

DURR SYSTEM-HYGIENE
ID 213
Instrument Disinfection

Investigation into the activity of ID 213
when using the ultrasonic cleaner Diirr Hygosonic

The activity of ID 213 when used in ultrasonic equipment Durr Hygosonic was tested under
conditions similar to those in practice in accordance with method 15 of the “DGHM standard
methods for testing chemical disinfection processes, effective = September 2001”.

Evaluation

The results show that the required action time of the instrument disinfectant ID 213 could be
reduced by using ultrasonic equipment. A 2% ID 213 ready-to-use solution was effective
against the tested bacteria Staphylococcus aureus, Enterococcus hirae, Pseudomonas
aeruginosa as well as the yeast Candida albicans within only 2 minutes. The quantitative
germ carrier tests with high organic load were made under conditions similar to those in prac-
tice. Pieces of frosted glass were used as germ carriers.

The following recommendations for use are provided for reliable instrument disinfection with
ID 213 when used in the ultrasonic cleaner Durr Hygosonic:

2% at a contact time of 2 minutes

f 3 -
Dr. rer. nat. K.-M. Wolf Dr. ret. nat. D. Heermann

orochemie Diirr + Pflug GmbH + Co KG - Max-Planck-StraBe 27 D-70806 Kornwestheim - Telefon (07154) 1308 -0
Telefax (0 54) 40 |nfo@orochem
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ID213MiBE REFSEEARIOBRUOER (C.PILEANYR) NDOIDDIRIE
Dr.rer.Nat.K-M.Wolf and Dr.rer.nat.D.Heermann 2006/12/01

Investigation into the activity of ID213 when using the ultrasonic cleaner

DGHMDAIA BS54 VTRV E2EIRIEZRE UICID213DiE S R esE A0 28 8T FUKE. I5AEHEK
B fFIRE, C.ILEANYXCH U TITOIZHR, ID213 (20%RE) (BB REFEDERICK D, fFRIEEZ2 ™I R 1E
FDCENTRETHDCEMEIESNTS,

01.12.2006
WF

DURR SYSTEM-HYGIENE
ID 213
Instrument Disinfection

Investigation into the activity of ID 213
when using an ultrasonic cleaner

The activity of ID 213 when used in ultrasonic equipment (ELMA Transsonic 460/H) was
tested under conditions similar to those in practice in accordance with method 15 of the
“DGHM standard methods for testing chemical disinfection processes, effective 1% Septem-
ber 2001”.

Evaluation

The results show that the required action time of the instrument disinfectant ID 213 could be
reduced by using ultrasonic equipment. A 2% ID 213 ready-to-use solution was effective
against the tested bacteria Staphylococcus aureus, Enterococcus hirae, Pseudomonas
aeruginosa as well as the yeast Candida albicans within only 2 minutes. The quantitative
germ carrier tests with high organic load were made under conditions similar to those in prac-
tice. Pieces of frosted glass were used as germ carriers.

The following recommendations for use are provided for reliable instrument disinfection with
ID 213 when used in an ultrasonic cleaner:

2% at a contact time of 2 minutes

Dr. rer. nat. K.-M. Wolf Dr. rer. nat. D. Heermann
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ID213DBERkFSFERFOBZE (W1 3/N\NDITUDL) NORIDDIRE
Dr.H Brill Dr Brill+Partner GmbH 2007/10/11

Suitability of ID213 for instrument disinfection using ultrasound(Tuberculocidal effect according to DIN EN14563:2002)
ID213MiBE Rk $esE RIS DRIGZE DFHBDITHIC, EEBIRICHITDEEF v ) P—HERE Y1 I/N\DTUDAICKTL
TITOITHER. ID213 (0% =E) [FfsE (X1 3/\DFTDL) xiU C300EDIFRIEE CTHoeBMtaEm U,

DR. RER. NAT. HOLGER BRILL

/0 DR. BRILL + PARTNER GMBH
LABOR FUR HYGIENE UND MIKROBIOLOGIE
PAPENREYE 61, 22453 HAMBURG

TELEFON 0049-40/557631-0
TELEFAX 0049-40/557631-11
EMALL INFO@BRILLHYGIENE.COM
DR. H. BRILL - /0 DR. BRILL + PARTNER GMBH - PAPENREYE61 - 22453 HAMBURG INTERNET WWW.BRILLHYGIENE.COM
orochemie Hygiene Praparate GmbH + Co
Mr Dr. K.-M. Wolf
PO box 1630

D - 70798 Kornwestheim

Hamburg, 11 October 2007

Expert’s report

Suitability of DURR SYSTEM-HYGIENE ID 213 Instrumentendesinfektion

for instrument disinfection using ultrasound

(tuberculocidal effect according to DIN EN 14563:2002)

The disinfectant DURR SYSTEM-HYGIENE ID 213 Instrumentendesinfektion was evaluated according to
prEN 14563:2002 “Quantitative carrier test for the evaluation of mycobactericidal activity of chemical disinfectants

for instruments used in the medical area — Test methods and requirements (phase 2/step 2)".

According to test report no. L 07/029 from Dr. Brill + Partner GmbH, DURR SYSTEM-HYGIENE ID 213 Instrumen-
tendesinfektion showed under high organic load using ultrasound a tuberculocidal activity.

DURR SYSTEM-HYGIENE ID 213 Instrumentendesinfektion fulfils the requirements of the norm (RF > 4) by the

following concentration-time relation:

2.0% 30 minutes.

~

e

Dr Holger Brill
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Dr.H Brill Dr Brill+Partner GmbH 1993/03/24

Testing the virus-inactivating effectiveness of ID213

ERREEDS (BGA) RU R YIAIREREER RS (DVV) O BSA VICHL\ ID213DIINO—T GRIEME) O
DIZPIAIVAICKT T DA RN DRERZTT oITHER. ID213(2 0%RE) ETNO—T IOV ZPIA LA LTS
VINOEGRDBREICENSF1DEDERISE THoeEMtEam Ui,

m]]]

Dr. J. Steinmann Bruchwettern 4 A
Federal Hygiene Institute Tel.: (0421) 27 16 29
Department of Clinical Virology D-28357 BREMEN

March 24, 1993 Dr.St/'W

DURR SYSTEM-HYGIENE

ID 213
Instrument Disinfection

Expertise
on the results of testing the virus-inactivating effectiveness of DURR SYSTEM-HYGIENE

ID 213 Instrument Disinfection

The virucidal activity of the chemical disinfectant ID 213 on the enveloped Vaccinia Virus was
examined in accordance with the guidelines of the Federal Health Department (BGA) and the
German Association for the Control of Viral Diseases (DVV).

The reduction factor by four powers of ten required in the guidelines was achieved after only one
minute contact time with the 2 % solution of ID 213.This goes for the preparation both with or without

protein load.

As a result of our findings and in order to achieve a reliable virucidal activity with ID 213, the
following instructions for use are provided:

Inactivation of the enveloped Vaccinia Virus:

2.0 % solution 1 minute contact time

(Dr. J. Steinmann)
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ID213DFD A IV AETFRD 1 ILR (BVDV) NDRIDDIREE

Dr.Jochen Steinmann 2001/09/24
BVDV efficacy of ID213

EFEREREER (BGA) RUDAIVABEEDZHD 1 YBE (DVV) OFA RS VITHL\ ID213D4D-1) LA RO
IV (BVDV) [CX1 9 DEE8VFEAERZCRFFR D MIVAICX U TARRZ2 O%ICFHR U, 0.5 + 173+ 23 « SO DIERES
BT Z1T oI2HER. ID213(2.0%EE) 3DV A TR DL (BVDV) [CX U C3OMEDIFRISE CT-HoeB Rt
Eﬂ_—\ L./EO

DR. JOCHEN STEINMANN

Direktor am Landesuntersuchungsamt D-28205 Bremen
fir Chemie, Hygiene und Veterindrmedizin St.-Jurgen-Stralke
Fachbereich Med. Mikrobiologie und Hygiene
Tel.: +49(0)421 361-6119
Fax.: +49 (0)421 361-15666
E-Mail: JSteinmann@lua.bremen.de

2001-09-24
Dr. St/sbe

Orochemie
Postfach 16 30

70798 Kornwestheim

BVDV efficacy of DURR SYSTEM-HYGIENE ID 213 INSTRUMENTENDESINFEKTION
EXPERT’S INVESTIGATION REPORT

The virucidal efficacy of the instrument disinfectant DURR SYSTEM-HYGIENE ID 213
INSTRUMENTENDESINFEKTION from the firm Orochemie against bovine viral diarrhea
virus (BVDV) was investigated by a quantitative suspension test according to the guideli-
ne of the Bundesgesundheitsamt (BGA, Federal Board of Health) and the Deutsche
Vereinigung zur Bekampfung'der Viruskrankheiten e.V. (DVV, German Society for the
Control of Virus Diseases). BVDV was chosen as a surrogate virus for hepatitis C virus
since there is no animal model or tissue culture system for growing this virus. Testing this
surrogate virus the possibility is created to give recommendations for the inactivation of
HCV by the disinfectant.

According to this suspension test, a disinfectant or a disinfectant solution at a particular
concentration is considered as having virucidal efficacy if within the recommended

exposure period the titre is reduced by 4 logs,,.

DURR SYSTEM-HYGIENE ID 213 INSTRUMENTENDESINFEKTION was examined as
a 2.0% solution. The exposure times were 0.5, 1.0, 2.0 and 5.0 minutes. Summarizing the
results of the experiments it can be recommended to use the instrument disinfectant
DURR SYSTEM-HYGIENE ID 213 INSTRUMENTENDESINFEKTION for the inactivation
of BVDV as follows:

N

Dr. J. &teinm

2.0% 30 seconds
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ID213D 7P T J I4 )L ZANDORNEHEACRI D DIEEE
Dr.Jochen Steinmann 1993/04/22
Testing the virus-inactivating effectiveness of ID213

EFEREER (BGA) RUDMIVABEIEDZHD R VIBRE (DVV) DA B35 VITHL . ID213D7P T/ D+ JVAICK
FRINEMHERDDFHERZTT OITHER, ID213(2.0%RE) E 7T/ I IVAICK U TY VN EERDOERICEN 5300
DIFREE THoORBEMtER U

Dr. J. Steinmann Bruchwettern 4 A

Federal Hygiene Institute Tel.: (0421) 27 16 29

Department of Clinical Virology D-28357 BREMEN
April 22, 1993
Dr.StW

DURR SYSTEM-HYGIENE

ID 213
Instrument Disinfection

Expertise

on the results of testing the virus-inactivating effectiveness of DURR SYSTEM-HYGIENE
ID 213 Instrument Disinfection

The virucidal activity of the chemical disinfectant ID 213 on the Adeno Virus was examined in
accordance with the guidelines of the Federal Health Department (BGA) and the German
Association for the Control of Viral Diseases (DVV).

The reduction factor by four log orders required in the guidelines was achieved after 30 minutes
contact time with the 2.0 % solution of ID 213. This goes for the preparation both with or without

protein load.

As a result of our findings and in order to achieve a reliable virucidal activity with ID 213, the
following instructions for use are provided:

Inactivation of the Adeno Virus:

2.0 % solution 30 minutes contact time

(Dr. J. Steinmann)
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Dr.Jochen Steinmann 1993/04/22

Polyomavirus SV 40 efficacy of ID213 in a quantitative suspension test at 20 degree

EFREEEIES (BGA) RURAYITILREREERBE (ODVV) DA RS VTR ID213DMUA—YD1)LASV40
(XTI DRNEH M ADDEENFERNERZEARR.0% 2. 0% D2EDREICT20CTHRULSD « 100+ 1573+ 3070 « 60
D 1207 « 2400 DVERIFE TT o2 R, ID213IFRN A=V D1 ILASVAOICXT L T30 1.O%EE) . 51 (2.0%) M
ERISE T+ BIMERUC. .

DR. JOCHEN STEINMANN Norderoog 2
Wiss. techn. Leiter der D-28259 Bremen
MikroLab GmbH

phone: +49 (421) 27819102

fax:  +49 (421) 2760283
http://www.mikrolab-gmbh.de

E-Mail: MikroLab.GmbH@t-online.de

2005-11-19
MikroLab GmbH, Norderoog 2, D-28259 Bremen Dr. St/BB

orochemie

Durr + Pflug GmbH + Co KG
Max-Planck-Str. 27
D-70806 Kornwestheim

Polyomavirus SV 40 efficacy of DURR SYSTEM-HYGIENE ID 213 INSTRUMENTEN-
DESINFEKTION in a quantitative suspension test at 20°C

EXPERT OPINION

The virus-inactivating properties of the instrument disinfectant DURR SYSTEM-HYGIENE ID
213 INSTRUMENTENDESINFEKTION of orochemie against polyomavirus SV 40 strain 777
were investigated by a quantitative suspension test according to the guideline of the
Bundesgesundheitsamt (BGA, Federal Office of Health, now Robert Koch-Institut) and the
Deutsche Vereinigung zur Bekampfung der Viruskrankheiten e.V. (German Association for
the Control of Virus Diseases).

According to this suspension test, a disinfectant or a disinfectant solution at a particular
concentration is considered as having virus-inactivating properties if within the recommended

exposure period the titre is reduced by = 4 log, (inactivation = 99.99%).

DURR SYSTEM-HYGIENE ID 213 INSTRUMENTENDESINFEKTION was examined as
1.0% and 2.0% solution at 20°C. The exposure times were 5, 10, 15, 30, 60, 120 and 240
minutes. After an exposure time of 5 (2.0%) and 30 (1.0%) minutes virus reduction
exceeded 4 logqo-steps in all assays. Due to the lack of guidelines simulating practical
conditions, results of the quantitative suspension test lead to the recommendation to use the
instrument  disinfectant DURR SYSTEM-HYGIENE ID 213 INSTRUMENTEN-
DESINFEKTION for inactivation of polyomavirus SV 40 as follows:

1.0% 30 minutes
2.0% 5 minutes

N/

Dr. J. Stéinmann
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Dr.Jochen Steinmann 1993/06/10

Testing the virus-inactivating effectiveness of ID213

EFRERERD (BGA) RUFTYDAIIVAERRERRS (DVV) DA RS VICHEV ID213DINIA I )LATBICKT T
DB RN DFHERZEIT OIZHER. ID213(6.0%EE) M Z D1V T BISx U T VD ESRIDBEICEEN 53240
DEOIERIEE CTHOBBMMEZT U,

Dr. J. Steinmann Bruchwettern 4 A
Federal Hygiene Institute Tel.: (0421) 27 16 29
Department of Clinical Virology D-28357 BREMEN

June 10, 1993 Dr.St/W

DURR SYSTEM-HYGIENE

ID 213
Instrument Disinfection

Expertise
on the results of testing the virus-inactivating effectiveness of DURR SYSTEM-HYGIENE

ID 213 Instrument Disinfection

The virucidal activity of the chemical disinfectant ID 213 on the Polio Virus, Type |, Parent
Mahoney/Pette was examined in accordance with the guidelines of the Federal Health Department
(BGA) and the German Association for the Control of Viral Diseases (DVV).

The reduction factor by four powers of ten required in the guidelines was achieved after 240 minutes
contact time with the 6,0 % solution of ID 213. This goes for the preparation both with or without

protein load.

As a result of our findings and in order to achieve a reliable virucidal activity with ID 213, the
following instructions for use are provided:

Inactivation of the Polio Virus, Type I:

6.0 % solution 240 minutes contact time

(Dr. J. Steinmann)
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ID213DINI A=+ )L ARNEMEALR D DIREE
Dr.Olaf Thraenhart University Clinic Essen 1994/09/02
Testing the virucidal effectiveness of ID213 on the naked Polio virus

EFRREER BGA) RU R YITIIRERREERBR (DVV) DA RS VICHR ID2130D./ Y ITYNRO—T FEHAE
M) MUZ—N D1 )VRICXT T DRNEH RN DFELRERZ S VNG EUROY VIO aRE D (10%HEIRIME+0.2%
HMBEPIVITZ) 7024ER. ID213(10%RE)F ./ VY T INRO—TRUZ =D+ )VRICx U T 200ED/ERIIE T+5
ISBEMMERUIS, 22U 85 VINDBDEHMERICKDBEM N IEESNDTEMN D DHE. MEICH U CHHERISEZ LT
RIdDE,

Hufelandstrasse 55
Tel.: 0201 723-3530
D-45147 ESSEN

Outside Lecturer Dr. Olaf THRAENHART, Academic Director
Institute for Virology, University Clinic Essen

September 2, 1994

DURR SYSTEM-HYGIENE
ID 213
Instrument Disinfection

Expertise

on the results of testing the virucidal effectiveness of the chemical disinfectant ID 213
on the naked Polio virus

o7

1. Identification of test sample
Name: DURR SYSTEM-HYGIENE ID 213 Instrument Disinfection
Application: Disinfection of instruments
Manufacturer: OROCHEMIE Durr + Pflug GmbH + Co KG, Kornwestheim

Storage conditions:
Active substances:

Room temperature
Trialkylamine and a quaternary ammonium compound

2. Examination conditions
Examination period: 1994
Disinfectant concentration: 10 volume %
Contact times: 5, 30, 60, 120 minutes
Contact temperature: +20°C
Test virus according to
BGA/DVYV guidelines Polio virus
Protein loads: Without,
10 % foetal calf serum (FCS)
0.2 % bovine serum albumin (BSA)
according to BGA/DVV guidelines
Testing method: Suspension test according to BGA/DVV guidelines
4. Test results Table 1 and illustration 1 (the complete test report has 11 pages)
A virus inactivation by log 1¢/D50>4.0 was achieved in the test strains without protein load and
with the addition of serum. In one out of two test strains with bovine serum albumin, a virus
inactivation by log 1glD50>4.0 was detected, whereas the other test strain showed a virus
inactivation by log 1¢lD50>3.6.
5. Assessment

In order to achieve a reliable virucidal activity with ID 213 against the polio virus, the following
instructions for use are provided:

Disinfectant concentration: 10 %

The effectiveness of the disinfectant might be inhibited by a high protein load. In that case, the

Exposure time: 120 minutes

exposure time should be prolonged, if necessary.

(Dr. O. Thraenhart, Academic Director)
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Dr.Jochen Steinmann Mikrolab GmbH 2006/08/22

Effectiveness of ID213 against adeno-virus according to EN14476:2005

EREREERES (BGA) KU1 YIAIVAERRBRERRS (DVV) D1 BSA VICHL . ID213DP T/ D1 ILVRICXT T D
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Effectiveness of DURR SYSTEM-HYGIENE ID 213 Instrumentendesinfektion against adeno-
virus according to EN 14476:2005

EXPERT OPINION

Effectiveness of the instrument disinfectant DURR SYSTEM-HYGIENE ID 213
Instrumentendesinfektion of orochemie was investigated against adenovirus type 5 according
to EN 14476:2005. This European standard describes a quantitative suspension test (phase
2, step 1), mixing one part by volume of test virus suspension, one part by volume of
interfering substance and eight parts by volume of disinfectant. At specified contact times an
aliquot is taken and residual infectivity is determined.

According to EN 14476:2005, a disinfectant is considered as having virucidal effectiveness if
within the recommended exposure time the titre is reduced by 2 four logs-steps (inactivation
2 99.99%).

The disinfectant DURR SYSTEM-HYGIENE ID 213 Instrumentendesinfektion was examined
as 2.0% solution. The exposure times were 5, 15, 30 and 60 minutes.

After 30 (dirty conditions) and 60 (clean conditions) min exposure time a reduction factor of 2
4.50 was measured.

Therefore, summarizing the results of the experiments it can be declared that the disinfectant
DURR SYSTEM-HYGIENE ID 213 Instrumentendesinfektion is virucidal against adenovirus
type 5 with the following conditions:

2.0% 60 minutes

N/

Dr. J. Steinmann
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Effectiveness of DURR SYSTEM-HYGIENE ID 213 Instrumentendesinfektion against polio-
virus according to EN 14476:2005

EXPERT OPINION

Effectiveness of the instrument disinfectant DURR SYSTEM-HYGIENE ID 213
Instrumentendesinfektion of orochemie was investigated against poliovirus type 1 under dirty
conditions according to EN 14476:2005. This European standard describes a quantitative
suspension test (phase 2, step 1), mixing one part by volume of test virus suspension, one
part by volume of interfering substance and eight parts by volume of disinfectant. At specified

contact times an aliquot is taken and residual infectivity is determined.

According to EN 14476:2005, a disinfectant is considered as having virucidal effectiveness if
within the recommended exposure time the titre is reduced by 2 four logse-steps (inactivation
2 99.99 %).

The disinfectant DURR SYSTEM-HYGIENE ID 213 Instrumentendesinfektion was examined
as 6.0 %, 8.0 % and 10.0 % solution. The exposure times were 30, 60, 120 and 240 minutes.
After 240 min exposure time a reduction factor of 2 4.00 was measured (8.0 %).

Therefore, summarizing the results of the experiments it can be declared that the instrument
disinfectant DURR SYSTEM-HYGIENE ID 213 Instrumentendesinfektion is virucidal against

poliovirus type 1 with the following conditions:

8.0 % 240 minutes

\_—_———
Dr.J. $teinmann
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Effectiveness of ID213 against polio-virus according to EN14476:2005
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Project No.: 10-04-2467/00-93

DURR SYSTEM-HYGIENE

ID 213

Instrument Disinfection

Expertise
on the results of testing the acute oral toxicity in rats in conformity with the OECD guidelines

INTRODUCTION AND AIM

The aim of the test was to determine the acute median lethal dose of ID 213. Information derived from this test serves to indicate
the existence of possible hazards likely to arise from short-term exposure to the test article by the oral route.

The test was conducted according to the OECD guideline for the testing of chemicals OECD 402 (February 24, 1987) and to the EEC
directive 84/449 EEC (September 19, 1984). The study was carried out as described in the corresponding protocol approved by

the testing facility and the study sponsor on February 4 and February 15, 1993, respectively. The Principles of Good Laboratory
Practice for the testing of chemicals as specified by the national (BGBI. I, No. 13, § 19 a, March 22, 1990) and international (OECD,
Paris, 1982) legislation were followed during the performance of the study.

SUMMARY

The acute oral toxicity of ID 213 was investigated in 3 groups of Wistar rats, containing 5 males and 5 females or 5 females only
(Group Il).

On the basis of the range finding results, the animals were given a single oral administration of ID 213 at doses of 1000 mg/kg (group |),
1500 mg/kg (group 1) and 2000 mg/kg (group III).

Clinical observations were conducted at regular intervals during the 14-day observation period. Body weights were measured at

days 0, 7 and 14 p.a. Gross pathological examinations were performed immediately on animals found dead or killed in extremis
and at termination on surviving animals. LDg, values were determined after 24 hours and 14 days.

The following results were obtained:

1. 12 of 25 animals died pre-terminally

2! Dose-dependent clinical signs were observed up to 4 days p.a. The most striking findings were apart from the
poor general condition abnormal gait, abnormal body posture, increased salivation, diarrhea and increased diuresis.

3. Weight gains were normal in the surviving animals.
4. Gross pathological examinations at 14 days p.a. (terminal necropsy) revealed no test article-dependent findings apart

from alterations in the stomach in one animal. However, animals found dead showed alterations, e.g. in the stomach,
the intestinal tract and the kidney which were considered to be test-article related.

5. The following LD values were determined after 24 hours and 14 days:
24 hours 14 days
male > 1500.0 mg/kg approx. 1417.0 mg/kg
female 1508.5 mg/kg 1257.6 mg/kg
6. According to the EEC directive 91/325/EEC and the Gefahrstoffverordnung (GefStoffV), 1987

(BGBI. Federal Gazette |, page 2721), the test article
"DURR SYSTEM-HYGIENE ID 213 Instrument Disinfection"

is classified as "harmful".

(PD Dr. rer. nat. E. Bien,
Study Director)
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Acute Oral Toxicity

"Diirr-System-Hygiene ID 213 Instrumentendesinfektion'
Project no.: 10-04-2467/00-93
Page 4 of 33 Bio

DECLARATION

The undersigned hereby declares that the work was performed under her supervision and in
accordance with the described procedures. It is assured that the reported results faithfully
reproduce the raw data obtained during the experimental work. To the best of her knowledge,
no circumstances have been left unreported which may have affected the quality or integrity of
the data or which might have a potential bearing on the validity and reproducibility of this
study.

The study director accepts overall responsibility for the technical conduct of the study as well

as for the interpretation, analysis, documentation and reporting of the results.

PD Dr. rer. nat. E. Bien R

Study Director
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Acute Oral Toxicity

""Diirr-System-Hygiene ID 213 Instrumentendesinfektion'
Project no.: 10-04-2467/00-93
Page 7 of 33 o

I INTRODUCTION AND AIM

The aim of the test was to determine the acute median lethal dose of ''Diirr-System-
Hygiene ID 213 Instrumentendesinfektion'. Information derived from this test
serves to indicate the existence of possible hazards likely to arise from short-term

exposure to the test article by the oral route.

The test was conducted according to the OECD guideline for the testing of chemicals
OECD 401 (February 24, 1987) and to the EEC directive 84/449 EEC (September 19,
1984). The study was carried out as described in the corresponding protocol approved
by the testing facility and the study sponsor on February 4 and 15, 1993, respectively.
The principles of Good Laboratory Practice for the testing of chemicals as specified by
national (BGBL. I, no. 13, § 19 a, March 22, 1990) and international (OECD, Paris,
1982) legislation were followed during the performance of the study.

II. SUMMARY

The acute oral toxicity of "Diirr-System-Hygiene ID 213 Instrumenten-
desinfektion" was investigated in 3 groups of Wistar rats, containing 5 males and

5 females or 5 females only (Group III).

On the basis of the range finding results, the animals were given a single oral
administration of 'Diirr-System-Hygiene ID 213 Instrumentendesinfektion" at
doses of 1000 mg/kg (group I), 1500 mg/kg (group II) and 2000 mg/kg (group III).

Clinical observations were conducted at regular intervals during the 14-day observation
period. Body weights were measured at days 0, 7 and 14 p.a. Gross pathological
examinations were performed immediately on animals found dead or killed in extremis
and at termination on surviving animals. LDs, values were determined after 24 h and
14 days.
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The following results were obtained:

1. 12 of 25 animals died pre-terminally.

2. Dose-dependent clinical signs were observed up to 4 days p.a. The most striking
findings were apart from the poor general condition abnormal gait, abnormal
body posture, increased salivation, diarrhea and increased diuresis.

3. Weight gains were normal in the surviving animals.

4, Gross pathological examinations at 14 days p.a. (terminal necropsy) revealed no
test article-dependent findings apart from alterations in the stomach in one
animal. However, animals found dead showed alterations, e.g. in the stomach,
the intestinal tract and the kidney which were considered to be test article-
related.

5. The following LD5) values were determined after 24 h and 14 days:

24h 14 days
male > 1500.0 mg/kg approx. 1417.0 mg/kg
female 1508.5 mg/kg 1257.6 mg/kg

6. According to the EEC directive 91/325/EEC and the Gefahrstoffverordnung
(GefStoffV), 1987 (BGBL. I, p. 2721), the test article

"Diirr-System-Hygiene ID 213 Instrumentendesinfektion'’

is classified as ""harmful"'.
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ID 213
Instrument Disinfection

Expertise
on the results of testing the acute dermal toxicity in rats in conformity with the OECD guidelines

I INTRODUCTION AND AIM

The aim of the test was to determine the acute median lethal dose of ID 213. Information derived from this test serves to indicate
the existence of possible hazards likely to arise from short-term exposure to the test article by the dermal route.

The test was conducted according to the OECD guideline for the testing of chemicals OECD 402 (February 24, 1987) and to the EEC
directive 84/449 EEC (September 19, 1984). The study was carried out as described in the corresponding protocol approved by

the testing facility and the study sponsor on February 4 and February 15, 1993, respectively. The Principles of Good Laboratory
Practice for the testing of chemicals as specified by the national (BGBI. I, No. 13, § 19 a, March 22, 1990) and international (OECD,
Paris, 1982) legislation were followed during the performance of the study.

. SUMMARY

The acute dermal toxicity of ID 213 was investigated in 5 male and 5 female Wistar rats. Due to the extreme skin reactions after
application of the pure test article, a 2 % solution was investigated.

On the basis of the range finding results, each animal was given a single dermal administration of ID 213 at a dose of 2000 mg/kg
body weight. The skin was exposed to the test article for 24 hours and signs of erythema and oedema were subseequently
evaluated once daily for 14 days.

Clinical observations were conducted at regular intervals during the 14-day observation period. Body weights were measured at
days 0, 7 and 14 p.a. Gross pathological examinations were performed on animals at termination.

The following results were obtained:

1. No abnormal clinical signs were observed.
2 No signs of erythema or oedema were observed.
3. Weight gains were normal in all animals.
4. Gross pathological examinations at 14 days p.a. (terminal necropsy) revealed no test article-dependent findings.
5. According to the requirements of the limit test, the LDg values after 24 hours and 14 days
were as follows:
male and female > 2000 mg/kg
6. The above value is higher than the limit specified as harmful by the EEC directive 91/325/EEC and the

Gefahrstoffverordnung (GefStoffV), 1987 (BGBI. Federal Gazette |, page 2721). When applied to the
skin, a 2 % solution of the test article

"DURR SYSTEM-HYGIENE ID 213 Instrument Disinfection”

may therefore be classified as “"non-toxic".

(PD Dr. rer. nat. E. Bien,
Study Director)
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DECLARATION

The undersigned hereby declares that the work was performed under her supervision and in
accordance with the described procedures. It is assured that the reported results faithfully
reproduce the raw data obtained during the experimental work. To the best of her knowledge,
no circumstances have been left unreported which may have affected the quality or integrity of
the data or which might have a potential bearing on the validity and reproducibility of this
study.

The study director accepts overall responsibility for the technical conduct of the study as well
as for the interpretation, analysis, documentation and reporting of the results.

{ m
PD Dr. rer. nat. E. Bien ))CAx

Study Director

69 D2130Tvb~DRMRE K HEMRER
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I INTRODUCTION AND AIM

The aim of the test was to determine the acute median lethal dose of '"DURR-
SYSTEM-HYGIENE ID 213 Instrumentendesinfektion''. Information derived from
this test serves to indicate the existence of possible hazards likely to arise from short-

term exposure to the test article by the dermal route.

The test was conducted according to the OECD guideline for the testing of chemicals
OECD 402 (February 24, 1987) and to the EEC directive 84/449/EEC (September 19,
1984). The study was carried out as described in the corresponding protocol approved
by the testing facility and the study sponsor on February 4 and February 15, 1993,
respectively. The principles of Good Laboratory Practice for the testing of chemicals
as specified by national (BGB1. I, no 13, § 19 a, March 22, 1990) and international
(OECD, Paris, 1982) legislation were followed during the performance of the study.

11 SUMMARY

The acute dermal toxicity of "DURR-SYSTEM-HYGIENE ID 213
Instrumentendesinfektion' was investigated in 5 male and 5 female Wistar rats. Due
to the extreme skin reactions after application of the pure test article, a 2 % solution

was investigated.

On the basis of the range finding results, each animal was given a single dermal
administration of '"DURR-SYSTEM-HYGIENE ID 213 Instrumentendesinfektion"
at a dose of 2000 mg/kg body weight. The skin was exposed to the test article for 24 h
and signs of erythema and oedema were subsequently evaluated once daily for 14 days.

Clinical observations were conducted at regular intervals during the 14-day observation
period. Body weights were measured at days 0, 7 and 14 p.a. Gross pathological

examinations were performed on animals at termination.
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The following results were obtained:

1. No abnormal clinical signs were observed.

2. No signs of erythema or oedema were observed.

3. Weight gains were normal in all animals.

4. Gross pathological examinations at 14 days p.a. (terminal necropsy) revealed no

test article-dependent findings.

5. According to the requirements of the limit test, the LDgy values after 24 h and
14 days were as follows:

male and female > 2000 mg/kg

6. The above value is higher than the limit specified as harmful by the EEC
directive 91/325/EEC and the Gefahrstoffverordnung (GefStoffV), 1987 (BGBLI
p. 2721). When applied to the skin, a 2 % solution of the test article

"DURR-SYSTEM-HYGIENE ID 213 Instrumentendesinfektion"

may therefore be classified as '"'non-toxic"'.
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DURR SYSTEM-HYGIENE

ID 213

Instrument Disinfection

Expertise
on the results of testing the acute eye irritation in rats in conformity with the OECD guidelines
(Corrosion Test)

INTRODUCTION AND AIM

The aim of the test was to assess the irritant and/or corrosive effect(s) of ID 213 on the eyes and associated mucous membranes.
Information derived from this test serves to indicate the existence of possible hazards likely to arise from exposure of the eyes to

the test article.

The test was conducted according to the OECD guideline for the testing of chemicals OECD 405 (February 24, 1987) and to the EEC
directive 84/449 EEC (September 19, 1984). The study was carried out as described in the corresponding protocol approved by

the testing facility and the study sponsor on February 5 and February 15, 1993, respectively. The Principles of Good Laboratory
Practice for the testing of chemicals as specified by the national (BGBI. I, No. 13, § 19 a, March 22, 1990) and international (OECD,
Paris, 1982) legislation were followed during the performance of the study.

SUMMARY
The potential toxicity of ID 213 was assessed in an acute eye irritation/corrosion test on 6 Albino rabbits. In each animal, 0.1 ml of

a 2 % solution of the test article was introduced into the conjunctival sac of one eye, the untreated eye serving as a control. Both
eyes were examined at 1, 24, 48, 72 hours and at day 4. In animals numbers 2 to 6 observations were extended up to day 11.

Results

Ocular lesions of varying extent, severity and duration were apparent in all animals during the observation period.
The observed findings were reversible within 4 to 11 days p.a.

Assessment

The test article was classified on the basis of the mean values of ocular reactions at 24, 48 and 72 hours p.a.
According to the criteria specified by the EEC directive 91/325/EEC of March 1, 1991 and the Gefahrstoffverord-
nung (GefStoffV), 1987 (BGBI. Federal Gazette |, page 2721), when applied to the eye as a 2 % solution, the test

article
"DURR SYSTEM-HYGIENE ID 213 Instrument Disinfection”

may be classified as "irritant".

(Dr. med. vet. K. Kaufmann,
Study Director)
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DECLARATION

The undersigned hereby declares that the work was performed under her supervision and in
accordance with the described procedures. It is assured that the reported results faithfully
reproduce the raw data obtained during the experimental work. To the best of her knowledge,
no circumstances have been left unreported which may have affected the quality or integrity of
the data or which might have a potential bearing on the validity and reproducibility of this
study.

The study director accepts overall responsibility for the technical conduct of the study as well
as for the interpretation, analysis, documentation and reporting of the results.

Dr. med. vet. K. Kaufmann k . KLM

Study director
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Acute Eye Irritation
"DURR SYSTEM-HYGIENE ID 213 Instrumentendesinfektion"

Project no.: 10-03-2469/00-93
Page 7 of 18

I INTRODUCTION AND AIM

The aim of the test was to assess the irritant and/or corrosive effect(s) of "DURR
SYSTEM-HY GIENE ID 213 Instrumentendesinfektion' on the eyes and associated
mucous membranes. Information derived from this test serves to indicate the existence

of possible hazards likely to arise from exposure of the eyes to the test article.

The test was conducted according to the OECD guideline for the testing of chemicals
(OECD 405, February 24, 1987) and to the EEC directive 84/449/EEC, September 19,
1984. The study was carried out as described in the corresponding protocol approved
by the testing facility and the study sponsor on February 5 and 15, 1993, respectively.
The principles of Good Laboratory Practice for the testing of chemicals as specified by
national (BGBI1. I, no 13, §19 a, March 22, 1990) and international (OECD, Paris,
1982) legislation were followed during the performance of the study.

II. SUMMARY

The potential toxicity of "DURR SYSTEM-HYGIENE ID 213
Instrumentendesinfektion' was assessed in an acute eye irritation/corrosion test on 6
albino rabbits. In each animal, 0.1 ml of a 2 % solution of the test article was
introduced into the conjunctival sac of one eye, the untreated eye serving as a control.
Both eyes were examined at 1, 24, 48, 72 h and at day 4. In animals no. 2 - 6

observations were extended up to day 11.

Results

Ocular lesions of varying extent, severity and duration were apparent in all animals
during the observation period. The observed findings were reversible within 4 - 11

days p.a.
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Acute Eye Irritation

"DURR SYSTEM-HYGIENE ID 213 Instrumentendesinfektion'
Project no.: 10-03-2469/00-93
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Assessment

The test article was classified on the basis of the mean values of ocular reactions at 24,
48 and 72 h p.a. According to the criteria specified by the EEC directive 91/325/EEC
of March 1, 1991 and the Gefahrstoffverordnung (GefStoffV), 1987 (BGBL. I, p. 2721),
when applied to the eye as a 2 % solution, the test article

"DURR SYSTEM-HYGIENE ID 213 Instrumentendesinfektion"

may be classified as irritant.
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DURR SYSTEM-HYGIENE

ID 213
Instrument Disinfection

Expertise
on the results of testing the material compatibility of ID 213

The aim of the test was to determine the material compatibility of ID 213 with general and surgical
instrumentarium as well as rotary dental instrumentarium and aluminium trays.

ik General and surgical dental instrumentarium
The instruments were immerged into a 2 % use solution of ID 213 in an instrument container at room
temperature. Test duration was 4 weeks. Every other day, the instruments were removed from the solution

in the mornings - without rinsing them with water - and left in the air. Subse-  quently, the instruments were
placed into the solution again. At the end of the tests, the instru-
ments were rinsed with water, thoroughly dried and examined under a stereomicroscope.

Results

No visible changes were detected with the different instruments (see table 1). On the basis of  these
results, ID 213 produced an excellent material compatibility with the general and surgi-

cal dental instrumentarium.

2. Rotary dental instrumentarium

The rotary instruments were immerged into a 2 % use solution of ID 213 at room temperature.

Test duration was 14 days. The instruments were removed from the solution every morning, left in the
air without rinsing and placed into the solution again in the evenings. Upon termination of the tests, all
drills, root canal instuments and polishers etc. were rinsed with water and tho- roughly dried, followed by a visual
and stereomicroscopic evaluation.

Results

According to the results shown in table 2, no material changes occurred after the immersion of the

different rotary instruments into the ID 213 solution. Just the root canal instruments with an alu- minium
head, after one day's test duration, showed slight blooms which, however, do not impair the utility value.

3. Aluminium trays of Messrs. Svenska Dental
Differently coloured aluminium trays were placed into a 2 % use solution of ID 213 for 14 days.

Results

The immersion resulted in no material changes whatsoever, especially the colours were neither
affected nor did they peel off. An excellent material compatibility of ID 213 with aluminium trays
can be assessed.

(Dr. rer. nat. K.-M. Wolf) (Dr. rer. nat. D. Heermann)

18



Hoépfigheimer StralRe 17
DENTAL

74321 Bietigheim-Bissingen
www.duerr.co.jp

DURR DENTAL SE (K1) ..
/ DURR



	個別診断／試験結果／効能証明書
	ID213 instrument disinfection
	インスツルメント｜器具の除菌
	ID213の菌及び真菌（C.アルビカンス）による汚染状況下での効能性
	Prof. Dr. Med. H. - P. Werner 2005/03/08
ID213 Instrument Desinfection, Bacterial and fungicidal (C. albicans) efficiancy, Dirty conditions
	ID213の殺菌と殺ウイルス活性、及び結核菌への効力の検証
	Dipl. Biol. Dr. Rer. Nat. Florian H. H. Brill 2013/08/08
ID213 Instrumentendesinfektion under dirty conditions (DGHM catalog of requirements 2002, chapter 11.1 and 11.2)
	DGHMガイドラインに準じたアスペルギウスに対するID213の効力の検証
	Dr. Rer. Nat. Holger Brill 2005/03/18
Summary of the test carried out in accordance with the DGHM standard methods
	ID213の菌及び真菌（C.アルビカンス）による汚染状況下での効能性
	Prof. Dr. Med. H.-P. Werner 2012/08/20
ID213 Instrument disinfection, bacterial and yeasticidal (C. albicans) effictiveness, Dirty conditions
	ID213の結核菌(マイコバクテリウム)による汚染状況下での殺菌効能性の検証
	Prof. Dr. Med. H.-P. Werner 2012/08/27
ID213 Instrument disinfection, tuberculocidal (M. terrae) effictiveness, Dirty conditions
	ID213の結核菌による汚染状況下での殺菌効能性の検証
	Prof. Dr. Med. H.-P. Werner 2005/03/17
ID213 Instrument disinfection, tuberculocidal efficiency, Dirty conditions
	ID213の定量的浮遊試験における殺菌性
	Hygcen, Centrum für Hygiene und medizinische Produktsicherheit 2005/03/08
ID213 Instrument disinfection, DIN EN 13727 (March 2004), Quantitative suspension test, bactericidal activity
	ID213の希釈中和法を用いた定量的浮遊試験における殺菌性
	Dr. Rer. Nat. Holger Brill 2005/03/18
Determination of bacterial effect of ID213 Instrument disinfection accord. EN 13727:2003
	ID213の希釈中和法を用いた定量的浮遊試験における殺真菌性
	Hygcen, Centrum für Hygiene und medizinische Produktsicherheit 2005/03/08
ID213 Instrument disinfection, DIN EN 13624 (Feb 2004), Quantitative suspension test, evaluation of fungicidal activity
	ID213の希釈中和法を用いた定量的浮遊試験における殺真菌性
	Dr. Rer. Nat. Holger Brill 2005/03/17
ID213 Instrument disinfection, according to EN13624: 2003
	ID213の希釈中和法を用いた定量的浮遊試験における殺結核菌（マイコバクテリウム）性
	Prof.We/ku HygCen GmbH 2005/01/15
ID213 Instrument disinfection mycobactericidal activity-prEN 14348
	ID213の希釈中和法を用いた定量的浮遊試験における殺結核菌（マイコバクテリウム）性
	Dr.Rer Nat Holger Brill 2004/05/24
Determination of the tuberculocidal effect of ID213 Instrument disinfection according to EN 14348:2004
	ID213の希釈中和法を用いた定量的浮遊試験における殺菌性
	Prof.We/ku HygCen GmbH 2005/01/05
ID213 Instrument disinfection bactericidal activity of chemical disinfectants for instruments-prEN 14561
	ID213の希釈中和法を用いた定量的浮遊試験における殺菌性
	Dr.Rer Nat Holger Brill 2005/01/05
ID213 Instrument disinfection according to EN 14561:2002
	ID213の希釈中和法を用いた定量的浮遊試験における殺真菌性
	Pfor.We/ku 2005/01/05
ID213 fungicidal activity of chemical disinfectants for instruments prEN 14562 Candida albicans
	ID213の希釈中和法を用いた定量的浮遊試験における殺真菌性
	Dr.Rer Nat Holger Brill 2004/05/21
Determination of fungicidal effect of ID213 Instrument disinfection according to EN14562:2003
	ID213の希釈中和法を用いた定量的浮遊試験における殺結核菌（マイコバクテリウム）性
	Dr.Rer Nat Holger Brill 2004/05/21
ID213 Instrument disinfection quantitative carrier test prEN14563 tuberculocidal activity
	ID213の希釈中和法を用いた定量的浮遊試験における殺結核菌（マイコバクテリウム）性
	Hygcen GmbH 2005/02/09
ID213 Instrument disinfection quantitative carrier test prEN14563 tuberculocidal activity
	ID213の希釈中和法を用いた定量的浮遊試験における殺結核菌（マイコバクテリウム）性
	Dr.Per.Nat.Holger Brill 2004/05/24
Determination of tuberculocidal effect of ID213 instrument disinfection according to EN 14563:2001
	ID213の殺菌効力の検証
	Dr.Ojajarvi Helsinki University 1994/10/12
Determination of tuberculocidal effect of ID213 instrument disinfection according to EN 14563:2001
	ID213の菌及び真菌（C.アルビカンス）による高有機負荷条件下での使用期間の検証
	Dr.rer.Nat.K-M.Wolf and Dr.rer.Nat.D.Heermann 2006/11/27
Examination to determine the standing time of ID213 with high organic load(blood)
	ID213の超音波洗浄器使用時の菌及び真菌（C.アルビカンス）への効力の検証
	Dr.rer.Nat.K-M.Wolf and Dr.rer.nat.D.Heermann 2008/01/29
Investigation into the activity of ID213 when using the ultrasonic cleaner 
	ID213の超音波洗浄器使用時の菌及び真菌（C.アルビカンス）への効力の検証
	Dr.rer.Nat.K-M.Wolf and Dr.rer.nat.D.Heermann 2006/12/01
Investigation into the activity of ID213 when using the ultrasonic cleaner 
	ID213の超音波洗浄器使用時の結核菌（マイコバクテリウム）への効力の検証
	Dr.H Brill Dr Brill+Partner GmbH 2007/10/11
Suitability of ID213 for instrument disinfection using ultrasound(Tuberculocidal effect according to DIN EN14563:2002)
	ID213のワクシニアウイルス不活性化効力の検証
	Dr.H Brill Dr Brill+Partner GmbH 1993/03/24
Testing the virus-inactivating effectiveness of ID213
	ID213の牛ウイルス性下痢ウイルス（BVDV）への効力の検証
	Dr.Jochen Steinmann 2001/09/24
BVDV efficacy of ID213 
	ID213のアデノウイルスへの不活性化効力の検証
	Dr.Jochen Steinmann 1993/04/22
Testing the virus-inactivating effectiveness of ID213 
	ID213のポリオーマウイルスSV40 への不活性化効力の検証
	Dr.Jochen Steinmann 1993/04/22
Polyomavirus SV 40 efficacy of ID213 in a quantitative suspension test at 20 degree 
	ID213のポリオⅠ型ウイルス への不活性化効力の検証
	Dr.Jochen Steinmann 1993/06/10
Testing the virus-inactivating effectiveness of ID213 
	ID213のポリオーマウイルス不活性化効力の検証
	Dr.Olaf Thraenhart University Clinic Essen 1994/09/02
Testing the virucidal effectiveness of ID213 on the naked Polio virus
	ID213のアデノウイルスへの効力の検証
	Dr.Jochen Steinmann Mikrolab GmbH 2006/08/22
Effectiveness of ID213 against adeno-virus according to EN14476:2005
	ID213のポリオウイルス
	Dr.Jochen Steinmann Mikrolab GmbH 2006/08/22
Effectiveness of ID213 against polio-virus according to EN14476:2005
	ID213のラットへの急性経口毒性試験
	Dr.rer.nat.E.Bien IBR Forschungs GmbH 1993/07/05
Effectiveness of ID213 against polio-virus according to EN14476:2005
	ID213のラットへの急性経皮毒性試験
	Dr.rer.nat.E.Bien IBR Forschungs GmbH 1993/07/05
Acute Oral Toxicity Test of ID213 in Rats
	ID213のウサギへの急性眼刺激／腐食性試験
	Dr.rer.nat.E.Bien IBR Forschungs GmbH 1993/04
Acute Oral Toxicity Test of ID213 in Rats
	ID213の原料適合性試験
	Dr.rer.nat.K.-M.Wolf and Dr.rer.nat.D.Heermann 1993/11/23
Testing the material compatibility of ID213

