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A) IDENTYFICATION OF TIIE SAMPLE
Name of the product/Details about the product DEZINFECTATIT T]NIVERSAL''BIO.DEZ''

Expiration date: O1.1O.2024.
Manufacturer (supplier): Ecochim-Grup SRL.
Storing conditions: Dry, without sun, 5-25 Celsius degree.

Conditions of use: Hygienic handrub, surface disinfection.
medical instruments disinfection sursical handrub

Active compound./s and its concentration/s Ethyl alcohol 72-76yo, CAS 64-17-5 and CE 200-578-6.
Benzalkonium chloride 0.024-0.029%, CAS 68424-85-l and CE
27 0 -325 -2, Methylthionibium chloride 0.00024yo, CAS 6 I -73 -4
and 200-515-2

Concentrations requested for the assay Pure (807o).

B) TEST METHOD
Performed in accredited contracted partn€r
laboratory, Scope of Accreditation Nr. 648tL8L286
Report Registration N o. D /21 f80644

Quantitative evaluation assay of yeasticidal activity
under dirty conditions, in the medical area G)hase 2,
step 1), with product Desinfectant Universal'Bio-
Dez". (UNE-EN I 3624: 201 4 Standard),

LINE-EN 13624:2O14 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 l). AENOR.

Testins method Procedure DESIN-1058-b // EN 13624:2014
O INFORMATION ABOUT SAMPLE RECEPTION

Date of receotion of order with test conditions 2t.to_2421
Date of reception of the sample 25.t0.2021
Aspect of the received product Blue liquid in plastic package

D) METHOD OF ASSAY AI\D ITS VALIDATION (UI\E-EN 13624: 2014 Standard)

Method used Di luti on-neutralization
Neutralizer Tryptone 5 dL, yeast extract 2.5 dL, dextrose l0 glL, sodium

thioglycolate 1 g/L, sodium thiosulfate I g/L, sodium bisulphite
2.5 g/L, soy lecithin 7 ElL, polysorbate-8O 5 g/L, glycinp 1 gL,
l-histidine I s./L and Saponin 30 s,lL-

E) DGERIMENTAL CONDITIONS
Assay period 2021 I ll /08 to 2021 ll I I 14.

Solvent of the product used in the assav Sterile distilled water.
Product concentrations for tle assav Pure (80%).50%.0.1%
Aspect of the dilutions of the product Pure (80%) and 50% blue liquid;

0.1%o transoarent.
Contact time 60 seconds

Assay temperature +20"C + 1"C
Interferins substance Bovine serum albumin 3 s./L and erythrocytes 3 mL/L.
Stability of the mixture (interfering zubstance and
Droduct diluted in sterile distilled water)

Stable

Temperatwe of incub ation +30oct 1oC

Identification of the strain used Candida albicsns CECT-1394 (ATCC 10231)
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ENCLOSORE NO. 1 SUBCONTRACTED TESTS REPORT OF ANALYSIS NO E0249 I?LIR]OBCH
A) IDENTTT'ICATION OF THE SAMPLE

Name of the product/Details about the product DEZINTECTAIIT UNTVERSAL''BIO.DEZ'
Expiration date: 01 .10.2024.
Manufacturer (supplier): Ecochim-Grup SRL.
Storing conditions: Dry, wif}out sun, 5-25 Celsius degree.
Conditions of use: Hygienic handrub, surface disinfechion,
medical instruments disinfection. sursical handrub

Active compound/s and its concentration/s Ethyl alcohal 72-76yo, CAS &-17-5 and CE 200-578-6.
Benzalkonium chloride 0.024- 0.029Vo, CAS 68424-85-1 and
CE 270-325-2, Metftylttrionibium chloride O.OOOz4yo, CAS 61-
73-4 and2D0-515-2

Concentrations reouested for the assav Pure (80%).

B) TEST METHOI)
Performed in accredited contracted parmer laboratory,
Scope of Accreditation Nr. 648/LEl286
Report Registration No. D/2 I /80645
Quantitative evaluation assay of the bactericidal activity
under dirty conditions, in the medical area (phase 2, step

I) with product Desinfectant Universal"Bio-Dez", (UNE-
EN 13727:2012+ A2:2015 Standardi.

UNE-EN 13727: 2012 + A2: 2015. Chemical disinfectants and
antiseptics. Quantitative srnpension test for the evaluation of
bactericidal activity of chemical disinfectants for instruments
used in Medicine. Test method and requirements ft)hase 2, step

1). AENOR

Testins method DESIN-1031-b //EN 13727: 2012 + ,\2: 2Ol5
c) INT'ORMATION ABOUT SAMPLE RECEPTION

Date of recention of order with test conditions 2L.10.2021
Date of receDtion of the sample 25.10.2021
Aspect ofthe received product Blue liquid in plastic package

D) METHOD OF ASSAY AI\D ITS VALIDATION (UIYE-EN 13727: 2Ol2+A2:2015 Standard.)

Method used Dilution-neutrali zati on

Neutralizer Tryptone 5 gL, yeast exffact2.5 ElL, dextrose l0 gll, sodium
thioglycolate I g/L, sodium thiosulfate I gll, sodium bisu$hite
2.5 glL, soya lecithin 7 glL, polysorbate-80 5 g/L, glycine I glL,
l-histidine I s/L and saDonin 30 s/L.

E) EXPERIMENTAL CONDITIONS
Assay period 2021 I | 1/1 0 to 2O2r | 1 1 | 14.

Solvent of the product used in the assav Sterile distilled watgr.
Product concentrations for the assay Pure (80%). 50%.0.1%
Aspect of the dilutions of the product Pure (80%) and,50Yo blue liquid;

0.17o transparent.
Contact time 60 seconds

Assay temperature +20"c i 1"c
Interfering substance Bovine senrm albumin 3 slL and ervthrocvtes 3 mL/L.
Stability of the mixture (interfering substance and
product diluted in sterile distilled water)

Stable

Temperature of incubation +36"Ct 1"C

Identification of the strain used - Pseudomonas deruginosa (CECT 116 : ATCC 15442).

- Staphylococcus aurqs (CECT 239 : ATCC 6538).

- Enterococcus hirae (CECT 4081 : ATCC 10541).

- Escherichia coli K12 rcECT 433 : NCTC 10538).
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Results of the assal-

Special rpuat{is
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Qucli(r Assunnnce Rericw;
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Reference

Laboratory: Bucharest M1914, 8 Berceni Street.
The results relate to the analyzed sarqles ody. The enclosore cannot be repoduced partially without a priorwrinen consent of J.S. Hamilton Romania S.R.L.
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Laboratory: Bucharcst M1914, 8 Berceni Street.
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Authorized by: Mariana Ilinoa, M er of Microbiological laboratory
Aprobat rle: Mihai Alina-Roxana, General maaager (A r.ed w.ith qualitied electronic signatue)

A) IDENTYFICATION OF TIIE SAMPLE
Name of the product/Details about the product DEZINFECTANT I.INIVERSAL''BIO.DEZ''

Expiration date: 26.01 .2024
Manufacturer (supplier): ECOCHIM-GRUP
Storing conditions: Dry, without sun, 5-25 Celsius
degree.
Conditions of use: Handrub

Active(S) substallce (S) and its concentration(s) Ethyl alcohol72-76yo, CAS 64-17-5 and CE 200-578-
6; Benzalkonium chloride 0.024-0.02904, CAS 68424-
85-1 and CE 270-325-2; Methylthioninium chloride
0.00024%- CAS 61-734 and 200

Concentrations requested for the assay 3Vo/ onMay 5 the client roquested to perform the test at
8070 concsntration (Pure).

B) TEST METIIOD
Performed in accredited subcontracted partner laboratory: Scope

of Accreditation Nr. 6481LE1286
Report Dl2llB0152 Mycobactericidal and tuberculocidal
activity of chemical disinfectants in the medical area including
instnrment disinfcctants undsr clcan oonditions with thc product
DEZINFECTANT IjNMRSAL "BfO-DEZ" with
deviations from the standard (LIhIE-EN 14348: 2005 Standard)

UNE-EN 14348: 2005. Chernical disinfectants and
antiseptics . Quantitative suspension test for the evaluation of
mycobactericidal activity of chernical disinfectants in the
medical nrea including instrument disinfectants. Test
mcthods and rcquircrncnts (phasc 2, step l). AFNOR

c) METIIOD OF ASSAY A|[D ITS VALIDATION (UNE-EN 14348:2005 Standard)

Testins method DESIN-1052-b /i EN 14348:2(N5
Method used Dluti on-neuhalizati orr

Neutralizer Tryptone 5 E{L, yeast extract 2.5 glL, dextlose 70 glL,
sodium thioglycolate 1 gil, sodium thiosulfate I g,{-, sodium
bisulphite 2.5 gll-, soya lecithin 7 g/L, polysorbate-8O 5 g/L,
slvcine I sil- l-histidine I e/L and saponim 30 sll-.

D) INF'ORMATION AROUT SAMPLE, RECEPTION
Date of receotion of the samole 24.03.2021
Date of reception of order with test conditions | 4.04.202I : 3 

o/o conc entration
05. 05.202 1 : 80o/o concentration

Aspeot of the received product Blue liouid in olastic Dackase.

E) EXPERIMENTAL CONDITIONS
Assay period 2O2l /04/12 to 2021/X5/24 (including prior preparation of the

.strains)

Solvent of the nroduct used ir the assav Sterile hard water
Product concentrations for the assav Pure (80%), 3o/" and0.lV"
Aspect of the dilutions of the product Pwe (80%) Blue liouid: 3%o and 0.1% transoarent
Contact time 60 seconds

Assav temnerature 20oc + loc
Interttrine substance Bovine albumin 0.3 slL
Stability of the mixture (interfering substance and product
diluted in sterile hard water)

stable

Temuerature of in cubation 36oC + l"C
Identification of the origin of viral stains and number of passes Mycobactertumt avium (ATCC 15769)

Ivlvcobacterium tert'se (CECT 3028 : ATCC 1575-5)
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ENCLOSORE NO. 1 SUBCONTRACTED TESTS TO REPORT OF ANALYSIS NO 17898/21|ROBCH

Re*ult* of rfre a*ry

o Contml validstion a$ss)T......""....... Soe table* l. ?, 4 nnd 5

r Evaluation +f my *ctcricidal ar-{ivily... Sse table$ 3 and 6'
r !'lurnbsr of rrrylicate* ea*h s$$ay

microrrrgrri$m..... l-

$pecid rsurrrk$

All contnrlo and validatirm rr, betrv€cn the bmic lirnits.

Tht highcst con ian that can be x,sisayed in the te*t (Stl?i') is due to the mixtures t{)

perfnrm the assay.

using hard water.

Condueion

The prnduct DEUIF{FECTAIT*T UNfVERSAL !+BIO-DEZF. balc* not-indicated. wfoftr texlal

Strsd*rd with deviaticxrs frorn thd standard sinse the dilution* of tht produu, re*dy to use,

us that the product wae ready tet u*c onec ttre tc$ have tx:m startd-

Note: The resuls obbined coffeslxx]d to thc eample rceeived in tbe laborarory.

Qulllty At*ureuce Review:

The assay developrnent the re*ults trbtained have been supcrvisal hy the Ilirrxtot sf the

sfudy.

The Quality Assurance Director has inspe*t*l thc dcvclopnerit of the *$$$y, prnving thal has

besn reslizert frrllowing thc proixx ure and usirq the edequale media, rnaterials and

conlains lhe prinnary data rrhtained.

Refereree:
r L;N&SN l{3itt: ?005. (Ssmical rlisinfstants and antisepties. +nilotitative suspnsion

rc*t for the cl'sluation of myaoba cidal activity of c,hernicd disinfestantq in the

rnedieel area inchding instn-rment disin{betant"c. Tcst metbodx and roq ts {phase 2,

step | ). AENOR.

Laboratory: Bucharest Ml9l4, I Berceil Street.
The resu.lts relate to the analyzed sanrples only. The enclosore calroot be reproduced partially wirhout a prior written consent of J-S. Hamilton Romania S.R,L.

Responsibilit-v ofJ.S. Hamilton Ronania is restricted exclusivc$ to the results and staternents presented in original copy of the enclosore.
*Test method ascredited # Teslp rmed by subcoltrac0or. O Non accrediterlrnethods.

JS. EAMILTON ROMANIA S.R-L
8 Berceni Skeet, M1902 Buuharest, Romania

Tel.+4O 7I 634 I0 8l buchares amilron.compl. uwrv.hamiltrm.com.pl
Enclosorc no. I subcontractedtests PGL 09 F 04 Ed. I . 0

Page2 ofS
Date:09.06 2021

Authorized by: Mariana llinca" Manager of Mierobiological laboratory
Aprobat de: Mihai Alina-Roxana, General manager lApproved with qualified elzutronic ture)



HAMILTON
RG ANIA

Laboratory: Bucharest Ml9l4, 8 Berceni Sueet.
The results relate to the analyzed sarryles only. The enclosorB cannot be r+roduced partially without a prior wdtten cousent of J.S. Ilamilton Romania S.R.L.
Responsibility of J,S. Harnilton Romania is restricted exclusively to the results ard statements presented in original copy oftbe enclosore.
*Test method accredited # Test peribrmed by subcontructot. fl Non accredite.d methods

JS. IIAMILTON ROMAI{IA S.RL.
8 Belceni Shee( 041902 Bucharest Romania

Tel.+40 21 634 1 0 8f bucharest@lramilton.com.pl, www.hamilton,com.pl
Enclosore no 1 subcontracted tests PGL 09 F 04 Ed. 1 Rev. 0

Page I ofl3
Dare: 13.09.2021
Authorized by: Mariana llinca, Manager ofMicrobiological laboratory
Aprobat de: Mihai Alina-Roxana, Gena'al manager (Ap'proverl with qualilied electronic signature)

ENCLOSORE NO. I ST]BCONTRACTED TESTS TO REPORT OF ANALYSIS NO I7899I?LIR:OBCWZI
A) IDENTYFICATION OF THE SAMPLE

Name of the product/Details about the product DEZINFECTA}IT UNTYERSAL "BIO-DEZ''
Sample quantity: 1 pcs x 1 L
Production date: 26.0 1.2021
Expiration date: 26.0 1,204
Manufacturer(supplier) : ECOCHIM-GRUP
Drv. without sun. 5-250C

Active(s) Substance(s) and its concentration(s) Ethyt alcohol 72:l6yo, CAS 64-17-5 and CE 200-518-6;
Benzalkonium chloride 0,024-0,029Vo, CAS 68424-85-1 and
CE 270-325-2; Methylthioninium chloride 0,00024%, CAS
6L-73-4 and 200.

Concentration ordered for the assav 3Vo

B) TESTMETIIOD
Performed in accredited subconffacted parfter laboratory: Scope
of Accreditation Nr. 648/LEl286
Report D21NO204- Modified report
Virucidal test with the sample DEZINFECTANT
UMVERSAL "BfO-DEZ" against Poliovirus type 1,

Adenovirus type 5 and Murine Norovirus (NF EN
| 447 6 :20 1 3 + M:2019 Standard)

NF EN lM76:2013+A2''2019 Standard. Virucidal
guantitative suspension test for chsmical disinfectants and
antiseptics used in human medicine. Test method and
requirements (Phase 2/Step I).AFNOR

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

O INFORMATION ABOUT SAMPLE RECEI''TION
Date of reception of the samDle 22.03.2021
Date of reception of orderwith test conditions 22.03.2021
Asoect of the received nroduct Blue transoarent liouid in a olastic container

D) EXPERIMENTAL CONDITIONS
Asiay period From 22-03-2021 to 01.04-2021
Assay temperahrre 37"C+l"C
Titration method TCIDSO (Tissue Culture Infective Dose 50%)
Product concenhations for the assav 80%-3%and0.03Y.
Contact time 60 seconds

Contact temoerature 20oc + loc
Procedure to etoo oroduct cvtotoxicitv Moleoular sievine (< 4 oolumns)
Procedure to stoo Droduct activitv Cooline with ice
Solvent of the product used in the assay Hard water
Aspect of the dilutions of the product Transnarent
Stability of the mixture (interfering substanc€ and product
diluted in sterile hald water/distilled water) Stable
Intofering substancc Clcan conditions in thc prcscnce of bovinc scrum albumin

0.3 p/L.
Identification of the origin of viral stains and number of passes Poliovirus type I aliquot: 2021 l0l I O1 passage 2;

Adenovinrs type 5 aliquot 2O27lO1/14 passage 2;
Murine Norovirus aliquot: 2t2l/02llI passase 2:

Cell lines (name, origin, uumber ofpasses) Vero ref: FTVE, working aliquot 12 passages 13 and 17;
Raw 264.7, Publio Health England, working aliquot 12,

Dassases 12. 16 and 181
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ENCLOSORE NO. 1 SI]BCONTRACTED TESTS TO REPORT OF ANALYSIS NO I7I99IZIIR:OBCIJIZI
Conclucion

The disinfuant sample "ITEZIM'ECTANT UNMRSALi BIO-DEZ", batch not

indicated, under clean conditions (bovine s€rurn albumin 0.3 g/L), at 3th concentfation,
requeted by the client, and during 60 seconds of contact timc and 20"C of teilnp€rature,

doer not shon' vinrcidal astivity agains the three rnardfltory virures (Polioviru.s typc l.
Adenovirus typf 5 and Munne Nnrovirus) when the activity is assayed acoording witb the

NF EN 14476:20t3 + A2: ?019 Standard. Howcver. the disinfer.tant sample

"DEZINFECTANT l"lFilVnR$AL, B|O-DEZ", batch not irxlicated, under clean
sonditions (bovine s{run slhumin 0-3 gll), at SllTo rrnc€ntrstion and during 60 scconds

of cantast time anttr 2ffe of temFeraturc, rhowt virircidal ectivity agairut the tluee
rnandfiory vinrscs (Poliovin^r.* typc I, Adtnovinrs tyl* 5 etrd Muine Norovirus) when the
arrivity is as-sayod aceording with the NF EN 14476: 2A|3 - A2: 2019 Stqndsrd.

fircrcfore, thc disinfeganr teste{ doer not show gcnerd r{rucidd rcthrity. dilwed at

3% and it ;howr gencrd virucidal activflty. dilutd at ma/e rnten thc activity is
evaluated aceording to the NF EN 144?6: 2013 + A?: 2019 Standanl-

Nore l: The results obtaincd correspord to the sanrple received in this laboratory.
Note 2: Tlre inl'ormalion that depend on ths inforrration rcseir.ed ftom the clieflt and flrc
not tbcilitated by the sarne orle! shown as "not indicated'.

Qurllty Acsurrncd Revkw:

Thc assay develt'rpment snd the results obtsined har.e been supen'ised b3'the Directrrr of thc
study.

Tlre Quality Assuranse Dire*or has inrpdoJ tlrc deveftrpment of thc a$sayr pmving that hss

becn nnlized following thc pnrpr prwcdurc and r;sing the aduluale mdia. materinls and

rr:agents, following as well tlre Gord Lrlxrratory Practir.res (GLPs) ard the final report
csntains the primr4, data obrain€d.
Refercncel
r NF EN 144?6: 2013 + A2: l0l9 Standard. Virucidal quantitdive suspension tcst for

chernical disintec-tants and antiseptics used in hrnnan mcdicinc. 'I'est method erd
requirernents (Fhase 2.€tep I ). AFNOR.

Laboratory: Bucharest M1914, I Berceni Street.
The results relate to the analyzed sarnples only. The enclosore cmnot be reproduced alty 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 a$d statemefis presemed io original copy of the enclosore.
*Test method accredited # Test perfbrmed by subcontractor. O Non accredited methods.

JS. IIAMILTON ROMAMA S.RL.
I Berceni Street, M19O2 Bucharest, Rornania

Tel.+40 21 634 I 0 8 t bucharest@hamilton.uom.pl, www.hamilton,com.pl
Enclosoreno 1 subcontractedtests 

page'ofl3
Darei 13.W.2O21
Authorized by: Mariana Ilinca, Manager ofMicrobiological laboratory
Aprobat de: Mihai Alina-Roxana, General manager (Approved with qualiiied electmnic sipatute)
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REPORT OF ANALYSIS No. 136987|21|JSHRZ2

Replaces Report of Analysis No. 135987/21IJSHR oI 2021-M-14

Client
ECOCHIM-GRUP SR,L

STRADA PETRICANI 2113

20s9 cHtstNAu

Sampf e descriptisn @canding to ddomtion of Client)

DEZINFECTANT UNIVER,SAL "BIO-DEZ'

Sample quantigr: 2 pcs x 1 L
Production date'- 26 -O1 .2O21

Expiration date 26.01.2024
Sampf ing date: 22.O2.2O21

Sample temperature: 1 5'C
Rec€ption hour:15:OO
Responsible for sampling: Crestinov Alexandr

Sample condition with no objections

Order of 2021-03-flf
The samoles were delivered bv Client

Sample received: 2021-03-18
Analysis completed
(the date of performance of the laboratory activitv):

2021-04-14

Report dated: 2021-o7-21

Test Method Unit Result

* Chemical disinfectants and antiseptics -

Hygienic handrub - Test method and

requirements (phase 2, step 2)r)

PN-EN 1500:2013-07

The preparation has bactericidal effect
against transient microorganisms used in

the hygienic procedure of hand

disinfection - a single rubbing of 3ml of
the Dreparation for 60 seconds.

tr The results of the analysis in attachment No 1 to the report of analysis

ldentification of the chanoe: test result

THE END OF THE REPORT

Authorized by:

Approved b1r Hanna Wachowska, Laboratory Director (Approved with eledronk signature)

Laboratory: Tychy 43-1 00, Goidzik6w 1

There5Uhs'e|atetotheana[mdsamphson|y.Un|s5otheri5e5p€(ifi€dgivferpandedmeasurementUnCertdintyWe
ha5notbeentakenintoconsiderationUnlesolhemisespe
Reportcannotbereproducedp8rtial|ywithetapridwritt€nCorntofJ'sHamiltonPo|asp
presentedinorigina|copyoftheReport'TheseNiceconfmedbythisRepi5$

r Test hethod accredited; # Test performed by exterml pvoider Pagel/1

J5. HAMIITON POLAND Sp. z o.o.
TESTING I.ABORATORY

ul. Chwaszcryrlska 180,81-571 Gdynia, Poland, tel. +48 58 755 99 00

illtilllltffit iltil$ilililtilffiil|iltililfl
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