HAMILTON
ROMANIA

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 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 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,
I-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 (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

+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 results and statements presented in original copy of the enclosore.
*Test method accredited # Test performed by subcontractor. @ Non accredited methods.
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H{ HAMILTON
ROMANIA

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

o Assayofvalidation ... . .. .. . Seetables1.2.4. 5. 7.8 10and 11.
¢ Evaluation of bactericidal activity._.......  Seetables 3. 6, 9 and 12.
+ Number of replicates per assay orgamsm .. 1.

Special remarks

— All controls and validation 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 in the test (80%) 15 due to the mixtures
to perform the assay.

— No precipitate formed during the test procedure (the test mixtures 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 g/l and erythrocytes 3 ml/L), for the reference strains
Psendomenas aeruginosa (CECT 116 = ATCC 15442), Staphviococcus aureus (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 +
A2: 2015 Standard.

Note: The results obtamned correspond to the sample recerved i 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
contains the primary data obtamed.

Reference

« TUNE-EN 13727: 2012 + A2: 2015. Chemical disnfectants and antiseptics. Quantitative
suspension test for the evaluation of bactericidal activity of chemical disinfectants for
mstruments used m Medicine. Test method 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.
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.
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HAMILTON

ROMANIA

ENCLOSORE NO. 1 SUBCONTRACTED TESTS TO REPORT OF ANALYSIS NO 80249/21/ROBCH
Results of the assav (Bactericidal suspension) with Psendomonas aeruginosa (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
validation (NVvg) experimental (B) method (C)
conditions (4) Sample concentration:
Pure (80%)
Vo 61 |x= |Fa 53 | X=54 |Va 36 |x=48 [Ja 2 [x=
Ve 56 |[38.5 Fez 55 2 50 Vea 37 [395
30 = x of NVvg = 1607 xofdes>05Xde xof Bes 205X de xof Ces 205 Xof
MNwg? Nvp, or 0.0005 Mvg? Nug?
Yes Yes Yes Yes
Suspension of X=a0
validation (Nvg) Feiw: 57 Fex 63 30 =x de Meg/1000 <
1607
Yes

Table 2.-Suspension of the assay

N Fer 2
. - AT . e — 7 0 g r—
Suspension of assay (V and Ng) 10 217 234 X:u T‘ - _.73 X 1.-{}_’ lge N=8135
M=N10;1g M =735
I T17=1g Mo =7.707
10 21 22 Ves
Table 3.-Results of the activity assays with the sample
Concentrations | Dilutions LeNa=lg LszR Tume of
of the sample steps Fea Vea (Xx100 [(LgMNM=735)| contact
(%a) X x 10) (seconds)
_ Na® <14 <14 _
-y <7 =52
Pure (80%) e 11 = 15 5.20 60
Na® <14 =14 -
50% . 2. 5.2
50% Na = = 15 0 60
Na® =330 =330
o ~q 57 n

0.1% T T 330 T 30 =4 52 283 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);
Logarithmic reduction R: (1gR = 1g N — 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.
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8 Berceni Street, 041902 Bucharest, Romania

Tel.+40 21 634 10 81 bucharest@hamilton.com.pl, www.hamilton.com.pl
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Page 3 of 6
Date: 08.12.2021
Authorized by: Mariana llinca, Manager of Microbiological laboratory
Aprobat de: Mihai Alina-Roxana, General manager (Approved with qualified electronic signature)



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

Eesults of the assay (Bactericidal suspension) with Staplylococcns anurens (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 (Vo) experimental (B) method (C)
conditions (4) Sample concentration:
Pure (80%)
Vo 77 |X=74 |[¥a 68 |x= |Va 75 |x= |Va 70 | X=66
Ve 71 Ver 69 |685 |V 82 |785 | Fm 62
30 < x of N < 1607 xofdesz05Xde xof Besz 05X de xofCes=05Xof
MNg? Nvg, or 0.0005 Nvg? Nig?
Yes Yes Yes Yes
Suspension of Fr1: 79 Firx 86 X=825
validation (NVvg) 30 =x de Mep/1000 <
1607
Yes

Table 5.-Suspension of the assay

N Ver Fra
Xowm=340x 10° 1gN=853
- - = "
107 ] 7330 | 7330 1 Ny = Ni10: 12 Mo =753
717 £lg Ng £7.707

Suspension of assay (Vand V)

107 33 35 Yes
Table 6.-Results of the activity assays with the sample
Concentrations | Dilutions LeNa=Ilg LR Tiume of
of the sample steps Vel Vez (Xx100 |[(LgM=753)| contact
(%) Kowm x 10) (seconds)
: Na® <14 <14 -
% <2 =53
Pure (80%) Na 12 14 15 5.38 60
Na® =14 =14 -
LU <}
50% N T = = 215 538 60
Na® =330 =330
oy == 57 <
0.1% o 30 T 350 >4 52 3.01 60
Explanations:

Fe = number per mL (one or two plates); Xwm = weighted mean of X
X =mean of Fe1 and Vez (duplicate of 1 + 2);
Logarithmic reduction R: (lgR =1g N — g 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.
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8 Berceni Street, 041902 Bucharest, Romania
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ENCLOSORE NO. 1 SUBCONTRACTED TESTS TO REPORT OF ANALYSIS NO 80249/21/ROBCH

HAMILTON
ROMANIA

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

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

Table 7.-Validation and controls

Suspension of Control of Control of neutralizer Validation of the
validation (Vo) experimental (B) method (C)
conditions (4) Sample concentration:
Pure (80%)
o 11 |x=43 [Va 4 = |va 37 |x= |Va 35 | X=36
Ve 45 €2 43 |415 ez 40 |38.5 FVea 37
30 <x of Mo < 1607 xofdes= 05X de xof Bes20.5Xde xof Ces= 05 Xof
Nwg? Nwg, ot 0.0005 Nvg? Nig?
Yes Yes Yes Yes
Suspension of X=405
validation (Nvg) Vei: 39 Ver 42 30 = x de Mp/1000 =
1607
Yes

Table 8.-Suspension of the assay

N Vs Vi
Suspension of assay (/V and Vy) P Xwm=161x10% 1g N=820
10 167 | 134 | Ny =M10: le Mo =720
- T17<1g Mo £7.707
10 17 16 Ves
Table 9.-Results of the activity assays with the sample
Concentrations | Dilutions Lg Na=Ilg Lg Time of
of the sample steps Vea Ver (Xx100 |(LgM=720)| contact
(%) Xowm x 10) (seconds)
. Na® <14 <14 _ -
% <2, =3
Pure (80%) a3 = = 15 05 60
Na® 15 14
0 ¥
50% a7 = = 2.16 5.04 60
Na’ =330 =330
% =452 <D
0.1% T 30 T =330 =4.52 2.68 60
Explanations:

¥e = number per mL (one or two plates); Xwm = weighted mean of X
X =mean of Fe1 and Vez (duplicate of 1 + 2);
Logarithmic reduction R: (lgR =1g N — g 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
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Authorized by: Mariana llinca, Manager of Microbiological laboratory
Aprobat de: Mihai Alina-Roxana, General manager (Approved with qualified electronic signature)



HAMILTON

ROMANIA

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

Results of the assay (Bactericidal suspension) with Escherichia coli K12 (CECT 433 =
NCTC 10538).

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

Table 10.-Validation and controls

Suspension of Control of Control of neutralizer Walidation of the
validation (V) experimental (B) method (C)
conditions (4) Sample concentration:
Pure (80%)
Vo 58 | X=60 |Fa # [x=45 [ra 51 |X=50 [Fa 3 |x=41
Fe 62 Ver 46 2 49 Vel 39
30 = x of Ve = 1607 xofdes2 05X de xof Bes20,5Xde xof Ces205Xof
Niy? Ny, or 0.0005 Nvg? Nag?
Yes Yes Yes Yes
Suspension of X=355
validation (V) Fri: 54 Fea 56 30 =x de Mra/1000 =
1607
Yes

Table 11.-Suspension of the assay

N Fer (]
: - e £NT . oy = g r—
Suspension of assay (V and Ny) 106 241 259 _1:11 T : _.=.19 X 1.-{}_’ lg N=840
No=N/10; 1g Mo =740
B 717 <lg No < 7.70?
10 22 25 Ves
Table 12.-Results of the activity assays with the sample
Concentrations | Dilutions Lg Na=Ilg LR Time of
of the sample steps Ve Fer (Xx100 |(LgM=740)| contact
(%a) Xowm x 10) (seconds)
. Na® <14 <14 _ -
o <7 =52
Pure (80%) Na 14 11 15 5.25 a0
Na’ =14 <14 - -
50% . 2. 5.2
50% Na T =y 14 15 ) 60
Na® =330 =330
%o = i <}
0.1% a7 30 1 =30 =4.52 2.88 60
Explanations:

Fe = number per mL (one or two plates); Xowm = weighted mean of X
X =mean of Ve and Fez (duplicate of 1+ 2);
Logarithmic reduction R: (1gR = 1g N — 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.
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8 Berceni Street, 041902 Bucharest, Romania
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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/|, saponine 30g/I, histidine 1g/l, cysteine 1g/I

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.0.
Responsibility of J.S. Hamilton Poland Sp. z o.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 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* X107 log x x10° x10" x 10° logy log z
| 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] 154 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 o 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 o] 1,69 4,66
| 183 19 72 7 0

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

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

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

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

16 r 261 26 6,45 27 3 0 155 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 $r- 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.0.
Responsibility of J.S. Hamilton Poland Sp. z o.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* X107 log x x10° x107 x 102 logy log z
| 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
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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 6,27 191 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)
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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 I|g 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 0,559| 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
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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
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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
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Results of the assayv

o Assayofvaldation ... . ... . See tables 1 and 2.
Evaluation of yeasticidal activity. ... See table 3.
+ Number of replicates per assay organism

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 mixtures 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 g/l and erythrocytes 3 mL/L), for the reference stramn Candida albicans
(CECT 1394 = ATCC 10231). when tested as required by the UNE-EN 13624: 2014
Standard..

MNote: The results obtained correspond to the sample received 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 mspected the development of the assay, proving that has
been realized following the proper procedure and uvsing the adequate media, matenials, and
reagents, following the Good Laboratory Practices (GLPs) as well and the final report contains

the primary data obtamed.
Eeference

* TUNE-EN 13624 : 2014, Chemical disinfectants and antiseptics. Quantitative suspension test
for the evaluation of the fungicidal or veasticidal activity in the medical area. 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.
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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
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Eesults 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 (Nvg) experimental (B) method (C)
conditions (4) Sample concentration:
Pure (80%)
Vel 86 |X=90 |Fa 72 |1 X=T74 |V 75 |X=T73 |Va 66 |X=
Ve 94 [v: 76 Viea 71 Vez 61 |63.5
30 = x of Mg = 1607 xofdes>05Xde xofBesz 05X de xofCes=05Xof
Nwg? Nug, or 0.0005 Nyg? Nuwg?
Yes Yes Yes Yes
Suspension of X=78
validation (Nvg) @79 Ve 77 | 30 =xde Mp/1000 <
1607
Yes

Table 2. -Suspension of the assay.

N Vi {5 Xwm=335x10"
Suspension of assay = i le N=753
{:\1’ m]d "\Tﬂj 1 I:I - 33':' - 33‘0 J\:—ﬂ - J\‘-"r].ﬂ
lg Ng=6.53
-8 (=
10 32 33 1617<1g Mo <6707 Yes

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

Concentrations of | Dilutions LgNa=lg LgR Time of
the sample steps Ver Ve Xxzllor (g No= 6.53) contact
(%) X x 10 {seconds)
. Na" <14 <14
Df—- =) :I -
Pure (80%) 7 = = 2.1 4.38 60
- Na® =14 =14
oy <7 et
50% Narl =14 13 215 4.38 60
) Na® =330 =330 . _
0.1% NoT —330 =30 =452 2,01 60
Explanations:

Fe = number per mL (one or two plates): Xwm = ponderated mean of X
X =mean of Ver and Vea (duplicate of 1 + 2); R (reduction): (g R =1g N — Ig 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.
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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 1L

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
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)

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/Stepl).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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ENCLOSORE NO. 1 SUBCONTRACTED TESTS TO REPORT OF ANALYSIS NO 17899/21/ROBCH/Z1
Note: Modified report due to the client requests to add the 80% conceritration resuits in
the conclusions section.

Yalidation of assay results
Poliovirus type 1 (ATCC VR-192)

Titre of the viral suspension for the virus control {at the requested test time):
® Ol COMAIHOTIS ¢ouovveeesieeeeesee e sessesss s se s sressames cos e mess e s srare s s semsasiin log 10772
Cytotoxicity 1Tevel (BT .o v se s ses s s s i s ssbnasnaa log 10950

Maximum level of virus inactivation detectable (difference between the titre of the viral
suspension and the eytotoxicity level):
o Clean conditions ......c.oeevecninensssmisnsmssmsis s isssssisssies SO, log 1057

Adenovirus type 5 (ATCC VR-5)

Titre of the viral suspension for the virus control (at the requested test time):
®  Clean CONITIONS .....oiveeevereseemrrsssesrsssassrsrassemsrerasesssasssssassssessasresssssesssansssss log 1063
Cytotoxicity level (BUUE) i ssssssssssssssssssssssssssssssssasns cerene-lOg 107099

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

@ 1A CONMITONS 1.vvveiriersessiseciees e sssecrsesssiasssassassessssessessessessensasssssasssensssssass log 10°%%
Murine Norovirus (strain 599 Berlin)

Titre of the viral suspension for the virus control (at the requested test time): o
o Clean cOnIIONS ..o st ss s log 107%'°
Cytotoxicity level (BOU0) ...t s log 107

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

suspension and the cytotoxicity level):
®  Clean CONAIHONS .....ooevivieneeiissinesscss s smsrsssssnsss s ssssssssssssssssamsssssssenss cevenes:lOg 107566

Reference test (formaldehyde 1.4%)

Cytotoxicity level of formaldehyde 0.7% oo v s esssssis log10950
Wiral quantification in the reference test (formaldehyde) after 60 minutes and with
Poliovirus type 1. eceriersenns i I loglo2
Viral quannﬁeenon in l‘he reference test {f‘enneldeh)fde} after ﬁﬂ' [ru.nut-ee and w lth
AENOVITUS EYPE 5 1.oriueesssssersssrssssssssssssasssesss sassarsss sssssasssssassassreses esasssesessasrsassssssess loglo!H
Viral quantlﬁeatlun in the reference test {ﬁn‘rnaldeh},fde} after 60 minutes and with
Muring NOTOVITUS ....oooveiiiriinnininsiies st st e si s sness e ssssn semsiins - = OB, (-88

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 F04 Ed. 1 Rev. 0

Page 2 of 13
Date: 13.09.2021
Authorized by: Mariana Ilinca, Manager of Microbiological laboratory
Aprobat de: Mihai Alina-Roxana, General manager (Approved with qualified electronic signature)



H{ HAMILTON
ROMANIA

ENCLOSORE NO. 1 SUBCONTRACTED TESTS TO REPORT OF ANALYSIS NO 17899/21/ROBCH/Z1
Confidence interval

Titre of virus with 95% confidence interval with Poliovirus type 1 (at the
requested test time):
O Clean conditoNS ..ot es s een e log 10724 #0347

Titre of virus with 95% confidence interval with Adenovirus type 5 (at the
requested test time):

O Clean cONItIONS ..vovcovsivermcseessiserssssnseesensssssessssessssssssssesssessassssesnsnes 107 1833 E 040
Titre of virus with 95% confidence interval with Murine Norovirus (at the
requested test time):

o Clean cOnditionS .......ooococieieiececve s ceevee s reess s s s semseree s reeraes log 1@ 616034

Reduction with the confidence interval 0F 93 B4 v cvesrsrsssrmrssres e sss s semee s See table 1.

Sensitivity of cells to virus

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

the test SAMPIE ... cr e eascmr e e e e as s sreeaseneermeemmemnnenen logl0™3
s Viral quantification of Poliovirus type 1 with cells treated by the test solution with the
BESE SAIMIPLE L.veiiiiiiieiieie e erasness s enesmsstese s e raesrenr s e s sa e ssem s s et s et e ra e nnnen log] 0538
s  Viral quantification of Adenovirus type 5 with cells not treated by the test solution with
the 1eSt SAMPIE ....covveveineinrenie s srensrsssnsrs s enr s ssssass e l0g 10787
»  Viral quantification of Adenovirus type 5 with cells treated by the test solution with the
LESE SAMPIE oovvscvorremirnsiemssssesssesessemsassarssseesssssssssssasesssressansressssons et ennnie logl 048

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

the test SAMIPLE L.t m s e n s nan logl 0618
s Viral quantification of Murine Norovirus with cells treated by the test solution with the
TESE SAIMIPIE ..uveveeriecesrsecsssessesas s s s ss s sases s s ssssass e rassrn e s rssen s eneresennre s log1 (566

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 logic.

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 virus to the test SAMPLE ... s s es e e e eae e ereeas log10-™07
s Viral quantification of Poliovirus type 1 exposing the virus to the test sample and
incubated 30 minutes Om 108 BALH ...t s mn e s s log10-%5®

s Viral quantification of Adenovirus type 5 after 30 minutes. on bath kce without

exposing the virus to the test saMPle . ——————— . logl0ré16
* Viral quantification of Adenovirus type 5 exposing the virus to the test bamplﬂ and
incubated 30 minutes on ice bath .. SOOI 71 [ | Bl
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*  Viral quantiﬁcatinn of Murine Norovirus after 30 minutes on bath ice without exposing
the virus to the test sample .. . ...log10%32
* Viral quantification of Munnc N(}mmmq mtpm:'.mg Lhc virns to "Lhe: lESt sample and
incubated 30 minutes on ice bath ..o . oglod

T

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

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

— (Ome 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 activity

80% 3% 0.03%
Poliovirus 5.33 £ 0.49 TCIDwy 0.83 + 0.54 TCIDw 0.17 £ 0.55 TCIDs
type 1 Shows Does not show Does not show
Adenovirus = 5,83 + 0,40 TCIDsy 1.51 £ 0,52 TCIDsg 0,17 £ 0,56 TCIDs
type 5 Shows Does not show Does not show
Murine = 566+ 034 TCIDs; 217+ 048 TCIDsg 0,09+ 0,53 TCIDs
MNorovirus Shows Does not show Does not 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.
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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 Norovirus) when the activity is assayed according with the
NF EN 14476: 2013 + A2: 2019 Standard. However, the disinfectant sample
“DEZINFECTANT UNIVERSAL, BIO-DEZ”, baich 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
activity 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.

Mote 1: The results obtained correspond to the sample received in this laboratory.
Mote 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:

« 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.
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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.

» Concen- | Interfering | Cytoto- logie TCIDsg Reduction with
Assy tration® | substance | xiecity afler..... the confidence
level 0 60 30 160 interval of
. P Q5 %
min | sec min | min
80%% 0.5 = 1.91 - - 5332049
Test sample 3% | 0.3g/LBSA 0.5 - | 6.4l - - 083 =054
0.03% 0.5 - 707 - - 0.17+0.55
Virus control MNA 0.3 gL BSA MNA 732|724 - - MNA
0.7%
Formaldehyde (W:¥) MNA 0.5 NE | NE | 516 |3.32 M
Wirus control 0.7% :
Formeldehyde (wv) MNA 0.5 707 NRE | NWR |6.99 MNA

Control of sensitivity of cells to virus (difference between decimal logarithm of titre using
treated and untreated CellS) ..........oovvrieiiiiereii e eeenn e eensn e JOg 10T

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
SUSPEIISIONY. 101t vvvesessreseensesssssessassseessssassssnsessonsis sesssesennmsessesneesenn OgLOH!

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.

*: zee Special remarks to understand the values of these concentrations.
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Table 2. Results of the activity of the test sample, with Poliovirus type | (ATCC VR-192)
i Assay of titration with 12 wells), under test conditions requested by the client.

Time of Dilutions (Tog 10"
Assay Concen- | Interfering | contact
tration * | substance | (sec’min) | ] z 3 4 5 f 7 il
| d4a4 | 2000 | o0op | 0000 | 0000 [ OG0 | 0000
| B0%% 60 sec | 4444 | 3000 | 0001 | QDGO | QOG0 | DD | DODD | NE
A4 | 0320 | 000D | 0000 [ 0000 | 0000 | 00D -
| 4444 | 4add | 44de | gaaq | oagae | 0230 | oo
| Test sample 3% [03g/LBSA| 60sec | 4444 | 4444 | 4444 | aas4 | aas4 | 304 | 001 | NR
4444 | 4444 | 444 | #4234 | A48 | 0403 [ 000D
[ d4dd | dddd | 4ddd | 4444 | 4444 | 3az | oz | o000
0.03% 60 sec | 4ddd | dddd | 4444 | 4444 | 4444 | 3343 | 1302 | 000D
444 | dddd | 4ddd | 4444 | Adad | 2444 | 0020 | 1100
w000 | 0000 | 0000 | 0000 | 0000 | 0000 | £oDo
Cyiotoxicity B0% |03 gL BSA| wNa 000 | 0000 | G000 | 0030 | 0000 | 006D | 000D | MR
000 | 0000 | 0000 | 000D | 0000 | 0000 | 000
4444 | dddd | 4944 | 4444 | 4444 | 4444 | 2023 | oo
0 A | 4ddd | 4444 4444 | 4444 ﬁ ;:3}-11:; gIL:E
dddd | 4444 | 4444 | 4444 | 44494
Wirus control NA 1.3 gL BSA Ta4d | 443 | 4444 | 4444 | 444a | s | 3000 | ooni
6l sec | 4444 | 4444 | 4444 | 4444 | 4444 | 4a4d | 3402 | 0020
Add | Addd | 4ddd | 4444 | 4444 | 94 | 3013 | OO
4444 | 4ddd | 4444 | 4444 | 2300 | 000 | 0000
I0min | 4444 | 4444 | 4444 | d444 | 0302 | 0010 | 0000 | MR
Formaldehyde 0.7%, NA 4444 | 4444 | 4444 | 4444 | 2000 | 0100 | OOOD
(wv) dddd | ogaaq | 0320 | 0000 | 000 | 0000 | 0000
60 min | 4444 | dddd | 23001 | 0010 | o000 | 0000 | 0000 | MR
| 4444 | 4484 | 0332 | Q000 | 000D | D000 | D000
Control of 000 | 0000 | 0000 | 000D | 0000 | 0000 | D000
formaldehyde 0.7% (03T BSA| NA 000 | 0000 | 0000 | 0000 | 000D | 0000 [ 0000 | MR
cytotonicity [wiv) | aoho fiEh ] fana CHIOHN CHMMY (000 OHK)
4444 | 4444 | 44ad | 4434 | 2444 | 4444 | 0300 | 0001
o 4444 | 4444 | dddd | 4444 | dadd | 4444 | 0204 | 001D
Virus control 0.7% 4444 | 4444 | 4449 | 4484 | 4444 | dddd | 2030 | 0000
formaldehyde - MNA 4444 | 4444 | 4444 [ 4444 | 9444 | 3240 | 2301 | 0000
(w:v) 60 min | 4444 | 4444 | 4444 | 4424 | 4444 | 2444 | 0100 | 1000
4444 | 4444 | 4444 | 4444 | dddd | 3403 | 3202 | 0000
Cells not | “CCC | CCCC | COCC [.CCCC | CCCC | CCCC | 0C0C | CO0D
ed | CCCC | CCCC [ COCC | OCCC | COCC | OCCC | CO0C | 0000
Sensitivity control | NA treated | oo | ooCC | COCC | ©OCC | ©CCC | ©OCC | 0CCC | 0000
of cells to virus Cells COCC | COCC | COCC [ QCOC | CCOC | CRCC | 0000 | 0000
CCCC | OCOCC | CCCC | COCC | OO0 | COon | 000 | 0000
trested | ~-cc | ooce | coce | cooc | ococ | coco | oooc | o000
) Withaut | CECC | CCCC | COCC | €COC | OCOC | COCC | COOC | 0000
Effectiveness CCCC | CCCC | CCCC | CCOC | CCOC | COCC | SO | 4o
control of the NA |03 w1 BSA sample | oeec | oo | cooe | coee | ceoc | eoce | oooo | cooo
disinfectant 3l with | SECC | CCEC | COCC | COCC | CCOC | COCC | 0000 | 0000
detection activity CCOCC | O0OC | COCC | COCC | CO0C | OCC0 | 0000 | 0000
| sample | peec | oooc | oo | cooe | eoec | ocoe | oo | a0 |

a): | 1o 4, virus present and prade of cytophatic effect in 12 units of cellular culture,_aegrade of
cellular lesions in the cytotoxicity assay. )

C = cylopathic effect with presence of virus (in this case and according to Standard/iiges not take 1o
account the degres of cyvtopathic effect only, the presence or absence of the same).

0 = no virus present or absence of cellular lesions in the cytotoxicity assay; NA: ot applicable; NR:
not realized; BSA: Bovine serum albumin; PBS: phosphate bulTered saline.

“age: seeonds; min: minutes.*: see ?f‘a;i,al remarks to understand the values of thesc oncentrafiohs’
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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.

o [
Assa Concen- | Interfering | Cytoto- logia TCIDsn Reduction with
¥ tration® | substance | xicity after..... the confidence
levd T80 7 30 60 m“;;ﬂj of
min | sec | min | min N ]
80% | | 0.5 - | 0.50 - - =583+ 040
Test sample 3% 0.3 gL BSA 0.5 - | 4.82 - - 1.51 £0.52
0.03% 0.5 - |&le| - - 0.17 £ 056
Virus control MNA 03gLBSA NA 641|633 - - MNA
0.7% | .. .
Formaldehyde (w: '-.'] MNA 0.5 NE | NR| 1.99 |1.4] MA
Virus control 0. 7%
F Idehyde (wv) MNA 0.5 |[608 NR| NR 598 NA

Control of sensitivity of cells to virus (difference between decimal logarithm of titre using
treated and untreated CellS) .......ocoeeeiiieenee i e e e e JOE 1O

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
SUSPEIISION . 1 11 vavmvesvenssrannssnrsmmnsassssrsnessssresensesssresnsrisnsaressessessenerssennn OGO

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.

Wirncidal 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 VR-5)
{Assay of titration with 12 wells), under test conditions requested by the client.

| Time of Dilutions {logl 0p*
Assay Concen- | Interfering | contact 1 2 | 3 4 5 & T q
tration * | substance | (sec/min)
o000 | o000 | 0000 | o000 | oouo | 0000 | 0000
0% 6l gec | 000D | 0000 | D000 | OOOD | 0000 | OO0 | 0000 | NR
0000 | 0000 | 0000 | 0000 | o000 | 0000 | o000
4444 4444 dddd | 3342 [t v} D 0000
Test sample 3% |03g/LBsA 60sec | 4444 | 44dd | dadd ) 03| 12 | 0000 | 000D | NR
| 4444 | 4444 | 4844 4344 0z OO0 0000
A444 | 4444 | 4444 | 4444 | g4ad | 0200 | 0001
0.03% G0 sec | 4449 | 4444 | 4444 | 4444 | d4adq | 0330 | D002 | NR
4444 | dddd | dddd | dddd | 444 | 200 | 010D
Ll LILCHI] AW Ll XN L] wii]
Cytotoxicity B0% |03 gLBSA | s a0 | 0000 | 0000 | OMOD | 000G | 0000 | OO0D0 | MR
Q00 | 0000 | 0000 | 0000 | 0000 | 0000 | 0000 |
4344 | 4444 | 4444 | 4444 | saa9 | 3044 | oom |
i 4444 | 4444 | 4444 | 4444 ﬁ igg_ua %ﬁ NR
. 4444 | 4444 | 4444 | 4444
Virus control MNA 0.3 g/l BSA 4444 | 4444 | 4ddd | 4444 | ga4d | 0200 | 1000
6 sec | 4444 | 4444 | 4444 | 4444 | 4484 | 33 | 0020 | MR
4444 | 4444 | dddd | 4444 | 84 | 0332 | 100D
A344 | (200 | 0000 | opon | oodD | 0000 (Hix)
I0min | 2324 | 1020 | 000D | 000D | OOOG | 0000 | OO0 | MR
Formaldehvde 0.7% NA 4233 | (002 [ 1I00 [ 000D | 000D | 0000 | 000
(vl 302 | oe00 | 0000 | 0000 | 0000 | 0000 | 0000
G0min | 3304 | 1000 | 0000 | 0000 | OGOD | G000 | 0000 NE
3427 | 0200 | 0000 | 0000 | OO0 | 0000 | 0000
Conirol of | anon | 000 | 000G | 0000 | 0000 | 0000 | 0000
formaldehyde 0.7% |03gLBsA| NA onol | 0N | G000 | 00D | 0000 | 0000 | D000 | ME
cytoloxicity farv) 0000 | OK00 | 0000 | 0000 | 000D | 0000 | 0000
A4 | 4444 | A4 | 4444 | 3404 | 0201 | OOID |
1] 4444 | 4444 | 4444 | 4444 | 2430 | 0311 | 2000 | MR
Virus control 0.9% B Addd | 4444 | 4444 | 4444 | 3043 | 0220 | 1000
formaldehyde - MA 4444 | 4444 | 4444 | 4444 | 03 | 0201 | 0OOD
(wiv) G0 min | 4444 | 4444 | 4444 | 4444 | 4442 | 0202 | O0OD | WR
1 4444 | 4444 | 4444 | 4444 | MM 0010 | 110D
o Cells ot | ©CCC [ €CCC | ccec [ cooe [ oo | ocoC | 0000
cd CCOC | QOO0 | OCCC | OO0 | CO0C | COCOC | DCO0 | NR
Sensitivity control | NA reated | copc | ©oCC | £OCC | COCT | 000C | €000 | DOBO
of cells to virms Cells | CECC | CCCC | COCC | CCOC | COCC | 0C00 | 000D
ted | CEOC | €CCC | CCCC | COOC | COOC | COCC | 0000 | NR
| tre CCOC | CCCC | COCC | CO0e | COCo | D000 | 0000
] Without | CoCC | OCCC | COCC | €COC | CCCC COGC | D000
Effectiveness A COOC [ QOO0 | QOO0 | CO0C | COCC | COC0 | 0002 | NR
control of the NA |03 oL BSA sumple | ceoc | oooc | coce | cooe | coee | ocee | o000
disinfectant - Bl With | CECC | OCCC | COCC | CCOC | COCC | 0C00 | 0000
detection zctivity | . COOC [ COCC | COCC | COCC | 000 | COC0 | 0000 | NR
- SAMPE | cooe | OCCC | CO0C | COCC | Coee | agpe ] buen

1 — a

al: 1 to 4, virus present and prade of eyvtophatic effect in 12 units of cellular cultuergf o grade aof
cellular lesions in the cytotoxicity assay.
C = cytopathic effect with presence of virus (in this case and according to Standard dgefnot take into
account the degree of cytopathic effect only, the presence or absence of the same).
0 = no virus present or absence off cellular lesions in the eytotoxicity assay; NA: not dppreable-NR:
not realized; BSA: Bovine serum glbymin; PBS: phosphate buffered saline. '

seconds; min: minules,
f* sl;.r:_;s.p:’é-ia] remarks to understjnd th,u,:slucs of these concentrations.
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Table 5. Results of activity of the test sample, with Murine Norovirus, strain 559 Berlin,
under test conditions requested by the client.

A Concen- | Interfering | Cytoto- logio TCIDsn Reduction with
ssay tration® | substance | xicity after.. ... the confidence
level - i
e 70 Te0 | 30 | 60 ’““;I;:'ﬁ"f
| - min | sec | min | min ]
20% 0.s - |DsD| - - > 566034
Test sample 3% 03 gL BSA 0.5 = 399 - = | 217+£048
(.03% 0.5 - 607 - - 0.0% £ 0.53
Virus control MA 0.3 2/l BSA MA 6.25 6,16 - - NA
0. 7%
Formaldehyde (wv) NA 0.5 NR | NR | 4.24 | 2.66 NA
Virus control 0.7% | 5
Formaldehyde (wiv) NA 0.5 641 NE | NR | 6.25 MNA

Control of sensitivity of cells to virus (difference between decimal logarithm of titre using
treated and untreated €ells) .......ooovvieiieriirie e e log O
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

B LT ) DO USROS SO PPRRSSSRPSIN 14711 1 | ey

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 remarks to understand the values of these concentrations,

Laboratory: Bucharest 041914, 8 Berceni Street.
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Table 6. Results of the activity of the test sample, with Murine Norovirus strain 599 Berlin
{Assay of titration with 12 wells), under test conditions requested by the client.

Time of Dilutions (log 0y
Assay Comcen- | Interfering | contact 1 2 E] F 5 & | 7 ]
tration * | substance | |ses/min)
0000 | 0000 | 0000 | 0000 | 0000 | oo | 000
B0% Gl sec | 0000 | 00DO | 0000 | OOOO | O0DO | 0000 | OO0 | MR
000 | 0000 | 0000 | 0003 | 000G | 0000 | 0000
3% 60scc | 4444 | 4444 | 4444 | 703 | oooo | oooo | ooon | ne
. RO
Test sample 0.3 g/l BSA st44 | 4444 | 4444 | 000 | o000 | 0000 | o000
4444 | 4444 | 4444 | 4444 | 2443 | 0200 | DOTI
0.03% 6 sec | d4dd | 4444 | 4444 | 4444 | 4203 | 2012 | 0M0 | NR
4444 | 4444 | 4444 | 4444 | #4434 | 0302 | 0000
B o OO0F | OB | o000l | OO | ODBO | 0000 | 0000
Cytoloxicity B0%% |03 /L BSA NA 0000 | 000 | 000D | 0000 | ODDO | 0000 | 000D | MR
) Q000 | 0000 | 0000 | 0000 | 0000 | 000D | 0000
4444 | 4444 | 4444 | a444 | 494 | 2000 | o000
] 4444 | 4444 | 4444 | 4444 | 2334 | 2201 | O0OD | NR
, 4444 | 4444 | 4444 | 4444 | 4438 | 3200 | D000
Wirus control NA 0.3 /L BSA - 3334 | 2394 | 2934 | 9484 | aass | 3000 | oool
60 sec | 4444 | 4444 | 4444 | 4444 | 4044 | 4403 | 000D | MR
A4dd | dadd | add4d | a444 | 4444 | 0234 | DOOD
4444 | 4444 | 4444 | 3az0 | 0000 | 0000 | 000D
I0mn | 4444 | 4444 | 4444 | 4203 | 0000 | 0000 | D00 | NE
Formaldehyde 0.7% NA 4444 | 4444 | 4444 | 0220 | 0000 | OG00 | OO0
[wvh 4444 | 3320 | 0100 | 0010 | 0000 | 0000 | 000D
60 min | 4444 | 3223 [ 2000 | 0100 | 0000 | 000D | 0000 | MR
4444 | 0442 | QLI | 000D | 0000 | 0000 | 0000
Comtrol of OO0 | ODOG [ 0000 | 0000 | 000D | ODOO | 0000
formal dehyde 0.7% | 0.3 gL BSA NA 0003 | 000G | 000D | OO0 | 0000 | DO | A0 | NE
cylotoxicity wiv) 0000 | 000G | 0000 | 0000 | 0000 | DOOO | 00OD
4444 | 4444 | 4444 | 4444 | 4444 | 3004 | 0010 | 0000
0 4444 | 4444 | 4444 | 4844 4a44 | 0320 | 0002 | 000D
Virus control 0T | Adda | 4444 | 4444 | 4444 4444 | 3330 | 0021 [ 0ODOD
formaldehvde ’ MA 4444 | 4444 | 4444 | 4444 4444 | 0303 [ 0010 | OO0
(wv) 60 min | 4444 | 4444 | 4444 | 2444 | ada4 | 0404 | 0020 | DDOO
B N S444 | 4444 | 4444 | 4add | 48| 3200 | 1000 | OD0D
Cells not | CECC | €CCC | coce cocc | coec | Cood | 00nc
ed COCC | OCCC | OCOCC | OCCC | CCCC | CCOoC | 00C0 | NR
Sensitivity control | A treated | boee | coo | oo | oeee | cooe | 0ecn | 0000
of eells to virus Cells COCC | OCCC | OCOCC | OOCC | CCOC | 0000 | 0000
CCCC | CCCC | COCC | OCCC | CCCC | 000C | 0000 | MR
treated |~ | cooe | coce | ooce | coce | ooeo | o000 |
Without | €CEC | €CCC | CCCC | OCCC [ CCCC | COOC | 0000
Effectivencss OOCC | COCC | COCC | OCCC | COCC | CCCn | 0000 | NR
contral of the N (pp— sample | ¢ | coee | coce | ccec | cooe | coco | o000
disinfectant 3L with | ©CCC | CCCC | CCCC | CCCC [ COCC | 0Co0 | 00CH
detection activity 1 CCCC | CCCC | CCCC | OCCC | COCC | CCOC | 00CO | NR
SAMPIE | poce | coee | eeee | CeCe | oo | 00CC | 0000

a): 1 to 4, virus present and grad: of cytophatic effect in 12 units of cellular L'ultumg o prade of
cellular lesions in the cytotoxicity assay,

= cytopathic effect with presence of virus (in this case and according to Stagdard does not take:
um:r account the degree of eytopathic effect only, the presence or absence of the same)
{1 = no virus present or absence of cellular lesions in the cytotoxicity assay;' L 'ﬁm ayp]:chhlc
NE: not realized; BSA: Bovine serum albumin; PBS: phosphate buffered saling)
sec: seconds; min: minles -
*: see Special remarks (o ungerspand the values 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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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

C) 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 humber of passes

Mycobacterium avium ( ATCC 15769)
Mycobacterium terrae (CECT 3028 = ATCC 15755)
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. Results of the assay

Control and validation assays............... Seetables 1,2, 4and 5
Evaluation of mycobactericidal activity...  See tables 3 and 6.
Number of replicates for each assay

MICTOOTZANISIM. 4 vveeveevviearneenssaancannns L.

Special remarks

— All confrols 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.
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Table 1.-Assay with Mycobacterium avium (ATCC 15769): Validation and controls.

Suspension of Control of experimental Validation of the

validation conditions (A) Neutralizer (B) method (C) with
(Nw) sample concentration:

Pure (80%)
Fey 135 X= Fey 125 Fey 121 Vey 130 X=
Ver| 124 11295 [Ver | 119 | % 12 [ [ 127 | X " [y [ 119 124.5
W=xof Nw=1607 | xofdis=05x X of xof Bisz0.5x of xof Cis2 0.5 X of
Yes | Nw?Yes Nw? Yes ~ Nw? Yes

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

Suspension of N Ver | Ve Xum=4.85x 10°=1g=9.69
the assay (V'y 107 >660 >660 No=N10=1g=8.69
No) 0% | 51 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 Verb | Vea {Xx100 (lgNey= 8.69) | contact
(%e) Xwm x 10) | (seconds) |
10° <14 <14
10! <14 =14 '
Pure (80%) 1072 214 14 <2.15 =6.54 60
1077 <14 <14
10" | =660 =660
107 =660 =660
10 =660 =660
10° =606l =660
107! =660 =660
0.1% 102 ~660 ~660 =6.82 =1.87 60
10° | >660 | >660 | |
Observations:

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

Nvg: 74+ 61; 59 +65;
A; 68 + 57; 60 + 39,
B: 63+ 58; 71 + 57,
. 724 58; 55 + 64,

Na Pure (800%) 10% 0+ 0; 0+ 0;
395 1073 =330 + =>330; =330 + >330;
0.1% 107 >330 + >330; >330 + >330;
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Table 4.-Assay with Mycobacterium terrae (CECT 3028 = ATCC 15755): Validation and

controls.
Suspension of Control of experimental Validation of the
validation conditions (4) Neutralizer (B) method (C) with
(¥vi) sample concentration:
Pure ( B0%)
Fea | 53 _ Fey 54 _ Vey 50 _ Fey 49 —
Vel 51 X e | 50 | X2 [ve | a8 | XY Ve a5 | Y
W=xofMp=160? | xofdi1s205xXof xof Bis> 0.5 x of xof Cis = 0.5 X of
Yes Ma? Yes Nw? Yes Mw? Yes |
Table 5.- Assay with Mycobacterium tervae (CECT 3028 = ATCC-15755): Suspension of
the assay.
Suspension of N Fei Vea Xoum=219x10°=1g=9.34
theassay (Vy [ 107 | 227 211 No=N/10=1g =834
No) 0% | 21 22 8.17<Np< 8.707 Yes

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

Concentrations Lg Na =g Lgk | Timeof
of the sample | Dilutions Vel Vea (Xx100 | (IgNo=8.34)  contact
(%) Xwm x 10) (seconds)
10° <14 <14
10" =14 =14 -
L]
Pure (80%) 102 <14 <14 <215 >6.19 60
107 <14 <14
10° =660 >660°
10! =660 =660
3% 107 | 660 660 6,82 <1.52 60
107 =660 =660
10° =660 =660
10 =660 >660
0.1% 102 2660 =660 =682 =1.52 60
107 =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;
MNug: 20+ 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 = lgNy — 1gNa)
R: reduction (LgR = 1ghy — 1gNa)
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