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REPORT OF ANALYSIS No. 136987/21/JSHR/Z2
Replaces Report of Analysis No. 136987/21/JSHR of 2021-04-14

Client Sample description (according to declaration of Client)
ECOCHIM-GRUP SRL DEZINFECTANT UNIVERSAL “BIO-DEZ"
OR. OTACI, STR. VOITOVICI 21
2059 CHISINAU Sample quantity: 2pesx 1L

Production date: 26.01.2021

Expiration date: 26.01.2024

Sampling date: 22.02.2021

Sample temperature: 15°C

Reception hour: 15:00

Responsible for sampling: Crestinov Alexandr
Sample received: 2021-03-18 Sample condition with no objections
Analysis completed
{the date of performance of the laboratory activity): i Order of 2021-03-09
Report dated: 2021-07-27 The samples were delivered by Client
Test Method Unit Result

* Chemical disinfectants and antiseptics -
Hygienic handrub - Test method and
requirements (phase 2, step 2)”

PN-EN 1500:2013-07

The preparation has bactericidal effect
against transient microorganisms used in
the hygienic procedure of hand
disinfection - a single rubbing of 3ml of
the preparation for 60 seconds.

Y The results of the analysis in attachment No 1 to the report of analysis.

Identification of the change: test result

Authorized by:

THE END OF THE REPORT

Digitally signed by Poiata Cristian
Date: 2023.01.06 10:03:38 EET
Reason: MoldSign Signature
Location: Moldova

Approved by: Hanna Wachowska, Laboratory Director (Approved with electronic signature)

Laboratory: Tychy 43-100, Gozdzikow 1

The results relate to the analysed samples only, Unless otherwise specified given expanded measurement uncertainty was estimated for the coverage factor k=2 at 95% confidence level. Sampling uncertainty
has not been taken into consideration. Unless otherwise specified when conformity is stated J.5. Hamilton Peoland Sp. z 0.0, applies the simple acceptance decision rule in accordance with ILAC-G8:09,/2019, This
Report cannot be reproduced partially without a prior written consent of .5, Hamilton Poland Sp. z 0.0, Responsibility of 1.5, Hamilton Poland Sp. z o.0. is restricted exclusively to the results and statements
presented in original copy of the Report. The service confirmed by this Report is subject to the General Terms and Conditions of Services of 1.5, Hamilton Poland Sp. z 0.0. published on www.hamiltoncom.pl

*Test method accredited, # Test performed by external provider
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J.S. HAMILTON POLAND Sp.z o.0.
TESTING LABORATORY

ul. Chwaszczynska 180, 81-571 Gdynia, Poland, tel. +48 58 766 99 00




HAMILTON

ENCLOSURE No. 1 TO REPORT OF ANALYSIS NO. 136987/21/JSHR/Z2

A) IDENTYFICATION OF THE SAMPLE:

Name of the product DEZINFECTANT UNIVERSAL "BIO-DEZ"

Sample quantity: 2 pcsx 1 L

Production date: 26.01.2021

Expiration date: 26.01.2024

Sampling date: 22.02.2021

Sample temperature: 15°C

Reception hour: 15:00

Responsible for sampling: Crestinov Alexandr

The active substance Ethyl alcohol 72-76% CAS 64-17-5 CE 200-578-6

Benzalkonium chloride 0,024-0,029% CAS 68424-85-1 CE 270-325-2
Methylthioninium chloride 0,00024% CAS 61-73-4 and 200-515-2

B) TEST METHOD :

Method EN 1500:2013 Chemical disinfectants and antiseptics - Hygienic
handrub - Test method and requirements (phase 2, step 2)

Neutralizer Polysorbate 80 30 g/I, saponine 30g/l, histidine 1g/l, cysteine 1g/|

C) EXPERIMENTAL CONDITIONS:

Product test concentrations 100%

(%V/V)

Test temperature 20°C

Contact time 3ml of the preparation for 60s
Incubation temperature 36x1°C

Test-organism E. coli K12 NCTC 10538

Date: 27.07.2021

Authorized by: Daria Depa, Senior Specialist Analyst, Cosmetics Microbiology Laboratory
Approved by: Hanna Wachowska, Laboratory Director (Approved with qualified electronic signature)

This enclosure is an inseparatable part of the report of analysis and cannot be reproduced partially without a priori written consent of J.S. Hamilton Poland Sp. z o.o.
Responsibility of J.S. Hamilton Poland Sp. z o0.0. is restricted exclusively to the results and statements presented in an original copy of the enclosure.
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LABORATORIUM BADAWCZE
ul. Chwaszczynska 180, 81-571 Gdynia, tel. +48 58 766 99 00



HAMILTON

ENCLOSURE No. 1 TO REPORT OF ANALYSIS NO. 136987/21/JSHR/Z2

Table 1. PROCEDURE FOR REFERENCE HYGIENIC HANDRUB

PRODUCT: Standard 2-propanol 60% (V/V)
TEST ORGANISM: E. coli K12 NCTC 10538

NUMBER IN CONTAMINATION FLUID: 2,4 x 10® cfu/ml

volunteer number of cfu per plate from dilution 10x

Hand prevalues postvalues Reduction

Nr left/right x10™ x10” log x x10° x10™ x 107 logy logz
| 288 29 61 7 0

1 r 247 22 6,42 33 3 0 1,65 4,77
| 167 17 51 5 0

2 r 291 28 5,81 36 4 0 1,63 4,18
| 175 11 42 5 0

3 r 275 25 6,33 29 2 0 1,54 4,79
| 220 21 30 3 0

4 r 192 19 6,31 68 6 0 1,65 4,66
| 164 15 37 3 0

5 r 301 33 6,35 52 5 0 1,64 4,71
| 200 20 23 2 0

6 r 198 18 6,30 37 4 0 1,46 4,83
| 287 22 60 6 0

7 r 288 29 6,45 42 5 0 1,70 4,75
| 298 28 31 4 0

8 r 213 21 6,40 58 5 0 1,63 4,77
| 283 23 34 3 0

9 r 311 33 5,96 51 5 0 1,62 4,34
| 313 32 53 6 0

10 r 251 25 6,45 36 4 0 1,65 4,80
| 175 18 54 5 0

11 r 295 22 6,35 47 3 0 1,69 4,66
| 183 19 72 7 0

12 r 171 17 5,74 36 4 0 1,71 4,03
| 206 22 29 2 0

13 r 317 33 6,41 49 5 0 1,57 4,84
| 295 28 55 6 0

14 r 279 25 6,45 64 7 0 1,78 4,68
| 248 22 72 7 0

15 r 256 26 6,40 66 6 0 1,84 4,56
| 301 31 46 5 0

16 r 261 26 6,45 27 3 0 1,55 4,90
| 259 24 41 4 0

17 r 271 28 6,42 22 1 0 1,47 4,96
| 259 22 61 6 0

18 r 288 23 6,43 33 3 0 1,65 4,78
| 223 21 35 4 0

19 r 205 20 6,33 45 5 0 1,60 4,72
| 297 28 54 6 0

20 r 257 24 5,90 28 3 0 1,59 4,31

Xsr 6,28 1,63 4,65

s 0,23 0,09 0,25

log x-logarithm of the average value of the initial left and right hand
log y-logarithm of the average value of the final left and right hand
log z-logarithm reduction

x ér- overall average of log x, log y, log z

Date: 27.07.2021

Authorized by: Daria Depa, Senior Specialist Analyst, Cosmetics Microbiology Laboratory
Approved by: Hanna Wachowska, Laboratory Director (Approved with qualified electronic signature)

This enclosure is an inseparatable part of the report of analysis and cannot be reproduced partially without a priori written consent of J.S. Hamilton Poland Sp. z o.o.
Responsibility of J.S. Hamilton Poland Sp. z o0.0. is restricted exclusively to the results and statements presented in an original copy of the enclosure.
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HAMILTON

ENCLOSURE No. 1 TO REPORT OF ANALYSIS NO. 136987/21/JSHR/Z2

Table 2. HYGIENIC HANDRUB PROCEDURE WITH THE PRODUCT

PRODUCT P 136987/21/JSHR
TEST ORGANISM: E. coli K12 NCTC 10538

NUMBER IN CONTAMINATION FLUID: 2,4 x 10® cfu/ml

volunteer number of cfu per plate from dilution 10x

Hand prevalues postvalues Reduction

Nr_|left/right x10™ x10” log x x10° x10™ x 107 logy logz
| 132 14 103 11 1

1 r 224 21 6,24 92 9 0 1,98 4,26
| >330 125 89 7 0

2 r 304 31 6,27 78 4 0 1,68 4,59
| 144 15 97 9 0

3 r 132 11 6,14 78 5 0 1,93 4,21
| 328 34 87 8 0

4 r >330 85 6,20 99 9 0 1,89 4,32
| 164 11 116 11 2

5 r 132 12 6,16 99 8 0 2,03 4,13
| >330 121 61 3 0

6 r 320 32 6,27 83 9 0 1,67 4,60
| 328 33 61 4 0

7 r 288 29 6,49 71 7 0 1,81 4,68
| >330 58 91 9 0

8 r >330 22 5,51 72 6 0 1,82 3,69
| 336 36 79 8 0

9 r >330 21 5,90 106 12 2 1,96 3,94
| 296 28 74 7 0

10 r >330 41 6,02 85 9 0 1,90 4,12
| 228 21 93 8 0

11 r 104 11 6,19 80 5 0 1,93 4,26
| >330 48 107 11 1

12 r 200 20 5,97 94 9 0 1,98 4,00
| 248 25 112 14 2

13 r 212 22 6,36 113 11 1 2,06 4,31
| >330 48 89 8 0

14 r 255 22 6,02 91 9 0 1,95 4,07
| 278 28 99 7 0

15 r 169 17 6,34 67 6 0 1,77 4,57
| 178 11 104 11 1

16 r 255 25 6,32 69 7 0 1,93 4,39
| 274 28 79 8 0

17 r 231 24 6,40 107 12 2 1,97 4,44
| 225 22 92 9 0

18 r 183 19 6,31 66 7 0 1,89 4,42
| 199 17 53 5 0

19 r 252 23 6,35 89 8 0 1,83 4,51
| 266 22 97 9 0

20 r 231 21 6,39 68 7 0 1,91 4,48

Xsr 6,19 1,89 4,30

s 0,22 0,10 0,25

log x-logarithm of the average value of the initial left and right hand
log y-logarithm of the average value of the final left and right hand
log z-logarithm reduction

x ér- overall average of log x, log y, log z

Date: 27.07.2021

Authorized by: Daria Depa, Senior Specialist Analyst, Cosmetics Microbiology Laboratory
Approved by: Hanna Wachowska, Laboratory Director (Approved with qualified electronic signature)

This enclosure is an inseparatable part of the report of analysis and cannot be reproduced partially without a priori written consent of J.S. Hamilton Poland Sp. z o.o.
Responsibility of J.S. Hamilton Poland Sp. z o0.0. is restricted exclusively to the results and statements presented in an original copy of the enclosure.
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HAMILTON

ENCLOSURE No. 1 TO REPORT OF ANALYSIS NO. 136987/21/JSHR/Z2

Table 3. LIST OF COMPUTED IG VALUES AND IG REDUCTIONS

volunteer R 2-propanol 60% (V/V) P
Nr log x logy logz log x logy logz
1|R-P 6,42 1,65 4,77 6,24 1,99 4,25
2|R-P 5,81 1,63 4,18 6,27 1,91 4,36
3|R-P 6,33 1,54 4,79 6,14 1,93 4,21
4|R-P 6,31 1,65 4,66 6,20 1,96 4,24
5|R-P 6,35 1,64 4,71 6,16 2,03 4,13
6|P-R 6,30 1,46 4,83 6,27 1,84 4,43
7|P-R 6,45 1,70 4,75 6,49 1,81 4,68
8|P-R 6,40 1,63 4,77 5,51 1,90 3,61
9|P-R 5,96 1,62 4,34 5,90 1,96 3,94
10{P-R 6,45 1,65 4,80 6,02 1,90 4,12
11|R-P 6,35 1,69 4,66 6,19 1,93 4,26
12|R-P 5,74 1,71 4,03 5,97 2,00 3,97
13|R-P 6,41 1,57 4,84 6,36 2,06 4,31
14|R-P 6,45 1,78 4,68 6,02 1,95 4,07
15|R-P 6,40 1,84 4,56 6,34 1,90 4,43
16|P-R 6,45 1,55 4,90 6,32 1,93 4,39
17|P-R 6,42 1,47 4,96 6,40 1,97 4,44
18|P-R 6,43 1,65 4,78 6,31 1,89 4,42
19|P-R 6,33 1,60 4,72 6,35 1,83 4,51
20|P-R 5,90 1,59 4,31 6,39 1,91 4,48
X 20 6,28 1,63 4,65 6,19 1,93 4,26
X10(R-P) 6,26 1,67 4,59 6,19 1,97 4,22
X10 (P-R) 6,31 1,59 4,72 6,20 1,90 4,30
Criteria:

Rs (R-P) = 4,59-4,22=0,37
Rs (P-R)= 4,72-4,30=0,42
Abs= 0,37-0,42=-0,05<2
logx(R)= 6,28>5

logx(P)= 6,19>5

logz (P), logz (R) >3

Validation conditions of neutralizer and methods have been satisfied

Date: 27.07.2021

Authorized by: Daria Depa, Senior Specialist Analyst, Cosmetics Microbiology Laboratory

Approved by: Hanna Wachowska, Laboratory Director (Approved with qualified electronic signature)

This enclosure is an inseparatable part of the report of analysis and cannot be reproduced partially without a priori written consent of J.S. Hamilton Poland Sp. z o.o.
Responsibility of J.S. Hamilton Poland Sp. z o0.0. is restricted exclusively to the results and statements presented in an original copy of the enclosure.
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HAMILTON

ENCLOSURE No. 1 TO REPORT OF ANALYSIS NO. 136987/21/JSHR/Z2

Table 4. COMPUTATION OF INDIVIDUAL DIFFERENCES OF Ig R-P

volunteer log RF difference difference
R P R-P high to low | Range +/-
1 4,77 4,25 0,52 1,16 1
2 4,18 4,36 -0,18 0,68 2
3 4,79 4,21 0,59 0,61 3
4 4,66 4,24 0,42 0,59 4
5 4,71 4,13 0,58 0,58 5
6 4,83 4,43 0,40 0,53 6
7 4,75 4,68 0,07 0,52 7
8 4,77 3,61 1,16 0,52 8
9 4,34 3,94 0,40 0,51 9
10 4,80 4,12 0,68 0,42 10
11 4,66 4,26 0,40 0,40 11
12 4,03 3,97 0,06 0,40 12
13 4,84 4,31 0,53 0,40 13
14 4,68 4,07 0,61 0,36 14
15 4,56 4,43 0,13 0,21 15
16 4,90 4,39 0,51 0,13 16
17 4,96 4,44 0,52 0,07 17
18 4,78 4,42 0,36 0,06 18
19 4,72 4,51 0,21 -0,17 -19
20 4,31 4,48 -0,17 -0,18 -20
sum of ranks (+): 171
sum of ranks (-): 39
Table 5. SORTING OF INDIVIDUAL DIFFERENCES AND COMPUTATION FOR HODGES-LEHMANN 97,5%
UPPER CONFIDENCE LIMITS FOR THE DIFFERENCE IN Ig BETWEEN R-P
1,16] 0,68] 0,61] 0,59] 0,58] 0,53] 0,52] 0,52] 0,51
1 1,16 1,16
2 0,68 0,92 0,68
3 0,61 0,89 0,65 0,61
4 0,59 0,87 0,63 0,60 0,59
5 0,58 0,87 0,63 0,59 0,58 0,58
6 0,53 0,85 0,61 0,57 0,56 0,55 0,53
7 0,52 0,84 0,60 0,57 0,56 0,55 0,53 -0,52
8 0,52 0,84 0,60 0,56 0,55 0,55 0,53 -0,52 -0,52
9 0,51 0,83 0,59 0,56 0,55 0,54 0,52 -0,52 -0,51 -0,51
10 0,42 0,79 0,55 0,52 0,50 0,50 0,48 -0,47 -0,47 -0,21
11 0,40 0,78 0,54 0,51 0,49 0,49 0,47 -0,46 -0,46 -0,20
12 0,40 0,78 0,54 0,51 0,49 0,49 0,47 -0,46 -0,46
13 0,40 0,78 0,54 0,50 0,49 0,49 0,47 -0,46
14 0,36 0,76 0,52 0,49 0,47 0,47 0,45
15 0,21 0,69 0,45 0,41 0,40 0,39
16 0,13 0,65 0,41 0,37 0,36
17 0,07 0,62 0,38 0,34
18 0,06 0,61 0,37
19 -0,17 0,50
20 -0,18

Date: 27.07.2021

Authorized by: Daria Depa, Senior Specialist Analyst, Cosmetics Microbiology Laboratory
Approved by: Hanna Wachowska, Laboratory Director (Approved with qualified electronic signature)

This enclosure is an inseparatable part of the report of analysis and cannot be reproduced partially without a priori written consent of J.S. Hamilton Poland Sp. z o.o.
Responsibility of J.S. Hamilton Poland Sp. z o0.0. is restricted exclusively to the results and statements presented in an original copy of the enclosure.
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HAMILTON

ENCLOSURE No. 1 TO REPORT OF ANALYSIS NO. 136987/21/JSHR/Z2

Table 6. WILCOXON'S TMATCHED PAIRS SIGNED-RANKS TEST:

CRITICAL VALUES LESS WITH RANG SUM (+) OR (-) AT DIFFERENT LEVELS OF SIGNIFICANCE

n one-sided level of significance
0,05 0,025 0,01
18 47 40 32
19 53 46 27
20 60 52 43
21 68 59 49
22 75 66 56

For the designated level of significance 0,025 for n=20 the value read from the table 6 is 52.

Hence c=52+1 =53.
For the distribution of 53 Table 5 assigns a value of 0,55 which is less than the agreed inferiority margin of 0,6.

Therefore, the hypothesis of inferiority of PP compared to the reference RP is rejected.

The test preparation (PP) is non-inferior to RP.

Date: 27.07.2021

Authorized by: Daria Depa, Senior Specialist Analyst, Cosmetics Microbiology Laboratory

Approved by: Hanna Wachowska, Laboratory Director (Approved with qualified electronic signature)

This enclosure is an inseparatable part of the report of analysis and cannot be reproduced partially without a priori written consent of J.S. Hamilton Poland Sp. z o.o.
Responsibility of J.S. Hamilton Poland Sp. z o0.0. is restricted exclusively to the results and statements presented in an original copy of the enclosure.
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. HAMILTON

RAPORT DE INCERCARE NR. 79165/22/ROBCH/Z1
Inlocuieste Raportul de Incercare Nr. 79165/22/ROBCH din 07.03.2022

Client Numaéarul esantionului:
ECOCHIM-GRUP SRL Sample number
OR. OTACI, STR. VOITOVICI 21 Descriere obiect de incercat ( conform cu declaratia Clientului)
2059 CHISINAU Dezinfectant Universal "Bio-Dez"
Lot/Batch: -

Production date: -

Expiration date: 18.02.2025

Sampling date: 18.02.2022

Sampling quantity: 1x 500ml

Sample temperature: 20°C

Reception hour: 12:30

Responsible for sampling: Crestinov Alexandr
Sample condition with no objections

Data primirii obiectului de incercat: | 07.03.2022

Data finalizarii incercarii: 08.09.2022 Comanda din 07.03.2022
Data eliberarii raportului: 08.09.2022 Probele au fost prelevate si livrate de catre Client.
Parametrii de testare Metoda de testare i:it;de Rezultat

Test method performed by the
subcontractor; the results are taken in
# * Chemical disinfectants and full from the test report No

antiseptics. Surgical hand EN 12791:20164A1:2017 ; S68/2022-1, issued by the

disinfection. Test method and subcontractor.
requirements (phase 2, step 2) The results of the analysis are listed
starting with enclosure No1 to report
of analysis.
Elaborat de: Mariana Ilinca, Sef Laborator Microbiologie
Autorizat de: Mariana Ilinca, Sef Laborator Microbiologie

Aprobat de catre: Alina-Roxana Mihai, General Manager (Aprobat cu semnatura electronica)

Laborator: Bucuresti 041914, sos. Barceni nr.8

Responsabilitatea esantionarii/ prelevarii probelor apartine solicitantului. Rezultatele se refera numai la obiectul supus incercarii. Daca nu se specifica altfel, incertitudinea de masurare a
fost estimata pentru coeficientul K= 2 si nivel de incredere 95%. Fara aprobarea scrisa a laboratorului acest raport de incercare nu poate fi reprodus decat integral, Responsabilitatea
S.C. 1.S. HAMILTON ROMANIA S.R.L. se refera exclusiv |3 rezultatele si declaratiile prezentate in raportul original. Opiniile si interpretarile continute in prezentul raport de incercare nu
sunt acoperite de acreditarea REMAR. Pentru detalii suplimentare va rugam sa solicitati Certificatul de Acreditare la adresa de email bucharest@hamilton.com.pl

* Metoda de testare acreditata # Test efectuat de catre subcontractor
o Incercari neacreditate Pagina 1/ 1 PGL 09 F 01 Ed. 1 Rev. 2
J.S. Hamilton Romania S.R.L.

Sos.Berceni nr.8, sector 4, 041902 Bucuresti, Romania, Tel.+40 21 634 10 81

bucharest@hamilton.com.pl, www.hamilton.com.pl
Autorizatie A.N.S.V.S.A. nr. 115 din 18.06.2018
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ENCLOSORE NO. 1 SUBCONTRACTED TESTS TO REPORT OF ANALYSIS NO 79165/22/ROBCH

A) IDENTYFICATION OF THE SAMPLE

Name of the product/Details about the product

Dezinfectant Universal '""Bio-Dez"

Date of manufacture: 18.02.2022

Manufacturer: Ecochim-Grup SRL, Petricani St 21/3, Chisinau
2059, Moldavsko

Incoming date: 7.3.2022

Storing conditions: room temperature, dark area.

Subject of testing: Surgical handrub - immediate effect

Active ingredients: CAS: 68424-85-
Alkyldimethylbenzylamoniumchloride 0.029% CAS: 64-17-5 Ethyl
alcohol 73.0%

B) TEST METHOD

Performed in accredited subcontracted partner
laboratory: Scope of Accreditation No. 1273
Determination of surgical hand disinfection (EN
12791:2016+A1:2017) of the product Dezinfectant
Universal "Bio-Dez"

Testing of disinfecting efficiency of chemical disinfecting and
antiseptic agents on carriers
SOP-M-19-00 (EN 12791:2016+A1:2017)

C) Description: Testing the efficacy of chemical disinfectants and antiseptics

Sampling date:

18.2.2022

Sample delivered:

7.3.2022

Testing date:

16.8. - 31.8.2022

D) EXPERIMENTAL CONDITIONS

Effect:

immediate effect

Period of analysis:

16.08.2022 - 31.08.2022

Test temperature: 20°C+1°C

Test method: dilution neutralization method
Appearance of the product: Blue liquid

The test concentration: 100%

The volume of the product: 2x7ml

The application time: 2x45s

Procedure: handrub

The soap: soft soap from linseed oil

Reference item:

CAS 71-23-8 1-propanol p.a., 60% (V/V)

The volume of the reference propan- -1-ol used per person: 2 x 3 ml, according to reference surgical hand disinfection

procedure, the total application volume is 6 ml

The application time:

2 x 1.5 min, according to reference surgical hand disinfection
procedure, the total application time is 3 min

Neutralization medium:

Dey-Engley Neutralizing Broth M 1062

Surgical hand disinfection procedure with product:

handrub procedure, immediate effect

Requirements:

The mean reduction for immediate effect of a product shall at least be
not inferior to that achieved by a specified reference product (60%
volume concentration of propan-1-ol). To demonstrate additionally a
"sustained effect", the mean reduction for the 3 h effect of a product
shall be superior to that achieved by the reference product

Test procedure:

1. Determination of the presence of microorganisms in the product

2. Determination of the prevalue — number of cfu sampled immediately
before treatment from the hand

3. Determination of the postvalue — number of cfu sampled after

Laboratory: Bucharest 041914, 8 Berceni Street.

The results relate to the analyzed samples only. The enclosore cannot be reproduced partially without a prior written consent of J.S. Hamilton Romania S.R.L.
Responsibility of J.S. Hamilton Romania is restricted exclusively to the results and statements presented in original copy of the enclosore.
*Test method accredited # Test performed by subcontractor. @ Non accredited methods.
JS. HAMILTON ROMANIA S.R.L.
8 Berceni Street, 041902 Bucharest, Romania
Tel.+40 21 634 10 81 bucharest@hamilton.com.pl, www.hamilton.com.pl

Enclosore no. 1 subcontracted tests

Date: 08.09.2022

Authorized by: Mariana Ilinca, Manager of Microbiological laboratory

PGL 09 F 04 Ed. 1 Rev. 0
Page 1 of 4

Aprobat de: Mihai Alina-Roxana, General manager (Approved with qualified electronic signature)
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ENCLOSORE NO. 1 SUBCONTRACTED TESTS TO REPORT OF ANALYSIS NO 79165/22/ROBCH

treatment from the hand
4. Expression and interpretation of results - reduction factor — ratio of
prevalue and postvalue, generally expressed by decimal logarithms

The standard:

EN 12791:2016+A1:2017 Chemical disinfectants and antiseptics —
Surgical hand disinfection — Test method and requirements (phase
2/step 2) November 2017

The number of CFLJ in the tested product: 0 CFU/ml

Testing the efficacy of chemical disinfectant T.21229/22/JSHR. on Pseudomonas asruginosa ATCC 15442

Test suspensions

N V1 Vi3 1eM 124

10” 192 170

10" 27 15 B.26 T.26

&= 184x10 17 <IgN= &7 P17 =lgMe= 77
Werification of methodology
Validation of suspension ($wn) Method valid (C). condibons:  BD %, 9 5. distilled water. 20°C
Ve 3l Vi 29
Ve 60 Ve 33
30 =455< 160 42 = 0.3 Nvo

Testing the efficacy of chenucal disinfectant T21229/ 22 J5SHR. on Staplyviococcus auraus ATCC 6338

Test suspensions

N Vi V2 e Iz

1w’ 304 252

i 20 33 544 744

$= 177x10° A o . FI7 <1sbb= 7.
Verification of methodology
Walidation of suspension (M) Method valid (C). condibons: 80 %5, 90 5. distilled water, 20°C
Ve 65 Vet 72
Ve 33 Vet 42
30 =< Bl = 180 57 = 05 Mvo

Testing the efficacy of chemical disinfectant T2122922/JSHR  on Enterococcus hirae ATCC 10341

Test suspensions

N vl V2 12H 13
10" 166 192
107 18 e B 5.6 726
$= 1E8xI10 817 <leM= 487 747 < latb< 7.7
Verification of methodolosy
Validation of suspension (9w Method valid (C). condibons: 80 %5, 80 5. distilled water, 20°C
Wi 52 Ve 46
Ve 40 Ve 42
30 = 46= 160 4 = 03Nvo

Laboratory: Bucharest 041914, 8 Berceni Street.
The results relate to the analyzed samples only. The enclosore cannot be reproduced partially without a prior written consent of J.S. Hamilton Romania S.R.L.
Responsibility of J.S. Hamilton Romania is restricted exclusively to the results and statements presented in original copy of the enclosore.
*Test method accredited # Test performed by subcontractor. @ Non accredited methods.

JS. HAMILTON ROMANIA S.R.L.
8 Berceni Street, 041902 Bucharest, Romania

Enclosore no. 1 subcontracted tests

Date: 08.09.2022

Authorized by: Mariana Ilinca, Manager of Microbiological laboratory

Page 2 of 4

Aprobat de: Mihai Alina-Roxana, General manager (Approved with qualified electronic signature)

Tel.+40 21 634 10 81 bucharest@hamilton.com.pl, www.hamilton.com.pl
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ENCLOSORE NO. 1 SUBCONTRACTED TESTS TO REPORT OF ANALYSIS NO 79165/22/ROBCH
Testing the efficacy of chemical disinfectant L21229/22/JSHE. on Escherichia coli K 12 NCTC 10538

Test suspensions

b V1 Va2 g1 e
10" -330 -330
107 40 33 E.61 7.61
&= 41x10" 817 =1gH=87 7I7 =1= 77
Verification of methodolozy
Validation of suspension (N Method valid (C). conditions: B0 %. 90 5. distilled water, 20°C
Ve 113 Ve 103
Ve 103 Va 110
3 =108 - 180 1065 = 0.3 Nvo
Testing the efficacy of chemical disinfectant 12122023/ JSHR. on Candida albicans ATCC 10231
Test suspensions
N V1 V2 1N 125
107 155 144
I 17 15 718 6,18
&= 1510 P17 =lghi= 77 717 < oM< .7
Vernification of methodology
Vahdation of suspension (N Method valid (C). condifions: 80 % 30 5. distilled wrater, 20°C
Vel 41 Va 21
Ve 24 Ve 28
30 = 3T 5= 160 245

> 0.5 Nve
Note: Vo =wvalue i1s the number of cfir per ml, & = average Vcl a V2 (1. + 2. duplicate Ve values), N = the number of cfir'ml
of the bacterial test suspension, Nvo = the number of cfiv'ml of the bacterial test suspension at the beginning of the contact
time = (. C = the number of surviving bacteria per ml in control tests

Acceptance criteria for test results:

Omly if the results of the test procedure fulfil the following requirements. they shall be accepted for further evaluation.
otherwise the test shall be repeated:

a) A complete set of results from at least 23, but maximum 28 volunteers shall be available. All complete sets
of results shall be used for further evaluation.
b) The overall means of the lg prevalues for RP and PP shall be both at least 3.50.

c} The absolute difference of mean differences between lg reductions of RP and PP of group RP — PP and group
PP — EP shall be less than 2 00
d) All quotients of weighted mean counts between 5 and 15.

Laboratory: Bucharest 041914, 8 Berceni Street.

The results relate to the analyzed samples only. The enclosore cannot be reproduced partially without a prior written consent of J.S. Hamilton Romania S.R.L.

Responsibility of J.S. Hamilton Romania is restricted exclusively to the results and statements presented in original copy of the enclosore.
*Test method accredited # Test performed by subcontractor. @ Non accredited methods.

JS. HAMILTON ROMANIA S.R.L.
8 Berceni Street, 041902 Bucharest, Romania

Tel.+40 21 634 10 81 bucharest@hamilton.com.pl, www.hamilton.com.pl

Enclosore no. 1 subcontracted tests

Date: 08.09.2022

Page 3 of 4

Authorized by: Mariana Ilinca, Manager of Microbiological laboratory
Aprobat de: Mihai Alina-Roxana, General manager (Approved with qualified electronic signature)

PGL 09 F 04 Ed. 1 Rev. 0
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ENCLOSORE NO. 1 SUBCONTRACTED TESTS TO REPORT OF ANALYSIS NO 79165/22/ROBCH
Conclusion:

The acceptance criteria for the test results were met,

From table in EN 12791:2016+A1:2017 of critical values for Wilcoxon's matched-pairs signed-ranks test the entry forn=24
and a one sided 0,025 level of significance, the critical value of 81 1= found. Hence ¢ = 81 +1 = 82. The pairwise differences
are sorted in descending order. The 82nd value is 0,59, Hence the Hodges-Lelimann upper one sided 97_.5% confidence limit
for the difference in Ig Rs between EP and PP 15 (.59, whach 15 less than the agreed mnferiority margin of 00,75, Therefore the
hypothesis of inferionty of PP is rejected and if can be concluded that the test preparation PP is non-infenior to BP.

The tested product: Dezinfectant Universal "Bio-Dez"”
Batch number: Mot specified

Standard: EN 12791:2016+A1:2017

Test method: dilution neufralization method
Effect: immediate effect

Condirtions:

Application time: 2x45s

Volume of the product: 2x 7ml

Concentration: 100%

The tested product is suitable fo be used as surgical hand disinfection.

Laboratory: Bucharest 041914, 8 Berceni Street.
The results relate to the analyzed samples only. The enclosore cannot be reproduced partially without a prior written consent of J.S. Hamilton Romania S.R.L.
Responsibility of J.S. Hamilton Romania is restricted exclusively to the results and statements presented in original copy of the enclosore.
*Test method accredited # Test performed by subcontractor. @ Non accredited methods.
JS. HAMILTON ROMANIA S.R.L.
8 Berceni Street, 041902 Bucharest, Romania
Tel.+40 21 634 10 81 bucharest@hamilton.com.pl, www.hamilton.com.pl
Enclosore no. 1 subcontracted tests PGL 09 F 04 Ed. 1 Rev. 0
Page 4 of 4

Date: 08.09.2022

Authorized by: Mariana Ilinca, Manager of Microbiological laboratory

Aprobat de: Mihai Alina-Roxana, General manager (Approved with qualified electronic signature)



Annex

EN 12791:2016+A1:2017,
immediate effect

Volunteer Chronological Reference hand disinfection procedure RP Reference handrub procedure with product PP Difference
Sequence N prevalues N postvalues Ig prevalues | Ig postvalues IgR N prevalues | N postvalues | Ig prevalues Ig postvalues IgR RP - PP

1 RP 7,30E+04 7,90E+02 4,86 2,90 1,96 6,40E+04 7,70E+02 4,81 2,89 1,92 0,04
2 RP 7,90E+04 6,60E+03 4,90 3,82 1,08 9,00E+04 1,00E+04 4,95 4,00 0,95 0,13
3 RP 7,10E+04 1,88E+03 4,85 3,27 1,58 1,06E+05 1,20E+03 5,03 3,08 1,95 -0,37
4 RP 7,90E+04 8,50E+02 4,90 2,93 1,97 5,80E+04 1,00E+02 4,76 2,00 2,76 -0,79
5 RP 9,60E+04 9,60E+03 4,98 3,98 1,00 8,90E+04 1,12E+04 4,95 4,05 0,90 0,10
6 RP 8,50E+04 2,44E+03 4,93 3,39 1,54 1,70E+04 6,70E+03 4,23 3,83 0,40 1,14
7 RP 7,70E+04 7,10E+03 4,89 3,85 1,04 1,02E+04 2,21E+03 4,01 3,34 0,67 0,37
8 RP 6,80E+04 3,80E+02 4,83 2,58 2,25 1,29E+05 9,30E+03 511 3,97 1,14 1,11
9 RP 5,60E+04 4,90E+03 4,75 3,69 1,06 8,30E+04 5,10E+03 4,92 3,71 1,21 -0,15
10 RP 7,10E+04 9,90E+03 4,85 4,00 0,85 7,60E+04 9,40E+03 4,88 3,97 0,91 -0,06
11 RP 1,02E+05 1,01E+04 5,01 4,00 1,01 6,90E+04 9,30E+03 4,84 3,97 0,87 0,14
12 RP 9,40E+04 1,07E+04 4,97 4,03 0,94 1,11E+05 1,24E+04 5,05 4,09 0,96 -0,02
13 PP 7,90E+04 2,91E+03 4,90 3,46 1,44 9,80E+04 7,80E+03 4,99 3,89 1,10 0,34
14 PP 9,10E+04 6,10E+03 4,96 3,79 1,17 7,80E+04 8,00E+03 4,89 3,90 0,99 0,18
15 PP 7,50E+04 3,08E+03 4,88 3,49 1,39 1,12E+04 1,56E+03 4,05 3,19 0,86 0,53
16 PP 5,20E+04 9,30E+02 4,72 2,97 1,75 1,10E+05 2,01E+02 5,04 2,30 2,74 -0,99
17 PP 8,50E+04 6,50E+03 4,93 3,81 1,12 1,02E+05 1,23E+04 5,01 4,09 0,92 0,20
18 PP 1,06E+04 2,04E+02 4,03 2,31 1,72 6,50E+03 7,50E+02 3,81 2,88 0,93 0,79
19 PP 8,00E+04 1,10E+03 4,90 3,04 1,86 1,68E+04 4,80E+02 4,23 2,68 1,55 0,31
20 PP 1,10E+05 6,00E+03 5,04 3,78 1,26 9,90E+04 8,60E+03 5,00 3,93 1,07 0,19
21 PP 6,30E+04 2,76E+02 4,80 2,44 2,36 8,70E+04 2,86E+03 4,94 3,46 1,48 0,88
22 PP 5,50E+04 4,40E+02 4,74 2,64 2,10 5,30E+04 7,10E+03 4,72 3,85 0,87 1,23
23 PP 1,18E+05 9,70E+02 5,07 2,99 2,08 8,20E+04 6,50E+03 4,91 3,81 1,10 0,98
24 PP 1,04E+05 7,60E+02 5,02 2,88 2,14 1,16E+05 1,35E+04 5,06 4,13 0,93 1,21
@ Overall 7,81E+04 3,94E+03 4,86 3,34 1,52 7,34E+04 6,14E+03 4,76 3,54 1,22

s 2,23E+04 3,62E+03 0,20 0,55 0,48 3,68E+04 4,43E+03 0,38 0,61 0,59

n 24 24 24 24 24 24

[0} RP > PP 4,89 3,54 1,35 4,79 3,57 1,22 0,13
s 0,07 0,51 0,48 0,33 0,64 0,66

n 12 12 12 12 12 12

@ PP > RP 4,83 3,13 1,70 4,72 3,51 1,21 0,49
s 0,28 0,53 0,42 0,44 0,61 0,53

n 12 12 12 12 12 12

Bio-Dez
sample $68/2022



Annex

EN 12791:2016+A1:2017,

immediate effect

Bio-Dez
sample $68/2022

Sorting of individual differences and computation for Hodges-Lehman 97,5% upper confidence limits

Sorted

differences Mean pairwise differences (di+dii)/2
1 1,23 1,23
2 1,21 1,22 1,21
3 1,14 1,19 1,18 1,14
4 1,11 1,17 1,16 1,13 1,11
5 0,98 1,11 1,10 1,06 1,05 0,98
6 0,88 1,06 1,05 1,01 1,00 0,93 0,88
7 0,79 1,01 1,00 0,97 0,95 0,89 0,84 0,79
8 0,53 0,88 0,87 0,84 0,82 0,76 0,71 0,66 0,53
9 0,37 0,80 0,79 0,76 0,74 0,68 0,63 0,58 0,45 0,37
10 0,34 0,79 0,78 0,74 0,73 0,66 0,61 0,57 0,44 0,36 0,34
11 0,31 0,77 0,76 0,73 0,71 0,65 0,60 0,55 0,42 0,34 0,33 0,31
12 0,20 0,72 0,71 0,67 0,66 0,59 0,54 0,50 0,37 0,29 0,27 0,26 0,20
13 0,19 0,71 0,70 0,67 0,65 0,59 0,54 0,49 0,36 0,28 0,27 0,25 0,20
14 0,18 0,71 0,70 0,66 0,65 0,58 0,53 0,49 0,36 0,28 0,26 0,25
15 0,14 0,69 0,68 0,64 0,63 0,56 0,51 0,47 0,34 0,26 0,24
16 0,13 0,68 0,67 0,64 0,62 0,56 0,51 0,46 0,33 0,25
17 0,10 0,67 0,66 0,62 0,61 0,54 0,49 0,45 0,32
18 0,04 0,64 0,63 0,59 0,58 0,51 0,46 0,42
19 -0,02 0,61 0,60 0,56 0,55 0,48 0,43
20 -0,06 0,59 0,58 0,54 0,53 0,46
21 -0,15 0,54 0,53 0,50 0,48
22 -0,37 0,43 0,42 0,39
23 -0,79 0,22 0,21
24 -0,99 0,12

log R = decimal log reduction; RP->PP sequence: first RP, second PP; PP->RP sequence: first PP, second RP; @ = mean; s = standard deviation; n = number of values (volunteer)

Difference of mean Rs (RP->PP): 1,35 - 1,22 = 0,13; Difference of mean Rs (PP->RP): 1,70 - 1,21 = 0,49 ; Absolute difference of differences: 10,13 -0,49| =0,36

The median is between the 12th and 13th value: [0,20 +0,19]/2 = 0,195

The mean pairwise differences that do not exceed the median (here: 0,195) are computed. From table in EN 12791:2016+A1:2017 of critical values for Wilcoxon's matched-pairs signed-ranks test

the entry for n = 24 ans a one-sided P = 0,025 level of significance, the critical value of 81 is found. Hence c = 81 + 1 =82. The pairwise differences are sorted in descending order. The 82nd value is 0,59.

Hence the Hodges-Lehmann upper one sided 97,5% confidence limit for the difference in Ig Rs between RP and PP is 0,59, which is less than the agreed inferiority margin of 0,75.

Therefore the hypothesis of inferiority of PP is rejected and it can be concluded that the test preparation PP is non-inferior to RP.



Annex EN 12791:2016+A1:2017, Bio-Dez

raw data immediate effect sample $68/2022
Propan-1-ol batch No.: K52972497115, expiry date 31.12.25 60%, 2 x 3 ml, 2 x 1,5 min, immediate effect, hand disinfection procedure
Volunteer Number of CFU per plate from dilution 10*
Hand Prevalues Immediate postvalues

No Sequence

(left or right) -1 -2 -3 0 -1 -2
1 RP — PP 1 >330 >330 73 >330 79 <14 Period of analysis: 16.8.2022 - 31.8.2022
2 RP — PP 1 >330 >330 79 >330 >330 66 16.8.-17.8.2022, 30.8.-31.8.2022
3 RP — PP 1 >330 >330 71 >330 186 21 Prepared by:  Mgr. Alena Holikova
4 RP — PP 1 >330 >330 79 >330 85 <14
5 RP — PP 1 >330 >330 96 >330 >330 96
6 RP — PP 1 >330 >330 85 >330 241 27
7 RP — PP r >330 >330 71 >330 >330 11
8 RP — PP r >330 >330 68 >330 38 <14
9 RP — PP r >330 >330 56 >330 >330 49
10 RP — PP r >330 >330 71 >330 >330 99
11 RP — PP r >330 >330 102 >330 >330 101
12 RP — PP r >330 >330 94 >330 >330 107
13 PP — RP 1 >330 >330 79 >330 292 28
14 PP — RP 1 >330 >330 91 >330 >330 61
15 PP — RP 1 >330 >330 s >330 306 33
16 PP — RP 1 >330 >330 52 >330 93 <14
17 PP — RP 1 >330 >330 85 >330 >330 65
18 PP — RP 1 >330 106 <14 201 23 <14
19 PP — RP r >330 >330 80 >330 110 <14
20 PP — RP r >330 >330 110 >330 >330 60
21 PP — RP r >330 >330 63 269 35 <14
22 PP — RP r >330 >330 55 >330 44 <14
23 PP — RP r >330 >330 118 >330 97 <14
24 PP — RP r >330 >330 104 >330 76 <14




Annex EN 12791:2016+A1:2017,

raw data immediate effect

Product Dezinfectant Universal "Bio-Dez" 100%, 2 x 7 ml, 2 x 45 s, immediate effect, handrub

Volunteer Number of CFU per plate from dilution 10"
Hand Prevalues Immediate postvalues
No Sequence
(left or right) -1 -2 -3 0 -1 -2

1 RP — PP r >330 >330 64 >330 11 <14
2 RP — PP r >330 >330 90 >330 >330 101
3 RP — PP r >330 >330 106 >330 120 <14
4 RP — PP r >330 >330 58 99 <14 <14
5 RP — PP r >330 >330 89 >330 >330 112
6 RP — PP r >330 168 19 >330 >330 67
7 RP — PP 1 >330 102 <14 >330 216 27
8 RP — PP 1 >330 >330 129 >330 >330 93
9 RP — PP 1 >330 >330 83 >330 >330 51
10 RP — PP 1 >330 >330 76 >330 >330 94
11 RP — PP 1 >330 >330 69 >330 >330 93
12 RP — PP 1 >330 >330 111 >330 >330 124
13 PP — RP r >330 >330 98 >330 >330 8
14 PP — RP r >330 >330 8 >330 >330 80
15 PP — RP r >330 112 <14 >330 156 16
16 PP — RP r >330 >330 110 198 23 <14
17 PP — RP r >330 >330 102 >330 >330 123
18 PP — RP r >330 65 <14 >330 75 <14
19 PP — RP 1 >330 164 21 >330 48 <14
20 PP — RP 1 >330 >330 99 >330 >330 86
21 PP — RP 1 >330 >330 87 >330 284 31
22 PP — RP 1 >330 >330 53 >330 >330 71
23 PP — RP 1 >330 >330 82 >330 >330 65
24 PP — RP 1 >330 >330 116 >330 >330 135

Bio-Dez
sample $68/2022

Period of analysis: 16.8.2022 - 31.8.2022
16.8.-17.8.2022, 30.8.-31.8.2022
Prepared by: ~ Mgr. Alena Holikova



. HAMILTON

REPORT OF ANALYSIS No. 80248/21/ROBCH

Client Sample number:

ECOCHIM-GRUP SRL 80248/21/ROBCH

OR. OTACI, STR. VOITOVICI 21 Sample description (according to declaration of Client)

2059 CHISINAU DEZINFECTANT UNIVERSAL "BIO-DEZ"
Lot: -

Data fabricatie: 01.10.2021

Data expirarii: 01.10.2024

Data prelevarii: -

Cantitate prelevata: 2 x 500 ml

Responsabil prelevare: CRESTINOV ALEXANDR
Ora receptiei probei: 15:30

Temperatura receptie proba: 15°C

Sample received: 11.10.2021 Sample condition with no objections

Tests performed: 21.10.2021

Tests completed: 13.12.2021 Order of 11.10.2021

Report dated: 13.12.2021 Sampling and delivery were carried out by client.

Test Method Unit Result

# * Fungicidal activity in medical Test method performed by the
area. Chemical disinfectants and subcontractor; the results are taken in
antiseptics. Quantitative suspension full from the test report No D/21/
test for the evaluation of fungicidal EN 13624:2014 = B0644 , issued by the subcontractor.
or yeasticidal activity in the medical The results of the analysis are listed
area. Test method and requirements starting with enclosure Nol to report
(phase 2, step 1). of analysis.

Elaborated by: Mariana Ilinca, Manager of Microbiological Laboratory
Authorized by: Mariana Ilinca, Manager of Microbiological Laboratory
Approved by: Alina-Roxana Mihai, General Manager (Approved with qualified electronic signature)

Laboratory: Bucuresti 041914, sos. Berceni nn.8

Responsabilitatea esantionarii/ prelevarii probelor apartine solicitantului. Rezultatele se refera numai la obiectul supus incercarii. Daca nu se specifica altfel, incertitudinea de masurare a
fost estimata pentru coeficientul K= 2 si nivel de incredere 95%. Fara aprobarea scrisa a laboratorului acest raport de incercare nu poate fi reprodus decat integral. Responsabilitatea
S.C. 1.S. HAMILTON ROMANIA S.R.L. se refera exclusiv la rezultatele si dedaratiile prezentate in rapeortul original. Opiniile si interpretarile continute in prezentul raport de incercare nu
sunt acoperite de acreditarea RENAR. Pentru detalii suplimentare va rugam sa solicitati Certificatul de Acreditare la adresa de email bucharest@hamilton.com.pl

* Test method accredited # Test performed by extemnal provider

@ Non accredited methods Page 1 /1 PGL 09 FO1 Ed. 1 Rev. 1
P ______________________________________________________________________________________________ |
1.S. Hamilton Romania S.R.L.

8 Berceni Street, 041914 Bucharest, Romania, tel. +40 21 634 10 81

bucharest@hamilton.com.pl, www.hamilton.com.pl
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ENCLOSORE NO. 1 SUBCONTRACTED TESTS TO REPORT OF ANALYSIS NO 80248/21/ROBCH

A) IDENTYFICATION OF THE SAMPLE

Name of the product/Details about the product

DEZINFECTANT UNIVERSAL "BIO-DEZ"

Expiration date: 01.10.2024.

Manufacturer (supplier): Ecochim-Grup SRL.

Storing conditions: Dry, without sun, 5-25 Celsius degree.
Conditions of use: Hygienic handrub, surface disinfection,
medical instruments disinfection, surgical handrub

Active compound/s and its concentration/s

Ethyl alcohol 72-76%, CAS 64-17-5 and CE 200-578-6.
Benzalkonium chloride 0.024-0.029%, CAS 68424-85-1 and CE
270-325-2, Methylthionibium chloride 0.00024%, CAS 61-73-4
and 200-515-2

Concentrations requested for the assay

Pure (80%).

B) TEST METHOD

Performed in accredited contracted partner
laboratory, Scope of Accreditation Nr. 648/LE1286
Report Registration No. D/21/B0644

Quantitative evaluation assay of yeasticidal activity
under dirty conditions, in the medical area (phase 2,
step 1), with product Desinfectant Universal“Bio-
Dez”, (UNE-EN 13624: 2014 Standard).

UNE-EN 13624:2014 Chemical disinfectants and antiseptics.
Quantitative suspension test for the evaluation of the fungicidal
or yeasticidal activity in the medical area. Test method and
requirements (phase 2, step 1). AENOR.

Testing method

Procedure DESIN-1058-b // EN 13624:2014

C) INFORMATION ABOUT SAMPLE RECEPTION

Date of reception of order with test conditions

21.10.2021

Date of reception of the sample

25.10.2021

Aspect of the received product

Blue liquid in plastic package

D) METHOD OF ASSAY AND ITS VALIDATION (UNE-EN 13624: 2014 Standard)

Method used

Dilution-neutralization

Neutralizer

Tryptone 5 g/L, yeast extract 2.5 g/L, dextrose 10 g/L, sodium
thioglycolate 1 g/L, sodium thiosulfate 1 g/L, sodium bisulphite
2.5 g/L, soy lecithin 7 g/L, polysorbate-80 5 g/L, glycine 1 g/L,
I-histidine 1 g/L and Saponin 30 g/L.

E) EXPERIMENTAL CONDITIONS

Assay period

2021/11/08 to 2021/11/14.

Solvent of the product used in the assay

Sterile distilled water.

Product concentrations for the assay

Pure (80%), 50%, 0.1%

Aspect of the dilutions of the product

Pure (80%) and 50% blue liquid;
0.1% transparent.

Contact time

60 seconds

Assay temperature

+20°C = 1°C

Interfering substance

Bovine serum albumin 3 g/L. and erythrocytes 3 mL/L.

Stability of the mixture (interfering substance and
product diluted in sterile distilled water)

Stable

Temperature of incubation

+30°C+ 1°C

Identification of the strain used

Candida albicans CECT-1394 (ATCC 10231)

Laboratory: Bucharest 041914, 8 Berceni Street.

The results relate to the analyzed samples only. The enclosore cannot be reproduced partially without a prior written consent of J.S. Hamilton Romania S.R.L.
Responsibility of J.S. Hamilton Romania is restricted exclusively to the results and statements presented in original copy of the enclosore.
*Test method accredited # Test performed by subcontractor. @ Non accredited methods.
JS. HAMILTON ROMANIA S.R.L.
8 Berceni Street, 041902 Bucharest, Romania
Tel.+40 21 634 10 81 bucharest@hamilton.com.pl, www.hamilton.com.pl

Enclosore no. 1 subcontracted tests

Date: 08.12.2021
Authorized by: Mariana Ilinca, Manager of Microbiological laboratory

PGL 09 F 04 Ed. 1 Rev. 0
Page 1 of 3

Aprobat de: Mihai Alina-Roxana, General manager (Approved with qualified electronic signature)
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ENCLOSORE NO. 1 SUBCONTRACTED TESTS TO REPORT OF ANALYSIS NO 80248/21/ROBCH
Results of the assay

o Assayofvalidation ... ... ... .. ... See tables 1 and 2.
s Evaluation of veasticidal activity .. See table 3.

* Number of replicates per assay orgamism

Special remarks

— All controls and validation were between the basic limits.

— At least one concentration of the sample showed a log reduction lower than 4 log.

— At least one concentration of the sample showed a log reduction higher than 4 log.

— The highest concentration that can be assayed in the test (80%) 1s due to the mixtires to
perform the assay.

— No precipitate formed dunng the test procedure (the test nuxtures were homogeneous).

Conclusion

The product Desinfectant Universal“Bio-Dez”, batch not indicated, when 15 pure (80%),
shows veasticidal activity after 60 seconds at 20°C = 1°C, under dirty conditions (bovine
serum albumin 3 gL and erythrocytes 3 mL/L). for the reference stram Candida albicans

(CECT 1394 = ATCC 10231). when tested as requred by the TNE-EN 13624: 2014
Standard..

Mote: The results obtained correspond to the sample recerved 1n the laboratory.

Quality Assurance Review:

The assay development and the results obtamed have been supervised by the Director of the
study.

The Quality Assurance Director has inspected the development of the assay. proving that has
been realized following the proper procedure and using the adequate media. materials, and
reagents, following the Good Laboratory Practices (GLPs) as well and the final report contains
the primary data obtamed.

Reference

« TUNE-EN 13624 : 2014. Chenucal disinfectants and antiseptics. Quantitative suspension test
for the evaluation of the fungicidal or yeasticidal activity in the medical area. Test method
and requirements (phase 2_ step 1). AENOQF_

Laboratory: Bucharest 041914, 8 Berceni Street.
The results relate to the analyzed samples only. The enclosore cannot be reproduced partially without a prior written consent of J.S. Hamilton Romania S.R.L.
Responsibility of J.S. Hamilton Romania is restricted exclusively to the results and statements presented in original copy of the enclosore.
*Test method accredited # Test performed by subcontractor. @ Non accredited methods.
JS. HAMILTON ROMANIA S.R.L.
8 Berceni Street, 041902 Bucharest, Romania

Tel.+40 21 634 10 81 bucharest@hamilton.com.pl, www.hamilton.com.pl

Enclosore no. 1 subcontracted tests PGL 09 F 04 Ed. 1 Rev. 0

Page 2 of 3
Date: 08.12.2021

Authorized by: Mariana Ilinca, Manager of Microbiological laboratory
Aprobat de: Mihai Alina-Roxana, General manager (Approved with qualified electronic signature)



H_I HAMILTON
ROMANIA

ENCLOSORE NO. 1 SUBCONTRACTED TESTS TO REPORT OF ANALYSIS NO 80248/21/ROBCH
Results of the assay with Candida albicans (CECT 1394 = ATCC 10231).

Seeding: Pour plates. No. of plates: 1 /mL.

Table 1.-Validation and controls.

Suspension of Control of Control of neutralizer Validation of the
validation (Vi) experimental (B) method (C)
conditions (4) Sample concentration
Pure (80%)
Vo 86 |X=90 (Fa 72 |X=74 [Fa 75 |X=73 [Fa 66 | X=
Far 94 V2 76 Fer 71 ez 61 |63.5
30 < x of Mg £ 1607 xofdes=05Xde xofBes=05Xde xof Ces205Xof
Nwg? Mg, ot 0.0005 Nyvg? Nin?
Yes Yes Yes Yes
Suspension of X=78
vahdation (Nvg) Fa: 79 Ve 77 30 =xde Mig/1000 =
1607
Yes

Table 2. -Suspension of the assay.

N Feoi Ve Xwm=335x10"
Suspension of assay s 22 leN=7353
(W and Vo) 20 =50 330 No=DN10
le Ny =6.53
" 5
19 A2 3 16.17<1g M £6.707 Yes

Table 3.-Results of the activity assays with the sample.

Concentrations of | Dilutions LgNa=lg LR Time of
rhel:s[.;'lﬁple steps Ve Ve f‘::.-lxﬂlnnl; (lz Np=6.53) ‘::;t;t;:}
Pure (80%) ::_{; ii: Ki: =2.15 =4 38 60
50% N I <215 -438 60
0.1% ::; = 4,52 <201 60
Explanations:

Fr = number per ml. (one or two plates); Xwm = ponderated mean of X
X =mean of Ve and Ve: (duplicate of 1 + 2); R (reduction): (lg R =1g No —1g Na).

Laboratory: Bucharest 041914, 8 Berceni Street.
The results relate to the analyzed samples only. The enclosore cannot be reproduced partially without a prior written consent of J.S. Hamilton Romania S.R.L.
Responsibility of J.S. Hamilton Romania is restricted exclusively to the results and statements presented in original copy of the enclosore.
*Test method accredited # Test performed by subcontractor. @ Non accredited methods.
JS. HAMILTON ROMANIA S.R.L.
8 Berceni Street, 041902 Bucharest, Romania
Tel.+40 21 634 10 81 bucharest@hamilton.com.pl, www.hamilton.com.pl
Enclosore no. 1 subcontracted tests PGL 09 F 04 Ed. 1 Rev. 0

Page 3 of 3
Date: 08.12.2021

Authorized by: Mariana Ilinca, Manager of Microbiological laboratory
Aprobat de: Mihai Alina-Roxana, General manager (Approved with qualified electronic signature)



. HAMILTON

REPORT OF ANALYSIS No. 80249/21/ROBCH

Client Sample number:

ECOCHIM-GRUP SRL 80249 /21 /ROBCH

OR. OTACI, STR. VOITOVICI 21 Sample description (according to declaration of Client)

2053 CHISINAU DEZINFECTANT UNIVERSAL "BIO-DEZ"
Lot: -

Data fabricatie: 01.10.2021

Data expirarii: 01.10.2024

Data prelevarii: -

Cantitate prelevata: 1 x 500 ml

Responsabil prelevare: CRESTINOV ALEXANDR
Ora receptiei probei: 15:30

Temperatura receptie proba: 15°C

Sample received: 11.10.2021 Sample condition with no objections
Tests performed: 21.10.2021
Tests completed: 13.12.2021 Order of 11.10.2021
Report dated: 13.12.2021 Sampling and delivery were carried out by client.
Test Method Unit Result
Test method performed by the
subcontractor; the results are taken in
# * Quantitative suspension test for full from the test report No D/21/
the evaluation of bactericidal activity | EN 13727:2012+A2:2015 = B0645, issued by the subcontractor.
in medical area The results of the analysis are listed
starting with enclosure Nol to report
of analysis.

Elaborated by: Mariana Ilinca, Manager of Microbiological Laboratory
Authorized by: Mariana Ilinca, Manager of Microbiological Laboratory
Approved by: Alina-Roxana Mihai, General Manager (Approved with qualified electronic signature)

Laboratory: Bucuresti 041914, sos. Berceni nn.8

Responsabilitatea esantionarii/ prelevarii probelor apartine solicitantului. Rezultatele se refera numai la obiectul supus incercarii. Daca nu se specifica altfel, incertitudinea de masurare a
fost estimata pentru coeficientul K= 2 si nivel de incredere 95%. Fara aprobarea scrisa a laboratorului acest raport de incercare nu poate fi reprodus decat integral. Responsabilitatea
S.C. 1.S. HAMILTON ROMANIA S.R.L. se refera exclusiv la rezultatele si dedaratiile prezentate in rapeortul original. Opiniile si interpretarile continute in prezentul raport de incercare nu
sunt acoperite de acreditarea RENAR. Pentru detalii suplimentare va rugam sa solicitati Certificatul de Acreditare la adresa de email bucharest@hamilton.com.pl

* Test method accredited # Test performed by extemnal provider

@ Non accredited methods Page 1 /1 PGL 09 FO1 Ed. 1 Rev. 1
AL ______________________________________________________________________________________________________________________________________ |
1.S. Hamilton Romania S.R.L.

8 Berceni Street, 041914 Bucharest, Romania, tel. +40 21 634 10 81

bucharest@hamilton.com.pl, www.hamilton.com.pl
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ROMANIA
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ENCLOSORE NO. 1 SUBCONTRACTED TESTS TO REPORT OF ANALYSIS NO 80249/21/ROBCH

A) IDENTYFICATION OF THE SAMPLE

Name of the product/Details about the product

DEZINFECTANT UNIVERSAL "BIO-DEZ"

Expiration date: 01.10.2024.

Manufacturer (supplier): Ecochim-Grup SRL.

Storing conditions: Dry, without sun, 5-25 Celsius degree.
Conditions of use: Hygienic handrub, surface disinfection,
medical instruments disinfection, surgical handrub

Active compound/s and its concentration/s

Ethyl alcohol 72-76%, CAS 64-17-5 and CE 200-578-6.
Benzalkonium chloride 0.024- 0.029%, CAS 68424-85-1 and
CE 270-325-2, Methylthionibium chloride 0.00024%, CAS 61-
73-4 and 200-515-2

Concentrations requested for the assay

Pure (80%).

B) TEST METHOD

Performed in accredited contracted partner laboratory,
Scope of Accreditation Nr. 648/LE1286

Report Registration No. D/21/B0645

Quantitative evaluation assay of the bactericidal activity
under dirty conditions, in the medical area (phase 2, step
1) with product Desinfectant Universal“Bio-Dez”, (UNE-
EN 13727: 2012 + A2: 2015 Standard).

UNE-EN 13727: 2012 + A2: 2015. Chemical disinfectants and
antiseptics. Quantitative suspension test for the evaluation of
bactericidal activity of chemical disinfectants for instruments

used in Medicine. Test method and requirements (phase 2, step
1). AENOR.

Testing method

DESIN-1031-b /EN 13727: 2012 + A2: 2015

C) INFORMATION ABOUT SAMPLE RECEPTI

ON

Date of reception of order with test conditions

21.10.2021

Date of reception of the sample

25.10.2021

Aspect of the received product

Blue liquid in plastic package

D) METHOD OF ASSAY AND ITS VALIDATION (UNE-EN 13727: 2012+A2: 2015 Standard.)

Method used

Dilution-neutralization

Neutralizer

Tryptone 5 g/L, yeast extract 2.5 g/L, dextrose 10 g/L, sodium
thioglycolate 1 g/L, sodium thiosulfate 1 g/L, sodium bisulphite
2.5 g/L, soya lecithin 7 g/L, polysorbate-80 5 g/L, glycine 1 g/L,
1-histidine 1 g/L and saponin 30 g/L.

E) EXPERIMENTAL CONDITIONS

Assay period

2021/11/10 to 2021/11/14.

Solvent of the product used in the assay

Sterile distilled water.

Product concentrations for the assay

Pure (30%), 50%, 0.1%

Aspect of the dilutions of the product

Pure (80%) and 50% blue liquid;
0.1% transparent.

Contact time

60 seconds

Assay temperature

+20°C + 1°C

Interfering substance

Bovine serum albumin 3 g/L and erythrocytes 3 mL/L.

Stability of the mixture (interfering substance and
product diluted in sterile distilled water)

Stable

Temperature of incubation

+36°C+ 1°C

Identification of the strain used

— Pseudomonas aeruginosa (CECT 116 = ATCC 15442).
— Staphylococcus aureus (CECT 239 = ATCC 6538).

— Enterococcus hirae (CECT 4081 = ATCC 10541).

— Escherichia coli K12 (CECT 433 = NCTC 10538).

Laboratory: Bucharest 041914, 8 Berceni Street.

The results relate to the analyzed samples only. The enclosore cannot be reproduced partially without a prior written consent of J.S. Hamilton Romania S.R.L.

Responsibility of J.S. Hamilton Romania is restricted exclusively to the result

s and statements presented in original copy of the enclosore.

*Test method accredited # Test performed by subcontractor. @ Non accredited methods.
JS. HAMILTON ROMANIA S.R.L.
8 Berceni Street, 041902 Bucharest, Romania
Tel.+40 21 634 10 81 bucharest@hamilton.com.pl, www.hamilton.com.pl

Enclosore no. 1 subcontracted tests

PGL 09 F 04 Ed. 1 Rev. 0

Page 1 of 6

Date: 08.12.2021
Authorized by: Mariana Ilinca, Manager of Microbiological laboratory
Aprobat de: Mihai Alina-Roxana, General manager (Approved with qualifie

d electronic signature)




H_I HAMILTON
ROMANIA

ENCLOSORE NO. 1 SUBCONTRACTED TESTS TO REPORT OF ANALYSIS NO 80249/21/ROBCH
Results of the assay

o Assayofvahdaton ... .. ... ... ... Seetables 1.2.4.5. 7.8, 10 and 11.
» Evaluation of bactenicadal activity. ... ... See tables 3.6, 9 and 12

* MNumber of rephcates per assay orgamism .. 1.

Special remarks

— All controls and vahidation were between the basic linuts.

— At least one concentration of the sample showed a log reduction lower than 5 log.

— At least one concentration of the sample showed a log reduction higher than 5 log.

— The highest concentration that can be assayed n the test (80%) 15 due to the nuxtures
to perform the assay.

— No precipitate formed during the test procedure (the test nuxtures were
homogeneous).

Conclusion

The product Desinfectant Universal“Bio-Dez”, batch not mdicated, when 1s pure (80%).
shows bactericidal activity after 60 seconds at 20°C + 1°C. under dirty conditions
(bovine serum albumin 3 gL and ervthrocyies 3 mlI/L). for the reference strains
Pseudomonas aernginosa (CECT 116 = ATCC 15442), Staphylococcus aurens (CECT
239 = ATCC 6538). Enterococcus hirae (CECT 4081 = ATCC 10541) and Escherichia
coli K12 (CECT 433 = NCTC 10538), when tested according to UNE-EN 13727: 2012 +
AZ: 2015 Standard.

MNote: The results obtained correspond to the sample recerved in the laboratory.
Quality Assurance Beview:

The assay development and the results obtained have been supervised by the Director of the
study.

The Quality Assurance Director has mspected the development of the assay. proving that has
been realized following the proper procedure and using the adequate media. materials, and
reagents, followmg the Good Laboratory Practices (GLPs) as well and the final report
contamns the primary data obtamed.

Reference

= TUNE-EN 13727: 2012 + AZ: 2015. Chenucal disinfectants and antiseptics. Quantitative
suspension test for the evaluation of bactencidal activity of chemucal disinfectants for
mstruments used m Medicine. Test method and requirements (phase 2_ step 1). AENOER.

Laboratory: Bucharest 041914, 8 Berceni Street.
The results relate to the analyzed samples only. The enclosore cannot be reproduced partially without a prior written consent of J.S. Hamilton Romania S.R.L.
Responsibility of J.S. Hamilton Romania is restricted exclusively to the results and statements presented in original copy of the enclosore.
*Test method accredited # Test performed by subcontractor. @ Non accredited methods.
JS. HAMILTON ROMANIA S.R.L.
8 Berceni Street, 041902 Bucharest, Romania
Tel.+40 21 634 10 81 bucharest@hamilton.com.pl, www.hamilton.com.pl
Enclosore no. 1 subcontracted tests PGL 09 F 04 Ed. 1 Rev. 0

Page 2 of 6
Date: 08.12.2021

Authorized by: Mariana Ilinca, Manager of Microbiological laboratory
Aprobat de: Mihai Alina-Roxana, General manager (Approved with qualified electronic signature)



H_I HAMILTON
ROMANIA

ENCLOSORE NO. 1 SUBCONTRACTED TESTS TO REPORT OF ANALYSIS NO 80249/21/ROBCH

Results of the assay (Bactericidal suspension) with Psendomeonas aernginesa (CECT 116
=ATCC 15442).

Seeding: Pour plate: No. of plates: 1/mL.

Table 1.-Validation and controls

Suspension of Control of Control of neutralizer Validation of the
vahidation (V) expermmental (B) method (C)
conditions (4) Sample concentration:
Pure (30%:)
) 61 |x= |Fa 53 |x=54 |Va 46 |x=48 |[Va 47 | x=
Fer 56 (585 Fez 55 Fiz 50 Fea 37 (395
30 =x of M= 1607 xofdes=205X de xofBes>035Xde xofCesz205Xof
MNwg? N, or 0.0005 Nvg? Nvg?
Yes Yes Yes Yes
Suspension of X=60
validation (Vvg) Fei: 57 Ve 63 30=xde Mirp'l000 =
1607
Yes

Table 2.-Suspension of the assay

N Ver | Vs
Xwm=225%10% 1lg N=835
-6 7 7 3
107 2171 234 | = 10 1g Vo = 7.35

Suspension of assay (Vand Ng)

7 L |77 =lg M =T7.707
10 21 22 Ves
Table 3-Results of the activity assays with the sample
Concentrations | Dilutions LeNa=lg Lz R Time of
of the sample steps Fo Fea (Ax100 |((LeMN=735)| contact
(%) Xovmr x 10) (seconds)
: Na? =14 =14 -
0, =) ‘::-"'_1 iy
Pure (80%) No =14 =4 2.15 5.20 60
Na® <14 =14
9 = <2 =5.2
50% VL] 14 =14 15 0 60
Na® =330 =330
% =452 =2
0.1% ol 330 330 4 83 60
Explanations:

Fe = number per mL (one or two plates); Xwm = weighted mean of X
X =mean of ¥e1 and Vez (duplicate of 1 + 2):
Loganthmic reduction R: (1gR = lg Mo —lg Na).

Laboratory: Bucharest 041914, 8 Berceni Street.

The results relate to the analyzed samples only. The enclosore cannot be reproduced partially without a prior written consent of J.S. Hamilton Romania S.R.L.
Responsibility of J.S. Hamilton Romania is restricted exclusively to the results and statements presented in original copy of the enclosore.
*Test method accredited # Test performed by subcontractor. @ Non accredited methods.
JS. HAMILTON ROMANIA S.R.L.
8 Berceni Street, 041902 Bucharest, Romania

Tel.+40 21 634 10 81 bucharest@hamilton.com.pl, www.hamilton.com.pl
Enclosore no. 1 subcontracted tests

PGL 09 F 04 Ed. 1 Rev. 0
Page 3 of 6
Date: 08.12.2021

Authorized by: Mariana Ilinca, Manager of Microbiological laboratory
Aprobat de: Mihai Alina-Roxana, General manager (Approved with qualified electronic signature)



H_I HAMILTON
ROMANIA

ENCLOSORE NO. 1 SUBCONTRACTED TESTS TO REPORT OF ANALYSIS NO 80249/21/ROBCH

Results of the assay (Bactericidal suspension) with Srapliylececcus aurens (CECT 239 =
ATCC 6538).

Seeding: Pour plate; No. of plates: 1/mL.

Table 4.-Validation and controls

Suspension of Control of Control of neutralizer Validation of the
validation (Vva) experimental (B) method (C)
conditions (4) Sample concentration:
Pure (80%)
Fa 77 | X=74 [Fa 68 |X= a 75 | X= Fa 70 | X=66
Fez 71 Fiez 69 |685 |V 82 |785 |Fo 62
30 = x of Vg = 1607 xofdes= 05X de xof Besz 05X de xof Ces= 05 Xof
MNg? Ny, or 0.0005 Nvg? Nvg?
Yes Yes Yes Yes
Suspension of Fri: 79 Fex 86 X=825
validation (Nvg) 30 <=x de Nvp/1000 <
1607
Yes
Table 5.-Suspension of the assay
N Vs Vea

Suspension of assay (/V and Ng) 106 | =330 | =330 Xwm=340x10° lg N=853

No=N/10: lg Me=7.53
717 <1lgNe =7.707

10! 33 35 Yes
Table 6.-Results of the activity assays with the sample
Concentrations | Dilutions LegNa=Ilg LeR Tume of
of the sample steps FVa Fez (Xx100 |((LgM=753)| contact
{%a) Ko x 10) (seconds)
Na® =14 =14
i o -
Pure (80%) Fo = = <215 5.38 60
Na® =14 =14 <
0 ry -
50% N = = 2.15 5.38 60
Na® =330 =330
L s S =
0.1% Ng 1 ~330 330 4.52 =3.01 60
Explanations:

Fr = number per mL (one or two plates); Xowm = weighted mean of X
X =mean of V1 and Ve (duplicate of 1+ 2);
Logarithmic reduction R: (1gR = Ig No—lg Na).

Laboratory: Bucharest 041914, 8 Berceni Street.

The results relate to the analyzed samples only. The enclosore cannot be reproduced partially without a prior written consent of J.S. Hamilton Romania S.R.L.
Responsibility of J.S. Hamilton Romania is restricted exclusively to the results and statements presented in original copy of the enclosore.
*Test method accredited # Test performed by subcontractor. @ Non accredited methods.
JS. HAMILTON ROMANIA S.R.L.
8 Berceni Street, 041902 Bucharest, Romania

Tel.+40 21 634 10 81 bucharest@hamilton.com.pl, www.hamilton.com.pl
Enclosore no. 1 subcontracted tests

PGL 09 F 04 Ed. 1 Rev. 0
Page 4 of 6

Date: 08.12.2021

Authorized by: Mariana Ilinca, Manager of Microbiological laboratory

Aprobat de: Mihai Alina-Roxana, General manager (Approved with qualified electronic signature)



H_I HAMILTON
ROMANIA

ENCLOSORE NO. 1 SUBCONTRACTED TESTS TO REPORT OF ANALYSIS NO 80249/21/ROBCH

Results of the assay (Bactericidal suspension) with Enferecoccus hirae (CECT 4081 =
ATCC 10541).

Seeding: Pour plate; No. of plates: 1/mL..

Table 7.-Validation and controls

Suspension of Control of Control of nevtralizer Walidation of the
validation (V) experimental (B) method (C)
conditions (4) Sample concentration:
Pure (80%)
Fer 41 |X=43 |Fa 44 (A= Fr1 37 | A= Vo 35 |[A=36
Fa 45 Fez 43 |415 Fez 40 |38.5 Fea 37
30 = x of Mg = 1607 xofdes> 05X de xofBes>05Xde xof Ces>2 05X of
Nwg? Nug, or 0.0005 Nvg? Niyg?
Yes Yes Yes Yes
Suspension of X=405
validation (Vvg) Ver: 39 Ver 42 30 =x de Mp/1000 <
1607
Yes

Table 8.-Suspension of the assay

N Ver Fea
Xwm=161x10 lg N=820
5 2.5
10 167 | 15% | ng=nN10:1g M =720
7.17 <lg Na < 7.707

Suspenston of assay (V and Ny)

10~ 17 16 Yes
Table 9.-Results of the activity assays with the sample
Concentrations | Dilutions LeNa=Ig LgR Tume of
of the sample steps Fei Fez (Xx100 |(LgN=720)| contact
(%) Xowm x 10) (seconds)
Na® <14 =14 -
. =5 =
Pure (80%) et — e 215 5.05 60
Na? 15 14
0 2 =
50% o — = 16 04 60
Nd’ =330 =330
L1 - J"_I- =}
0.1% g 330 330 452 268 60
Explanations:

Ve = number per mL (one or two plates); Xswm = weighted mean of X
X =mean of Fe1 and ¥Fea (duplicate of 1 + 2);
Logarithome reduction R: (1gR = 1g Ny —lg Nar).

Laboratory: Bucharest 041914, 8 Berceni Street.

The results relate to the analyzed samples only. The enclosore cannot be reproduced partially without a prior written consent of J.S. Hamilton Romania S.R.L.
Responsibility of J.S. Hamilton Romania is restricted exclusively to the results and statements presented in original copy of the enclosore.
*Test method accredited # Test performed by subcontractor. @ Non accredited methods.
JS. HAMILTON ROMANIA S.R.L.
8 Berceni Street, 041902 Bucharest, Romania

Tel.+40 21 634 10 81 bucharest@hamilton.com.pl, www.hamilton.com.pl
Enclosore no. 1 subcontracted tests PGL 09 F 04 Ed. 1 Rev. 0
Page 5 of 6
Date: 08.12.2021

Authorized by: Mariana Ilinca, Manager of Microbiological laboratory
Aprobat de: Mihai Alina-Roxana, General manager (Approved with qualified electronic signature)
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ROMANIA
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ENCLOSORE NO. 1 SUBCONTRACTED TESTS TO REPORT OF ANALYSIS NO 80249/21/ROBCH

Eesults of the assay (Bactericidal suspension) with Esclierichia coli K12 (CECT 433 =

NCTC 10538).

Seeding: Pour plate: No. of plates: 1/mlL.

Table 10.-Validation and controls

Suspension of Control of Control of neutralizer WValidation of the
validation (Nve) experimental (B) method (C)
conditions (4) Sample concentration:
Pure (80%)
Vo 58 | X=60 |Va 4 |x=45 |Va 51 |X=50 |Va 43 | x=4l
Ve 62 Viz 46 Vez 49 Vea 39
30 <x of Mo < 1607 xof4es>205Xde | xof Bes205X de xof Ces= 05 Xof
MNig? N, or 0.0005 NVeg? Nig?
Yes Yes Yes Yes
Suspension of X=55
validation (Vvg) Fer: 54 Fea 56 30 < x de Me/1000 <
1607
Yes
Table 11.-Suspension of the assay
N Ver {&]
Suspension of assay (/V and Ng) % . Xvm=249x% 10% lg N=8.40
- "} =T
107 ] 241 | 259 | o — N710: 1g Mo = 7.40
a5 7.17 £ 1g Np =7.707
10 22 25 s
Table 12.-Results of the activity assays with the sample
Concentrations | Dilutions Lg Na=Ig LgR Time of
of the sample steps Vo Fea (Xx 100 |(LgM=740)| contact
{%6) Ko x 10) {seconds)
Nd’ =14 <14 -
ha i =5
Pure (80%) Na Z1a 14 <215 5.25 60
Na® =14 =14 = ::
L < S
50% i = = 215 5.25 60
Na’ =330 =330
o 57 <7
0.1% Vo ~330 330 452 2.88 60
Explanations:

Fe = number per mL (one or two plates); Xowvm = weighted mean of X
X =mean of V1 and Vea (duplicate of 1+ 2);
Loganthmic reduction R: (1gR = lg No—lg Na).

Laboratory: Bucharest 041914, 8 Berceni Street.

The results relate to the analyzed samples only. The enclosore cannot be reproduced partially without a prior written consent of J.S. Hamilton Romania S.R.L.
Responsibility of J.S. Hamilton Romania is restricted exclusively to the results and statements presented in original copy of the enclosore.
*Test method accredited # Test performed by subcontractor. @ Non accredited methods.

JS. HAMILTON ROMANIA S.R.L.
8 Berceni Street, 041902 Bucharest, Romania

Tel.+40 21 634 10 81 bucharest@hamilton.com.pl, www.hamilton.com.pl
Enclosore no. 1 subcontracted tests

PGL 09 F 04 Ed. 1 Rev. 0
Page 6 of 6
Date: 08.12.2021
Authorized by: Mariana Ilinca, Manager of Microbiological laboratory

Aprobat de: Mihai Alina-Roxana, General manager (Approved with qualified electronic signature)



. HAMILTON

REPORT OF ANALYSIS No. 17898/21/ROBCH

Client Sample number:

ECOCHIM-GRUP SRL 17898/21/ROBCH

OR. OTACI, STR. VOITOWVICI 21 Sample description (according to declaration of Client)
2059 CHISINAU DEZINFECTANT UNIVERSAL "BIO-DEZ"

Sample quantity: 1 pcsx 1L

Production date: 26.01.2021

Expiration date: 26.01.2024

Sampling date: 22.02.2021

Sample temperature: 15°C

Reception hour: 15:00

Responsible for sampling: Crestinov Alexandr

Sample received: 15.03.2021 Sample condition with no objections

Tests performed: 21.04.2021

Tests completed: 16.06.2021 Order of 15.03.2021

Report dated: 16.06.2021 Sampling and delivery were carried out by client.

Test Method Unit Result

# * Chemical disinfectants and
antiseptics. Quantitative suspension
test for the evaluation of
mycobactericidal activity of chemical
disinfectants in the medical area
including instrument disinfectants.
Test methods and requirements
(phase 2, step 1)

Test method performed by the
subcontractor; the results are taken in
full from the test report No D/21/
EN 14348: 2005 = B0152, issued by the subcontractor.
The results of the analysis are listed
starting with enclosure Nol to report
of analysis.

Elaborated by: Mariana Ilinca, Manager of Microbiological Laboratory
Authorized by: Mariana Ilinca, Manager of Microbiological Laboratory
Approved by: Alina-Roxana Mihai, General Manager (Approved with qualified electronic signature)

Laboratory: Bucuresti 041914, sos. Berceni nn.8

Responsabilitatea esantionarii/ prelevarii probelor apartine solicitantului. Rezultatele se refera numai la obiectul supus incercarii. Daca nu se specifica altfel, incertitudinea de masurare a
fost estimata pentru coeficientul K= 2 si nivel de incredere 95%. Fara aprobarea scrisa a laboratorului acest raport de incercare nu poate fi reprodus decat integral. Responsabilitatea
S.C. 1.S. HAMILTON ROMANIA S.R.L. se refera exclusiv la rezultatele si dedaratiile prezentate in rapeortul original. Opiniile si interpretarile continute in prezentul raport de incercare nu
sunt acoperite de acreditarea RENAR. Pentru detalii suplimentare va rugam sa solicitati Certificatul de Acreditare la adresa de email bucharest@hamilton.com.pl

* Test method accredited # Test performed by extemnal provider

@ Non accredited methods Page 1 /1 PGL 09 FO1 Ed. 1 Rev. 1
L. _________________________________________________________________________________________________________________________________________ ]|
1.S. Hamilton Romania S.R.L.

8 Berceni Street, 041914 Bucharest, Romania, tel. +40 21 634 10 81

bucharest@hamilton.com.pl, www.hamilton.com.pl



H_I HAMILTON
ROMANIA

ENCLOSORE NO. 1 SUBCONTRACTED TESTS TO

REPORT OF ANALYSIS NO 17898/21/ROBCH

A) IDENTYFICATION OF THE SAMPLE

Name of the product/Details about the product

DEZINFECTANT UNIVERSAL "BIO-DEZ"
Expiration date: 26.01.2024

Manufacturer (supplier): ECOCHIM-GRUP
Storing conditions: Dry, without sun, 5-25 Celsius
degree.

Conditions of use: Handrub

Active(S) substance (S) and its concentration(s)

Ethyl alcohol 72-76%, CAS 64-17-5 and CE 200-578-
6; Benzalkonium chloride 0.024-0.029%, CAS 68424-
85-1 and CE 270-325-2; Methylthioninium chloride
0.00024%, CAS 61-73-4 and 200

Concentrations requested for the assay

3%/ on May 5 the client requested to perform the test at
80% concentration (Pure).

B) TEST METHOD

Performed in accredited subcontracted partner laboratory: Scope
of Accreditation Nr. 648/LE1286

Report D/21/B0152 Mycobactericidal and tuberculocidal
activity of chemical disinfectants in the medical area including
instrument disinfectants under clean conditions with the product
DEZINFECTANT  UNIVERSAL  "BIO-DEZ"  with
deviations from the standard (UNE-EN 14348: 2005 Standard)

UNE-EN 14348: 2005. Chemical disinfectants and
antiseptics . Quantitative suspension test for the evaluation of
mycobactericidal activity of chemical disinfectants in the
medical area including instrument disinfectants. Test
methods and requirements (phase 2, step 1). AFNOR

0) METHOD OF ASSAY AND ITS VALIDATION (UNE-EN 14348: 2005 Standard)
Testing method DESIN-1052-b // EN 14348: 2005
Method used Dilution-neutralization
Neutralizer Tryptone 5 g/L, yeast extract 2.5 g/L, dextrose 10 g/L,

sodium thioglycolate 1 g/L, sodium thiosulfate 1 g/L, sodium
bisulphite 2.5 g/L, soya lecithin 7 g/L, polysorbate-80 5 g/L,
glycine 1 g/L, I-histidine 1 g/L. and saponim 30 g/L.

D) INFORMATION ABOUT SAMPLE RECEPTION

Date of reception of the sample

24.03.2021

Date of reception of order with test conditions

14.04.2021: 3% concentration
05.05.2021: 80% concentration

Aspect of the received product

Blue liquid in plastic package.

E) EXPERIMENTAL CONDITIONS

Assay period

2021/04/12 to 2021/05/24 (including prior preparation of the
strains)

Solvent of the product used in the assay

Sterile hard water

Product concentrations for the assay

Pure (80%), 3% and 0.1%

Aspect of the dilutions of the product

Pure (80%) Blue liquid; 3% and 0.1% transparent

Contact time

60 seconds

Assay temperature 20°C £ 1°C

Interfering substance Bovine albumin 0.3 g/L
Stability of the mixture (interfering substance and product stable

diluted in sterile hard water)

Temperature of incubation 36°C = 1°C

Identification of the origin of viral stains and number of passes

Mycobacterium avium ( ATCC 15769)
Mycobacterium terrae (CECT 3028 = ATCC 15755)

Laboratory: Bucharest 041914, 8 Berceni Street.
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. Results of the assay

Control and validation assays............... Se¢tables1,2,4and5
Evaluation of mycobactericidal activity...  See tables 3 and 6.
Number of replicates for each assay

INCEOOFRRANEBINL < 5o vosmnibisrana wabs v ai ok

Special remarks

— All controls and validation were between the basic limits.

— One concentration of the sample at least showed a log reduction less than 4 log.

—  One concentration of the sample at least showed a log reduction higher than 4 log.

— The highest concentration that can be assayed in the test (80%) is due to the mixtures to
perform the assay.

—  When the client requested to perform the test at 80% concentration, the test had been started,
using hard water.

Conclusion

The product DEZINFECTANT UNIVERSAL ,,BIO-DEZ", batch not indicated, when tested
pure (80%), shows mycobactericidal activity after 60 seconds at 20°C under clean conditions
(bovine albumin 0.3 g/L), against Mycobacterium avium (ATCC 15769) and Mycobacterium
terrae (CECT 3028 = ATCC 15755), when tested as required by UNE-EN 14348: 2005
Standard with deviations from the standard since the dilutions of the product, ready to use,
have been prepared in sterile hard water instead of in sterile distilled water. The client informed
us that the product was ready to use once the test have been started.

Note: The results obtained correspond to the sample received in the laboratory.
Quality Assurance Review:

The assay development and the results obtained have been supervised by the Director of the
study.

The Quality Assurance Director has inspected the development of the assay, proving that has
been realized following the proper procedure and using the adequate media, materials and
reagents, following as well the Good Laboratory Practices (GLPs) and the final report
contains the primary data obtained.

Reference:

» UNE-EN 14348: 2005. Chemical disinfectants and antiseptics. Quantitative suspension
test for the evaluation of mycobactericidal activity of chemical disinfectants in the
medical area including instrument disinfectants. Test methods and requirements (phase 2,
step 1). AENOR.

Laboratory: Bucharest 041914, 8 Berceni Street.
The results relate to the analyzed samples only. The enclosore cannot be reproduced partially without a prior written consent of J.S. Hamilton Romania S.R.L.
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Table 1.-Assay with Mycebacterium avium (ATCC 15769): Validation and controls.

Suspension of Control of experimental Validation of the
validation conditions (A4) Neutralizer (8) method {C) with
(Nw) sample concentration:
Pure (80%)
Ve 135 X= | ¥Fe 125 Ve 121 Ve 130 Ty
Vea | 124 | 1295 | Ve TR 122 Vi 127 X=124 Via 119 124.5
I0<xof Nwp=1607 | xofdis=205x X of xof Bis=05xof xof Cisz 0.5 X of
Yes Nu? Yes Nw? Yes Nya? Yes

Table 2.- Assay with Mycebacterium avium (ATCC 15769): Suspension of the assay.

T

Suspension of N | Vei Vea Xum=4.85 x 10°=1g = 9.69
the assay (Ny 107 | =660 =660 No= Ni10=1g=8.69
No) 10f | 5] 46 8.17<No< 8.707 Yes

Table 3.- Assay with Mycobacterium avium (ATCC 15769).

Concentrations LgNa=lg LgR Time of
of the sample | Dilutions Ve Vez (Xx100 | (Igho=8.69)  contact
(%) Xwm x 10) (seconds) ]
10° <14 <14 '
10! <14 <14
Pure (80%) 07 oid =14 <2.15 >6.54 60
10? <14 =14
10" | =660 =660 |
10! =660 >660
10 660 >660
10° >66() =660
10! >660 >660
0.1% 102 ~660 =660 =682 =1.87 60
107 =660 =660
Observations:

N 107 =330 + =330; =330 + =330;
10°%: 28 +23: 27 + 19;

MNvg: 74+ 61; 59 + 65;
A: 68+ 57, 60+ 59;
B: 63+ 58;71 +57;
. 724 58; 55 + 064,

Na Pure (80%) 10% 0+ 0;0+0;
3% 10°% =330 + >330: >330 + >330;
0.1% 107 =330 +>330; =330 +>330;

Laboratory: Bucharest 041914, 8 Berceni Street.
The results relate to the analyzed samples only. The enclosore cannot be reproduced partially without a prior written consent of J.S. Hamilton Romania S.R.L.
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Table 4.-Assay with Mycobacterinm terrae (CECT 3028 = ATCC 15755): Validation and

controls.
Suspension of Control of experimental Validation of the
validation conditions (4) Neutralizer (B) method (C) with
(M) sample concentration:
Pure (80%)
Ve, | 53 e P | 54 | Vei 50 3 Ve 49 N
Vor| 57 =23 Fes 50 Ao Vea 43 X3 Fea 45 X=47 |
I0=xof Nwm=160? | xofdis=05x X of xof Bis= 0.5 x of xof Cisz0.5 X of
Yes Mu? Yes Muy? Yes Nvy? Yes
Table 5.- Assay with Mycobacterium terrae (CECT 3028 = ATCC-15755): Suspension of
the assay.
Suspension of N 1| Fei Vea Xom=219x 10°=1g=9.34
the assay (Vv 107 | 227 211 No=Ni10=1g=18.34
Ny) 108 | 2 22 8.17<Ny< 8.707 Yes

Table 6.- Assay with Mycobacterium terrae (CECT 3028 = ATCC 15755).

Concentrations Lg Na=lg LgR | Time of
of the sample | Dilutions Fr Ve (Xx100 (1gNo=8.34) | contact
(%) Xwm x 10) (seconds)
10* <14 <14 =
10! <14 <14
L]
Pure (80%) 102 <14 <14 <2.15 >6.19 60
10* <14 <14
10° =660 =660
10" =660 =660
3% 107 | >660 660 >6,82 | <].52 60
10 =660 =H6()
10" =560 >660
10! =660 =660
0.1% 102 660 ~660 =682 =1.52 60
1003 =660 =660
Observations:
N 107103 +124; 99 + 112, Na Pure (80%) 10% 0+ 0; 0+ 0;
10%: 13+ 8, 10+ 12; 3% 10°%: =330 + >330; >330 + =330;

0.1% 107 =330+ >330; >330 + >330;
Mo 20 4+ 24: 32 + 25;
A: 31 +23: 26 + 24;
B 19+31;27 +21;
C:33+16;21 +24;

Explanations:

Fe: Counts per mL

Xwm: ponderated mean of X

X: Values of Ve, and Fea (1, + 2. duplicates); R: reduction (LgR = 1gNs — IgNa)
R: reduction (LgR = 1gN, — 1gNa)

Laboratory: Bucharest 041914, 8 Berceni Street.
The results relate to the analyzed samples only. The enclosore cannot be reproduced partially without a prior written consent of J.S. Hamilton Romania S.R.L.
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RAPORT DE INCERCARE NR. 17899/21/ROBCH/Z1
Inlocuieste Raportul de Incercare Nr. 17899/21/ROBCH din 26.04.2021

Client Numi rul esantionului:

ECOCHIM-GRUP SRL Sample number

OR. OTACI, STR. VOITOVICI 21 Descriere obiect de incercat ( conform cu decdlaratia Clientului)
2059 CHISINAU DEZINFECTANT UNIVERSAL "BIO-DEZ"

Sample quantity: 1 pcs x 1 L

Production date: 26.01.2021

Expiration date: 26.01.2024

Sampling date: 22.02.2021

Sample temperature: 15°C

Reception hour: 15:00

Responsible for sampling: Crestinov Alexandr

Sample condition with no objections

Data primirii obiectului de incercat: | 15.03.2021

Data finalizarii incercarii: 26.04.2021 Comanda din 15.03.2021
Data eliberarii raportului: 14.09.2021 Probele au fost prelevate si livrate de catre Client.
Parametrii de testare Metoda de testare ::;itrz de Rezultat

Test method performed by the
subcontractor; the results are takenin
full from the test report No D/21/
UNE-EN 14476:2014 + A2:2019 - V0204, issued by the subcontractor.
The results of the analysis are listed
starting with enclosure Nol to report
of analysis.

# * Chemical disinfectants and
antiseptics. Quantitative suspension
test for the evaluation of virucidal
activity in the medical area

Elaborat de: Mariana Ilinca, Sef Laborator Microbiologie
Autorizat de: Mariana Ilinca, Sef Laborator Microbiologie
Aprobat de catre: Alina-Roxana Mihai, General Manager (Aprobat cu semnatura electronica)

Laborator: Bucuresti 041914, sos. Berceni nr.8

Responsabilitatea esantionarii/ prelevarii probelor apartine solicitantului. Rezultatele se refera numai la obiectul supus incercarii. Daca nu se specifica altfel, incertitudinea de masurare a
fost estimata pentru coeficientul K= 2 si nivel de incredere 95%. Fara aprobarea scrisa a laboratorului acest raport de incercare nu poate fi reprodus decat integral. Responsabilitatea
S.C. 1.S. HAMILTON ROMANIA S.R.L. se refera exdusiv |3 rezultatele si declaratiile prezentate in raportul original. Opiriile si interpretarile continute in prezentul raport de incercare nu
sunt acoperite de acreditarea REMNAR. Pentru detalii suplimentare va rugam sa solicitati Certificatul de Acreditare Ia adresa de email bucharest@hamilton.com.pl

* Metoda de testare acreditata # Test efectuat de catre subcontractor
@ Incercari neacreditate Pagina 1/1 PGL 09 F 01 Ed. 1 Rev. 1

1.S. Hamilton Romania S.R.L.

Sos.Berceni nr.8, sector 4, 041902 Bucuresti, Romania, Tel.+40 21 634 10 81
bucharest@hamilton.com.pl, www.hamilton.com.pl
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A) IDENTYFICATION OF THE SAMPLE

Name of the product/Details about the product

DEZINFECTANT UNIVERSAL "BIO-DEZ"
Sample quantity: 1 pcsx 1 L

Production date: 26.01.2021

Expiration date: 26.01.2024
Manufacturer(supplier): ECOCHIM-GRUP

Dry, without sun, 5-25°C

Active(s) Substance(s) and its concentration(s)

Ethyl alcohol 72-76%, CAS 64-17-5 and CE 200-578-6;
Benzalkonium chloride 0,024-0,029%, CAS 68424-85-1 and
CE 270-325-2; Methylthioninium chloride 0,00024%, CAS
61-73-4 and 200.

Concentration ordered for the assay 3%
B) TEST METHOD
Performed in accredited subcontracted partner laboratory: Scope | NF EN  14476:2013+A2:2019  Standard.  Virucidal

of Accreditation Nr. 648/LE1286
Report D/21/V0204- Modified report

Virucidal test with the sample DEZINFECTANT
UNIVERSAL "BIO-DEZ" against Poliovirus type 1,
Adenovirus type 5 and Murine Norovirus (NF EN

14476:2013+A2:2019 Standard)

quantitative suspension test for chemical disinfectants and
antiseptics used in human medicine. Test method and
requirements (Phase 2/Step1). AFNOR

Testing method

Procedure DESIN-1078 (NF EN 14476:2013+ A2:2019
Standard)

C) INFORMATION ABOUT SAMPLE RECEPTION

Date of reception of the sample

22.03.2021

Date of reception of order with test conditions

22.03.2021

Aspect of the received product

Blue transparent liquid in a plastic container

D) EXPERIMENTAL CONDITIONS

Assay period

From 22.03.2021 to 01.04.2021

Assay temperature

37°C£1°C

Titration method

TCID50 (Tissue Culture Infective Dose 50%)

Product concentrations for the assay

80%, 3% and 0.03%

Contact time

60 seconds

Contact temperature

20°C £ 1°C

Procedure to stop product cytotoxicity

Molecular sieving (< 4 columns)

Procedure to stop product activity

Cooling with ice

Solvent of the product used in the assay Hard water
Aspect of the dilutions of the product Transparent
Stability of the mixture (interfering substance and product

diluted in sterile hard water/distilled water) Stable

Interfering substance

Clean conditions in the presence of bovine serum albumin
0.3 g/L.

Identification of the origin of viral stains and number of passes

Poliovirus type 1 aliquot: 2021/01/07 passage 2;
Adenovirus type 5 aliquot: 2021/01/14 passage 2;
Murine Norovirus aliquot: 2021/02/11 passage 2;

Cell lines (name, origin, number of passes)

Vero ref: FTVE, working aliquot 12 passages 13 and 17;
Raw 264.7, Public Health England, working aliquot 12,
passages 12, 16 and 18;

Laboratory: Bucharest 041914, 8 Berceni Street.
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Note: Modified report due to the client requests to add the 80% conceritration results in

the conclusions section.

Validation of assay results

Poliovirus type 1 (ATCC VR-192)

Titre of the viral suspension for the virus control (at the requested test time):

W CIRCREE COITNREMONN i emsistosiss  ESS  E  B EGPNNO5S log 1072
Cytotoxicity Jevel [BIE) i s i o s o s s i log 1074

Maximum level of virus inactivation detectable (difference between the titre of the viral
suspension and the cytotoxicity level):
o Clean CONBIIONS ......ooves e coms s ssimresss o esinsessaees resssnisasnesasnneennal0g 107874

Adenovirus type 5 (ATCC YR-3)

Titre of the viral suspension for the virus control (at the requested test time):
o ey e R T e R e R log 1063
CotmHy EVEL (BDUE). o ocorcesersbiossissmiistamisiimiasstsmni it sk s s wenlog 107050

Maximum level of virus inactivation detectable (difference between the titre of the viral
suspension and the eytotoxicity level):

o Clean coONdItoNS ...ccuvimiimimsisssisiiimmmmi s i iR R TR log 1078
Murine Norovirus (strain 599 Berlin)

Titre of the viral suspension for the virus control (at the requested test time): _
o Clean conditions .............. i s el g |y
CYtOtOXICItY 1EVE] (BOP8) wouivvrneinsiriseresessrcsimsieresisniersssssssssssssssssessiansassssssssansasnrenss 1O 1O

Maximum level of virus inactivation detectable {difference between the titre of the viral

suspension and the cytotoxicity level):
» Clean condibions i wiimsmsaansmisaasisiasamiasamvner JOg F0Hee

Reference test (formaldehyde 1.4%)

Cytotoxicity level of formaldehyde (.79 coovvoveevre v ceesssessrsssnsssssnnes cerererrennenns lOg 10700
Viral quantification in the reference test (formaldehyde) after 60 minutes and with
Poliovirus type 1......ccooeeene. — Jloglo7#
Viral quanhﬁcatmn in the rﬂfereme tesl {funnaldehyde} after 60 mmutes aud wﬂh
Adenovirus type 5 .. riae oglot#
Viral qumtlﬁmhun in Ihe referem.e tesl {ﬁn‘maldﬁh}fdc} aﬂﬁ:r 50 mmutes ﬂ.lld w:th
N I O S o A T v e e R e ey - logl0>*®

Laboratory: Bucharest 041914, 8 Berceni Street.
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Confidence interval

Titre of virus with 95% confidence interval with Poliovirus type 1 (at the
requested test time):
O Clean cONdItIONS ..o.oo.vooereivericesiensinreesessessenissssssenssessesseessenssiessnseees l0g 1077242037

Titre of virus with 95% confidence interval with Adenovirus type 5 (at the
requested test time):
o Clean DonBHRONE wisi i wa i Jog AP 24 4)

Titre of virus with 95% confidence interval with Murine MNorovirus (at the
requested test time):

o Clean conditions 16164034

Reduction with the confidence interval 0F 95 %6 oovvvevervesversissrm i srrsenins n——— See table 1.
Sensitivity of cells to virus

* Viral quantification of Poliovirus type 1 with cells not treated by the test solution with

H e RS SATAINE i o s e s £ A S S e N335 log10713
e Viral quantification of Poliovirus type 1 with cells treated by the test solution with the
B B e R e R s T SR b s s e log1 0538

s Viral quantification of Adenovirus type 5 with cells nol treated by the test solution with

the teﬁt Em“ple llllllllllllllllllllllllllllllllllllllllllllllllllllllllllllllllllllllllllllllll (LIRRLA R RL -i-lliililﬁgl ﬂublu-lr
» Viral quantification of Adenovirus type 5 with cells treated by the test solution with the
test sample ........... G i e S T PTET PRI loglo®e8

e Viral quantification of Murine Norovirus with cells not treated by the test solution with

the 1ESE SAMPIE ...oiieeciieiecreieees et srasse s resr s srane s s s msm e s s snsn s rasanmrsrrssrnnansnin log] (&t
s Viral quantification of Murine Norovirus with cells treated by the test solution with the
B BTETINIR i v S B S S BRSSO DE A log1 0366

Note: only can be used to determine the infectivity of cells, those dilutions which: a)
show a low degree of cellular destruction (< 25% of cell monolayer) and b) produce a
reduction of the title of the virus < 1 logse.

Control of the effectivity of the disinfectant detection activity

s Viral quantification of Poliovirus type 1 after 30 minutes on bath ice without exposing

the VIR 10 thE ReRE SEVNEIIE  conumanssumsmmicums e s 25268 B s i log10r™97
o Viral quantification of Poliovirus tvpe 1 exposing the virus to the test sample and
incubated 30 minutes once Bath ... s e s SURRUON 47+ {1 i

s Viral quantification of Adenovirus type 5 after 30 minutes. on bath ice without
exposing the virus to the test sample ... ——— . loglortis

e Viral quantification of Adenovirus type 5 exposing the virus to the test samplt: and
incubated 30 minutes on ice bath .. N - | [ e

Laboratory: Bucharest 041914, 8 Berceni Street.
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* Viral quantification of Murine Norovirus after 30 minutes on bath ice without exposing
the virus to the test sample .. mrersssssessmnssesssensaressssssesse: OB 1 0892

Viral quantification of Munne Nﬂm'ﬂmﬁ expnsmg 'Lhe virus to * T.hﬂ test sample and
incubated 30 mMinutes on G0 BAh ... sssesieeesns O 1059

Note: The difference between decimal logarithm of titre without exposing the virus to
the sample and of the test suspension should be < (0.5

. Special remarks

— The sample is tested at 80%; 3% and 0.03%. The highest concentration that can be
tested in the test is 80%, because of the mixtures made during the test.

— All controls and validation were between the basic limits.

— One concentration at least showed a log reduction less than 4 log.

~ One concentration at least showed a log reduction equal or higher than 4 log.
Assay results

Description of the results under the requested test conditions:

Test concentrations,
reduction obtained with the confidence interval of 95 % and

Virus of assay virucidal activiry
B0% 3 (.03%
Poliovirus 533 +£0.49 TCIDsy 0.83 4 0.54 TCIDyy 0.17 £ 0.55 TCIDs;
type | Shows Does not show Does not show

Adenovirus = 5.83 £+ 0.40 TCIDs; 1.51 £ 0.52 TCIDsy 0.17 £ 0.56 TCIDs

type 5 Shows Does not show Does not show
Murine = 566+ 0,34 TCIDs 217+ 048 TCIDy 0,09+ 0,53 TCIDsy
Norovirus Shows Does not show Does net show

Virucidal activity exists when the titre of virus shows a reduction = 4 log,
TCIDsy: Tissue Culture Infectious Dose 50%.

Tables of resulis and graphics

See tables 1 to 6 and figure 1 to 3,

Laboratory: Bucharest 041914, 8 Berceni Street.
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Conclusion

The disinfectant sample “DEZINFECTANT UNIVERSAL, BIO-DEZ”, batch not
indicated, under clean conditions {(bovine serum albumin 0.3 g/L}, at 3% concentration,
requested by the client, and during 60 seconds of contact time and 20°C of temperature,
does not show virucidal activity against the three mandatory viruses (Poliovirus type 1,
Adenovirus type 5 and Murine Morovirus) when the activity is assayed according with the
NF EN 14476: 2013 + A2: 2019 Standard. However, the disinfectant sample
“DEZINFECTANT UNIVERSAL, BIO-DEZ”, batch not indicated, under clean
conditions (bovine serum albumin 0.3 g/L), at 80% concentration and during 60 seconds
of contact time and 20°C of temperature, shows virucidal activity against the three
mandatory viruses (Poliovirus type 1, Adenovirus type 5 and Murine Norovirus) when the
activily is assayed according with the NF EN 14476: 2013 + A2: 2019 Standard.

Therefore, the disinfectant tested, does not show general virucidal activity, diluted at
3% and it shows general virucidal activity, diluted at 80% when the activity is
evaluated according to the NF EN 14476: 2013 + A2: 2019 Standard.

Note 1: The results obtained correspond to the sample received in this laboratory:.
Note 2: The information that depend on the information received from the client and are
not facilitated by the same one, shown as "not indicated”.

Quality Assurance Review:

The assay development and the results obtained have been supervised by the Director of the
study.

The Quality Assurance Director has inspected the development of the assay, proving that has

been realized following the proper procedure and using the adequate media, materials and

reagents, following as well the Good Laboratory Practices (GLPs) and the final report

contains the primary data obtained.

Reference:

e NF EN 14476: 2013 + A2: 2019 Standard. Virucidal quantitative suspension test for
chemical disinfectants and antiseptics used in human medicine. Test method and
requirements (Phase 2/Step 1). AFNOR.

Laboratory: Bucharest 041914, 8 Berceni Street.
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Table 1. Results of activity of the sample test sample with Poliovirus type 1 (ATCC VR-192)
under test conditions requested by the client.

i Concen- | Interfering | Cytoto- logie TCIDsg Reduction with
Y tration® | substance | xieity after..... the confidence
S o[ 30 [0 | intewlof
: x : 05 %
min | sec | min |min
|
0% 0.5 - 181 - - 533049
Test sample 3% 0.3 ¢/l BSA 0.5 - |64l - - (1LB3 = (.54
0.03% 0.5 - |07 = - 0,17+ 0.55
Wirus congrol NaA  (03gLBSA| NA |732(724) - - | NA
0.7%
Formaldehyde (w:v) MNA 0.5 NR | NE. | 5.16 |3.32 MNA
Virus control 0.7% i
Formaldehyde (W9 NA 05 |7.07) NR| NR [692 MA

Control of sensitivity of cells to virus (dtfferenne between decimal Inganthm of titre using
treated and untreated cells) |, o cloglo®s?

Control of the effectiveness of the disinfectant detection activity (difference between decimal
logarithm of titre without exposing the virus to the sample and of the test
SUSPEIISIOND 101 mvvsvevnnannarnsraranvsresvssnssrssssssssnssansessenssssosassnnrensssnssssessmene OBLOT

NA: not applicable; NR: not realized
Times recommended by Standard for surfaces: maximum 5 or 60 minutes.
Times recommended by Standard for instruments; maximum 60 minutes.
Times recommended by Standard for Hygienic treatment of hands by friction and hygienic
handwashing; between 30 or 120 seconds,
PBS: phosphate buffered saline; BSA: bovine serum albumin,
Virucidal activity exists when the titre of virus shows a reduction =4 log,
= gee Special remarks 1o understand the values of these concentrations.
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Table 2. Results of the activity of the test sample, with Poliovirus type 1 (ATCC VR-192)
( Assay of titration with 12 wells), under test conditions requested by the client.

“Timeof Dilutions {Jog 10"
Assay Concen- | Interfering | contact |
trition * | substance | (sec/inin) 1 2 [ 3 4 5 & 7 4
| ] 4444 | 20040 [ 000D | 0000 | 0000 | 006 | D00
B0% Glsec | 4444 | 3000 | 0001 | ODOD [ Q000 | 0O0O | OO0 | MR
4444 | 0320 | 000D | 0000 | 0000 | 0000 | 000D i
4444 | dadd | 448 | 4449 | agad | 0230 | 1000
3% |03 G0sec | 4444 | 4444 | 4444 | 4444 | 2444 | 3424 | 0] | MR
Tokmew HJIIL BEA Addd | 4444 | d444 o) RELE] sy [
444 | 4444 | 4484 | 4444 | 4444 | ez | 2o | opoo
0.03% Glvsee | 4444 | 4444 | 4444 | 4444 | 4444 [ 3343 | 1302 | 0000
dddd | dddd | dgad | ddad | qdaq | 2444 | D020 | 1100
00 0000 | 0000 | O000 | 000D | D0
Cytotoxicity BRs |03 L BSA| wNaA fone | G000 | G000 | OBD | 00D0 | 0000 | (0B | MR
0000 | 0000 | D00 | OKD | OO0 | (i | D0
A4 | addd | dadd | 4444 | 444 | 4444 | 3023 | onoo
0 A444 | 4444 | 4444 | 4444 | 4444 | 4244 | 4040 | 0L02
A | A | 4444 | 4444 | d4aq | 4844 | 3320 OMOD
Wirus contral NA 3 gL BSA 4 | 4k 44494 | A44d | 4444 | saas | 3000 | o001
Bl see | 4444 | 4444 | 4444 | 4444 | 4444 | aadd | 3402 | Ou20
FHH | B g | 4444 | 444 | 42u | 300 | OO0
dddd | dddd | dddd | 4444 | 2300 | 0DD2 | DOOO
A0 min | 4444 | 4444 | 4444 | 4444 | 0302 | OODIO | OOOO | ME
Formzldehyde 0. 7% NA Addd | 4444 | 4444 | 4444 | 2000 | OI0D | COOO
(wov) dddd | gaas | 0320 | 000 | oo0o | 0000 | (06
G0min | 4444 | 4ddd | 2300 | 0010 | 0GB | OO [ D000 | MR
4444 | 4444 | 0332 | 0000 | 0000 | G000 | 0000
Contral of 000 | 0000 | 0000 | 000D | 0000 | 9000 | D00
formaldehyde 0.7% |03pL.BSA| NA o0n | Ooin | G000 | o000 | 000D | 0000 [ 0000 | MR
g}"lmq}xi.cﬂ}- l'-w 1'.-:! Q000 ﬂmﬂ ] {0 CHHHY EHRHD (0 WK
- 4444 | aad | g | 2442 | 3449 | 4444 | 0200 | 0001
0 4444 | 4444 | 444 | 4484 | 4444 | 4444 | 0204 | 0010
Virus contral 0% 4444 | dd4q | 444 | 4444 | 4444 | e | 2030 | 0000
formaldehyde 2 NA 4333 | 4434 | 2944 | 4444 | 4444 | 3240 | 2301 | 0000
(w:v) 60 min | 4444 | 4444 | 4444 | 4444 | 4249 | 2444 | 0100 | 1000
4444 | dddd | 4 | dddd | S444 | 3403 | 3202 | 0000
Calls nat | ©CCC | €CCC [ CCCC [ OCCC | CCOC [ €CCC aCoC | Cono
i COCC | COCC | CCCC | COCC | CCOC | 0CCC | CORC- | 0000
Sensitivity control | A treated | poec | ©oee | Coee | €O | CeCe | COCe | 06CC | 0000
of cells to virus Cells CCCC | QOCC | QOCC L‘f.‘CC:!{.‘CL‘C COCC [ DCOD | Q000
CCCC | OCCC | OCCC | COOC | OCOC | GO0 | D0C0 | G00C
treated | coec | ccec | eoee | cooc | ecoc | coco | caoc | oooo
Without | €CCC | COCC | COCE | €COC | COCC | COCC | COOC | 0000
Effectiveness CCCC | £00C | CCCC | CEeC | CCOC | 0000 | 00T | 4000
control of the NA |03 ol BSA sample | s | ecec | coee | coec | ecoe | ecoe | oooo | cono
disinfectant Gl Wwith | OCCC | CCEC | ©CCC | COCC | CCOC | COCC | DCO) | 0000
detection sctivity " COCC | OCOC | CCCC | CO0C | O00C | CCC0 | 0CDC | 0000
| Smpie | oecr | eoee | 00Ce | COce | ceoe | 00 | oo | 0000 |

ar 1w 4, virus present and grade of eytophatic effect in 12 unitz of cellular culture, or-grade of
r.:r:]]ula: lesions in the cytotoxicity assay. :

= pytopathic effect with presence of vins (in this case &and acconding to Stmdardfﬁ&i not take 1m0
a.cm‘um the degres of evtopathic effect only, the presence or absence of the same).
0 = no virus present or absence of cellular lesions in the cytotoxicity assay; NA:jnat dpplicable; NR:
nod realized; BEA: Bovine serum albumin; PRS: phosphate bullered sakine,

“apt: seponds; min; minutes.*: see _f.‘p”d-;tal remarks 1o understand the values of these Boncentraf ohs’
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Table 3. Results of activity of the test sample with Adenovirus type 5 (ATCC VR-5), under
test conditions requested by the client.

Concen- | Interfering | Cytoto- login TCIDay Reduction with
¥ tration* | substance xieity after..... the confidence
level T Teo | 30 T 60 interval of
; : ; 95 %
min | sec | min | min 8
20% 0.5 - | 0.50( - - =583+ 040
Test sample 3% 0AT.BSA| 0.5 - | 4.82 - - 1.51 £0.52
0.03% 0.5 - |61 - - 017+ 0358
Wirus control NA 03 gL BSA; MNA 6.4l | 633 - - NA
Formaldehyde ?\;.T-.}f; NA 0.5 | NR|NR| 199 |1.41 NA
Wirus control 0.7%% |
Ponnaddshsde Peons NA 0.5 |608 NR| NR |5.93 NA

Control of sensitivity of cells to virus (difference between decimal logarithm of titre using
tregted and untreated cEHIS) ......ccoovicivemmensriramssisin i e seserrsnnrs i ensseess- JOELOTH!

Control of the effectiveness of the disinfectant detection activity (difference between decimal
logarithm of titre without exposing the virus to the sample and of the test
BISEEIEIONY, .. o e mrens nempannnmnimissgs kabsgs sriesssnideffabars tons ki snra s sisanns ORI At

NA: not applicable; NR: not realized
Times recommended by Standard for surfaces: maximum 5 or 60 minutes
Times recommended by Standard for instruments: maximum 60 minutes

Times recommended by Standard for Hygienic treatment of hands by friction and hygienic
handwashing: between 30 or 120 seconds,
PES: phosphate buffered saling; BSA: bovine serum albumin,

Virucidal activity exists when the titre of virus shows a reduction >4 log.

*: gee Special remarks to understand the values of these concentrations.
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Table 4. Results of the activity of the test sample, with Adenovirus type 5 (ATCC VER-3)
{Assay of titration with 12 wells), under test conditions requested by the client,

. Time of Dilutions {log10p*® |
Agsay | Concen- | Interfering | contact 1 2 3 4 5 & T g |
| tration * | substance | {(sec/min)
| ab0n | G000 | GO0 | 0000 | 0000 | Do) | (000
B0%y ol sec 0000 | 0000 | 0000 | 0D | Q000 | OO0 | 000D MR
0000 | 0000 | 0000 | 0000 | 0000 | (000 | D000
4444 | 4444 | gaae | 3342 | ozoo | ooo0 | o000
Test sample 3% |03g/lBSa | 6lsec | 4444 | 4444 | dadd | 0314 102 | 000 | 000D | NR
| A444 | daddd | 4444 4344 | 0002 | 000D | 000D
Addd | dddd | ddddE | 4444 | gaad | 0200 | 0001
0.03% G sec | 4444 | 4444 | 4444 | 4444 | L4484 | 0330 | DOG2 | MR
Addd | dddd | dddd | ddddq | 84| 2020 | 00D |
1T LEHT] L o [N (KD Wi L]
Cytotoxscl 0% |03 g/l BSA 0000 | 0000 [ 0000 | 000D | ODD0 | (00 | DODD NR
yeroReIy i o a0 | 0000 | 0000 | 0000 | 0000 | o000 | ooo0 |
A4 | g | AdAd | 4444 | A4 | 3044 | DO
] 444 | 4444 | 4444 | 9444 ﬁ i;:gg ﬁ R
) i 4444 | 4444 | 4444 | 4444
Virus WA 03 gL BSA 4444 | 4444 | 4d4dd | 4444 | gaeq | 0200 | L0
Glsec | 4444 | 4444 | 4444 | 4444 | 4444 | 33 | W3 | R
4444 | 4944 | 4444 | da4q | 4444 | 0332 | 1000
A344 | 020D | 0000 | 00D | o000 | 0000 | (000
30min | 2324 | 1020 | OODD | 000D | DOOD | wODD | Q000 | MR
Formaldeivde 0.7% i 4233 | 0002 | 1100 | 0000 | 000D | 0000 | 0000
| (i) 3002 | 0000 | 0000 | 0000 | 000D | 0000 | 0000
G0men | 3304 | 1000 | 0000 | o000 | DDOB | G000 | 0000 NE
3422 i]_'.?_{y‘:l Em ¢ -P.“m Oy | G000 | 000
Control of | ool | om0 | 0000 | 000D | 000G | 0000 | 000
formaldehyde 0.7% (03gLBSA| NA 0000 | OG0 | 0000 | DODO | 00O | 0000 | 000 | MR
eylofoxicity | (wiv) | 0000 | OO0 | 0000 | OO0 | D0GO | d0DO | 0000 |
| Addd | A444 | 4444 | 4444 | 3404 | 0201 | OO0 |
i} 4444 | 4444 | 4444 | 4444 | 2430 | 0311 | 2000 | KR
Virus control 0.0 | | 4444 | 4444 | 4444 | 4444 | 3043 | 0220 | 1000
formaldebyde | NA | 4444 | 4434 | 4444 | 4244 | 2903 | 0201 | 0000
(wiv) G0 min | 4444 | 4444 | 4444 | 4444 | 442 | 0202 | oDDD | WR
- 4444 | 4444 | 4444 | 4444 | 2434 | 0010 | 1100
Cells ot | CCC | CLCC [ COCE [ £CCC | ©CCC | G00C | 000D
il | CCCC | €COe | COCC | OCCC | OCeC | CO0C | 0000 | NR
Sensitivity contral | Wik | cooe | coec | oooe | Cooc | ococ | Cooo | Db
of cells to vims Cells | CECC | CCEC | COCC | CCCC | COCC | OC00 | bbb
1o | CCEC | £CCC | COCC | COCC | COOC | OOCC | D00 MR
I treated | ceoe | ecec | coce | coee | coce | 90C0 | 0000
Withaat | CCCC | CCCC | CCCT | CCCC | CCTC | COOC | 0000
Effectiveness CCOC | CCOC | QOCC | €0CC | CCOC | CO0C0 | 000G | NR
control of the sii o smple | oo | coec | eooe | cooe | cooe | oece | 0000
disinfectint {93 ¢l win | CCCC | CCCC | £OCC [ £OCC | COOC | 0C00 | 000D
detection activity Je | CCOC | €CCC | €CCC | COCC | €000 | €OCO | 0000 | NR
SMPE | cooe | 00oe | Cooe | coot | cooe | ocpe] o

a) 1 w4, viros present and prade of cyviophatic effect in 12 units of cellular culturg) pe grade of
cellular lesions in the cviotoxicity assay,
C = eytopathie effect with presence of virus (in this case and according 1o Standard dgesnot take into
account the degree of eytopathic effect only, the presence or absence of the same).
0= no vires present or absence of cellulor lesions in the eylotoxicity assay; NA! not dgpncablé;: MR-
not realized; BSA: Bovine serum glbymin; PBS: phosphate buffered saline.

seconds: min: miniles,
P slp:;p&ﬂia] remarks to understind th;tﬂuu of these concentrations.
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Table 5. Results of activity of the test sample, with Muring Norovirus, strain S99 Berlin,
under test conditions requested by the client.

Ass Concen- | Interfering | Cytoto- logig TCIDsq Reduction with
&y tration* | substance | xieity after.... the confidence
level G T80 30 | 60 | ‘“‘;I;":'ﬁ“f
mint | sec | min | tn
B0 0.5 = | 0.50 - - =566+ 034
Test sample 3% 03gll BSA 0.5 = [3.99 = - 2174048
0.03% 0.5 - 807 - il 0.00 £ 0.53
Virus control MNA 0.3 2/l BSA MNA 6.25 0.16 - - NA
0, 7% |
Formaldchyde (W) NA 0.5 | NR|NR | 424 | 2.66 I NA
Virus control 0.7% |
Formaldehyde (w2v) NA 0.5 641 NR | NR | 6.25 NA

Control of sensitivity of cells to virus (difference between decimal logarithm of titre using
treated and untreated CellS) .....ooiiiivie it e s seseen e 10109
0

Control of the effectiveness of the disinfectant detection activity (difference between decimal
logarithm of titre without exposing the virus to the sample and of the test
TR N R SRS e T SR e R T [t

NA: not applicable; NR: not realized

Times recommended by Standard for surfaces; maximum 5 or 60 minutes

Times recommended by Standard for instruments: maximum 60 minutes

Times recommended by Standard for Hygienic treatment of hands by friction and hygienic
handwashing: between 30 or 120 seconds.

PBS: phosphate buffered saline; BSA: bovine serum albumin,

Virucidal activity exists when the titre of virus shows a reduction =4 log.

*: see Special remarke to understand the values of these concentrations,
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Table 6. Results of the activity of the test sample, with Murine Norovirus strain 599 Berlin
{Assay of ttration with 12 wells), under test conditions requested by the client.

Time of | Dilutions (logl 0y
Ay Concen- | Interfering | contact | § 3 3 4 | 5 & | 7 8
tration * | substance | (sec/min) |
TOO0 | OO0 | G000 | OO | G000 | G0 | D0
B0% Gl sec | 000G | 0ODD | 0ODO | 0000 | OODG | OO | 0N | MR
0000 | 00D | 0000 | 00DO0 | 000 | 006G | 000
440 | 4443 | 4444 | 3000 | oo0d | o000 | o0ao
t 3% 3 p/LBSA | Glsce | 49 | 4444 | 4844 | 23O | ODDD | 0ODO | OOOD | MR
Testaample 3 pLA | 4444 | 444d | aagd | 004D [ ODDO | 00DO | 0000
444 | 4adq | 4944 | 4444 | 43 | ope | oo
003 % G0 sec | 4444 | 444d | 4444 | 444 | 4205 | 2012 | 0000 | MR
4444 | 4444 | 4444 | d444 | 34 | D202 | 000D
= (000 | OO0 | OO0 | ODIG | 0000 | 0000 | D000
Cytotoxicity 80% |03 gLBSA| G000 | o000 | 0000 | 000D | 0D | ODGG | 000D | MR
| QOO0 | 0000 | 000G | 0000 | 0000 | 00pO | 0000

4444 | Ad4d | 4444 | 4444 | 444 | 20001 | 0000
0 4444 | A444 | 4444 | 4444 | 1334 | 2200 | (00D MR
A444 | 4444 | 4444 | agq4 | 4434 300 | DOGD

Vi eonteml Na |G 2LBIA 3994 | G443 | 4344 | G444 | 4aad | 3000 | 00l
Gl zec | 4444 | 4444 | ad4d | 4444 | 4944 | 4403 | DDOD | NR
diddd | 4444 | qaad | 4444 | 449 | 0Z34 | 000D
4444 | 4444 | 4444 | 3430 | 0001 | OO0 | 000D
I0 min | 4444 | 4444 | 4444 | 4203 | 0000 | 0000 | 00D | NR
Formaldehyde 0.7% NA 444 | 4444 | 2444 | 0220 | 0000 | 0000 | 000D
{wr:v) 4444 | 1320 | 0100 | 0010 | 0000 | OBO0O | OO0
60 min | 4444 | 3223 | 2000 | 0100 | ODOD | OGD0 | DOGD | MR
4444 | 042 | 0110 | 000 | 0000 | O(O0 | DOGD
Control of G000 | OD0G | 0000 | 0000 | 0000 | D000 | 000
formaldehvde 0.7% |03 g/LBSA| NA 000G | OB00 | 0000 | OO0 | 0000 | D000 | 0D | NE
cylotoxicity {w:v) oond | OGO | 0BG | o0 | 0000 | 0000 | 0000
4444 | 4444 | 4444 [ 4444 | dadd | 3004 | Q010 | DO
L 444 | 4444 | 4444 | 4444 | dddd | 03200 | 0002 | DO
Virus eontrol 0.7% 444 | 4444 | 4444 | a444 | 4444 | 3330 | 0021 | DDOD
formaldehvde : ™A 4444 | 4444 | 4444 | 4444 | 4444 | 0303 | 0010 | OO0
(wiv) G0 min | 4444 | 4444 | 2444 | 4244 | 4244 | 0404 | 0020 | 000D
B 4344 | 4444 | 4204 | 4444 | as84 | 3200 | 1000 | 0000 |
Cells not | ©EEC | CCCC | COCC | OCCC | COCC | CO0D | 000C
riatad ©CCC | CCCC | e0CC OCCC | COCC ) CCOC | O0C0 | MR
Senaitivity control NA NA OCCC | COCC | COCC | O0CC | COCC | OO | 0000 ]
of cells to virus I 5 Cells CCCC | CCCC | COCC | COCC | CCOC | 0000 | D000 |
CCCC | CCCC | COCC | OCCC | COCC | 000C | 0000 | NR
treated | mpee CCOCC | COCC |0t | cooe | G000 | 0000
Without | SCEE ccoo | coce [ coco| ceca | cooc | 000
Effectivencss CCCC | CCCC | COCC | OooC | cCoc | CCCO | 0C00C | NR
control of the || e sample | coee | ooee | coee | coee | coee | cecen | o000
disinfectant L with | SECC | CCCC | CCCC | CCCC COCC | ncon | 00co
detection activity | CCOCC | CCCC | COCC | CCCC | CUCC | CC0C | O0CO | NR
SAMPIe | poce | COpe | €C0C | COCE | €000 | 000E | 0000

ak 1 to 4, virus present and grade of cytophatic effect in 12 units of cellular cullusesorirade of
celtular lesions in the cytotoxicity assay.

C = cytepathic effect with presence of virus (in this case and according to Stagdard does not.ake
into account the degree of cytopathic effect only, the presence or absence of the same) i

(I = no virus present or absence of cellular lesions in the cytotoxicity assa:.rﬁuh:i‘['@.appﬁuhhlg}
MNE: not realized; BSA: Bovine serum albumin; PRS: phosphate buftered saling) =

sec: seconds; min: minules

*: gee Special remarks 1o ungesqand the vilues of these concentrations,
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Figure 1. Results of the activity of the test sample under test conditions requested by the
client with Poliovirus type 1 (ATCC VR-192).
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Figure 2. Results of the activity of the test sample under test conditions requested by the
client with Adenovirus type 5 (ATCC VR-5).
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Figure 3. Results of the activity of the test sample under test conditions requested by the
client with Murine Norovirus strain S99 Berlin.
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