HAMILTON

TEST REPORT No. 167491/24/INT

Client: Description of the sample (as per Client’s declaration)
Customer: Ecochim - Grup SRL,.
ADDRESS: REPUBLIC OF MOLDOVA, OR. Dezinfectant "GamaDez"
UNGHENI, STR. NATIONALA 11 Production date: 15.02.2024
Expiration date: 15.02.2027

Sampling date: 18.03.2024

Sampling quantity: 3x 0.5l

Test report date: 29.03.2024 Sample temperature: 17°C
Reception hour: 12:00

Responsible for sampling:Alexandr

Sample condition with no objections

Sample reception date: 18.03.2024

Dermatological test - Presence of an allergic reaction/contact eczema.
In vivo skin irritation method - open test (25 subjects, without
allergological history)

Digitally signed by Poiata Cristian
Date: 2025.02.21 15:26:58 EET
Reason: MoldSign Signature
Location: Moldova

[MOLDOVA EUROPEANA |
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THE STUDY IS COMPLIANT WITH:

Regulation of the European Parliament and of the Council (EC) No. 1223/2009 of 30
November 2009 on Cosmetic Products

Cosmetics Europe The Personal Care Association (previously COLIPA) Guidelines Product
Test Guidelines for the Assessment of Human Skin Compatibility 1997

Cosmetics Europe The Personal Care Association (previously COLIPA) Guidelines for the
Evaluation of the Efficacy of Cosmetic Products 2008
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1. BASIS OF THE STUDY

e Samples delivered by the Sponsor.
e The qualitative composition of the product delivered by the Sponsor.
e The results of microbiological purity of the product provided by the Sponsor (or
declaration from the Sponsor about microbiological purity).
The Sponsor is responsible for conformity with the declared quality composition of the product as

well as for the microbiological purity test of the delivered samples.

2. OBJECT OF THE STUDY

Parameter | Description

Appearance Liquid

Colour Transparent

Fragrance Characteristic for raw materials (or fragrance composition)

Replacement packaging containing the name and sample

Packaging number for testing

3. QUALITATIVE COMPOSITION OF THE PRODUCT

The qualitative composition was delivered to the Laboratory by the Sponsor before the start
of the study.

4. PURPOSE OF THE STUDY

The purpose of the study was to assess irritating properties (skin tolerance) of the product
on a healthy adult skin, with applied patch test.
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5. DESCRIPTION OF STUDY SUBIJECTS

The study subjects (25 people) were healthy, with negative history of allergy. General
inclusion criteria for the selection of study subjects were the following: healthy men and
women over 18 years old, phototype: I-IV on Fitzpatrick scale, Caucasians, skin without
irritations and changes requiring pharmacological treatment. General exclusion criteria were
the following: volunteers who at the time used any treatment on the skin area subject to the
study, volunteers exhibiting or having a known history of acute or chronic dermatological,
medical and/or physical conditions that could influence the outcome of the study, pregnant
or breastfeeding women or women planning a pregnancy during the study. None of the study
subjects reported documented oversensitivity or history of adverse reactions to individual
ingredients of the product tested. All the study subjects fulfilled the requirements of inclusion
for tests and signed the Informed Consent Form (ICF). Additionally, they were informed on
the purpose, methodology of the study and possible adverse effects. The skin at the
application area (arms or interscapular area) was healthy, without lesions. The study subjects
were advised to exercise caution in handling the applied contact tests.

6. TESTING METHODOLOGY

The preparation in the appropriate concentration was applied onto to the skin on the forearm
in the area of 3x3 cm. The reading of skin response was performed 15 minutes, 30 minutes,
1 hour, and 24 hours after the test application. Simultaneously, to assure the objectivity of
the results of the study and in order to exclude possible reading errors connected with dermal
irritations one sample control (control sample with water) was carried out. The results of the
study are presented in section 10 of this report. If irritations appeared or persisted 24h after
the application, an additional examination took place after 48 hours. Determining the
response of the skin, the dermatologist assessed the irritating and sensitising effects of the
tested product.

The study results might have been influenced by factors such as lifestyle, stress, diet and
environmental conditions, etc.

7. DATE OF THE STUDY

26.03.2024 - 29.03.2024
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8. EVALUATION PARAMETERS

EVALUATION PARAMETERS OF SKIN REACTION

Erythema Classification point
No erythema 0
Light erythema 0.5
Erythema
1

and/or papules
Erythema
and/or papules 2
and/or vesicles
Erythema
and/or papules

. 3
and/or vesicles
and/or blisters
Erythema
Bullous and/or ulcerative reaction
and/or papules 4
and/or vesicles
and/or blisters
Edema Classification point
No edema 0
Very light edema (hardly visible) 1
Light edema 2

Moderate edema (about 1mm raised skin) | 3

Strong edema (extended swelling even
beyond the application area)
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9. RESULTS

9.1. CHARACTERISTICS OF VOLUNTEERS

Table 1
No. of | Identification | Begining of
subject of subject thge stus::ly Qase SeX Phototype
1 STO.JO 26.03.2024 50 F I1
2 KUB.KL 26.03.2024 48 F II
3 PAW.WI 26.03.2024 67 F I1
4 JAZ.MA 26.03.2024 44 F I1
5 CIE.JA 26.03.2024 64 M II
6 SZC.UR 26.03.2024 66 F I1
7 URB.BA 26.03.2024 65 F II
8 GAS.ZE 26.03.2024 54 F II
9 LEW.BA 26.03.2024 36 F I1
10 GZE.JO 26.03.2024 46 F II
11 TRE.MI 26.03.2024 57 F I1
12 NOW.AR 26.03.2024 52 M I1
13 MIC.BA 26.03.2024 37 M II
14 SZC.PA 26.03.2024 21 F I1
15 RYD.WI 26.03.2024 64 F I1
16 PRA.MA 26.03.2024 58 F II
17 YAV.NA 26.03.2024 51 F II
18 DUR.MI 26.03.2024 65 F IT
19 KAS.VA 26.03.2024 68 F I1
20 SAR.MI 26.03.2024 19 F I1
21 ADA.AN 26.03.2024 40 F I1
22 BIE.IZ 26.03.2024 35 F II
23 JUR.ED 26.03.2024 39 F I1
24 ANI.DO 26.03.2024 48 F I1
25 MAZ.AN 26.03.2024 61 M II
Min 19 No. F phototype I
Max 68 21 0
Average 50 No. M phototype II
4 25 |
phototype II1

0 |

phototype IV ‘
0

Table 1. Characteristics of volunteers with a negative history of allergy
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9.2. TABLE OF SKIN RESPONSE
Table 2
Evalua-tion after Evaluz!tion after Evaluation after 1 Evaluation after 24 | Evaluation after 48
15 minutes of 30 minutes of hour of product hours o_f pr_oduct hours o_f pr_oduct
No. prc_:dutr‘t prc_idut_:t application application application
application application

Erythema | Edema | Erythema | Edema | Erythema | Edema Erythema | Edema | Erythema | Edema
1 0 0 0 0 0 0 0 (1) Examination skipped
2 0 0 o 0 0 0 ) (1) Examination skipped
3 0 0 0 0 0 0 0 0 Examination skipped
4 0 0 0 0 (1] 0 0 (1) Examination skipped
5 0 0 0 0 0 0 0 0 Examination skipped
6 0 0 o 0 0 0 ) (1) Examination skipped
7 0 0 0 0 (1] 0 ) (1) Examination skipped
8 0 0 0 0 0 0 0 0 Examination skipped
9 0 0 0 0 0 0 0 0 Examination skipped
10 0 0 0 0 (1] (1] ) (1) Examination skipped
11 0 0 0 0 (1] (1] 0 (1) Examination skipped
12 0 0 0 0 0 ) 0 0 Examination skipped
13 0 0 0 0 (1] 0 ) (1) Examination skipped
14 0 0 0 0 (1] 0 ) (1) Examination skipped
15 0 0 0 0 0 0 ) (1) Examination skipped
16 0 0 0 0 0 0 0 (1) Examination skipped
17 0 0 0 0 0 0 0 (1) Examination skipped
18 0 0 0 0 0 0 ) (1) Examination skipped
19 0 0 0 0 0 ) 0 (1) Examination skipped
20 0 0 0 0 0 0 0 0 Examination skipped
21 0 0 0 0 0 0 ) (1) Examination skipped
22 0 0 0 0 0 0 ) (1) Examination skipped
23 0 0 0 0 0 ) 0 (1) Examination skipped
24 0 0 0 0 0 0 0 0 Examination skipped
25 0 0 0 0 (1] (1] 0 (1) Examination skipped

Table 2. Results for volunteers with a negative history of allergy
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10. CALCULATED VALUES

The following calculated values present the sum of negative reaction (erythema and edema)
defined as Average Irritation Index (Xav).

Evaluation Evaluation Evaluation Evaluation Evaluation
after 15 after 30 after 1 hour of | after 24 hours | after 48 hours
minutes of minutes of product of product of product
product product application application application
application application
The sum of
negative
reaction (the 0.00 0.00 0.00 o
sum of ’ ’ ’ 0,00 Examination
classification skipped
points)
Xav 0,00

11. INTERPRETATION

The average irritation index (Xav) was calculated. The product was then classified according

to the following table:

Average irritation index (xav)

Class

Xav < 0.50

Not irritating

0.50 < Xav < 2.00

Slightly irritating

2.00 < Xav < 5.00

Moderately irritating

5.00 = Xav

Highly irritating
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12. CONCLUSION

The patch test study was performed under dermatological control on a group of 25
volunteers. The study allowed the investigators to conclude that product Dezinfectant
"GamaDez" used by volunteers that didn't report documented oversensitivity or a history of
adverse reactions to individual ingredients of the tested product, was well tolerated by the
skin. In the tested group of volunteers there were no irritations or allergic reactions. The
product meets the requirements of compatibility test with the skin (Skin Compatibility Test)
and can be classified as NOT IRRITATING.
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13. SIGNATURES

Technician Natalia Dawidowicz

Dermatologist -
Berenika Olszewska (2880077)

venereologist

Project Manager Karolina Milewska

The Client is responsible for conformity with the declared quality composition as well as microbiological purity of the delivered

samples.
Attention: The released opinion of dermatological compatibility does not apply to people who are allergic to any ingredient of the
tested product.

Prepared by: Natalia Dawidowicz, Technician
Authorized by: Anna Adamska, Assistant Project Manager
Signed by: Karolina Milewska, Project Manager (qualified electronic signature)

Laboratory: ul. Bajana 3D, 80-463 Gdansk

The results relate to the analysed samples only. This Report cannot be reproduced partially without a prior written consent of J.S. Hamilton Poland Sp. z 0.0. Responsibility
of J.S. 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 J.S. Hamilton Poland Sp. z o.0. published on www.hamilton.com.pl

THE END OF THE REPORT
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Instituto Valenciano de Microbiologia

%+

Masia El Romeral @

Ctra. Bétera — San Antonio de Benagéber, Km 0,3 EN AC

46117 Bétera (Valencia)

Tel. 96 169 17 02 ENSAYO
LT IS0 17025

e-mail: ivami@ivami.com N°648 / LE1286

www.lvami.com
CIF B-96337217

Test with the certificate of GLPs
(Good Laboratory Practices)
No. 2/23-C.VAL. General Directorate of
Pharmacy and Medical Devices of the Health
Department of the Valencian Region. Spain

Quantitative suspension test for the evaluation of virucidal activity in the medical area
(phase 2, step 1), against Poliovirus type 1, Adenovirus type 5 and Murine Norovirus
with the product “Disinfectant «GamaDez»”
(EN 14476: 2013 + A2: 2019 Standard)

Report
Registration No.: D/24/V066.
1. Laboratory identification ................... Instituto Valenciano de Microbiologia.
2. Client identification ........................... ECOCHIM - GRUP S.R.L.
AdAress .........oooviiiiiiiiiiiiee Republic of Moldova, Ungheni, str. Nationala

119. Ungheni, MD-3603.

3. Sample identification (information provided by the client)

e Productname ...............cooeviiininnan Disinfectant «GamaDez».
e Batchnumber ....................ooenl. Not indicated.
e Expirationdate ............................... 2027/02/15
e  Manufacturer /supplier ..................... ECOCHIM - GRUP S.R.L.
e Store conditions ...............cceeeininninn. Not indicated.
e Conditions of use .............................  Hygienic handrub, instruments, surfaces.
e Diluent of the product recommended by
the manufacturer ..........cocoeeeveeveenennenns Not indicated.
e Active(s) Substance(s) and its
concentration (8) .............oceveennnn.. Ethyl alcohol 72%, CAS 64-17-5 and CE 200-
578-6 Alcohol Isopropyl 1%, CAS 67-63-0, CE
200-661-7.
e Concentrations ordered for the assay .... 80%.

IVAMI is not responsible for client-supplied information. This information is not
covered by the ENAC accreditation.
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Information about sample reception

Date of reception of the sample ........... 2024/03/13.

Date of reception of order with test

conditions ............c.oeviiiiiiiiiiiin 2024/03/18.

Aspect of the received sample ............. Colourless liquid in plastic container with

identification label.

5. Testing method

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

6. Experimental conditions

Assay period ........oiiiiiiiiii 2024/03/20 to 2024/04/05.
Titration method ...................... ... TCIDso
(Tissue Culture Infective Dose 50%).
Incubation temperature ................... 37°C £ 1°C.
Product concentrations for the assay ....  80%, 50% and 0.1%.
Contact time ..........coevvvveninennennn. 30 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
................................................ Sterile distilled water.
Aspect of the dilutions of the product ... Transparent.

Stability of the mixture (interfering

substance and product diluted in sterile

distilled water) ............cociniiinnnenn. Stable.

Interfering substance:

- Dirty conditions in the presence of bovine serum albumin 3 g/L. and erythrocytes 3
mL/L.

Identification of the origin of viral

strains and number of passages .......... Poliovirus type 1 (ATCC VR-192)
aliquot: 2023/03/23 passage 2.
Adenovirus type 5 (ATCC VR-5)
aliquot: 2022/06/10 passage 2.
Murine Norovirus (strain S99 Berlin)
aliquot: 2022/06/22 passage 2.

Cell lines (name, origin, number of
PASSAZES) vttt Vero, ref: FTVE, working aliquot 11, passages
11, 13 and 16.

Raw 264.7, Public Health England, working
aliquot 11, passages 11, 13 and 16.

DESIN-1078-b / EN 14476: 2013 + A2: 2019 Version 11 (2020-11-04) Page 2 of 15
Registration No.: D/24/V066 Instituto Valenciano de Microbiologia



7. Validation of assay results
Poliovirus type 1 (ATCC VR-192)

Titre of the viral suspension for the virus control (at the requested test time)
DIrty CONAIIONS ......oeveecececi e log 107591
CytOtoXiCity 18VEL (8090) .uvvvvveeieieeeeeeeeeeeeeeeeeee e eeeeenenas log 1070

Maximum level of virus inactivation detectable (difference between the titre of the viral
suspension and the cytotoxicity level):
Dirty CONAITIONS ....eoueiiiiiirieiieieriieteeteeee e log 10~

Adenovirus type 5 (ATCC VR-5)

Titre of the viral suspension for the virus control (at the requested test time)
T DIrty CONAIIONS .....eeiiiiiiieiii et log 107
CytotoXiCity 1EVE] (80%0) c.vveeueeeiieeieeiieeiie ettt ettt e naee e log 1070

Maximum level of virus inactivation detectable (difference between the titre of the viral
suspension and the cytotoxicity level):
T DHILY CONITIONS ..ot log 1060

Murine Norovirus (strain S99 Berlin)
Titre of the viral suspension for the virus control (at the requested test time)

T DHILY CONITIONS ..o nnas log 10783
CytotoXiCity 1EVEL (80Y0) c.uvuvevvveeeeeeeeeeeeeeeeeeeeeeeeeseeeeeseseseseeeesesens s eesesesssasaesesenans log 1070
Maximum level of virus inactivation detectable (difference between the titre of the viral

suspension and the cytotoxicity level):
T DIrty CONAILIONS ....veiieiiiriieeiiieiieeie ettt et et eere et e et sre et e esseeseeenseas log 107"

Reference test (formaldehyde 1.4%)

Cytotoxicity level of formaldehyde 0.7% .........cocoeeveeeeeeeeeeeeeeeeeeeeeereeeeeeeeesnens log 1070
Viral quantification in the reference test (formaldehyde) after 60 minutes and with
POLOVITUS TYPE@ L.t log 1044
Viral quantification in the reference test (formaldehyde) after 60 minutes and with
AENOVITUS £YPE 5 oot een s log 102#
Viral quantification in the reference test (formaldehyde) after 60 minutes and with
MUTINE NOTOVIIUS ...v.voveveceeeeicceceeeeeeees et se s sese s eseseesesnseesaesesenenenes log 1059

DESIN-1078-b / EN 14476: 2013 + A2: 2019 Version 11 (2020-11-04) Page 3 of 15
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Confidence interval

Titre of virus with 95% confidence interval with Poliovirus type 1 (at the requested
test time)

T Dirty CONAItIONS ...ovoviiiieieieiiriieieieieciieie et log 107691 =046
Titre of virus with 95% confidence interval with Adenovirus type 5 (at the
requested test time)

T DIty CONAITIONS .ooveeeeeeececeeeeeeeeeee et eees log 107630037

Titre of virus with 95% confidence interval with Murine Norovirus (at the

requested test time)

DIrty CONAItIONS ......curvvveececeeeeeeseeceeeeteeeeeeceeee e ene e eesnans log 107783028

Reduction with the confidence interval 0f 95% .......ccceevviiiiiiiiinnnennne, See tables 1, 3 and 5.

Sensitivity of cells to virus

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

the teSt SAMPIE ... ...ieeiie ittt log 1082
~ Viral quantification of Poliovirus type 1 with cells treated by the test solution with the
LSt SAMPIE ... ettt log 1074

Viral quantification of Adenovirus type 5 with cells not treated by the test solution with

the teSt SAMPLE ......vei it log 1077
~ Viral quantification of Adenovirus type 5 with cells treated by the test solution with the
LESE SAMPIE ... .ttt et log 10716

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

the teSE SAMPIE ... ...ie ettt log 108!
Viral quantification of Murine Norovirus with cells treated by the test solution with the
LSt SAMPLE ...ttt log 10823

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 logio.

Control of the effectivity of the disinfectant suppression activity

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

the virus to the test SAmPIe .............ooiieiiiiiiii e log 10716
~ Viral quantification of Poliovirus type 1 exposing the virus to the test sample and
incubated 30 minutes onice bath ... log 107683

Viral quantification of Adenovirus type 5 after 30 minutes on bath ice without exposing

the virus to the test SAMPIE ............coovviiiiiiieiie e, log 1079
~ Viral quantification of Adenovirus type 5 exposing the virus to the test sample and
incubated 30 minutes onice bath ..............ccooiiiiiiiiiii log 107666

DESIN-1078-b / EN 14476: 2013 + A2: 2019 Version 11 (2020-11-04) Page 4 of 15
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Viral quantification of Murine Norovirus after 30 minutes on bath ice without exposing

the Virus to the test SAMPIE ........ococoiiiieiiieieieeeeeeeeeeee et log 1078
Viral quantification of Murine Norovirus exposing the virus to the test sample and
incubated 30 minutes onice bath.............cccoeiiveviieieiiereeeeee e log 1076

Note: The difference between decimal logarithm of titre without exposing the virus to
the sample and of the test suspension should be <0.5.
8. Special remarks
— All controls and validation were between the basic limits.
— To be accepted the assay, at least one concentration of the product must show a log
reduction equal or higher than 4 log, and at least one concentration must show a log
reduction lower than 4 log.

9. Assay results

9.1 Description of the results under the requested test conditions

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

Virus of assay and virucidal activity
80% 50% 0.1%

Poliovirus 4.75 £0.57 TCIDsy 1.59 £ 0.58 TCIDsy 0.01 £0.59 TCIDso
type 1 Shows Does not show Does not show

Adenovirus tvoe 5 >6.00 £ 0.37 TCIDso 4.75 4+ 0.45 TCIDso 0.09 £ 0.46 TCIDs
yp Shows Shows Does not show

; . >7.33+£0.28 TCIDso 5.17 £0.51 TCIDsy 0.09 £ 0.51 TCIDs

Murine Norovirus

Shows Shows Does not show

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

9.2 Tables of results and graphics

See tables 1 to 6 and figures 1 to 3.
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10. Conclusion

The product “Disinfectant «GamaDez»”, batch not indicated, at 80% concentration,
under dirty conditions (bovine serum albumin 3 g/L and erythrocytes 3 mL/L), requested
by the client and during 30 seconds of contact time and 20°C of temperature, shows
activity against Poliovirus type 1, Adenovirus type 5 and Murine Norovirus, when the
activity is assayed according with the EN 14476: 2013 + A2: 2019 Standard.

Therefore, the disinfectant tested shows general virucidal activity at 80% concentration,
when the activity is assayed according with the 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".

Use of the ENAC mark: The ENAC “mark” can only be used by the holder of the
accreditation. Its use in packaging, installations, shop windows, advertising or other
documentation format other than that issued by the accredited entity (IVAMI) is not
allowed.

Bétera (Valencia), April 10, 2024.

FERNANDEZ FUENTES, MIGUEL

ANGEL (FIRMA)

Signed. Miguel Angel Fernandez.
Responsible Technician
(Investigator)
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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.

ROS ESTELLES,
NOELIA (FIRMA)

Signed. Noelia Ros.
Responsible for the Laboratory Area
(Study Director)

Reference

ESTEBAN BERMUDEZ,
ENCARNACION PILAR
(FIRMA)

Signed. Encarnacioén Esteban.
Technical Director
(Quality Assurance Director)

e EN 14476: 2013 + A2: 2019 Standard. Chemical disinfectants and antiseptics.
Quantitative suspension test for the evaluation of virucidal activity in the medical area. Test

method and requirements (phase 2/stepl).
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Table 1. Results of activity of the test sample with Poliovirus type 1 (ATCC VR-192)
under test conditions requested by the client.

logio TCIDso Regluc‘uon
. with the
Concen- | Interfering | Cytoto- after...
Assay . - confidence
tration substance | xicity .
level interval of
0 30 30 60 95 %
min sec min min
80% 3 g/L BSA 0.50 - 2.16 - - 475+ 0.57
+
Test sample 50% erythrocytes 0.50 - 5.32 - - 1.59 £0.58
L/L
0.1% 3 mL/ 050 | - | 690 _ ; 0.01 = 0.59
3 g/L BSA
Virus control | NA - NA | 7.00 | 691 | - ; NA
erythrocytes
3mL/L
0.7%
Formaldehyde (Wv) NA 0.50 | NR | NR 591 4.41 NA
Virus control 0.7%
formaldehyde (W) NA NA | 799 | NR NR 7.82 NA

Control of sensitivity of cells to virus (difference between decimal logarithm of titre using treated
and untreated CElIS) ... ... ivueiie e, log10%-!

Control of the effectiveness of the disinfectant suppression activity (difference between decimal
logarithm of titre without exposing the virus to the sample and of the test
SUSPENSION ). ...t ete ettt et e e e e e et e e e e e et e e e et e e e e e e e e log1033

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.
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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.

A Concen- | Interfering Time of Dilutions (log10)**
ssay . contact
tration substance (sec/min) I > 3 7 5 G 7 3 9 T
4444 | 0340 | 0000 | 0000 | 0000 | 0000 | 0000
80% 30 sec | 4444 | 2040 | 0000 | 0000 | 0000 | 0000 | 0000 | NR | NR | NR
3 g/L BSA 4444 | 0332 | 0100 | 0000 | 0000 | 0000 | 0000
n 4444 | 4444 | 4444 | 4444 | 0424 | 0000 | 0000
Test sample 50% 30 sec | 4444 | 4444 | 4444 | 4444 | 3304 | 0000 | 0000 | NR | NR | NR
erythrocytes 4444 | 4444 | 4444 | 4444 | 0022 | 2010 | 0000
3mL/L 4444 | 4444 | 4444 | 4444 | 4444 | 4434 | 0202 | 0000 | 0000 | 0000
0.1% 30 sec | 4444 | 4444 | 4444 | 4444 | 4444 | 4340 | 0003 | 0000 | 0000 | 0000
4444 | 4444 | 4444 | 4444 | 4444 | 4334 | 2200 | 0010 | 0000 | 0000
3 g/L BSA
o N 0000 | 0000 | 0000 | 0000 | 0000 | 0000 | 0000
Cytotoxicity 80% NA 0000 | 0000 | 0000 | 0000 | 0000 | 0000 | 0000 | NR | NR | NR
erythrocytes 0000 | 0000 | 0000 | 0000 | 0000 | 0000 | 0000
3mL/L
4444 | 4444 | 4444 | 4444 | 4444 | 4444 | 2013 | 0000 | 0000 | 0000
3 g/L BSA 0 4444 | 4444 | 4444 | 4444 | 4444 | 4444 | 0202 | 0000 | 0000 | 0000
Virus control NA + 4444 | 4444 | 4444 | 4444 | 4444 | 4444 | 0010 | 0000 | 0000 | 0000
erythrocytes 4444 | 4444 | 4444 | 4444 | 4444 | 4304 | 0230 | 0000 | 0000 | 0000
3 mL/L 30 sec | 4444 | 4444 | 4444 | 4444 | 4444 | 0243 | 0200 | 0000 | 0000 | 0000
4444 | 4444 | 4444 | 4444 | 4444 | 0442 | 2302 | 0210 | 0000 | 0000
4444 | 4444 | 4444 | 4444 | 4444 | 0020 | 0000
30 min | 4444 | 4444 | 4444 | 4444 | 4444 | 1022 | 0000 | NR | NR | NR
F ldehvd 0.7% NA 4444 | 4444 | 4444 | 4444 | 4444 | 0100 | 0000
Ormaldenyde!  (wev) 4444 | 4444 | 4444 | 3402 | 0000 | 0000 | 0000
60 min | 4444 | 4444 | 4444 | 0402 | 0010 | 0000 | 0000 | NR | NR | NR
4444 | 4444 | 4444 | 2320 | 0201 | 0000 | 0000
3 g/L BSA
Control of 0.7% n 0000 | 0000 | 0000 | 0000 | 0000 | 0000 | 0000
formaldehyde e h NA 0000 | 0000 | 0000 | 0000 | 0000 | 0000 | 0000 | NR | NR | NR
cytotoxicity (wiv) | erythrocytes 0000 | 0000 | 0000 | 0000 | 0000 | 0000 | 0000
3mL/L
4444 | 4444 | 4444 | 4444 | 4444 | 4444 | 4444 | 3002 | 0000 | 0000
0 4444 | 4444 | 4444 | 4444 | 4444 | 4444 | 4444 | 0030 | 0000 | 0000
Virus control 0.7% 4444 | 4444 | 4444 | 4444 | 4444 | 4444 | 4444 | 2200 | 1000 | 0000
formaldehyde | (w:v) NA 4444 | 4444 | 4444 | 4444 | 4444 | 4444 | 4430 | 0023 | 0020 | 0000
60 min | 4444 | 4444 | 4444 | 4444 | 4444 | 4444 | 4243 | 0200 | 0000 | 0000
4444 | 4444 | 4444 | 4444 | 4444 | 4444 | 4424 | 0020 | 0000 | 0000
Cells CCCC |cccee| cece CCCC | CCcCC| ccee |[ceee | coco | 0000 0000
Sensitivity not CCCC | ccece| cocee | ceee | ceec| cecee | cecec | 0coc | 0000 | 0000
trol of NA NA treated | CCCC | CCCC| CCCC | CCCC | CCCC| CCCC | CCCC | 0CCO | 0000 | 0000
c:ﬁ):to virus Cells | CCCC [CCCC| €OCC | CCCC | COCC| CCCC | CCCO | COCC | 0000 | 0000
CcCcC | ccee| ccee | ccee | coce| ccce | cocc | 000C | 0000 | 0000
treated | cccc |ccce| ccce | ccce |cece| ccee | occo | 0000 | 0000 | 0000
i . ccce |ceec| ceec | cecce [ccee] ccee |ococ | 0000 | 0000 | 0000
Effectiveness 3 g/L BSA Without CCCC |cccc| ccee | cecee | ceec| ceee | 00co | 0cco | 0000 | 0000
control of the + sample | cccc |ccec| cece | ccce |ccee| cece | ccoc | 0000 | 0000 | 0000
disinfectant NA
_ erythrocytes | Wi | CCCC | CCCC| €CCC | €CCC | €CCC | CCCC | CO0C | 0000 | 0000 | 0000
suppression 3 mL/L | CCCC | CCCC| CCCC | CCCC | CCCC| CCCC | 00CO | 0000 | 0000 | 0000
activity sample | cccc |ccecc| ccce | ccce |ccee| ccee | cooo | 0000 | 0000 | 0000

a): 1 to 4, virus present and grade of cytopathic effect in 12 units of cellular culture, or grade of cellular
lesions in the cytotoxicity assay.

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

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

sec: seconds; min: minutes.
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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.

logio TCIDso Reflllllctlilon
Concen- | Interfering | Cytoto- after... with the
Assay ) . confidence
tration | substance | xicity i
level interval of
0 30 30 60 95 %
min sec min min
809 ) - ) - - >6.00 £ 0.
% 3 o/L BSA 0.50 0.50 >6.00+£0.37
+
0 - - -
Test sample 50% erythrocytes 0.50 1.75 475+ 0.45
L/L
01% | oY 050 | - | 641 - ; 0.09 = 0.46
3 g/L BSA
Virus control | NA " NA | 666 | 650 | - ] NA
erythrocytes
3mL/L
0.7%
Formaldehyde (Wv) NA 0.50 | NR | NR 2.99 2.41 NA
Virus control 0.7%
formaldehyde | (w:v) NA NA 6.75 NR NR 6.57 NA

Control of sensitivity of cells to virus (difference between decimal logarithm of titre using
treated and untreated CEIIS) ... ....ivuiieii it log10703!
Control of the effectiveness of the disinfectant suppression activity (difference between decimal
logarithm of titre without exposing the virus to the sample and of the test
SUSPENISTION). ...ttt et ettt e log107034

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.
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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.

A Concen- | Interfering Time of Dilutions (logl0)**
ssay . contact
tration substance (sec/min) I 3 3 7 5 6 7 3 9 10
0000 | 0000 | 0000 | 0000 | 0000 | 0000 | 0000
80% 30 sec | 0000 | 0000 | 0000 | 0000 | 0000 | 0000 | 0000 | NR | NR | NR
3 g/L BSA 0000 | 0000 | 0000 | 0000 | 0000 | 0000 | 0000
N 4444 10102 [ 0000 [ 0000 | 0000 [ 0000 | 0000
Test sample 50% 30 sec | 4444 | 0020 | 0000 | 0000 | 0000 | 0000 | 0000 | NR | NR | NR
erythrocytes 4444 | 0000 | 0000 | 0000 | 0000 | 0000 | 0000
3mL/L 4444 | 4444 | 4444 | 4444 | 4444 | 2430 | 0000 | 0000 | 0000 | 0000
0.1% 30 sec | 4444 | 4444 | 4444 | 4444 | 4444 | 4220 | 0000 | 0000 | 0000 | 0000
4444 | 4444 | 4444 | 4444 | 4444 | 4333 | 2000 | 0000 | 0000 | 0000
3 g/L BSA
+ 0000 | 0000 | 0000 | 0000 | 0000 | 0000 | 0000
Cytotoxicity 80% NA 0000 | 0000 | 0000 | 0000 | 0000 | 0000 | 0000 | NR | NR | NR
ergthric/{tes 0000 | 0000 | 0000 | 0000 | 0000 | 0000 | 0000
m
4444 | 4444 | 4444 | 4444 | 4444 | 4444 | 0001 | 0000 | 0000 | 0000
3 g/L BSA 0 4444 | 4444 | 4444 | 4444 | 4444 | 4444 | 0200 | 0000 | 0000 | 0000
Vi ) NA + 4444 | 4444 | 4444 | 4444 | 4444 | 4444 | 0000 | 0000 | 0000 | 0000
Irus contro erythrocytes 4444 | 4444 | 4444 | 4444 [ 4444 4240 | 0000 | 0000 | 0000 | 0000
3 mL/L 30 sec | 4444 | 4444 | 4444 | 4444 | 4444 | 2440 | 0020 | 0000 | 0000 | 0000
4444 | 4444 | 4444 | 4444 | 4444 | 0223 | 2100 | 0000 | 0000 | 0000
4444 | 4444 | 0030 | 0000 | 0000 | 0000 | 0000
30 min | 4444 | 4444 | 2003 | 0001 | 0000 | 0000 | 0000 | NR | NR | NR
F 1dehvd 0.7% NA 4444 | 4444 | 0402 | 0000 | 0000 | 0000 | 0000
Ormaleenyde | (w:v) 4444|3344 | 0100 | 0000 | 0000 | 0000 | 0000
60 min | 4444 | 0204 | 0200 | 0000 | 0000 | 0000 | 0000 | NR | NR | NR
4444 | 4034 | 0000 | 0000 | 0000 | 0000 | 0000
3 g/L BSA
Control of 0.7% 4 0000 | 0000 | 0000 | 0000 | 0000 | 0000 | 0000
formaldehyde o h NA 0000 | 0000 | 0000 | 0000 | 0000 | 0000 | 0000 | NR | NR | NR
cytotoxicity | (V) | erythrocytes 0000 | 0000 [ 0000 | 0000 | 0000 | 0000 | 0000
3mL/L
4444 | 4444 | 4444 | 4444 | 4444 | 4444 | 0020 | 0000 | 0000 | 0000
0 4444 | 4444 | 4444 | 4444 | 4444 | 4444 | 0102 | 0000 | 0000 | 0000
Virus control 0.7% 4444 | 4444 | 4444 | 4444 | 4444 | 4444 | 0000 | 0000 | 0000 | 0000
formaldehyde | (w:v) NA 4444 | 4444 | 4444 | 4444 | 4444 | 3342 [ 0002 | 0000 [ 0000 | 0000
60 min | 4444 | 4444 | 4444 | 4444 | 4444 | 4220 | 1000 | 0000 | 0000 | 0000
4444 | 4444 | 4444 | 4444 | 4444 | 3334 | 0000 | 0000 | 0000 | 0000
Cells | cccc |ccee| ceee | ceee |ceee| ceee | ceec | 000C | 0000 | 0000
Sensitivity not CCCC |cccee| cececce CCCC | CcCccC| ccee [ceec| 0000 | 0000 0000
ol o NA NA treated | CCCC |CCCC| CCCC | CCCC | COCC| CCCC | CCCC | 0C0C | 0000 | 0000
cecl(l):t 00Virus Cells | CCCC |CCCC| coce | €Ccee | CeCe | CCeC | C00C | 0000 | 0000 | 0000
ccce |ceec | ceee | cece | ccee | ceee | 00co | coco | 0000 | 0000
treated | cccc |cocc| cocc | coce |cocc| coce | ceco | 0000 | 0000 | 0000
i : ccce |ceee| ceee | ceee |ccee| ceee | ooce | 0000 | 0000 | 0000
Effectiveness 3 g/L BSA Without | e | ceee | cece | ccce |ccee| cece | occo | o000 | 0000 | 0000
C((l)_ll?f()fl of the NA + sample | ccce |ccec | coce | ccee | ccec| ceece | 0cco | 0000 | 0000 | 0000
1S1n tant
sui)pr:scsion erythrocytes With | CCCC |CCcC | coee | €Cee | Ceee | e | 000C | 0000 | 0000 | 0000
. 3 mL/L ccce |ceec| ceee | ceee | cccc | ooce | 0coo | 0000 | 0000 | 0000
activity sample | ccce |ccce| coce | ccce |[ccee| ccoc | 0000 | 0000 | 0000 | 0000

a): 1 to 4, virus present and grade of cytopathic effect in 12 units of cellular culture, or grade of cellular
lesions in the cytotoxicity assay.

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

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

sec: seconds; min: minutes.
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Table 5. Results of activity of the test sample, with Murine Norovirus, strain S99 Berlin,
under test conditions requested by the client.

logio TCIDso Regluc‘uon
) with the
Concen- | Interfering | Cytoto- after...
Assay ) - confidence
tration substance | xicity .
level interval of
0 30 30 60 95 9
min | sec | min min
80% 0.50 - 0.50 - - >7.33+0.28
3 g/L BSA
erythrocytes
L/L
0.1% 3 mlL/ 050 | - | 774 - : 0.09 + 0.51
3 g/L BSA
) +
Virus control NA erythrocytes NA | 791 | 7.83 - - NA
3mL/L
0.7%
Formaldehyde (W:v) NA 0.50 | NR | NR | 591 | 5.00 NA
Virus control 0.7%
formaldehyde (Wv) NA NA | 883 | NR | NR 8.66 NA

Control of sensitivity of cells to virus (difference between decimal logarithm of titre using
treated and untreated CellS) ...........oeivveiiieiiiiiiiee e, 10g 107066

Control of the effectiveness of the disinfectant suppression activity (difference between decimal
logarithm of titre without exposing the virus to the sample and of the test
SUSPENSION). . ...ttt et et log107034

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.
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Table 6. Results of the activity of the test sample, with Murine Norovirus strain S99
Berlin (Assay of titration with 12 wells), under test conditions requested by the client.

A Concen- | Interfering Time of Dilutions (logl0)**
ssay . contact
tration substance (sec/min) I 3 3 7 5 6 7 3 9 10
0000 | 0000 | 0000 | 0000 | 0000 | 0000 | 0000
80% 30 sec | 0000 | 0000 | 0000 | 0000 | 0000 | 0000 | 0000 | NR | NR | NR
3 g/L BSA 0000 | 0000 | 0000 | 0000 | 0000 | 0000 | 0000
N 4444 | 4403 | 2030 [ 0000 | 0000 [ 0000 | 0000
Test sample 50% 30 sec | 4444 | 4424 | 0220 | 0001 | 0000 | 0000 | 0000 | NR | NR | NR
erythrocytes 4444 | 0033 | 0000 | 0000 | 0000 | 0000 | 0000
3mL/L 4444 | 4444 | 4444 | 4444 | 4444 | 4444 | 4243 [ 0302 | 0010 | 0000
0.1% 30 sec | 4444 | 4444 | 4444 | 4444 | 4444 | 4444 | 0404 | 0020 | 0000 | 0000
4444 | 4444 | 4444 | 4444 | 4444 | 4444 | 4044 | 0320 | 0000 | 0000
3 g/L BSA
+ 0000 | 0000 | 0000 | 0000 | 0000 | 0000 | 0000
Cytotoxicity 80% NA 0000 | 0000 | 0000 | 0000 | 0000 | 0000 | 0000 | NR | NR | NR
ergthric/{tes 0000 | 0000 | 0000 | 0000 | 0000 | 0000 | 0000
m
4444 | 4444 | 4444 | 4444 | 4444 | 4444 | 4444 | 0001 | 0000 | 0000
3 g/L BSA 0 4444 | 4444 | 4444 | 4444 | 4444 | 4444 | 4444 | 2100 | 0000 | 0000
. ) + 4444 | 4444 | 4444 | 4444 | 4444 | 4444 | 4444 | 2020 | 0000 | 0000
Virus contro NA erythrocytes 4444 | 4444 | 4444 | 4444 | 4444 | 4444 | 4444 | 1020 | 0000 | 0000
3 mL/L 30 sec | 4444 | 4444 | 4444 | 4444 | 4444 | 4444 | 4444 | 0102 | 0000 | 0000
4444 | 4444 | 4444 | 4444 | 4444 | 4444 | 4444 | 0000 | 0000 | 0000
4444 | 4444 | 4444 | 4444 | 3334 | 1220 | 0000
30 min | 4444 | 4444 | 4444 | 4444 | 2434 | 0020 | 0000 | NR | NR | NR
F 1dehvd 0.7% NA 4444 | 4444 | 4444 | 4444 | 2444 | 0100 | 0000
Ormaleenyde | (w:v) 4444 | 4444 | 4444 | 4444 | 0300 | 0000 | 0000
60 min | 4444 | 4444 | 4444 | 4444 | 1020 | 0000 | 0000 | NR | NR | NR
4444 | 4444 | 4444 | 4444 | 3011 | 0000 | 0000
3 g/L BSA
Control of 0.7% 4 0000 | 0000 | 0000 | 0000 | 0000 | 0000 | 0000
formaldehyde o h NA 0000 | 0000 | 0000 | 0000 | 0000 | 0000 | 0000 | NR | NR | NR
cytotoxicity | (V) | erythrocytes 0000 | 0000 [ 0000 | 0000 | 0000 | 0000 | 0000
3mL/L
4444 | 4444 | 4444 | 4444 | 4444 | 4444 | 4444 | 4444 | 0000 | 0000
0 4444 | 4444 | 4444 | 4444 | 4444 | 4444 | 4444 | 4444 | 2003 | 0000
Virus control 0.7% 4444 | 4444 | 4444 | 4444 | 4444 | 4444 | 4444 | 4444 | 0120 | 0000
formaldehyde | (w:v) NA 4444 | 4444 | 4444 | 4444 | 4444 | 4444 | 4444 | 3420 [ 0000 | 0000
60 min | 4444 | 4444 | 4444 | 4444 | 4444 | 4444 | 4444 | 4340 | 2002 | 0000
4444 | 4444 | 4444 | 4444 | 4444 | 4444 | 4444 | 2433 | 0210 | 0000
Cells | cccc |ccee| ceee | ceee |ceee| ceee | ceec | ceec | 00co | 0000
Sensitivity not CCCC |cccee| cececce CCCC |CcCCcC| cccee |ceece|ceeee| ocoo 0000
ol of NA NA treated | CCCC |CCCC| CCCC | CCCC | COCC| CCCC | CCCC | CCCC | €CCo | 0000
cecl(l):t 00Virus Cells | CCCC |CCCC| coce | €CCe | CeCC | CCeC | CCCC | 000 | 0000 | 0000
ccce |ceec | ceec | cece |ccce| ceee | ceec | ceco | 00co | 0000
treated | cccc |cocc| coce | coce |cecc| coce | cecc | coco | ooce | 0000
i : ccce |ceee| ceee | ceee |ccce| ceee | ceec | occo | 0000 | 0000
Effectiveness 3 g/L BSA Without | e | ceee | cece | ccce |ccce| cece | ceee| coco | o000 | 0000
C((l)_ll?f()fl of the NA + sample | cccc |ccec | coce | ccee |ccec| ceee | ceec| coco | 0000 | 0000
1S1n tant
sui)pr:;:sion erythrocytes With | CCCC [ CCCC| CCCC | CCCC | CCOC| CCCC | CCCo | CCoC | 0000 | 0000
> 3 mL/L ccce |ceec| ceee | cece | ccce| ceee | ccco | 00oC | 0000 | 0000
activity sample | cccc |ccce| coce | ccce |ccee| ccee | ccec | 0000 | 0000 | 0000

a): 1 to 4, virus present and grade of cytopathic effect in 12 units of cellular culture, or grade of

cellular lesions in the cytotoxicity assay.

C = cytopathic effect with presence of virus (in this case and according to Standard does not take
into account the degree of cytopathic effect only, the presence or absence of the same).
0 = no virus present or absence of cellular lesions in the cytotoxicity assay; NA: not applicable; NR:
not realized; BSA: Bovine serum albumin; PBS: phosphate buffered saline.
Sec: seconds; min: minutes.
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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).

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 S (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.

Murine Norovirus (strain S99 Berlin)
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USED IN THE MEDICAL AREA (EN 13727)

Name of the product*:
Batch number*:
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Manufacturer*:

Client, representative*:

Date of delivery:

Test material conditions:
Storage conditions:

Active substance — conc.*:
Appearance of the product:
Test concentration:
Contact time:

Interfering substance:

Neutralizer:
Rinsing liquid:

Test organisms:

Testing method:

Testing period:

Results:

Interpretation and conclusion:

* - Data provided by the customer
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conditions)

Tryptone 1 g/l + NaCl, 9 g/I

Staphylococcus aureus ATCC 6538
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DISINFECTANT “GAMADEZ”

Nordic Tersus EVS-EN 13727:2012+A2:2015
Laboratory Test report no. 124024hd
Appendix 1

TEST RESULTS (bactericidal suspension test)

EVS-EN 13727:2012+A2:2015; Phase 2, step 1

Membrane filtration method

Product diluent: Distilled water

Appearance of product solutions: Transparent, colourless liquid
Rinsing liquid: Tryptone 1 g/l + NaCl 9 g/I

Test organism: Staphylococcus aureus ATCC 6538

Test temperature: +20° C; Incubation temperature: +37°C
Interfering substance: 3 g/l bovine albumin solution + 3 ml/l sheep blood erythrocytes
Nordic Tersus Laboratory LLC.

Date of test: 02.04.2024

Responsible person: Kerda Treksler

Validation and controls

Validation suspension Ny, Experimental conditions (A) | Filtration control (B) Method validation (C)
Ve Ve X Ve Ve X Ve Ve X Ve Ve X
158 160 159 180 158 169 156 149 152.5 220 201 210.5
30 <X Ny <1607 XxAis>0.5%X Ny? XBis20.5% Ny? xCis20.5% Ny?
Yes x; N0 O Yes x; N0 O yesx; noo yes x; No O

Test suspension and test

Testsuspension: N Ve Ve Swm = 2.95 x 108; logN = 8.47
10°® >330 >330 = . =

N and Ne No = N/10; logNg =7.47
107 30 29 7.17< logNp<7.70; yes x; no O

Experimental results

Concentration
Dilution Na log Contact L
of the ;roduct step Va | Ve (=5*10) Na logR fime Conditions
(+]
80.0% - <14 | <14 <140 <2.15 | »>5.32 30 sec Dirty
50.0% - >165 | >165 >1650 >3.22 | <4.25 30 sec Dirty
10.0% - >165 | >165 >1650 >3.22 | <4.25 30 sec Dirty

Explanations:

Ve = count per ml {one plate or more)

% =average of Vg and Ve (1. + 2. Duplicate)

N = cfu/ml microbes in testsuspension

No = cfu/ml at the start of the contact time (t=0)

Ny = cfu/mlin the validation suspension {t=0)

Na = surviving microbes after the test

R = reduction factor (R= No/ Na; LogR=LogN, - Log Na)

The test results apply to the tested sample only.

All the components of this test report are recognized as a portion of a complete report. The test report shall not be reproduced except in
full, without approval of the laboratory.

N-7/29-V9
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DISINFECTANT “GAMADEZ"

Nordic Tersus EVS-EN 13727:2012+A2:2015
Laboratory Test report no. 124024hd
Appendix 2

TEST RESULTS (bactericidal suspension test)

EVS-EN 13727:2012+A2:2015; Phase 2, step 1

Membrane filtration method

Product diluent: Distilled water

Appearance of product solutions: Transparent, colourless liquid
Rinsing liquid: Tryptone 1 g/l + NaCl 9 g/l

Test organism: Enterococcus hirae ATCC 10541

Test temperature: +20° C; Incubation temperature: +37°C
Interfering substance: 3 g/l bovine albumin solution + 3 ml/l sheep blood erythrocytes
Nordic Tersus Laboratory LLC.

Date of test: 17.04.2024

Responsible person: Kerda Treksler

Validation and controls

Validation suspension Ny, Experimental conditions (A) Filtration control (B) Method validation (C)
Ve Ve X Ve Ve X Ve Vez X Ve Ve X
44 50 47 36 53 445 74 45 59.5 42 39 40.5
30 €% Ny <1607 XAis20.5%Ny? XBis20.5% Ny? xCis20.5% Ny?
yes x; No O yes x; no o yesx; noo yes x; no o

Test suspension and test

Testsuspension: N Ve Ve Swm = 1.75 x 108; logN = 8.24
10 149 191 = ; =

N and No No = N/10; logNo =7.24
107 26 19 7.17< logNo<7.70; yes x; no O

Experimental results

Concentration Dilution Na log Contact
| .
of the ;roduct step Voo | Ve (=%*10) Na ogR fime Conditions
0
80.0% - <14 | <14 <140 <2.15 | >5.09 30 sec Dirty
50.0% - >165 | >165 >1650 >3.22 | <4.02 30 sec Dirty
10.0% - >165 | >165 | >1650 >3.22 | <4.02 | 30sec Dirty

Explanations:

Ve = count per ml (one plate or more)

X =average of Ve and Ve (1. + 2. Duplicate)

N = cfu/ml microbes in testsuspension

No = cfu/ml at the start of the contact time (t=0)

Ny = cfu/ml in the validation suspension (t=0)

Na = surviving microbes after the test

R =reduction factor (R= No/ Na; LogR=LogNoy - Log Na)

The test results apply to the tested sample only.

All the components of this test report are recognized as a portion of a complete report. The test report shall not be reproduced except in
full, without approval of the laboratory.

N-7/29-V9
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DISINFECTANT "GAMADEZ”

Nordic Tersus EVS-EN 13727:2012+A2:2015
Laboratory Test report no. 124024hd
Appendix 3

TEST RESULTS (bactericidal suspension test)

EVS-EN 13727:2012+A2:2015; Phase 2, step 1

Membrane filtration method

Product diluent: Distilled water

Appearance of product solutions: Transparent, colourless liquid
Rinsing liquid: tryptone 1 g/l + NaCl 9 g/I

Test organism: Pseudomonas aeruginosa ATCC 15442

Test temperature: +20° C; Incubation temperature: +37°C
Interfering substance: 3 g/l bovine albumin solution + 3 ml/I sheep blood erythrocytes
Nordic Tersus Laboratory LLC.

Date of test: 02.04.2024

Responsible person: Kerda Treksler

Validation and controls

Validation suspension Ny, Experimental conditions (A) Filtration control (B) Method validation (C)
Ve Ve X Ve Ve X Ve Ve X Ver Ve X
78 92 85 122 126 124 115 117 116 94 78 86
30 <X Nyo <1607 X Ais20.5% Nyo? XBis>0.5% Ny? xCis20.5% Ny?
yesx; non yes x; no O yes x; No O yes x; no o

Test suspension and test

Testsuspension: N Ve Ve S = 4.25 X 10% logh = 8.63
10° >330 >330 = . =

N and N No = N/10; logNs =7.63
107 39 46 7.17< logNe<7.70; yes x; no O

Experimental results

Concentration Dilution Na log Contact
h .
of the ;roduct step Voo | Ve (=*10) Na logR time Conditions
(+]
80.0% - <14 | <14 <140 <2.15 | >5.48 | 30sec Dirty
50.0% - <14 | <14 <140 <2.15 | >5.48 | 30sec Dirty
10.0% - >165 | >165 >1650 >3.22 | <4.41 30 sec Dirty

Explanations:

Ve = count per ml (one plate or more)

%X =average of Ve and Ve (1. + 2. Duplicate)

N = cfu/ml microbes in testsuspension

No = cfu/ml at the start of the contact time (t=0)

Nyo = cfu/ml in the validation suspension {t=0)

Na = surviving microbes after the test

R =reduction factor (R= No/ Na; LogR=LogNo - Log Na)

The test results apply to the tested sample only.

All the components of this test report are recognized as a portion of a complete report. The test report shall not be reproduced except in
full, without approval of the laboratory.
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DISINFECTANT “GAMADEZ”

Nordic Tersus EVS-EN 13727:2012+A2:2015
Laboratory Test report no. 124024hd
Appendix 4

TEST RESULTS (bactericidal suspension test)

EVS-EN 13727:2012+A2:2015; Phase 2, step 1

Membrane filtration method

Product diluent: Distilled water

Appearance of product solutions: Transparent, colourless liquid
Rinsing liquid: tryptone 1 g/l + NaCl 9 g/I

Test organism: Escherichia coli K12 NCTC 10538

Test temperature: +20° C; Incubation temperature: +37 °C
Interfering substance: 3 g/l bovine albumin solution + 3 ml/l sheep blood erythrocytes
Nordic Tersus Laboratory LLC.

Date of test: 17.04.2024

Responsible person: Kerda Treksler

Validation and controls

Validation suspension Ny, Experimental conditions (A) Filtration control (B) Method validation (C)
Ve Ve X Ve Ve X Ve Ve X Ve Ve X
49 70 585 49 50 49.5 52 49 50.5 44 54 49
30 <% Ny <1607 XAis>0.5%Ny? XBis>0.5% Ny? XxCis20.5% Ny?
yesx; no o yesx; non yesx; no o yes x; No O

Test suspension and test

Testsuspension: N Ve Ve % = 2.15 x 10%; logN = 8.33
10 226 207 = . =7

N and No No = N/10; logNo =7.33
107 22 17 7.17< logNe<7.70; yes x; no 0

Experimental results

Concentration Dilution Na log Contact
of the product Vo Ve s logR . Conditions
% step (=x*10) Na time
80.0% - <14 | <14 <140 <2.15 | >5.18 30 sec Dirty
50.0% - <14 | <14 <140 <2.15 | >5.18 30 sec Dirty
10.0% - >165 | >165| >1650 >3.22 | <4.11 30 sec Dirty

Explanations:

Ve = count per ml (one plate or more)

% =average of V¢ and Ve (1. + 2. Duplicate)

N = cfu/ml microbes in testsuspension

No = cfu/ml at the start of the contact time (t=0)

Nyo = cfu/ml in the validation suspension (t=0)

Na = surviving microbes after the test

R =reduction factor (R= No/ Na; LogR=LogNo - Log Na)

The test results apply to the tested sample only.

All the components of this test report are recognized as a portion of a complete report. The test report shall not be reproduced except in
full, without approval of the laboratory.
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DISINFECTANT “GAMADEZ”

Nordic Tersus EVS-EN 13727:2012+A2:2015
Laboratory Test report no. 124024hd
Appendix 5

TEST RESULTS (bactericidal suspension test)

EVS-EN 13727:2012+A2:2015; Phase 2, step 1

Membrane filtration method

Product diluent: Distilled water

Appearance of product solutions: Transparent, colourless liquid
Rinsing liquid: Tryptone 1 g/l + NaCl 9 g/l

Test organism: Staphylococcus aureus MRSA ATCC 33592

Test temperature: +20° C; Incubation temperature: +37 °C
Interfering substance: 3 g/l bovine albumin solution + 3 ml/I sheep blood erythrocytes
Nordic Tersus Laboratory LLC.

Date of test: 17.04.2024

Responsible person: Kerda Treksler

Validation and controls

Validation suspension Ny, Experimental conditions (A) Filtration control (B) Method validation (C)
Ver Ve X Ve Ve X Ve Ve X Ve Ve X
54 60 57 57 62 59.5 57 51 54 61 61 61
30 <X Ny <1607 XAis20.5% Nyo? XBis20.5% Ny? X Cis>20.5% Ny?
yes x; No 0 yesx;nono VES X; No O yesx; noo

Test suspension and test

Testsuspension: N Ve Ve S = 2.02 x 10%; logh = 8.30
10°® 222 185 = . =

N and No No = N/10; logNo =7.30
107 18 19 7.17< logNo<7.70; yes x; no 0

Experimental results

Concentration Dilution Na log Contact
of the ;roduct step Va | Ve (=¢*10) Na logR fime Conditions
(+]
80.0% - <14 | <14 <140 <2.15 | >5.15 30 sec Dirty
50.0% - >165 [ »>165 >1650 >3.22 | <4.08 30 sec Dirty
10.0% - >165 | >165 >1650 >3.22 | <4.08 30 sec Dirty

Explanations:

Ve = count per ml (one plate or more)

%X = average of Vcrand Ve (1. + 2. Duplicate)

N = cfu/ml microbes in testsuspension

No = cfu/ml at the start of the contact time (t=0)

Nyo = cfu/mlin the validation suspension (t=0)

Na = surviving microbes after the test

R =reduction factor (R= No/ Na; LogR=LogNy - Log Na)

The test results apply to the tested sample only.

All the components of this test report are recognized as a portion of a complete report. The test report shall not be reproduced except in
full, without approval of the laboratory.
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DISINFECTANT “GAMADEZ"

Nordic Tersus EVS-EN 13727:2012+A2:2015
Laboratory Test report no. 124024hd
Appendix 6

TEST RESULTS (bactericidal suspension test)

EVS-EN 13727:2012+A2:2015; Phase 2, step 1

Membrane filtration method

Product diluent: Distilled water

Appearance of product solutions: Transparent, colourless liquid
Rinsing liquid: Tryptone 1 g/l + NaCl 9 g/I

Test organism: Enterococcus faecium ATCC 6057

Test temperature: +40° C; Incubation temperature: +37°C
Interfering substance: 3 g/l bovine albumin solution + 3 ml/| sheep blood erythrocytes
Nordic Tersus Laboratory LLC.

Date of test: 17.04.2024

Responsible person: Kerda Treksler

Validation and controls

Validation suspension Ny, Experimental conditions (A) Filtration control (B) Method validation (C)
Vet Ve X Ve Ve X Ve Ve X Ver Ve X
123 131 127 74 75 74.5 80 66 73 74 79 76.5
30 <X Ny £1607? XAis20.5% Ny? XBis>20.5% Ny? % Cis20.5% Ny?
yes x; No o yes x; N0 O yesx; no o Yes x; No O

Test suspension and test

Testsuspension: N Ve Ve Sum = 3.16 X 10%; logh = 8.50
10® 304 328 = . =7

N and Ny No = N/10; logNo =7.50
107 33 30 7.17< 10gNo<7.70; yes x; no 0

Experimental results

Concentration Dilution Na log Contact
V. I iti
of the ;roduct step Ver @ | (=x*10) Na ogR time Conditions
(1]
80.0% - <14 | <14 <140 <2.15 | >5.35 30 sec Dirty
50.0% - >165 | >165 >1650 >3.22 | <4.28 30 sec Dirty
10.0% - >165 | >165 | >1650 >3.22 | <4.28 | 30sec Dirty

Explanations:

Ve = count per ml (one plate or more)

%X =average of Ve and Ve (1. + 2. Duplicate)

N =cfu/ml microbes in testsuspension

No = cfu/ml at the start of the contact time (t=0)

Nyo = cfu/ml in the validation suspension (t=0)

Na = surviving microbes after the test

R =reduction factor (R= Nof Na; LogR=LogNo - Log Na)

The test results apply to the tested sample only.

All the components of this test report are recognized as a portion of a complete report. The test report shall not be reproduced except in
full, without approval of the laboratory.
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~’ DISINFECTANT “GAMADEZ"
Nordic Tersus EVS-EN 13727:2012+A2:2015

Laborator.y Test report no. 124024hd
Appendix 7

Interpretation:

The ready to use product DISINFECTANT “GAMADEZ” (batch no. 15.02.2024) was tested according to
the test method EVS-EN 13727:2012+A2:2015. The test was performed at 20 °C + 1 °C for all bacteria
except Enterococcus faecium ATCC 6057, which was performed at 40°C + 1 °C, under dirty conditions
with the contact time of 30 seconds. The membrane filtration method was used for testing the product’s
effectiveness against the reference strains: Pseudomonas aeruginosa ATCC 15442, Enterococcus hirae
ATCC 10541, Staphylococcus aureus ATCC 6538, Staphylococcus aureus MRSA ATCC 33592, Escherichia
coli K12 NCTC 10538 and Enterococcus faecium ATCC 6057. Under dirty conditions the sample of the
ready to use product was effective against all the reference strains tested within 30 seconds.

Conclusion:

The surviving count of bacterial reference strains showed at least 5lg reduction meaning that according
to EVS-EN 13727:2012+A2:2015 under dirty conditions the sample of the ready to use product
DISINFECTANT “GAMADEZ” has a bactericidal effect against all the reference strains tested within 30
seconds.

The results apply exclusively to the tested sample of the product with batch no. 15.02.2024. , ~ o

Kerda Treksler
Microbiologist
Date of test report: 22.04.2024

The test results apply to the tested sample only.

All the components of this test report are recognized as a portion of a complete report. The test report shall not be reproduced except in
full, without approval of the laboratory.
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PoLsKiE CENTAUM

ANALYST TR BanAmA
AB 079
TEST REPORT NO 167489/24/INT
Client Sample (according to declaration of Client)
Ecochim - Grup SRL,. | G inf i "
REPUBLIC OF MOLDOVA, OR. UNGHENI, STR. NATIONALA | parmPle description: Dezinfectant "GamaDez
11:? . Expiration date: 15.02.2027
jfseﬁ { & s Sampling date: 18.03.2024
.S. Hamilton Romania SRL Sampling quantity: 3x 0.5
BERCENI STREET 8 . 470
8041941 BUCHAREST Sample temperature: 17°C
Reception hour: 12:00
Responsible for sampling: Alexandr
Sample condition with no objections
Sample reception date: 20.03.2024
Start of analysis 15.04.2024 Sample status: no objections
End of analysis 17.04.2024
Tnstrepoitdale 17.04.2024 Sample received from the Client
Test Unit Result
Method
* Hygienic hand disinfection * - The preparation has bactericidal effect against
PN-EN 1500:2013-07 transient microorganisms used in the hygienic

procedure of hand disinfection - a single rubbing of
3ml of the preparation for 30 seconds.

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

Authorized by:
|zabela Kobylecka, Senior Analyst Specialist, Cosmetics Microbiology Laboratory

Approved by: Marzena Bogdaniuk, Cosmetology Laboratory Director (Approved with electronic signature)

Laboratory address:
Gozdzikow 1, 43-100 Tychy

The results refer only to the samples received, When a measurement uncertainty is given, it is an expanded uncertamty estimated for 2 coverage factor k=2 at 95% confidence level and is not rncfudmg sampling uncertainty, unless
otherwise stated. \When the conformity is stated J.5. Hamilton Poland Sp. z o.0. applies the simple ion rule in with ILAC-G8:09/2019, unless otherwise reportsd !f the "result" column of the accredited
method contains a record: "<” or "=, it means, that it is the test outcome directly related to the lower or upper limit of the measuring range of the dited method, wh the given exg inty relates only
to the lower or upper limit of the measuring range of the accredited method respectively. In such a case, the Laboratory presents the opinion and interpratation in the "stateme nit of conformity” column which is based on the obtained
test outcome. This test report may not be copied in part without the prior written permission of J.S. Hamilton Poland Sp. z o.0. The responsibility of J.5. Hamilton Poland Sp. z 0.0. is limited solely to the data issued in its original. J.S.
Hamilton Poland Sp. z 0.0. does not permit the use of the PCA accreditation symbol AB 072 by customers, subcontractors, external service providers and other third parties. For further information please refer to the PCA document -
DA-02. The service confimed by this report is subject to the General Terms and Conditions of Services of J.5. Hamilton Poland Sp. z o.0. published on www.hamilton.com.pl.

* Test method accredited
# Test performed by external provider

THE END OF THE REPORT
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HAMILTON

ANNEX NO. 1 TO THE TEST REPORT NO 167489/24/INT

A) IDENTYFICATION OF THE SAMPLE:

Name of the product Dezinfectant "GamaDez"

The active substance Ethyl alcohol 72%, CAS: 64-17-5, CE 200-578-6;
Isopropyl alcohol 1%, CAS: 67-63-0, CE 200-661-7.

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/l, Saponin- 30 g/|, Lecithin 3g/I

C) EXPERIMENTAL CONDITIONS:

Product test concentrations 100%

(%V/V)

Test temperature 20°C

Contact time Rubbing 3ml of the preparation for 30 seconds
Incubation temperature 3611 °C

Test-organism E. coli K12 NCTC 10538

Annex date: 17.04.2024
Authorized by: Izabela Kobylecka, Senior Analyst Specialist, Cosmetics Microbiology Laboratory

Approved by: Marzena Bogdaniuk, Cosmetology Laboratory Director (the qualified electronic signature)

This annex may not be copied in part without the prior written permission of J.S. Hamilton Poland Sp. z 0.0. The responsibility of J.S. Hamilton Poland Sp. z o.0. is limited solely to the data issued in its original.
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HAMILTON

ANNEX NO. 1 TO THE TEST REPORT NO 167489/24/INT

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

NUMBER IN CONTAMINATION FLUID: 3,1 x 10° cfu/ml

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

Annex date: 17.04.2024

Authorized by: Izabela Kobylecka, Senior Analyst Specialist, Cosmetics Microbiology Laboratory

Approved by: Marzena Bogdaniuk, Cosmetology Laboratory Director (the qualified electronic signature)

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
| >330 47 188 19 2

1 r >330 96 6,79 215 22 2 2,30 4,48
| >330 58 69 7 1

2 r >330 35 6,61 40 4 1 1,72 4,89
| >330 105 89 10 1

3 r >330 114 7,00 147 15 2 2,06 4,94
| 311 32 69 8 1

4 r 302 29 6,49 51 5 1 1,78 4,71
| 251 25 74 8 2

5 r 217 22 6,37 66 8 1 1,85 4,52
| >330 74 115 12 2

6 r 299 33 6,65 101 10 2 2,03 4,62
| 258 26 43 4 1

7 r 230 23 6,39 38 4 1 1,61 4,78
| 174 18 33 5 2

8 r 216 23 6,29 49 5 1 1,61 4,67
| >330 101 118 12 2

9 r >330 147 7,04 137 14 3 2,11 4,94
| >330 87 99 11 1

10 r >330 69 6,85 74 7 1 1,93 4,91
| 315 32 59 6 1

11 r 282 28 6,47 47 5 1 1,72 4,75
| 162 16 35 4 1

12 r 269 28 6,32 68 7 1 1,69 4,63
| 271 27 42 4 1

13 r 253 25 6,42 38 4 0 1,60 4,82
| >330 115 139 14 2

14 r >330 91 6,97 114 12 1 2,10 4,87
| >330 61 115 13 1

15 r >330 47 6,69 84 10 1 2,00 4,69
| 214 22 69 8 1

16 r 261 26 6,37 81 8 0 1,88 4,50
| >330 91 111 15 2

17 r >330 116 6,97 158 16 3 2,13 4,84
| >330 91 74 8 1

18 r >330 60 6,83 53 5 0 1,80 5,03
| >330 39 40 4 1

19 r >330 44 6,58 62 6 1 1,70 4,88
| >330 51 101 10 1

20 r >330 59 6,70 116 13 2 2,04 4,66

Xsr 6,64 1,88 4,76

s 0,25 0,21 0,16

This annex may not be copied in part without the prior written permission of J.S. Hamilton Poland Sp. z 0.0. The responsibility of J.S. Hamilton Poland Sp. z o.0. is limited solely to the data issued in its original.
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HAMILTON

ANNEX NO. 1 TO THE TEST REPORT NO 167489/24/INT

Table 2. PROCEDURE FOR HYGIENIC HANDRUB WITH THE PRODUCT

PRODUCT P: 167489/24/INT
TEST ORGANISM: E. coli K12 NCTC 10538

NUMBER IN CONTAMINATION FLUID: 3,1 x 10° cfu/ml

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

Annex date: 17.04.2024

Authorized by: Izabela Kobylecka, Senior Analyst Specialist, Cosmetics Microbiology Laboratory

Approved by: Marzena Bogdaniuk, Cosmetology Laboratory Director (the qualified electronic signature)

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 log z
| >330 82 111 11 1
1 r >330 90 6,89 132 13 1 2,08 4,81
| >330 38 87 9 1
2 r >330 46 6,58 115 13 2 2,00 4,58
| >330 104 158 16 2
3 r >330 64 6,87 121 12 1 2,14 4,73
| >330 64 81 8 2
4 r >330 40 6,66 69 7 1 1,87 4,79
| >330 46 139 14 1
5 r 160 18 6,42 102 10 1 2,08 4,34
| >330 74 51 5 0
6 r >330 50 6,74 41 4 0 1,63 5,11
| 141 15 81 8 1
7 r 139 14 6,15 70 7 1 1,88 4,27
| >330 48 55 6 1
8 r >330 54 6,67 79 8 1 1,82 4,84
| >330 144 104 10 1
9 r >330 66 6,95 81 9 2 1,96 4,98
| >330 54 69 8 1
10 r >330 37 6,61 43 4 1 1,74 4,87
| 143 16 44 4 0
11 r 133 13 6,14 37 4 1 1,61 4,54
| 310 30 48 6 1
12 r >330 37 6,51 66 7 1 1,78 4,73
| 212 21 39 4 1
13 r 157 16 6,26 30 3 1 1,53 4,73
| 251 25 67 7 2
14 r 297 30 6,44 70 7 1 1,84 4,60
| >330 42 59 7 1
15 r >330 34 6,54 41 4 0 1,69 4,84
| >330 111 118 15 2
16 r >330 162 7,09 159 17 3 2,14 4,94
| >330 39 81 10 1
17 r >330 34 6,52 64 6 1 1,86 4,66
| >330 35 97 10 1
18 r >330 59 6,62 123 12 1 2,04 4,58
| >330 42 111 11 1
19 r >330 74 6,70 157 16 2 2,12 4,58
| >330 147 191 19 2
20 r >330 169 7,16 212 22 2 2,30 4,85
Xsr 6,62 1,91 4,72
s 0,28 0,21 0,21

This annex may not be copied in part without the prior written permission of J.S. Hamilton Poland Sp. z 0.0. The responsibility of J.S. Hamilton Poland Sp. z o.0. is limited solely to the data issued in its original.
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HAMILTON

Table 3. LIST OF COMPUTED IG VALUES AND IG REDUCTIONS

ANNEX NO. 1 TO THE TEST REPORT NO 167489/24/INT

volunteer R 2-propanol 60% (V/V) P
Nr log x logy logz log x logy log z
1[R-P 6,79 2,30 4,48 6,89 2,08 4,81
2|R-P 6,61 1,72 4,89 6,58 2,00 4,58
3|R-P 7,00 2,06 4,94 6,87 2,14 4,73
4[R-P 6,49 1,78 4,71 6,66 1,87 4,79
5|R-P 6,37 1,85 4,52 6,42 2,08 4,34
6|P-R 6,65 2,03 4,62 6,74 1,63 5,11
7|P-R 6,39 1,61 4,78 6,15 1,88 4,27
8|P-R 6,29 1,61 4,67 6,67 1,82 4,84
9|P-R 7,04 2,11 4,94 6,95 1,96 4,98
10|P-R 6,85 1,93 4,91 6,61 1,74 4,87
11|R-P 6,47 1,72 4,75 6,14 1,61 4,54
12|R-P 6,32 1,69 4,63 6,51 1,78 4,73
13|R-P 6,42 1,60 4,82 6,26 1,53 4,73
14|R-P 6,97 2,10 4,87 6,44 1,84 4,60
15|R-P 6,69 2,00 4,69 6,54 1,69 4,84
16|P-R 6,37 1,88 4,50 7,09 2,14 4,94
17|P-R 6,97 2,13 4,84 6,52 1,86 4,66
18|P-R 6,83 1,80 5,03 6,62 2,04 4,58
19|P-R 6,58 1,70 4,88 6,70 2,12 4,58
20|P-R 6,70 2,04 4,66 7,16 2,30 4,85
X 20 6,64 1,88 4,76 6,62 1,91 4,72
X10(R-P) 6,61 1,88 4,73 6,53 1,86 4,67
X10 (P-R) 6,67 1,88 4,78 6,72 1,95 4,77
Criteria:

Rs (R-P) = 4,73-4,67=0,06
Rs (P-R)=4,78-4,77=0,01
Abs= 0,06-0,01=0,05 <2
logx(R)= 6,64>5
logx(P)= 6,62>5

logz (P), logz (R) >3

Validation conditions of neutralizer and methods have been satisfied

Annex date: 17.04.2024

Authorized by: Izabela Kobylecka, Senior Analyst Specialist, Cosmetics Microbiology Laboratory

Approved by: Marzena Bogdaniuk, Cosmetology Laboratory Director (the qualified electronic signature)

This annex may not be copied in part without the prior written permission of J.S. Hamilton Poland Sp. z 0.0. The responsibility of J.S. Hamilton Poland Sp. z o.0. is limited solely to the data issued in its original.
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HAMILTON

ANNEX NO. 1 TO THE TEST REPORT NO 167489/24/INT

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

volunteer log RF difference difference
R P R-P high to low Range +/-
1 4,48 4,81 -0,33 0,51 1
2 4,89 4,58 0,32 0,45 2
3 4,94 4,73 0,21 0,32 3
4 4,71 4,79 -0,08 0,30 4
5 4,52 4,34 0,18 0,27 5
6 4,62 5,11 -0,49 0,22 6
7 4,78 4,27 0,51 0,21 7
8 4,67 4,84 -0,17 0,18 8
9 4,94 4,98 -0,04 0,18 9
10 4,91 4,87 0,04 0,09 10
11 4,75 4,54 0,22 0,04 11
12 4,63 473 -0,10 -0,04 -12
13 4,82 473 0,09 -0,08 -13
14 4,87 4,60 0,27 -0,10 -14
15 4,69 4,84 -0,15 -0,15 -15
16 4,50 4,94 -0,45 -0,17 -16
17 4,84 4,66 0,18 -0,19 -17
18 5,03 4,58 0,45 -0,33 -18
19 4,88 4,58 0,30 -0,45 -19
20 4,66 4,85 -0,19 -0,49 -20
sum of ranks (+): 66
sum of ranks (-): 144

Annex date: 17.04.2024
Authorized by: Izabela Kobylecka, Senior Analyst Specialist, Cosmetics Microbiology Laboratory

Approved by: Marzena Bogdaniuk, Cosmetology Laboratory Director (the qualified electronic signature)
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HAMILTON

ANNEX NO. 1 TO THE TEST REPORT NO 167489/24/INT

Table 5. SORTING OF INDIVIDUAL DIFFERENCES AND COMPUTATION FOR HODGES-LEHMANN 97,5%
UPPER CONFIDENCE LIMITS FOR THE DIFFERENCE IN Ig BETWEEN R-P

0,51] 0,45 0,32] 0,30] 0,27] 0,22] 0,21] 0,18] 0,18]
1 0,51 0,51
2 0,45 0,48 0,45
3 0,32 0,41 0,38 0,32
4 0,30 0,40 0,37 0,31 0,30
5 0,27 0,39 0,36 0,29 0,28 0,27
6 0,22 0,36 0,33 0,27 0,26 0,24 0,22
7 0,21 0,36 0,33 0,26 0,25 0,24 0,21 0,21
8 0,18 0,35 0,32 0,25 0,24 0,22 0,20 0,19 0,18
9 0,18 0,34 0,32 0,25 0,24 0,22 0,20 0,19 0,18 0,18
10 0,09 0,30 0,27 0,20 0,19 0,18 0,15 0,15 0,14 0,04
11 0,04 0,28 0,25 0,18 0,17 0,16 0,13 0,13 0,11 0,02
12 -0,04 0,23 0,20 0,14 0,13 0,11 0,09 0,08 0,07
13 -0,08 0,22 0,19 0,12 0,11 0,09 0,07 0,06
14 -0,10 0,20 0,17 0,11 0,10 0,08 0,06
15 -0,15 0,18 0,15 0,08 0,07 0,06
16 0,17 0,17 0,14 0,07 0,06
17 -0,19 0,16 0,13 0,06
18 -0,33 0,09 0,06
19 -0,45 0,03
20 -0,49

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 0,24 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.

Annex date: 17.04.2024
Authorized by: Izabela Kobylecka, Senior Analyst Specialist, Cosmetics Microbiology Laboratory

Approved by: Marzena Bogdaniuk, Cosmetology Laboratory Director (the qualified electronic signature)
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Nordic Tersus

Laboratory

Test report No. 125024hd

EVALUATION OF FUNGICIDAL OR YEASTICIDAL ACTIVITY OF DISINFECTANTS AND
ANTISEPTICS USED IN THE MEDICAL AREA (EN 13624)

Name of the product*:

Batch number*:
Order number:

Manufacturer*:

Client, representative™®:

Date of delivery:

Test material conditions:

Storage conditions:

Active substance — conc.*:

Appearance of the product:

Test concentration:

Contact time:

Interfering substance:

Neutralizer:
Rinsing liquid:

Test organisms:

Testing method:

Testing period:
Results:

Interpretation and conclusion:

* - Data provided by the customer

DISINFECTANT “GAMADEZ”
15.02.2024

20272

Ecochim-Grup SRL

Ecochim-Grup SRL; Academician lachim Grosul 4, MD-2028, Chisinau,
MOLDOVA; Mr. Evgeny, ecochim.marketing@gmail.com
12.03.2024

No specific features, sample in the manufacturers tare
In room temperature, dark

Ethyl alcohol 72%, Isopropyl alcohol 1%

Transparent, colourless liquid

80%, 50%, 10%

30 seconds and 90 seconds

3 g/l bovine albumin solution + 3 ml/l sheep blood erythrocytes (dirty
conditions)

Tryptone 1 g/l + NaCl, 9 g/I

Candida albicans ATCC 10231
Aspergillus brasiliensis ATCC 16404

EVS-EN 13624:2021

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

03.04.2024 —24.04.2024
look appendix 1-2

look appendix 3

Kerda Treksler
Microbiologist
Date of test report: 24.04.2024

Nordic Tersus Laboratory OU
Jalgimae tee 17

76406, Tanassilma, Harjumaa, Estonia
Reg. no.: 12561442

Tel: +372 503 0197

info@ntl.ee

EN ISO/IEC 17025
L263




Nordic Tersus

L aboratory

DISINFECTANT “GAMADEZ"

EVS-EN 13624:2021
Test report no. 125024hd

TEST RESULTS (yeasticidal suspension test)

EVS-EN 13624:2021; Phase 2,

Membrane filtration method

step 1

Product diluent: Glass-Distilled water
Appearance of product solutions: Transparent, colourless liquid
Rinsing liquid: Tryptone 1 g/l + NaCl 9 g/I

Test organism: Candida albicans ATCC 10231
Test temperature: +20° C; Incubation temperature: +30°C

Interfering substance: 3 g/l bovine albmin solution + 3 ml/I sheep blood erythrocytes (dirty

conditions);

Nordic Tersus Laboratory LLC.
Date of test: 03.04.2024
Responsible person: Kerda Treksler

Validation and controls

Appendix 1

Validation suspension Ny, Experimental conditions (A) Filtration control (B) Method validation (C)
Ve Ve X Ve Ve X Ve Ve X Ve Ve X
51 47 49 31 41 36 41 48 44.5 43 32 37.5

30 < % Nyo <1607 x Ais 2 0.5 % Nyo? %Bis>05% Nyo? %Cis20.5% Nyo?
yes x; No o yesx;noo yes x; No O yes x; No O
Test suspension and test
Testsuspension: N Ve Ve Zwm =1.55 X 107’ lOgN =7.19
107° 149 161 = : =
N and No No N/10, IOgNo 6.19
106 16 15 6.17< logNp<6.70; yes X; no 0
Experimental results
Concentration
Dilution Na log Contact o
of the ;roduct step Va | Ve (=5*10) Na logR time Conditions
(V]
80.0% - <14 | <14 <140 <2.15 | >5.04 30 sec Dirty
50.0% - >165 | >165 | >1650 >3.22 | <2.97 30 sec Dirty
10.0% - >165 | >165 >1650 >3.22 | <2.97 30 sec Dirty
80.0% - <14 | <14 <140 <2.15 | >5.04 90 sec Dirty
50.0% - >165 | >165 >1650 >3.22 | <2.97 90 sec Dirty
10.0% - >165 | >165 >1650 >3.22 | <2.97 90 sec Dirty

Explanations:

Ve = count per ml {one plate or more)
%X = average of Ve and Ve (1. + 2. Duplicate)
N = cfu/ml microbes in testsuspension
No = cfu/ml at the start of the contact time (t=0)
Ny = cfu/ml in the validation suspension (t=0)

Na = surviving microbes after the test
R =reduction factor (R= No/ Na,; LogR=LogNo - Log Na)

The test results apply to the tested sample only.
All the components of this test report are recognized as a portion of a complete report. The test report shall not be reproduced except in

full, without approval of the laboratory.
N-7/29-v9
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Nordic Tersus

Laboratory

DISINFECTANT “GAMADEZ”

EVS-EN 13624:2021
Test report no. 125024hd

TEST RESULTS (yeasticidal suspension test)

EVS-EN 13624:2021; Phase 2, step 1
Membrane filtration method
Product diluent: Glass-Distilled water
Appearance of product solutions: Transparent, colourless liquid
Rinsing liquid: Tryptone 1 g/l + NaCl 9 g/I
Test organism: Aspergillus brasiliensis ATCC 16404

Test temperature: +20° C; Incubation temperature: +30°C

Interfering substance: 3 g/l bovine albmin solution + 3 mi/I sheep blood erythrocytes (dirty

conditions);

Nordic Tersus Laboratory LLC.
Date of test: 22.04.2024
Responsible person: Kerda Treksler

Validation and controls

Appendix 2

Validation suspension Ny, Experimental conditions (A) | Filtration control (B) Method validation (C)
Ve Ve X Ve Ve X Ve Ve X Vet Ve X
30 30 30 41 51 46 58 62 60 49 45 47

30 <% Ny <1607 XAis 205X Ny? XBis20.5% Ny? XxCis20.5% Ny?
yes x; N0 O yesx; noo yes x; No O yesx; non
Test suspension and test
Testsuspension: N Ve Ve Zwm =1.62 x 107; logN = 7.21
10® 169 158 = . =6.
N and No No N/lO, |OgNo 6.21
10® 12 18 6.17< logNp<6.70; yes X; no o
Experimental results
Concentration _—
of the product Dilution Ve Ve _[\la log logR Co.n tact Conditions
% step (=x*10) Na time

80.0% - <14 | <14 <140 <2.15 | >4.06 30 sec Dirty
50.0% - >165 | >165 >1650 >3.22 | <2.99 30 sec Dirty
10.0% - >165 | >165 >1650 >3.22 | <2.99 30 sec Dirty
80.0% - <14 | <14 <140 <2.15 | >4.06 | 90sec Dirty
50.0% - >165 | >165 >1650 >3.22 | <2.99 90 sec Dirty
10.0% - >165 | >165 >1650 >3.22 | <2.99 90 sec Dirty

Explanations:

Ve = count per ml (one plate or more)

X =average of V¢ and Ve (1. + 2. Duplicate)

N

= cfu/ml microbes in testsuspension

No = cfu/ml at the start of the contact time (t=0)

NVO
Na =

cfu/ml in the validation suspension (t=0)
surviving microbes after the test

R =reduction factor (R= No/ Na, LogR=LogNo - Log Na)

The test results apply to the tested sample only.
All the components of this test report are recognized as a portion of a complete report. The test report shall not be reproduced except in
full, without approval of the laboratory.

N-7/29-V9
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' e DISINFECTANT “GAMADEZ”

Nordic Tersus EVS-EN 13624:2021
LEbhorakeity Test report no. 125024hd
Appendix 3

Interpretation:

The ready to use product DISINFECTANT “GAMADEZ"” (batch no. 15.02.2024) was tested according to
the test method EVS-EN 13624:2021. The test was performed at 20 °C + 1 °C, under dirty conditions
with the contact time of 30 seconds and 90 seconds. The membrane filtration method was used for
testing the product’s effectiveness against the reference strains Candida albicans ATCC 10231 and
Aspergillus brasiliensis ATCC 16404. Under dirty conditions the sample of the ready to use product was
effective against all the reference strains tested within 30 seconds.

Conclusion:

The surviving count of fungicidal reference strains showed at least 4lg reduction meaning that according
to EVS-EN 13624:2021 under dirty conditions the sample of the ready to use product DISINFECTANT
“GAMADEZ" has a fungicidal effect against all the reference strains tested within 30 seconds.

The results apply exclusively to the tested sample of the product with batch no. 15.02.2024.

.......................................

erda Treksler
Microbiologist
Date of test report: 24.04.2024

The test results apply to the tested sample only.

All the components of this test report are recognized as a portion of a complete report. The test report shall not be reproduced except in
full, without approval of the laboratory.

N-7/29-V9
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Instituto Valenciano de Microbiologia
Masia El Romeral f;m
Ctra. Bétera — San Antonio de Benagéber, Km 0,3
46117 Bétera (Valencia) ENAC
Tel. 96 169 17 02

. . . . . ENSAYO
e-mail: ivami(@ivami.com IS0 17025

N°648 / LE1286

WwwWw.lvami.com
CIF B-96337217

Test with the certificate of GLPs
(Good Laboratory Practices)
No. 2/23-C.VAL. General Directorate of
Pharmacy and Medical Devices of the Health
Department of the Valencian Region. Spain

Efficacy assay for surgical hands disinfection,
with the product “Disinfectant «GamaDez»”.
(EN 12791: 2016 + A1: 2017 Standard)

Report
Registration No.: D/24/B0435.
1. Laboratory identification ............................ Instituto Valenciano de Microbiologia
S.L.
2. Client identification ....................................... ECOCHIM - GRUP S.R.L.
Address .....................ciiiiiiiiiiii i ieiiieeeeeee. Republic of Moldova, Ungheni,

str.Nationala 119, MD-3603.

3. Sample identification (information provided by the client)

e Name of the product ..............ccoeinininnn... Disinfectant «GamaDez».

e Batch number .............coevviiieiiieiiininnnnn, Not indicated.

e Expirationdate ..............c...oeeiniiviinenene.. 2027/07/08.

e Manufacturer/supplier ............ccoeveveinnnnnn. ECOCHIM — GRUP S.R.L.

e Storing conditions ................eceviiiiinnnnn.. Not indicated.

e Active compound/s and its

CONCENTTAtION/S ...uvvieieiiiei e, Ethyl alcool 72%, CAS 64-17-5 and

CE 200-578-6; Isopropyl alcohol 1%,
CAS 67-63-0, CE 200-661-7.

o Condition for use ...........oeovvvierieriennannnnn. Surgical hand disinfection.

e Requested test concentration..................... Pure.

IVAMI is not responsible for client-supplied information. This information is not
covered by the ENAC accreditation.

DESIN-2053-b //EN 12791: 2016 + A1: 2017  Version 8 (2022-12-02) Page 1 of 18
Registration No.: D/24/B0435 Instituto Valenciano de Microbiologia



4. Information about sample reception

e Date of reception of the sample ................. 2024/07/09.
e Date of reception of order with test
CONAItIONS .vvvttetie e 2024/07/09.
e Aspect of the received sample ................... Transparent liquid received in plastic
packaging.

5. Method of assay and its validation

EN 12791: 2016 + A1: 2017 Standard.
Validation following EN 13727: 2012 + A2: 2015 and EN 13624: 2021 Standards.

6. Composition of the neutralizer and results of its validation performed by the
suspension assay for phase 2/step 2

e Neutralizer .........ccoooviiiiiiiiiiin.. 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 bisulfite 2.5
g/L, soya lecithin 7 g/L, polysorbate-80 5 g/L, glycine 1 g/L, l-histidine 1 g/L and saponin
30 g/L.

7. Experimental conditions

e Period of assay (including prior

preparation of the strain) ...................... 2024/07/21 to 2024/08/08.
e Diluentused......................................  Notapplicable.
e Concentration of the product in the assay.. Pure.
e Aspect of product dilutions ................... Not applicable.
e Time/s of contact ....................ccceeeeeee.. 90 seconds.
e Temperature/s of the assay ................... +20°C + 1 °C.
e Stability of the mixture ........................ Notapplicable.
e Temperature of incubation ................... +36°C £ 1 °C.

8. Description of method of use of “P” (product of assay)

o Volume .....oooviiiiiiiii 6 mL (2 x 3 mL).
e Duration of contact .....................oeeell 90 seconds (2 x 45 seconds).
e Method of application ......................... 2 applications of ready to use product, 3 mL

for each application (6 mL total). 45 seconds
for each application (90 seconds total). Pre-
wetting is not required. Rinsing off the product
is not required.

DESIN-2053-b //EN 12791: 2016 + A1: 2017  Version 8 (2022-12-02) Page 2 of 18
Registration No.: D/24/B0435 Instituto Valenciano de Microbiologia



9. Ciriteria according to Guideline EN 12791: 2016+ A1: 2017

To comply with the EN 12791 standard, the mean reduction for immediate effect and 3 h effect
of a product shall at least be not statistically 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 statistically superior to that
achieved by the reference product.

Statistical analysis is performed to calculate the higher limit of the unilateral 97.5% confidence
interval of Hodges-Lehman for the difference of the reduction logarithms between the reference
product (RP) (a 60% aqueous solution [v:v] of propanol-1), and the product of assay (PP), to
calculate the inferiority hypothesis of the assay product with respect to the reference product
(60% propanol-1). If the result obtained is superior or equal to 0.75 for the immediate effect, or
0.85 for the effect at 3 hours, the activity of the assay product is lower than the reference
product (RP). If the result obtained is inferior to 0.75 or 0.85 for the immediate and 3 hours
effect, respectively, the activity of the assay product is not inferior to the reference product.

To demonstrate additionally a sustained effect (long-term effect), a statistical evaluation with
the Wilcoxon test with a value of P = 0.01 must be performed and demonstrate that the mean
reduction for the 3 h effect of a product (PP) is superior to that achieved by the reference
product (RP).

10. Results of the controls and their validation

o Validation .......oooveiiiii . See tables 8, 9, 10, 11 and 12.
e Results of the controls and their
validation........ooevee i, All controls and their validation were

within their basic limits.

DESIN-2053-b /EN 12791: 2016 + A1: 2017  Version 8 (2022-12-02) Page 3 of 18
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11. Conclusion

The product of assay Disinfectant «GamaDez», batch not indicated, when it is pure
(100%), and applying a total volume of 6 mL for 90 seconds, in two applications (3 mL
every 45 seconds), has a value of the upper limit of the 97.5% confidence interval lower
than 0.75 and consequently, it can be concluded that the mean reduction for the
immediate effect of the test product is not statistically significantly lower than that
obtained with the reference product and, therefore, it complies with the requirements of
the rule for immediate effect. At 3 hours, it has value of the upper limit of the 97.5%
confidence interval lower than 0.85, consequently, it can be concluded that the mean
reduction for the effect at 3 hours of the test product is not statistically significantly
lower than that obtained with the reference product and, therefore, it complies with the
requirements of the standard for the effect 3 hours after application, when tested
according to EN 12791: 2016 + A1: 2017 standard.

The test product Disinfectant «GamaDez», batch not indicated, is suitable for use as a
product for surgical hand disinfection in accordance with EN 12791: 2016 + Al: 2017
standard.

The test product Disinfectant «GamaDez», batch not indicated, does not show sustained
effect (long-term effect), since the average reduction obtained with the test product for
the effect after 3 hours after application is not statistically significantly higher than that
obtained with the reference product after 3 hours. hours of application, when tested
according to EN 12791 :2016 +A1:2017 standard.

Note: the results obtained correspond to the sample received in the laboratory.

Use of the ENAC mark: The ENAC “mark” can only be used by the holder of the
accreditation. Its use in packaging, installations, shop windows, advertising or other
documentation format other than that issued by the accredited entity (IVAMI) is not
allowed.

Bétera (Valencia), August 22, 2024.

GARCIA DE LOMAS
LATIN, JAIME (FIRMA)

Signed. Jaime Garcia de Lomas.
Responsible Technician
(Investigator)

DESIN-2053-b //EN 12791: 2016 + A1: 2017  Version 8 (2022-12-02) Page 4 of 18
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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.

MONTOYA VIECO,
ESTEBAN BERMUDEZ,
ELENA (FIRMA) ENCARNACION PILAR (FIRMA)

Signed. Elena Montoya. Signed. Encarnacion Esteban.
Responsible for the Laboratory Area Technical Director

(Study Director) (Quality Assurance Director)
References

e EN 12791: 2016 + A1: 2017. Antiseptics and chemical disinfectants. Surgical disinfection
of hands. Method of assay and requirements (phase 2/step 2).

e EN 13727: 2012 + A2: 2015. Chemical antiseptics and disinfectants. Quantitative
suspension test for the evaluation of bactericidal activity in the medical area. Test method
and requirements (Phase 2. stage 1).

e EN 13624: 2021. Chemical antiseptics and disinfectants. Quantitative suspension test for
the evaluation of fungicidal or yeasticidal activity in Medicine. Test method and
requirements (phase 2. stage 1).
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Experimental results for “RP” (Reference Product) and “PP” (Product of assay).
Table 1.- Reference surgical hands disinfection procedure — experimental results.

Product: Reference (propanol-1 60%, concentration in volume).
Date of the experiment: First assay, subjects 17 to 24, date 2024/07/23.
Second assay, subjects 1 to 8, date 2024/07/30.
Third assay, subjects 9 to 16, date 2024/08/06.
Application: Number of 3 mL volumes aliquots required to maintain the hands wet for 3
minutes.

. Number of UFC per plate of dilution 10*
Voluntarios Final
Initial counts inal counts
N° t Immediate 3 hours

OA (App.) -1 -2 -3 | Pure -1 -2 | Pure -1 -2

I;g,' 13) ‘3‘;‘“ 3;8 >3i0 3(7)3 >330 | 318 | 34 | >330 |>330| 46

I;g,' 23) im :;g >23939° 13352 >330 | 164 | 18 | >330 |>330| 253

II){P;{ 33 pmn {3300 230 130 o350 15330 | 115 | >330 |>330 | 58
3h |>330(|>330| 54

S| 4y [Rmy 2330123301 203 | o330 | 5330 | 261 | 5330 | 262 | 28
sh | >330 | >330 | 131

PP 5@y pom 2330123300 312 330 | g31 | 15 | 5330 |>330| 248
3h | >330 | >330 | 292

I}g o5) nm>3301>3301 107 5330 15330 | 300 | 5330 |>330| 269
3h | >330|>330| 211

o e fam (>3301>3300 370 Sa50 15330 | 52 | 5330 | 5330 | 147
3h | >330 | >330 | 191

I;g,' g o >3301>3301 57 o330 | 291 | 32 | »330 |>330 | 210
3h | >330 | 249 | 28

l;g,' o3 nm>3301>3301 88 330 |5330| 169 | 5330 |>330| 275
sh | >330 330 | 175

T oy (o >3301>3300 108 ) Sag0 | ag | 6 | 5330 | 121 | 14
sh | >330 | 330 | 142

1;5,' L) Pmm{>3301>3301 164 1 335 15330 | 86 | >330 |>330 | 257
3h | >330 | 330 | 242

W ay [ >330/1>3300 2800 Sa50 | 205 | 25 | >330 [>330| 46
3h | >330 | 330 | 303

W s fnm>3301302 137 S350 15330 | 50 | »330 | 133 | 16
3h | >330 | >330 | 46

II;I;' L) Pmm (330123301 1920 335 15330 | 104 | 5330 |>330 | 302
3h | >330 | >330 | 269

PP- | (g, pinm | >330>3300 317 5335 | 5330 | 115 | 330 |>330 231

RP 3h | >330|>330| 250

DESIN-2053-b /EN 12791: 2016 + A1: 2017  Version 8 (2022-12-02) Page 6 of 18
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T ey (o >3301>3300 275 ) sa50 | 1gs | 21 | >330 |>330 | 283
3h | >330|>330 | 296

%1;,' 1) Pmm 7330123301 1720 330 | 90p | 22 | 5330 | 70 | 9
3h |>330|>330]| 201

%1;,‘ 1) Amm{ 330123301 160 1 335 | 94 | 11 | 5330 |>330 | 269
3h | >330 | >330| 174

S| toy pm{>3301>330 ) 100 a3 | 434 | 16 | 5330 | 5330 | 303
3h | >330 | >330 | 146

I;,l;,‘ 203y pnm >3301>3301 294 | S350 15330 | 160 | >330 | >330 | 315
3h | >330|>330]| 315

S | 21y [mmo 733012330 67 o330 | 208 | 24 | 5330 | 5330 277
3h | >330(>330| 71

};Ill‘ pozy pm >3301>3301 302 | 5330 | 5330 | 188 | >330 | >330 | 308
3h | >330|>330| 285

S| 2y [mmd 73300190120 60 | 35 | s | 5330 | 238 | 27
3h | >330(>330| 44

S | 2qqy [mm 7330123301296 | o330 | 60 | 9 | 5330 | 251 | 28
3h | >330 | >330 | 320

N°: Volunteer number; App: Number of product applications; OA: Order of application;

RP: Reference; PP: Test product. t: time; imm: immediate; h: hours.
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Table 2.-Surgical hand disinfection procedure with the test product.

Product: Test product (PP): Disinfectant «GamaDez».
Date of the experiment: First assay, subjects 9 to 16, date 2024/07/23.

product is not required.

Second assay, subjects 17 to 24, date 2024/07/30.
Third assay, subjects 1 to 8, date 2024/08/06.
Application: 2 applications of ready to use product, 3 mL for each application (6 mL total).
45 seconds for each application (90 seconds total). Pre-wetting is not required. Rinsing off the

Subject Number of UFC per plate of dilution 10*
Initial counts - Final counts
N° t Immediate 3 hours
OA -1 -2 -3 | Puro -1 -2 |Puro -1 -2
1;’)' | Hnm [ >3301>3301 108 1 335 | 175 | 21 | >330 |>330| 49
3h | >330]|>330]| 320
Il;l; , [ | >3301>3301 72 f 335 | 330 | 257 | 330 |>330] 285
3h | >330 [ >330 | 296
1;};' , [om [>3301>3301 68 1 335 | 59 | 8 | 330 |>330| 75
3h | >330|>330| 57
1;1;' , [ |>3301>3301 189 f 335 | 133 | 14 | »330 |>330] 258
3h | >330|>330| 148
1;1;' 5 inm | >3301>3301 304 | 335 | 5330 | s0 | »330 |>330] 292
3h | >330|>330| 221
l;g; g nm | >3301>3301 247 | 334 | 5330 | 208 | >330 | 330 268
3h |>330|>330]| 128
1;{?})— ,  [inm | >3301>330 1270 | 335 | 5330 | 285 | »330 |>330] 315
3h |>330|>330| 188
1;{};)— g nm |>3301>330 1 118 | 335 | 5330 | 321 | »330 |>330] 265
3h | >330|>330 | 68
1;{}})— o inm | >3301>3301 287 | 335 | 5330 | 287 | >330 |>330| 264
sh | >330[>330] 312
Il;f;' jo Hom | >3301>3301 103 f 335 | 5330 | 97 | »330 |>330] 231
sh | >330[>330] 121
I};I;' jy  om | >3301>3301 269 f 335 | 5330 | 270 | >330 | 330 318
sh | >330 | >330 | 292
I};I;' |, Hom | >3301>3301 315 f 335 15330 | 287 | 330 |>330| 324
sh | >330 | >330 | 282
I};I;' 13 pom | >3301>3301 159 | 335 15330 | 142 | 330 |>330 | 224
3h |>330|>330| 51
I;f;; 14 om | >3301>3301 260 f .33 | 5330 | 282 | >330 | >330| 308
3h | >330 [>330 | 271
Pp- | [inm | >330>330 | 303 | 335 | 560 | 33 | >330 |>330| 230
RP 3h | >330 | >330 | 263
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11){1;' 1 m | >3301>330 1 277 33 | 5330 | 289 | »330 |>330] 255
3h | >330 | >330| 158

%1;,' |, o | >3301>3301 87 f 335 |5330| 71 | 330 |>330] 253
3h >330 | >330 | 139

%1;,‘ g Hnm | >3301>3301 57 | 335 | 166 | 23 | 330 |>330] 270
3h >330 | >330 | 136

%1;,’ |g [nm | >3301>3301 103 | 335 | 5330 | 51 | 330 [>330] 295
3h >330 | >330 | 253

};1;,‘ 5o im | >330>330 ) 301 f 335 15330 314 | 330 |>330 | 255
3h >330 | >330 | 128

};II))‘ 5, im | >330)>330 ) 161 | 335 | 5330 | 252 | 330 |>330 | 279
3h | >330 | 330 158

1;11:‘ ,, |im |>330>330) 318 | 335 | 1330 285 | 330 |>330 | 199
3h >330 | >330 | 308

};II))‘ 5y im | >330)>330 ) 180 | 335 | 1330 | 280 | 330 |>330 | 201
3h | >330 | >330| 296

I;II))‘ 54 im | >330)>3301 278 | 335 | 1330 | 306 | 330 |>330 | 273
3h | >330 330 315

N°: Volunteer number; App: Number of product applications; OA: Order of application;

RP: Reference; PP: Test product. t: time; imm: immediate; h: hours.
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Table 3.- List of logarithm values used and logarithm of the reduction factors of the
experimental results with the reference product (propanol-1 60%, concentration in
volume)

. Immediate effect Effect at 3 hours
Subject No. and sequence

Log x log y log z log x logy log z
1 PP>RP 5.48 3.51 1.97 3.85 3.66 0.19
2 PP->RP 5.12 3.22 1.90 448 4.40 0.08
3 PP->RP 441 4.06 0.35 4.73 3.76 0.97
4 PP->RP 5.31 4.42 0.89 5.12 3.42 1.70
5 PP->RP 5.49 3.12 2.37 547 4.39 1.08
6 PP->RP 5.03 448 0.55 5.32 4.43 0.89
7 PP->RP 5.14 3.72 1.42 5.28 4.17 1.11
8 PP->RP 4.76 347 1.29 4.40 4.32 0.08
9 PP->RP 4.94 4.23 0.71 5.24 4.44 0.80
10 PP->RP 5.02 2.68 2.34 5.15 3.09 2.06
11 PP->RP 5.21 393 1.28 5.38 4.41 0.97
12 PP->RP 5.45 3.32 2.13 5.48 3.66 1.82
13 PP->RP 4.49 3.70 0.79 4.66 3.13 1.53
14 PP->RP 5.28 4.02 1.26 543 4.48 0.95
15 PP->RP 5.50 4.06 1.44 5.40 4.36 1.04
16 PP->RP 5.44 3.27 2.17 5.47 4.45 1.02
17 RP->PP 5.24 3.31 1.93 5.30 2.85 2.45
18 RP->PP 5.20 2.97 2.23 5.24 4.43 0.81
19 RP->PP 5.00 3.13 1.87 5.16 448 0.68
20 RP->PP 5.47 4.20 1.27 5.50 4.50 1.00
21 RP->PP 4.83 3.32 1.51 4.85 4.44 0.41
22 RP->PP 5.48 4.27 1.21 5.45 4.49 0.96
23 RP->PP 4.28 2.43 1.85 4.64 3.38 1.26
24 RP->PP 5.47 2.78 2.69 5.51 3.40 2.11
X 5,13 3.57 1.56 5.10 4.02 1.08
S 0,36 0.58 0.63 0.44 0.55 0.62

N 24 24 24 24 24 24
X (PP-RP) 5,11 3.53 1.58 5.02 4.03 0.99
S (PP-RP) 0,37 0.59 0.62 0.47 0.52 0.65

N (PP-RP) 16 16 16 16 16 16
X (RP-PP) 4,94 3.65 1.52 5.28 4.00 1.27
S (RP-PP) 0,54 0.52 0.63 0.27 0.61 0.47

N (RP-PP) 8 8 8 8 8 8
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y = Logarithm of the initial value. S = Standard deviation.

Log x = Logarithm of the initial value. X = Overall mean of log x; log y; log z
Log
Log z = Logarithm of reduction factor. N = Number of values (= subjects) in each column.
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Table 4.- List of logarithm values and logarithms of the reduction factors of the
experimental results with the test product.

. Immediate effect Effect at 3 hours

Subject No. and sequence Log x log y log log x log y log z
1 PP>RP 5.03 3.25 1.78 5.51 3.69 1.82
) PP>RP 4.86 4.41 0.45 5.47 4.45 1.02
3 PP->RP 4.83 2.77 2.06 4.76 3.88 0.88
4 PP>RP 5.28 3.13 2.15 5.17 4.41 0.76
5 PP->RP 5.48 3.70 1.78 5.34 4.47 0.87
6 PP>RP 5.39 4.47 0.92 5.11 4.43 0.68
7 PP>RP 5.43 4.45 0.98 5.27 4.50 0.77
8 PP>RP 5.07 4.51 0.56 4.83 4.42 0.41
9 PP>RP 5.46 4.46 1.00 5.49 4.42 1.07
10 PP>RP 5.01 3.99 1.02 5.08 4.36 0.72
1 PP>RP 5.43 4.43 1.00 5.47 4.50 0.97
" PP>RP 5.50 4.46 1.04 5.45 451 0.94
13 PP>RP 5.20 4.15 1.05 4.71 4.35 0.36
14 PP>RP 5.41 4.45 0.96 543 4.49 0.94
15 PP>RP 5.48 3.43 2.05 542 4.36 1.06
16 PP->RP 5.44 4.46 0.98 5.20 441 0.79
17 RP>PP 4.94 3.85 1.09 5.14 4.40 0.74
18 RP->PP 4.76 3.24 1.52 5.13 4.43 0.70
19 RP->PP 5.01 3.71 1.30 5.40 4.47 0.93
20 RP->PP 5.48 4.50 0.98 5.11 4.41 0.70
21 RP->PP 5.21 4.40 0.81 5.20 4.45 0.75
- RP>PP 5.50 4.45 1.05 5.49 4.30 1.19
23 RP->PP 5.26 4.45 0.81 5.47 4.30 1.17
24 RP->PP 5.44 4.49 0.95 5.50 4.44 1.06
X 5.25 4.07 1.18 5.26 4.37 0.89
S 0.24 0.54 0.46 0.24 0.19 0.29

N 24 24 24 24 24 24
X (PP-PP) 5.19 3.99 1.20 5.24 4.34 0.90
S (PP-PP) 0.26 0.61 0.51 0.23 0.23 0.32

N (PP-PP) 16 16 16 16 16 16
X (RP-RP) 5.37 4.23 1.14 5.28 4.43 0.86
S (RP-RP) 0.17 0.37 0.37 0.27 0.07 0.23

N (RP-RP) 8 8 8 8 8 8
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Log y = Logarithm of the initial value.

Log x = Logarithm of the initial value.

Log z = Logarithm of reduction factor.

X = Overall mean of log x; log y; log z
S = Standard deviation.

N = Number of values (= subjects) in each column.

Table 5.-Individual differences of the decimal logarithms of the reduction factors
between RP and PP for the “immediate effect” and the “3 hours effect”.

Logio for immediate effect Logio for 3 hours effect
Subject N°. RP PP Dilifl‘jflﬁ'l‘fe RP PP Diliflfflﬁ‘l‘fe

1 1.97 1.78 0.19 0.19 1.82 -1.63
2 1.90 0.45 1.45 0.08 1.02 -0.94
3 0.35 2.06 -1.71 0.97 0.88 0.09
4 0.89 2.15 -1.26 1.70 0.76 0.94
5 2.37 1.78 0.59 1.08 0.87 0.21
6 0.55 0.92 -0.37 0.89 0.68 0.21
7 1.42 0.98 0.44 1.11 0.77 0.34
8 1.29 0.56 0.73 0.08 0.41 -0.33
9 0.71 1.00 -0.29 0.80 1.07 -0.27
10 2.34 1.02 1.32 2.06 0.72 1.34
11 1.28 1.00 0.28 0.97 0.97 0.00
12 2.13 1.04 1.09 1.82 0.94 0.88
13 0.79 1.05 -0.26 1.53 0.36 1.17
14 1.26 0.96 0.30 0.95 0.94 0.01
15 1.44 2.05 -0.61 1.04 1.06 -0.02
16 2.17 0.98 1.19 1.02 0.79 0.23
17 1.93 1.09 0.84 2.45 0.74 1.71
18 2.23 1.52 0.71 0.81 0.70 0.11
19 1.87 1.30 0.57 0.68 0.93 -0.25
20 1.27 0.98 0.29 1.00 0.70 0.30
21 1.51 0.81 0.70 0.41 0.75 -0.34
22 1.21 1.05 0.16 0.96 1.19 -0.23
23 1.85 0.81 1.04 1.26 1.17 0.09
24 2.69 0.95 1.74 2.11 1.06 1.05
X 1.56 1.18 0.38 1.08 0.89 0.19
S 0.63 0.46 0.83 0.62 0.29 0.73
N 24 24 24 24 24 24
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Table 6.- Calculation of the confidence limit of 97.5% using the Hodges-Lehmann
method for the “immediate effect”.

Ordination

RP-PP 1.74 145 132 1.19 1.09 1.04 084 0.73 0.71 0.70 0.59 0.57
1 1.74 1.74
2 1.45 1.60 1.45
3 1.32 1.53 1.39 1.32
4 1.19 147 132 126 1.19
5 1.09 142 127 121 1.14 1.09
6 1.04 1.39 125 1.18 1.12 1.07 1.04
7 0.84 1.29 1.15 1.08 1.02 097 094 0.84
8 0.73 1.24 1.09 1.03 096 091 0.89 0.79 0.73
9 0.71 1.23 1.08 1.02 095 090 0.88 0.78 0.72 0.71
10 0.70 1.22 1.08 1.01 095 090 087 0.77 0.72 0.71 0.70
11 0.59 1.17 1.02 096 0.89 0.84 0.82 0.72 0.66 0.65 0.65 0.59
12 0.57 1.16 1.01 095 0.88 0.83 0.81 0.71 0.65 0.64 0.64 0.58 0.57
13 0.44 1.09 095 0.88 0.82 0.77 0.74 0.64 0.59 0.58 0.57 0.52 0.5l1
14 0.30 1.02 0.88 0.81 0.75 0.70 0.67 0.57 0.52 0.51
15 0.29 1.02 0.87 0.81 0.74 0.69 0.67 0.57 0.51
16 0.28 1.01 0.87 0.80 0.74 0.69 0.66 0.56 0.51
17 0.19 097 0.82 0.76 0.69 0.64 0.62 0.52
18 0.16 095 0.81 0.74 0.68 0.63 0.60
19 -0.26 0.74 0.60 0.53
20 -0.29 0.73 0.58 0.52
21 -0.37 0.69 0.54
22 -0.61 0.57
23 -1.26
24 -1.71

Critical value 82: 0.74
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Table 7.- Calculation of the confidence limit of 97.5% using the Hodges-Lehmann
method for the “3 hours effect”.

Ordination

RP-PP 1.71 134 1.17 1.05 094 0.88 0.34 030 023 021 021 0.11
1 1.71 1.71
o) 1.34 1.53 1.34
3 1.17 1.44 126 1.17
4 1.05 1.38 1.20 1.11 1.05
5 0.94 1.33 1.14 1.06 1.00 0.94
6 0.88 1.30 1.11 1.03 0.97 091 0.88
7 0.34 1.03 0.84 0.76 0.70 0.64 0.61 0.34
8 0.30 1.01 0.82 0.74 0.68 0.62 0.59 0.32 0.30
9 0.23 0.97 0.79 0.70 0.64 0.59 0.56 0.29 0.27 0.23
10 0.21 096 0.78 0.69 0.63 0.58 0.55 0.28 026 022 021
11 0.21 0.96 0.78 0.69 0.63 0.58 0.55 0.28 0.26 0.22 021 0.21
12 0.11 091 0.73 0.64 0.58 0.53 0.50 0.23 0.21 0.17 0.16 0.16 0.11
13 0.09 0.90 0.72 0.63 0.57 0.52 049 0.22 0.20 0.16 0.15 0.15 0.10
14 0.09 0.90 0.72 0.63 0.57 0.52 049 0.22 020 0.16 0.15 0.15 0.10
15 0.01 0.86 0.68 0.59 0.53 048 045 0.18 0.16 0.12 0.11 0.11
16 0.00 0.86 0.67 0.59 0.53 047 044 0.17 0.15 0.12 0.11 0.11
17 -0.02 0.85 0.66 0.58 0.52 046 043 0.16 0.14 0.11
18 -0.23 0.74 0.56 047 041 036 0.33
19 -0.25 0.73 0.55 046 040 0.35 0.32
20 -0.27 0.72 0.54 045 0.39 034 0.31
21 -0.33 0.69 0.51 042 036 0.31 028
22 -0.34 0.69 0.50 042 0.36 030 0.27
23 -0.94 0.39 020 0.12
24 -1.63

Critical value 82: 0.53
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Evaluation of the prolonged effect - Results of the statistical treatment of the data by
means of the unilateral Wilcoxon signed-rank test.

To carry out the statistical test, the raised hypotheses are:

Ho: There is not a significant difference between the log reduction obtained with the PP and
the RP at 3 hours.

Hi: The log reduction, obtained with PP for the effect after 3 hours, is significantly higher
than the reduction obtained after 3 hours with the RP.

e C(ritical value for unilateral test with p = 0.01 for 24 pairs with differences # 0 (table 8):
69.

e Value of the statistic W obtained when comparing the logarithmic reduction after 3 hours
of PP and RP: 98.5.

Since the obtained statistic W (98.5) is higher than the tabulated critical value (69), the null
hypothesis (Ho) is accepted and it is considered that the reduction obtained with the test
product for the effect after 3 hours, is not significantly higher than the reduction obtained
after 3 hours with the reference product, therefore, the test product does not show a
prolonged effect.

Table 8.- Wilcoxon contrast of the ranges with signs for the paired samples: critical
values for the lower sums of the ranges with sign (+) or (-) at different signification
values.

Number of pairs with Signification values
differences # 0 P=0.025 P=10.01 2P=0.01
Unilateral Unilateral bilateral
23 73 62 54
24 81 69 61
25 89 76 68
26 98 84 75
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Table 8.-Validation and controls with Escherichia coli K12 (CECT 433 = NCTC 10538).

Suspension of Control of Control of Validation of the
validation (Nwy) experimental neutralizer (B) method (C)
conditions (4) Pure
Ver 89 | X=91 |[Va 90 X= |Va 91 X= |Va 86 | X=280
Vex 93 Vo 85 | 875 [va 86 | 885 [ya 74
30<Xof M <160? | XofAdis>0.5Xof XofBis>0.5Xof XofCis>0.5 X of
Nvo? Nvo or Nvg/1.000? Nvo?
Yes Yes Yes Yes
. X=98
Suspension of | o) b 102 | 30 < X of Nvs/1.000 <
validation (Nvp)
160? Yes

Table 9.- Validation and controls with Pseudomonas aeruginosa (CECT 116 = ATCC

15442).
Suspension of Control of Control of Validation of the
validation (Nwy) experimental neutralizer (B) method (C)
conditions (4) Pure
Vel 59 | X= Vea 52 X= |Va 55 | X=52|Va 54 | X=51
Ver 50 945 [Va 47 | P35 [Va 49 Vo 48
30<Xof M <160? | XofAis>0.5Xof Xof Bis>0.5 X of Xof Cis>0.5 Xof
Nvo? Nvo or Nvg/1.000? Nvo?
Yes Yes Yes Yes
. X=59
Suspension of
validation (Nvp) Ver 62 Vex 56 | 30 <X of Nvp/1.000 <
160? Yes

Table 10.- Validation and controls with Staphylococcus aureus (CECT 239 = ATCC

6538).
Suspension of Control of Control of Validation of the
validation (Nwy) experimental neutralizer (B) method (C)
conditions (4) Pure
Vel 63 | X=62 |Va 56 X= |Va 59 | X=58|Va 44 X=
Vex 61 Vo 51 | 533 [Va 57 Ve 41 | 925
30<Xof Mo<160? | XofAis>0.5Xof XofBis>0.5 Xof Xof Cis>0.5 Xof
Nvo? Nvo or Nvg/1.000? Nw?
Yes Yes Yes Yes
Suspension of = oo, s3] 30 <X)§f:]\?vl '/51 000 <
. . 1 2 > B/ 1. =
validation (Nvp) 1607 Yes
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Table 11.- Validation and controls with Enterococcus hirae (CECT 4081 = ATCC

10541).
Suspension of Control of Control of Validation of the
validation (Vvo) experimental neutralizer (B) method (C)
conditions (4) Pure
Vel 51 | X= Ve 50 | X=48 |Va 41 X= |Va 39 | X=37
Ver 44 14135 Wa 46 Ve 48 | M5 [va 35
30<Xof Mvo<160? | XofAdis>0.5Xof XofBis>0.5Xof Xof Cis>0.5 Xof
Nwo? Nvo or Nvg/1.000? Nvo?
Yes Yes Yes Yes
Suspension of )\, g, Ver 50 | 30 <X(§]z\f§ 2/1 000 <
. . 1 2 = B/ 1. =
validation (Nvp) 1607 Yes

Table 12.- Validation and controls with Candida albicans (CECT 1394 = ATCC 10231).

Suspension of Control of Control of Validation of the
validation (/Vvo) experimental neutralizer (B) method (C)
conditions (4) Pure
Vel 69 | X= Vel 61 X= |Va 62 | X=61|Va 56 X=
Ver 64 065 |Va 68 | 045 [va 60 Ve 49 | 525
30<Xof Mvo<160? | XofAis>0.5Xof XofBis>0.5Xof XofCis>0.5 X of
Nvo? Nvo or Nvg/1.000? Nwo?
Yes Yes Yes Yes
Suspension of Ver 710 Ver 61 |30< X)gfzi\?‘i/sl 000 <
validation (Nvp) 1607 Yes

Explanations:

Ve = counts per mL (one or more plates).
X =measurement of Ve1 and Vez (duplicate 1 + 2)
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Nordic Tersus

Laboratory

Test report No. 134024hd

EVALUATION OF MYCOBACTERICIDAL ACTIVITY (EN 14348)

Name of the product*:
Batch number*:

Order number:
Manufacturer*:

Client, representative™®:

Date of delivery:
Test material conditions:
Storage conditions:

Active substance — conc.*:

Appearance of the product:

Test concentration:
Contact time:
Interfering substance:
Neutralizer:

Rinsing liquid:

Test organisms:

Testing method:

Testing date:

Results:

Interpretation and conclusion: Look appendix 3

* - Data provided by the customer

DISINFECTANT “GAMADEZ”
15.02.2024

20272

Ecochim-Grup SRL

Ecochim-Grup SRL; Academician lachim Grosul 4, MD-2028, Chisinau,
MOLDOVA; Mr. Evgeny, ecochim.marketing@gmail.com
12.03.2024

No specific features, sample in the manufacturers tare
In room temperature, dark

Ethyl alcohol 72%, Isopropyl alcohol 1%

Transparent, colourless liquid

80%, 50%, 10%

30 seconds

3 g/l bovine albumin solution + 3 ml/| sheep blood erythrocytes (dirty
conditions)

Tryptone 1 g/l + NaCl, 9 g/I

Mycobacterium terrae ATCC 15755
Mycobacterium avium ATCC 15769

EVS-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
(phase 2, step 1)

12.04.2024 - 03.05.2024
Look appendix 1-2

Kerda Treksler
1 Microbiologist
Date of issue: 03.05.2024

Nordic Tersus Laboratory OU
Jalgimae tee 17

76406, Tanassilma, Harjumaa, Estonia
Reg. no.: 12561442

Tel: +372 503 0197

info@ntl.ee
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Nordic Tersus

L aboratory

DISINFECTANT “GAMADEZ”

EVS-EN 14348:2005
Test report no. 134024hd

TEST RESULTS (suspension test)

EVS-EN 14348:2005; Phase 2, step 1
Membrane filtration method
Product diluent: Glass-distilled water

Appearance of product solutions: Transparent, colourless liquid

Test organism: Mycobacterium avium ATCC 15769

Test temperature: +20° C; Incubation temperature: +37 £ 1°C
Interfering substance: 3 g/l bovine albmin solution + 3 ml/l sheep blood erythrocytes
Nordic Tersus Laboratory LLC.

Date of test: 12.04.2024
Responsible person: Kerda Treksler

Validation and controls

Appendix 1

Validation suspension Ny,

Experimental conditions (A)

Filtration control (B)

Method validation (C)

Ve Ve X Ve Vez X Ve Ve X Ve Ve X
122 139 130.5 157 165 161 177 145 161 164 160 162
30 <X Nyo <1607 XAis20.5%Ny? xBis=0.5% Ny? xCis20.5% Ny?
yes X; no O yes X; no o yes X; nono yes X; no o

Test suspension and test
TestSUSpenSiOﬂ: N Ver Ve Zwm = 5.00 x 109’ |ogN =9.70
107 >330 >330 = . =
N and No No = N/10; logNy =8.70
108 58 42 8.17< logNp<8.70; yes X; no O

The test results apply to the tested sample only.

All the components of this test report are recognized as a portion of a complete report. The test report shall not be reproduced except in
full, without approval of the laboratory

N-7/29-V9
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Experimental results Experimental results

Concentration Dilution lo Contact
of the product Ve Ve 6 logR . Conditions
% step Na time
10° <14 | <14
80.0% 101 <14 | <14 | <2.15 | >6.55 30 sec Dirty
10 <14 | <14
102 <14 | <14
10° >660 | >660
50.0% 101 >660 | >660 | >4.82 | <3.88 30 sec Dirty
102 >660 | >660
103 >660 | >660
10° >660 | >660
10.0% 10 >660 | >660 | >4.82 | <3.88 30 sec Dirty
102 >660 | >660
103 >660 | >660

Explanations:

Ve = count per ml (one plate or more)
%X =average of Vg and Ve (1. + 2. Duplicate)
N = cfu/ml microbes in testsuspension

No = cfu/ml at the start of the contact time (t=0)

Ny = cfu/ml in the validation suspension (t=0)
Na = surviving microbes after the test

R = reduction factor (R= No/ Na, LogR=LogNy - Log Na)

The test results apply to the tested sample only.

All the components of this test report are recognized as a portion of a complete report. The test report shall not be reproduced except in

full, without approval of the laboratory
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TEST RESULTS (suspension test)

EVS-EN 14348:2005; Phase 2, step 1

Membrane filtration method

Product diluent: Glass-distilled water
Appearance of product solutions: Transparent, colourless liquid
Test organism: Mycobacterium terrae ATCC 15755

Test temperature: +20° C; Incubation temperature: +37 £ 1°C
Interfering substance: 3 g/l bovine albmin solution + 3 ml/l sheep blood erythrocytes
Nordic Tersus Laboratory LLC.
Date of test: 12.04.2024
Responsible person: Kerda Treksler

Validation and controls

Appendix 2

Validation suspension N

Experimental conditions (A)

Filtration control (B)

Method validation (C)

Ve Ve X Ve Ve X Vo Ve X Vo Ve X
34 26 30 36 37 36.5 42 37 39.5 32 49 40.5
30 £ X Nyo <1607 XAis20.5% Ny? XBis>0.5% Ny? XCis20.5% Ny?
yes X; no o yes X; no O yes X; no o yesX;non

Test suspension and test
Testsuspension: N Ve Ve Swm = 1.52 x 10% logN = 9.18
107 108 198 = : =
N and No No = N/10; logNy =8.18
108 11 18 8.17< logNp<8.70; yes X; no 0

The test results apply to the tested sample only.
All the components of this test report are recognized as a portion of a complete report. The test report shall not be reproduced except in

full, without approval of the laboratory

N-7/29-V9

416




Nordic Tersus

Laboratory

DISINFECTANT “GAMADEZ”

EVS-EN 14348:2005
Test report no. 134024hd

Experimental results

Concentration Dilution log Contact
of the product Ver Ve logR ) Conditions
% step Na time
10° <14 | <14
80.0% 10 <14 | <14 | <215 | >6.03 | 30sec Dirty
102 <14 | <14
103 <14 | <14
10° >660 | >660
50.0% 101 >660 | >660 | >4.82 | <3.36 30 sec Dirty
107 >660 | >660
103 >660 | >660
10° >660 | >660
10.0% 1071 >660 | >660 | >4.82 | <3.36 30 sec Dirty
102 >660 | >660
103 >660 | >660

Explanations:

Ve = count per ml (one plate or more)
% =average of Ve and Ve (1. + 2. Duplicate)
N = cfu/ml microbes in testsuspension

No = cfu/ml at the start of the contact time (t=0)

Nyo = cfu/ml in the validation suspension (t=0)
Na = surviving microbes after the test

R = reduction factor (R= No/ Na; LogR=LogNy - Log Na)

The test results apply to the tested sample only.

All the components of this test report are recognized as a portion of a complete report. The test report shall not be reproduced except in

full, without approval of the laboratory
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Test report no. 134024hd

Appendix 3
Interpretation:

The ready to use disinfection product DISINFECTANT “GAMADEZ” (batch no. 15.02.2024) was tested
according to the test method EVS-EN 14348:2005. The test was performed at 20 °C + 1 °C, under dirty
conditions during the contact time of 30 seconds. The membrane filtration method was used for testing
the product’s effectiveness against the reference strains Mycobacterium terrae ATCC 15755 and
Mycobacterium avium ATCC 15769. Under dirty conditions the tested ready to use product was effective
against all the reference strains tested within 30 seconds.

Conclusion:

The surviving count of mycobacterial reference strains showed at least 4 Ig reduction meaning that
according to EVS-EN 14348:2005 under dirty conditions the sample of the ready to use product
DISINFECTANT “GAMADEZ"” has mycobacterial activity within 30 seconds.

The results apply exclusively to the tested sample of the product with batch no. 15.02.2024.

This is the end of the test report.

/ Kerda Treksler
Microbiologist
Date of issue: 03.05.2024

The test results apply to the tested sample only.
All the components of this test report are recognized as a portion of a complete report. The test report shall not be reproduced except in
full, without approval of the laboratory
N-7/29-V9
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