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Protokol o skiigke ¢. /Analytical report No. 24226/2020
Zakazka €./Order No.: 5109

Adresa laboratéria /Laboratory address:
EUROFINS BEL/NOVAMANN s.r.0.
Komjaticka 73, 940 02 Nové Zamky
Akreditované skisobné laboratérium Piestany /
Accredited Testing laboratory Piestany
Mudrofiova 2388/25, 921 01 Piestany
Slovenska republika/Slovak Republic
Tel/fax - Phoneffax: +421 911 810 577
MikrobiologiaPN@eurofins.sk, www.eurofins.sk

Objednavatel/Customer:

VAKOS XT a.s.

Pernerova 28a

186 00 Praha 8

Ceska republika/Czech republic

Identifikacia vzorky/Sample identification

Cislo vzorky/Sample No..

24226/2020 Kad vzorky/ Sample code: -

Nazov vzorky/Sample name:

Cislo sarze/ Batch No.: -
VAKOS SKIN GEL Dezinfekéni gel na ruce

Konzervacneé latky/Conservation:

Datum vyroby/ Date of production: -
Datum spotreby/ Expiry date: -

Pouzita metoda/Method used:

EN 1276:2019 Chemické dezinfekéné a antiseptické pripravky. Kvantitativna suspenzné skuska na
vyhodnotenie baktericidnej aktivity chemickych dezinfekénych a antiseptickych pripravkov pouzivanych v
potravinarstve, priemysle, doméacnostiach a v in&titucionalnych oblastiach. Skisobna metoda a poZiadavky
(faza 2, krok 1)./ Chemical disinfectants and antiseptics. Quantitative suspension test for the evaluation of
bactericidal activity of chemical disinfectants and antiseptics used in food, industrial, domestic and
institutional areas. Test method and requirements (phase 2, step 1).

EN 1650:2019 Chemické dezinfekéné a antiseptické pripravky. Kvantitativna suspenzna skiska na
vyhodnotenie fungicidnej alebo kvasinkocidnej aktivity chemickych dezinfekénych a antiseptickych
pripravkov pouzivanych v potravinarstve, priemysle, doméacnostiach a v inslitucienalnych oblastiach.
Skagobna metdda a poziadavky (faza 2, krok 1)./ Chemical disinfectants and antiseptics. Quantitative
suspension test for the evaluation of fungicidal or yeasticidal activity of chemical disinfectants and
antiseptics used in food, industrial, domestic and institutional areas. Test method and requirements (phase 2,
step 1).

Podmienky skladovania/ Storage
conditions

Laboratérna teplota/laboratory temperature

Vzhlad produktu/Appearance of the
product

Gelf gel

Spdsob cdberu — dodania
vzorky/Way of delivery:

Zakaznik /Sample delivered by customer

Datum prevzatia vzorky/ Receiving date: 27. 04. 2020

Datum vykonania skusky/ Date of examination: 12. 05. - 13. 05. 2020

DAtum vystavenia protokolu /Date of issue: 15. 05. 2020

Protokol o skugkefAnalytical report No. 24226/2020

Pmtoquigé:ﬂéke schvalil/Approved by:
RNBr. Lydia Jendekova, PhD.

Ved(ica oddelenia farmacie / Head of Pharmacy Depariment
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Nazor na vyhlasenie siladu/nestladu vysledkov skisky so $pecifikaciami/
Compliance statement on results according to specification

'[estovany vyrobok/ Tested sample: VAKOS SKIN GEL Dezinfekéni gel na ruce
Cislo $arze/ Batch No.: - )
Od vyrobcu/Manufacturer: VAKOS XT a.s., Permnerova 28a, 186 00 Praha 8, Ceska republika/Czech republic

VYHOVUJE / CONFORMS

vo vykonanjch skiskach poziadavkam uvedenych v EN 1276:2019 - hygiena rik a v EN 1650:2019 - hygiena ruk
Jwith the requirements specified in the EN 1276:2019 — hand hygiene and EN 1650:2019 — hand hygiene

Podmienky skugky/ Experimental contidions:

Testované mikroorganizmy/ Tested Staphylococcus aureus CCM 4516 / ATCC 6538
microorganisms:

Pseudomonas aeruginosa CCM 1961 / ATCC 9027

Escherichia coli CCM 3988 / ATCC 10536

Enterococccus hirae CCM 4533 / ATCC 10541

Candida albicans CCM 8215 / ATCC 10231

Teplota pri skuske/ Test temperature: 20+1°C

Kontaktny ¢as/ Contact time: 30 sek. afand 60 sek.

Inkubagna teplota/incubation 36+1°C pre baktérie/for bacteria,

temperature: 30+1°C pre kvasinky a plesne /for yeast and mould

Koncentréacia ski$anej vzorky/

Concentration of tested sample Bez riedenia / without dilution

Interferujica substancia/lnterfering

- 0,3 g/l BSA - Hovadzi sérovy albumin/ Bovine serum albumin

Protokol o skugke/Analytical report No. 24226/2020 Protokol o skigke schvalil/Approved by:
RNDr{L4dia Jendekova, PhD.

Veduica oddelenia faﬁnacle / Head of Pharmacy Department
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Vysledky skusok/ Test resuits
Pouzity kmefl / Used doba kontaktu / | doba kontaktu / | Inkubacia
microorganism . contact time - contact time - / TS
Mnazstvo 30s 60's incubation
KTJIml/ — -
Kiimberet koncentracial concentration m%
CFUmI (VIv)
Bez riedenialwithout dilution
Staphylococcus aureus N 21 x108 2,1 x108
CCM 4516 No 2,1 x107 2.1 x107 24h/ N
Na <10 <10 36+1°C
Log R 7 7
Pseudomonas aeruginosa [N 4,7 x 108 4,7 x 108
CCM 1961 No 4,7 x 107 4,7 x 107 24h/ N
Na <10 <10 36+1°C
LogR i 7
Escherichia coli N 3,9x108 3,9x108
CCM 3988 No 3,9x107 39x107 24h/ N
Na <10 <10 36+1°C
LogR 7 7
Enterococcus hirae N 43x108 43x108
CCM 4533 No 4,3x107 43x107 24h/ N
Na <10 <10 36+1°C
Log R 7 T
Candida albicans N 2,4 %107 2,4 x107
CCM 8215 No 2,4 x 108 2,4 x 108 24h/ N
Na <10 <10 30+1°C
LogR 6 6 ]

Vysledky koncentracie KTJ znizene 5 desatinnjch miest vyjadrenych logaritmicky (Log R) sti baktericidne / Concentrations resulting in a decimal
log reduction of at least 5 are bactericidal.

Vysledky koncentracie KTJ znizene 4 desatinné miesta vyjadrené logaritmicky (Log R) s( fungicidne, alebo kvasinkocidne / Concentrations
resulting in a decimal log reduction of at least 4 are fungicidal or yeasticidal.

Vzorka byla analyzované pouZitim metod: Jsample was analyzed using methods: EN 1276:2019, EN 1650:2019
Za spravnost vysledkov zodpoveda/Responsible for validity of microbiological tests: RNDr. Lydia Jendekova, PhD.,

Protokal o skuske/Analytical report No, 24226/2020

Vediica oddelenia farmécie / Head of Pharmacy Department
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Validacia pouzitej metody / Used method validation

Pouzity kmen { Used| ~ Testovane pocet pocet podet pocet
microorganism koncentrécie mikroorganizmov mikroorganizmov | mikroorganizmov mikroorganizmov
produktu / v testovangj v pozitivnej v pozitivnej v pozitivnej
tested validatnej suspenzii / kontrole A / kontrole B/ kontrole C /
concentration of number of number of number of number of
product microorganisms in microorganisms microorganisms microorganisms
tested validation in positive control | in positive control | in positive control
suspension A B c
NVO
Staphylococcus
aureus Bez
CCM 4516 fiedeniawithout * o £ =
dilution
Pseudomonas Bz
aeruginosa ot 113 102 110 79
CCM 1961 s
dilution
Escherichia coli Bez
CCM 3988 riedeniaiwithout 5 e %9 i
dilution
Enterococcus B
o riedeniaiwithout % g %0 *
CCM 4533 T
dilution
Candida Bez
albicans riedeniafwithout 67 61 58 44
CCM 8215 dilution

(ginnost neutralizace je zvalidovana ak/ neutralization method is validated if:
Nvo je v medziach/ is between 30-160 KTJ/ml

A=z0,5x N

B=0,5xNwo

Cz05x Nvo

Uginnost neutralizacie / neutralization efficiency : vyhovuje / conforms

Protokol o
RNDr! [fydi :
Veduca oddelenia fartacie / Head of Pharmacy Department

Protokol o skuskefAnalytical report No, 24226/2020
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Prehlasenia a upozornenia/ Declarations and cautions
1. Vysledky sa tykajl iba predmetu skugok a nenahradzajl iné dokumenty napr. spravneho charakteru./ Results are related only to object of testing and do not compensate
other documents e.g. with legal character
2. Protokol maze byt reprodukovany iba ako celok, v pripade jeho &asti len s pisomnym sthlasom skugobného laboratoria./ Report can be duplicated only as @ whole and its
parts only with written agreement of laboratory.
3, Reklamovat vysledky skusok mozno do 14 dni od datumu odoslania vysledkov zakaznikovi/ Test results can be claimed for 14 days from sending the results to the
customer.
4, Zvysky vzoriek po analjze sa neuchovavaji a st likvidovane v zmysle predpisov skiiobného laboratéria./ Sample rests are stored 14 days from sending results to the
customer and then are disposed according to testing labaratory’s regulations.
5. Laboratorium nezodpoveda za informécie dodané akaznikom, ktoré mézu mat vplyv na platnost vysledkov. Ak vzorku poskytol zakaznik, vysledky sa vztahujd ku vzorke,
tak ako bola do laboratoria prijaté. / The laboratory is not responsible for the information provided from the customer that may affect the validity of the results. If the sample was
provided by the customer, the results refer to the sample as received by the laboratory.

Vysvetlivky! Explanatory notes:

N - potet KTJ/ml testovanej suspenzie mikroorg anizmovinumber of CFU per ml in the test microbial suspension

No - potet KTJ/ml v v testovanej vzorke na zadiatky testu, v &ase =0 /number of CFU/mI in the test mixture at the beginning of the contact time t=0

Na - podet KTJ/ml, ktoré prefili v testovane] vzorke na konci testu, po uplynuti éasu/ number of survivors per ml GFU/mI in the test mixture at the end of the contact time

Ny — potet KTJ/ml v kontrole A,B,C na zadiatku testu, v Gase t=0/ number of CFU/mI in the test control mixture A,B,G at the beginning of the contact time t=0

Log R - logaritmus redukcie pottu mikreorganizmov /log reduction in number of viable cells of microorganisms LogR= Log No-Logha

TS — typ skudky/ test type

A — akreditovana skuska vykonana vo viastnom skiSobnom laboratoriu/accredited test in own laboratory

N  neakreditovana skidka vykonana vo viastnom skuScbnom laboratériu / not accredited test in own laboratory

Meradla a meracie zariadenia pouzité na skisky boli kalibrované alebo overené v zmysle platnych metrologickych predpisov.

Vysledky sa tykaju iba predmetu skasok a nenahradzajl iné dokumenty napr. spravneho charakteru. Protokol mdZe byt reprodukovany iba ako celok, v pripade jeho ¢asti len
s pisomnym sthlasom skisohného laboratéria. / Measuring devices used in the tests were calibrated according to current metrological regulations. Report can be duplicated only
whole and its parts only with written agreement of laboratory. The facts obtained by the results published in the Report correspond to the primary obtained data.

Vyhotovil/lssued by: RNDr. Lydia Jendekova, PhD.,

Protokol o skuske/Analytical report No. 24226/2020 Protoko)o skiske schvaliiApproved by:
Dr. Lydia Jendekova, PhD.
Vediica oddelenia farmacie / Head of Pharmacy Department
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