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Summary: Virus-inactivating properties of the surface disinfectant NERTA OMNIKYLL of Ad-
vanced Precision Laboratories BVBA in a quantitative suspension test according EN 14675 in
veterinary medicine (PT 3)

This summary is based on the following test reports of Dr. Brill + Partner GmbH for the surface disinfect-
ant NERTA OMNIKYLL produced by Advanced Precision Laboratories BVBA:

ECBO virus test report (L18/0256E.2) dating 13/06/2018
The following temperature, concentration and exposure time are necessary for the inactivation of the test
virus:

10°C 1.75 % 30 minutes

in order to achieve a four log reduction (inactivation = 99.99 %) with high protein load in a quantita-
tive suspension test according to EN 14675.

This European Standard EN 14675 applies to products that are used in the veterinary area i.e. in the
breeding, husbandry, production, transport and disposal of all animals except when in the food chain
following death and entry to the processing industry.

Therefore, after successful experiments with the ECBO virus type 1 NERTA OMNIKYLL is also effective
against other viruses from veterinary medicine like the African swine fever virus (ASFV) or the avia -
enza A virus.

\ )
— | y
Dr. jochg Stei?zm ‘

) A to and subscriped before
/ ”  Pieter HERMAN
Notary public at Antwerp




DR. JOGHEN STEINMANN

G/0 DR. BRILL + PARTNER GMBH
INSTTTUT FOR HYGIENE UND MIKROBIOLOGIE
NORDEROOG 2, DE 28259 BREMEN
TaLEFON 0049-40/5576310
TELERAX 0049-40/557631-11
EMAIL INFO@BRILLAYGIENE.COM
DR. . STEINMANN - ¢ 0 DR. BRILL + PARTNER GMBH - NORDEROOG 2 - DE-2827" BREMEN INTERNET WWW.BRILLEYGIENE.COM
Advanced Precision Laboratories BVBA
Brandstraat 12A
BE —9160 Lokeren
Bremen, 13/06/2018

Expert opinion
Activity of NERTA OMNIKYLL against ECBO virus in a quantitative suspension test according to EN
14675:2015

This expert opinion is based on the test report L18/0256E.2 dating 13/06/2018.

The virus-inactivating properties of the surface disinfectant NERTA OMNIKYLL of Advanced Precision Laboratories BYBA
against bovine enterovirus type 1 (ECBO virus strain LCR-4) were investigated by a quantitative suspension test according to
EN 14675:2015 with high-level soiling.

According to the EN 14675:2015, 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 %).

NERTA OMNIKYLL was examined as 1.75 %, 1.25 % and 0.75 % solutions at 10 °C. 30 minutes were chosen as exposure
time. In summary, a virucidal activity against ECBO virus type 1 was measured as follows:

10 °C 1.75 % 30 minutes  high-level soiling (10.0 g/l BSA + 10.0 g/l yeast extract)
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Test report L18/0256E.2

Evaluation of the effectiveness of

NERTA OMNIKYLL

Test virus: bovine enterovirus type 1 (Entero Cytopathogenic
Bovine Orphan - ECBO)

Method: EN 14675:2015 (10 °C) (high-level soiling)

Quantitative suspension test for the evaluation of
virucidal activity of chemical disinfectants and
antiseptics used in the veterinary area —

Test method and requirements (phase 2, step 1)

Sponsor:

Advanced Precision Laboratories BVBA
Brandstraat 12A

BE — 9160 Lokeren

Norderoog 2, DE - 26259 Bremen
Tel.: +49 40-557631-0, Fax: +49 40-557631-11
info@brillhygiene com, http:/iwww.brillhygiene.com
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1. Introduction

The objective of this study was to evaluate the virus-inactivating properties of the surface disinfectant NERTA OMNIKYLL

against bovine enterovirus type 1 (Entero Cytopathogenic Bovine Orphan ~ ECBO) using a quantitative suspension assay

according to EN 14675 (1).

2. Identification of test laboratory

Dr Brill + Partner GmbH Institute for Hygiene and Microbiology, Norderoog 2, DE - 28259 Bremen

3. Identification of sample

' Manufacturer

Advanced Precision Laboratories BVBA

Name of product

NERTA OMNIKYLL

Confirmation no.

Product diluent recommended

_manufacturer
Batch number

Application

by

the | _

204995

ENT-160525

surface disinfection

Production date

' Ex piry date

Active compound (s) (100 g)

Didecyldimethylammonium chloride 20-30 %

' glutaral, glutaraldehyde, 1,5-pentanedial 10-20 %
Propan-2-ol 1-10 %

Fatty alcohol ethoxylated 1-10 %

Appearance, odour

clear, slightly brownish liquid
_product specific

pH-values

"undiluted: 4.96 (20 °Q)
1.75 %: 6.91 (20 °C)

Storage conditions

room temperature in the dark

| (area with restricted access)

 Date of arrival in the laboratory

J 24/04/2018

* Test procedure accredited according to DIN EN ISONIEC 17025. Test report issued by Dr. Brill + Partner GmbH, Norderoog 2, DE -

28259 Bremen, Germany, Telephone +49. 40. 557631-0, Telefax +49. 40.557631-11, wwwi brillhygiene.com. No copying or
transmiss.on, in whole or in part, of this test report without the explicit prior written permission. The test results exclusively
apply to the tested samples. Information on measurement uncertainty on request.© Dr. Brill + Partner GmbH 2018
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4, Materials

4.1

4.2

Culture medium and reagents

Eagle’s Minimum Essential Medium with Earle's BSS (EMEM, Biozym Scientific GmbH, catzlogue no. 880121)

fetal calf serum (Biochrom AG, article no. S 0115)

1.4 % formaldehyde solution (dilution of Roti®-Histofix 4 %, Carl Roth GmbH)
Aqua bidest. (SG ultrapure water system, type Ultra Clear; serial no. 86996-1)
PBS (Invitrogen, article no. 18912-014)

BSA (Sigma-Aldrich-Chemie GmbH, article no. CA-2153).

Virus and cells

The ECBO virus was obtained from Dr. W. Herbst, Institut fiir Hygiene und Infektionskrankheiten der Tiere, Justus-Liebig-

Universizat Giessen.

Before the inactivation assays, the virus had been passaged 3 times in KOP-R cells (primary cells from bovine

oropharyngeal tissue). KOP-R cells originated from the Friedrich-Loffler-Institut, Bundesforschungsinstitut  fiir

Tiergesundheit (formerly Bundesforschungsanstalt fiir Viruskrankheiten der Tiere, isle of Riems) (Dr. R. Riebe, catalogue
no. RIE 244).

4.3

Apparatus, glassware and small items of equipment
€0, incubator, Nunc GmbH & Co. KG, model QW) 350
Agitator (Vortex Genie Mixer, type G 560E)

pH measurement 315i (WTW, article no. 2A10-100)
Centrifuge (Sigma-Aldrich-Chemie GmbH, type 113)
Microscope (Olympus, type CK 30)

Centrifuge 5804 R (Eppendorf AG)

Water bath (JULABO, Julabo U 3)

Adjustable and fixed-volume pipettes (Eppendorf AG)
Polysterol 96-well microtitre plate (Nunc GmbH & Co. KG, Wiesbaden)
Cell culture flask (Nunc GmbH & Co. KG, Wiesbaden)
Sealed test tubes (Sarstedt AG & Co., Niimbrecht).

* Test procedure accredited according to DIN EN ISOAEC 17025. Test report issued by Dr. Brill + Partner GmbH, Norderoog 2, DE -
28259 Bremen, Germany, Telephone +49. 40. 5576310, Telefax +49. 40.557631-11, www.brillhygiene.com. No copying or
transmission, in whole or in part, of this test report without the explicit prior written permission. The test results exclusively
apply to the tested samples. Information on measurement uncertainty on request @ Dr. Brill + Partner GmbH 2018
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5. Experimental conditions

Test temperature

Concentration of test product

175 %, 1.25 %, 0.75 %, 0.175 % and 0.01 %

20°C+1.0°Cand 10°C+1.0°C

(demonstration of non-active range) solutions

i Contact times

[ -
' Interfering substance

| -

10 g/l BSA + 10 g/l yeast extract (high-level soiling)

30 minutes

Procedure to stop action of disinfectant

immediate dilution

‘Stability of product in the mix with virus and
interfering substance (1.75 % solution)

medium clouding, strong precipitation

water of standardised hardness (WSH)
bovine enterovirus type 1 (ECBO virus strain LCR-4)

Diluent
Virus strain (ATCC VR-248)
Date of testing | 25/0412018 - 13/06/2018
End of testing 13/06/2018
6. Methods

6.1  Preparation of test virus suspension

For the preparation of the test virus suspension, eKL cells, which were cultivated with Eagle's Minimum Essential Medium
(EMEM) supplemented with L-glutamine, sodium pyruvate and 2 % fetal calf serum (FCS), were infected with ECBO virus
(stock virus suspension). As soon as cells showed a constant cytopathic effect, they were subjected to a rapid
freeze/thawing procedure. This was followed by low-speed centrifugation in order to sediment cell debris. After

aliquotation, test virus suspension was stored at =80 °C.

6.2  Preparation of disinfectant (dilutions)

The test product was tested as 1.75 %, 1.25 %, 0.75 %, 0.175 % and 0.01 % solutions (1 part test virus suspension + 1
part interfering substance + 8 parts disinfectant). Due to the addition of interfering substance and test virus suspension
the solutions had to be prepared by the factor 1.25. These solutions were prepared with WSH immediately before the

inactivation tests.

* Test procecure accredited according to DIN EN ISONEC 17025. Test report issued by Dr. Brill + Partner GmbH, Norderoog 2, DE -

28259 Bremen, Germany, Telephone +49. 40. 557631-0, Telefax +49. 40.
transmission, in whole or in part, of this test report without the explicit p

apply to the tested samples. Information on measurement uncertainty on request.© Dr. Brill + Partner GmbH 2018
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6.3 Infectivity assay

Infectivity was determined by means of end point dilution method using the microtitre process. For this, 100 pl aliquots of
the samples, which had been serially diluted with ice-cold EMEM were transferred to eight cups of a sterile polystyrol 96-
well microtitre plate with a preformed monolayer of KOP-R cells (placed in each well on the previous day; 100 pl aliquots
with approx. 1.5 x 10* cells). Incubation took place at 37°C in a CO; incubator (5 % CO; content) for 9 days. Finally,
cultures were observed for cytopathic effects with a reversed microscope and the infective dose TCIDso/m| was calculated
with the method of Kérber (2) and Spearman (3) with the following formula:

2 ;Ogm TCIDsu =Xo—=05+ Z rin
meaning

Xo = logio of the lowest dilution with 100 % positive reaction
r = number of pos. determinations of lowest dilution step with 100 % positive and all higher positive dilution steps
n = number of determinations for each dilution step.

6.4  Calculation and verification of virucidal activity
The virucidal activity of the test disinfectant was evaluated by calculating the decrease in titre in comparison with the
control titration without disinfectant. The difference is given as reduction factor (RF).

According to the EN 14675, a disinfectant or a disinfectant solution at a particular concentration is having virus-
inactivating efficacy if the titre is reduced at least by four logo steps within the recommended exposure period.

6.5 Inactivation assays (end point titration)
Investigations for determination of virucidal activity followed to EN 5.7. The test product was examined as 1.75 %,
1.25 %, 0.75 %, 0.175 % and 0.01 % (demonstration of non-active range) solutions at 10 °C according to EN 14675. 30

minutes were chosen as contact time.

Immediately at the end of a chosen contact time, activity of the disinfectant was stopped by dilution to 10,

Before the addition of the test product, test virus suspension and interfering substance were mixed and incubated for 2
minutes &t 10 °C.

* Test procedure accredited according to DIN EN ISOAEC 17025, Test report issued by Dr. Brill + Partner GmbH, Norderoog 2, DE -
28259 Bremen, Germany, Telephone +49. 40. 557631-0, Telefax +49. 40.557631-1 1, www.brillhygiene.com. No copying or s (| DAKKS
transmission, in whole o in part, of this test report without the explicit prior written permission. The test results exclusively m-#
apply to the tested samples. Information on measurement unce riainty on request.© Dr. Brill + Partner GmbH 2018 B
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Titration of the virus control was performed at a contact time of 30 min (EN 14675). One part by volume of test virus
suspension was mixed with one part interfering substance and eight parts by volume of WSH or Aqua bidest. (RTU
products).

Furthermore, a cell control (only addition of medium) was incorporated.

Inactivation tests were carried out in sealed test tubes in a water bath at 10 °C + 1.0 °C and 20 °C + 1.0 °C. Aliquots

were retained after appropriate exposure times and residual infectivity was determined.

6.6 Inactivation assay following the large volume plating method

Following the large volume plating method (4) the inactivation assays were further diluted 1:1,000 in cell culture medium.
The total volume was added (without any further dilution) to the permissive cells. By introducing such a huge dilution it is
possible to eliminate cytotoxicity of the test product in order to demonstrate a 4 logy, reduction of virus titre. Calculation
of virus titre follows formula of Taylor or Poisson (5, 6). This method is necessary for those products which demonstrate a
great cytotoxicity.

62.5 pl of the inactivation assays were added to 62.5 ml EMEM (total dilution of 1:1,000) and then the total volume was
distributed in 6 microtitre plates (108 pl / well, 576 wells total). After 9 days of inoculation cultures were observed for
cytopathic effects.

The calculation of virus titre without residual virus followed the formula of Poisson:
¢=Inp/-V

¢ = number of virus particles
p= the probability to find no virus. The probability to find no virus should not greater than 5 % (p=0.05). By doing so,
the number of virus particles can be calculated with a probability of 95 %.

V= testvolume (ml)

The titre to be used for calculating the reduction factor (RF) was finally calculated as followed: the determined number of

virus particle is first converted with the aid of the dilution factor in the number of particle per ml. Subsequently, the

* Test procedure accredited according to DIN EN ISO/IEC 17025. Test report issued by Dr. Brill + Partner GmbH, Norderoog 2, DE -
28259 Bremen, Germany, Telephone +49. 40. 557631-0, Telefax +49. 40.557631-11, www.brillhygiene.com. No copying or bomse (| DAKKS
transmission, in whole or in part, of this test report without the explicit prior written permission. The test results exclusively B
apply to the tested samples. Information on measurement uncertainty on request.© Dr. Brill + Partner GmbH 2018 Srap
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numbers of particles per ml have to be converted in the tissue culture infectious dose per ml (TCIDsy/ml) (1.0 TCIDso
corresponds to 0.69 infectious virus particles). The common logarithm of this value results in the virus titre (logse
TCIDso/ml) used for calculating the reduction factor (RF).

In assays with residual virus, formula according to Taylor was used for calculating the virus titre:

n—np)

I—Dx ]
c/ml=—— ( n =

Vw

¢= number of virus particles
D= dilution

Vw=volume per well

n=  number of inoculated wells

Np= number of virus-positive wells

Finally, the number of virus particles is converted to the logarithmic titre (logseTCIDso/ml).

6.7  Determination of cytotoxicity
Determination of cytotoxicity was performed according to EN B.1 a. Values are given as logio CDso/ml (in analogy to logse
TCIDso/ml).

6.8  Cell sensitivity to virus
For the control of cell sensitivity two parts WSH was mixed with eight parts disinfectant (PBS as control). A non-toxic
dilution of this mixture was added to a microtitre plate with a preformed monolayer of KOP-R cells. After at least one

hour, a comparative virus titration was performed on the cells treated in such a manner or treated with PBS only

6.9  Control of efficacy for suppression of disinfectant’s activity
Furthermore, a control of efficiency for suppression of disinfectant's activity was included (EN 5.8).

6.10 Reference virus inactivation test
A 0.7 (wiv) % formaldehyde solution was included as reference for test validation following EN B.2. Contact times were 5,

15, 30 and 60 minutes. In addition, cytotoxicity of formaldehyde test solution was determined with dilutions up to 10°.

* Test procedure accredited according to DIN EN ISOfIEC 17025, Test report issued by Dr. Brill + Partner GmbH, Norderoog 2, DE —
28259 Bremen, Germany, Telephone +49. 40. 557631-0, Telefax +49. 40.557631-11, www.brillhygiene.com. No capying or o ama ({ DAKKS
transmission, in whole or in part, of this test report without the explicit prior written permission. The test results exclusively frosc—
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7. Verification of the methodology
The following criteria as mentioned in EN 6.4 were fulfilled:

a)

b)

e

The titre of the test virus suspension allowed the determination of a four logso reduction (see EN 6.4 a) (maximum
detectable virus inactivation: 4.10, LVP).

The difference of the logarithmic titre of the virus control minus the logarithmic titre of the test virus in the
reference inactivation test (see EN 6.4 b) was > 1.38 (between 0.5 and 2.5) after 30 minutes exposure time with
ECBO virus.

The test product (1.75 %) was cytotoxic in the 1:100 dilutions (see EN 6.4 ¢) thus allowing demonstrating a 4 logio
reduction in virus titre with the LVP method.

The comparative titration on pre-treated (disinfectant) and non-pre-treated (medium) KOP-R cells showed an
acceptable difference (< 1.0 logo; see EN 6.4 d) of virus titres: 6.88 (medium) versus 6.38 (disinfectant, 1.75 %
SOll.ltiUﬂ, LVP) Iﬁgm T DstF

The control of efficacy for suppression of disinfectant’s activity (1 75 %) showed no decrease (< 0.5 logso; EN 5.8)
in virus titre (5.38 versus 5.75 logso TCIDso/ml).

One concentration demonstrated a four logie reduction and (at least) one concentration demonstrated a logso
reduction of less than 4 (see EN 6.4 f).

Since all criteria according to EN 6.4 were fulfilled, examination with ECBO virus according to EN 14675:2015 is valid.

8. Results

Results of examination are shown in tables 1 to 12. Tables 1 to 10 demonstrate the raw data, whereas tables 11 (a+b)

and 12 give a summary of results.

Examining the test product as 1.75 % solution, no residual virus was found after 30 minutes in this quantitative

suspension test using the end point dilution method at 10 °C (table 1). The reduction factor was = 2.38 at this time point.

* Test procedure accredited according to DIN EN ISO/IEC 17025. Test report issued by Dr. Brill + Partner GmbH, Norderoog 2, DE -
28259 Bremen, Germany, Telephone +49. 40. 557631-0, Telefax +49. 40.557631-11, www.brillhygiene.com. No copying or B (| DAKKS

tansmission, in whole or in part, of this test report without the explicit prior written permission. The test results exclusivety ‘ S e
apply to the tested samples. Information on measurement uncertainty on request.®© Dr. Brill + Partner GmbH 2018 IR
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Due to the high cytotoxidity of the test product, a reduction of 4 loge-steps could not be shown and method the large
volume plating method (LVP) was introduced.

Testing the product as 1.25 %, 0.75 %, 0.175 % and 0.01 % solutions, no activity was found after 30 minutes (table 2, 3,
4 and 5).

Due to the high cytotoxicity of the test product the large volume plating method (LVP) was introduced testing the 1 75 %
solution. The mean virus titre (twofold assay) was logse TCIDso/m| = 5.94 (table 9).

The test product as 1.75 % solution was active after 30 minutes of exposure time at 10 °C (table 10). No residual virus
was found in 576 cell culture units. The result according to the formula of Poisson was < 1.84. The reduction factor was
therefore > 4.10 (5.94 logs TCIDso minus < 1.84 logso TCIDso) after 30 minutes of exposure time. This corresponded to an
inactivat on of > 99.99 %.

9. Conclusion

The surface disinfectant NERTA OMNIKYLL tested as 1.75 % solution at 10 °C demonstrated activity against ECBO virus
after an exposure time of 30 minutes with high-level soiling.

Therefore, the surface disinfectant NERTA OMNIKYLL can be declared as active against ECBO virus as follows:

10°C 1.75% 30 minutes  high-level soiling

Bremen, 13/06/ —
_"“ ’—.r A ﬂf\\\
Y ) é &= | A
— N\ } D 1 )
- Dr. Britta Becker - ~~ - Dr. Dajana Paulman \&
Head of Laboratory Scientific Project Mana |2

* Test procecure accredited according to DIN EN ISONEC 17025. Test report issued by Dr. Brill + Partner GmbH, Nordercog 2, DE —
28259 Bremen, Germany, Telephone +49, 40, 557631-0, Telefax +49. 40.557631-1 1, www.brillhygiene.com. No copying or [SYeN {fmm
transmission, in whole or in part, of this test report without the explicit prior written permission. The test results exclusively ey
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* Test procedure accredited according to DIN EN ISONIEC 17025, Test report issued by Dr. Brill + Partner GmbH, Norderoog 2, DE -
28259 Bremen, Germany, Telephone +49. 40, 557631-0, Telefax +49. 40.557631-11, www.brillhygiene.com. No copying or moiss (| DAKKS
transmission, in whole or in part, of this test report without the explicit prior written permission. The test results exclusively e —
apply to the tested samples. Information on Measurement uncertainty on request.© Dr. Brill + Partner GmbH 2018 SR
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Appendix:

Table 1: Raw data of NERTA OMNIKYLL (1.75 %) tested against ECBO virus at 10 °C
Table 2: Raw data of NERTA OMNIKYLL (1.25 %) tested against ECBO virus at 10 °C
Table 3: Raw data of NERTA OMNIKYLL (0.75 %) tested against ECBO virus at 10 °C
Table 4: Raw data of NERTA OMNIKYLL (0.175 %) tested against ECBO virus at 10 °C
Table 5: Raw data of NERTA OMNIKYLL (0.01 %) tested against ECBO virus at 10 °C
Table 6: Raw data of formaldehyde solution (0.7 %) tested against ECBO virus at 20 °C
Table 7: Raw data for control of efficacy for suppression of disinfectant's activity (1.75 %)
Table 8: Raw data (ECBO virus) for cell sensitivity (1.75 %) (LVP)

Table 9: Determination of virus titre (LVP) at 10 °C

Table 10: Inactivation of ECBO virus by NERTA OMNIKYLL (1.75 %) at 10 °C (30 min) (LVP)
Table 11: Summary of results (end point dilution method) with NERTA OMNIKYLL and ECBO virus
Table 12: Summary of results (LVP) with NERTA OMNIKYLL and ECBO virus

* Test procedure accredited according to DIN EN ISO/IEC 17025. Test report issued by Dr. Brill + Partner GmbH, Norderoog 2, DE -
28259 Bremen, Germany, Telephone +49. 40. 5576310, Telefax +49. 40.557631-11, www brillhygiene.com. No capying or
transmission, in whole or in part, of this test report without the explicit prior written permission. The test results exclusively
apply to the tested samples. Information on measurement uncertzinty on request.© Dr. Brill + Partner GmbH 2018
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Table 1: Raw data of NERTA OMNIKYLL (1.75 %) tested against ECBO virus at 10 °C (quantal test; 8 wells) (#5510)
Dilutions
i P interfering | Contact time (logra)
P v 1 2 3 a 5 6 7 8 9
1 n.d. n.d. nd. n.d. nd. | nd n.d. nd. n.d. |
. i 5 nd. | nd n.d. n.d. n.d. n.d. n.d. n.d. n.d.
Test product 1.75% . high-level soiling + — - ] - }
15 n.d. n.d. n.d. n.d. nd. n.d. n.d. n.d. nd.
Sy | omt ] m " 0000 | o000 | 0000 | o000 | 0000 "
. a it tr | 0000 | oooo | oooo | oooo | oooo | "% | "¢
Test product b " ttt ttt 0000 = 0000 | 0000 _
| cytotoity 1.75% high-level soiling na. st i 2000 1 pooo | oot nd. nd. ni. ad.
L . o - ] ey
| |
| ] 0 n.d. n.d. nd. n.d. n.d. nd. | nd. n.d. n.d.
Vi na. high-level soiling L - il Wil Biund Weioa
control 30 4444 4444 4444 4444 0440 0000 0000 0000 | 0000
p ] - | 4444 4444 4444 4444 0040 H 0000 0000 0000 0000
n.a. = not applicable 0 = no virus present; t = cytotoxic
n.d. = not done 1 to 4 =virus present (degree of CPE in 8 cell culture units) (wells of microtitre plates)
* Test procedure accredited according to DIN EN ISO/IEC 17025. Test report issued by Dr. Brill + Partner GmbH, Norderoog 2, DE - 28259 Bremen, Germany, Telephone +49, 40, 557631-0, Telefax +49. 40,
557631-11, www.brillhygiene.com. No copying or transmission, in whole or in part, of this test report without the explicit prior written permission. The test results exclusively apply to the tested samples. + ([ DAKKS
Information on measurement uncartainty on request.© Dr. Brill + Partner GmbH 2018 tmace
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Table 2: Raw data of NERTA OMNIKYLL (1.25 %) tested against ECBO virus at 10 °C (quantal test; 8 wells) (#5510)
Dilutions (log1o)
Interfering Contact time
P Concentration | g hstance (min)
1 2 3 4 5 6 7 8 9
1 nd. n.d. n.d. n.d, | nd. n.d. nd. n.d. n.d.
5 n.d. n.d. n.d. n.d. __ n.d. n.d. | nd. n.d. n.d.
Test product 1.25% high-level soiling T “ 7
_ 15 n.d. n.d. n.d. n.d. n.d. | n.d. n.d. nd. n.d.
3 |t tttt | 0040 | 0000 | 0000 | 0000 | 0000 i 3
_ , | . ., tt | wr | 0000 | 0000 0000 | 0000 | oooo = " %
Test product - - ettt 0000 | 0000 | 0000
ptotusicily 1.25% :ﬁr level soiling | na. |ttt |t | 0000 | 0000 | 0000 =w___. N _wa n.d. nd. .
ires 0 n.d. nd. | nd. n.d. n.d. n.d. n.d. n.d. nd.
a igh-level soiling |———— | (e - e
control et higixetel sofing 5 444 _ 4444 | 4040 4444 | 0440 | 0000 | 0000 | 0000 | 0000 |
- | N L hﬁa _ __E_E : f ..._33. L -ha.—a ..c.oS 0000 0000 ncoo |[c€|m|_
n.a. = not applicable 0 = no virus present; t = cytotoxic
n.d. = not done 1 to 4 = virus present (degree of CPE in 8 cell culture units) (wells of microtitre plates)
* Test procedure accredited according to DIN EN ISOAEC 17025. Test report issued by Dr. Brill + Partner GmbH, Norderoog 2, DE - 28259 Bremen, Germany, Telephone +49. 40. 557631-0, Telefax +49. 40,
557631-11, www.brillhygiene.com. No copying or transmission, in whole or in part, of this test report without the explicit prior written permission. The test results exclu sively apply to the tested samples. s ( DAKKS

Information on measurement uncertainty on request.© Dr. Brill + Partner GmbH 2018
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Table 3: Raw data of NERTA OMNIKYLL (0.75 %) tested against ECBO virus at 10 °C (quantal test; 8 wells) (#5510)
Dilutions
Product trati Interfering Contact time (loga)
Con substance (min)
1 2 3 4 5 6 7 8 9
1 n.d. n.d. nd. n.d. n.d. n.d. n.d. n.d. n.d.
5 n.d. n.d. n.d. n.d. n.d. n.d. n.d. n.d. n.d.
_ Test product 0.75% high-level soiling +—— —_— —
_ 15 nd. | nd | nd nd. | nd | nad @ nd | nd n.d.
il - .
; 5 titt tt | 4444 | 4000 | 0440 | 0000 | 0000 ¥ y
- . o v titt tm | 444 | 0040 | o040 | o000 | oo | MO | nd |
Test product oy - Mttt tttt 0000 | 0000 = 0000 [ _
cytotoriciy | 0.75 % high-level mo__l_zm i n.a. titt t 0000 0000 0000 n.d. __.;W n.d. Ji_ n.d.
s _ _ 0 nd. n.d. nd. n.d. n.d. n.d. n.d. nd. | nd.
a. igh-level soili B B — e—
control 7 o Mgh-level safling i 4484 | aa44 | 4444 | 4444 | 0440 | 0000 | 0000 | 0000 | 0000
I S S | 4aan | 4444 | 4444 | 4444 0040 0000 | 0000 @ 00O 0000
n.a. = not applicable 0 = no virus present; t = cytotoxic
n.d. = not done 1o 4 = virus present (degree of CPE in 8 cell culture units) (wells of microtitre plates)
* Test procedure accredited according to DIN EN ISO/IEC 17025. Test report issued by Dr. Brill + Partner GmbH, Norderoog 2, DE — 28259 Bremen, Germany, Telephone +49. 40, 557631-0, Telefax +49. 40.
557631-11, www.brillhygiene.com. No copying or transmission, in whole or in part, of this test report without the explicit prior written permission. The test results exclusively apply to the tested samples. o
Information on measurement uncertainty on request.© Dr. Brill + Partner GmbH 2018 tmhe

BELAMT 8100
DL



)

DR. BRILL + DR. STEINMANN

INSTITLUTE FOR HYGIEME AND M:CRCBIOLODGY

15 of 24
Table 4: Raw data of NERTA OMNIKYLL (0.175 %) tested against ECBO virus at 10 °C (quantal test; 8 wells) (#5533)
Intesferi Coutact thine Dilutions (log1o)
Product Concentration substance (min)
1 2 3 4 5 6 7 8 9
1 n.d. n.d. n.d. _ n.d. n.d. n.d. n.d. n.d. n.d.
4 ——a - 4 — ._
5 nd. nd. nd. | nd. nd. n.d. nd. n.d. nd. |
Test product 0.175 % high-level soiling _ — e — —
m 15 n.d. n.d. n.d. n.d. n.d. n.d. n.d. n.d. nd. |
i Mttt | 4444 | 4444 | 4444 | 4004 | 0000 | 0000 T |
_. i tr | 4444 | 4444 0444 | 440 | 0000 | oo | "¢ nd |
Test product . " tttt | 0000 | 0000 | 0000 | 0000 . . _
ytotoxicity e Dot sollng ™ ] me | oooo | o000 | oooo | oooo | ™ | nd | nd o nd
0 4444 4444 4444 4444 | 0000 0000 _ 0000 0000 _ 0000
Virus m . » 4444 | 4444 | 4444 | 4444 | 0040 | 0400 | 0000 | 0000 | 0000
a. high-level soiling |- ~— . —t
control B 9 9 - 4444 | 4484 | 4444 | 4444 | 0040 | 0400 | 0000 | 0000 | 0000
e | 4444 | Aaa4 | 4444 | 4444 | 4000 | 0004 | 0000 | 0000 | 0000 |
n.a. = not applicable 0= no virus present; t = cytotoxic
n.d. = not done 1 to 4 =virus present (degree of CPE in 8 cell culture units) (wells of microtitre plates)
* Test procedure acaredited according to DIN EN ISO/IEC 17025. Test report issued by Dr. Brill + Partner GmbH, Norderoog 2, DE — 28259 Bremen, Germany, Telephone +49, 40. 5576310, Telefax +49, 40.
557631-11, www.brillhyglene.com. No copying or transmission, in whole or in part, of this test report without the explicit prior written permission. The test results exclusively apply to the tested samples. (| DAKKS
Information on measurement uncertainty on request.® Dr. Brill + Partner GmbH 2018 -
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Table 5: Raw data of NERTA OMNIKYLL (0.01 %) tested against ECBO virus at 10 °C (quantal test; 8 wells) (#5533)
: g Dilutions (log1e)
Interfering Contact time :
Product Concentration culistante (min)
1 2 3 4 5 6 7 8 9
¥ 1 nd. n.d. n.d. n.d. n.d. n.d. n.d. n.d. n.d.
5 n.d. n.d. n.d. n.d. n.d. nd. nd. n.d. n.d.
Test product 0.01 % high-level soiling , S R IEa—
15 n.d. n.d. n.d. n.d. n.d. n.d. n.d. nd. nd.
. tttt | 4444 | 4444 | 4444 | 0000 | 0000 | 0000 | i ;
. tttt 4444 .Ehtm 3 .ﬁﬁ % | 0004 | 0440 0000 - M | i
Test product L i tttt 0000 0000 0000 0000 |
| oty 0.01 % |.|.:_m: level soiling na. .q: 0000 | 0000 | 0000 | 0000 n.d. n.d. |=.n_._ 1 F
0 | 4444 4444 4444 4444 | 0000 0000 0000 0000 0000 |
Virus - hiah-level soilin 4444 4444 4444 4444 0040 0400 0000 0000 | 0000
control a g g - 4444 | 4444 4484 | 4444 | 0040 | 0400 | 0000 = 0000 | 0000
: R - - o | 4au 4444 4444 | 4444 4000 , 0004 | 0000 0000 0000
n.a. = not applicable 0= no virus present; t = cytotoxic
n.d. = not done 110 4 = virus present (degree of CPE in 8 cell culture units) (wells of microtitre plates)
* Test procedure accredited according to DIN EN ISO/IEC 17025. Test report issued by Dr. Brill + Partner GmbH, Norderoog 2, DE — 28259 Bremen, Germany, Telephone +49. 40, 557631-0, Telefax +49, 40,
557631-11, www.brillhygiene.com. No copying or transmission, in whole or in part, of this test report without the explicit prior written permission. The test results exclusively apply to the tested samples. o | DAKKs
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Table 6: Raw data of formaldehyde solution (0.7 %) tested against ECBO virus at 20 °C (quantal test; 8 wells) (#5533)
g -
Interfering | Contact time itons Soge)
o Concentration | gy bstance (min)
1 2 3 4 5 6 7 8 9
T g tttt tttt | 0000 | 0000 |« 0000 | 0000 @ - 0|
ttt tttt tt | 0000 |« 0000 | 0000 | oooo "¢ frdss
15 ttt tttt ttt 0000 0000 0000 0000 ey d
0.7 % . ttt tt ftt | 0000 | 0000 | 0000 | 0000 o Bl
Formaldehyde medium m - ks = I
(mNV) 30 it tttt tttt 0000 0000 0000 0000 d d
tttt tt tttt | 0000 0000 0000 0000 i ik
P B R A S
60 ttt titt ttt | 0000 0000 0000 | 0000 d d
ttt ttt ttt | 0000 | 0000 | ooo0 | oooo | ™O e
- i b — SN SRR, —|
Formaldehyde 0.7 % ; ttt ttit tttt 0000 0000 _
optotuiity ) medium n.a. it it it 0000 0000 n.d. n.d. n.d. n.d.
) 0 d. n.d. d. 4. Jd. d. Jd. d.
i . S n n n , n.d .3_ | nd ..H:u g n.d. L
control o 30 4444 4444 4444 4444 | 0404 0000 0000 0000 0000 |
4444 | 4444 | 4444 | 4444 | 0004 | 0000 | 0000 0000 | 0000
n.a. = not applicable 0 =no virus present; t = cytotoxic
n.d. = not done 1to 4 = virus present (degree of CPE in 8 cell culture units) (wells of microtitre plates)
* Test procedure accredited according to DIN EN ISO/IEC 17025. Test report issued by Dr. Brill + Partner GmbH, Norderoog 2, DE — 28259 Bremen, Germany, Telephone +49. 40, 557631-0, Telefax +49. 40,
557631-11, www.brillhygiene.com. No copying or transmission, in whole or in part, of this test report without the explicit prior written permission. The test results exclusively apply to the tested samples. 0 ({ DAKKS
Information on measurement uncertainty on request.® Dr. Brill + Partner GmbH 2018 e
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Table 7: Raw data for control of efficacy for suppression of disinfectant’s activity (1.75 %) (#5533)
Interfering & G
i substance
1 2 3 4 5 6 7 8 9
i tttt it 4444 4404 0000 0000 0000 | 0000
| .ﬁﬁ product high-level soiling ot ot 4444 4444 0000 0000 0000 | 0000 nd. |
corresponding virus | high-level soilin 4444 4444 4444 4444 0000 0000 | 0000 0000 | 0000 |
control . 9| 4444 | 4444 | 4404 | 4444 | s040 | 0000 | 0000 = 0000 | 0000
n.a. = not applicable 0 =no virus present; t = cytotoxic
n.d. = not done 1 to 4 = virus present (degree of CPE in 8 cell culture units) (wells of microtitre plates)
* Test procedure accredited according to DIN EN ISO/IEC 17025. Test report issued by Dr. Brill + Partner GmbH, Norderoog 2, DE —~ 28259 Bremen, Germany, Telephone +49, 40, 557631-0, Telefax +49. 40,
557631-11, www.brillhygiene.com. No copying or transmission, in whole or in part, of this test report without the explicit prior written permission. The test results exclusively apply to the tested samples. e [ DAKKS

Information on measurement uncertainty on request.© Dr. Brill + Partner GmbH 2018
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Table 8: Raw data (ECBO virus) for cell sensitivity (1.75 %) (LVP) (#5546)

Dilutions (logso)
Product Dilution
1 2 3 4 5 6 7 8 9
i i ) | 4444 4444 | 4444 aa4a | 4084 | 0004 | 4000 | 0000 E
| 444 4444 4444 4444 | 4444 0404 | 0000 | 0000 Tkls
} N — e e — —,—— . - - —
: 4444 | 4444 | 4444 | 4444 | 4480 0000 0000 | 0000
test product BL000 | aaag | aa4s | a2aa | asas | o4aa | o004 | o000 | oooo | "
n.a. = not applicable t=cytotoxic 0= no virus detectable
n.d. = not done 1to 4 = detection of virus (degree of CPE in 8 wells of a microtitre plate)

* Test procedure accredited according to DIN EN ISDAEC 17025. Test report issued by Dr. Brill + Partner GmbH, Norderoog 2, DE — 28259 Bremen, Germany, Telephone +49. 40. 557631-0, Telefax +49. 40.
557631-11, www.brillhygiene.com. No copying or transmission, in whole or in part, of this test report without the explicit prior written permission. The test results exclusively apply 1o the tested samples. o ( DAKKS
Information on measurement uncertainty on request.© Dr. Brill + Partner GmbH 2018 P
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Table 9: Determination of virus titre (LVP) at 10 °C (#5533)
Interfering Hitions {logs)
Virus titration aubstince
1 2 3 4 5 6 7 8 9
2 =z 4444 4444 4444 4444 0040 0400 0000 0000
st -
1% control high-level soiling 4444 1444 4444 4444 4000 0004 0000 0000 nd.
. 4444 4444 4444 4444 0004 0000 0000 0000
nd
2" control high-level soiling 4444 aas | asas 4444 0440 0000 0000 0000 nd.
n.a. = not applicable t = cytotoxic 0 =no virus detectable
n.d. = not done 110 4 = virus detectable (degree of CPE in 8 wells of a microtitre plate)
* Test procedure accredited according to DIN EN ISO/IEC 17025. Test report issued by Dr. Brill + Partner GmbH, Norderoog 2, DE — 28259 Bremen, Germany, Telephone +49. 40, 557631-0, Telefax +49. 40.
557631-11, www.brillhygiene.com. No copying or transmission, in whole or in part, of this test report without the explicit prior written permission. The test results exclusively apply to the tested samples, {f DAKKS
Information on measurement uncertainty on request.© Dr. Brill + Partner GmbH 2018 s
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Table 10: Inactivation of ECBO virus by NERTA OMNIKYLL (1.75 %) at 10 °C (LVP, 1:1,000) (30 min) (#5533)
Interfering : 2 3 4 5 6 7 8 9 1 1
sibitines Row 0 12
A—— 0000 0000 | 0000 0000 0000 0000 0000 | 0000 0000 0000 0000 0000
P 0000 0000 0000 0000 0000 0000 0000 0000 0000 0000 0000 0000
o 0000 0000 | 0000 | 0000 0000 0000 0000 | 0000 | 0000 0000 | 0000 0000
Prve 0000 0000 | 0000 0000 0000 0000 0000 0000 0000 0000 0000 0000
olate 36 0000 0000 | 0000 0000 0000 | 0000 0000 | 0000 0000 0000 0000 0000

. N 0000 | 0000 | 0000 | 0000 | 0000 | 0000 | 0000 | 0000 | 0000 | 0000 | 0000 | o000
high-level soiling 0000 | 0000 | 0000 0000 | 0000 | 0000 | 0000 | 0000 | 0000 | 0000 | 0000 5000
plate 4/6 0000 | 0000 | 0000 | 0000 | 0000 | 0000 | 0000 | 0000 | 0000 | 0000 | 0000 | 0000
Py 0000 | 0000 | 0000 | 0000 | 000D | 0000 | 0000 | 0000 | 0000 | 0000 | 0000 | aooo
0000 | 0000 | 0000 | 0000 | 0000 | 0000 | 0000 | 0000 | 0000 | o000 | 0000 | o000

vop 0000 | 0000 | 0000 [ 0000 G000 | 0000 | 0000 | 0000 | 0000 | 0000 | 0000 | 0000
P 0000 0000 0000 | 0000 0000 0000 0000 | 0000 0000 0000 | 0000 0000

t= cytotoxic 0 = no virus detectable
1 to 4 = virus detectable (degree of CPE in 8 wells of a microtitre plate)

* Test procedure accredited according to DIN EN ISO/IEC 17025. Test report issued by Dr. Brill + Partner GmbH, Norderoog 2, DE — 28259 Bremen, Germany, Telephone +49. 40, 557631-0, Telefax +49, 40,
557631-11, www.brillhygiene.com. No copying or transmission, in whole or in part, of this test report without the explicit prior written permission. The test results exclusively apply to the tested samples. Mooas (| DAKKS
Information on measurement uncertainty on request.© Dr. Brill + Partner GmbH 2018 e
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Table 11a: Summary of results (end point dilution method) with NERTA OMNIKYLL and ECBO virus

i Lt _h. nﬂ.ﬂhm e Sl ot __ _mou_. qnal“_“ after .._._u_.... - b __mﬂﬂ_.: Hﬂ.ﬁg
product (1) 1.75% high-level soiling 10°C 350 nd. n.d. n.d. <3.50 n.d. =30 (RF=>2.38)
product (1) 1.25% | high-level soiling 10°C 3.50 n.d. n.d, nd. <363 nd. > 30 (RF > 2.25)
product (1) 075% | high-level soiling 10°C 3.50 n.d. n.d. nd. 513 nd. > 30 (RF =0.75)
product (2) 0.175% | high-level soiling 10°C 2.50 n.d. nd. n.d. 6.00 nd. > 30 (RF = 0.00)
product (2) 0.01% | high-level soiling 10°C 250 n.d. n.d. n.d. 5.88 n.d. > 30 (RF =0.13)

*The number in brackets gives the number of the corresponding virus control, see Table 11b

n.a.=not applicable n.d. = not done

* Test procedure accredited ccording to DIN EN 1SOAEC 17025. Test report issued by Dr. Brill + Partner GmbH, Norderoog 2, DE — 28259 Bremen, Germany, Telephone +49. 40, 557631-0, Telefax +49. 40.

557631-11, www.brillhygienc.com. No copying or transmis n whole or in part, of this test report without the explicit prior written permission, The test results exclusively apply to the tested samples. i | DAKKS
Information on measurement uncertainty on request.© Dr. Brill + Partner GmbH 2018 Btnine
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Table 11b: Summary of results (end point dilution method) with NERTA OMNIKYLL and ECBO virus

LS Con- | Interfeing | ;| Levelof logw TCIDw/mi after _min > 4 logs reduction
centration | substance cytotoxicity 0 5 15 30 60 after ... min

formaldehyde waﬂ_\w medium 20°C 4.50 nd. <4.50 <4.50 <4.50 =450 =>5.0

virus control n.a. medium 20°C na. n.d. n.d. n.d. 5.88 n.d. n.a.
virus control (1) n.a. high-level soiling 10 °C na. nd. nd. n.d. 5.88 nd. na.
virus control (2) n.a. high-level soiling 10°C n.a. 5.75 n.d. n.d. 6.00 n.d. na.
.__ﬁ“_muwwhmmhﬂ n.a. high-level soiling 20°C na. nd. n.d. n.d. 5.75 n.d. na.
smwmw“s 175% | high-level soiling na. 3.50 nd. nd. nd. 538 nd. e

n.a.=not applicable n.d. =not done

* Test procedure accredited according to DIN EN ISO/IEC 17025. Test report issued by Dr. Brill + Partner GmbH, Norderoog 2, DE — 28259 Bremen, Germany, Telephone +49. 40. 557631-0, Telefax +49. 40,
557631-11, www.brillhygiene.com. No copying or transmission, in whole or in part, of this test report without the explicit prior written permission. The test results exclusively apply to the tested samples.
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Table 12: Summary of results (LVP, 1:1,000) with NERTA OMNIKYLL and ECBO virus

7 Priciinct Con- Interfering Temperature Level of 1og TCIDseiml after min > 4 logso reduction
centration substance cytotoxicity 0 1 after ... min
! 5 15 | 30 | 60
product 1.75 % high-level soiling 10°C n.a. nd. n.d. n.d. n.d. <1.84 n.d. 30 (RF = 4.10)
[ _ | | | 6.00 -
virus control na. high-level solling 10°C na. nd. n.d. n.d. n.d 5.88 n.d. na.
: - _1@594
| sens. PBS n.a. n.a. na. n.a. n.d. n.d. n.d. nd n.d. 6.88 na.
N 1.75% => o | -
sens. product 11,000 na. na. na. n.d. nd. | nd. n.d. ¥ n.d 6.38 na.
n.a.=not applicable n.d. =not done n.c. = not calculable
* Test procedure accredited according to DIN EN ISO/IEC 17025. Test report issued by Dr. Brill + Partner GmbH, Norderoog 2, DE — 28259 Bremen, Germany, Telephone +49. 40. 557631-0, Telefax +49, 40,
557631-11, www.brillhygiene.com. No copying or transmission, in whole or in part, of this test report without the explicit prior written permission. The test results exclusively apply to the tested samples. (| DAKKS
Information on measurement uncertainty on request.© Dr. Brill + Partner GmbH 2018 e




