Digitally signed by Gritaenco Andrei
Date: 2022.12.26 15:38:55 EET

l |a Reason: MoldSign Signature
e Location: Moldova
) Ch-:ﬁﬂi Lt donin, Blazkova 5, 695 01 Hodonin, CZ, Chemical and Microbiological Laboratory. Laboratory No. 1273
W certified by Cafeh Accreditation Institute. Phone/Fax +42031 8340919, chemilai@iol.cz
o . FS
1\'__-_.__:::_' d_{;__,__.r__‘:‘.fi"r}
= Copy No.: |
Issue No.2 1

L1273

Test report No. 1645/2006

Sample 1D: 1645/2006 Page.: |
Sample name: CHLORAMIX DT From pages: 17
Client: BOCHEMIE, s.r.0., Lidickd 326, 735 95 Bohumin

Producer: BOCHEMIE, s.r.o., Lidickd 326, 735 95 Bohumin

Sampling peint: BOCHEMIE, s.ro., Lidicka 326, 735 95 Bohumin

Incoming date: Delivery date:
11.8.2006 4.2.2008
Hodonin, 4,2.2008

The report may be reproduced only as a whole, in parts caly upon wiitlen permission of the laboratory. The test results relate only o the
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seription;

Sample ID; 1645/2006

Rep Mo: 48

Sample name: CHLORAMIX DT
Sampled: by client

Sampling point: BOCHEMIE, s.r.o., Lidicka 326, 735 95 Bohumin
Client: BOCHEMIE, s.r.0., Lidickd 326, 735 95 Bohumin

Subject of testing:

Testing the efficacy of chemical disinfectants and antisepiics — S0OP-M-19-00

Sampling date: 11.8.2006

Sample delivered: 11.8.2006
Testing date; 22.8.2006-8.11.2006
Delivered amount: 500 g

Baich No: 06-018-0-LO-00:29
Page.: 2

Determination of bactericidal and fungicidal activity - dilution neutralization method and on carriers,
tuberculocidal and mycobactericidal activity, virucidal activity of the product.

Identification of the sample:
Mame of the product:

Baich number:

Date of manufacture:
Expiry date:
Manufacturer:
Incoming date:
Storage conditions:

Active compouds and concentrations:

Experimegnial conditions:

Period of analysis:

Test temperature:

Test method:

Meutralization medium:
Appearance of the products:
Product diluent:

Test concentration:

Contact time:

Interfering substances:

Test organisms:

Test procedure:

1. Preparation of test suspension

2, Counting of test suspension
3. Quantitative suspension test
Note:

CHLORAMIX DT

06-018-0-1.0-00:29

01/04

01/09

BOCHEMIE, s.r.o., Lidicka 326, 735 95 Bohumin
11.8.2006

stated by the manufacturer

CAS 51580-86-0 sodium dichlorisocyanurate

Quantitative suspension test for evaluation of bactericidal
activity SOP-M-19-00-A (CSN EN 13727, CSN EN 1276)
22.8.2006-23.8.2006

20°C£1°C

dilution neutralization method

Dey-Engley Neutralizing Broth M 1062

white tablets

hard water

| tablet! 51(3.33 g¢/5 1 =0.66 g/l, 0.066%)

15 min

3 g/l BSA and 3 ml/l sheep erythrocytes (dirty conditions)
Escherichia coli CCM 3954

Pseudomonas aeruginosa CCM 39535

Staphylococcus aurens CCM 3953

Enterococcus hirae CCM 2423

Bactericidal activity — the capability of a product to produce a reduction in the number of viable bacterial cells of

relevant organisms under defined condit

jons by at least 5 orders (107).

Alog N =108 N puwmi test suspension ~ 108 N chaimi after test procedre

The standard:

SN EN 13727 Chemical disinfectants and antiseptic — Quantitative suspension test for evaluation of

bactericidal activity for instruments used

in the medical area - Test method and requirements (phase 2, step 1),

(SN EN 1276 Chemical disinfectants and antiseptic — Quantitative suspension iest for the evaluation of
bactericidal activity of chemical disinfectants and aniseptics used in food, industrial, domestic, and institutional
area - Test methed and requirements (phase 2, step 1)




Deseriplion:

Sample ID: 16452006

Rep Mo 48

Sample name: CHLORAMIX DT

Sampled: by client

Sampling point: BOCHEMIE, s.r.o., Lidicka 326, 735 95 Bohumin
Client: BOCHEMIE, s.r.o., Lidicka 326, 735 95 Bohumin

The Number of CFU in the tested product CHLORAMIX DT

Testing the efficacy of chemical disinfectanis and anitiseptics — SOP-M-19-00

Sampling date: 11.8.2006

Sample delivered: 11.8.2006
Testing date; 22.8.2006-8.1 1 2006
Delivered amount: 504 g

Batch MNo: 06-01 8-0-LO-00:29

Page.: 3

0 CFU/ml

Tab Mo. 1 Testing the efficacy of chemical disinfectant CHLORAMIX DT on Escherichiuo coli

Test concentralion [Hlution after Count CFL/mi M log M Alog N
{2}/ contact ime lest procedure
{min}/ conditions
L6641 5/diny 1 ] 0 <2 =767
Test suspension [ 47 4.7 10 967

Tab No. 2 Testing the efficacy of che

mical disinfectant CHLORAMIX DT on Prendomonas aeruginasa

Test conceniration [vilution after Count CFLUYm] el log ™ Alog M
(21} / contact time 1est procedure
{min} / conditions
.66 Sidirty 1y ] 0 <2 >7 64
Test suspension 10" 44 4.4 - 10" 9.64

Tab Mo. 3 Testing the efficacy of chemical disinfectant CHLORAMIX DT on Siaphylococcus aureus

Test concentration Mlution afier Coumt CFLU/ml N log ™ Alog N
{21}/ contact ime test procedure
{min} { conditions
.66 1 Sidirty 1 0 0 <2 =7.98
Tesl suspension 10~ 9% 9.6 107 9.98
Tab Mo. 4 Testing the efficacy of chemical disinfectant CHLORAMIX DT on Enterococcus hirae
Test concentration Dlution after Count CFLm] N log N Alop M
{2f1)/ contact time st procedure
{min){ conditions
0.66/1 54dirty Tk 52 5210 4.72 5.24
Test suspension T 91 9.1 107 9.96

Alog N =108 N cumi test sspension = F0B N it after test procedure.

Tab MNo. 5 The efficacy of chemical disinfectant CHLORAMIX DT on iest strains — bactericidal activity

Bactericidal activity of the product (CSN EN 13727, CSN EN 1276)

Sirain T[*C] Contact Product test Interfering Alog N Alog M Alog N
time concenirations | substances- | CSNEN | CSNEN
[min] [ (3a)] conditions 137127 127
FEreherichia eoli 20 15 {166 (0066 ) dirty =5 =5 =5
Psendomanas aeruginosa 20 15 .66 (0.066) dirty >5 >5 =5
Stapfivlacoceus gureis 20 13 0.66 (0.066) dirty =5 >5 =5
Emierococcus hirae 20 15 (.66 (0.066) dirty =5 > 5 =5

Prepared by:

Hana Konevalikowi, Lab Assistant




Description; Testing the efficacy of chemical disinfeciants and antiseptics — SOP-M-19-00

Sample 1D: 164572006 Sampling date: 11.8.2006
Rep No: 48 Sample delivered: 11.8.2006
Sample name: CHLORAMIX DT Testing date: 22.8.2006-8,11.2006
Sampled: by client Delivered amount: 500 g
Sampling point: BOCHEMIE, s.r.o., Lidicka 326, 735 95 Bohumin  Batch No; 06-018-0-LO-00:29
Client: BOCHEMIE, s.r.0., Lidicki 326, 735 95 Bohumin Fage.: 4
Experimental conditions; Quantitative suspension test for evaluation of fungicidal activity
SOP-M-19-00-B (CSN EN 13624, CSN EN 1650)
Period of analysis: 23.8.2006-28.8.2006
Test lemperature: 200°C+ 10
Test method: dilution neutralization method
Neutralization medium: Dey-Engley Meutralizing Broth M 1062
Appearance of the products: whiite tablets
Product diluent: hard water
Test concentration: | whlet! 5 143.33 g5 1= 0.66 g/, 0.066%)
Test concentration: Ftablet/ 31(333 g/31= L.11 g/, 0.111%)
Contact time: 15 min
Interfering substances: 3 g/l BSA and 3 ml/ sheep erythrocytes (dirty conditions)
Test organisms: Candide athicanrs CCM B186
Aspergillus miger CCM 8222
Test procedure;
I. Preparation of test suspension

2. Counting of test suspension
3. Quantitative suspension test

Mote:

Fungicidal activity - the capability of a product to produce at least a 10* reduction in the number of viable
vegetative yeast cells and mould spores belonging to reference strains of relevant organisms under defined
conditions.

Alog N = h&”cmﬂum- log N clwml after est proceduse

The standard;

CSN EN 13624 Chemical disinfectants and antiseptic - Quantitative suspension test for evaluation of fungicidal
activity of chemical disinfectants for instruments used in the medical arca - Test method and requircments
(Phase 2/Step 1)

CSN EN 1650 Chemical disinfectants and antiseptic - Quanfitative suspension test for the evaluation of
fungicidal activity of chemical disinfectants used in food, industrial, domestic, and institutional area - Test
method and requirements (phase 2, step 1)




Deseri

[T 1

Sample 1D: 16452006

Rep MNo: 48

sample name: CHLORAMIX DT
Sampled: by cliemt

Sampling point: BOCHEMIE, s.r.0., Lidicka 326, 735 95 Bohumin

Client: BOCHEMIE., s.r.o., Lidicka 326, 735 95 Bohumin

Testing the efficacy of chemical disinfectanis and anrisepiics — SOP-M-19-00

Sampling date: 11.8.2006
Sample delivered: 11.8.2006
Testing date; 22.8.2006-8.11.2006
Deliversd amount: 500 g
Batch Mo: 06-018-0-L.O-00:29

Page.: 5

Tab Mo, 6 Testing the efficacy of chemical disinfectant CHLORAMIX DT on Candida albicany

Test concentration | Dilution afler test | Count CFU/ml N log N Alog N
{21}/ contact time procedure
{min} / conditions
0066/ 1 5idirty T ] <2 =7.15
LI Sidiny - 0 <2 =7.158
Tesl suspension Tl 1.41- 10" %15
Tab Mo. 7 Testing the efficacy of chemical disinfectant CHLORAMIX DT on Aspergiifus niger
Test concentration | Dilotion after test | Coune CFLim] M log ™ Alog N
{213/ contact time procedure
{min} { conditions
0.66/1 Sidiny 1 0 <2 >7.75
111715/ diny 10 ] <2 =775
Test suspension 1® 56-10° 875

Alog N = 10E N cuml iest suspersion = 108 N cimd after 1022 provedue

Tab No. 8 The efficacy of chemical disinfectant CHLORAMIX DT on test strains — fungicidal activity

Fungicidal activity of the product (CSN EN 13624, CSN EN 1650}

Simin T [*C] Contact Product 1est Interfering Alog N Alog W Alop N
time concentrations | substances - | CSNEN | CSNEN
[min] [ (%] conditions | 13624 1650
Candida albicans 20 15 .66 (0.066) diry >4 =4 = d
Aspergillus niger 20 15 066 (0.066) dirty =4 =4 =4
Candida albicans 20 15 LI dirty =4 =4 =4
Aspergillus niger 20 15 1T {0011) dirty =4 =4 =4
Prepared by: Hana Konevallkovd, Lab Assistant




Description: Testing the efficacy of chemical disinfectants and antizeptics — SOP-M-19-00

Sample 1D: 164572006

Fep Mo: 48

Sample name: CHLORAMIX DT
Sampled: by clicnt

Sampling date: | 1.8.2006

Sample delivered: 11.8.2006
Testing date: 22 8. 2006-8.11 2006
Delivered amount: 500 g

Sampling point: BOCHEMIE, s.r.o., Lidicka 326, 735 95 Bohumin  Batch Mo: 06-018-0-L0-00:29

Client: BOCHEMIE. s.r.0.. Lidickd 326, 735 95 Bohumin Page.: 6
Experimental conditions: Quantitative surface test for evaluation of bactericidal activity

Period of analysis:

Tesl temperature:

Test method:
Meutralization medium:
Appearance of the products;
Produect diluent:

Test concentration:
Contact time:
Interfering substances:
Test concenteation:
Contact time:
Interfering substances:
Test organisms:

Test procedurs:
1. Preparation of test suspension
2. Counting of test suspension
3. Quantitative surface test

Mote:

and fungicidal activity

SOP-M-19-00-C (CSN EN 13697)
11.10.2006-12.10.2006 (bact.), 11.10.2006-16.10.2006 (fung.}
20*CE£1*C

dilution neutralization method

Dey-Engley Neutralizing Broth M 1062

white tablets

hard water

| tablet! 51(3.33 /5 1 = 0.66 21, 0.066%)

15 min

3 2/l BSA and 3 ml/l sheep erythrocytes (dirty conditions)
I tablet! 10 [(3.33 g'10 1= 0.33 o/, 0.033%)

15 min
0.3 g/l BSA (clean conditions)
Excherichia coli CCM 3954

Prewdomonas aeruginosa CCM 39355
Staphylocaccus aurens CCM 3953

Enterococens hirae CCM 2423
Candida alhicans CCM B186
Aspergifius niger CCM 8222

Bactericidal activity — the capahility of a product to produce at least 10* reduction in the number of viable
bacterial cells belonging to reference strains under defined conditions.

Fungicidal activity — the capability of a product to produce at least 107 reduction in the number of viable fungi
belonging to reference strains under defined conditions.,

Alog N =108 N cpumi st sespension = 108 N cruimt afier tost prosedure

The standard:

CSN EN 13697 Chemical disinfectants and antiseptic — Quantitative non-porous test for evaluation of
bactericidal and/or fungicidal activity of chemical disinfectants used in food, induestrial, domestic, and
institutional area - Test method and requirements without mechanical action (phase 2/ step 23)




Descriplion:

Sample 1D: 16452006

Rep Mo: 48

Sample name: CHLORAMIX DT

Sampled: by client

Sampling point; BOCHEMIE, s.r.o., Lidickd 326, 735 95 Bohumin
Client: BOCHEMIE, s.r.o0., Lidicks 326, 735 95 Bohumin

Testing the efficacy of chemical disinfectants and antiseptics — SOP-M=19-00

Sampling date: 11.8.2006

Sample delivered: 11.8.20046
Testing date: 22.8.2006-3.11.2006
Delivered amount: 300 g

Batch Mo: 06-013-0-LO-00:25

Page.: 7

Tab Mo. @ Testing the efficacy of chemical disinfectant CHLORAMIX DT on Escherichia coli on carrier

Test concentration [lution afier Count CFLmI M log N Alog N
(/1) / contect time Lest procedure
{min} { conditions
11,66/ | Sidirty Iy 1] 0 <} =5.26
0.33/15/clean o 1] i] <3 =526
Test suspension " 18 18- 108 .26

Tab No. 10 Testing the cfficacy of chemical disinfectant CHLORAMIX DT on Psewdomonas geruginosg on

carrer
Test concentration Dhilution after Count CFLmI N log M Alog N
(g1} / contact time test procedure
{min} / conditions
0.66/1 5diny 1 i 0 =3 =571
0.33/15/clean [T 0 0 <3 >5.71
Test suspension T 5l 5.0+ 10° £.71

Tab No. 11 Testing the efficacy of chemical disinfectant CHLORAMIX DT on Staphylococcus aureus on

CArTier
Test concentration Drilution after Count CFUml N log N Alog N
{21}/ contact time test procedure
{min} / conditions
(L6601 5/diry 1 i i <3 >5.53
.33/ 13/clean 19 ] i) =3 =5.53
Test suspension 1 34 314-10° B.53

Tab Mo. 12 Testing the efficacy of chemical disinfectant

CHLORAMIX DT on Enterococcus

hirae on Carrier

Test concentration Dilwtion after Count CFU/mi M log N Alog N
(1) f contact time | lest procedure
trmin) f conditions
0,660 | Sidirty 107 ] 7] <3 =5 1%
0.33/15/clean 1 1] 1] <3 =518
Test suspension 1w 15 1.5-10* B.18

Alog N = IUENMIuw']uﬂNMMIﬂm




Descriplion:

Sample ID: 16452006

Rep Moz 48

Sample name: CHLORAMIX DT

Sampled: by client

Sampling point: BOCHEMIE, s.r.o., Lidicka 326, 735 95 Bohumin
Client: BOCHEMIE, s.r.o., Lidicka 326, 735 95 Bohumin

Testing the efficacy of chemical disinfectants and antiveptics — SOP-WM-19-00

Sampling date: 11.8.2006

Sample delivered: 11.8.2006
Testing date: 22,8 2006-8.11.2006
Delivered amount: 500 g

Batch No: 06-018-0-L0O-00.29

Page.: 8

Tab Mo. 13 The efficacy of chemical disinfectant CHLORAMIX DT on bacterial strains — bactericidal activity

on carmier
Bactericidal activity of the product on carrier (CSN EN 13697)
Strain Test Contact Product test Interfering CSN EN Alog N
lemperature time coneentrations subslances - 13687
[°C] [min] [/ (%) condilions

Escherichia coll 20 15 .33 (0.033) clein =4 =4
FPrewdomonar aeruginnsa 20 15 (.33 (0.033) clean = 4 =4
Srapindocoerus gureus 20 15 (.33 (0.033) clean =4 =4
Enterococcus hirae 20 15 (.33 (0.033) cle =4 >4
Frseherichio coli 0 15 (eb (0.066) dirty = >4
Freudomonas acruginosa el 15 0,66 (0,066} dirty =4 = 4
Stupindococcns aureus 0 15 (L6 (0.066) dirty =4 >d
Enterococcis hiroe 20 15 (.66 (D.066) dirty =>4 >4

Tab Mo, 14 Testing the efficacy of chemical disinfectant CHLORAMIX DT on Candida afbicans on carrier

Tesl concentration | Dilution after | Counl CFU/mI N log N Alop N
(@) contact time | test procedure
{min) / conditions
00,660 1 5idirmy ' 1] 1] <3 =5.20
0.33/15/clean 1 ] [ =3 =520
Test suspension 1’ 16 6. 100 820

Tab Mo, 15 Testing the efficacy of ¢h

emical disinfectant

CHLORAMIX DT on 4spergiilus niger on carrier

Test concentration Dilution afier Count CFU/ml N log N Alog M
(g/1) / coniaet time test procedure
(min) / conditions
01.66/1 5/dirty 107 0 0 <3 =5.32
0.33/15/clean 1o 0 [1] <3 =5.32
Test suspension ! 21 20 10° §.32
Alog N = 108 N cm s wspension = 108 N cfumi afer test proceduse

Tab No. 16 The efficacy of chemical disinfectant CHLORAMIX DT on fungal strains — fungicidal activity on

CATTICET
FI.EE_LdH] activity of the product on carrier (CSN EN 13697)
Strain Conltact Product test Interfering CSNEN | AlogN
l.:mr.h:raltrr: time concentrations substances - 13697
[°C] [min] [mid (%a)) conditigns

Candida albicans 20 15 0.33 (0.033) clean =3 >3
Aspergillus niger 20 15 .33 (0.033) clean >3 >3
Candide albicans 20 15 .66 (0.066) diny >3 >3
Aspergillus niger 20 15 (6 (0.0668) dinty =3 =3
Prepared by: Hana Konevalikovd, Lab Assistant




Description: Testing the efficacy of chemical disinfectants and antiseptics — SOP-M-19-00

Sample 1D: 16452006 Sampling date: 11.8.2006

Rep Mo: 48 Sample delivered: 11.8.2006

Sample name: CHLORAMIX DT Testing date: 22.8.2006-8.11.2006

Sampled: by client Delivered amount: 500 g

Sampling point: BOCHEMIE, s.r.o., Lidickd 326, 735 95 Bohumin  Batch No: 06-018-0-1.0-00:29

Client: BOCHEMIE, s.r.o., Lidickd 326, 735 95 Bohumin Page.. 9

Experiment conditions; Quantitative test for evaluation of virucidal activity
SOP-M-19-00-H (CSN EN 14476)

Period of analysis: 19,9, 2006-30.9.2006

Test temperature: Z20°C+£1°C

Method of titration: virus titration on monolayers of cells in cell culture tubes

Appearance of the products: white tablets

Product diluent: hard water

Test concentration: I tablet 1.51(3.33 2/1.5 1 =222 g, 0.222%)

Contact time: 15 min

Interfering substances: 3 g/l BSA and 3 ml/l sheep erythrocytes (dirty conditions)

Test concentration: 1 tablet’ 51(3.33 g/5 1 = 0.66 g/1, 0.066%)

Contact time; |5 min

Interfering substances: 0.3 g/l BSA (clean conditions)

3 g/l BSA and 3 ml/l sheep erythrocytes (dirly conditions)
Procedure to stop action of product: The virucidal activity is immediately suppressed by transfer of the sample
into 9 volumes of ice-cold diluent.

Reference product: Formaldehyde 36 — 38%solution p.a., CAS; 50-00-0, Baich No: 232-
OR052006, expiry date: 05.2008

Test virus: poliovirus type 1, 1LSc-2ab

Cell fines: HeLa cells

Titre values are calculated according to Spacrman and Kiirber.

Preparation of the test
1. Determination of the number of the microorzanisms CFU/m] in the product
2. Preparation of cell culture
3. Preparation of the test virus suspension
4. Test of viral infectivity
5, Virus titration with interfering substance
6. Cytotoxicity of the product
7. Relerence virus inactivation test
8. Test procedure for virucidal activity of product

Mote:
Virucidal activity — the capability of a product 1o produce a reduction in the number of infectious virus particles
under defined conditions by at least 4 orders (10%).

The standard;
(SN EN 14476 Chemical disinfectants and antiseptics — Virucidal quantitative test for chemical disinfectants
and antiseptics — Test method and requirements (phase 2/step 1)




Brescription: Testing the efficacy aof chemical disinfectanty and antiseptics — SOP-M-19-00

Sample [D: 16452006 Sampling date: 11.8.2006

Rep MNo: 48 Sample delivered: 11.8.2006

Sample name: CHLORAMIX DT Testing date: 22.8.2006-8.11.2006

Sampled; by client Delivered amount: 500 g

Sampling point: BOCHEMIE, s.r.0., Lidicka 326, 735 95 Bohumin ~ Batch No; 06-018-0-LO-00:29

Client: BOCHEMIE, s.r.0., Lidicka 326, 735 95 Bohumin Page.: 10

Expenment conditions: Quantitative test for evaluation of virueidal activity
SOP-M-19-00-H (CSN EN 14476)

Period of analysis: 6.10.2006-16.10.2006

Test temperature: 20°C+1°C

Method of titration: virus titration on monolayers of cells in cell culture tubes

Appearance of the products: whilte tablets

Product diluent: hard water

Test concentration; I tablet’ 1.5 1(3.33 g/1.5 1 = 2.22 o/l, 0.222%)

Contact tinme; 15 min

Imterfering substances; 3 2/l BSA and 3 ml/l sheep ervthrocyies (dirty conditions)

Test concentration: I ablet’ 51{3.33 g/5 1 = 0.66 g/, 0.066%)

Contact time; 15 min

Interfering substances: 0.3 g/l BSA (clean conditions)

3 /1 BEA and 3 ml/] sheep ervthrocytes (dirty conditions)
Procedure to stop action of product: The virucidal activity is immediately suppressed by transfer of the sample
into % volumes of ice-cold diluent.
Test virus: adenavirus type 5
Cell lines: HeLa cells
Titre values are calculated aceording to Spaerman and Kiirber,

Preparation of the test
1. Determination of the number of the microorganisms CFLmI in the product

2. Preparation.of cell culture

3. Preparation of the test virus suspension

4. Test of wiral infectivity

5. Wirus titration with interfering substance

6. Cytotoxicity of the product

7. Test procedure for virucidal activity of produect
Mote:

Virucidal activity — the capability of a product to produce a reduction in the number of infectious virus particles
under defined conditions by at least 4 orders (107).

The standard;
CSN EN 14476 Chemical disinfectants and antiseptics — Virucidal quantitative test for chemical disinfectants
and antiseptics — Test method and requirements {phase 2/5tep 1)




Description: Testing the efficacy of chemical disinfecianis and antiseptics — SOP-M-19-00

Sample 10: 16452006 Sampling date; 11.8.2006

Rep Mo: 48 Sample delivered: 11.8.2006

Sample name: CHLORAMIX DT Testing date: 22.8.2006-8.11.2004

Sampled: by lient Delivered amount: 500 g

Sampling point: BOCHEMIE, s.r.0., Lidickd 326, 735 95 Bohumin  Batch No: 06-018-0-1.0-00:29

Client: BOCHEMIE, s.r.o., Lidickd 326, 735 95 Bohumin Page.: 11

Experiment conditions: Quantitative test for evaluation of virucidal activity
SOP-M-19-00-H

Period of analysis: 29.9.2006-9.10.2006

Test temperature: 207 °C

Method of titration: virus titration on monolayers of cells in cell culture tubes

Appearance of the producis: white tablets

Diluent: hard water

Test concentration: | tablet/ 1.5 1(3.33 /1.5 1=2.22 /1, 0.222%)

Contact time: 15 min

Interfering substances: 3 &l B5A and 3 ml/l sheep erythrocytes (dirty conditions)

Procedure to stop action of product: The virucidal activity is immediately suppressed by transfer of the sample
into 9 volumes of ice-cold diluent.

Test virus: BVDV strain NADL ATCC-VR-534

Cell lines: MDBEK cells

Titre values are calculated according to Spaerman and Kirber.

Preparation of the test

Determination of the number of the microorganisms CFU/ml in the product
Preparation of eell culture

Preparation of the test virus suspension

Test of viral infectivity

Virus titration with interfering substance

Cytotoxicity of the product

Test procedure for virucidal activity of produet

SO s

Mote:
Virucidal activity — the capability of a product to produce a reduction in the number of infectious virus particles
under defined conditions by at least 4 orders {10%).




Description:

Sample 1D: 164572006

Rep Mo: 48

Sample name: CHLORAMIX DT

Sampled: by client

Sampling point: BOCHEMIE, s.r.o., Lidickd 326, 735 95 Bohumin

Testing the efficacy of chemical disinfectants and antiveptics — 50P-M-19-00

Sampling date: 11.8.2006

Sample delivered: | 1.8.2006
Testing date: 22.8.2006-8. 11,2006
Delivered amount: 500 g

Batch Mo: 06-018-0-LO-00:20

Client; BOCHEMIE, s.r.0., Lidicks 326, 735 95 Bohumin Page.: 12
Tab Mo, 17 Table of resuits of product CHLORAMIX DT on polfovirus type 1, LSc-2ab
Product Congentration Interfering Level of - logilDe - IUIE:"IE“‘J 2
substances cytoxicity ;ﬁm ke :“ir;uﬁa
CHLORAMIX DT 0.222% with 3 g/l BSA 29 3.3 =
CHLORAMIX DT D.066% with 3 g1 B5A 2.1 6.7 -
CHLORAMIX DT 0.066% with 0.3 g/l BSA 2.1 2.7 -
Formaldehyde 0.7 % (wiv) PBS 35 - 8.2
Vi control - PBS - - 10.1
Virus control - with 3 g/l BSA - 10.3 -
Virus control - with 0.3 g/l BSA - 0.1 -
Tab Mo. 18 Testing the efficacy of chemical disinfectant CHLORAMIX DT on poliovirus type 1, LSc-2ab
Test concentration | Titre of the Interfering Contacl lime = log 1Dy afier Alogal Dy
virus substances test procedure
suspension
- logyyl Dy
0.222% 10.3 with 3 g/l BSA |5 min 3.3 1.0
0.066% 10.3 with 3 g/l BSA 15 min 6.7 .6
D.066% 10.1 with 0.3 g/l BSA |5 min 2.7 T.4
Prepared by: Hana Konevallkovd, Lab Assistant
Tab Mo. 19 Table of results of product CHLORAMIX DT on ademovines tvpe 5

Product Concentration Interfering Level of loglla after 15 minutes
substances cyttoxicity
CHLORAMIX DT 0.222% with 3 o/l BSA 29 6.3
CHLORAMIX DT 0.066% with 3 o/l BSA 2.1 7.7
CHLORAMIX DT 0.066% with 0.3 g/l BSA 2.1 6.1
Virus control - with 3 g/l BSA - 10.1
Virus control - with 0.3 g/l BSA - 10.1

Tab Mo. 20 Testing the efficacy of ch

emical disinfectant

CHLOBRAMIX DT adenovirus type 5

Test Titre of the virus Interfering Contact time - log ol Dy, after Alogial Dy
concentration SUSpeEnsion substances test procedure
- logyyIDsy
0.222% 10.1 with 3 g/l BSA 15 min 6.5 3.6
0.o6% 10.1 with 3 g/l BSA 15 min 7.7 24
0.066% 10.1 with 0.3 o/l BEA 15 min 6.1 4.0

Prepared by:

Hana Konevalikova, Lab Assistant




Sample 10 16452006

Fep No: 48

Sample name: CHLORAMIX DT

Sampled: by client

Sampling point; BOCHEMIE., s.r.o.. Lidicka 326, 735 85 Bohumin
Client: BOCHEMIE, s.r.o., Lidickd 326, 735 95 Bohumin

Sampling date: 11.8.2006
Sample delivered: 11.8.2006

Tesring the efficacy of chemical disinfectans and amtizempics — SOP-M-19-00

Testing date: 22,8 2006-8.11.2006

Delivered amount: 500 g
Batch No: 06-018-0-L0-00:29
Page.; 13

Tab Mo. 21 Table of results of product CHLORAMIX DT on on virus BVDV strain NADL

Product Concentration Interfering Level of bogiol D nfiler 15 minutes
substances evitoxicity
CHLORAMIX DT 0.223% with 3 g/l BEA 3.1
Virus control = with 3 g/l BSA -

Tab No. 22 Testing the efficacy of chemical disinfectant

CHLORAMIX DT on virus BYDW strain MADL

Test Titre of the virus Interfering Contact time = logz gl Dy after Mlogpl Dy
concenlralion SUSPENSTON substances test procedure
= log sl Dy
0.2230% 0.1 with 3 g/l BSA 15 min 4.7 4.4

Prepared by:

Iva ClZowvd, Lab Assistant




Deseription: Testing the efficacy of chemical dis infectants and antiveptics — SOP-M-1 -0

Sample ID: 1645/2006 Sampling date: 11.8.2006

Rep Mo: 48 Sample delivered: 11.8.2006

Sample name: CHLORAMIX DT Testing date: 22.8.2006-8.11.2006

Sampled: by client Delivered amount: 500 g

Sampling point: BOCHEMIE, s.r.0., Lidicks 326, 73595 Bohumin  Batch No- 06-018-0-L0O-00:29

Client: BOCHEMIE, s.r.0., Lidicka 326, 735 95 Bohumin Page: 14

Experimental conditions: Quantitative suspension test for evaluation of mycobactericidal
activity SOP-M-19-00-D (CSN EN 14348)

Period of analysis: 2. 10.2006-8.11.2006

Test temperature: 20°C % |

Test method: dilution neutralization method

Neutralization medium: Dey-Engley Neutralizing Broth M 1062

Appearance of the products: white tablets

Product diluent: bard water

Test concentration: T tablet/ 1.5 1(3.33 /1.5 1 =222 /1, 0.222%,)

Test concentration: Iiablet/31(3.33 /3 1= 1.11 g/, 0.1 1%%)

Contact time: 15 min
30 min

Interfering substances: 0.3 /1 BSA {clean conditions)

Test organisms: Mycobacterium terrae My 238/80 CNCTC, ATCC w3755
Mycobacterium avinm ATCC 15769

Test procedure:

I.  Preparation of test SUSpeEnsion

2. Counting of test suspension
3. Quantitative SUSpension test

Mote:
Mycobactericidal activity — the capability of a product to produee a reduction in the number of viable cells of
Mycobacterium terrae and Mycobacterium aviun under defined conditions by at least 4 orders (10%).
Tuberculocidal activity - the capability of a product 1o produce a reduction in the number of viable cells of
Mycabacterium terrae under defined conditions by at least 4 orders (10%),

Alog N = log N um tost cespemcn ~ 108 N gy e ——

The standard:

CSN EN 14348 Chemical disinfectants and antiseptic — Quantitative suspension test for the evaluation of
mycobactericidal activity of chemical disinfectants in the medical area including instrument disinfectants - Test
method and requirements (phase 2fstep 1)




Dieseription:

Sample [D: 16452006
Rep No: 48

Sample name: CHLORAMIX DT

Sampled: by client

Sampling point: BOCHEMIE, s.r.o., Lidicks 326, 735 95 Bohumin

Testing the efficacy of chemical disinfectants and ans ivegmtiey — BOP-M-19-00

Sampling date: 11.8.2006

Sample delivered: | 1.8.2006
Testing date: 22.8.2006-8. 1 1.2006
Delivered amount: 500 g

Batch Mo: 06-018-0-L0-00:29

Client: BOCHEMIE, s.r.o., Lidicka 326, 735 95 Bohumin Page.: 15
Tab No. 23 Testing the cfficacy of chemical disinfectant CHLORAMIX DT on Mycobacterium avium
Test concentrtion Dyilution after Count CFLYm] M log M Alog N
(1) ! contaet time iest procedure
{min} f conditions
2.22/15/clean 10" 8 B.0-10° 2.90 6.42
1.11/30¢elean 107 146 1.46 - 10° 516 4.16
Test suspension 0= 2] 21- 100 932
Tab No. 24 Testing the efficacy of chemical disinfectant CHLORAMIX IFT on Mycobacterium terrae
Test concentrstion Dilution after Count CFL/mI M log M Alog N
(/1) f contact ime test procedure
{min} / eonditions
2.22/15/clean 15 18 LE-10° 526 EN ]
1.11/300clean 1r* 32 321900 £.51 3.94
Test suspension o 28 28 10" 10.45
Alog N=log N el west suspension = 102 N cqum after test proceture

Tab No. 25 The efficacy of chemical disinfectant CH

uberculocidal activity

LORAMIX DT on test strains — mycobactericidal and

Mycobactericidal and tuberculocidal activity of the

product (CSN EN 14348)

Strain Test Contact Product test Interfering Alog N Alog N
temperature time concentrations substances - CSN EN
[°C] [min] (21 (%] conditions 14348

Mycobaeterium avinm 20 15 .22 (0.222) clean =4 =4
Mycabacterium terrae 20 15 2,22 {0.222) clean =4 =4
Myrcohacterivm aviem 20 30 LI f0.01n) clean =4 >4d

| Mycobacterium terrae 20 0 LINgO.anry clean =4 =4
Prepared by: Hana Konevalikovd, Lab Assistant




Description; Testing the efficacy of chemical disinfectants and akfigeptics — SOP-M-19-00

Sample 1D 1645/2006 Sampling date: 11.8.2006

Rep No: 48 Sample delivered; 11.8.2006
Sample name; CHLORAMIX DT Testing date: 22.8.2006-8.1 1.2006
Sampled: by client Delivered amount: 500 g
Sampling point: BOCHEMIE, &.r.0., Lidick4 326, 735 95 Bohumin Batch No: 06-018-0-L0O-00-20
Client: BOCHEMIE, s.r.o., Lidickd 326, 735 95 Bohumnin Page.: 16

Interpretation:

Results of tests are in Tabs No, 1-25

According to CSN EN 13727 and CSN EN 1276 the tested product CHLORAMIX DT, batch No. 06-018-0-
LO-00:29, in the concentration 1 tablet/s I (3.33 g/5 | = 0.66 g/l, 0.066%) and contact ime 15 min, diluied in
hard water, under dirty conditions, at temperature 20 °C + | °C, proved by the method of neutralizying
dilutation to decrease the number of alive microbes Escherichia coli, Pseudomonas aeruginosa, Staphylococcus
atireus, Enterococcus hirae by 5 (lg) orders.

According to CSN EN 13624 and (SN EN 1650 the tested product CHLORAMIX DT, batch No. 06-018-0-
LO-00:29, in the concentration | tablet/S | (3.33 2/5 1 = 0.66 2/, 0.066%) and contact time 15 min, and in the
concentration 1 tablet/3 1(3.33 g/3 1= 1.11 g/, 0.111%) and contact time 15 min, diluted in hard water, under
dirty conditions, at temperature 20 °C + 1 °C, proved by the method of ncutralizying dilutation to decrease the
number of alive microbes Candida albicans, Aspergilius niger by 4 (1g) orders.

According to CSN EN 13697 the tested product CHLORAMIX DT, batch No. 06-018-0-L0O-00:29, in the
concentration 1 tablet/s | (3.33 g/S | = 0.66 g/l, 0.066%) and contact time 15 min, diluted in hard water, under
dirty conditions, and in the concentration 1 tablet/10 1(3.33 g/10 1 =033 gA, 0.033%) and coniact time 15 min
diluted in hard water, under clean conditions, at temperature 20 °C + | °C, proved by the method of
neutralizying dilutation on carriers to decrease the number of alive microbes Excherichia coll, Pseudomaonas
aertiginosa, Staphylococcus aurens, Enterococeus hirae by 4 (1g) orders,

According to CSN EN 13697 the tested product CHLORAMIX DT, batch No. 06-018-0-LO-00:29, in the
concentration 1 tablet/s | (3.33 g/5 | = 0.66 g/, 0.066%) and contact time 15 min, diluted in hard water, under
dirty conditions, and in the concentration 1 tablet/10 | (3.33 /101 = 0.33 g/1, 0.033%) and contact time 15 min
diluted in hard water, under clean conditions, at temperature 20 °C + 1 °C, proved by the method of
neutralizying dilutation on carriers to decrease the number of alive microbes Candida albicans, Aspergillus niger
by 3 (lg) orders,

According to CSN EN 14476 the tested product CHLORAMIX DT, batch MNo. 06-018-0-LO-00:29, in the
concentration | tablet'1.5 1 (3,33 g/l.5 1 =222 gf], 0.222%) and contact time 15 min, diluted in hard waler,
under dirty conditions, and in the concentration 1 tablev/s | {3.33 g/5 | = 0.66 g/l, 0.066%) and contact time 15
min, diluted in hard water, under clean conditions, at temperature 20 °C + | °C, proved by the method of virus
titration on monolayers of cells in cell eulture tubes to reduce in the number of infectious virus particles
(palicvirus type |, LSc-2ab) under defined conditions by at least 4 orders (10.

According to CSN EN 14476 the tested product CHLORAMIX DT, batch No, 06-018-0-LO-00:29, in the
concentration 1 tablet/5 1 (3.33 g/5 1 = 0.66 g/l, 0.066%) and contact time 15 min, diluted in hard water, under
clean conditions, at temperature 20 °C + 1 °C, proved by the method of virus titration on monolayers of cells in
cell culture tubes to reduce in the number of infectious virus particles {adenovirus type 5) under defined
conditions by at least 4 orders (10%).

According to SOP-M-19-00-H the tested product CHLORAMIX DT, batch No. 06-018-0-L0O-00:29, in the
concentration | tablet/1.5 | (3.33 g/1.5 1 =222 g1, 0.222%) and contact time 15 min, diluted in hard water,
under dirty conditions, at temperature 20 °C + | “C, proved by the method of virus titration on monolayers of
cells in cell culture tubes to reduce in the number of infectious virus particles (BVDV strain NADL ATCC-VR-
534} under defined conditions by at least 4 orders (10Y).




Diescripiion: Testing the efficacy of chemical dizinfectants and antizeptics — SOP-M-19-00

Sample [D: 16452006 Sampling date: 11.8.2006

Rep MNo: 48 Sample delivered: 11.8.2006
Sample name: CHLORAMIX DT Testing date: 22.8.2006-8.11.2006
Sampled: by client Delivered amount: 500 g
Sampling point: BOCHEMIE, s.r.o., Lidickd 326, 735 95 Bohumin ~ Batch Mo: 06-01 B-0-L.0w00:29
Client; BOCHEMIE, s.r.o., Lidickd 326, 735 95 Bohumin Page.: 17

According to CSN EN 14204 the tested product CHLORAMIX DT, batch No. 06-018-0-L0-00:29, in the
concentration 1 tablet'1.5 1 (3.33 g/1.5 1= 2.22 g/, 0.222%) and contact time 15 min, diluted in hard water,
under clean conditions, at temperature 20 °C + 1 °C, proved by the method of neutralizying dilutation o
decrease the number of alive microbes Mycobacterium terrae and Mycobhacterivm avium by 4 (Ig) orders.

According to CSN EN 14348 the tested product CHLORAMIX DT, batch Mo, 06-018-0-LO-00:29, in the
concentration 1 tablet3 1(3.33 o/3 1= 111 21, 0.111%) and contact time 30 min, diluted in hard water, under
clean conditions, at temperature 20 “C + 1 *C, proved by the method of neutralizying dilutation to decrease the
number of alive microbes Mycobacterium terrae by 4 (lg) orders.

Conclusion:

The product CHLORAMIX DT is capable of reducing the number of viable bacterial cells, the number of

viable vegetative yeast cells and mould spores, the number of viable mycobacterial cells relevant organisms

under defined conditions to the declared values and consequently may be called bactericidal, Rungicidal,

mycobactericidal and tuberculocidal.

The product CHLORAMIX DT is capable of reducing the number of infectious pofiovirus and adenoviris

particles under defined conditions to the declared values and consequently--may be called virueidal,

The product CHLORAMIX DT is capable of reducing the number of infectious. BYDV strain NADL ATCC-

VR-534 particles under defined conditions to the declared values afd consequently. iniay be called virucidal on

BVDV. Py S
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