accorrding to ISO/IEC 17025
Partyzanské nam.7, 702 00 Ostrava
VAT: CZ71009396

Laboratory for testing virucidal effect
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Center of clinical IabcratorieReasqn: MoldSign Signature
Testing laboratory n. 1554 adQeiitegMeoldova

TEST REPORT n. 6/2015/SVU

Virucidal quantitative suspension test for chemical desinfectants and antiseptics used in human medicine - Test method and
requirements (phase 2/ step 1) — according DVV/RKI:2008

Customer:
SCHULKE CZ s.r.0.
Lidicka 326

735 95 Bohumin
GZ

Identification of desinfectant — sample:

Product name:

Lot number:
Expiration:
Producer:

Storage conditions:

Diluent product recommended by the producer for use:

Product appearance:
The active substance(s) and its (their) concentration:

Purpose of product:
Date of delivery of the product:
Date of test:

not specified
ZU/07047/2016

Order number:
Reference number:

DESAM EFFEKT+
017A160120

not specified

Schulke CZ

not specified

domestic water

clear liquid

CAS 2372-82-9 7,2%
CAS 7173-51-5 3,0%
CAS 68424-85-1 19,0%
CAS 122-99-6  10,0%

surface and instruments disinfection
14.3.2016
22.3.-5.5.2016

This protocol cannot be reproduced in whole or in part without the express written permission of testing laboratory, Results are related only to tested
samle. The center of clinical laboratories - testing laboratory n.1554 accredited according to ISQ/ IEC 17025. List of accredited methods is shown in

www.zuova.cz, The sample was examined by SOP No.1901
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Results - for details see annex:

According to DVV/RKI the test product DESAM EFFEKT+, lot.n. 017A160120, designed for surface and instruments
disinfection, diluted by water to 0,25% reduced virus titre 4,0 + 0,000 Ig after an exposure time 5 min, 15 min and 30
min, at temperature 20°C£1°C, without protein load (distilled water), using viral titration on monolayer cell culture on
a microtitre plate by reduction of reference virus Vaccinia virus, strain Elstree, i.e.demonstrate virucidal activity for
Vaccinia virus by more than 4 Ig.

According to DVV/RKI the test product DESAM EFFEKT+, lot.n. 017A160120, designed for surface and instruments
disinfection, diluted by water to 0,25% reduced virus titre 4,0 + 0,151 Ig after an exposure time 5 min, 15 min and 30
min, at temperature 20°C+1°C, without protein load (distilled water), using viral titration on monolayer cell culture on
a microtitre plate by reduction of reference virus Bovine viral diarrhea virus, strain NADL, i.e.demonstrate virucidal

activity for BVDV by more than 4 Ig.

Conclusion and interpretation:

According to DVV/RKI the test product DESAM EFFEKT+, lot.n. lot.n. 017A160120 diluted by water to 0,25%
demonstrate limited virucidal activity to enveloped viruses under the conditions without protein load after exposure

time 5 min.

In Ostrava, 6.5.2016

$r i i

Mgr. Ludmila Porubova

Guarantor of testing

This protocol cannot be reproduced in whole or in part without the express written permission of testing laboratory. Results are related only to tested
samle. The center of clinical laboratories - testing laboratory n.1554 accredited according to ISO/ IEC 17025, List of accredited methods is shown in

www.zuova.cz. The sample was examined by SOP No.1901
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Annex to the protocol n.; 6/2016/5VU

Identification of product:
Product name:

Lot number:

Expiratin:

Producer:

Date of delivery of product
Storage conditions:
Diluent:

Product appearance:

The active compound(s)
and its (their) concentration:

Experimental conditions:

Date of testing:
Diluent:

Testing concentration:
Appearance of dilution
of the product:
Contact times:

Testing temperature:
Interfering substance:

Stability of mixture during testing:

Incubation temperature:
Method of filtration:
Test virus:

Proces to stop action of product:

Cell line:

Titration method:
Reference substance:
Titers calcullated by:

Test detail:

. Test infectivity of the virus

OO WM

. Control of susceptibility

DESAM EFFEKT+
017A160120

not specified
Schulke CZs.r.o.
14.3.2016

not specified
domestic water
clear liguid

CAS 2372-82-9 7,2%
CAS 7173-51-5 3,0%
CAS 68424-85-1 19,0%
CAS122-99-6 10,0%

Quantitative suspension test for the determine of virucidal effect of disinfectant
according DVV/RKI (SOP n. 1901)

22.3.-5.5.2016

hard water

0,25%

clear solution

5 min, 15 min, 30 min

20°Czx1°C

without protein load — distilled water

stable

37°Cx1°C

MicroSpin

Vaccinia virus, strain Elstree (ATCC) 5.passage, EMEM + 2% FBS

Bovine viral diarrhea virus, strain NADL(ATCC), 4. passage,DMEM + 2% FBS
virucidal activity of product is suppressed by transferring the sample into the ice
cold diluent

Vero (ATCC), 23. to 28.pasaZ, DMEM + 10% FBS

KOP-R (FLI), 44. to 50. passage, EMEM + 10% FBS

viral titration on monolayer cell culture on the microplates

Formaldehyde (Sigma-Aldrich, ¢.8. SZBC2290V)

Spaerman — Kérber’s method

. Preparation of tissue culture testing
. Preparation of the test virus suspension

. Titration of the virus with the conditions
. The cytotoxic effect of the product

. Reference viral inactivation test

. Viral inactivacion test of product

This protocol cannot be reproduced in whole or in part without the express written permission of testing laboratory. Results are related only to tested
samle. The center of clinical laboratories - testing laboratory n.1554 accredited according to ISO/ IEC 17025. List of accredited methods is shown in

www.zuova.cz. The sample was examined by SOP No.1901
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Figure 1: Graphic presentation of results of the test for product DESAM EFFEKT+ to Vaccinia virus, strain Elstree,—
1.test

Presentation of test results
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Key: =™ Inactivation of virus BVDV by formaldehyde 0,7%, =™ Inactivation of virus BVDV by Desam effekt+ 0,5%,
" Cytotoxicity of formadiehyde 0,7%, ™ Cytotoxicity of Desam effekt+ 0,5%

Figure 2: Graphic presentation of results of the test for product DESAM EFFEKT+ to Vaccinia virus, strain Elstree —
2.test

Presentation of test results
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Key: ™ Inactivation of virus BVDV by formaldehyde 0,7%, ““*= Inactivation of virus BVDV by Desam effekt+ 0,5%,
" Cytotoxicity of formadlehyde 0,7%, = ~Cytotoxicity of Desam effekt+ 0,5%

This protocol cannot be reproduced in whole or in part without the express written permission of testing laboratory. Results are related only to tested
samle. The center of clinical laboratories - testing laboratory n.1554 accredited according to ISO/ IEC 17025, List of accredited methods is shown in
www.zuova.cz. The sample was examined by SOP No.1901
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Figure 3; Graphic presentation of results of the test for product DESAM EFFEKT+ to BVDV, strain NADL — 1.test

Presentation of test results
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Key: ¥ Inactivation of virus Vaccinia by formaldehyde 0,7%, ~** Inactivation of virus Vaccinia by Desam effekt+ 0,5%,
Cytotoxicity of formadlehyde 0,7%, ~ - Cytotoxicity of Desam effekt+ 0,5%

Figure 4: Graphic presentation of results of the test for product DESAM EFFEKT+ to BVDV, strain NADL — 2.test

Presentation of test results
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Key: ™ Inactivation of virus Vaccinia by formaldehyde 0,7%, =3 Inactivation of virus Vaccinia by Desam effekt+ 0,5%, e
Cytotoxicity of formadlehyde 0,7%, " Cytotoxicity of Desam effekt+ 0,5%

This protocol cannot be reproduced in whole or in part without the express written permission of testing laboratory. Results are related only to tested
samle. The center of clinical laboratories - testing laboratory n.1554 accredited according to ISO/ IEC 17025. List of accredited methods is shown in
www.zuova.cz. The sample was examined by SOP No.1901
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Table n.5: Raw date of test for product DESAM EFFEKT+ to Vaccinia virus, strain Elstree — 1.test

Dilution (log 10)

! Interferin Contact
Product Concentration s Lk tim
Sepsiance ® (2 B S e ey | 8
distilled .
Desam effekt+ 0,25% BAraT 5 min cT cT CT | 00000 | 00000 | 00000 | 00000 | 00000
t+ + isti
Reser eifeie 0,25% AEGlEY 5 min ¢t | cr | 00000 | 00000 | 00000 | 00000 | 00000 | 0O0CD
MicroSpin water
distilled ;
Desam effekt+ 0,25% water 15 min cT CT cT 00000 | 00000 | 00000 | 00000 | 00000
T e
Dc?sam Sle 0,25% distilled 15 min T CT | 00000 | 00000 | 000D | OOOOO | 00000 | 0OOCO
MicroSpin water
distilled )
Desam effekt+ 0,25% o, 30 min CcT €T CT | 00000 | 00000 | 0OCCO | 00000 | DOOOO
Des ++ istill
SSRmyeTTert 0,25% distilled 30 min ¢t | cr | 00000 |00000 | 00000 | 00000 | 00000 | 0ODCO
MicroSpin water
Cytotoxicity distilled
0,25% .a. cT CT cr 00000 . .a. ; s
| DESAM EFFEKT+ >% water i e sk g, e
Cytotoxicity
DESAM EFFEKT+ + 0,25% tvrda voda n.a. cT CT | 00DOO | 00000 | n.a. n.a. n.a. n.a.
Microspin
Cytotoxicity Formaldehyde | 0,7% (m/V) PBS n.a cT CT | 00000 | 00000 | n.a. n.a n.a. n.a.
5 min cT CT 00000 | 00000 | 00000 | DOOOO | DOOOO | 00000
10 min & ET 00000 | 00000 | 00000 | 0O0OO | 00000 | 00000
0,7% (m
Formaldehyde S{mrv) PBS
30 min €T cT 00000 | 00000 | 00000 | 00000 | DOOOO | 00000
60 min g 3 00000 | 00000 | 00000 | 00000 | 0ODOO | 00000
Susceptibility of cells - istill
P ¥ n.a. distilled 60 min 44444 | 44444 | 44444 | 44444 | 44444 | 32332 | 00000 | 00000
PBS water
Susceptibility of cells - distilled
0,00025% 60 min 44444 | 44444 | 44444 | 44444 | 44444 | 33200 | 00000 | 00000
DESAM EFFEKT+ ’ ’ water
: distilled y
Virus control n.a. 5 min 44444 | 44444 | 44444 | 44444 | 44444 | 33323 | 00000 | 00000
water
L . : distilled .
Virus control + Microspin n.a. it 5 min 44444 | 44444 | 44444 | 44444 | 44444 | 22322 | 00000 | 00000
2 distilled :
Virus control + Microspin | n.a. . 60 min 44444 | 44444 | 44444 | 44444 | 44444 | 32133 | 00000 | 00000

1 to 4 virus detectable (1 = 25% CPE, 4 = 100% CPE)

0 no virus/ no cytotoxicity
n.a. not applicable

n.d. not done

CT Cytotoxicologic effect
CPE Cytopathogenic effect

Prepared by: Mgr. Ludmila Porub%fé//

This protocol cannot be reproduced in whole or in part without the express written permission of testing laboratory. Results are related only to tested
samle. The center of clinical laboratories - testing [aboratory n.1554 accredited according to ISO/ IEC 17025. List of accredited methods is shown in
www.zuova.cz. The sample was examined by SOP No.1901

Page 8 (11)




Table n.6: Raw date of test for product DESAM EFFEKT+ to Vaccinia virus, strain Elstree — 2.test

| + t Dilution (log 10}
Product Concentration ntsr:ermg Cc:'n ag:
substance ime 1 2 3 4 5 i 7 -8
Desam effekt+ 0,25% i’l:g!ifd 5 min CcT cT cT 00000 | 00000 | 00000 | 00000 | 00000
De.sam L 0,25% esallid 5 min CT cT 00000 | 00000 | 00000 | 00000 | 00000 | 0O0DOD
MicroSpin water
Desam effekt+ 0,25% :}::ig’e‘j 15 min CcT cT CcT 00000 | 00000 | 00000 | 00000 | 00000
= e
Desarrleffekt i 0,25% distilled 15 min CcT CcT 00000 | 00000 | 00000 | 00000 | 00000 | 00000
MicroSpin water
Desam effekt+ 0,25% \?vl:,:tllfd 30 min CT cT CT 00000 | 00000 | 00000 | DOO0O | 00000
Desameiert: = 0,25% disilled 30 min cr | cr | 00000 |00000 | 00000 | 00000 | 00000 | 000D
MicroSpin water
Cytotoxicity distilled
0,25% . CcT GT CT 00000 .a. a. n.a. .a.
DESAM EFFEKT+ i2ad water n-e i oA
Cytotoxicity
DESAM EFFEKT+ + 0,25% tvrdd voda n.a. CcT cT 00000 | 00000 | n.a. n.a. n.a n.a.
Microspin
Cytotoxicity Formaldehyde | 0,7% (m/V) PBS n.a. cT CT | 00000 | 00000 | n.a. | na. n.a. n.a
5 min CcT cT 00000 | 00000 | 00000 | 00000 | 00000 | 00000
10 min CT cT 00000 | 00000 | 00000 | 0000C | 00000 | CODDO
0,7%
Formaldehyde TN s
30 min €T cT 00000 | 00000 | 00000 | 0O00O | 00000 | 00000
60 min CcT cT 00000 | 000CO | 00000 | 00000 | DOOODO | 00000
Susceptibility of cells - isti
P y n.a. SsIEY 60 min 44444 | 44444 | 44444 | 44444 | 44444 | 00323 | 00000 | DOODO
PBS water
Susceptibility of cells - ’ distilled
i 44444 | 44444 | 44444 | 44444 | 44444 | 33230 | O 0
DESAM EFFEKT+ 0,00025% water 60 min 4 3 0000 | 00000
Virus control n.a. j;:’;!lred 5 min 44444 | 44444 | 44444 | 44444 | 44444 | 33322 | 00000 | 00D0O
Virus control + Microspin n.a. SJ:ter_Ed 5 min 44444 | 44444 | 44444 | 44444 | 44444 | 11232 | 00000 | 00000
disti
Virus control + Microspin n.a. w:?e”rEd 60 min 44444 | 44444 | 44444 | 44444 | 44444 | 33333 | 00000 | 00000

1to 4 virus detectable (1 = 25% CPE, 4 = 100% CPE)

0 no virus/ no cytotoxicity
n.a. not applicable

n.d. not done

CT Cytotoxicologic effect
CPE Cytopathogenic effect

Prepared by: Mgr. Ludmila Porubové

This protocol cannot be reproduced in whole or in part without the express written permission of testing

samle. The center of clinical laboratories - testing laboratory n.1554 accredited according to ISO/ IEC 17025. List of accredited methods is shown in

/”Z

www.zuova,.cz. The sample was examined by SOP No.1901

laboratory. Results are related only to tested

Page 9 (11)




Table n.7: Raw date of test for product DESAM EFFEKT+ to BVDV, strain NADL- 1.test

Dilution (log 10)

L Interferin Contact
Product Concentration o g i
substance ime 1 - 3 4 5 e 7 8
distilled )
Desam effekt+ 0,25% st 5 min T cT 00000 | 00000 | 00000 | 00000 | 00000 | 00000
Deserm e.ffEkt++ 0,25% distilied 5 min cT 00000 | 00000 | 0OOOO | 0OO0O | 00000 | 00000 | 00000
MicroSpin water
distilled :
Desam effekt+ 0,25% water 15 min cT CT | 00000 | 00000 | 0DOOO | DODOO | 00000 | 00000
3 ; e P
Hesam effekts s 0,25% distilled 15 min CT | 00000 | 00000 | 00000 | 0000O | 00000 | 0O0OC | 00000
MicroSpin water
distilled :
Desam effekt+ 0,25% ke 30 min cT CT | 00000 | 00000 | 00000 | 00000 | CO00O | 00000
D + isti
Soamclichts 0,25% distilled 30 min cr 00000 | 00000 | 00000 [ 00000 | DO0OO | 00000 | 00000
MicroSpin water
Cytotoxicity distilled
0,25% a. CT CcT 00000 | 00000 a. .a. .. .a.
DESAM EFFEKT+ 2536 water A naoponaogon n-a
Cytotoxicity
DESAM EFFEKT+ + 0,25% tvrda voda n.a. CT | 00000 | 0OOOO | 000D | n.a. n.a n.a. n.a.
Microspin
Cytotoxicity Formaldehyde | 0,7% (m/V) PBS n.a. CcT CT | 00000 [ 00000 | n.a. n.a. n.a n.a
5 min CcT cT 00000 | 00000 | 00000 | 00000 | 00000 | 00000
i T
0,7%(m/\/} 10 min CT C 00000 | 0O0CO | 00000 | 0O0CO | COD0O | 00000
Formaldehyde PBS
30 min CT cT 00000 | 00000 | 00000 | 00000 | 00000 | 00000
60 min cT cT 00000 | 00000 | 00000 | 000D | 0D0CO | 00000
Susceptibility of cells - istilled
b P t n.a. distille 60 min 44444 | 44444 | 44444 | 33333 | 33300 | 00000 | 00000 | 00000
PBS water
Susceptibility of cells - distilled
0,00025% 60 min 44444 | 44444 | 44444 | 33333 | 02304 | 00000 | 00000 | 00000
DESAM EFFEKT+ ’ water
distilled :
Virus control n.a. 5 min 44444 | 44444 | 44444 | 33333 | 32333 | 00000 | 00000 | DDOOO
water
M : distilled :
Virus control + Microspin n.a. water 5 min 44444 | 44444 | 44444 | 34334 | 32342 | 03000 | 00000 | 00000
; istilled :
Virus control + Microspin n.a. ?\:;i!f 60 min 44444 | 44444 | 44444 | 33333 | 33322 | 00000 | 00000 | 00000

1 to 4 virus detectable (1 = 25% CPE, 4 = 100% CPE)

0 no virus/ no cytotoxicity
n.a. not applicable

n.d. not done

CT Cytotoxicologic effect
CPE Cytopathogenic effect

Prepared by: Mgr. Ludmila Porubov!z /7

f

This protocol cannot be reproduced in whole or in part without the express written permission of testing laboratory. Results are related only to tested
samle. The center of clinical laboratories - testing laboratory n.1554 accredited according to ISO/ IEC 17025. List of accredited methods is shown in
www.zuova.cz. The sample was examined by SOP No.1901
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Table n.8: Raw date of test for product DESAM EFFEKT+ to BVDV, strain NADL — 2.test

Dilution (log 10)

5 Interferi Contac
Product Concentration tbsta s % 4
su nce ime 1 2 3 “a i e = 3
distilled .
Desam effekt+ 0,25% Gt 5 min CT CcT 00000 | 00000 | 00000 | 00O0D | 00000 | 00000
Desamelfchir e 0,25% cisited 5 min cT 00000 | 00000 | 00000 | 0OOOO | 00000 | 00000 | 00000
MicroSpin water
distilled ;
Desam effekt+ 0,25% i 15 min cT CT | 00000 | 0OOCO | COODO | GOO00 | 00000 | 00000
kt+ 4 isti
FEUIIT 0,25% distilled 15 min T | 00000 | 0ooco | 00000 | 00000 | 00000 | 00000 | 00000
MicroSpin water
distilled ’
Desam effekt+ 0,25% e 30 min CT cT 00000 | 00000 | 00000 | 00000 | 00000 | 00000
o —
el U 0,25% distilleq 30 min cT | ooooo | 00000 | 00000 | 00000 | 00000 | 00000 | 0O00O
MicroSpin water
Cytotoxicity distilled
0,25% n.a. cT CT 00000 | 00000 .a. .a. .a. .a.
DESAM EFFEKT+ i water g " il Bl s
Cytotoxicity
DESAM EFFEKT+ + 0,25% tvrda voda n.a. CT | 00000 | 00000 | 00000 | n.a. n.a. n.a. n.a
Microspin
Cytotoxicity Formaldehyde | 0,7% (m/V) PBS n.a. cT CT | 00000 | 00000 | n.a. n.a. n.a. n.a.
5 min CT cT 00100 | 00000 | 00000 | 00000 | 00000 | 00000
10 min CcT CcT 00000 | 0O0OCO | 0O0QO | 00000 | 00000 | 00000
0,7% (m/V
Formaldehyde 2% (m/) PBS
30 min cT cT 00000 | 00000 | 00000 | DOOOC | 00000 | CO00O
60 min cT CcT 00000 | 00000 | 0O0CO | CO00O0 | 00000 | 0O00D
| Susceptibility of cells - isti
i na. istilleg 60 min 44444 | 44444 | 44444 | 33333 | 33333 | 00000 | 00000 | 00000
PBS water
SUSCEptiblhty oficellss 0,00025% distilled 60 min 44444 | 44444 | 44444 | 33333 | 22232 | 00000 | 00000 | 00000
i (]
DESAM EFFEKT+ water
distilled )
Virus control n.a. wskny 5 min 44444 | 44444 | 44444 | 33333 | 22223 | 00000 | 00000 | 00000
distilled .
Virus control + Microspin n.a. water 5 min 44444 | 44444 | 44444 | 34334 | 33333 | 00000 | 00000 | OODOO
distilled :
Virus control + Microspin n.a. water 60 min 44444 | 44444 | 44444 | 33333 | 33333 | 00000 | 00000 | 00000

1to 4 virus detectable (1 = 25% CPE, 4 = 100% CPE)

0 no virus/ no cytotoxicity
n.a. not applicable

n.d. not done

CT Cytotoxicologic effect
CPE Cytopathogenic effect

Prepared by: Mgr. Ludmila Porubova

5/

This protocol cannot be reproduced in whole or in part without the express written permission of testing laboratory. Results are related only to tested
samle. The center of clinical laboratories - testing laboratory n.1554 accredited according to 1SO/ IEC 17025. List of accredited methods is shown in

www.zuova.cz. The sample was examined by SOP No.1901
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