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CERTIFICAT
DE INREGISTRARE DE STAT

Digitally signed by Poiata Cristian l N
Date: 2025.09.10 14:25:38 EEST b

Reason: MoldSign Signature :al Y ! II | B-0282/2025

Location: Moldova j
[MOLDOVA EUROPEANA ] 05.09.2025

Denumirea comerciala a produsului in Republica Moldova
Servetele umede dezinfectante "Bio-Dez"
Alte denumiri comerciale

IL. Date de identificare ale solicitantului (numele, adresa, tara)
S.R.L. "ECOCHIM-GRUP", Republica Moldova, r-nul Ocnita, or. Otaci, str. Vasilii Voitovici, 21,
7106
III.  Date de identificare a producatorului (numele, adresa, tara)
S.R.L. ECOCHIM-GRUP S.R.L., str. Nationala 119, or. Ungheni, Republica Moldova,
IV.  Date de identificare a produsului
1. Categoria de produs biocid
1.1. Grupa principala 1
1.2. Tip de produs 1,2,4

Certificatul de inregistrare este valabil pana la data: 16.09.2029.

In conformitate cu Hotardrea Guvernului nr. 344 din 10.06.2020 s-a decis ca urmatorul produs biocid
poate fi fabricat sau comercializat si utilizat in republica Moldova. Conform prevederilor legislatiei in
vigoare.

Orice modificare a datelor de identificare a produsului biocid, duce in mod automat la
anularea certificatului de inregistrare.

DlreCtor adJunCt Digitally signed by Gustiuc Vasile

Date: 2025.09.05 10:42:02 EEST
Reason: MoldSign Signature
Location: Moldova

MOLDOVA EUROPEANA

Digitally signed by Crestinov Evghenii
Date: 2025.09.05 16:10:28 EEST
Reason: MoldSign Signature
Location: Moldova

MOLDOVA EUROPEANA




Anexa 1
la certificatul nr. B-0282/2025 din 05.09.2025 pentru inregistrare de stat a
produsului biocid

L Denumirea comerciala a produsului in Republica Moldova
Servetele umede dezinfectante "Bio-Dez"

VL Date privind substanta(ele) activa(e) a produsului

Denumirea chimica (IUPAC, ISO sau alte) Cantitatea in

Nr. CE Nr. CAS
produs

Alcool etilic

200-578-6 64-17-5 72-76%

Benzalconium chloride

270-325-2 68424-85-1 0,024-0,029%

VII. Forma de conditionare

servetele

VIII. Modul de ambalare (tipul, capacitatea)
recipient din polimer dens, ambalaje moi sau individuale/capacitate 1-200

IX. Domeniul si aria de utilizare
1. Domeniul de utilizare Dezinfectante. Igiena umana. Dezinfectante si algicide
care nu sunt destinate aplicarii directe a oameni sau
animale. Produse alimentare si hrana pentru animale.
2. Aria de aplicare Dezinfectarea mainilor, suprafetelor, materialelor,
echipamentelor si mobilierului in institutiile medicale, in
domeniul sanitar, birouri si scoli. Dezinfectarea
echipamentelor, recipientelor, ustensilelor de consum,
suprafetelor sau conductelor folosite pentru productia,
transportul, depozitarea sau consumul produselor
alimentare sau a hranei pentru animale.
X. Eficacitate
Metoda de
Activitatea testare/protocolul de Specia/tulpina Concentratii Timp de actiune
testare
EN Pseudomonas 100%, 2x7 ml 2x45 sec.
12791:2016+A1:2017 aeruginosa,
Staphylococcus
aureus,

Bactericida in
conditii de
murdarie

Enterococcus hirae,

Escherichia coli
K12,

Candida albicans

Bactericida in
conditii de
murdarie

PN-EN 1499:2013-07

EcoliK12 | 100% | 30 sec.

Bactericida in
conditii de
murdarie

PN EN 1276:2019-12

Escherichia coli, 80%, 50% 60 sec.
Pseudomonas

aeruginosa,

Staphylococcus
aureus,

Enterococcus hirae




Bactericida in

. EN 1500:2013 Escherichia coli 100%/3mlx1 60 sec.
conditii de K12
murdarie
UNE-EN 14561:2007 Pseudomonas 100% 60 sec
L aeruginosa,
Bactericida in Staphylococcus
conditii de aureus,
murdarie
Enteroccus hirae
PN-EN 13697+A1:2019- Staphylococcus 100%; 50% 60 sec
08 aureus,
Enterococccus
Bactericida in hirae,
conditii de
murdarie Pseudomonas
aeruginosa,
Escherichia coli
EN Pseudomonas 97%, 80%, 50% 60 sec.
13727:2012+A2:2015 aeruginosa,
Staphylococcus
aureus,
Enterococcus hirae,
Bacter%c.{da . Escherichia coli
conditii de
murdarie K12,
Staphylococcus
aureus MRSA,
Enterococcus
faecium
Bactericida in | EN 16615:2015 Pseudomonas 100% 60 sec.
conditii de aeruginosa
murdarie
Fungicidi in g?-EN 13697+A1:2019- Aspergillus 100%, 50% 60 sec.
conditii de b'I‘aSIheI?SlS,
murdarie Candida albicans
Fungicida in EN 13624:2022 ACandi%? albicans, 97% 90 sec.
conditii de spergiiius
murdarie brasiliensis
Fungicida/Lu | PN-EN Candida albicans, 80%: 50% 60 sec.
vuricida in 1650:2008+A1:2013-08 Aspergillus
conditii ,de brasiliensis
murdarie
Levuri'c.i'dé in | EN 16615:2015 | Candida albicans 100% | 60 sec.
conditii de
murdarie
Levuricida in | EN 14562:2007 | Candida albicans 100% | 60 sec

conditii de

2




murdarie

Levuricidd in | EN 13624:2014

1S Candida albicans | 80%, 50% 60 sec.
conditii de
murdarie
Levuricida/F | EN 14562:2007 Candida albicans, 100% 90 sec.
ungicida in Aspergillus
conditii de brasiliensis
murdarie
Micobacterici | UNE-EN 14563:2009 Mycobacterium 100% 60 sec.
da/Tuberculo avium,
cida in Mycobacterium
conditii de terrae
murdarie
Micobacterici [ EN 14348:2005 Mycobacterium 80%; 50% 60 sec.
da/Tuberculo avium,
cidd in Mycobacterium
conditii de terrae
murdarie
UNE-EN Poliovirus type 1, 80% 60 sec.
Virucidd in | 14476:2014+A2:2019 Adenovirus types5,
conditii de
murdarie Murine norovirus
XI. Indicatii de utilizare
Metoda de aplicare Concentratia solutiei de lucru | Timpul de actiune
dezinfectia mainilor | 30-60 sec.
prin stergerea suprafetelor si instrumentelor | 60-90 sec.
medicale
XII. Etichetarea produsului biocid
Simboluri si indicarea pericolelor PERICOL
Fraze de risc (R) si/sau R7: Poate provoca un incendiu.
Pictograme de pericol (H)
Fraze de prudenta (S) si/sau S2: A nu se lasa la indemana copiilor.
Fraze de precautie (P)
XIII. Categoria de utilizatori
Profesionali, Populatie, Industriali,
XIV. Recomandari/restrictii privind protectia sanatatii si a factorilor de mediu




. HAMILTON

REPORT OF ANALYSIS No. 60362/23/ROBCH

Client Sample number:
ECOCHIM-GRUP SRL 60362/23/ROBCH
OR. UNGHENI, STR. NATIONALA 119 Sample description (according to declaration of Client)
- REPUBLICA MOLDOVA Dezinfectant Universal "Bio-Dez"
Lot: -

Data fabricatiei: 05.08.2023

Data expirare: 05.08.2026

Data receptiei probei: 23.08.2023
Cantitate prelevata:500 ml

Responsabil prelevare: Cristinov Alexandr
Ora receptiei probei: 12:30

Temperatura receptie proba: 17°C

Sample received: 24.08.2023 Sample condition with no objections

Tests performed: 30.08.2023

Tests completed: 30.10.2023 Order of 24.08.2023

Report dated: 30.10.2023 Sampling and delivery were carried out by client.

Test Method Unit Result

Test method performed by the
subcontractor; the results are taken in
full from the test report No D/23/
UNE-EN 14476:2014 + A2:2019 - V0259, issued by the subcontractor.
The results of the analysis are listed
starting with enclosure No1l to report
of analysis.

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

Digitally signed by Crestinov Evghenii
Date: 2025.09.05 16:10:11 EEST
Reason: MoldSign Signature
Location: Moldova

MOLDOVA EUROPEANA

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

Laboratory: Bucuresti 041914, sos. Berceni nr.8

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

* Test method accredited # Test performed by external provider

@ Non accredited methods Page 1/1 PGL 09 F 01 Ed. 1 Rev. 3
e

J.S. Hamilton Romania S.R.L.
8 Berceni Street, 041914 Bucharest, Romania, tel. +40 21 634 10 81

bucharest@hamilton.com.pl, www.hamilton.com.pl
A.N.S.V.S.A. Authorization no 115 from 18.06.2018




HAMILTON
ROMANIA

ENCLOSORE NO. 1 SUBCONTRACTED TESTS TO REPORT OF ANALYSIS NO 60362/23/ROBCH

A) IDENTYFICATION OF THE SAMPLE

Name of the product/Details about the product

DEZINFECTANT UNIVERSAL "BIO-DEZ"
Manufacturer(supplier): Ecochim-Grup
Condition of wuse: Instrument disinfection,
disinfection, hygienic handrub.

surface

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

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

Concentration ordered for the assay

80

B) TEST METHOD

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

Report D/23/V0259. 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 “Dezinfectant Universal “Bio-Dez”
(EN 14476: 2013 + A2: 2019 Standard)

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).

Testing method

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

C) INFORMATION ABOUT SAMPLE RECEPTION

Date of reception of the sample

2023/08/30

Date of reception of order with test conditions

2023/09/04.

Aspect of the received product

Blue transparent liquid in plastic container with identification
label.

D) EXPERIMENTAL CONDITIONS

Assay period 2023/09/06 to 2023/09/21.
Assay temperature 37°C+1°C
Titration method TCID50

(Tissue Culture Infective Dose 50%).

Product concentrations for the assay

80%, 50% and 0.1%

Contact time

60 seconds

Contact temperature

20°C+1°C

Procedure to stop product cytotoxicity

Molecular sieving (< 4 columns).

Procedure to stop product activity

Cooling with ice

Solvent of the product used in the assay

Sterile distilled water

Aspect of the dilutions of the product Transparent
Stability of the mixture (interfering substance and product
diluted in sterile hard water/distilled water) Stable

Interfering substance

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

Identification of the origin of viral stains and number of passes

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 passes)

Vero, ref: FTVE, working aliquot 4, passages 18 21, 22 and
25.

Raw 264.7, Public Health England, working aliquot 4,
passages 18, 21 and 25

Laboratory: Bucharest 041914, 8 Berceni Street.

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

Enclosore no. 1 subcontracted tests

PGL 09 F 04 Ed. 1 Rev. 0

Page 1 of 13

Date: 27.10.2023
Authorized by: Mariana llinca, Manager of Microbiological laboratory

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




H{ HAMILTON
ROMANIA
ENCLOSORE NO. 1 SUBCONTRACTED TESTS TO REPORT OF ANALYSIS NO 60362/23/ROBCH

Validation of assav results
Poliovirus type 1 (ATCC VR-192)

Titre of the viral suspension for the virus control (at the requested test time)
—  DARY COMATIONS ..o log 1070
CytotomiCity JEVEL (B0Y8) o oo e log 1020

Maximum level of vimis inactivation detectable (difference between the titre of the viral
suspension and the cviotoxicity level):
—  DARY COMATIONS ..o log 10779

Adenovirus type 5 (ATCC VE-5)

Titre of the viral suspension for the virus control (at the requested test time)
—  DARY COMATIONS ..o log 10752
CytotomiCity JEVEL (B0%8) - e log 1020

Maximum level of vims inactivation detectable (difference between the titre of the wviral
suspension and the cytotoxicity level):
— DAY COMATIONS ..o e log 10752

Murine Norovirus (strain 599 Berlin)
Titre of the viral suspension for the virus control (at the requested test time)

— DAY COMATIONS ..o e log 1082
CytotomICITy JEVEL (B0%8) - oo e log 1020

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

— DAY COMATIONS ..o log 1077
Reference test (formaldehvde 1.4%)
Cytotoxicity level of formaldehyde 0.7% ..o log 10720
Viral quantification in the reference test (formaldelvde) after 60 minutes and with
POlIOVITUS TVPE Lo log 107
Viral quantification in the reference test (formaldelyde) after 60 mimutes and with i
AGEIOVITUS TVPE 5 oo s s e s e e log 10727
Viral quantification in the reference test (formaldelyde) after 60 mimutes and with
MUGNE NOTOVIIES ..o e log 107

Laboratory: Bucharest 041914, 8 Berceni Street.
The results relate to the analyzed samples only. The enclosore cannot be reproduced partially without a prior written consent of J.S. Hamilton Romania S.R.L.
Responsibility of J.S. Hamilton Romania is restricted exclusively to the results and statements presented in original copy of the enclosore.
*Test method accredited # Test performed by subcontractor. @ Non accredited methods.
JS. HAMILTON ROMANIA S.R.L.
8 Berceni Street, 041902 Bucharest, Romania
Tel.+40 21 634 10 81 bucharest@hamilton.com.pl, www.hamilton.com.pl
Enclosore no. 1 subcontracted tests PGL 09 F 04 Ed. 1 Rev. 0
Page 2 of 13

Date: 27.10.2023

Authorized by: Mariana Ilinca, Manager of Microbiological laboratory

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



H{ HAMILTON
ROMANIA

ENCLOSORE NO. 1 SUBCONTRACTED TESTS TO REPORT OF ANALYSIS NO 60362/23/ROBCH

Confidence interval

Titre of vims with 95% confidence interval with Poliovimus type 1 (at the requested

test time)

—  Dirty conditionS ... log 10-730=037
Titre of wvirus with 95% confidence inferval with Adenovimus type 5 (at the
requested test tume)

—  Dirty conditionS ... log 10-882=041
Titre of wvimus with 93% confidence interval with Murine Norovirus (at the
requested test tume)

—  Dirty conditions ... oo log 107832=04
Reduction with the confidence interval of 95% . Seetables 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 sample log 10823
— Viral quantification of Poliovirus type 1 with cells treated by the test solution with the
testsample ., log 1075
—  Viral quantification of Adenovirus type 5 with cells not treated by the test solution with
the test sample ... log 1074
—  Viral quantification of Adenovirus type 5 with cells treated by the test solution with the
PBSt SAMIDIE .. e, log 10°87%
—  Viral quantification of Murine Norovirus with cells not treated by the test solution with
the test SamPle ... log 10-%46
Viral quantification of Murine Norovirus with cells treated by the test solution with the
test SAMIPLE o e log 1077%¢

Note: only can be used to determine the infectivity of cells, those dilutions which: a)
show a low degree of cellular destruction (<0 25% of cell monolayer) and b) produce a
reduction of the fitle 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 sample ... log 10741
— WViral quantification of Poliovirus type 1 exposing the virus to the test sample and
incubated 30 minutes ondce bath ... log 10°5%*
—  Viral quantification of Adenovirus type 5 after 30 minutes on bath ice without exposing
the virus to the test sample ... log 1077%
—  Viral quantification of Adenovirus type 5 exposing the vimus to the test sample and
incubated 30 minutes ondee bath ... log 1055

Laboratory: Bucharest 041914, 8 Berceni Street.
The results relate to the analyzed samples only. The enclosore cannot be reproduced partially without a prior written consent of J.S. Hamilton Romania S.R.L.
Responsibility of J.S. Hamilton Romania is restricted exclusively to the results and statements presented in original copy of the enclosore.
*Test method accredited # Test performed by subcontractor. @ Non accredited methods.
JS. HAMILTON ROMANIA S.R.L.
8 Berceni Street, 041902 Bucharest, Romania
Tel.+40 21 634 10 81 bucharest@hamilton.com.pl, www.hamilton.com.pl
Enclosore no. 1 subcontracted tests PGL 09 F 04 Ed. 1 Rev. 0
Page 3 of 13

Date: 27.10.2023

Authorized by: Mariana Ilinca, Manager of Microbiological laboratory

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



H{ HAMILTON
ROMANIA

ENCLOSORE NO. 1 SUBCONTRACTED TESTS TO REPORT OF ANALYSIS NO 60362/23/ROBCH

— Viral quantification of Murine Norovirus after 30 minutes on bath ice without exposing
the virus to the test sample log 10785

— Viral quantification of Murine Norovirus exposmg the virus to the test sample and
incubated 30 mimutes ondce bath ... log 10777

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

Special remarlks
— All controls and validation were between the basic limits.

— To be accepted the assay. at least one concentration of the product mmst show a log

reduction equal or higher than 4 log, and af 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 %

WVirus of assay and virncidal activity
80%; 50% 0.1%

Poliovims =7.00=037 TCIDs 2.84+0.56 TCID= 0.01 =049 TCID=y
type 1 Shows Does not show Dioes not show

- = 6.32=0.41 TCIDs 5.07=048 TCIDw 0.07 =048 TCIDs
Adenovirs type 5 Shows Shows Dioes not show

Murine N . =7.82 =042 TCIDyy 5.58+0.56 TCID= 0.08 £0.54 TCIDw
urine Norovirus Shows Shows Does not show

Vimcidal activity exists when the titre of virus shows a reduction = 4 log.
TCIDsg: Tissue Culture Infections Dose 50%.

9.2 Tables of results and graphics

See tables 1 to 6 and figures 1 to 3.

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

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

Enclosore no. 1 subcontracted tests PGL 09 F04 Ed. 1 Rev.0

Page 4 of 13
Date: 27.10.2023

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



H{ HAMILTON
ROMANIA

ENCLOSORE NO. 1 SUBCONTRACTED TESTS TO REPORT OF ANALYSIS NO 60362/23/ROBCH
Conclusion

The product “Dezinfectant Universal “Bio-Dez”, batch 60362/723/F0BCH, at 80%
concentration, under dirty conditions (bovine serum albumin 3 gL and ervthrocyies 3
mL/L). requested by the client and during 60 seconds of comfact time and 20°C of
femperature, shows activity against Poliovirus fype 1, Adenovirus type 5 and Murine
Norovirus, when the activity is assaved according with the EN 14476: 2013 + A2: 2019
Standard.

Therefore, the disinfectant tested shows general virucidal activity at 80% concentration,
when the activity 15 assayved according with the EN 14476: 2013 + A2: 2012 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 mdicated".

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

Page 5 of 13
Date: 27.10.2023

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



H{ HAMILTON
ROMANIA
ENCLOSORE NO. 1 SUBCONTRACTED TESTS TO REPORT OF ANALYSIS NO 60362/23/ROBCH

Table 1. Results of activity of the test sample with Poliovirus tvpe 1 (ATCC VE-192)
under test conditions requested by the client.

Reduction
. . . ~ with the
Assay C once- Interfering | C ytoto- logip TCIDsp confidence
- tration substance | mcity after... ) ]
level interval of
0 60 30 60 a5 %y
80%: 0.50 - 0.50 - - =T7.00=037
JgLBSA+
Test sample 0% 3ml/L 0.50 - 4.66 - - 284=056
erythrocytes
0.1% 0.50 749 001049
JgLBSA+
Virns control NA 3ml/L NA 758 750 - - NA
erythrocytes
e
Formaldehyde Eh‘(; NA 050 | NE | NE 499 | 3.08 NA
Virus control 0.7% \ , - ~an
formaldelyde |  (w-v) NA NA 758 NE NE 7.32 NA

Control of sensitivity of cells to virus (difference between decimal logarithm of titre using treated
and nntreated cell) ... log109®

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 fest
oL PR log10®#

NA: not applicable; NE: not realized.

Times recommended by Standard for surfaces: maxinmm 5 or 60 minmntes.

Times recommended by Standard for instruments: maccinmm 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.

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

Laboratory: Bucharest 041914, 8 Berceni Street.
The results relate to the analyzed samples only. The enclosore cannot be reproduced partially without a prior written consent of J.S. Hamilton Romania S.R.L.
Responsibility of J.S. Hamilton Romania is restricted exclusively to the results and statements presented in original copy of the enclosore.
*Test method accredited # Test performed by subcontractor. @ Non accredited methods.
JS. HAMILTON ROMANIA S.R.L.
8 Berceni Street, 041902 Bucharest, Romania
Tel.+40 21 634 10 81 bucharest@hamilton.com.pl, www.hamilton.com.pl
Enclosore no. 1 subcontracted tests PGL 09 F 04 Ed. 1 Rev. 0
Page 6 of 13

Date: 27.10.2023

Authorized by: Mariana Ilinca, Manager of Microbiological laboratory

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



H{ HAMILTON
ROMANIA

ENCLOSORE NO. 1 SUBCONTRACTED TESTS TO REPORT OF ANALYSIS NO 60362/23/ROBCH

Table 2. Results of the activity of the test sample, with Poliovirus type 1 (ATCC VE-192)
{Assay of titration with 12 wells), under test conditions requested by the client.

. 1 Dilufions 1002E
As Concen- | Interfering Time of tutions (log10)
say . —ubstance | COTMECE
fraton M (sec/min) 1 2 3 4 5 [ 7 8 9 10
0000 | 000D | D0DD 0000 | DOD | OO0 | 00D
BO%e 60 sec | 0000 | 000D [ OODOOD 0000 | 0000 | 0000 | 0000 | MR | KR | NR
0000 | 000D | OO0DD 0000 | DOD | OO0 | 00O
3 g1 B3A 1T | 4435 | 4338 | 3340 | 000D | 0200 | 0000
Test zample 50% +3ml/T | 60sec | 4424 | 4444 4424 ) 0403 | 3010 | 0000 | 0000 | MR | KR | NRE
ervihrocyias 494 | 49e | a9 | 930 (0020 0000 | OO0
- ) 4444 | 444 -4 4444 | 42448 | 4444 | 3241 | 0000 | 0000
0.1% 60 sec | 4434 | 2443 | 4499 | 2994 | 2845 | 4444 | 0344 [ 0200 | 0000 | NR
4444 | 2444 ) 444 4444 | 4242 ] 4444 | 3032 | 0001 [ 0000
3gLB3A 000 | 0o0d | o000 | oooo |ooo0| oooo | Odod
Crytotoxicrty B0%% +3mLT MNA 0000 | 000D | D0DD 0000 | (D00 | OO | 0000 | NE | WE. | NE
ervihrocyies 0000 | D000 | ODOD | 0000 | 0000 | o000 | 0000
4444 | 444 -4 4444 | 42448 4484 | 3244 | 0000 | 0000
321Bsa | 0 4454 | 4434 | 4454 | 4484 45| 4934 (3021|0220 | 0000 | MR
Virus control NA +'3 mLL 4454 | a448 | 444 4449 | 4242 | 4424 | 304= | 0003 | 0000
) - 4444 | 2444 | 4 4444 | 4248 | 4424 [ 320< [ 0010 [ 0000
ervthrooytes | g0 cec | 4454 | 4442 | g4t | 4gm4 | 4aa0) gas | 4300 | 0000 | 0000 | WE
4444 | 2444 ) 444 4449 | 4442 ] 4444 [ 0233 | 2020 [ 0000
4444 | 2444 | 4 4444 | 030 | 0000 | 000D
0 nun | 4424 | 2444 | 4424 4444 | 2004 | 0020 [ 000D | WE | WE | NE
Formal- 0.7% MA 4444 | 2444 ) 444 4449 | 4030 | 000 | D0
dehvde (W) 457 | 2449 | 0302 | O0O0 | 0000 | 0000 | 0000
) 60 min | 4424 | 2444 | 34 0000 | 00D | OO [ 0000 | NE | WE. | NE
4444 | 2444 ) D002 OLOO | (D00 | 00 | 00
Conirol of 0.7% 3 gL BSA 0000 | 0000 | 0000 | OBOD | 0000 | 0000 | 0000
formaldehyde | +3mlL | MA | om0 [oo00| opoo | oooD | 000D | 0000 | M0 | MR | R | NR
evtotoxieity (w=v) ervthrooytes 0000 | 0000 [ 0000 | 0000 | 0000 | 0000 | 0000
4444 | 2444 444 4449 | 424 ] 4424 | 032D 1000 | 0000 [ 0000
Virgs control 0 | 44a | asse| san | ogasy |asaef dase | 0044 | 2000 | 0000 | 000D
1 ) 0.7% 4444 | 2444 ) 4444 4444 | 4242 ] 4444 | 4342 [ 3020 | 0000 | O0oD
formal- () MA T35 | 2433 | 433 | 438 [ 458 | 433 | 0321 | 0000 | 0000 | ouon
dehyde 60 min | 4424 | 4442 | 4421 | 4944 [ g244| 4424 | 0204 | 2000 | 0000 | 0000
4444 | 2444 ) 4444 4444 | 42442 ] 4444 | 4303 [ 0020 | 0000 | o0on
Cell: | cooc |coco| ccoe | cococ |ococ| ccoc | coce | ococ | 0000
Sensitivity not ccoe |coce| cooc | ecoc |oooc| cococ |ooco| acce [ COOC| WR
T ccoe |ooco| cooo | ococ |ococ| cooc |cooc| cocc
confrol of Ha Ha P ccoe |coce| coce | ccoe [ocoo| cooo |ococ| oo Tﬁ
cells fo virus Cells | oo |cece| coce | ecce |ccoe| ccce | oo | coce | om | R
weated | cooe |cocc| cooc | ccoo |cooc| cocoo |cocc| ecw | com
Effectiveness Withoat | CCCC | CCCC| CLCC | CCCC |OCCC| CCCC | OCCC | D00C | 000D
ol of the 3T BSA ccoe |oooc| cooo | ococ |ococ| cooc |ococ| o000 | 0000 | ME
conirol o E sample | cece |ccoc| ccco | ccco |ecoc| ccoco | cooo | ooco | oom
dizinfactant HA +3mlL wim | cccc |cece| coce | ecce |ecee| cooc | coco | oow | oo
SUpPression erythrocytes cocc |cooc | coco | ccoco (ococ| ococ [ocoo| oo | ooon | KR
activity sample | cooc |cooc| oooc | cooc |cooc| coco | ecoc | oo | o000
a): 1 to 4, virus present and grade of cytopathuc effect mn 12 unats of cellular culture, or grade of cellular

lesions m the cytotoxierty assay.

C = cytopathie effect with presence of vorus (m thas case and according to Standard does not take mnto
account the degree of cytopathic effect only, the presence or absence of the same).

() = no virus present or absence of cellular lesions m the cytotesicity assay; NA: not applicable; NE: not
reahized; BSA: Bovine serum albummn; PBS: phosphate buffered saline.

sec: seconds; min: minutes;

Laboratory: Bucharest 041914, 8 Berceni Street.
The results relate to the analyzed samples only. The enclosore cannot be reproduced partially without a prior written consent of J.S. Hamilton Romania S.R.L.
Responsibility of J.S. Hamilton Romania is restricted exclusively to the results and statements presented in original copy of the enclosore.
*Test method accredited # Test performed by subcontractor. @ Non accredited methods.
JS. HAMILTON ROMANIA S.R.L.
8 Berceni Street, 041902 Bucharest, Romania
Tel.+40 21 634 10 81 bucharest@hamilton.com.pl, www.hamilton.com.pl
Enclosore no. 1 subcontracted tests PGL 09 F 04 Ed. 1 Rev. 0
Page 7 of 13

Date: 27.10.2023

Authorized by: Mariana Ilinca, Manager of Microbiological laboratory

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

Feduction
Assav Concen- | Interfering | Cytoto- logyy TCIDso f;ﬁ?ﬂinﬂ
¥ tration | substance | w:city after... S
level mterval of
0 60 30 &0 05 2
min s8¢ min Min
0% 0.50 - 0.50 - - =632+041
3 gLBSA~
Test zample 50% FmlT 0.50 - 1.73 - - 307+£048
ervthrocytes
0.1% 0.30 - 6.75 - - 0.07+ 048
3 gL BSA+
Virus control NA FmlLT NA | 691 | 682 - - NA
erythrocytes
Formaldehyde (mj NA 050 | NR | NR | 349 | 275 NA
Virus control T - - -
formaldehyde | (w-v) NA NA | 716 | NE NE 6.98 NA

Control of sensitivity of cells to viras (difference between decimal logarithm of titre using
treated and untreated cells) ... loglORE
Control of the effectivensss of the disinfectant suppression activity (difference between decimal
loganithm of fitte without exposing the wvims to the sample and of the test
SUSPEISIONY . ... log107RE

WA not applicable; NE. not realized.

Times recommended by Standard for surfaces: maximum 5 or 60 minutes.

Times recommended by Standard for instiiments: maximum §0 minutes.

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

PRS: phosphate buffered saline; BSA: bovine serum albumin

Viruecidal activity exists when the fitre of virus shows a reduction = 4 log.

Laboratory: Bucharest 041914, 8 Berceni Street.
The results relate to the analyzed samples only. The enclosore cannot be reproduced partially without a prior written consent of J.S. Hamilton Romania S.R.L.
Responsibility of J.S. Hamilton Romania is restricted exclusively to the results and statements presented in original copy of the enclosore.
*Test method accredited # Test performed by subcontractor. @ Non accredited methods.
JS. HAMILTON ROMANIA S.R.L.
8 Berceni Street, 041902 Bucharest, Romania
Tel.+40 21 634 10 81 bucharest@hamilton.com.pl, www.hamilton.com.pl
Enclosore no. 1 subcontracted tests PGL 09 F 04 Ed. 1 Rev. 0
Page 8 of 13

Date: 27.10.2023

Authorized by: Mariana Ilinca, Manager of Microbiological laboratory

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

Concen- | Interfering Time of Dil (log10)"
Assay tration substanee contact
i (5ec/min) 1 2 3 4 5 ] 7 8 9 10
0000 | 0000 | 0000 0000 | 000D | 0000 | 0DOO0
80% 60 sec 0000 | 0000 | 000 0000 | D00 | 0000 | 0000 | NE | NR MR
0000 | 0000 | 0000 0000 | 000D | 0000 | 0000
3gLBsA 4433 | 0010 | 0000 | 0000 | 0000 | 0000 | 0000
Tezt sample 50% +3ml/L | 60sec | 2113 | 3002 | 0000 | 0000 | 0000 [ OO0 | 0000 | NR | NE | WR
ervihroeyvtes 4423 | 0000 | 0000 | o000 | 0000 | o000 | 0000
. . 4424 [ 4248 | 2424 | 4224 [ 4344 | 4433 | 0003 | 0000
0.1% G0 zec | 4444 454 | 2444 | 4444 (4244 | 1234 | 1000 | 0000 | HE | BR
4444 | 4448 ) 2444 4444 | 4244 | 4433 | 2000 [ 0000
3 gL BRA 0000 | 0000 | O0d0 0000 | G000 | 0000 | 0DO0
Crytotoxiorty B0 +3mL/L MNA 0000 | 0000 | 0000 0000 | OO0 | 0000 | 0000 | NE | NR R
ervthroeyvtes 0000 | 0000 | o000 | 0000 | 000D | 0000 | 000D
44284 |44 | M4 4444 | 4244 | 3224 [ 2004 (010D
izL BsA 0 4454 | 4448 | 44 4444 | 4244 ) 4302 | 0423 (0000 | NE R
_— . NA +3mLL 4444 |44 ) 444 4444 | 4244 ) 304l | 0001 | o0
Virus contral | NN 4434 33| &334 | 4344 [ 4343 | 3300 | 0023 | 0000
ervthrocytes | g0 see | 4494 | 4242 | 2424 | 4494 | 4244 | 4443 | 0102 [ 0000 | NE | R
4454 |44 ) 444 4444 | 4244 ) 3440 | 0200 | ool
333 [3335 | 3307 [ 0001 | 000D | o000 | 00D
0 mun | 4424 | 4242 | 0303 000 | 0DOD | 0000 | 0DOD | NE | NR KR
Formal- 0.7% NA 4424 | 4448 ) 2033 1000 | D00 | 0000 | DDo0
dehyde farv) 3333 [ 3334 | 020 | 00O | 000D | o000 | ooon
G0 mim | 4424 | 2442 [ 0010 0000 | D00 | 0000 | 0DOD | NE | NR KR
4424 | 3442 ) 0000 0000 | G000 | 0000 | 0000
C”_q':"”all_“f 079 | 3ZLBSA | . | o000 [cooo | oo | ocoo |cooo | oooo | cooo
tehreda ( 3 +3mL/L o 0000 | 0000 | 0000 0000 | OO0 | 0000 | 0000 | NE | NR R
aehyde W srvthrocyvtes 0000 | 0000 | o000 | 0000 | 000D | 0000 | 000D
Cytofoxicity 3 -
44254 |48 | M4 4444 | 4244 | 4424 | 0202 [ 0000 | 0000 [ o000
o ; 0 44484 2444 4444 | 4444 | 3030 | 0010 | 0000 | 0000
1"”“"3“?11_“'”' 0.7% 4434 (4449 | 4499 | 2929 [2344 | 4434 | 4040 | 0020 | 0000 | 0000
. . (o) NA 4444 444 | 4 4444 | 4244 ) 4324 | 4020 [ 0000 | 0000 [ 0000
dehyde 60 mun | 4494 | 4448 | 424 | 4424 [ 4244 | 4320 | 0200 | 0010 | 0000 | 0000
- 4442 | 424 4444 | 4244 | 2433 | 3200 [ 0000 | 0000 [ 0000
Cells | coco |ococo | cooc | cooc |ococ | cooc | ococ | oooo
Sensitivity mot | cooc |coce | coce | cooo |ccoc | cooc |coco [ oo | KR | MR
ot | | e [eme | B LR LA LA L B
cells to s Cells | cont |coce | cooc | cooc |cooe | coce | com | wec | ¥R | BR
meated | popc |oocc | cooc | cooc |ococ | oonc | oood | 0000
Effectiveness Withowt | CCCC |COCC | COTC | COCC |CCOC | COCC | 00D | G090
; coce |eococ | coco | coce |ococ| coce |cooc |com | wR | R
control of the ) 321 B3A | sample | cooe |ccec| cooc | cooc |cooc | cooc | oo | o
dusinfectant HA +3imlL wim | €occ |ecee | eoee | ecee [ecoe | ecoe | soce | oo
Suppression erythrocytes | W1 coce |eococ | coco | coce |ocoo | coco | ocoo | oooe | R | MR
activity smple | coce |cooc| coco | oo |cooc| cocc | ooco | 000

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

C = evtopathic effect with presence of vous (m 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 m the cytotommoty assay; NA: not apphicable; NE: not
reahzed; BSA: Bovine serum albumin: PBS: phosphate buffered saline.

sec: seconds; min: minutes.

Laboratory: Bucharest 041914, 8 Berceni Street.
The results relate to the analyzed samples only. The enclosore cannot be reproduced partially without a prior written consent of J.S. Hamilton Romania S.R.L.
Responsibility of J.S. Hamilton Romania is restricted exclusively to the results and statements presented in original copy of the enclosore.
*Test method accredited # Test performed by subcontractor. @ Non accredited methods.
JS. HAMILTON ROMANIA S.R.L.
8 Berceni Street, 041902 Bucharest, Romania
Tel.+40 21 634 10 81 bucharest@hamilton.com.pl, www.hamilton.com.pl
Enclosore no. 1 subcontracted tests PGL 09 F 04 Ed. 1 Rev. 0
Page 9 of 13

Date: 27.10.2023

Authorized by: Mariana Ilinca, Manager of Microbiological laboratory

Aprobat de: Mihai Alina-Roxana, General manager (Approved with qualified electronic signature)
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Table 5. Results of activity of the test sample, with Murine Norovirus, strain 599 Berlin,
under test conditions requested by the client.

Feduction
. with the
Assav Ccum_:eu- Interfering C}_rmt-:!- logio TCIDse confidence
N tration substance | ety after. . .
level mterval of
0 60 30 a0 035 2
min | sec | min | nun
80% (.50 - 0.50 - - =T782+042
3J=zLBSA+ N .
Test sample 0% 3 mLL 0.50 - 274 - - 5580356
erythrocytes
0.1% (.50 - 824 - - 0080354
321 BSA~
Vims control MA ImLL NA | 841 832 - - NA
erythrocytes
Formaldehyde [“1_; NA 050 | NE | NE | 374 | 499 NA
Vims control 7% . - = - _
formaldehyde (wev) MNA NA | 830 NER | NE | 832 NA

Control of sensitivity of cells to virus (difference between decimal loganthm of fitre using
treated and imtreated cells) ... Log 1070

Control of the effectiveness of the disinfectant suppression activity (difference between decimal
loganthm of titre without exposing the wvirus to the sample and of the test
SUSPEIEION) . e log 705

NA: not applicable; NE: not realized

Times recommended by Standard for surfaces: maximmm 5 or 60 minutes.

Times recommended by Standard for instnments: maxinmm 60 minutes.

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

PBS: phosphate bufferad salme; BSA: bovine semm albumin.

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

Laboratory: Bucharest 041914, 8 Berceni Street.
The results relate to the analyzed samples only. The enclosore cannot be reproduced partially without a prior written consent of J.S. Hamilton Romania S.R.L.
Responsibility of J.S. Hamilton Romania is restricted exclusively to the results and statements presented in original copy of the enclosore.
*Test method accredited # Test performed by subcontractor. @ Non accredited methods.
JS. HAMILTON ROMANIA S.R.L.
8 Berceni Street, 041902 Bucharest, Romania
Tel.+40 21 634 10 81 bucharest@hamilton.com.pl, www.hamilton.com.pl
Enclosore no. 1 subcontracted tests PGL 09 F 04 Ed. 1 Rev. 0
Page 10 of 13

Date: 27.10.2023

Authorized by: Mariana Ilinca, Manager of Microbiological laboratory

Aprobat de: Mihai Alina-Roxana, General manager (Approved with qualified electronic signature)
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Table 6. Results of the activity of the test sample, with Murine Norovirus strain 599
Berlin (Assav of titration with 12 wells), under test conditions requested by the client.

———— —
Aes Concen- | Inferfering Time of Dil (log10)
=53 tration | substanee | SOREE
= vnia 1 2 3 4 5 6 7 B 9 10
0000 [ o000 | ooo0 | oooo [oomo | oo [ oooo
B0%a 60sec | 0000 | 0000 | 0000 | 0000 |0000 | o000 | 000D | WER | R | MR
0000 | o000 | 0000 | o000 | 0000 | 0000 [ o000
3gLBEA I35% 323 0020 | 0000 | 0000 | 00D | o0oD
Tezt sample | 50% +3mLL | 60sec | 2424 | 3020 o122 | o000 |o0000 | o000 | o000 | WR | ¥R | MR
ervthrocytes 2444 (2224 0030 | 0000 | 0000 | 0000 | 000D
T T I T T T e T T
0.1% GOsec | 4494 | 4459 | 4949 | 4444 | 2294 | 429 | 4444 | 2000 | 0000 | BR
2444 (4494 | 4249 | 4a9s |48y | &34 |44 (3212 00W
gL BSA o000 | oooo | oooo | oooo |oooo | oo | oooo
Cyvtotoxdeity | 0% +3mlL | MA | 0000 | o000 | 0000 | o000 |o000 | o000 | o000 | MR | ¥R | MR
ervihrocvies 0000 | o000 | 0000 | o000 | 0000 | o000 | o0oD
I || BE | 2 |3 | 24 (88|65 | 0w
3 71 BSA 0 S444 | 44ad | gmas | dads | 4844 | m4ad4 | gdad | 404 | 0000 | MR
Virgs control | NA il 2444 (4994 | 4949 | 4994 | 4094 | a4 444 3302 | 0200
g FEEVIN FEEEY RNV BTNy FEETY RCTEr R Yl RN W
eryihrocytes | g0 cec | 2484 | 4424 | 4242 | 4245 |42 | 224 | 3330 | 0030 | 0200 | 3R
2444 (49| 949 | 4994 |48y | w34 | 2005 [ 2205 | 000
FEEE R FEEEY I ETERY R ETERY I FEES R A
W0 min | 2444 | 4434 44 | aeae fod3e| 02 |ooon| ¥R | MR | MR
Formal - 0.7% NA 2444 (4924 | 4249 | 2540 |22y | o100 [ oooo
dabyde () 3334 433 | &85 | 2332 | 0030 | 0000 | oooo
60 min | 2444 | 4434 | 4842 | 4242 (3020 | o100 [o000 | R | MR | MR
2444 (4924 | 4249 | 4240 | 2000 | 0000 | 000D
Control of ;
Formal- 07% | 2ELBSA | . | 0000 (0000 0000 | OGO | 0000 | DOO0 | DOOD
- +3mlL o 0000 | 0000 | 0000 | 0000 | 0000 | o000 | 000D | WR | WR | MR
o I I o000 | o000 | 0000 | 0000 |o000 | oooo | oooo
cyiotoxcity - -
FEEE R FEEEY I ET R R EERy W EET R ICEET R TR B T W
Viras contral ) 0 2444 | 4484 | 4a4s | 4a4e | 4844 | s4a4 | 4444 | 2020 | 1000 | ODDD
Py 0.7% 4454 | 4444 | 4m4q | ga4s | gane | mga4 | 44a9 ] 2933 ) 0102 | 0000
- {wo) NA T amas Taasa | asas | aaae [asm | aaa4 [ 4aaa | 2002 | 0000 | 0000
debyde 60 min | 2444 | 4484 | 4244 | 4240|4244 | 2424 | 4244 | 0302 | 0120 | O0DD
2444 (4994 | 449 | 4s9e |48 | 294 | 3330 434 | 0100 | 00D

Cells | cooc |ccoc| coco | cooo |cooo| coco | ocoo| ooco | cooo
Sansitivity Dot cooc |ccoc| cooc | cooc |cooc| cooc |coco|cooc| oc | NR
contrulu% NA MA freated | COCC |CCOC| ©OCC | COCC |CCCC| COCC | CCOCC | 00CC | 00CO

) CCoc

COCC| CO0C | COOC | OCCC | COCC | CO0C | COCC | D000

cells to vis Cells | “ree |ecoe| eoce | coce |coce | coce | coce | e | ocoe | xm
meared | cooo |ccoo| coce | coce |ecce| coce | eoce | cooc | oo
Fffctiveness | CCOC |CCOC| LT | CLCC |CoCC| COOC | ChOC | oot | Coo
ool of the 31 BSA Without | ~~-c |ccoc| coce | ceoe |coee| cooe | oo | oo | woce | 2w
comtro’ o ) E A | sample | coee |ocoo| cooc | cooo |ecoe| cooe | ecoo| sooc | coo
dismfectant | NA +3mlL win | coce |coce| cooe | coco [ecco| cooo |coce| oo | ocoe
Suppression erythrocytes cooc |ccoc| coce | ccco |ecooo| cooc |cace | cooo | oo | MR
activity sample | cooc |ecoo| ecce | cooe |coce| coce |ecoo| coco | e

a): 1 to 4, vwus present and grade of cytopathic effect mm 12 umts of cellular culture, or grade of
cellular lesions in the cytotomeity assay.

C = cytopathuc effect with presence of vims (o this case and according to Standard does not take
wte account the degree of cytopathuc effect only, the presence or absence of the same).

0 = no vims present or absence of cellular lesions 1n the cytotomety assay; NA: not applicable; MR-
not realized; BSA: Bovine serum albuwmin: PBS: phosphate buffered saline.

Sec: seconds; mun- numutes.

Laboratory: Bucharest 041914, 8 Berceni Street.
The results relate to the analyzed samples only. The enclosore cannot be reproduced partially without a prior written consent of J.S. Hamilton Romania S.R.L.
Responsibility of J.S. Hamilton Romania is restricted exclusively to the results and statements presented in original copy of the enclosore.
*Test method accredited # Test performed by subcontractor. @ Non accredited methods.
JS. HAMILTON ROMANIA S.R.L.
8 Berceni Street, 041902 Bucharest, Romania
Tel.+40 21 634 10 81 bucharest@hamilton.com.pl, www.hamilton.com.pl
Enclosore no. 1 subcontracted tests PGL 09 F 04 Ed. 1 Rev. 0
Page 11 of 13

Date: 27.10.2023

Authorized by: Mariana Ilinca, Manager of Microbiological laboratory

Aprobat de: Mihai Alina-Roxana, General manager (Approved with qualified electronic signature)
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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 VE-192).

Poliovirus type 1 (ATCC VR-182)
Dirty conditions
g8 —s— Formaldeh yde
T
e 3%
= 6
] 5 ——50%
o ~
o o4 A \“'\- —a—01%
E T
o 3 =fl=\firus contral
o 2
g 1 = Cytotosicity
1] T = T = T i \firus control
1] 60sec  30min 60 min formaldetyde
Time (seconds/minutes)

Figure 1. Results of the activity of the test sample under test conditions reguested by the
client with Adenovirus type 5 (ATCC VR-5).

Adenovirus type 5 (ATCC VR-5)
Dirty conditions
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Laboratory: Bucharest 041914, 8 Berceni Street.
The results relate to the analyzed samples only. The enclosore cannot be reproduced partially without a prior written consent of J.S. Hamilton Romania S.R.L.
Responsibility of J.S. Hamilton Romania is restricted exclusively to the results and statements presented in original copy of the enclosore.
*Test method accredited # Test performed by subcontractor. @ Non accredited methods.
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Figure 3. Results of the activity of the test sample under test conditions requested by the
client with Murine Norovirus strain 599 Berlin.

Murine Norovirus strain 399 Berlin
Dirty conditions
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Laboratory: Bucharest 041914, 8 Berceni Street.
The results relate to the analyzed samples only. The enclosore cannot be reproduced partially without a prior written consent of J.S. Hamilton Romania S.R.L.
Responsibility of J.S. Hamilton Romania is restricted exclusively to the results and statements presented in original copy of the enclosore.
*Test method accredited # Test performed by subcontractor. @ Non accredited methods.
JS. HAMILTON ROMANIA S.R.L.
8 Berceni Street, 041902 Bucharest, Romania

Tel.+40 21 634 10 81 bucharest@hamilton.com.pl, www.hamilton.com.pl
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RAPORT DE INCERCARE NR. 34692/23/ROBCH/zZ1
Inlocuieste Raportul de Incercare Nr. 34692/23/ROBCH din 07.11.2023

Client Numarul esantionului:
ECOCHIM-GRUP SRL 34692/23/ROBCH
OR. UNGHENI, STR. NATIONALA 119 Descriere obiect de incercat ( conform cu declaratia Clientului)
- REPUBLICA MOLDOVA Dezinfectant Universal "Bio-Dez"
Lot: -

Cantitate prelevata:500 ml

Responsabil prelevare: Cristinov Alexandr
Ora receptiei probei: 08:00

Temperatura receptie proba: 15°C
Sample condition with no objections

Data primirii obiectului de incercat:| 17.05.2023

Data finalizarii incercarii: 07.11.2023 Comanda numar 5331/23/ROBCH din 17.05.2023
Data eliberarii raportului: 19.01.2024 Probele au fost prelevate si livrate de catre Client.
Parametrii de testare Metoda de testare ;';':ztr: de Rezultat

Test efectuat de catre subcontractor.;
rezultatele se regasesc integral in
raportul Nr D/23/B0419, primit de la
subcontractor. Rezultatele analizelor
sunt incluse in anexa nr 1 la raportul
de analiza.

# * Quantitative suspension test for
the evaluation of bactericidal activity | EN 13727:2012+A2:2015 S
in medical area

v Modificare efectuata: se ataseaza raportul de incercare Nr D23/B0840, primit de la subcontractor, raport care include rezultatele
incercarii solicitate.

Digitally signed by Crestinov Evghenii
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HAMILTON
ROMANIA

ENCLOSORE NO. 1 SUBCONTRACTED TESTS TO REPORT OF ANALYSIS NO 34692/23/ROBCH

A) IDENTYFICATION OF THE SAMPLE

Name of the product/Details about the product

Dezinfectant Universal “Bio-Dez”.
Manufacturer(supplier): Ecochim-Grup
Condition of wuse: Instrument disinfection,
disinfection, Hygienic handrub, surgical handrub.

surface

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

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

Concentration ordered for the assay

97%, 80%.

B) TEST METHOD

Performed in accredited subcontracted partner laboratory: Scope

of Accreditation Nr. 648/LE1286

Report No.: D/23/B0419- Quantitative evaluation assay of the
bactericidal activity in the medical area (phase 2, step 1), with
the product “Dezinfectant Universal “Bio-Dez””. (EN 13727:

2012 + A2: 2015 Standard)

EN 13727: 2012 + A2: 2015. Chemical disinfectants and
antiseptics. Quantitative suspension test for the evaluation of
bactericidal activity of chemical disinfectants for instruments
used in Medicine. Test method and requirements (phase 2,
step 1).

Testing method

EN 13727: 2012 + A2: 2015 Standard

Methods of assay and its validation UNE-EN 13727: 2012 + A2:

2015 Standard

Method

Dilution-neutralization.

Neutralizer

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

C) INFORMATION ABOUT SAMPLE RECEPTION

Date of reception of the sample

2023/05/18.

Date of reception of order with test conditions

2023/08/30.

Aspect of the received product

Blue liquid in plastic container.

D) EXPERIMENTAL CONDITIONS

Assay period

2023/10/11 to 2023/10/15.

Solvent of the product used in the assay

Sterile distilled water.

Product concentrations for the assay

97%, 80%, 50% and 0.1%.

Aspect of the dilutions of the product

97%, 80% and 50% blue liquid;
0.1% transparent liquid..

Contact time

60 seconds.

Assay temperature

20°C+1°C

Interfering substance

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

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

97% flocs formation;
80%, 50% and 0.1% stable.

Incubation temperature

+36°C +£1°C

Identification of the strains used:

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

— Enterococcus hirae CECT-4081 (ATCC-10541).

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

Laboratory: Bucharest 041914, 8 Berceni Street.
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H{ HAMILTON
ROMANIA

ENCLOSORE NO. 1 SUBCONTRACTED TESTS TO REPORT OF ANALYSIS NO 34692/23/ROBCH

Results of the assay

- Assayofvabdation ... ... Seetables1 2 4 5 7 8 10 11.13 14 16.
17.19, 20, 22 and 23.

- Ewaluation of bactericidal activity . . Seetables3. 6.9 121518, 21 and 24,

- Number of replicates per assay orgamsm L.

Special remarks

— All controls and validation were between the basic limats.

— For a valid test, at least one concentration must show a log reduction lower than 5 log,
and at least one concentration must show a log reduction equal or higher than 5 log.

— Flocs formation 1s observed during the test procedure at 97%.

— The client requests the complete test including the concentration of 80%% as the
maximum concentration. It also requests the modified method (97%4) additionally.

Conclusion

The product Dezinfectant Universal “Bio-Dez”, batch 34692/23/ROBCH. when it is
pure (97%) (modified method) and 80%. concentrations requested by the client, shows
bactericidal activity after 60 seconds at 20°C = 1°C, under diurty conditions (bovine
serum albumin 3 g/l and erythrocytes 3 mL/L), for the reference strains Pseudomonas
aeruginosa (CECT 116 = ATCC 15442), Staphylococcus aureus (CECT 239 = ATCC
6538). Enterococcus hirae (CECT 4081 = ATCC 10541) and Escherichia coli K12
(CECT 433 = NCTC 10538). when tested according to EN 13727: 2012 + A2: 2015
Standard.

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

Laboratory: Bucharest 041914, 8 Berceni Street.
The results relate to the analyzed samples only. The enclosore cannot be reproduced partially without a prior written consent of J.S. Hamilton Romania S.R.L.
Responsibility of J.S. Hamilton Romania is restricted exclusively to the results and statements presented in original copy of the enclosore.
*Test method accredited # Test performed by subcontractor. @ Non accredited methods.
JS. HAMILTON ROMANIA S.R.L.
8 Berceni Street, 041902 Bucharest, Romania
Tel.+40 21 634 10 81 bucharest@hamilton.com.pl, www.hamilton.com.pl
Enclosore no. 1 subcontracted tests PGL 09 F04 Ed. 1 Rev. 0
Page 2 of 10

Date: 07.11.2023

Authorized by: Mariana Ilinca, Manager of Microbiological laboratory

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



HAMILTON
ROMANIA
ENCLOSORE NO. 1 SUBCONTRACTED TESTS TO REPORT OF ANALYSIS NO 34692/23/ROBCH
Results of the assay (Bactericidal suspension) with Psendomonas aernginosa (CECT 116
= ATCC 15442).
Seeding: Pour plates. No. of plates: 1 /mL..

Table 1.-Validation and controls

Control of Validation of the
Suspension of experimental Control of the method ()
validation (Vo) conditions (4) neutralization (B) | Sample concentration:
0%
Fei 4 | X=42 |Fa 36 |A=35 |Fa 38 A= Fey 32 |X=133
Fo 40 Fe 34 2 37 |37.5 Fez 34
30 = X of My = 1607 Xofdis205Xof | Xof Bis=05Xof XofCisz205Xof
Nug? MNy? Mg?
Yes Yes Yes Yes
Suspension of X=395
validation (Vve) Ve 40 Fepn 39 30 =x of Mg/1000 =
1607 Yes

Table 2.-Suspension of the assay

N Fea T2

Xowm=168x%10% lg N=822
10° | 164 | 171 |Ne=N/10:1g Ne=7.22
717<1lg M <7.70?

107 18 16 Yes

Suspension of assay (V and Vo)

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

Concentrations | Dilutions Lg Na=1lg lgR Time of
of the sample steps Fe Fea (Xx100 |(LgNe=722)| contact
(%a) Xowmn x 10) (sec)
Na® <14 <14 _
B . 2. =5,
80% a3 = = 15 07 60
Na® =14 =14 -
50% _ 2 =5,
50% Vol = = 15 07 60
Na®” =330 =330
L1 7 = ':" -:::1
0.1% T T 330 T 30 >4 52 2.70 60
Explanations:

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

Laboratory: Bucharest 041914, 8 Berceni Street.
The results relate to the analyzed samples only. The enclosore cannot be reproduced partially without a prior written consent of J.S. Hamilton Romania S.R.L.
Responsibility of J.S. Hamilton Romania is restricted exclusively to the results and statements presented in original copy of the enclosore.
*Test method accredited # Test performed by subcontractor. @ Non accredited methods.
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Tel.+40 21 634 10 81 bucharest@hamilton.com.pl, www.hamilton.com.pl
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Date: 07.11.2023
Authorized by: Mariana llinca, Manager of Microbiological laboratory
Aprobat de: Mihai Alina-Roxana, General manager (Approved with qualified electronic signature)



HAMILTON
ROMANIA
ENCLOSORE NO. 1 SUBCONTRACTED TESTS TO REPORT OF ANALYSIS NO 34692/23/ROBCH
Results of the assay (Bactericidal suspension) with Psendomonas aernginosa (CECT 116
=ATCC 15442) following the modified method (97%3).
Seeding: Pour plates. No. of plates: 1 /mL.

Table 4.-Validation and controls

Control of Validation of the
Suspension of experimental Control of the method ()
validation (V) conditions (4) neutralization (B) | Sample concentration:
07%,
Fel 42 |X=41 |Fa 37 |X=36|Fa 31 [XA=32 |Fa 30 [X=31
Fea 40 2 35 T2 33 Fea 32
30 = X of Mg = 1607 Xofd1s205Xof | Xof Bis=205Xof XofCis=05Xof
MNiyg? Nug? MNig?
Yes Yes Yes Yes
Suspension of X=4
validation (Vig) Fr1: 43 Fer 45 30 = x of Mrg/1000 =
1607 Yes

Table 5.-Suspension of the assay

N | Ta S| Noom =186 % 16°. Ig N=9.27
g . . TV s N R 2 = 1. . N=F. L
Suspension of assay (Nand Vo) | 405 | 109 | 183 | o =ar100. lg No=7.27
T17=1g Mo =7.707
0% | 20 18 Yes
Table 6.-Eesults of the activity assays with the sample
Concentrations | Dilutions LeNa=Ilg Lz R Tume of
of the sample steps Vel Viea (Xx100 |[(LgN=727)| contact
{%e) Xowm x 10) (sec)
Na® <14 =14 -
% <2. =512
97% Nl 12 11 15 1 60
Explanations:

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

Laboratory: Bucharest 041914, 8 Berceni Street.
The results relate to the analyzed samples only. The enclosore cannot be reproduced partially without a prior written consent of J.S. Hamilton Romania S.R.L.
Responsibility of J.S. Hamilton Romania is restricted exclusively to the results and statements presented in original copy of the enclosore.
*Test method accredited # Test performed by subcontractor. @ Non accredited methods.
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8 Berceni Street, 041902 Bucharest, Romania
Tel.+40 21 634 10 81 bucharest@hamilton.com.pl, www.hamilton.com.pl

Enclosore no. 1 subcontracted tests PGL 09 F04 Ed. 1 Rev. 0
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HAMILTON
ROMANIA
ENCLOSORE NO. 1 SUBCONTRACTED TESTS TO REPORT OF ANALYSIS NO 34692/23/ROBCH
Results of the assav (Bactericidal suspension) with Stapinyloceccus anrens (CECT 239 =
ATCC 6538).
Seeding: Pour plates. No. of plates: 1 /mL.

Table 7.-Validation and controls

Control of Validation of the
Suspension of experimental Control of the method (C)
validation (Vo) conditions (4) neutralization (B) | Sample concentration:
5024
Fei 48 |X=49 |Fa 47 |X=46 | Fa 48 [X=46 |Fa 40 |X=42
Fea 50 02 45 Ve 44 Fez 34
30 = X of Mg = 1607 Xofd41s205X0f | Xof Bis=05Xof XofCis 205X of
MNig? Nug? MNig?
Yes Yes Yes Yes
Suspension of X=54
validation (Vvg) Fri: 532 Feor 56 30 = x of Me/1000 =
1607 Yes

Table 8.-Suspension of the assay

N Ve Ve

Xwm=184x10% 1g N=8.27
10% | 177 | 189 |Ne=N10:1g Mo=727
717 <1g Mo <7.707

107 20 19 Yes

Suspension of assay (/V and Vo)

Table 9.-Results of the activity assays with the sample

Concentrations | Dilutions Lg Na=Ig LgR Time of
of the sample steps Vel Viea (Xx100 |(LgN=727)| contact
(%) Xowm x 10) (sec)
Na® <14 <14 _
B - <2. =512
80% Nal 14 14 15 1 60
Na® =14 =14 -
50% - 2. 5.12
50% o = = 15 1 60
Na" =330 =330 -
Y =4 52 <=7
0.1% T T 330 T 330 >4 52 275 60
Explanations:

Fe = number per mL (one or two plates); Xwm = weighted mean of X
X =mean of Fr1 and V2 (duplicate of 1 + 2);
Logarithmic reduction R: (lg R =1g M —1g Na).

Laboratory: Bucharest 041914, 8 Berceni Street.
The results relate to the analyzed samples only. The enclosore cannot be reproduced partially without a prior written consent of J.S. Hamilton Romania S.R.L.
Responsibility of J.S. Hamilton Romania is restricted exclusively to the results and statements presented in original copy of the enclosore.
*Test method accredited # Test performed by subcontractor. @ Non accredited methods.
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8 Berceni Street, 041902 Bucharest, Romania
Tel.+40 21 634 10 81 bucharest@hamilton.com.pl, www.hamilton.com.pl
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HAMILTON
ROMANIA
ENCLOSORE NO. 1 SUBCONTRACTED TESTS TO REPORT OF ANALYSIS NO 34692/23/ROBCH

Results of the assay (Bactericidal suspension) with Siaplnvlececcus aurens (CECT 239 =
ATCC 6538) following the modified method (97%).
Seeding: Pour plates. No. of plates: 1 /mL.

Tahble 10.-Validation and controls

Control of Validation of the
Suspension of experimental Control of the method ()
validation (Vo) conditions (4) neutralization (B) | Sample concentration:
07%;
Fa 51 |A=32 |[Fa 45 |X=48 |F 50 |A=352 |Fa 39 | X=40
Ve 53 Ver 50 Ve 54 Fer 41
30 = X of My = 1607 Xofd415205X0f | XofBis205Xof XofCis205Xof
Nvg? Nwg? Ng?
Yes Yes Yes Yes
Suspension of X=57
validation (Vvg) Fei: 56 Fer: 58 30 = x of Nvg/1000 =
1607 Yes
Table 11.-Suspension of the assay
N 1 ! 0
: - - - Xwm=197x 10", lg N=929
: ssay (N and N - :
Suspension of assay (Vand No) | 105 | 190 | 201 | =7100: lg No=7.29
717 =1g Mo =7.707
10° 22 20 Yes
Table 12.-Results of the activity assays with the sample
Concentrations | Dilutions Leg Na=lg Lz R Time of
of the sample steps Fa Fea (Xx100 |(LgNo=729)| contact
(%a) Xwm x 10) (sec)
Na® =14 =14 -
Ve <2 =3,
97% 7! = 3 15 14 60
Explanations:

Fe = number per mL (one or two plates); Xwm = weighted mean of X
X =mean of V1 and Vez (duplicate of 1 + 2);
Logarithmic reduction R: (lg R =1g No —1g Na).

Laboratory: Bucharest 041914, 8 Berceni Street.
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HAMILTON
ROMANIA
ENCLOSORE NO. 1 SUBCONTRACTED TESTS TO REPORT OF ANALYSIS NO 34692/23/ROBCH
Results of the assay (Bactericidal suspension) with Enferococcus hirae (CECT 4081 =
ATCC 10541).

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

Table 13.-Validation and controls

Control of Validation of the
Suspension of experimental Control of the method (C)
validation (Vo) conditions (4) neutralization (B) | Sample concentration:
5024
Fel 47 |X=49 |Fa 40 (A= V1 47 |X= Fel 45 | X=44
Fea 51 €2 44 (42 Fea 42 |44.5 Fea 43
30 = X of Mg = 1607 Xof41s205X0f | Xof Bis=05Xof XofCi1s=205Xof
Dg? Ny? MNig?
Yes Yes Yes Yes
Suspension of X=31
validation (Vvg) Fri: 50 Fe: 52 30 = x of Mvg/1000 =
1607 Yes

Table 14.-Suspension of the assay

N Fe Fea

Xwm=1.88x 10% 1g N=8.27
10¢ | 181 192 | No=N10:1g Mo=727
717 <1g No < 7.707

107 20 21 Yes

Suspension of assay (/V and Vo)

Table 15.-Results of the activity assays with the sample

Concentrations | Dilutions Lg Na=Ilg LR Time of
of the sample steps Vo Fea (Xx10o |(LgMN=727)| contact
(%) Xowm x 10) (sec)
Na® =14 =14 .
e <2 =512
80% o= = = 215 5.12 60
Na® <14 <14 _
50% - <2 =512
50% e = = 15 1 60
Na® =330 =330 -
o =4 57 =7
0.1% T T 30 T %0 =452 275 60
Explanations:

Fe = number per mL (one or two plates); Xwm = weighted mean of X
X =mean of ¥e1 and Fez (duplicate of 1 + 2):
Loganthmic reduction R: (Ig R = 1g No — lg Na).

Laboratory: Bucharest 041914, 8 Berceni Street.

The results relate to the analyzed samples only. The enclosore cannot be reproduced partially without a prior written consent of J.S. Hamilton Romania S.R.L.
Responsibility of J.S. Hamilton Romania is restricted exclusively to the results and statements presented in original copy of the enclosore.
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HAMILTON
ROMANIA
ENCLOSORE NO. 1 SUBCONTRACTED TESTS TO REPORT OF ANALYSIS NO 34692/23/ROBCH

Results of the assay (Bactericidal suspension) with Enterococcus hirae (CECT 4081 =
ATCC 10541), following the modified method (97%).

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

Table 16.-Validation and controls

Control of Validation of the
Suspension of experimental Control of the method (C)
validation (Nvo) conditions (4) neutralization (B) | Sample concentration:
0704
Ve 45 | X=47 |[Fa 40 |X=42 |Fa 42 | =44 |Fa 37 |X=36
Ve 48 Vs 44 Ve 46 Fer 35
30 = X of Ny = 1607 Xofd1s205X0of | Xof Bis=0.5 Xof XofCis=z05Xof
Ng? Nvg? Nvg?
Yes Yes Yes Yes
Suspension of X=52
validation (Vvg) Fri: 51 Fex 53 30 =x of Nvg/1000 =
1607 Yes

Table 17.-Suspension of the assay

N L Va | Vol m=184x10° le N=9.27
S ' ssay (V and Vi , v = L - B IV=I2
Suspension of assay (Nand Vo) | 05 | 179 | 185 |ne=A7100. lg No=7.27
717 <1g N0 £7.707
10 | 20 18 Yes
Table 15.-Results of the activity assavs with the sample
Concentrations | Dilutions Lg Na=lg LgR Time of
of the sample steps Vel Viea (Xx100 |(LgN=727)| contact
{%a) Xowm x 10) (sec)
Na® <14 <14 -
%% <2. =512
97% Nal 11 14 15 1 60
Explanations:

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

Laboratory: Bucharest 041914, 8 Berceni Street.
The results relate to the analyzed samples only. The enclosore cannot be reproduced partially without a prior written consent of J.S. Hamilton Romania S.R.L.
Responsibility of J.S. Hamilton Romania is restricted exclusively to the results and statements presented in original copy of the enclosore.
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HAMILTON
ROMANIA
ENCLOSORE NO. 1 SUBCONTRACTED TESTS TO REPORT OF ANALYSIS NO 34692/23/ROBCH

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

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

Tahble 19.-Validation and controls

Control of Validation of the
Suspension of experimental Control of the method (C)
validation (Vo) conditions (4) neutralization (B) | Sample concentration:
50%%
Fea 47 |X=46 |Va 40 |(X= | 4= 39 [X=38 |Fa 41 |X=42
Vea 45 Fer 39 395 Ve 37 Fe2 43
30 = X of Mg = 1607 Xofd1s>205X0f | Xof B1s=05Xof XofCi1s 205X of
Ng? Nig? DNg?
Yes Yes Yes Yes
Suspension of X=43
validation (Vvg) Fei: 45 Feor 41 30 = x of Me/1000 =
1607 Yes

Table 20.-5uspension of the assay

N 1 Vea

S g _
Suspension of assay (Vand Vo) 10 168 175 f: ir;'ll[]?:;;‘ifz l]rg?: =824
i 717 =1lgNo=7.707

10 19 17 Yes

Table 21.-Results of the activity assavs with the sample

Concentrations | Dilutions LgNa=Ig Lz R Time of
of the sample steps Vey Ver (Xx100 |(LgN=724)| contact
(%) Xowm x 10) (sec)
Na® =14 =14 -
0. =3 =
80% e =T = 215 5.09 60
Nd® <14 <14 _
50% - <2. =5
50% o) = = 15 09 60
Na® =330 =330
O =4 52 <3 72
0.1% Na =330 =330 452 272 60
Explanations:

¥ = number per mL (one or two plates); Xowm = weighted mean of X
X =mean of ¥e1 and Fez (duplicate of 1 + 2);
Logarithmic reduction R: (Ig R =1g No — g Na).

Laboratory: Bucharest 041914, 8 Berceni Street.
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HAMILTON
ROMANIA
ENCLOSORE NO. 1 SUBCONTRACTED TESTS TO REPORT OF ANALYSIS NO 34692/23/ROBCH
Results of the assay (Bactericidal suspension) with Escherichia coli K12 (CECT 433 =
NCTC 10538), following the modified method (97%).

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

Table 22.-Validation and controls

Control of Validation of the
Suspension of experimental Control of the method ()
validation (/vvo) conditions (4) neutralization (B) | Sample concentration:
07%;
Fei 42 |X=43 |Fa 36 |A= @1 33 | X= Fei 37 | X=136
Fea 4+ 1 39 |37.5 T2 36 |34.5 Fea 35
30 = X of My = 1607 Xof41s205Xo0f | XofBisz05Xof XofCi1s=05Xof
MNg? Nip? Mg?
Yes Yes Yes Yes
Suspension of X=395
validation (Vvg) Ve 40 Fiep: 39 30 =x of Mvg/1000 =
1607 Yes

Table 23.-Suspension of the assay

N | Fa 2 Xwm=1T4x10°, 1g N=9.24
107 | 180 | 165 |Ne=NV100:1g No=7.24

7.17 <1g No < 7.707

10°® 19 18 Yes

Suspension of assay (/V and Vo)

Table 24.-Results of the activity assays with the sample

Concentrations | Dilutions LgNa=lg LeR Time of
of the sample steps Fea Vea (Xx100 |(LgN=724)| contact
(%a) Xowmn x 10) (sec)
Na® =14 =14 -
% <2. =5.
97% o= = = 15 09 60
Explanations:

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

Laboratory: Bucharest 041914, 8 Berceni Street.

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

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

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

PGL 09 F 04 Ed. 1 Rev. 0
Page 10 of 10
Date: 07.11.2023
Authorized by: Mariana Ilinca, Manager of Microbiological laboratory

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



Instituto Valenciano de Microbiologia
Masia El Romeral ﬁ;lﬂ
Ctra. Bétera — San Antonio de Benagéber, Km 0,3
46117 Bétera (Valencia) ENAC
Tel. 96 169 17 02

P - . ENSAYO
e-mail: ivami@ivami.com ISO 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

Quantitative evaluation assay of the bactericidal activity
in the medical area (phase 2, step 1),
with the product “Dezinfectant Universal “Bio-Dez”” with deviations from the standard.
(EN 13727: 2012 + A2: 2015 Standard)

Report
Registration No.: D/23/B0840.
1. Laboratory identification ........................ Instituto Valenciano de Microbiologia.
2. Client identification ............................... J.S. HAMILTON ROMANIA SRL.
AdAress .......ooooviiiiiii e, Sos Berceni, Nr 8, sector 4, Bucuresti.
Romania.

3. Sample identification (information provided by the client)

e Productname ..................cociiiiiniinnn. Dezinfectant Universal “Bio-Dez”.

e Batchnumber .......................cccoeuini 34692/23/ROBCH.

e Expirationdate ...................cooiieiinnns. Not indicated.

e Manufacturer /supplier ........................ SRL “ Ecochim-Grup”

e Store conditions .............coeeiiiiiiiiiinnn.. Not indicated.

e Conditions Of USE ....oveieneieiiaieieenn, Instrument disinfection, surface disinfection,

Hygienic handrub, surgical handrub.
e Diluent of the product recommended by

the manufacturer .................cccceceeenne... . Not indicated.
e Active(s) Substance(s) and its
CONCENTAtioN (S) ....vveveeveeieieeenenian, Ethyl alcool 72-76%, CAS 64-17-5 and CE

200-578-6, Benzalkonium chloride 0.024-
0.029%, CAS: 68424-85-1 and CE 270-325-2
Methylthonibium chloride 0.00024%, CAS
61-73-4 and 200-515-2.

e Concentrations ordered for the assay ....... Ready to use.

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

DESIN-1031-b /EN 13727: 2012 + A2: 2015 Version 8 (2019-10-02)

DESIN-1031.5-b//EN 13727:2012+A2:2015- Additional bacteria Version 3 (2023-03-02)
Page 1 of 6

Registration No.: D/23/B0840 Instituto Valenciano de Microbiologia



. Information about sample reception

e Date of reception of the sample ............. 2023/05/18.
e Date of reception of order with test
CONAITIONS ..euveneiiiiieiie e, 2023/11/24.
e Aspect of the received sample............... Blue transparent liquid received in plastic
container.

. Method of assay and its validation (EN 13727: 2012 + A2: 2015 Standard)

e Methodused .........oooviiiiiiiiiii Dilution-neutralization.

e Neutralizer .......... ceeeereneeeee Lryptone 5 g/L, yeast extract 2.5 g/L, dextrose
10 g/L, sodlum thloglycolate 1 g/L sodium thiosulfate 1 g/L, sodium bisulphite 2.5 g/L,
soya lecithin 7 g/L, polysorbate-80 5 g/L, glycine 1 g/L, I-histidine 1 g/L and saponin 30
g/L.

. Experimental conditions

e Assay period (including prior preparation

of the strains)..............cooviiiiiiiiin, 2023/12/13 to 2023/12/17.

e Solvent of the product used in the assay ... ~ Sterile distilled water.

e Product concentrations for the assay ......... Pure (80%), 50% and 0.1%.

e Aspect of the dilutions of the product ...... Pure (80%), and 50% bluish transparent liquid;
0.1% transparent liquid.

o Contacttime ..........covviiviiiiniiininininnn. 60 seconds.

e Assay temperature ................o.evenrnnnn. 20°C = I°C.

e Interfering substance .......................... Bovine serum albumin 3 g/L + erythrocytes
3mL/L.

e Stability of the mixture (interfering

substance and product diluted in sterile

distilled water) .............ccoceeveeeeeereennnn Stable.
e Incubation temperature ...................... +36°C £ 1°C.
e Identification of the strains used:

— Staphylococcus aureus MRSA (ATCC 33592).
— Enterococcus faecium (ATCC 6057 = CECT 8108).

. Results of the assay

- Assay of validation .. vevevem. Seetables 1,2, 4 and 5.
- Evaluation of bacter1c1dal act1v1ty ... See tables 3 and 6.
- Number of replicates per assay orgamsm 1.

DESIN-1031-b /EN 13727: 2012 + A2: 2015 Version 8 (2019-10-02)

DESIN-1031.5-b//EN 13727:2012+A2:2015- Additional bacteria Version 3 (2023-03-02)
Page 2 of 6

Registration No.: D/23/B0840 Instituto Valenciano de Microbiologia



8. Special remarks

— All controls and validation were between the basic limits.

— For a valid test, at least one concentration must show a log reduction lower than 5 log,
and at least one concentration must show a log reduction equal or higher than 5 log.

— No precipitation was observed during the assay procedure (the mixtures were
homogenous).

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

9. Conclusion

The product Dezinfectant Universal “Bio-Dez”, batch 34692/23/ROBCH, when it is
pure (80%), concentration requested by the client, shows bactericidal activity after 60
seconds at 20°C £ 1°C, under dirty conditions (bovine serum albumin 3 g/I. and
erythrocytes 3mL/L), for the reference strains Staphylococcus aureus MRSA (ATCC
33592) and Enterococcus faecium (ATCC 6057 = CECT 8108), when tested according to
EN 13727: 2012 + A2: 2015 Standard, with deviations from the standard due to not
testing all mandatory microorganisms.

With the results obtained with the product Dezinfectant Universal “Bio-Dez”, batch
34692/23/ROBCH, it cannot be concluded that the product has general bactericidal
activity, but only that it has activity against Staphylococcus aureus MRSA and
Enterococcus faecium.

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), January 4, 2024.

GARCIA DE LOMAS
LATIN, JAIME (FIRMA)

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

DESIN-1031-b /EN 13727: 2012 + A2: 2015 Version 8 (2019-10-02)
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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 the Good Laboratory Practices (GLPs) as well and the final report
contains the primary data obtained.

MONTOYA VIECO, TEMPRANO LOPEZ
ELENA (FIRMA) ANA -47374856P

Signed. Elena Montoya. Signed. Encarnacion Esteban.
Responsible for the Laboratory Area Technical Director
(Study Director) (Quality Assurance Director)

Signed by delegation by Ana Temprano

Reference

e EN 13727: 2012 + A2: 2015. Chemical disinfectants and antiseptics. Quantitative
suspension test for the evaluation of bactericidal activity of chemical disinfectants for
instruments used in Medicine. Test method and requirements (phase 2, step 1).

DESIN-1031-b /EN 13727: 2012 + A2: 2015 Version 8 (2019-10-02)

DESIN-1031.5-b//EN 13727:2012+A2:2015- Additional bacteria Version 3 (2023-03-02)
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Results of the assay (Bacterial suspension) with Staphylococcus aureus MRSA (ATCC

33592).

Method: Dilution-neutralization; Seeding: Pour plate; No. of plates: 1/mL.

Table 1.-Validation and controls

Control of Validation of the
Suspension of experimental Control of the method (C)
validation (/Nvo) conditions (4) neutralization (B) | Sample concentration:
Pure (80%)
Vel 83 | X=87 |Va 71 | X=77 [ Va 89 | X= Ve X=
Ve 91 Vel 83 Vel 100 [94.5 Ver 78.5
30 < X of Mvo < 160? XofAdis>05Xof | XofBis>0.5Xof Xof Cis>0.5 Xof
Nvo? Nwo or 0.0005 Nvg? Nwo?
Yes Yes Yes Yes
Suspension of X=106
validation (NVvg) Ver: 1000 Vez: 112 |30 < X of Nvp/1000 <
160? Yes
Table 2.-Suspension of the assay
N Ve Ver | Xwm =2.70 x 108,
Suspension of assay (N and No) 6 lg N=8.43
10 >330 | >330 No=N/10;
lg No=7.43
107 24 30 |7.17<L1g No<7.70?
Yes
Table 3.-Results of the activity assays with the sample
Concentrations | Dilutions Lg Na=1g LgR Time of
of the sample steps Vel Vel (Xx100 |(LgNo=7.43)| -contact
(%) Xwm x 10) (sec)
Na® <14 <14
Pure (80%) Na -l Z1a Z1a <2.15 >5.28 60
Nd* <14 <14
50% Na Z1a Z1a <2.15 >5.28 60
Na° >330 >330
0
0.1% Na-l 330 330 >4.52 <2.91 60
Explanations:

Ve = number per mL (one or two plates); Xwm = weighted mean of X.
X =mean of Ver and Vez (duplicate of 1 + 2);
Logarithmic reduction R: (g R =1g No — lg Na).

DESIN-1031-b //EN 13727: 2012 + A2: 2015 Version 8 (2019-10-02)

DESIN-1031.5-b//EN 13727:2012+A2:2015- Additional bacteria Version 3 (2023-03-02)
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Results of the assay (Bacterial suspension) with Enterococcus faecium (ATCC 6057 =
CECT 8108).

Method: Dilution-neutralization; Seeding: Pour plate; No. of plates: 1/mL.

Table 4.-Validation and controls

Control of Validation of the
Suspension of experimental Control of the method (C)
validation (Vo) conditions (A4) neutralization (B) | Sample concentration:
Pure (80%)
Ve 58 | X=60 | Ve 57 | X= Vel 54 | X=58 |Va 50 [ X=
Vo 62 Vel 56 [56.5 |V 62 Vea 57 |53.5
30 < X of Mvo <1607 XofAis>05Xof | XofBis>0.5Xof Xof Cis>0.5 Xof
Nwo? Nwo or 0.0005 Nvg? Nwo?
Yes Yes Yes Yes
Suspension of X =66
validation (/Vvg) Ver: 68 Vea: 64 30 < X of Mvp/1000 <
160? Yes
Table 5.-Suspension of the assay
N Ver Ver | Xwm =2.45x 108,
Suspension of assay (/N and No) % lg N=8.39
10 >330 | >330 No=N/10;
lg No=7.39
107 26 23 |7.17<1g No<7.70?
Yes
Table 6.-Results of the activity assays with the sample
Concentrations | Dilutions Lg Na=1g Lg R Time of
of the sample steps Ve Ve: (Xx 100 |(LgNo=7.39)| contact
(%) Xwm x 10) (sec)
Nd* <14 <14
Pure (80%) Na ~14 ~14 <2.15 >5.24 60
Na® <14 <14
50% Na ~14 ~14 <2.15 >5.24 60
Nd° >330 >330
0
0.1 % Na 2330 2330 >4.52 <2.87 60
Explanations:

Ve = number per mL (one or two plates); Xwm = weighted mean of X.
X =mean of Ver and Vez (duplicate of 1 + 2);
Logarithmic reduction R: (Ig R =1g No—1g Na

DESIN-1031-b /EN 13727: 2012 + A2: 2015 Version 8 (2019-10-02)
DESIN-1031.5-b//EN 13727:2012+A2:2015- Additional bacteria Version 3 (2023-03-02)
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. HAMILTON

REPORT OF ANALYSIS No. 16417/22/ROBCH

Client Sample number:

ECOCHIM-GRUP SRL 16417 /22/ROBCH

OR. OTACI, STR. VOITOVICI 21 Sample description (according to declaration of Client)
2059 CHISINAU Dezinfectant Universal "Bio-Dez"

Lot: FABR.08.2020

Data fabricatie: -

Data expirarii: 18.02.2025

Data prelevarii:18.02.2022

Cantitate prelevata: 3 x 500 ml
Responsabil prelevare: Crestinov Alexandr
Ora receptiei probei: -

Temperatura receptie proba: 15°C

Sample received: 01.03.2022 Sample condition with no objections

Tests performed: 01.03.2022

Tests completed: 13.04.2022 Order of 01.03.2022

Report dated: 13.04.2022 Sampling and delivery were carried out by client.

Test Method Unit Result

Test method performed by the
subcontractor; the results are taken in
full from the test report No D/22/
UNE-EN 14561:2007 - B0135, issued by the subcontractor.
The results of the analysis are listed
starting with enclosure Nol to report
of analysis.

# * Chemical disinfectants and
antiseptics. Quantitative carrier test
for the evaluation of bactericidal
activity for instruments used in the
medical area. Test method and
requirements (phase 2, step 2)

Digitally signed by Crestinov Evghenii
Date: 2025.09.05 16:10:19 EEST
Reason: MoldSign Signature
Location: Moldova

MOLDOVA EUROPEANA

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

Laboratory: Bucuresti 041914, sos. Berceni nr.8

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

* Test method accredited # Test performed by external provider

@ Non accredited methods Page1/1 PGL 09 FO1 Ed. 1 Rev. 2
1.S. Hamilton Romania S.R.L.
8 Berceni Street, 041914 Bucharest, Romania, tel. +40 21 634 10 81

bucharest@hamilton.com.pl, www.hamilton.com.pl
A.N.S.V.S.A. Authorization no 115 from 18.06.2018



HAMILTON
ROMANIA

ENCLOSORE NO. 1 SUBCONTRACTED TESTS TO REPORT OF ANALYSIS NO 16417/22/ROBCH

A) IDENTYFICATION OF THE SAMPLE

Name of the product/Details about the product

Dezinfectant Universal "'Bio-Dez"

Expiration date: 18.02.2025

Manufacturer(supplier): Ecochim-Grup S.R.L.

Store condition: Dry, without sun, 5-25°C.

Condition of use: Chemical disinfection of certain instrument
surfaces in the medical area.

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

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

Concentration ordered for the assay

Pure (100%)

B) TEST METHOD

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

Report D/22/B0135 Quantitative carrier test for the evaluation of
bactericidal activity for instruments used in the medical area

(phase 2, step 2), with the product Dezinfectant Universal
“Bio-Dez”. (UNE-EN 14561: 2007 Standard)

UNE-EN 14561 2007. Chemical disinfectants and
antiseptics. Quantitative carrier test for the evaluation of
bactericidal activity for instruments used in the medical area.
Test method and requirements (phase 2, step2). AENOR.

Testing method

DESIN-1032-b //EN 14561: 2007

Methods of assay and its validation UNE-EN 14561: 2007 Stan

dard

Method

Dilution-neutralization.

Neutralizer

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

C) INFORMATION ABOUT SAMPLE RECEPTION

Date of reception of the sample

2022/03/04

Date of reception of order with test conditions

2022/03/01.

Aspect of the received product

Blue transparent liquid in plastic package.

D) EXPERIMENTAL CONDITIONS

Assay period

2022/03/23 to 2022/03/28

Solvent of the product used in the assay

Sterile distilled water

Product concentrations for the assay

Pure (100%), 50% and 0.1%.

Aspect of the dilutions of the product

Pure 100% and 50% blue liquid,
0.1% transparent liquid.

Contact time

60 seconds

Assay temperature

20°C+1°C

Interfering substance

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

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

Stable

Incubation temperature

+36°C +£1°C

Identification of the strains used:

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

— Enterococcus hirae (CECT 4081 = ATCC 10541).

Laboratory: Bucharest 041914, 8 Berceni Street.

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

Enclosore no. 1 subcontracted tests

PGL 09 F 04 Ed. 1 Rev. 0

Page 1 of 6

Date: 05.04.2022
Authorized by: Mariana llinca, Manager of Microbiological laboratory

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




H{ HAMILTON
ROMANIA

ENCLOSORE NO. 1 SUBCONTRACTED TESTS TO REPORT OF ANALYSIS NO 16417/22/ROBCH

Results of the assay

o Assayofvalidation ... ... . Seetables 1,2,3.5,6.7,9. 10and 11.
e Evaluation of bactenicadal activity ........... Seetables 4, 8 and 12.
» Number of replicates per assay orgamism ... 1.

Special remarks

— All controls and validation were between the basic linuts.

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

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

— There was not any precipitation during the assay procedure (the assay muxtures were
homogeneous).

Conclusion

The product Dezinfectant Universal “Bio-Dez™, batch not indicated, when 1s pure (100%2),
shows bactericidal activity after 60 seconds at 20°C £1°C, under dirty conditions (bovine
serum albumin 3 g/L plus erythrocytes 3 mL/L), for Pseudomonas aeruginosa (CECT 116
= ATCC 15442), Staphylococcus aureus (CECT 239 = ATCC 6538) and Enterococcus
hirae (CECT 4081 = ATCC 10541). when tested as required by UNE-EN 14561: 2007
Standard.

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

Laboratory: Bucharest 041914, 8 Berceni Street.
The results relate to the analyzed samples only. The enclosore cannot be reproduced partially without a prior written consent of J.S. Hamilton Romania S.R.L.
Responsibility of J.S. Hamilton Romania is restricted exclusively to the results and statements presented in original copy of the enclosore.
*Test method accredited # Test performed by subcontractor. @ Non accredited methods.
JS. HAMILTON ROMANIA S.R.L.
8 Berceni Street, 041902 Bucharest, Romania
Tel.+40 21 634 10 81 bucharest@hamilton.com.pl, www.hamilton.com.pl
Enclosore no. 1 subcontracted tests PGL 09 F 04 Ed. 1 Rev. 0
Page 2 of 6

Date: 05.04.2022

Authorized by: Mariana Ilinca, Manager of Microbiological laboratory

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



HAMILTON
ROMANIA
ENCLOSORE NO. 1 SUBCONTRACTED TESTS TO REPORT OF ANALYSIS NO 16417/22/ROBCH

Results of the assay with Psendomonas aernginosa (CECT 116 = ATCC 15442).
Seeding: Pour plates. No. of plates: 1/mL..  Drying time of the slide: 15 nunutes.

Table 1.-Validation and controls.

Suspension of Control of experimental Control of the Validation of the
validation (Vo) conditions (4) neutralizer (B) method (C)
Sample concentration:
Pure
Counts per | Fer | Vez | Counts per | Fier | Fer | Counts per | Fer | Vez | Counts per | Vier | Fez
plate plate plate plate

42 | 40 | 42 | 40 | 30 | 31 30| 3 35 | 37 | 35 | 37| 31| 3 | 3 34
30 = X of Mg = 1607 Xofdis 205xXof (XofBisz205xXof |(XofCisz05xXof
X=41 Nig? X =305 Mp? X =36 Nup? X' =325

Yes Yes Yes Yes

Table 2.-Suspension of the assay.

N Counts per plate Fey Fra Xwm=156x% 10°
Suspension of 107 lg N=919
assay (V) 158 | 133 158 133 l917<1eN <o
3
10 15 16 15 16 | Yes
Table 3.-Water control.
Nw Counts per plate Fer Foo  |[Xwmx10=155x 107
Water control ) lg Vw=7.19
(N 10+ 16 15 16 15 7.15 =1g Nw = (g N-1.3)7
Yes
Table 4.-Eesults of the activity assays with the sample.
Sample LeNa=| LgR Time of
concentration | Dilution | Counts per plate Ves Ver lg(Xo |(lgVw=| contact
(%e) Xwm)+1| 7.19) (sec)
10° 0 0 <14 <14
. 10! 0 0 <14 =14 -
Fi = 2. =3,
Pure 100% 102 0 0 = — 15 5.04 60
107 0 0 <14 <14
10° 330 =330 | =330 | =330
- 10™ 30 32 30 32
o, _ 3. .
50% 102 3 3 14 14 49 3.70 60
107 0 0 <14 <14
10° =330 =330 | =330 | =330
. 107 =330 =330 | =330 | =330
0 ) =
0.1% 102 =330 =330 | =330 | =330 7652 0.67 60
10° =330 =330 | =330 | =330

Laboratory: Bucharest 041914, 8 Berceni Street.
The results relate to the analyzed samples only. The enclosore cannot be reproduced partially without a prior written consent of J.S. Hamilton Romania S.R.L.
Responsibility of J.S. Hamilton Romania is restricted exclusively to the results and statements presented in original copy of the enclosore.
*Test method accredited # Test performed by subcontractor. @ Non accredited methods.
JS. HAMILTON ROMANIA S.R.L.
8 Berceni Street, 041902 Bucharest, Romania
Tel.+40 21 634 10 81 bucharest@hamilton.com.pl, www.hamilton.com.pl

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

Page 3 of 6
Date: 05.04.2022
Authorized by: Mariana llinca, Manager of Microbiological laboratory
Aprobat de: Mihai Alina-Roxana, General manager (Approved with qualified electronic signature)



HAMILTON

ROMANIA

ENCLOSORE NO. 1 SUBCONTRACTED TESTS TO REPORT OF ANALYSIS NO 16417/22/ROBCH

Results of the assay with Stapfivlocccus aurens (CECT 239 = ATCC 65385).

Seeding: Pour plates.

Table 5.-Validation and controls.

No. of plates: 1/'mL;  Drying time of the shde: 18 nunutes.

Suspension of Control of experimental Control of the Walidation of the
vahidation (Vo) conditions (4) neutralizer (B) method (C)
Sample concentration:
Pure
Counts per | Fer | Vez | Counts per | Fer | Fez | Countsper | Fer | Viez | Counts per | Ver | Fez
plate plate plate plate
48 | 531 | 48 51 39 | 40 | 39 [ 40 | 2B | 28 [ 28 | 28 | 30 | 28 | 30 | 2B
W0=XofMv=1607 |Xofdis 205xXof ([XofBisz05xXof |(XofCisz05xXof
X=495 Nwp? X=395 N7 X =28 N7 X =29
Yes Yes Yes Yes
Table 6.-Suspension of the assay.
N Counts per plate Fer Ver | Xowm=200x10°
Suspension of 107 le V=930
202 202 =
assay (V) 202 199 202 199 917=lgN =977
3
1o 19 19 19 19 |Yes
Table 7.-Water control.
Nw Counts per plate Fe; Feo |[Xwvmx10=335x107
Water control _ lg Nw=7.53
(Vo) 10° 32 35 32 35 [7.15 <lg N < (lg N-1.3)?
Yes

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

Sample LeNa=| LgR Time of
concentration | Dilution | Counts per plate Ves Ver lg(Xo |(lgVw=| contact
(%e) Xwm)+l | 7.53) (sec)
10° 0 0 <14 | <14
. 10 0 0 =14 =14 -
o : <2, =5,
Pure 100% 07 5 5 T 15 | =538 60
103 0 0 <14 | <14
10° =330 =330 | =330 | =330
N 10! 210 215 210 215
50% 102 50 57 20 2 433 3.20 60
10- 2 1 =14 =14
10° =330 =330 | =330 | =330
. 107 =330 | =330 | =330 | =330
o — =052 =1
0.-1% 107 =330 | =330 | =330 | =330 | ° 1ol %0
10° =330 | =330 | =330 | =330

Laboratory: Bucharest 041914, 8 Berceni Street.
The results relate to the analyzed samples only. The enclosore cannot be reproduced partially without a prior written consent of J.S. Hamilton Romania S.R.L.
Responsibility of J.S. Hamilton Romania is restricted exclusively to the results and statements presented in original copy of the enclosore.
*Test method accredited # Test performed by subcontractor. @ Non accredited methods.
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Results of the assay with Enterococcus irae (CECT 4081 = ATCC 10541).
Seeding: Pour plates. No. of plates: 1/mL; Drying time of the slide: 16 minutes.

Table 9.-Validation and controls.

Suspension of Control of experimental Control of the Validation of the
vahidation (Nvp) conditions (4) neutralizer (B) method (C)
Sample concentration:
Pure
Counts per | ey | Vez | Counts per | Fer | Fea | Counts per | Fer | Fer | Counts per | Fer | Ve
plate plate plate plate

46 47 46 47 29 28 29 28 31 30 31 30 27 28 27 28
30 < X of M < 1607 Hofdis 205xXof |[XofBis=05xXof (XofCisz=05xXof
X=465 Mo? X =285 MNu? X=305 MNg? X =275

Yes Yes Yes Yes

Table 10.-5uspension of the assay.

N Counts per plate Ves Ve: | Xowm=186x%10°
Suspension of 10-7 lg N=9.27
assay (V) 189 | 185 189 185 l917<1en <97
3
10 17 18 17 13 | Yes
Table 11.-Water control.
Nw Counts per plate Fes e | Xwmx10=185x10"
Water control ) lg Nnw=727
(Vw) 10 18 19 18 19 [7.15 £1g Nw = (lg N-1.3)?
Yes
Table 12.-Results of the activity assays with the sample.
Sample LgNa=| LgR Tiume of
concentration | Dilution | Counts per plate Ver Vez lg(Xo |(lgVw=| contact
(%) Xwm)+1 | 727) (sec)
lﬂ‘rl’ 0 0 =14 =14
. 107 0 0 =14 =14 -
0 7 =5 17
Pure 100% 5= 5 5 — T =11 215 | >5.12 60
10° 0 0 <14 | <14
10° 330 330 | =330 | =330
I 107 =330 =330 =330 =330
% 5 - : 2.
50% 102 57 50 57 50 4.77 a0 60
10°* 5 6 =14 | <14
10° =330 =330 =330 =330
. 10 =330 =330 | =330 | =330 | . 60
0y - 3 =
0.-1% 107 =330 | =330 | =330 | =330 | 2% | 0P
107 =330 =330 =330 =330

Laboratory: Bucharest 041914, 8 Berceni Street.
The results relate to the analyzed samples only. The enclosore cannot be reproduced partially without a prior written consent of J.S. Hamilton Romania S.R.L.
Responsibility of J.S. Hamilton Romania is restricted exclusively to the results and statements presented in original copy of the enclosore.
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JS. HAMILTON ROMANIA S.R.L.
8 Berceni Street, 041902 Bucharest, Romania
Tel.+40 21 634 10 81 bucharest@hamilton.com.pl, www.hamilton.com.pl
Enclosore no. 1 subcontracted tests PGL 09 F 04 Ed. 1 Rev. 0
Page 5 of 6

Date: 05.04.2022

Authorized by: Mariana llinca, Manager of Microbiological laboratory

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



H{ HAMILTON

ROMANIA

ENCLOSORE NO. 1 SUBCONTRACTED TESTS TO REPORT OF ANALYSIS NO 16417/22/ROBCH
Explanations:
Fr = Count per mL (one or more plates).

X=mean of Feyand Fra

Xwm = ponderated mean of X
R (reduction) = (lg R = log Nw — log Na).
If Na < 140, log R == [log Nw —2.15]

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

RAPORT DE INCERCARE NR. 1071/23/ROBCH/Z1
Inlocuieste Raportul de Incercare Nr. 1071/23/ROBCH din 02.03.2023

Numarul eEantionului:
1071/23/ROBCH
Descriere obiect de incercat ( conform cu declaratia Clientului)

Client

ECOCHIM-GRUP SRL
STRADA PETRICANI 21/3
2059 CHISINAU Dezinfectant Universal "Bio-Dez"

Lot: -

Data fabricatie: 13.12.2022

Data expirarii: 13.12.2025

Data prelevarii: 13.12.2021

Cantitate prelevata:500 ml

Responsabil prelevare: Cristinov Alexandr
Ora receptiei probei: 08:00

Temperatura receptie proba: 15°C
Sample condition with no objections

Data primirii obiectului de incercat: [ 11.01.2023
Data finalizarii incercarii: 02.03.2023 Comanda din 11.01.2023
Data eliberarii raportului: 02.08.2023 Probele au fost prelevate si livrate de catre Client.

Unitate de
masura

Parametrii de testare Metoda de testare Rezultat

# * Fungicidal activity in medical
area. 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).

EN 13624:2014

Test method performed by the
subcontractor; the results are taken in
full from the test report No D/23/
B0019 , issued by the subcontractor.
The results of the analysis are listed
starting with enclosure No1l to report
of analysis.

Digitally signed by Crestinov Evghenii
Date: 2025.09.05 16:10:33 EEST
Reason: MoldSign Signature
Location: Moldova

MOLDOVA EUROPEANA

Responsabil incercare: Mariana Ilinca, Sef Laborator Microbiologie
Validat de: Mariana llinca, Sef Laborator Microbiologie
Autorizat de: Alina-Roxana Mihai, General Manager (Aprobat cu semnatura electronica)

Laborator: Bucuresti 041914, sos. Berceni nr.8

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

* Metoda de testare acreditata # Test efectuat de catre subcontractor
@ Incercari neacreditate Pagina 1/1 PGL 09 F 01 Ed. 1 Rev. 3
- _________________________________________________________________________________________________________________]

J.S. Hamilton Romania S.R.L.
Sos.Berceni nr.8, sector 4, 041902 Bucuresti, Romania, Tel.+40 21 634 108

bucharest@hamilton.com.pl, www.hamilton.com.pl
Autorizatie A.N.S.V.S.A. nr. 115 din 18.06.2018
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HAMILTON
ROMANIA

ENCLOSORE NO. 1 SUBCONTRACTED TESTS TO REPORT OF ANALYSIS NO 1071/23/ROBCH/Z1

A) IDENTYFICATION OF THE SAMPLE

Name of the product/Details about the product

Dezinfectant Universal "'Bio-Dez"
Manufacturer(supplier): Ecochim-Grup

Condition of wuse: Instrument disinfection, surface
disinfection without mechanical action textile disinfection

Solvent of the product recommended by the manufacturer

Not indicated

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

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

Concentrations requested for the assay

80% and 97%.

B) TEST METHOD

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

Report no.: D/23/B0019 and D/23/B0413- Quantitative
evaluation assay of fungicidal activity in Medicine (phase 2,
stepl), with the product “Dezinfectant Universal “Bio-Dez””.
(EN 13624 : 2022 Standard)

EN 13624: 2022. Chemical disinfectants and antiseptics.
Quantitative suspension test for the evaluation of the
fungicidal or yeasticidal activity in the medical area. Test
method and requirements (phase 2, step 1).

Testing method

EN 13624: 2022

Method

Dilution-neutralization

Neutralizer

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

C) INFORMATION ABOUT SAMPLE RECEPTION

Date of reception of the sample 2023/01/13
Date of reception of order with test conditions 2023/01/16.
Date of reception of order with test conditions (test at 97%) 2023/06/14

Aspect of the received product

Blue liquid in plastic package

D) EXPERIMENTAL CONDITIONS

Assay period

2023/02/08 to 2023/02/17 (test at 80%).
2023/07/05 to 2023/07/15 (test at 97%).

Solvent of the product used in the assay

Sterile distilled water (test at 80%).
Not applicable (test at 97%).

Product concentrations for the assay

First test: 80%, 50% and 0.1%
Second test: 97%.

Aspect of the dilutions of the product

97%, 80% and 50% blue liquid;
0.1% transparent liquid.

Contact time

90 seconds

Assay temperature

+20°C £ 1°C

Interfering substance

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

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

Formation of flocs at 97% concentration and stable at
80%, 50% and 0,1%.

Temperature of incubation

+30°C +1°C

Identification of the origin of viral stains and number of
passes

-Aspergillus brasiliensis (CECT 2574 = ATCC 16404).
— Candida albicans (CECT 1394 = ATCC 10231).

Laboratory: Bucharest 041914, 8 Berceni Street.

The results relate to the analyzed samples only. The enclosore cannot be reproduced partially without a prior written consent of J.S. Hamilton Romania S.R.L.
Responsibility of J.S. Hamilton Romania is restricted exclusively to the results and statements presented in original copy of the enclosore.
*Test method accredited # Test performed by subcontractor. @ Non accredited methods.
JS. HAMILTON ROMANIA S.R.L.
8 Berceni Street, 041902 Bucharest, Romania
Tel.+40 21 634 10 81 bucharest@hamilton.com.pl, www.hamilton.com.pl
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Date: 02.08.2023
Authorized by: Mariana llinca, Manager of Microbiological laboratory

Aprobat de: Mihai Alina-Roxana, General manager (Approved with qualified electronic signature)
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ENCLOSORE NO. 1 SUBCONTRACTED TESTS TO REPORT OF ANALYSIS NO 1071/23/ROBCH/Z1
Results of the assay

»  Assayofvalidation ... Seetables 1. 2. 4 and 5.
»  Evaluation of fungicidal activity ... See tables 3 and 6.
»  Number of replicates per assay

OTEATHSIN . ... 1

Special remarks

— All controls and validation were between the basic limits.
— For a valid test, at least one concentration must show a log reduction equal or higher than
4log.
— Formation of flocs has been observed when mixed the product at 97% with the
mnterference substance and the moculum.
— No precipitate formed during the test procedure (test mixtures at 80%, 50 % and 0.1%
were homogeneous).

Conclusion

The product Dezinfectant Universal “Bio-Dez”, batch 1071/23//ROBCH. at 80% does not
show fungicidal activity, after 90 seconds at 20°C £1°C_ under dirty conditions (bovine
serum albumin 3 g/l and ervthrocytes 3 mL/L), because it does not show activity against
Aspergillus brasiliensis (CECT 2574 = ATCC 16404) although 1t shows activity against
Candida albicans (CECT 1394 = ATCC 10231), when tested as required by the EN 13624:
2022 Standard.

The product Dezinfectant Universal “Bio-Dez”, batch 1071/23/ROBCH. at 80% shows
veasticidal activity. after 90 seconds at 20°C £1°C, under dirty conditions (bovine serum
albumin 3 g/L. and erythrocytes 3 mL/L), for the strain Candida albicans (CECT 1394 =
ATCC 10231), when tested as required by the EN 13624: 2022 Standard.

The product Dezinfectant Universal “Bio-Dez’’, batch 1071/23/ROBCH. at 97%
concentration requested by the client, shows fungicidal activity, after 90 seconds at 20°C
+1°C, under dirty conditions (bovine serum albumin 3 g/L plus erythrocytes 3ml/L), agamst
the reference stramns Aspergillus brasiliensis (CECT 2574 = ATCC 16404) and Candida
albicans (CECT 1394 = ATCC 10231). when tested as requured by the EN 13624: 2022
Standard.

Note: The results obtained correspond to the sample recerved in the laboratory.

Laboratory: Bucharest 041914, 8 Berceni Street.
The results relate to the analyzed samples only. The enclosore cannot be reproduced partially without a prior written consent of J.S. Hamilton Romania S.R.L.
Responsibility of J.S. Hamilton Romania is restricted exclusively to the results and statements presented in original copy of the enclosore.
*Test method accredited # Test performed by subcontractor. @ Non accredited methods.
JS. HAMILTON ROMANIA S.R.L.
8 Berceni Street, 041902 Bucharest, Romania
Tel.+40 21 634 10 81 bucharest@hamilton.com.pl, www.hamilton.com.pl

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

Page 2 of 8
Date: 02.08.2023
Authorized by: Mariana Ilinca, Manager of Microbiological laboratory
Aprobat de: Mihai Alina-Roxana, General manager (Approved with qualified electronic signature)
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ENCLOSORE NO. 1 SUBCONTRACTED TESTS TO REPORT OF ANALYSIS NO 1071/23/ROBCH/z1

Results of the assay with dspergillus brasiliensis (CECT 2574 = ATCC 16404).
First test at 50%o.

Seeding: Pour plates. No. of plates: 4/mL.

Table 1.-Validation and controls.

Suspension of Control of Control of the Validation of the method
validation (Vi) expertmental neutralizer (B) (C)
conditions (4) Sample concentration:
80%
Fa 72 X= Fa 68 X= Ve 61 X=| Fa 63 X=
Fez 78 75 €1 66 67 Fe2 65 63 Vex 69 66
0 <X of Mo < 1607 Xof415205x Xof Bes= 0.0005 Xof C1s205x
Yes X if Vg7 Yes Nig? Yes X of Miy? Yes
Suspension of Ver: 79 Fea: 76 X=715
validation (Vvi) 30 = X de Mp/1000 =
1607 Yes

Table 2.-Suspension of the assay.

N Fe; | Ve |[Xwm=294%107

5 leN=747

lg Mo=647

6.17 <1zNo = 6.707; Yes

Suspension of assay (V and Ny)

0% | 29 30

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

Concentrations | Dilutions LgNa=Ig LeR Time of
of the sample steps Fa Fes (Xx100 |[(LgN=647)| contact
(%) X x 10) (seconds)
Ng® e e
Pure (80 %) Mf-l 1'5'1550 1%630 4.05 242 90
- Na® =660 =660 : :
L7 = 7 =
50 % Na T 660 ~660 4.82 1.65 90
Na® =660 =660 : :
% =4 82 <
0.1% T T —eeo T —ceo 4.82 1.65 90
Explanations:

Fe = number per mL (one or two plates); Xwm = ponderated mean of X
X =mean of ¥Ve1 and Va2 (duplicate of 1 + 2); R(reduction): (I1gR = lg No—1g Na).

Laboratory: Bucharest 041914, 8 Berceni Street.
The results relate to the analyzed samples only. The enclosore cannot be reproduced partially without a prior written consent of J.S. Hamilton Romania S.R.L.
Responsibility of J.S. Hamilton Romania is restricted exclusively to the results and statements presented in original copy of the enclosore.
*Test method accredited # Test performed by subcontractor. @ Non accredited methods.
JS. HAMILTON ROMANIA S.R.L.
8 Berceni Street, 041902 Bucharest, Romania
Tel.+40 21 634 10 81 bucharest@hamilton.com.pl, www.hamilton.com.pl
Enclosore no. 1 subcontracted tests PGL 09 F 04 Ed. 1 Rev. 0
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Date: 02.08.2023

Authorized by: Mariana Ilinca, Manager of Microbiological laboratory
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Counts per plate:

(N)10°=T0+73+74+74: 71 + 75+ 76 + 75;
109=6+7+8+8:8+7+7+8:

Product:

Pure (80%) 2 Na' 28 +27+31+30; 27+ 28+ 26 + 27:

50% = Na' ==165 + =165 + =165 + =165; =165 + =165 + =165 + =165;
0.1% = Nal ==165 + =165 + =165 + =165; =165 + =165 + =165 + =165;

A=17+16+18+17; 17+16+16+17,
B =15+16+15+15; 16+15+16+18;
C=15+16+16+16; 17+18+16+18;
Nyp = 15+17+19+18; 19+20+20-+19;
Ny = 19+20+20+20; 19+15+159+19;

Laboratory: Bucharest 041914, 8 Berceni Street.

The results relate to the analyzed samples only. The enclosore cannot be reproduced partially without a prior written consent of J.S. Hamilton Romania S.R.L.
Responsibility of J.S. Hamilton Romania is restricted exclusively to the results and statements presented in original copy of the enclosore.
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Eesults of the assay with 4Aspergillns brasiliensis (CECT 2574 = ATCC 16404).
Second test at 97%.

Seeding: plate pouring: No. of plates: 4/mL.

Table 1.-Validation and controls.

Validation of the method
Suspension of Control of Control of the (C)
validation (Vi) experimental (4) neutralizer (B) Sample concentration:
97%
Fea 101 X= Vo 80 X= Vi1 83 X= Vil a0 X=
Fea 100 | 100.5 2 82 81 Fia 82 835 Vi 82 81
0 =Xof Mo= 1607 Xofd1s205x Xof Besz= 0.0005 Xof C1s205x
Yes X 1f Nwp? Yes Nig? Yes X of Nuy? Yes
Suspension of Fer 102 Fex 102 X=102
vahdation (Nvg) 30 = X de Nvp/1000 =
1607 Yes

Table 2.-Suspension of the assay.

N Fe; | Vo |[Xwm=199x 108

Suspension of assay (V and Nyg) lgN=2830
10% [ 199 | 200 |No=N10
lg No=730

i} 717 =1ghNe=7.707; Yes
107 19 20

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

Concentrations | Dilutions Lg Na=1g Lg R Time of
of the sample steps Fe1 Ve (Xx10o0 |(Lg™=730)| contact
(%e) X x 10) (seconds)
Na® <14 =14
97% Nat =14 =14 =213 =515 90
Na~? <14 =14
Explanations:

Fe = number per mL (one or two plates); Xwm = ponderated mean of X
X =mean of Vey and Vez (duplicate of 1 + 2); R{reduction): (1gR = 1g Np— g Va).

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

(V) 10¥ =48 + 52 + 50 + 49; 49 + 50 + 51 + 50;
107=4+5+5+54+5+6+5.

Sample:

97%=Na"=0+0+0+0;0+0+0+0;

A=19+20+22+19;21 +20+22+19,
B=24+20+21+20;19+21+22+20;
C=20+21+20+19; 20 +22+20+20;
Npp=28+26+24+23.25+24+26+25;
Npg=27+24+26+25 25+24+27+26.

Laboratory: Bucharest 041914, 8 Berceni Street.

The results relate to the analyzed samples only. The enclosore cannot be reproduced partially without a prior written consent of J.S. Hamilton Romania S.R.L.
Responsibility of J.S. Hamilton Romania is restricted exclusively to the results and statements presented in original copy of the enclosore.
*Test method accredited # Test performed by subcontractor. @ Non accredited methods.
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Results of the assay with Candida albicans (CECT 1394 = ATCC 10231).
First test at 50%o.

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

Table 4.-Validation and controls.

Suspension of Control of Control of the Validation of the method
validation (Nvg) experimental neutralizer (B) (C)
conditions (4) Sample concentration:
80%
Fa 96 X= Va 83 X= Vi1 87 X= Va 82 X=
Ve 100 98 | ! 89 84 Vs 100 935 Ve 83 83.5
30=Xof Mp= 1607 Xofd1s205x Xof Bes= 0.0005 Xof C1s205x
Yes X if Nio? Yes MNg? Yes X of Vig? Yes
Suspension of Ve 85 Vo 87 X=185
validation (Nvg) 30 =X de NMg/1000 =
1607 Yes
Table 5. -Suspension of the assay.
N Vel Ver Xwm=3.65%10"
Suspension of assay 3 lge N=7.56
(V and Vo) 10 7300 7330 N = o
lg No=6.56
& £
10 38 33 6.17<1g No <6.707 Yes

Table 6.-Results of the activity assays with the sample.

Concentrations | Dilutions LgNa=Ilg LR Time of
of the sample steps Ve Fe (Xx100o |(Lg™M=6.56)| contact
(%) Xwm x 10) (seconds)
Na® e =
Pure (80 %) .;_1 ii i: =2.15 =441 20
o o Na® =330 =330
50 % Vol 23 37 3.94 2.62 90
Na® =330 =330 a -
0.1% T T 330 T %0 4,52 2 04 90
Explanations:

Fe = number per mL (one or two plates); Xwm = ponderated mean of X
X =mean of Fr1 and Vez (duplicate of 1 + 2); R (reduction): (lg R =1g Vo —1g Na).

Laboratory: Bucharest 041914, 8 Berceni Street.

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

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

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

PGL 09 F 04 Ed. 1 Rev. 0
Page 7 of 8
Date: 02.08.2023
Authorized by: Mariana llinca, Manager of Microbiological laboratory

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



HAMILTON
ROMANIA
ENCLOSORE NO. 1 SUBCONTRACTED TESTS TO REPORT OF ANALYSIS NO 1071/23/ROBCH/z1

Eesults of the assay with Candida albicans (CECT 1394 = ATCC 10231).
Second test at 97%.

Seeding: plate pouring: No. of plates: 1/ml..

Table 4.-Validation and controls.

. _ Control of WValidation of the
Suspension of : Control of the method (C)
CE ; experimental ) .
validation (M) conditions (4) neutralizer (B) 7%
Vo 89 |X=87 |Fa 80 | X= V1 8l | X= Ve 80 |A=
Ve 85 Ver 79 |795 ¥ B3 |82 Vi 76 |78
=XNofMp=1607 | Xofd15>05xXof | Xof Bis205xXof | Xof Cis>05xXof
Nwg? Nug, or 0.0005 Nyg? Nwg?
Yes Yes Yes Yes
Suspension of X=8R
validation (Nvg) c1: 87  Fer: 89 | 30 =xde Mp/1000 <
1607 Yes
Table 5. -Suspension of the assay.
N Vel (! Xwm=495x10°
Suspension of assay P . le N=869
(V and Vo) 10 =330 =330 M=N10
5 _ 1g No=7.69
10 o1 B 717 <1e M <7.707 Yes

Table 6.-Results of the activity assays with the sample.

Concentrations | Dilutions LeNa=1lg LeR Time of
of the sample steps Va Fez (Xx100 |(LgM=7.69)| contact
(%) Xowm x 10) (seconds)
Na® <14 =14
97% Nal =14 <14 =215 =554 90
Na! =14 =14
Explanations:

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

Laboratory: Bucharest 041914, 8 Berceni Street.
The results relate to the analyzed samples only. The enclosore cannot be reproduced partially without a prior written consent of J.S. Hamilton Romania S.R.L.
Responsibility of J.S. Hamilton Romania is restricted exclusively to the results and statements presented in original copy of the enclosore.
*Test method accredited # Test performed by subcontractor. @ Non accredited methods.
JS. HAMILTON ROMANIA S.R.L.
8 Berceni Street, 041902 Bucharest, Romania
Tel.+40 21 634 10 81 bucharest@hamilton.com.pl, www.hamilton.com.pl

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

Page 8 of 8
Date: 02.08.2023
Authorized by: Mariana Ilinca, Manager of Microbiological laboratory
Aprobat de: Mihai Alina-Roxana, General manager (Approved with qualified electronic signature)



. HAMILTON

REPORT OF ANALYSIS No. 92190/22/ROBCH

Client Sample number:

ECOCHIM-GRUP SRL 92190/22/ROBCH

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

2059 CHISINAU Dezinfectant Universal "Bio-Dez"
Lot/Batch: -

Production date: 21.09.2022

Expiration date: 21.09.2025

Sampling date: 29.09.2022

Sampling quantity: 1x 500ml

Sample temperature: 17°C

Reception hour: 12:30

Responsible for sampling: Crestinov Alexandr

Sample received: 18.10.2022 Sample condition with no objections

Tests performed: 19.10.2022

Tests completed: 09.12.2022 Order of 18.10.2022

Report dated: 09.12.2022 Sampling and delivery were carried out by client.

Test Method Unit Result

Test method performed by the
subcontractor; the results are taken in
full from the test report No D/22/
EN 14562:2007 - B0669, issued by the subcontractor.
The results of the analysis are listed
starting with enclosure Nol to report
of analysis.

# * Chemical disinfectants and
antiseptics. Quantitative carrier test
for the evaluation of bactericidal
activity for instruments used in the
medical area. Test method and
requirements (phase 2, step 2)

Digitally signed by Crestinov Evghenii
Date: 2025.09.05 16:10:24 EEST
Reason: MoldSign Signature
Location: Moldova

MOLDOVA EUROPEANA

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

Laboratory: Bucuresti 041914, sos. Berceni nr.8

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

* Test method accredited # Test performed by external provider
@ Non accredited methods Page 1 /1 PGL 09 FO1 Ed. 1 Rev. 2

1.S. Hamilton Romania S.R.L.
8 Berceni Street, 041914 Bucharest, Romania, tel. +40 21 634 10 81 |‘|HI””ll’lm"”"“"”l‘ m H"Hm ||‘

bucharest@hamilton.com.pl, www.hamilton.com.pl
A.N.S.V.S.A. Authorization no 115 from 18.06.2018




HAMILTON
ROMANIA

ENCLOSORE NO. 1 SUBCONTRACTED TESTS TO REPORT OF ANALYSIS NO 92190/22/ROBCH

A) IDENTYFICATION OF THE SAMPLE

Name of the product/Details about the product

Dezinfectant Universal “Bio-Dez”.

Manufacturer(supplier): Ecochim-Grup.

Store condition: Dry, without sun, 5-25 Celsius degree.
Condition of use: PT2 product in the medical area.

Solvent of the product recommended by the manufacturer:
Undiluted.

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

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

Concentration ordered for the assay

Ready to use (100%).

B) TEST METHOD

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

Report D/22/B0669 Quantitative carrier test for evaluation of the
fungicidal activity of chemical disinfectants for instruments used
in the medical area (phase 2, step 2), with the product
“Dezinfectant Universal “Bio-Dez”. (EN 14562: 2007 Standard)

EN 14562: 2007. Chemical disinfectants and antiseptics —
Quantitative carrier test for the evaluation of the antifungal or
yeasticidal activity of chemical disinfectants for instruments
used in the medical area. Test methods and requirements
(phase 2/step 2).

Testing method

DESIN-1059-b // EN 14562: 2007

Methods of assay and its validation EN 14562: 2007 Standard

Method

Dilution-neutralization.

Neutralizer

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

C) INFORMATION ABOUT SAMPLE RECEPTION

Date of reception of the sample

2022/10/19

Date of reception of order with test conditions

2022/10/24.

Aspect of the received product

Blue liquid in a plastic package.

D) EXPERIMENTAL CONDITIONS

Assay period

2022/11/15 to 2022/11/25.

Solvent of the product used in the assay

Sterile distilled water

Product concentrations for the assay

100%, 50% and 0.1%.

Aspect of the dilutions of the product

100% and 50%: Blue liquid;
0.1%: Transparent liquid

Contact time

90 seconds

Assay temperature

20°C+1°C

Interfering substance

Bovine serum albumin 3 g/L + 3 ml/L erythrocytes

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

Stable

Incubation temperature

+30°C []1°C

Drying time of the slides

C.albicans: 35 minutes.
A.brasiliensis: 37 minutes

Identification of the strains used:

-Aspergillus brasiliensis (CECT 2574 = ATCC 16404).
-Candida albicans (CECT 1394 = ATCC 10231).

Laboratory: Bucharest 041914, 8 Berceni Street.

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

Enclosore no. 1 subcontracted tests

PGL 09 F 04 Ed. 1 Rev. 0

Page 1 of 6

Date: 08.12.2022
Authorized by: Mariana llinca, Manager of Microbiological laboratory

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




H{ HAMILTON
ROMANIA

ENCLOSORE NO. 1 SUBCONTRACTED TESTS TO REPORT OF ANALYSIS NO 92190/22/ROBCH
Resulis of the assay

o Controls and validation ... Seetables 1.2, 3,5, 6and 7.
+ Evalvation of fungicidal activity ............... Seetables 4 and 8.
* Number of replicates per assay organism ... L.

Special remarks

— All controls and validation were between the basic linuts.
At least one concentration of the sample showed a log reduction lower than 4 log.
At least one concentration of the sample showed a log reduction higher than 4 log.

There was not any precipitation durmng the assay procedure (the assay muxtures were
homogeneous).

The test meets the criteria of the BPR. Guidance for PT2 products in the medical area
Conclusion

The product “Dezinfectant Universal “Bio-Dez™”, batch 92190/22/robch, when 1t 15 pure
(100%3). concentration requested by the client. shows fungicidal activity after 90 seconds at
20°C +1°C, under dirty conditions (bovine serum albumin 3 g/l + 3 ml/L eryvthrocytes). for the
reference strains Aspergillus brasiliensis (CECT 2574 = ATCC 16404) and Candida albicans
(CECT 1394 = ATCC 10231). when tested as required by EN 14562: 2007 Standard.

Mote: The results obtained correspond to the sample recerved 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 wimdows, advertising or other
documentation format other than that 1ssued by the accredited entity (TVAMI) 1s not allowed.

Laboratory: Bucharest 041914, 8 Berceni Street.

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

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

Tel.+40 21 634 10 81 bucharest@hamilton.com.pl, www.hamilton.com.pl
Enclosore no. 1 subcontracted tests PGL 09 F 04 Ed. 1 Rev. 0

Page 2 of 6
Date: 08.12.2022

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



HAMILTON
ROMANIA

ENCLOSORE NO. 1 SUBCONTRACTED TESTS TO REPORT OF ANALYSIS NO 92190/22/ROBCH

Results of the assay with dspergillus brasiliensis (CECT 2574 = ATCC 16404)
Drying time of the slide: 37 munutes (no longer than 60 minutes).

Seeding: Pour plates;

No. of plates: 4/mL

Table 1.-Validation and controls

Validation of the
Suspension of Control of Control of the method
validation (M) experimental neutralizer (B) ()
conditions (4) Sample concentration:
100%
Counts per | Fry | Fra | Counts per | ¥y | Fra | Counts per | Foy | Fra | Counts per | Foy | Fea
plate plate plate plate
12410+ | 11+11+ G123+ G 10+10+ | 11+10= B+7 80
12411 | 10+10 45 42 1(+10 [+11+10 41 39 99 9=0 38 39 +8+E +8+8 31 33
30 < X of Ve = 1607 Xofd1s 205xXof | XofBis205xXof | XofCis205xXof
XN=435 My? X=40 Mg? X=3835 Mg? X=32
Yes Yes Yes Yes
Table 2.-5Suspension of the assav
N Counts per plate Fes Ver | Xwm=252x10°
s - lg N=840
; 66+52+53 | 60+39+66+ 5
Suspension of 107 +76 73 247 258 B17<1gN =877
assay (V) Yes
107 G+6+6+6 | 6+T+6+T 24 26
Table 3.-Water control
N Counts per plate Vg Ve | Xwmx 10=6.80x 10°
Water control l8s17417 | 18416418 lg Nw=6.83
- +17+17 | 18+16+18+ o .
(Nw) 107 116 16 68 68 2:15 <lg N = (1gNV-1.3)?
Es

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

Tel.+40 21 634 10 81 bucharest@hamilton.com.pl, www.hamilton.com.pl
Enclosore no. 1 subcontracted tests PGL 09 F 04 Ed. 1 Rev. 0
Page 3 of 6
Date: 08.12.2022
Authorized by: Mariana llinca, Manager of Microbiological laboratory
Aprobat de: Mihai Alina-Roxana, General manager (Approved with qualified electronic signature)



H{ HAMILTON
ROMANIA

ENCLOSORE NO. 1 SUBCONTRACTED TESTS TO REPORT OF ANALYSIS NO 92190/22/ROBCH
Table 4.-Results of the activity assays with the sample

Sample LgNa= | LeR Time of
concentration | Dilution Counts per plate Ver 1 lz(Xo | {(lzvVw contact
{%0) Xwm)+] |=6.83)| (seconds)
10° 0+0+0-+0 0+0+0+0 14 <14
o 10! 0000 0000 14 <14 .
100% 102 00050 0050 m ) 215 =4.68 90
107 0+0+0+0 0=0+0+0 14 <14
0 S165+0165+ | -l65==165+
10 =165+165 | =165+-165 660 660
1 S165+0165+ | =l65+n165+
5004 10 =165+=165 =165+=165 660 660 542 1.41 a0
102 65+70 T1+63 269 263 T ’
+H59-+H55 +51+66
10° G+5+6-6 | T-6-3+6 23 24
SlE5-l65 | -l65=-165+
10° 51654165 | »165+-163 660 660
1 S165+0165+ | -l65+n165+
0.1 10 21654165 | =165+=165 660 660 =(.82 <0.01 90
Lo 1072 S165+0165+ | -l85=-165+ 560 560 s
=165+-165 | =165+-165
3 C185-165+ | Slea--165+
10 =165+165 | =165+-165 660 660

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

Page 4 of 6
Date: 08.12.2022

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



HAMILTON
ROMANIA
ENCLOSORE NO. 1 SUBCONTRACTED TESTS TO REPORT OF ANALYSIS NO 92190/22/ROBCH
Results of the assay with Candida albicans (CECT 1394 = ATCC 10231)
Drying time of the slide: 35 nunutes (no longer than 60 minutes).

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

Table 5.-Validation and controls

Validation of the

. Control of .
Suspension of experimental Control of the method ()
validation (Vva) conditions (4) neutralizer (B) Sample concentration:
100%
Counts Fer |Ver |Counts Ver | Vez | Counts Ver |Viez | Counts a1 |Vez
per plate per plate per plate per plate

40 | 37 | 40 | 37 | 35| 33 | 35 | 33 (30 | 33 | 30 | 33 (29| 3129 31

30 < X of My < 1607 Xofdis 205xXof [XofBisz05xXof |XofCisz05xXof

X=385 MNnp?X=34 Nig? X=315 Nig? X=30
Yes Yes Yes Yes
Table 6.-Suspension of the assay
N Counts per plate Vi Fe: [ Xwm=161x10°
Suspension of assay (V) lenN=821
105 | 168 | 156 | 168 | 156 |S17=1eV=8T
107 16 15 16 15 |Yes
Table 7.-Water control
MNw | Counts per plate Vi Ve | Xwmx10=
Water control (V) 525x 10°
lg Nu=6.72
10 53 52 53 52 615<1g N-137
Yes
Table 8.-Results of the activity assays with the sample
Sample LgNa=| LzR Time of
concentration | Dilution | Counts per plate Fey €2 Ilg(Xo | (lgVw=| contact
(%) Xom) =1 | 6.72) {seconds)
10" 0 0 <14 | =14
: 107! 0 0 =14 =14 -
% 5 2. =4 3
100% 107 0 0 “1a 14 15 4 57 90
107 0 0 =14 | <14
10" 0 0 <14 | <14
107! 0 0 <14 =14 -
% 2] 2. =
50% 107 0 0 12 14 15 457 90
10 0 0 =14 | <14
10" =330 =330 [ =330 | =330
107! =330 =330 | =330 | =330
% 5 5. :
0.1% 10~ =330 =330 [ =330 | =330 73 0.79 %0
10 86 24 56 54

Laboratory: Bucharest 041914, 8 Berceni Street.
The results relate to the analyzed samples only. The enclosore cannot be reproduced partially without a prior written consent of J.S. Hamilton Romania S.R.L.
Responsibility of J.S. Hamilton Romania is restricted exclusively to the results and statements presented in original copy of the enclosore.
*Test method accredited # Test performed by subcontractor. @ Non accredited methods.
JS. HAMILTON ROMANIA S.R.L.
8 Berceni Street, 041902 Bucharest, Romania
Tel.+40 21 634 10 81 bucharest@hamilton.com.pl, www.hamilton.com.pl
Enclosore no. 1 subcontracted tests PGL 09 F 04 Ed. 1 Rev. 0
Page 5 of 6

Date: 08.12.2022

Authorized by: Mariana llinca, Manager of Microbiological laboratory

Aprobat de: Mihai Alina-Roxana, General manager (Approved with qualified electronic signature)
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ROMANIA
ENCLOSORE NO. 1 SUBCONTRACTED TESTS TO REPORT OF ANALYSIS NO 92190/22/ROBCH

Explanations:

Fe = Count per mL (one or more plates).

A=mean of Fcy and Fea.

Xwm = Weighted mean of X R (reduction) = (Ig R = log Nw — log Na).
If Na = 140, log R == [log NVw — 2.15]

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

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

Date: 08.12.2022
Authorized by: Mariana Ilinca, Manager of Microbiological laboratory
Aprobat de: Mihai Alina-Roxana, General manager (Approved with qualified electronic signature)



. HAMILTON

RAPORT DE INCERCARE NR. 60363/23/ROBCH

Client
ECOCHIM-GRUP SRL

- REPUBLICA MOLDOVA

OR. UNGHENI, STR. NATIONALA 119

Data primirii obiectului de incercat: | 24.08.2023
Data inceperii incercarii: 30.08.2023
Data finalizarii incercarii: 22.11.2023
Data eliberarii raportului: 22.11.2023

Numarul esantionului:
60363/23/ROBCH

Descriere obiect de incercat ( conform cu declaratia Clientului)

Dezinfectant Universal "Bio-Dez"
Lot: -

Data fabricatiei: 05.08.2023

Data expirare: 05.08.2026

Data receptiei probei: 23.08.2023
Cantitate prelevata:500 ml

Responsabil prelevare: Cristinov Alexandr

Ora receptiei probei: 12:30
Temperatura receptie proba: 17°C

Sample condition with no objections

Comanda din 24.08.2023

Probele au fost prelevate si livrate de catre Client.

Parametrii de testare

Metoda de testare

Unitate de
masura

Rezultat

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

EN 14348: 2005

Rezultatul incercarii se regaseste in
raportul de incercare nr. D/23/B0672
primit de la subcontractor si anexat acestui
raport.

1) Incercare efectuata de catre subcontractor cu Certificat de acreditare Nr. 648/LE1286.

Responsabil incercare: Mariana Ilinca, Sef Laborator Microbiologie
Validat de: Mariana Ilinca, Sef Laborator Microbiologie

Digitally signed by Crestinov Evghenii
Date: 2025.09.05 16:10:44 EEST
Reason: MoldSign Signature
Location: Moldova

MOLDOVA EUROPEANA

Autorizat de: Manager general Mihai Alina-Roxana (Aprobat cu semnatura electronica)

Laborator: Bucuresti 041914, sos. Berceni nr.8

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

* Metoda de testare acreditata # Test efectuat de catre subcontractor

@ Incercari neacreditate

Pagina 1/1

PGL 09 F 01 Ed. 1 Rev. 3

I ———
J.S. Hamilton Romania S.R.L.

Sos.Berceni nr.8, sector 4, 041902 Bucuresti, Romania, Tel.+40 21 634 10 81 H"l””’ll””"

bucharest@hamilton.com.pl, www.hamilton.com.pl
Autorizatie A.N.S.V.S.A. nr. 115 din 18.06.2018




Instituto Valenciano de Microbiologia
Masia EI Romeral @
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
Www.lvami.com

CIF B-96337217

Test with the certificate of GLPs
(Good Laboratory Practices)
No. 2/21-C.VAL. General Directorate of
Pharmacy and Medical Devices of the Health
Department of the Valencian Region. Spain

Mycobactericidal activity of chemical disinfectants in the medical area including
instrument disinfectants (phase 2, step 1),
with the product “Dezinfectant Universal “Bio-Dez””.
(EN 14348: 2005 Standard)

Report

Registration No.: D/23/B0672.

1. Laboratory identification .......................... Instituto Valenciano de Microbiologia.

2. Clientidentification ..................oooeiiinan J.S. HAMILTON ROMANIA SRL.
AdAreSS ... SOS BERCENI, NR 8, SECTOR 4

BUCURESTI, ROMANIA, 041914.

3. Sample identification (information provided by the client)

e Productname ...............cooiiiiiiiiii, Dezinfectant Universal “Bio-Dez”.

e Batchnumber ..................oooiiiiiinnnn 60363/23/ROBCH.

e Expirationdate ....................oooeininnn.l 05.08.2026.

e Manufacturer/Supplier .......................... SRL “Ecochim-Grup”.

e Keeping conditions .............................. Not indicated.

o Condition fOr USe ......oevvveeeeeneeieeinn Hygienic handrub, Instrument disinfection,

surface disinfection.

Diluent recommended by the manufacturer ... Not indicated.

e Active compound/s and its concentration/s ...  Ethyl alcool 72-76%, CAS 64-17-5 and CE
200-578-6 Benzalkonium chloride 0.024-
0.029%, CAS 68424-85-1 and CE 270-325-
2 Methylthionibium chloride 0.00024%,
CAS 61-73-4 and 200-515-2.

Concentrations requested for the assay ....... 80%

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

DESIN-1052-b // EN 14348: 2005 Version 3 (2019-10-02) Page 1 of 6
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4. Information about sample reception

e Date of reception of the sample ....... 2023/08/31.
e Date of reception of order with test
conditions ............coceiiiiiiiiiiinn.. 2023/08/25.
e Aspect of the received samples......... Purple transparent liquid in plastic package.

5. Method of assay and its validation (EN 14348: 2005 Standard)

e Methodused .................coooeiinin. Dilution-neutralization.

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

6. Experimental conditions

e Assay period (including prior preparation

of thestrains) ...............ocooiiiiiinil, 2023/09/28 to 2023/11/09.
e Solvent of the product used in the assay ... ~ Sterile distilled water.
e Product concentrations for the assay ....... 80%, 50% and 0.1%.
e Aspect of the dilutions of the product ......  80% purple transparent liquid;

50% blue transparent liquid;
0.1% transparent liquid.

o Contact time .........coovevviniiniininennnnnn, 60 seconds.

o Assay temperature ............................ 20°C + 1°C.

e Interfering substance ......................... Bovine serum albumin 3 g/L and erythrocytes 3
mL/L.

e Stability of the mixture

(interfering substance and product

diluted in sterile distilled water) ............ Stable.
e Temperature of incubation .................. 36°C £ 1°C.
e Identification of the strains used ...........

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

7. Results of the assay

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

MICTOOrganism ................ccoeueven... 1.
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8. Special remarks

— All controls and validation were between the basic limits.

— For a valid test, at least one concentration must show a reduction lower than 4 log and at
least one concentration must show a reduction equal or higher than 4 log.

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

9. Conclusion

The product Dezinfectant Universal “Bio-Dez”, batch 60363/23/ROBCH, when it is pure
(80%), concentration requested by the client, shows mycobactericidal activity after 60
seconds, at 20°C * 1°C, under dirty conditions (bovine serum albumin 3 g/L and erythrocytes 3
mL/L), against the strains Mycobacterium avium (ATCC 15769) and Mycobacterium terrae
(CECT 3028 = ATCC 15755), when tested as required by EN 14348: 2005 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), November 9, 2023.

MIGUEL FRANCO,
CLAUDIA (FIRMA)

Signed: Claudia Miguel.
Responsible Technician
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Quiality 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,
ELENA (FIRMA)

Signed. Elena Montoya.
Responsible for the Laboratory Area
(Study Director)

Reference

ESTEBAN BERMUDEZ,
ENCARNACION PILAR
(FIRMA)

Signed. Encarnacion Esteban.

Technical Director
(Quality Assurance Director)

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

DESIN-1052-b // EN 14348: 2005
Registration No.: D/23/B0672

Version 3 (2019-10-02) Page 4 of 6
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Table 1.-Assay with Mycobacterium avium (ATCC 15769): Validation and controls.

Suspension of Control of Validation of the
validation experimental Neutralizer (B) method (C)
(Nwvo) conditions (A) with sample
concentration:
80%
Ve 97 X= |[Vc| 98 Ve 92 Ve 93
Ve| 104 | 1005 (Ve | 94 X" Ve 8 | *T® Ve[ 8 |*7%
30 <X of Nvo<160? | Xof Ais>05xX | XofBis>05xXof | Xof Cis>0.5x X of
Yes of Nvo? Yes Nvo? Yes Nvo? Yes

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

N Vel Ve
Suspension of 5 Xwm = 4.00 x 10°= Ig = 9.60
theassay (Ny | 10 391 405 INp=N/10 = Ig = 8.60

No) 10 44 41 |8.17<No< 8.70? Yes

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

Registration No.: D/23/B0672

Concentrations LgNa=1Ig LgR Time of
of the sample | Dilutions Vel \Ye (Xx100 |(IgNo=8.60)| contact
(%0) Xwm x 10) (sec)
10° <14 <14
101 <14 <14
0
80 % 102 <14 <14 <215 > 6.45 60
103 <14 <14
10° <14 <14
101 <14 <14
0
50 % 102 <14 <14 <215 > 6.45 60
103 <14 <14
10° >660 >660
10 >660 >660
)
0.1% 102 660 660 >6.82 <1.78 60
103 >660 >660
Observations:
N 107: 198 + 103; 202 + 203; Nvo: 50 + 47; 55 + 49;
-8. . . A: 46 + 52; 49 + 45;
107°: 20 + 24; 19 + 22;
0. . : B: 45 + 47; 49 + 49;
Na 80% 10°:0+0;0+0; o 48 + 45 42 + 47
50% 10% 0+ 0;0 +0; ' : :
0.1% 1073 >330 + >330; >330 + >330;
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Table 4.-Assay with Mycobacterium terrae (CECT 3028 = ATCC 15755): Validation and
controls.

Suspension of Control of Validation of the
validation experimental Neutralizer (B) method (C)
(Nvo) conditions (A) with sample
concentration:
80%
\oi 79 X= Vci| 66 Ve 75 Ve 67 X=
\Y 82 805 |Vc2| 70 X =68 Ve 79 X=1t \Ye 72 69.5
30<Xof Nvo<160? | Xof Ais>05xX | XofBis>05xXof | Xof Cis>0.5x X of
Yes of Nvo? Yes Nvo? Yes Nvo? Yes

Table 5.- Assay with Mycobacterium terrae (CECT 3028 = ATCC 15755): Suspension of
the assay.

Suspension of N Ve Ve
the assay (N 'y 7 Xwm = 2.86 x 10%= Ig = 9.46
No) 10 295 275 No=N/10 =g = 8.46
10°® 32 29 8.17 < No< 8.70? Yes
Table 6.- Assay with Mycobacterium terrae (CECT 3028 = ATCC 15755).
Concentrations LgNa=1Ig LgR Time of
of the sample | Dilutions Vel \Ye (Xx100 |(IlgNo=8.46)| contact
(%0) Xwm x 10) (sec)
10° <14 <14
101 <14 <14
0
80 % 102 <14 <14 <2.15 >6.31 60
103 <14 <14
10° <14 <14
101 <14 <14
0
50 % 102 <14 <14 <2.15 >6.31 60
103 <14 <14
10° >660 >660
10 >660 >660
0
0.1% 102 660 660 >6.82 <1.64 60
103 >660 >660

Observations:

N 107: 150 + 145; 130 + 145; Nvo: 40 + 39: 40 + 42:
10%: 17+ 15, 14 + 15; A: 32 +34; 34 + 36;
Na 80% 10% 0+0;0+0; B: 39 + 36; 40 + 39;
50% 10% 0+ 0;0+0; C:36 +31; 35 + 37;

0.1% 103: >330 + >330; >330 + >330;

Explanations:

Vc: Counts per mL.

Xwm: weighted mean of X.

X: Values of Vc1 and Ve (1. + 2. duplicates); R: reduction (LgR = IgNo — IgNa).
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