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TEST REPORT n. 148/2020/SVU_2

Quantitative non-porous surface test without mechanical action for the evaluation of virucidal activity of disinfectants
Test method and requirements (phase 2/ step 2) according to EN 16777:2018

Customer:
SCHULKE Cz
Lidicka 445

735 81 Bohumin

Identification of disinfectant — sample:

Name of the product
Batch number ':

Expiry date ':
Manufacturing date ':
Manufacturer
Storage conditions '

Product diluent recommended by the manufacturer '

Active substance(s) and concentration(s) ':

Purpose of product

Appearance of the product:
Date of delivery:
Date(s) of tests (period of analysis):

" Data provided by customer.

148/2020/SVU_2

Order number: not provided

Date Bf d fivet;y: 23.40.2020 .
t d rifaenfo Andrei
Refenficemaimbryi 2L/ 30811,/2020
Reason: MoldSign Signature
Location: Moldova

desam effect/desam effekt+

014A200421

24.1.2022

not provided

SCHULKE CZ, s.r.o.

-10°Cto +25°C

water

100 g of product contains:

19g Benzyl-C12-16-alkyldimethylammonium
chloride

10g 2-fenoxyethan-1-ol

7,2g N-(3-aminopropyl)-N-dodecylpropane-1,3-
diamine

3g Didecyldimetylammonium chloride

PT2 —surface disinfection in medical area

clear colourless liquid
13.10.2020
29.10.2020 - 27.1.2021
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Results - for details see annex:

According to EN 16777:2018 the test product desam effect/desam effekt+, lot. n. 014A200421, designed for surface
disinfection in medical area, diluted by hard water to 2,0% solution, reduced virus titre 4,000 + 0,000 lg after an
exposure time 5 min and 30 min at temperature 20°C+1°C, under dirty conditions (3,0 g/l Bovine serum albumin +
3,0 ml/l erythrocytes), using viral titration on monolayer cell culture on a microtitre plate by reduction of reference
virus Vaccinia virus, strain Modified Vaccinia virus Ankara, i.e. demonstrated virucidal activity to Vacciniavirus by
more than 4 Ig.*

According to EN 16777:2018 the test product desam effect/desam effekt+, lot. n. 014A200421, designed for surface
disinfection in medical area, diluted by hard water to 1,0% solution, reduced virus titre 4,000 + 0,000 Ig after an
exposure time 5 min and 30 min at temperature 20°C+1°C, under dirty conditions (3,0 g/l Bovine serum albumin +
3,0 ml/l erythrocytes), using viral titration on monolayer cell culture on a microtitre plate by reduction of reference
virus Vaccinia virus, strain Modified Vaccinia virus Ankara, i.e. demonstrated virucidal activity to Vacciniavirus by
more than 4 Ig.*

*The statement of compliance is based on a 95% coverage probability for the expanded uncertainty.

Conclusion and interpretation:

According to EN 16777:2018 the test product desam effect/desam effekt+, lot. n. 014A200421, designed for surface
disinfection in medical area, diluted by hard water to 1,0% and 2,0% solution demonstrated virucidal activity to
enveloped viruses under the dirty conditions after exposure time 5 min.

In Ostrava, 10.2.2021 Authorized by: Mgr. Ludmila Porubova

Guarantor of testing

Zdravotni dstav se sidlem v Ostravé

Centrum Klinickych laboratof
Oddélenf virologie

Laboratof pro testovani virucidnfh

Partyzdnské ndmésti 2633

Moravskd Ostrava 702 00 Osfrava

Telefon: 596 200 400,

No part of this report may be reproduced in any form without the written permission of the testing laboratory. The
test results relate only to the test sample as received. The laboratory is not responsible for the data provided by the
customer. Centre of Clinical Laboratories - Testing Laboratory No. 1554 accredited by CIA according to CSN EN 1SO /
IEC 17025: 2018. The list of accredited methods is available at www.zuova.cz. The sample was examined according to
SOP No. 1902.
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Annex to the protocol n.: 148/2020/SVU_2

Identification of product:

Name of the product ©:
Batch number i:

Expiry date ':
Manufacturing date :
Manufacturer :

Date of delivery:

Storage conditions
Product diluent recommended
by the manufacturer ';
Appearance of the product:
Active substance(s) and
concentration(s) ':

Purpose of product i:

Experimental conditions:

Date(s) of tests (period of analysis):
Diluent:

Testing concentration ';

Other 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:

Cell line:
Process to stop action of product:

Titration method:
Reference substance:

Titers calculated by:

" Data provided by customer

Test detail:

desam effect/desam effekt+
014A200421

21.4.2022

not provided

SCHULKE CZ, s.r.o.
13.10.2020

-10°Cto+25°C

water
clear colourless liquid

100 g of product contains:

19g Benzyl-C12-16-alkyldimethylammonium chloride
10g 2-fenoxyethan-1-of

7,2g N-(3-aminopropyl)-N-dodecylpropane-1,3-diamine
3g Didecyldimetylammonium chloride

PT2 — surface disinfection in medical area

Quantitative non-porous surface test without mechanical action for the
evaluation of virucidal activity of disinfectants according to EN 16777:2018 (SOP
n. 1902)

29.10.2020 - 27.1.2021

hard water

2%, 1%, 0,5%

clear liquid

5 min, 30 min

20°C+1°C

dirty conditions — 3,0 g/l Bovine serum albumin + 3,0 ml/I sheep erythrocytes
precipitate formation

37°C+1°C

MicroSpin

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

BHK-21 cells (ATCC), 116., 31. passage, DMEM + 10% FBS

virucidal activity of product is suppressed by transferring the sample into the ice
cold diluent

viral titration on monolayer cell culture on the microplates

Formaldehyde (Sigma-Aldrich, lot. n. MKCH0868)

Spaerman - Karber’s method

1. Preparation of tissue culture testing

2. Preparation of the test virus suspension
3. Test infectivity of the virus

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

6. Reference viral inactivation test

7. Viral inactivation test of product

8. Control of susceptibility

148/2020/SVU_2

Page 3 /5 M \

/




6/ ¥ ebed

Z NAS/02Z0Z/8YL

2AOQGNIOd ejlwpnT IS :Aq pasedaud

4012e} UoidNpay

680'0 T €€€9 'y vSg1/8 €0 ‘e'u |043U0D SNIIA
9LV'0F €85C 07T'0F0SL's §'e vsg1/8 €0 %S00°0 apAyspjesein|s
pru ‘pru 0000 ‘pru ey sauo0IyAId ‘e'u uidSOUDIA - [0JIU0D SNUIA
P P 70059 P +vsg/30e ’ ’ ’
000°0 s91Ad04ulhie .
pr P ‘pru eu e'u 0J1U0D Shuy
p P F005'9 P +vSg1/30'e 104 "
0 199" ‘0% onc - S9T0 8/1°0 o ‘ sayho01yhie osct +DRye
0EE'0 ¥ 299 95€’0 F005°E pu 76687 000°€ pu 4 +vsg /3 0% %50 Wesap/109443 Wesap
= A I, . 0000 0000 . sajhoouyihie . +Paye
. " . . U o
0000 7 00072 0000 7 000+2 pu 100575 | T0057s p s't +vsa /8 0% %0°T Wesap/193)45 Wesap
e o A - 0000 000°0 - . sa1A204y3Au o/t UIAdSOIA - +1jO4d
0000 ¥ 000'¥=< 0000 ¥ 000V pu 100s7s | 1005z pu S'c +vsa /B o'e %0°C Wesap/10943 Wesap
- - 0000 000°0 “ sephoouyihie . +D{9449
’ fom (e ’ ey ‘DU 0,
0000 ¥ 000€2 0000 ¥ 00062 pru T00ses | Toos'es p S'’e +vsa /8 0% %0°C Wesap/10349 Wesap
013 S 09 (013 S T
] >#u_x0u0u>u soueIsqns uonenuaduo) onpoid
ujw - aaye ju fos 0130 .
(w e jw /osqidL 0rdov) unw 1338 Jw /0saiL ot o) 10 [3A27 Sunapselul

SUOI}PUOD ALIIp - DIDYUY SNIIA DIUIDIDA PILfIPOIN UIDIIS ‘SNIIA BIUIIDA O} +1O442 WESIP /19948 WESIP 19npoad 10§ 1531 3Y3 JO UOHEPI[EA PUEB S}NSaJ By T°U 3|qeL




Table n.2 Raw date of test for product desam effect/desam effekt+ to Vaccinia virus, strain Modified Vaccinia virus
Ankara - dirty conditions

Product Concentration Interfering C.ontact Dilution (log 10)
substance | time 2 3 4 5 6 7 8
desam effect/desam 9% 3,0g/IBSA + 5 min cT CT | 000000 | 000000 | 000000 | 000000 | 000000
effekt+ erythrocytes CcT CcT 000000 | 000000 | 000000 | 000000 | 000000
desam effect/desam 2% 3,0g/IBSA + . CT 000000 | 000000 | 000000 | 000000 | 000000 | 000000
effekt+ - MicroSpin 0 erythrocytes > min CT | 000000 | 600000 | 000000 | 000000 | 000000 | 000000
desam effect/desam 2% 3,08/IBSA + 30 min cT CT | 000000 | 000000 | 000000 | 000000 | 000000
effekt+ erythrocytes cT cT 000000 | 000000 | 000000 | 000000 | 000000
desam effect/desam 2% 3,0g/I BSA + 30 mi CT 000000 | 000000 | 000000 | 000000 | 000000 | 000000
effekt+ - MicroSpin ° erythrocytes [ > " cT | 000000 | 000000 | 000000 | 000000 | 000000 | 000000
desam effect/desam 1% 3,0g/I BSA+ 5 min CT 000000 | 600000 | 000000 | 000000 | 000000 | 000000
effekt+ - MicroSpin erythrocytes CT | 000000 | 000000 | 000000 | 000000 | 000000 | 000000
desam effect/desam 1% 3,0g/I BSA + 30 min CcT 000000 | 000000 | 000000 | 000000 | 000000 | 000000
effekt+ - MicroSpin erythrocytes CT °| 000000 | 000000 | 000000 | 000000 | 000000 | 000000
desam effect/desam 0.5% 3,0g/I BSA + 5 min CT | 033304 | 600000 | 000000 | 000000 | 000000 | 000000
effekt+ - MicroSpin ! erythrocytes cT 043000 | 000000 | 000000 | CO0000 | 004000 | 000000
desam effect/desam 0.5% 3,0 g/I BSA + 30 min CcT 340040 | 000000 | 000000 | 000000 | 000000 | 000000
effekt+ - MicroSpin ! erythrocytes cT 040000 | 000000 | 000000 | 000000 | 004000 | 000000
Cytotoxicity desam 2% 3,0g/1BSA + n.a. cT CT | 000000 | n.d. n.d. n.d. n.d.
effect/desam effekt+ erythrocytes
Cytotoxicity desam 3,0g/I BSA +
effect/desam effekt+- | 2% erythrocytes | n.a. CT | 000000 | 000000 | n.d. n.d. n.d. n.d.
MicroSpin
Cytotoxicity desam 1% 3,08/1B5A+ n.a. CcT 000000 | 000000 | n.d. n.d. n.d. n.d.
effect/desam effekt+ erythrocytes
Cytotoxicity desam 0,5% 3,0g/1BSA+ | et | 000000 |000000| nd. | nd | nd | nd.
effect/desam effekt+ erythrocytes
. 3,0g/IBSA+ ) 444444 | 444444 | 444444 | 444444 | 332213 | 000000 | 000000
Virus control n.a. 5 min
erythrocytes 444444 | 444444 | 444444 | 444444 | 241132 | 000000 | 000000
Virus control - 3,0g/I BSA + . 444444 | 444444 | 444444 | 444444 | 332213 | 000000 | 000000
MicroSpin n-a. erythrocytes > min 444444 | 444444 | 444444 | 444444 | 241132 | 000000 | 000000
gﬁ?:?:ll;:r\:y de 0,005% 0,3g/IBSA |n.a. 000000 | 000000 | 000000 | n.a. n.a. n.a. n.a.
. 444444 | 343233 | 023003 | 000000 | 000000 | 000000 | 000000
Glutaraldehyde 0,005% 0,3g/IBSA | 5min 444444 | 023022 | 023000 | 000000 | 000000 | 600000 | 000000
Virus control na. 0,3g/IBSA |5 min 444444 | 444444 | 444444 | 444444 | 323324 | 000000 | 000000
’ 444444 | 444444 | 444444 | 444444 | 234400 | 000000 | 000000
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 effec
CPE Cytopathogenic effect
Prepared by: Mgr. Ludmila Porubova
END OF THE PROTOCOL
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