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TEST REPORT n. 35/2022/V
Customer:
el igned b i i
SCHULKE CZ s.r.o. OrdefiitBaiEncd o faparoady
Lidickd 445 Date 8fadelivérigSign Signsniz®22
; Location: Maldova

735 81 Bohumin Reference number: ZU/13724/2022
Identification of sample:
Number of sample: 35/2022
Name of the product ': chloramix® dt
Batch number ' 614688
Expiry date ': 01/2025
Manufacturing date: not provided
Manufacturer ': SCHULKE CZ s.r.0., Lidickd 445, 735 81 Bohumin
Storage conditions ': -20 °C to +30 °C, ventilated and dry area
Product diluent recommended by the manufacturer ': water
Active substance(s) and concentration(s)': 750 g/kg sodium dihydrate dichloroisocyanurate

active chlorine content: 1.5 g act. Cly/tbl
Auxiliary substance(s) and concentration(s) : -

Purpose of product : PT2, PT4

Appearance of the sample: tablets of white color, chlorine odor
Date of delivery: 26.5.2022

Test method: CSN EN 16777:2020

Date(s) of tests (period of analysis): 2.6.—16.6.2022

Location of tests: Location 1 - Ostrava

I Data provided by customer.
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Results - for details see annex:

According to CSN EN 16777:2020 the test sample 35/2022 of product chloramix®dt lot. n. 614688, designed for
surface disinfection, diluted by hard water 2 tbl/1 |, after an exposure time 15 min at temperature 20°C+1°C,
under dirty conditions (3,0 g/l Bovine serum albumin + 3,0 ml/I erythrocytes) using viral titration on monolayer
cell culture on a microtitre plate reduced virus titre of reference virus:

Adenovirus type 5, strain Adenoid 75 by 4,500 + 0,537 Ig, i.e. demonstrated activity to virus Adenovirus at least
than 4 Ig.*

According to CSN EN 16777:2020 the test sample 35/2022 of product chloramix®dt lot. n. 614688, designed for
surface disinfection, diluted by hard water 3 tbl/1 |, after an exposure time 15 min at temperature 20°C+1°C,
under dirty conditions (3,0 g/I Bovine serum albumin + 3,0 ml/I erythrocytes) using viral titration on monolayer
cell culture on a microtitre plate reduced virus titre of reference virus:

Adenovirus type 5, strain Adenoid 75 by 4,500 + 0,537 Ig, i.e. demonstrated activity to virus Adenovirus at least
than 4 Ig.*

All fest criteria were within limits.

195% cofidence interval calculated according to CSN EN 14476 + A2 of Annex C.
*A decision rule with neglect of uncertainty was applied to the consensus statement.
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Opinion and interpretation:

Due to the proven activity of the tested sample 35/2022 of the product chloramix®dt according to CSN EN

16777:2020 in the medical area, it is also possible to use the product for other than in medical area and the
food and feed area.

Conclusion:

The test sample 35/2022 of product chloramix®dt lot. n. 614688, designed for surface disinfection, diluted by
water 2 tbl/I and 3 tbl/1 | demonstrated virucidal activity to Adenovirus according to the criteria given by the
standard CSN EN 16777 under the dirty conditions after exposure time 15 min.*

*A decision rule with neglect of uncertainty was applied to the consensus statement.
Conclusion, opinion and interpretation prepared by: Mgr. Ludmila Porubova

Zdravotni ustav se sidlem v Ostravé
In Ostrava, 1.7.2022 Centrum klinickych laboratofi

Oddglenf virologje

Laboratof pro testovani viryCidniho Ggin
Partyzdnské nameésti /7
Moravskd Ostrava 70200 Ostrav,

Telefon: 596 200 400

Authorized by: Mgr. Ludmila Porubova
Guarantor of testing
Laboratory for testing virucidal aktivity

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 ISO / IEC 17025: 2018. The list of methods within the scope of accreditation is available at
www.zuova.cz. The sample was examined according to SOP No. 11002.
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Annex to the protocol n.: 35/2022/V

Identification of sample:
Number of sample:

Name of the product :
Batch number ':

Expiry date ':
Manufacturing date ':
Manufacturer ':

Date of delivery:

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

Auxiliary substance(s) and
concentration(s) ':
Purpose of product':

Experimental conditions:
Test method:

35/2022

chloramix®dt

614688

01/2025

not provided

SCHULKE CZ s.r.o.

26.5.2022

-20 °Cto +30 °C, ventilated and dry area

water
tablets of white color, chlorine odor

750 g/kg sodium dihydrate dichloroisocyanurate
active chlorine content: 1.5 g act. Cl2/tbl

PT2, PT4

Chemical disinfectants and antiseptics - Quantitative non-porous surface
test without mechanical action for the evaluation of virucidal activity of
chemical disinfectants used in the medical area - Test method and
requirements (phase 2, step 2) according to CSN EN 16777:2020 (SOP n.
11002)

Date(s) of tests (period of analysis):2.6. — 16.6.2022

Diluent:

Testing concentration ':
Other testing concentration:
Appearance of dilution

of the sample:

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 sample:

Titration method:
Reference substance:

Titers calculated by:

i Data provided by customer.

35/2022/V

hard water
2 tbl/1l, 2 tbl/1,51, 3 tbl/1l

clear colourless liquid

15 minut

20°Ct1°C

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

stable

37°Ct1°C

Adenovirus type 5, strain Adenoid 75 (ATCC-VR-5), 5. passage, EMEM + 2%
FBS

Hela cells (ATCC-CCL-2), EMEM +10% FBS

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

viral titration on monolayer cell culture on the microplates
Glutaraldehyde (ThermoFisher GmbH, Lot.n.. 10204382)

Spaerman — Karber‘s method
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Table n. 1: Test results for the test sample 35/2022 of product chloramix®dt for Adenovirus type 5, strain
Adenoid 75 — dirty conditions

: Interfering Level of : Ig TCIDso/ml
Concentration R Vistoricity Contact time £6m2
X 3g/IBSA + .

® < +

chloramix®dt 2 thl/I P — 2,5 15 min <2,801 + 0,000
. 3g/IBSA + ;

® +

chloramix®dt 2 tbl/1,5l S — 2,5 15 min 4,468 +0,218
; 3g/IBSA+ :

® < +
chloramix®dt 3 tbl/I eryihrocyles 2,5 15 min <2,801+ 0,000
Virus control n.a. 3g/lBSA + n.a. 15 min 7,301 £0,269

erythrocytes

Reference test Concentration Intertere kevel Of Contact time IETCIo/ )

substance cytotoxicity +Sm?
Glutaraldehyde 0,0125% (m/V) 0,3 g/I BSA 1,5 5 min 4,218 +0,189
Virus control n.a. 0,3 g/l BSA n.a. 5 min 7,634 £0,223
Interference control — control 3 Interfering Level of : Ig TCIDso/ml
of cell susceptibility Gongenteation substance cytotoxicity ConmctUme +Sm?

: 3g/IBSA + ;
e . *
chloramix®dt 0,003 thl/I erythEoRyIes n.a 60 min 6,801 = 0,000
PBS na. 2 ElliEsnE n.a. 60 min 7,301 0,224
erythrocytes

Cont O.f SR o : Interfering Level of : Ig TCIDso/ml

suppression of sample Concentration i Contact time 5

i substance cytotoxicity +Sm

activity

chloramix®dt 3 thl/I 3g/lBsa+ n.a. 30 min 7,468 + 0,211
erythrocytes

virus control without carrier n.a. - n.a. 30 min 7,801 + 0,000
erythrocytes

2 Standard deviation of the logarithmic titre calculated according to CSN EN 16777 Annex C.
n.a. not relevant

n.d. not tested

BSA bovine serum albumin

PBS polyphosphate buffer

Prepared by: Mgr. Ludmila Porubova
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Table n. 2: The reduction for the test sample 35/2022 of product chloramix®dt to Adenovirus type 5, Adenoid

strain 75 — dirty conditions

: Reduktion (R) Condition
. Interfering : :
Concentration Contact time Alg TCIDso/ ml fulfilled
substance :
*Kr A>43
chloramix®dt 2 thl/I 3g/IBSA+ 15 min 4,500 + 0,537 YES
erythrocytes
; 3g/IBSA + .
®
chloramix®dt 2 tbl/1,5l erythroeyes 15 min 2,833 +0,692 NO
chloramix®dt 3 thl/I 2 HIBSE 15 min 24,500 £ 0,537 YES
erythrocytes
Rl Reduktion (R)
Reference test Concentration g Contact time Alg TCIDso/ ml 5min: A2,0-3,5
substance KoL
KR
Glutaraldehyde 0,0125% (m/V) 0,3 g/I BSA 5 min 3,417 £ 0,585 YES
Interference control — control : Interfering ; Reduktion (R)
of cell susceptibility DaTECHEE substance e Alg TCIDso/ ml s
chloramix®dt 0,003 tbl/I 38/1BSA+ 60 min 0,500 YES
erythrocytes
Eonpral o.f eficiengy of . Interfering : Reduktion (R)
suppression of samples Concentration Contact time <0,5
i substance Alg TCIDso/ ml
activity
£ 3g/IBSA + .
®
chloramix®dt 3 thl/I e — 30 min 0,333 YES

195% reduction confidence interval calculated according to CSN EN 16777 Annex C
3 If the cytotoxicity is so great that the residual infectivity titre is less than the required 4 Ig TCID50 and the reduction of 4 Ig cannot be
determined, the result is chosen for evaluation using the MicroSpin box.

n.a. not relevant
n.d. not tested
BSA bovine serum albumin

Prepared by: Mgr. Ludmila Porubova
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Table n.3 Raw date for the test sample 35/2022 of product chloramix®dt to Adenovirus type 5, strain
Adenoid 75 - dirty condition

| Interfering | Contact Dilution (lg)
Concentration e Sin
3 -1 2 3 -4 5 6 7
3g/IBSA + (e 000000 | 000000 | 000000 | 000000 | 000000 | 000000
chloramix®dt 2 tbl/I 15 min
erythrocytes
cT 000000 | 000000 | 000000 | 000000 | 000000 | 000000
3/l BSA + CT 230221 | 100300 | 000000 | 000000 | 000000 | 000000
chloramix®dt 2 tbl/1,51 B 15 min
erythrocytes
(94§ 444444 | 321221 | 020000 | 000000 | 000000 | 000000
CT 000000 | 000000 | 000000 | 000000 | 000000 | 000000
3 3 g/IBSA + .
chloramix®dt 3tbl/I 15 min
erythrocytes
CT 000000 | 000000 | 000000 | 000000 | 000000 | 000000
e < 3g/IBSA +
®
cytotoxicity chloramix®dt 2 thl/I P n.a. CT | 000000 | 000000 | n.d. n.d. n.d. n.d.
b : 3 g/I BSA +
®
cytotoxicity chloramix®dt 2 tbl/1,51 erytheEyEs n.a. CT | 000000 | 000000 | n.d. n.d. n.d. n.d.
o . 3 g/IBSA +
®
cytotoxicity chloramix®dt 3 tbl/I eryifivacyles n.a. CT | 000000 | 000000 | n.d. n.d. n.d. n.d.
444444 | 444444 | 444444 | 444444 | 324223 | 023000 | 002000
: 3g/I BSA + .
Virus control n.a. 15 min
erythrocytes
444444 | 444444 | 444444 | 444444 | 232344 | 020020 | 100000
iz 0,0125%
Cytotoxicity Glutaraldehyde (m/V) 0,3g/IBSA |n.a. 000000 | 000000 | 000000 | n.d. n.d. n.d. n.d.
0.0125% 444444 | 324222 | 120023 | 000000 | 000000 | 000000 | 000000
Glutaraldehyde (r'n/V) v 0,3g/IBSA | 5min
444444 | 322233 | 000200 | 000000 | 000000 | 000000 | 000000
444444 | 444444 | 444444 | 434423 | 234112 | 123023 | 000020
7 3 g/IBSA + .
Virus control n.a. 5 min
erythrocytes
444444 | 444444 | 444444 | 324442 | 321223 | 020312 | 000000
Interference control — 3g/IBSA +
control of cell susceptibility | n.a. E 60 min 444444 | 444444 | 444444 | 444444 | 332222 | 120002 | 000000
- PBS erythrocytes
Interference control — 3g/IBSA +
control of cell susceptibility | 0,003 tbl/I & 60 min 444444 | 444444 | 444444 | 444444 | 324223 | 000000 | 000000
A erythrocytes
— chloramix®dt
Control of efficiency of 3g/IBSA +
suppression of sample 3tbl/I € 30 min 444444 | 444444 | 444444 | 444444 | 342244 | 321002 | 000000
24 iy erythrocytes
activity — chloramix®dt
Virus control without carrier | n.a. 3571 BSR4 30 min 444444 | 444444 | 444444 | 444444 | 423442 | 231223 | 000000
erythrocytes

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

0 no virus/ no cytotoxicity

n.a. not applicable, n.d. not done

BSA bovine serum albumin, PBS polyphosphate buffer
CT Cytotoxicologic effect, CPE Cytopathogenic effect

Prepared by: Mgr. Ludmila Porubova

END OF THE PROTOCOL
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