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ID220MDB NI NICRITDERUER (C.PILENYR) NDOBEMMERREE
Prof. Dr. Med. H. - P. Werner 2005/03/08

ID220 Instrument disinfection, Bactericidal and fungicidal (C. albicans) efficacy, Dirty condition

R VILABEER S (DGHM) OEECHREL ), BRI NCRITDEENHERBREZEEZEEUCREAHBREER TR
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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 - Bornhévedstr. 78 - D-19055 Schwerin Tel.: +49 (0)385 / 56 82 65
Fax: +49 (0)385 / 56 82 67
E-Mail: hpwerner@hygcen.de

or9chemie
DURR + PFLUG GmbH + Co KG
Max-Planck-Stralle 27

D- 70806 Kornwestheim

2005-03-08

DURR SYSTEM-HYGIENE ID 220 Bohrerdesinfektion
Instrument disinfection

Bactericidal and fungicidal (C. albicans) efficacy
Dirty condition

EXPERTISE

After testing the disinfectant DURR SYSTEM-HYGIENE ID 220 Bohrerdesinfektion
in accordance with the

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

| give the following evaluation of the results from the test report 2005-03-08
(SN 4025):

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 test were carried out under dirty condion and spread
plate technique for germ detection.

DURR SYSTEM-HYGIENE ID 220 Bohrerdesinfektion resulted in sufficient
reduction (5 Ig. Units of the test bacteria S. aureus, E. hirae and P. aeruginosa or

4 1g. units of C. albicans) under dirty condition

in75 % within 30 seconds and
in50 % within 1 minute.

page 1 of 2
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Results under practical conditions

The efficacy of the diesinfectant DURR SYSTEM-HYGIENE ID 220
Bohrerdesinfektion was tested under dirty condition.

Under this condition in
75 %  within 1 minute

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

. Application recommendations for
DURR SYSTEM-HYGIENE ID 220 Bohrerdesinfektion
For instrument disinfection

According to the results abtained DURR SYSTEM-HYGIENE ID 220
Bohrerdesinfektion complies with the

.Requirements Specification for the Admission of Chemical Disinfection
Processes in the disinfection commission of VAH®

Under dirty condition against S. aureus, E. hirae, P. aeruginosa and C. albicans

concentrated within 1 minute.

/

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

page 2 of 2
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PD Dr. med. H.-P. Werner 2005/10/18

ID220 Instrument disinfection, Fungicidal efficacy against Aspergillus niger, Dirty condition

DGHM®DAA RS54 VIRV SBRINR NICRITDE S0 F i RER 2B 2 BE UIZRE AR Z 77 ANVF DR ZA—(Cxd
U TIToIEHER, ID220 100%RE/ARFHHR) (T30 DIERIERE CTHORBMMEER L. M EDGRERGRIIVAHBSESR
[CRDEBETOTADREDFHBEEZBIZL CL DT ENEIESNI,

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

c/o HygCen Centrum fir 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

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

D- 70806 Kornwestheim

2005-10-18

DURR SYSTEM HYGIENE ID 220 Bohrerdesinfektion
Instrument disinfection

Fungicidal efficacy against Aspergillus niger

Dirty condition

EXPERTISE

After testing the disinfectant DURR SYSTEM HYGIENE ID 220 Bohrerdesinfektion
accordance with the

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

| give the following evaluation of the results from the test report 2005-10-17
(SN 4025):

Results of the in vitro-tests

The quantitative suspension test were carried out under dirty conditions.
DURR SYSTEM HYGIENE ID 220 Bohrerdesinfektion resulted in sufficient
reduction (4 Ig. units of the test strain A. niger) under dirty condition

in90 % within 30 seconds.

page 1 of 2
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Ergebnisse under practical conditions

The efficacy of the disinfectants DURR SYSTEM HYGIENE ID 220
Bohrerdesinfektion was tested under dirty condition.

Under this condition in

100 %  within 30 seconds

a sufficient efficacy against A. niger.

. Application recommendations for
DURR SYSTEM HYGIENE ID 220 Bohrerdesinfektion
for instrument disinfection

According to the results abtained DURR SYSTEM HYGIENE ID 220
Bohrerdesinfektion complies with the

,Requirements Specification fort he Admission of Chemical Disinfection
Processes in the disinfection commission of VAH".

under dirty condition against A. niger

concentrated within 30 seconds.

4

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

page 2 of 2
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PD Dr. med. H.-P. Werner 2005/10/18

ID220 Instrument disinfection, Tuberculocidal efficacy, Dirty condition

DGHM®DZIA BS51 VICHEL . SBRIRR NCHITOESFEERBREZBEERELUCEEAMBREGZBICXT LTI oIk
£. ID220 A00%BE/FHEW) 31D DIEAIE CTHAREBMMEZTR L. M EDRERBRIIVAHBESZEARICEIDESF IO
T RDFREEDFHHEEZ B/ U CL\DENEIFSNTS,

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

c/o HygCen Centrum fir Hygiene und
medizinische Produktsicherheit GmbH
BornhovedstraBe 78
D-19055 Schwerin
Prof. Dr. H.-P. Werner - ¢c/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

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

D- 70806 Kornwestheim

18.10.2005

DURR SYSTEM HYGIENE ID 220 Bohrerdesinfektion
Instrument disinfection

Tuberculocidal efficacy

Dirty condition

EXPERTISE

After testing the disinfectant DURR SYSTEM HYGIENE ID 220 Bohrerdesinfektion
accordance with the

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

| give the following evaluation of the results from the test report 2005-10-17
(SN 4025):

Results of the in vitro-tests

The quantitative suspension test were carried out under dirty conditions.
DURR SYSTEM HYGIENE ID 220 Bohrerdesinfektion resulted in sufficient
reduction (4 Ig. units of the test strain M. terrae) under dirty condition

in 90 % within 1 minute.

page 1 of 2
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Ergebnisse underr practical conditions

The efficacy of the disinfectants DURR SYSTEM HYGIENE ID 220
Bohrerdesinfektion was tested under dirty condition.

Under this condition in

100 %  within 30 seconds

A sufficient efficacy against M. terrae.

. Application recommendations for
DURR SYSTEM HYGIENE ID 220 Bohrerdesinfektion
for instrument disinfection

According to the results abtained DURR SYSTEM HYGIENE ID 220
Bohrerdesinfektion complies with the

.Requirements Specification fort he Admission of Chemical Disinfection
Processes in the disinfection commission of VAH"

under dirty condition against M. terrae

concentrated within 1 minute.

/

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

page 2 of 2

D220 B AR R T IHF B KA~ DB R MR

6



DGHMICE UZID220DEFBNESEE U COBRNMEIREIER
Dr. Holger. Brill 2005/06/30
Summary of the test carried out in accordance with the standard methods of the DGHM

DGHMDEZEEIZRWNID220DE « BE (P AN)VFIVRAZH—) RORKE (31 I/\DTUDL) NOFEN « REM IR Z
RELUIZHER. ID220 100%RE/RFBR) (8 « BE& « i ECX U D OFRE-E THOe BRIt Emd CENBIASN
EO

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

Orochemie Dirr + Pflug GmbH & Co. KG
Max-Planck-StraRe 27
D —70806 Kornwestheim

Hamburg, 30 June 2005

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

The instrument disinfectant DURR SYSTEM-HYGIENE 1D 220 BOHRERDESINFEKTION was tested 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 inclusion of chemical disinfection procedures in the DGHM list

of disinfectants” dated 4 February 2002.

The test preparation proved to be bacteriostatic and fungistatic as well as bactericidal and fungicidal. In addition,
the test preparation is tuberculocidal, as it is effective against Mycobacterium terrae. Furthermore, the test prepa-
ration has a very good effectiveness against the mould Aspergillus niger.

The use-recommendation for DURR SYSTEM-HYGIENE 1D 220 BOHRERDESINFEKTION for chemical instrument

disinfection including Mycobacterium terraeis:

100 % 1 minute

~

S

Dr. Holger Brill
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HygCen, Dr. med. H.-P. Werner and Kathrin Naujox 2005/02/09

Quantitative Suspension test for the evaluation of bactericidal efficacy

EN13727ICF# U T, ID220D5ERINR NCRITDIEENZEERRZHET FOKE. BREHEEKE. RIERICXIUTIToIciE

K. BWED1-T70/\N)—)L15g,/100gRUKERIEN DA/ 1008ZBNDID220 (BOWBRE /1.25BFR) [FBLINRT
O.3% 7PV IT=U+03%EVIFRMER) ICHRUNT, SOMBEDIERIBE CTHoBMMEER U,

‘ y/€/®
Centrum fiir Hygiene

und medizinische Produktsicherheit

HygCen GmbH e Postfach 110135 e D-19001 Schwerin ***‘# * Akkreditiert durch
* Z&ntglstellce’ }??t( Lér;‘d:_‘zr

. * %% * Ir BSU_I’l eif SSC uf
orochemie (=€) und Mecizinprocukton

K e g k% ZLG-P-715.98.13

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

D- 70806 Kornwestheim

2005-02-09
Prof. We/ku

DURR SYSTEM-HYGIENE ID 220 Bohrerdesinfektion
Quantitative suspension test

DIN EN 13727 (march 2004)- bactericidal efficacy
(phase 2, step 1)

TEST REPORT

Identification of the test laboratory: SN 4025

Test product: DURR SYSTEM-HYGIENE ID 220
Bohrerdesinfektion

Batch number : 25133 (WF-022)

Manufacturer: orochemie

Date of order: 2004-08-11

Date of delivery: 2004-08-16

Appearance: clear, light blue liquid

Odour: alcoholic, aromatic

Active substances per 100 g: 15 g 1-Propanol

Kaliumhydroxid

SN 4025 DIN EN 13727 page 1 of 6

HygCen Centrum fiir Hygiene und Telefon: +49 (0) 38556 82 65 Dt. Apotheker- und Arztebank BLZ 120906 40 Konto 0 005 578 698
medizinische Produktsicherheit GmbH +49 (0) 385598374 Deutsche Bank AG Schwerin  BLZ 13070024 Konto 3 184 645
BornhévedstraBe 78 Telefax: +49 (0) 38556 82 67 Mainzer Volksbank BLZ 55190000 Konto 396317018
(Eingang W.-Rathenau-Str) [MPostfach 110135 E-Mail: info@hygcen.de

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

Geschaftsfihrerin Dipl.-ing. (FH) Umwelt- und Hygienetechnik Margrit Werner . Amtsgericht Schwerin HRB 4792 . UST.-Nr.: 178599849
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VG-
Centrum fiir Hygiene
C E und medizinische Produktsicherheit
GmbH

Conclusion: According to DIN EN 13727 (03/2004) the batch 25133 of
the product DURR SYSTEM-HYGIENE ID 220
Bohrerdesinfektion possesses a bactericidal activity under
dirty conditions (0.3 % albumine + 0.3 % sheep-
erythrocytes) in 30 seconds for the referenced strains
Staphylococcus  aureus, Enterococcus  hirae  and
Pseudomonas aeruginosa when diluted at 80 % (v/v) in
distilled water.

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 fur Hygiene und
medizinische Produktsicherheit GmbH

K. Naujox
Department manager

Prof. Dr. med. H.-P. Werner
Manager of technical affairs

SN 4025 DIN EN 13727 page 6 of 6
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ID220 D3R BRI DIRFIE

Dr. Holger Brill 2005/10/01

Verification of the bactericidal effect of ID220 according to EN13727

EN13727ICE U T ID220DBEINRNICRITDIEBT FOKE. BAEHKE. REE \ORBUNRERIELCHE
£, ID220 100%RE /FKEW) [FBHRINRT (O3%E Y ITRMIK+0.3%HPIVIZ) ICRNTADDIFRFE TR
BatzEmUIC,

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

Verification of the bactericidal effect of DURR SYSTEM-HYGIENE ID 220

BOHRERDESINFEKTION according to EN 13727: 2004 (phase 2, step 1

Expert's report

In accordance with EN 13727 (2004), the test report no. L 04/228.1 of Dr. Brill + Partner GmbH shows that batch
no. 25156 of the product ,DURR SYSTEM-HYGIENE ID 220 BOHRERDESINFEKTION has in dilution with hard
water under high organic load (3 g/L sheep erythrocytes + 3 g/l bovine albumin) a bactericidal effect against the
test germs Staphylococcus aureus, Enterococcus hirae and Pseudomonas aeruginosa. The following concentration-

time relationship proved to be sufficiently effective:

100 % 1 minute

Hamburg, 01.10.2005

-

Yot

Dr. Holger Brill
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HygCen, Dr. med. H.-P. Werner and Kathrin Naujox 2005/02/15

Quantitative Suspension test for the evaluation of fungicidal activity

EN13624(CU T, ID220DFHERPIVEZRVCREEHFHBDTHIC. EFEVFEHREREN IS 2)LENY ARO P
ZNRIVFIVZAZA—ICX U T of28ER. 20 COERIKR NCHRNTEMRD1-T 0/ —)L15g,/100gKRUKER 61D
I/100gZBDID220 (BORRE . /1.25BFBW) [FEFINRET (03%PILIIV+0.3% Y ITRIMEK) [CHBLNTIOMD
TERIBAE CTHoiaBIMER U,

s
CE

Centrum fir Hygiene
und medizinische Produktsicherheit

HygCen GmbH e Postfach 1101 35 e D-19001 Schwerin &**ﬁi} Akkreditiert durch
. * * Zentralstelle der Lander
OrOChemle * | 4| é * fiir Gesundheitsschutz
== bei Arzneimittein

o * Al
Durr + Pflug GmbH + Co KG **ﬁ*ﬁ nd Macknprocicon

Max-Planck-Str. 27

D- 70806 Kornwestheim

2005-02-15
Prof. We/ku

DURR SYSTEM-HYGIENE ID 220 Bohrerdesinfektion

DIN EN 13624 (February 2004)

Quantitative suspension test for evaluation of fungicidal activity

(phase 2, step 1)

TEST REPORT
Test product: DURR SYSTEM-HYGIENE ID 220 Bohrerdesinfektion

Identification of the test laboratory: SN 4025

Date of delivery: 2004-08-16

Batch number : 25133 (WF-022)

Manufacturer: orochemie

Storage conditions: those of the manufacturer

Active substances per 100 g: 15 g 1-Propanol

Kaliumhydroxid
Appearance: clear, light blue fluid
Odouir: alcoholic
SN 4025 EN 13624 page 1 of 6

HygCen Centrum fiir Hygiene und Telefon: +49 (0) 38556 82 65 Dt. Apotheker- und Arztebank BLZ 120906 40 Konto 0005578 698
medizinische Produktsicherheit GmbH +49 (0) 38559 83 74 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.) [MPostfach 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
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VG/.
Centrum fir Hygiene
( Ek und medizinische Produktsicherheit
GmbH

Conclusion: According to DIN EN 13624 (February 2004) the batch
25133 of product DURR SYSTEM-HYGIENE ID 220
Bohrerdesinfektion possesses a fungicidal activity at 20 °C
under dirty conditions (0.3 % albumine + 0.3 % sheep-
erythrocytes) in 30 seconds for the referenced strains
Candida albicans and Aspergillus niger when diluted at 80
% (viv) in distilled water.

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 fur Hygiene und
medizinische Produktsicherheit GmbH

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

SN 4025 EN 13624 page 6 of 6
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ID220MDERINRE NICHIT DREBRDDIREE

Dr. Holger Brill 2005/10/10

Verification of the fungicidal effect of ID220 according to EN13624

EN13624IC# U T ID220DBEINR RNICRITDAYIE < PIVENY ARV P ZAN)VFIVA Z - \DREBMHNRZE
SEUICHBER, ID220 00%RE /KRFBR) [FBRINTT (0.3%YITRMEK+0.3%HEPIVIT ) ([CHUNT, 13D FRESHE
THosBMEZERUIZ,

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

Verification of the fungicidal effect of DURR SYSTEM-HYGIENE [D 220
BOHRERDESINFEKTION according to EN 13624: 2004 (phase 2, step 1)

Expert’s report

In accordance with EN 13624 (2004), the test report no. L 04/228.2 from Dr. Brill + Partner GmbH shows that
batch no. 25156 of the product , DURR SYSTEM-HYGIENE ID 220 BOHRERDESINFEKTION has in dilution with
hard water under high organic load (3 g/L sheep erythrocytes + 3 g/l bovine albumin) a fungicidal effect against
the tested germs Candida albicans and Aspergillus niger. The following concentration-time relationship proved to

be sufficiently effective:

100 % 1 minute
Hamburg, 10.10.2005

Tose

Dr. Holger Brill

13 D220k R FIZHIT S EE S HOREE



ID220DEEBYFHEFERC KT IS B E5HD

HygCen, Dr. med. H.-P. Werner and Kathrin Naujox 2005/02/15

ID220-tuberculocidal efficacy

ID220DFEAEE DFHIBDIZHIC, EN14348ICE U TRESFHEUNERZ Y I/NDTUDA T IIICUTTTOIEHER. B
RD1-T 0/ —)L15g,/100gROKERERD D /100gZENID220 (BO%RE /1.25(FFHIR) (ISDDIFRIET

+aEMEERUIC,

HygCen GmbH e Postfach 11 0135 ¢ D-19001 Schwerin

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

D- 70806 Kornwestheim

’//€/®
Centrum fur Hygiene

und medizinische Produktsicherheit

L ¥ sﬁ'ﬁﬁ Akkreditiert durch
* Y Ze_n(ralstelle der Lander
L L@ o
‘ﬁ’* *‘3‘!’ und Medizinprodukten
* f K ZLG-P-715.98.13
2005-02-15
Prof. We/ku

DURR SYSTEM-HYGIENE ID 220 Bohrerdesinfektion
prEN 14348 — tuberculocidal efficacy

phase 2, step 1

TEST REPORT

Identification of the test laboratory:

Test product:

Batch no.:
Manufacturer:

Date of order:

Date of delivery:
Storage conditions:
Appearance:
Odour:

Active substances per 100 g:

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

[MPostfach 110135
D-19001 Schwerin

Telefon: +49 (0) 385 56 82 65
+49 (0) 385598374
Telefax: +49 (0) 38556 82 67
E-Mail: info@hygcen.de
Internet: www.hygcen.de

SN 4025

DURR SYSTEM-HYGIENE ID 220
Bohrerdesinfektion

25133 (WF-022)
orochemie

2004-08-11

2004-08-16

those of the manufacturer
clear, light blue fluid
alcoholic, aromatic

15 g 1-Propanol
Kaliumhydroxid

SN 4025 prEN 14348 page 1 of 5

Dt. Apotheker- und Arztebank BLZ 120 906 40 Konto 0005 578 698
Deutsche Bank AG Schwerin  BLZ 13070024 Konto 3 184 645
Mainzer Volksbank BLZ 55190000 Konto 396317018

Steuer-Nr.: 090/110/03882

Geschaéftsfuhrerin Dipl.-Ing. (FH) Umwelt- und Hygienetechnik Mararit Werner

Amtsaericht Schwerin HRR 4792 LIST -Nr- 178599849

D220 E BT HEHBRI- DT o ERERTE 14



Yo
Centrum fiir Hygiene
( 'E und medizinische Produktsicherheit
GmbH

Conclusion: According to prEN 14348 (09/2002), the product DURR
SYSTEM-HYGIENE ID 220 Bohrerdesinfektion
possesses a tuberculocidal activity under dirty
conditions (0.3 % albumine + 0.3 % sheep-erythrocytes)
for the referenced strain Mycobacterium terrae in 5
minutes when diluted at 80 % (v/v) in distilled 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

(T

Kathrin Naujox
Department manager

Prof. Dr. med. H.-P. Werner
Manager of technical affairs

SN 4025 prEN 14348 page 5 of 5
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ID220DERINE NICRITDVY A T/IND T PREDDIREE
Dr. Holger Brill 2005/10/10
Verification of the mycobactericidal effect of ID220 according to EN14348

EN14348IC# U T ID220DEFIAR NICHITDRABERE M EIRIL T DICH YA INDFTUD T STRONAIND T
DL PEDACKIUTiRERZ T DICHER, ID220 100%RE /RBH [FFRINRT (0.3% Y ITRMEK+0.3%H 7)1
T2 IEHRWTADDIFRBE CTHOBBENEER 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

EMAIL INFO@BRILLHYGIENE.COM

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

Verification of the mycobactericidal effect of DURR SYSTEM-HYGIENE [D 220
BOHRERDESINFEKTION according to EN 14348: 2005 (phase 2, step 1

Expert’s report
In accordance with EN 14348 (2005), the test report no. L 04/228.3 shows that batch no. 25156 of the product
~DURR SYSTEM-HYGIENE ID 220 BOHRERDESINFEKTION” has in dilution with hard water under high organic
load (3 g/L sheep erythrocytes + 3 g/l bovine albumin) a mycobactericidal effect against the test germs Mycobacte-

rium avium and Mycobacterium terrae. The following concentration-time relationship proved to be sufficiently

effective:

100 % 1 minute
Hamburg, 10.10.2005

Dr. Holger Brill

D220 BRI TIZBFBIAANITUTREDNORIE 16



ID220MFENER|IC 31T DI ERDEEIREE

HygCen, Dr. med. H.-P. Werner and Kathrin Naujox 2005/03/11

Quantitative carrier test- bactericidal activity of chemical disinfectants for instruments

D220 EMEEIRIIDIZHIC. EN14561ICE U TRERBRZERT FOKER, BAEHEKE. RIRSICXTUTIToICkE
R, 20CHBRINTT O3%FPIVTIU+H0I%EYITRIMEK) [CHRNT, BRIED1-70/ . —)15g,/ 1008 SRUKERE
NUD/100g SENDID220 (75%i=E/#1.3BFHIR) (E30MWEDIFREE THoeBMMMZmUIC,

bl

Centrum fir Hygiene
und medizinische Produktsicherheit

HygCen GmbH e Postfach 11 01 35 e D-19001 Schwerin e K o Akkreditiert durch
. Al
OI"OChemle i;; %%ég bei Arzneimitteln
. un edizil dukten
Dirr + Pflug GmbH + Co KG Ky g i®  ZLGP 7150813
Max-Planck-Str. 27
D- 70806 Kornwestheim
2005-03-11
Prof. We/ku

DURR SYSTEM-HYGIENE ID 220 Bohrerdesinfektion
Quantitative carrier test — bactericidal activity of chemical disinfectans for
instruments -prEN 14561 (Nov. 2002)

(phase 2, Stepp 2)
TESTREPORT
Identification of the test SN 4025
laboratory.:
Manufacturer: Orochemie GmbH

Test product: DURR SYSTEM-HYGIENE ID 220 Bohrerdesinfektion

17

Batch number.:
Date of order:
Date of delivery:
Time of test:

Active substances in 100g:

Appearance:
Odour:
pH-values:

Ch.-B.: 25133 (WF-022)
2004-08-11

2004-08-16

2005-01-28 — 2005-01-30

15 g 1-Propanol
Kaliumhydroxid

clear, blue liquid

alcoholic
conc.: 13,74
75% in WSH: 13,59

SN 4025 prEN 14562 page 1 of 9

Telefon: +49 (0) 385 56 82 65
+49 (0) 385598374

HygCen Centrum fiir Hygiene und

medizinische Produktsicherheit GmbH
BornhévedstraBe 78

(Eingang W.-Rathenau-Str) [Postfach 110135
D-19055 Schwerin D-19001 Schwerin

Telefax: +49 (0) 38556 82 67
E-Mail: info@hygcen.de
Internet: www.hygcen.de

Dt. Apotheker- und Arztebank BLZ 12090640 Konto 0005 578 698
Deutsche Bank AG Schwerin  BLZ 13070024 Konto 3 184 645
Mainzer Volksbank

BLZ 55190000 Konto 396317018

Steuer-Nr.: 090/110/03882

Geschaftsfiihrerin Dipl.-Ing. {FH) Umwelt- und Hygienetechnik Margrit Werner

D220 = EARICH T DI E RN BERRELE

Amtsgericht Schwerin HRB 4792

UST.-Nr.: 178599849



VG
Centrum fir Hygiene
CE und medizinische Produktsicherheit
GmbH

Conclusion: According to prEN 14561 (11/2002) the batch Ch.-B.: 25133 of
product DURR SYSTEM-HYGIENE ID 220 Bohrerdesinfektion
under dirty condition (0,3 % bovine albumin + 0,3 % sheep
erythrozytes) in 20 °C in 30 seconds after dillution of 75 %
(v/v) in water of standardized hardness possesses a
bactericidal ~ activity against the test organsims
Staphylococcus  aureus, Enterococcus  hirae  and
Pseudomonas aeruginosa.

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

Information: The test results are valid fort he named test subject only.
reproduction of any part of this report requires the written permission
HygCen GmbH.

G

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

SN 4025 prEN 14561 page 9 of 9

D220 % EHRICHIT DR E SN BERR L
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ID220MDEFINR NICRIT DRRER D DIKEIE
Dr. Holger Brill 2005/10/05
Verification of the bactericidal effect of ID220 according to EN14561

EN14561([CE U T, ID220DERINR RICHITDIRET FOUKE., BAZHEKE, FKIRENOREUNRER

SELTCHS

£. 1D220 (100%RE ./ RFEH [FEFINRT O.3%EYIFHMEKA0.3%47PIVI =) [CHNTCADDIFRBE T

BatamUic.

DR. RER. NAT. HOLGER BRILL

/0 DR. BRILL + PARTNER GMBH
LABOR FOR 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

Verification of the bactericidal effect of DURR SYSTEM-HYGIENE ID 220
BOHRERDESINFEKTION according to EN 14561: 2005 (phase 2, step 2)

Expert's report

In accordance with EN 14561 (2005), the test report no. L 04/228.4 from Dr. Brill + Partner GmbH shows that
batch no. 25156 of the product , DURR SYSTEM-HYGIENE ID 220 BOHRERDESINFEKTION“ has in dilution with
hard water under high organic load (3 g/L sheep erythrocytes + 3 g/l bovine albumin) a bactericidal effect against
the tested germs Staphylococcus aureus, Enterococcus hirae and Pseudomonas aeruginosa. The following concen-

tration-time relationship proved to be sufficiently effective:

100 % 1 minute

Hamburg, 05.10.2005

-

VYoee

Dr. Holger Brill
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ID220MiREFERIC BT DIREBXNEEIRE

HygCen, Dr. med. H.-P. Werner and Kathrin Naujox 2005/03/11
Quantitative carrier test- fungicidal activity of chemical disinfectants for instruments
ID220DREEMEERIEDITHIC, EN14562([CE U TRERERZ N IS «PILENY ZARO P AN)IVF)VRAZA—Ca L
THTOIZ#ER. 20COBEIRNR T (O.3%HFPIVIZU+03%E Y IFRIMEK [CHNT, BRIKD1-T70/N/—)L15g,100g
ROKEEEND D, 100g SBEDID220 (100%RE/ARFER) [F30OMEDIERE THoeBMMER UL,

HygCen GmbH e Postfach 11 01 35 ¢ D-19001 Schwerin

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

D- 70806 Kornwestheim

&

Centrum fur Hygiene
und medizinische Produktsicherheit

Akkreditiert durch
* * Zentralstelle der Lander

- fiir Gesundheitsschutz
* _—__Lé * bei Arzneimitteln

** und Medizinprodukten
* A K ZLG-P-715.98.13

2005-03-11
Prof. We/ku

DURR SYSTEM-HYGIENE ID 220 Bohrerdesinfektion
Quantitative carrier test — fungicidal activity of chemical disinfectants for
Instruments prEN 14562 (Nov. 2002)

(pase 2, step 2

TESTREPORT
Identification of the test SN 4025
laboratory.:
Manufacturer: Orochemie GmbH

Test product:

Batch number.:

Date of order:

Date of delivery:

Time of test:

Active substances in 100g:

Appearance:
Odour:
pH-values:

HygCen Centrum fir Hygiene und

medizinische Produktsicherheit GmbH
BornhovedstraBe 78

(Eingang W.-Rathenau-Str) [™Postfach 110135
D-19055 Schwerin D-19001 Schwerin

DURR SYSTEM-HYGIENE ID 220 Bohrerdesinfektion
Ch.-B.: 25133 (WF-022)

2004-08-11
2004-08-16

2005-01-27 — 2005-01-31

15 g 1-Propanol
Kaliumhydroxid

clear, blue liquid

alcoholic
conc.: 13,74
75% in WSH: 13,59

SN 4025 prEN 14562 page 1 of 7

Telefon: +49 (0) 385 56 82 65
+49 (0) 385598374
Telefax: +49 (0) 38556 8267
E-Mail: info@hygcen.de
Internet: www.hygcen.de

Mainzer Volksbank

Steuer-Nr.: 090/110/03882

Dt. Apotheker- und Arztebank BLZ 120906 40 Konto 0 005578 698
Deutsche Bank AG Schwerin  BLZ 13070024 Konto 3 184 645
BLZ 55190000 Konto 396317018

A amabzfafiiheavin Nial Tan (ELN Lot comd L

e Al R RAT~ AR AL

Maceds Wiasn s anbnmmitaled Onlasinuin LIDD 4700

D220 2 EREBRICE T IR EEEEREE
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VG,
Centrum fur Hygiene
CE und medizinische Produktsicherheit
GmbH

Conclusion: According prEN 14562 (11/2002) the batch Ch.-B.: 25133 of
product DURR SYSTEM-HYGIENE ID 220 Bohrerdesinfektion
under dirty condition (0,3 % bovine albumin + 0,3 % sheep
erythrozytes) by 20 °C as concentrate in 30 seconds
possisses an insufficient fungicidal activity against the test
organisms Candida albicans and Aspergillus niger.

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

Information: The test results exclusively refer to the samples described
above. Account of extracts of this report is only possible by
written approval from HygCen.

HygCen
Centrum fiir Hygiene und
med. Produktsicherheit GmbH

f

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

SN 4025 prEN 14562 page 7 of 7
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ID220MDSBZINR NICHIT DREER D DIRIE

Dr. Holger Brill 2005/10/05

Verification of the fungicidal effect of ID220 according to EN14562

EN14562(C U T, ID220DERINR NCHITDNYIT < PILERNY ARO P ANR)IVF)IZA Z - \DREBENRZE
SEUICHBER, ID220 100%RE./KRFBIR) [FBRINTT (0.3%YIFRMEK+0.3%HEPIVI ) ([CHUNT 10D FRSHE
THolsBEMEZERUIZ,

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

Verification of the funqicidal effect of DURR SYSTEM-HYGIENE ID 220

BOHRERDESINFEKTION according to EN 14562: 2005 (phase 2, step 2

Expert's report

In accordance with EN 14562 (2005), the test report no. L 04/228.5 from Dr. Brill + Partner GmbH shows that
batch no. 25156 of the product , DURR SYSTEM-HYGIENE 1D 220 BOHRERDESINFEKT/ON* has in dilution with
hard water under high organic load (3 g/L sheep erythrocytes + 3 g/l bovine albumin) a fungicidal effect against
the tested germs Candida albicans and Aspergillus niger. The following concentration-time relationship proved to

be sufficiently effective:

100 % 1 minute
Hamburg, 05.10.2005

5%

Dr. Holger Brill

D220DBE LKA RIZHTBBERERN HOKRIE 22



ID2200DRIEHERIC RIT DS LB RBEIRELE
HygCen, Dr. med. H.-P. Werner and Kathrin Naujox 2005/08/24
Quantitative carrier test-tuberculocidal activity
ID220D#HAEERBERRIEDIZHIC, EN14563ICE U TRENRE Y I/ND T UD A T OIICXHUTIT OICHER. 753
IR O3%HFPIVITZU+03%E Y IFRIMEK [CHRUT BRED1-T 0/ —)L15g/100gRUKEE LD A, 100
ZBNID220 100%RE/ARFR) [F30OMBEDIFAFE CTHoRBMEER U,

/V YG/°

Centrum flr Hygiene
und medizinische Produktsicherheit

HygCen GmbH e Postfach 11 01 35 ¢ D-19001 Schwerin A% ‘ﬁ’** Akkreditiert durch
% A
® ;%é ® bei Arzneimitteln
. *{? 1}* und Medizinprodukten
orochemie s ZLG-P-715.98.13
Dirr + Pflug GmbH + Co KG
Max-Planck-Str. 27
D- 70806 Kornwestheim
2005-08-24
Prof. We/ku

DURR SYSTEM-HYGIENE ID 220 Bohrerdesinfektion
quantitative carrier test

prEN 14563 — tuberculocidal activity

(phase 2, step 2)

TESTREPORT

Identification of the test laboratory: SN 4025

DURR SYSTEM-HYGIENE ID 220
Bohrerdesinfektion

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:

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

MPostfach 110135
D-19001 Schwerin

Telefon: +49 (0) 38556 8265
+49 (0) 385598374
Telefax: +49 (0) 385568267
E-Mail: info@hygcen.de
Internet: www.hygcen.de

25133 (WF-022)
orochemie
2004-08-11
2004-08-16

Those of the manufacturer

concentrate
clear, blue liquid
alcoholic

15 g 1-Propanol
Kaliumhydroxid

SN 4025 prEN 14563 page 1 of 5

Deutsche Bank AG Schwerin  BLZ 13070024 Konto 3 184 645
Mainzer Volksbank

Steuer-Nr.: 090/110/03882

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

23 D220 EREBRICHIT DI KE S REIRET

Amtsgericht Schwerin HRB 4792

Dt. Apotheker- und Arztebank BLZ 120906 40 Konto 0005 578 698

BLZ 55190000 Konto 396317018

UST.-Nr.: 178599849



VGl.
Centrum fiir Hygiene
C E und medizinische Produktsicherheit
GmbH

Conclusion: According to prEN 14563 (11/2002) the bath 25133 (WF-
022) of product DURR SYSTEM-HYGIENE ID 220
Bohrerdesinfektion possesses a tuberculocidal activity under
dirty conditions (0,3 % bovine albumin + 0,3 % sheep
erythrozytes) in 30 seconds as concentrate against
Mycobacterium terrae.

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

Information: The test results exclusively refer to the samples described
above. Account of extracts of this report is only possible by
written approval from HygCen.

%&/Y

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

SN 4137 prEN14563 page 5 of 5

D2200ZEH BRI BT DR FERE RN REIREE
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ID220DERINR NIC R DIRAEHE RN D DIREE

Dr. Holger Brill 2005/10/05

Verification of the mycobactericidal effect of ID220 according to EN14563

EN14563ICE U T ID220DBEINR NCRITDVA DND T UDAPEDARONA DINDTUD /A T SINDBEXE
MREFREUICIER. ID220 (100%RE/ KRB [FIEFRIRNRT O.3% Y IFRMBK+0.3%477ILIT ) ICHUINTAD
DYERBE CHOsBMMEZERUIC,

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

Verification of the mycobactericidal effect of DURR SYSTEM-HYGIENE ID 220
BOHRERDESINFEKTION according to EN 14563: 2005 (phase 2, step 2)

Expert’s report

In accordance with EN 14563 (2005), the test report no. L 04/228.6 from Dr. Brill + Partner GmbH shows that
batch no. 25156 of the product , DURR SYSTEM-HYGIENE ID 220 BOHRERDESINFEKTION* has in dilution with
hard water under high organic load (3 g/L sheep erythrocytes + 3 g/l bovine albumin) a bactericidal effect against
the tested germs Mycobacterium avium and Mycobacterium terrae. The following concentration-time relationship

proved to be sufficiently effective:

100 % 1 minute
Hamburg, 05.10.2005

Yaee

Dr. Holger Brill

25 D220M5B AR TIZH T DR FEZET D I DREE



ID220DF2 BRI DIRFIE

Helsinki University Institute for Public Health, Dr. Juhani Ojajaervi 1987/04/09

On the results of testing the disinfecting strength of the ID220 disinfectant
EERIBIEEEDEBRID220DBMRE XD ThHD1%BUTDKEIE DU DADBRIRE FROBEMOEFE NCHITD
MENHERILTDICH. BT RFOKE. BAZHEKE. RIEEOHMEMIROBMBROREC2%EZZBHNE L. 11
300poMDIZEEE DK (WHORIE) Telseyiks (BRIREHELER) ZAVNVCENREICTIUROIIE ClERZT o/,
HMERBRIMZEIMINID220 100%RE /KRB ICHI L. SDEICHENIICHERE I DNHER. SOIC2DEBINT Y
TILEUTHIERBRZRI L. BUBDREICHBOBEZRIL. BULZ2Z30B8E&DRL. ZNZNDTANRICHIT DA
BOD1ENER =508 UIC, ZOIER. ID220 100%RE /KRFHBR) [FERRE FTROBHEINEFE NICOWTHIBRRENNZE
mUIZ,

on

KANSANTERVEYSTIETEEN LAITOS Haartmaninkatu 3
HELSINGIN YLIOPISTO 00014 HELSINKI
Institute for Public Health Tel. (90) 43461
Helsinki University Fax: 434 6458
April 9, 1987

DURR SYSTEM-HYGIENE
ID 220
Disinfection of instruments

Expertise
on the results of testing the disinfecting strength of the ID 220 disinfectant

The substance to be examined was the ID 220 disinfectant (manufactured by Durr System-Hygiene).
According to the manufacturers, its active disinfecting ingredient is less than 1% of potassium
hydroxide. The product is intended for the disinfection of instruments used in dental care.

The purpose of the examination 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 product was examined in an undiluted form.

Results

The results are shown in the attached Table. The product, in its undiluted form, killed the bacteria
examined both in a clean environment and in the presence of an organic substance.

Enclosure: 1 Table
Helsinki, 9th April 1987.

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 ID220 with high organic load(blood)

EFREBDIRZE T, BERDOEAYUEEZDGHMMDEEICREV \FZERE NSV 2% DMRBRINR CRIEHERIC TR
SESNTZHER. 1D220 A00UBRE ./ ERHBWR) [F14BEDT R ~AED, 2%DEMMEEICERHOS T HEMEDERT
DA, BREEKE., RIEENOER (DY IF - PILEAVR) ICHUHDBINRER UL, MEDBRIDZEMEERL
TE. ARIIBEIZEN2UEBZIRNRE NCRV\ TRE7TBREAOEANMHESINDC EN BRSNS,

27.11.2006
WF

DURR SYSTEM-HYGIENE
ID 220
Bur Disinfection

Examination to determine the standing time of ID 220
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 220 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 100% undiluted 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.

Taking a corresponding safety margin into consideration, a standing time of max. 7 days of
the 100% ID 220 solution can be recommended 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
recommended to replace the solution 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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Dr. rer. Nat. K.-M. Wolf and Dr. rer. Nat. D. Heermann 2009/03/09
Investigation into the activity of ID220 when using the ultrasonic cleaner Duerr Hygosonic

DGHM®DESEZHEL \ AR EZERM NIE2%DMRERINR TRBE RSP (T1—/U/\1 IV _vD) ZFRALUTRE
SIERICTRRELUICHER, ID220 (100%RE /RFBH) [FiEEOEET FOKE. IBAEHENKE. RIFEENVERE (DY

B PIVERNY ) ITXTUIZ o IZ3OMDIFRIE THOBRMRET I CENBIBASNIS,

DESINFEKTION - HYGIENE - FOTOCHEMJE l;;l orocLemie

09.03.2009

WF

DURR SYSTEM-HYGIENE
ID 220
Bur Disinfection

Investigation into the activity of ID 220
when using the ultrasonic cleaner Diirr Hygosonic

The activity of ID 220 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 1% September 2001".

Evaluation

The results show that the required action time of the instrument disinfectant ID 212 forte
could be reduced by using ultrasonic equipment. A 100 % ID 220 solution was effective
against the tested bacteria Staphylococcus aureus, Enterococcus hirae, Pseudomonas
aeruginosa as well as the yeast Candida albicans within only 30 seconds. 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

1D 220 when used in the ultrasonic cleaner Durr Hygosonic:

100 % at a contact time of 30 seconds

Dr. rer. nat. K.-M. Wolf Dr. rér. nat. D. Heermann

orochemie GmbH + Co KG - Max-Planck-StraBe 27 - D-70806 Kornwestheim - Telefon (07154) 1308 -0
Telefax (07154) 13 08-40 - info@orochemie.de - www.orochemie.de - www.orochemie-private-label.de
Sitz: 70806 Kornwestheim - Amtsgericht Stuttgart HRA 201527

HRB 200833 - Geschéftsflihrer: Martin Duirrstein, Christian Pflug - USt-ID: DE 146 146 522 - Steuer-Nr.71378-20208 Finanzamt
Ludwiasbura - BW Bank Stuttaart. Konto-Nr. 2716 725, BLZ 600 501 01, S.W.I.F.T- Adresse SOLADEST

BE R R EAREOD2200E B EORI

ersonlich haftende Gesellschaft: orochemie Verwaltungs-GmbH, ?ﬂﬁﬁi-
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Dr. rer. Nat. K.-M. Wolf and Dr. rer. Nat. D. Heermann 2009/03/09
Investigation into the activity of ID220 when using the ultrasonic cleaner
DGHM®DEECHEL ) ARG ZZERMU NN 2%DIMRBZRIN R CTBE RGPS ZEM LU COREMERIC TRILUICH
£, ID220 (100%=E /" RHBH) [FFHEEMEOEERT FOUKE. BINEEKE. RIRENOER (DVIF - PILENV) IC
X§UIZ 21230 DIERSE CHOS IR &R I CENREASNICS,

01.12.2006
WF

DURR SYSTEM-HYGIENE
ID 220
Bur Disinfection

Investigation into the activity of ID 220
when using an ultrasonic cleaner

The activity of ID 220 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 220 could be
reduced by using ultrasonic equipment. An undiluted (100%) ID 220 ready-to-use solution
was effective against the tested bacteria Staphylococcus aureus, Enterococcus hirae, Pseu-
domonas aeruginosa as well as the yeast Candida albicans within only 30 seconds. The
quantitative germ carrier tests with high organic load were made under conditions similar to
those in practice. Pieces of frosted glass were used as germ carriers.

The following recommendations for use are provided for reliable instrument disinfection with
ID 220 when used in an ultrasonic cleaner:

100% at a contact time of 30 seconds

Dr. rer. nat. K.-M. Wolf Dr. rer. nat. D. Heermann
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Dr. Holger Brill 2007/05/21

Suitability of ID220 for instrument disinfection (tuberculocidal effect according to EN14563)

EN14563ICE U T EEBIBICRITIRENERZ TV AROBRIBELET MR ZRILLUICHER. ID220 100%RE /KRB
O [FEEIODBZINR NCHN T, BERFTFIDER T, BERTPFHAKER TIONDIFRIEE CTHoRBMMZ2m
9 CENFEASNIC,

DR. RER. NAT. HOLGER BRILL

C/0 DR. BRILL + PARTNER GMBH

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

TELEFAX 004940/557631-11

EMAIL INFO@BRILLHYGIENE.COM

DR. H. BRILL - C/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, 21 May 2007

Expert’s report

Suitability of DURR SYSTEM-HYGIENE ID 220 Bohrerdesinfektion

for instrument disinfection

(tuberculocidal effect according to DIN EN 14563:2002)

The disinfectant DURR SYSTEM-HYGIENE ID 220 Bohrerdesinfektion 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 07/030 from Dr. Brill + Partner GmbH, DURR SYSTEM-HYGIENE ID 220 Bohrerd-
esinfektion showed a_tuberculocidal activity under high organic load.

DURR SYSTEM-HYGIENE ID 220 Bohrerdesinfektion fulfils the requirements of the norm (RF > 4) by the follow-

ing concentration-time relation:

100 % 60 seconds (without ultrasound)
100 % 30 seconds (with ultrasound).

Dr Holger Brill
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MikroLab GmbH, Dr. Jochen Steinmann 2008/05/10
Vaccinia virus efficacy of ID220 in a quantitative suspension test at 20°C

R YDV RAERBEERRBS (DVV) ROON)VRIVRAFRER (RKD D74 RS VTRV DDV ZPOAILRAICKT T DR
B ERDDEE)FENERZ, 20 CDIRIE R TID220 (100%EE /KRB ZAVYTISH « 307 « GOMDIEARISE T
FHBZETT OISR 1SWEBICIRED I MIVADBDDAHSNIECEN'S, ID220 (100%RE./ARFEH) [F15WDIERE/ET
DO P OAIZARNEHCICB Th D ENEIESNIT,

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

10.05.2008
MikroLab GmbH, Norderoog 2, D-28259 Bremen Dr. St/BB

orochemie Durr + Pflug GmbH + Co KG
Postfach 16 30

D-70798 Kornwestheim

Vaccinia virus efficacy of DURR SYSTEM-HYGIENE ID 220 Bohrerdesinfektion in a
quantitative suspension test at 20°C according the guideline of DVV/RKI dating
15.06.2005

EXPERT OPINION
This expert opinion is based on the test report O08ML565V dating 10.05.2008.

The virus-inactivating properties of the instrument disinfectant DURR SYSTEM-HYGIENE ID
220 Bohrerdesinfektion of orochemie against vaccinia virus strain Elstree were investigated
by a quantitative suspension test according to the guideline of the Deutsche Vereinigung zur
Bekampfung der Viruskrankheiten e.V. (German Association for the Control of Virus
Diseases) and the Robert Koch-Institute (RKI).

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 2 99.99 %).

DURR SYSTEM-HYGIENE ID 220 Bohrerdesinfektion was examined undiluted (80.0 %) at
20°C. Exposure times were 15, 30 and 60 seconds. After an exposure time of 15 seconds
virus reduction exceeded 4 logso-steps in all assays. Therefore, a virucidal activity was

measured as follows:

undiluted 15s
DY VA

Dr. J. Steinmann
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MikroLab GmbH, Dr. Jochen Steinmann 2001/09/24

BVDV efficacy of D220

ID220MDCELFF R DA ILARNE I ZARILE I D2, BHREREERES (BGA) KU 1YL AERERRBE (DVV) OA
1 S VICHE . E20FEHERZARD1ILADED A )VAETFD IV (BVDV) ICXH LU TE0%=EE . /1.25(8HBRDOA
RZBUNTI0M « 10+ 270 « 5O DIERIFE TIHIZTT o/2HER. ID220(100%=E/RKHBIR) (F30MEDIERIF-E T+ 078
DA )ZAREHA D ER UECENDBCERFF KD IILARNE M EICBN TH D ENEISNT,

DR. JOCHEN STEINMANN

Direktor am Landesuntersuchungsamt D-28205 Bremen
fir Chemie, Hygiene und Veterindrmedizin St.-Jirgen-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 220 BOHRERDESINFEKTION
EXPERT’S INVESTIGATION REPORT

The virucidal efficacy of the instrument disinfectant DURR SYSTEM-HYGIENE ID 220
BOHRERDESINFEKTION from the firm Orochemie against bovine viral diarrhea virus
(BVDV) was investigated by a quantitative suspension test according to the guideline of
the Bundesgesundheitsamt (BGA, Federal Board of Health) and the Deutsche Ver-
einigung 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 220 BOHRERDESINFEKTION was examined as a 80.0%
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 220 BOHRERDESINFEKTION for the inactivation of BVDV as

follows:

) / ; concentrated 30 seconds
DQ Stéinmarm
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MikroLab GmbH, Dr. Jochen Steinmann 2006/09/22

Effectiveness of D220 against adenovirus according to EN14476

EN14476IZHEL \ ID220D77 T/ D1 JVASECK T D NEH EAIDDESENF R 2. 100%RE, RERDARZAL)
T3 - 293 « SO DIFRERE CEHi 21T oICiER, ID220(100%RE /ARHBR 31 DEDOFRIEE T8 7T/ D1 IVARNE
HAERINZER S CENERIISNIZ,

28259 Bremen
Dr. Jochen Steinmann Norderoog 2

Wiss. Techn. Leiter der
I Mikrolab GmbH phon +49 (421)27819102
fax  +49 (421) 2760283
e-Mail: Mikrolab.GmbH@t-online.de

2006-09-22
Dr. St/sbe

Mikrolab GmbH_Norderoog2 28259 Bremen

orochemie
Postfach 16 30

70798 Kornwestheim

Effectiveness of DURR SYSTEM-HYGIENE ID 220 Bohrerdesinfektion against adenovirus
according to EN 14476:2005

EXPERT OPINION

Effectiveness of the instrument disinfectant DURR SYSTEM-HYGIENE ID 220 Bohrer-
desinfektion 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 = four logse-steps (inactivation
2 99.99%).

The disinfectant DURR SYSTEM-HYGIENE ID 220 Bohrerdesinfektion was examined
undiluted. The exposure times were 1, 2 and 5 minutes.

After one minute exposure time a reduction factor of 2 6.13 was measured under clean and
dirty conditions.

Therefore, summarizing the results of the experiments it can be declared that the disinfectant
DURR SYSTEM-HYGIENE ID 220 Bohrerdesinfektion is virucidal against adenovirus type 5

with the following conditions:

Q undiluted 1 minute

Dr. J. Stéinmann
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MikroLab GmbH, Dr.Jochen Steinmann 2008/05/14
SV40 efficacy of ID220 in a quantitative suspension test at 20°C

B YDV RRBEERRBE (DVV) ROON)LRIWRERFEET (RKD D73+ RS VITHEL . RUZ—VD)LASVAOICKY
FDINEHERDDESBNFENERE. 100%RE / RERRU10%RE,1OBFHRORNRZRINTC20CHEMINERT T
RUESRIDINTE T T30 « 60 « 1208 « SOOMDIERISEIC TRl Z1T o/I2#ER. ID220(100% R E /R7HBH) IF30M

BIDIFRIEE T8 L ARNEH ERIDER I CENRIISNIS,

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

14.05.2008
MikroLab GmbH, Norderoog 2, D-28259 Bremen Dr. StYNM

orochemie Durr + Pflug GmbH + Co KG
Postfach 16 30

D-70798 Kornwestheim

SV40 efficacy of DURR SYSTEM-HYGIENE ID 220 Bohrerdesinfektion in a quantitative
suspension test at 20°C according to the guideline of DVV/RKI dating 15.06.2005

EXPERT OPINION
This expert opinion is based on the test report 08ML565S dating 14.05.2008.

The virus-inactivating properties of the instrument disinfectant DURR SYSTEM-HYGIENE ID
220 Bohrerdesinfektion of orochemie against Polyomavirus SV40 were investigated by a
quantitative suspension test according to the guideline of the Deutsche Vereinigung zur
Bekampfung der Viruskrankheiten e.V. (German Association for the Control of Virus
Diseases) and the Robert Koch-Institute (RKI).

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 2 4 log, (inactivation = 99.99 %).

DURR SYSTEM-HYGIENE ID 220 Bohrerdesinfektion was examined undiluted and 10.0 %
solution at 20°C. Exposure times were 30, 60, 120, and 300 seconds. In all assays without
and with organic load virus reduction exceeded 4 logye-steps after an exposure time of 30
seconds. Therefore, a virucidal activity against SV40 was measured as follows:

undiluted 30 seconds

DE\

Dr. J./steinmann
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MikroLab GmbH, Dr.Jochen Steinmann 2006/08/30

Effectiveness of ID220 against poliovirus according to EN14476

EN14476IZHE0 . INUZ D)L BT T DANEMH D DESE0FERERZ. 100%RE / KEBROANRZBINTID 2
7« SN DOERIFEIC CGEHIZ1T oI2HER. ID220(100%RE /RKER) 31 DEIDIFAREE T+ D )LARNEHE bR HZE
9 CENEIFSNIZ,

28259 Bremen

Dr. Jochen Steinmann Norderoog 2
Wiss. Techn. Leiter der
Mikrolab GmbH phon +49 (421) 27819102

fax ~ +49 (421) 2760283
e-Mail: Mikrolab.GmbH@t-online.de

2006-08-30
Dr. St/sbe

Mikrolab GmbH Norderoog2 28259 Bremen

orochemie
Postfach 16 30

70798 Kornwestheim

Effectiveness of DURR SYSTEM-HYGIENE ID 220 Bohrerdesinfektion against poliovirus
according to EN 14476:2005

EXPERT OPINION

Effectiveness of the instrument disinfectant DURR SYSTEM-HYGIENE ID 220 Bohrer-
desinfektion of orochemie was investigated against poliovirus type 1 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.

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

The instrument disinfectant DURR SYSTEM-HYGIENE ID 220 Bohrerdesinfektion was

examined undiluted. The exposure times were 1, 2 and 5 minutes.

After one minute of exposure a reduction factor of = 6.13 (clean conditions) and = 6.38 (dirty

conditions) was measured.
Therefore, summarizing the results of the experiments it can be declared that the instrument

disinfectant DURR SYSTEM-HYGIENE ID 220 Bohrerdesinfektion is virucidal against

poliovirus type 1with the following conditions:

undiluted 1 minute

\./
Dr.§ einmann
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University of Hohenheim, Dr. Dieter Strauch 1985/01/30
Effectiveness of ID220 against enveloped virus and non-enveloped virus

EFMEREIERR (BGA) U R YIIIIRERERHS (ODVV) DA RSA VITHL . ID220DIINRO—=T D1 )VAKRY
FETINO—TIAIARNEH D EIRE T DI, BMER NRUEERIOIRR N CRESHFELRE, TONO—T7
AIVRELUTODYZPIAIVA FFETIRA=TIAIVZAEUTIRUZA DA IV P T D1V SVAOZETE L100%RE
REBRORNRZRV T 217 IR BRID80%=BNID220 (100%EE/RFHEMR) [FINTDDILAICI L TED
DR CHOIBARNEH LD ER I CENEESNIC.

Prof. Dr. Dieter Strauch Jahnstrasse 32

Ordinarius for Veterinary Hygiene at the University of Hohenheim Tel.: (07158) 88 3¢

Associate Professor at the University of Stuttgart D-7302 Ostfildern 3 (Scharnhausen)

30th January 1985

DURR SYSTEM-HYGIENE
Instrument Disinfection ID 220
Ready-diluted solution

EXPERTISE

on the testing of this disinfectant in conformity with the Guidelines of the Federal Health Office (BGA) and the German
Association for the Control of Virus Diseases (DVV), as of 01.09.1982, to establish its effectiveness against viruses

According to the manufacturer's specifications, the preparation DURR SYSTEM-HYGIENE Instrument Disinfection ID 220
reday-diluted solution - hereinafter called ID 220 - contains a mixture of alcohols in an alcaline solution as disinfecting
component.

The given preparation is applied as a concentrate for disinfection purposes. As regards the methodics of the tests conducted to
assess the effectiveness as an instrument disinfectant, this means an active concentration substance of 80 vol.-%. However, in
compliance with the Commentary on the above Guidelines, as of 12.12.1983, as far as assessing the preparation's effectiveness
against viruses is concerned, this deficiency is neglectable.

The preparation ID 220 was supplied to us by Messrs. OROCHEMIE, Kornwestheim, in a quantity of 1000 ml contained in a brown
glass bottle, with the date of manufacture 16.05.1984.

The preparation is a light bluish fluid with a fruit-scented, alcohol-like smell. The pH value of the concentrate is 14.2; an 80 vol.-%
concentration has 13.9 pH. This ranks it among the acidic aldehyde disinfectants. It proved to be readily miscible. No protein pre-
cipitation could be detected.

Test viruses and indication systems:
- Vaccinia virus, Elstree strain (Poxviridae), as culture virus from vero-cells, i.e. kidney cells of the African Green Monkey
(Cercopithecus aethiops). Indication system: vero-cells.
- Polio virus, Mahoney strain (Picornaviridae), as culture virus from vero-cells. Indication system: vero-cells.

- Adeno virus type II, Adenoid ¢ strain (Adenoviridae), as culture virus of Hela-cells "Saarbricken".
Indication system: Hela-cells "Saarbricken".

- SV-40 Virus 777 (Papovaviridae), as culture virus from CV-1 cells of a permanent cell line from the kidneys of
African Green Monkeys (Cercopithecus aethiops). Indication system: CV-1 cells.

The virus suspensions were prepared, cleaned and concentrated in compliance with the Guidelines of BGA and DVV as of
01.09.1982, Section 3. The following virus titres were used for the actual test preparations:

- Vaccinia 10 8.0 CIDsg/ml

- Polio 10 95 CID50/ml
- Adeno 10 90 CID50 /ml
- SV-40 10 8.0 CID50/ml

Information on the cytotoxicity of the disinfectant:

The preparation was added in 80 vol.-% concentration in PBS (physiological buffered saline solution) as the corresponding con-
servation medium at diluting ratios between 1 : 10 and 1 : 10000 and transmitted to the cell cultures by inoculation. For the
evaluation of the corresponding virus titrations of the test preparations, the cell cultures were then examined for disinfectant-
conditioned, unspecific cytotoxic effects. The cytotoxicity of formaldehyde in the prescribed concentration was determined

in the same manner.

Indication system Application Concentration Dilutions

of disinfectant 1:10 1:100 1:1000 1:10000
Vero-cells 80 vol.-% - - - -
Hela-cells 80 vol.-% tox. - - -
CV-1 cells 80 vol.-% - - - -
Vero-cells
Hela-cells Formalin 1.4 vol.-% tox. - - -
CV-1 cells
tox. = toxic - = non-toxic

General assessment:

The ID 220 preparation for the given tests, each of them being conducted in two test series, was added to the test preparations
in such a manner that the preparations had an active substance concentration of 80 vol.-%. The preparation was verified for its

effect against polio-, adeno- and SV-40 viruses, as representatives of non-enveloped viruses, and against the vaccinia virus as the
representative of enveloped viruses. The tests revealed a good virucidal effect of ID 220 against the listed virus types. All test

viruses, with and without albumin, were inactivated within an action period of 5 minutes.

On the basis of the Commentary on the Guidelines of BGA and DVV for testing the effectiveness of chemical disinfectants
against viruses in which a minimum reduction of the infectivity titre by 4 powers of ten is demanded to declare an agent as
effective, it can be stated in conclusion: The preparation ID 220 in an 80 vol.-% concentration is effective against viruses
after cn;' action period of 5 minutes. It likewise fulfills the preconditions of a suitable disinfectant when used as a concentrate
In pracrice.
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MikroLab GmbH, Dr.Jochen Steinmann 1991/06/28

Testing the virusidal effectiveness of ID220 on the Polio virus typel
EFREREIER (BGA) RURTYDICIVAERRERRS (DVV) OFIA B3 VTR MUZADAILA1BICXT T DAREME
LD DEERF R 2. BOWRE 1. 25BFMOARNRZEAVNTIHHZTT OIZHER. ID220(100%RE /KBRS
D1 )VRICK USDEDERIEE T+ D1 VARG N ER I CENEISNIT,

Dr. J. Steinmann St. Juergen-Strasse
Direktor amStaatlichen Hygiene-Institut Tel. (0421) 497 35 03
Abteilung Klinische Virologie des Staatl. Hygiene-Instituts Bremen D-28205 BREMEN

Director of the State Hygiene Institute

- Department for Clinical Virology -
June 28, 1991
Dr. SYW

EXPERTISE

on the results of testing the virucidal effectiveness of /D 220 on the Polio virus, type |, parent Mahoney

DURR SYSTEM-HYGIENE
ID 220 Instrument Disinfection

The virus-inactivating properties of /D 220 against the viral species Polio, type I, parent Mahoney, was
examined in a suspension test according to the guidelines of the Federal Health Department (BGA) and

the German Association for the Control of Viral Diseases (DVV) for testing the effectiveness of chemical
disinfectants against viruses.

The instrument disinfectant /D 220 is a ready-to-use solution for disinfecting and cleaning the rotary
dental instrumentaarium containing propanol (15 %) and potassium hydroxide as microbicidal
substances. The pH value of the concentrate is 13.9.

Tests on cytotoxicity (tabularly not shown) proved that the 0.7 % formaldehyde solution entrained as test
control according to the guidelines was toxically effective on the AM cells applied even in a 0.001 %
dilution (log CDsgq 3.5 analogous to the ID5q value). No cytotoxicity was to be found any longer with a
further dilution.

ID 220 was tested as 80 % solution only. No cytotoxicity was apparent in the 1 : 10 and 1 : 100 dilution,
Consequently, a log CD5q value of < 0.5 is the result. These cytotoxicity tests are imperative, in order to
determine the limit of detection for non-inactivated polio virus.

Our test results are shown in table 1 and fig. 1. The table reveals that the formaldehyde solution entrained
as test control reduced the polio virus titre by 1.4 powers of ten within a 15-minute action period. After 30
or 60 minutes action time, respectively, the log reduction factor was 2.1 and 3.4. The limit of detection
was reached after an action time of 2 hours; the log reduction factor was > 3.87.

ID 220 used as an 80 % solution was shown to possess an outstanding virucidal activity against the
Polio virus. After only 5 minutes contact time, a reduction in the infectious titre by > 6.87 powers of ten
was reached in all three test strains. This corresponds to a percentage inactivation of more than 99.9999.
At this time, the limit of detection was reached, so that any further reduction of the infectious titre could no

longer be shown.

In order to achieve a reliable virucidal activity of /D 220 against the polio virus, type |, the following
instructions for use are provided:

Recommended application

Instrument Disinfection:

100 % [ID 220 - 5 minutes action period

(Dr. J. Steinmann)
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IBR Forschungs GmbH, Dr. W. Sterner 1987/05/22
Testing the acute oral toxicity in rats in conformity with OECD guidelines (limit test)

ID2200 @M OSMEHERE A RS RUXRESED T+ Y =S HIXTUTCER L, 14BREIOERZ2EIREICIRNCERRBIS L
JKtR, B, (AEIENEICISHRBDRBEFNZICICRBIU TRAUCHER. v ~OIEEMEORET « TERINDRIDRUZESD
ZERIRSNEA BTSN 14BEROAEAE CRIERSAREIBNETRUIC, UM EDBRKID., FHEBEEE5078
mg/ ke CTH D ENFIASN, ID220IHESHERICORESNIC,

I B R Forschungs GmbH Stidkampen Nr. 31

(Research Laboratories)

Tel.: (05166) 50 66
D-3030 Walsrode 1

22nd May 1987 / ti

Project No. 1-4-335-87

DURR SYSTEM-HYGIENE
ID 220

Instrument Disinfection

Expertise

on the results of testing the acute oral toxicity in rats in conformity with the OECD guidelines (limit test)

TEST OBJECTIVE

The test was carried out in order to establish whether the test substance ID 220 would cause toxic effects in
rats after a single oral dose. The medium lethal dose was to be determined over a 14-day follow-up period.

This test was carried out in accordance with the Good Laboratory Practice Regulations (U.S. Fed. Reg., Title 21,
Dec 22, 1978, part II).

SUMMARY

Five male and five female Wistar rats were used for acute oral toxicity testing. Throughout the entire observation
period clinical-toxicological symptoms were recorded, and the acute mortalities, or those animals which were
sacrificed at the end of the experiment, were examined for gross organ changes inside the skull, chest and abdomen.

Under the test conditions described below it was found:

a) The preparation caused reduced activity, disturbances of coordination, abnormalities of posture and position,
diminished excitability of reflexes and piloerection.

b) At the end of the 14-day follow-up period, the surviving animals showed normal weight development in
comparison with the baseline.

c) There was no case of mortality.
There were no findings at the final dissection (14 days p.a.).

d) Determination of the oral LD5g gave the following result:

24 h + 14 days
male + female > 5 ml/kg 2 5078 mg/kg

e) According to the GefStoff of Aug 26, 1986 (BGBI Federal Gazette 1470), page 7, the product, if administered in
a single oral dose, is "of low toxicity".

(Dr. Dr. W. Sterner) (Dr. G. Chibanguza)
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LABOR L+S GMBH, Dr. B. Sonnenschein 1997/08/11

Test report concerning the biodegradability of the ID220 in the closed bottle test

ID220D A D R ZAREE T DICHBEIMN S LEIERERME UICHER, BBREES(CE D \ZID220DE DR b FHIBRRE
K2 (COD) BN 28BEICT2%CRIESNIT U EDIBRKD. ID220B3REDHEMEBRICORESINIC,

LABOR L + S GmbH Mangelsfeld 4
Gesellschaft fiir Mikrobiologie und Tel.: (09708) 84 8
biologische Qualitatspriifung D-97708 Bad Bocklet

Laboratories for Microbiological Quality Examination

August 11, 1997

No. 05174057

TEST REPORT CONCERNING THE BIODEGRADABILITY OF THE
DURR SYSTEM-HYGIENE ID 220 BUR DISINFECTION IN THE
CLOSED BOTTLE TEST

Evaluation:

The total decomposition of the test substance after 28 days is 72 % biological oxygen demand
(BOD) of the chemical oxygen demand (COD). The test substance ,DURR SYSTEM-HYGIENE
ID 220 Bur Disinfection” has to be classified as ,easily biodegradable®.

Bad Bocklet, August 11, 1997

Prof. Dr. B. Sonnenschein i.V. U. Hamann

GA/engl/19.02.98
Is-lab2/st
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Orochemie, Dr. rer. nat. D. Heermann 1997/04/16

Expertise on the results of testing the material compatibility of ID220

ID220DRBESMHEAREE T DITH. /\— - REEESEE T O —F DI 7 MVREDEBZRDMBEOHEAMOERSFECT U TIUT
DRERZEERUIC, 2D0H LULNN—Z2—RID220ICREL (1BRIC1 EF UL VRICERDIRZ) « FERK5EE 1 BMOL TR
SEDIEZ. QBEEICE S CERULCHER MRRUBICEEIFEL OEzEDHMEETEDIEREHSNISD OIS,

OROCHEMIE
EnzstraRe 20
D-70806 Kornwestheim

April 16, 1997
HE/DE/TE

DURR SYSTEM-HYGIENE
ID 220
Bur Disinfection

Expertise
on the results of testing the material compatibility of ID 220

The aim of the test was to determine the material compatibility of ID 220 with rotary dental
instrumentarium.

Different rotary instruments as for ex. rose burs, root canal instruments, nerve broaches, files, etc. were
tested for resisting against ID 220.

There were put 2 new burs into a cup for a whole night, in the morning it was rinced with water, taken
out and during one day put onto a fleece for drying.

The testing period lasted 9 weeks.

The solutions were renewed once per week.

Results

The immersion with ID 220 resulted in no material changes over the burs, especially the colours were

neither affected nor did they peel off. It could not be detected a reduction of the function upon the tested
rotary instruments.

(Dr. rer. nat. D.Heermann) (Dr. rer. nat. K.-M. Wolf)
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Orochemie, Dr. rer. nat. Klaus-Michael Wolf and Dipl. Ing. Peter Brauner 2006/01/13
Test for residues on rotary instruments when using 1D220
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HEEEIND,
DESINFEKTION - HYGIENE - FOTOCHEMIE Ill Ol ocLemie

13 January 2006
WF/DW

DURR SYSTEM-HYGIENE ID 220 Bur Disinfection
Test for Residues on Rotary Instruments when Using ID 220 Solutions

It was the objective of the test to determine residues of ID 220 which has been used in the
form of a 2% ready-to-use solution on dental instruments, e.g. probes, mirrors, tweezers,
levers, mixing spatulas, etc. and to give recommendations for rinsing the instruments with
water.

ID 220 is an aqueous, alcohol-based ready-to-use disinfectant solution. Due to the good wa-
ter solubility of the ingredients of ID 220, the tests were based on the assumption that resi-
dues of the ingredients of ID 220 cannot be found on disinfected instruments when the ingre-
dients cannot be detected in the rinsing liquid.

Experimental Procedure:

100 ml of ID 220 ready-to-use solution (Ch.-B. 25097) were poured into a container (fraise)
with tray and charged with rotary instruments, e.g. drills, root canal instruments, polishers,
etc. (40 g).

The tray with the instruments was taken out of the solution after an exposure time of

1 minute. The instruments were left to drain for 30 seconds and then put into another con-
tainer with 100 ml water. The tray with the rotary instruments was taken out after 30 seconds
and left to drain for 30 seconds. A sample was withdrawn from the rinsing solution. The rest
of the rinsing solution was rejected, the container was rinsed and dried. Afterwards, the rins-
ing procedure with water was repeated three times in the second container.

The active ingredient propan-1-ol was analytically determined to determine the residues of
the disinfectant in the solution and on the instruments, respectively.

Test Results:

As the test results show, it is sufficient to rinse 40 g of instruments with in all 0.2 litres of wa-
ter to remove all disinfectant residues from the instruments (see enclosure).

orochemie Diirr + Pflug GmbH + Co KG - Max-Planck-StraBe 27 - D-70806 Kornwestheim - Telefon (07154) 1308 -0
Telefax (07154)1308 -40 - info@orochemie.de - www.orochemie.de
L \gibl irg HRA 1627 - F

tian Pflug - US!
2716725, BLZ 600 501 01, SW.LF
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Assessment and Recommendations for Use:

As the test results show, all residues of ID 220 were removed from the solution and thus from
the instruments by rinsing them with in all 0.2 litres of water.

The following recommendation for use can be given for the practice: Rinse instruments with
0.2 to 0.4 litres of water for approx. 10 to 15 seconds. To avoid stains when sterilizing the
instruments, rinse them with demineralised water and dry or leave to dry.

orochemie
Durr + Pflug GmbH + Co KG
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e i ,.."" ‘,"/ /
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Dr. rer. nat. Klaus-Michael Wolf Dipl. Ing. Peter Brauner
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