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EVALUATION OF BACTERICIDAL AND YEASTICIDAL ACTIVITY ON NON-POROUS SURFACES WITH

MECHANICAL ACTION EMPLOYING WIPES IN THE MEDICAL AREA (EN 16615)

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

Client, representative*:

Date of delivery:
Test material conditions:
Storage conditions:

Active substance — conc.*:

Appearance of the product:

Test concentration:
Contact time:

Interfering substance:

Rinsing liquid:
Neutralizer:

Test organisms:

Testing method:

Testing date:

Results:

* - Data provided by the customer

BACTICID AF
197271120
20042
Chemi-Pharm Ltd.

Chemi-Pharm Ltd., Ténassilma tee 11, Tanassilma kila, Saku
vald, 76406, ESTONIA, Maris Millner, +372 5177090

15.01.2021

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

Ethyl alcohol 57.0% wt, isopropyl alcohol 6.0% wt
Transparent liquid

Ready to use

1 min

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

Polysorbate 80 30g/l; saponin 30 g/I, lecithin 3 g/I

Candida albicans ATCC 10231
Pseudomonas aeruginosa ATCC 15442
Enterococcus hirae ATCC 10541
Staphylococcus aureus ATCC 6538

EVS-EN 16615:2015

Quantitative test method for the evaluation of bactericidal and
yeasticidal activity on non-porous surfaces with mechanical

action employing wipes in the medical area (4-field test) (Phase

2, step 2)
22.03.2021 —25.03.2021
look appendix 1-5
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BACTICID AF
NOrdiC Te rsus EVS-EN 16615:2015

Laboratory Test report No. 19021sd
Appendix 1

TEST RESULTS (yeasticidal test)

EVS-EN 16615:2015; Phase 2, step 2;

Neutralization method;

Rinsing liquid: -;

Test organism: Candida albicans ATCC 10231,

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

Interfering substance: 3 g/l bovine albumin + 3 ml/I sheep blood erythrocytes
Nordic Tersus Laboratory LLC.; Date of test: 22.03.2021

Responsible person: Allar Laaneleht, Melissa Ingela Bramanis

Validation and controls

Validation suspension (Nvo) Neutralizer control (B) Method validation (C)
Ve 75 e Va 58 ot Vca 55 e
Ve 60 ‘ Ve 51 . Ve 59

_ % of Bis > 0.5 x X of Nyo? % of Cis > 0.5 x x of Nyo?
< <1607 -

30 <X Nvo <1607 yes X; no o (or Ny/1000) yesX; no o yesX; no o

Test suspension and test
(TISS"'SG‘,’,SVF;;TS'M N |Va | Ve | g, =213x108 logh =8.33
an ' 10° | 204 | 216 No = N/20; logNo = 7.03
107 | 22 |26 6.88< logNve<7.40; yesX; no O
Drying controls
Drying To Ver | Ve | _ . _
control 103 | >330 | >330 | Xwm=5.25x10% logTo=6.72 Dirty conditions 1 min
(Dco) 107 = =g 5.88< logTo<7.40; yesX; no O
Drying controls
Drying To Vs Veo | _ 6. ~
control 10° | >330 | >330 | Xum=545x 10" l0gT: =674 Dirty conditions 1 min
(D) 0 e a8 5.88< logTi<7.40; yesX; no O
Ct

Test field 1 (reduction)

Real conc. I . Contact
of the i‘;uuon Va Vez )/;la ()_X or log Na I_o!i R[fllo)g T time Conditions
product % P v & Na (min)
100 3 7
Ready to <14 | <115 | 559 1 min Dirty
use 101 0 0

The test results apply to the tested sample only.

All the components of this test report are recognized as a portion of a complete report. The test report shall not be reproduced except in
full, without approval of the laboratory.
N-7/29-v9
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Nordic Tersus

L aboratory

BACTICID AF
EVS-EN 16615:2015
Test report No. 19021sd

Test field 2 to 4 (cfu/25cm?)

Real conc.
iluti =X Or X i .

of the IS:)tI|eUtlon VeT; VcTs VeTy VTZtoA;:]gu)/(;SrC)::]/;n x5) ESnnge(]fnln) Conditions
product % P

10° 1 0 0 <5
Ready to 1 min Dirty
use 107 0 0 0 <5

Nw Test fields 2 to 4 (cfu/25cm?)
Real conc. — T
of the SDtILUtlon VcT2 VcTs VeTs Vlj(wgitzé;é;; 5c(>:r”)]<;/ " E;neta(ﬁ;[m) Conditions
product % P
100 >330 >330 >330

Ready to 2383.33 1 min Dirty
use 101 71 52 19

Explanations:

V¢ = count per ml (one plate or more)

% = average of V¢ and V2 (1. + 2. duplicate)
Xwm = weighted mean of X
R = reduction (logR = log No — log Na)

The test results apply to the tested sample only.

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

full, without approval of the laboratory.

N-7/29-V9
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Nordic Tersus

L abovratory

BACTICID AF
EVS-EN 16615:2015
Test report No. 19021sd

TEST RESULTS (bactericidal test)

EVS-EN 16615:2015; Phase 2, step 2;
Neutralization method;

Rinsing liquid: -;

Test organism: Staphylococcus aureus ATCC 6538;

Test temperature: +20° C; Incubation temperature: +37° C
Interfering substance: 3 g/l bovine albumin + 3 ml/l sheep blood erythrocytes
Nordic Tersus Laboratory LLC.; Date of test: 22.03.2021
Responsible person: Allar Laaneleht, Melissa Ingela Bramanis

Validation and controls

Appendix 2

Validation suspension (Nvo)

Neutralizer control (B)

Method validation (C)

Ve:

93

Ve

99

X =96

Ve

56

Ve

X =60

64

Ve

69

Ve

51

X

60

30 <X Ny <1607 yes X; no O

% of Bis>0.5x X of Nyo?
(or Ny/1000) yesX; no O

% of Cis>0.5x X of Nyo?

yesX; no O

Test suspension and test

(T/ssc;c;rsc;‘ﬁojf‘s'on N |Va | Ve | g,.,=2.60x10°%logN=9.41
' 107 | 244 | 272 No = N/20; logNo = 8.11
108 | 26 |31 6.88< logNvw<7.40; yesX; no O
Drying controls
Drying To Ver | V2 | ) . )
control 10+ | >330 | >330 | Jwm = 5:80x 105 logTo=7.76 Dirty conditions 1 min
(Dco) 10° 0 6o 6.88< logTo<8.40; yesX; no O
Cco
Drying controls
Dryin Tt Voo | Ve |
co?,ltrj 107 | >330 | >330 | Xwm=7.20x 107 10gTe=7.86 | .\ 1 ditions 1 min
(Dct) 0% 1 83 6.88< logTi<8.40; yesX; no O
Ct

The test results apply to the tested sample only.

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

full, without approval of the laboratory.

N-7/29-VS
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Nordic Tersus

L aboratory

BACTICID AF
EVS-EN 16615:2015
Test report No. 19021sd

Test field 1 (reduction)

Real conc. - . Contact
of the z(laut|on Vo ) )I_:/a ()_X or log Na I_Oli R!\(llo)g B time Conditions
product % P wm g Na (min)
10° 4 10
Ready to <14 | <115 | 671 1 min Dirty
use 10! 0 0
Test field 2 to 4 (cfu/25cm?)
Real conc. Dilution 1% (=X or Xwm x 5) | Contact
of the ste Ve | VeTs | VeTe T2t04cfu/25cnv1vgq time (min) Conditions
product % P
10° 1 0 0 <5
Ready to 1 min Dirty
use 101 0 0 0 <5
Nw Test fields 2 to 4 (cfu/25cm?)
Real conc. Dilution V (=xorx Contact
of the ste Vel |[VeTs | VeTy f(mg;tz;u;ﬁcm;vm fime (min) Conditions
product % P
100 >330 >330 >330

Ready to 5083.33 1 min Dirty
use 10 162 93 50

Explanations:

Ve = count per ml (one plate or more)

% = average of Vcz and Ve (1. + 2. duplicate)
Xwm = weighted mean of X

R = reduction (logR = log No — log Na)

The test results apply to the tested sample only.

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

full, without approval of the laboratory.

N-7/29-V9
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BACTICID AF

NOI’diC Tersus EVS-EN 16615:2015
Labovratory Test report No. 19021sd
Appendix 3

TEST RESULTS {bactericidal test)

EVS-EN 16615:2015; Phase 2, step 2;

Neutralization method;

Rinsing liquid: -;

Test organism: Pseudomonas aeruginosa ATCC 15442,

Test temperature: +20° C; Incubation temperature: +37° C

Interfering substance: 3 g/l bovine albumin + 3 ml/| sheep blood erythrocytes
Nordic Tersus Laboratory LLC.; Date of test: 22.03.2021

Responsible person: Allar Laaneleht, Melissa Ingela Bramanis

Validation and controls

Validation suspension {Nvo) Neutralizer control (B) Method validation (C)
Ve1 107 Vei 85 V1 76
X =104 x =825 x=73
Ve 101 Ve 80 Vez 70
. x of Bis20.5 x X of Nyo? % of Cis 2 0.5 x X of Nyo?
< <1607? .
30 < X Nvo <1607 yes X;no o (or Ny/1000) yesX; no o yesX; no o

Test suspension and test

(Tlss;::c;jirc;r-]s'on N _|Va |V | g,,=279x10% logh =9.45
) 107 | 262 | 297 No = N/20; logNo = 8.14
10% | 25 | 30 6.88< logNvp<7.40; yesX; no O
Drying controls
Drying To Ver | Vo | ) , B
control 10% | >330 | >330 | Xwm =4.60x 107 logTo=7.66 Dirty conditions 1 min
(Dco) 10° = 127 6.88< logT0<8.40; yesX; no O
Cco
Drying controls
Drying T Vo | Ve | . )
control 10 | >330 | >330 | Xwm=5.25x10% logTe=7.72 Dirty conditions 1 min
(D) 0% o o2 6.88< 10gTi<8.40; yesX; no 0
Ct

The test results apply to the tested sample only.

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

610




Nordic Tersus

L abovratory

BACTICID AF
EVS-EN 16615:2015
Test report No. 19021sd

Test field 1 (reduction)
Real conc. - . Contact
of the _Et'('e”“o” Ve | Ve )’:’ ()‘ O log Na lo@ Rh(,lc;g T time Conditions
product % P v g Na (min)
10° 2 2
Ready to 0 <14 | <115 | 657 1 min Dirty
use 101
Test field 2 to 4 (cfu/25cm?)
Real conc.
iluti =X Or X t -
of the Dilution VcT2 VeTs VeTs Vratos (=X o1 szm x5 Cpntac . Conditions
step cfu/25cm time (min)
product %
10° 2 0 0 <5
Ready to 1 min Dirty
use 101 0 0 0 <5
Nw Test fields 2 to 4 (cfu/25cm?)
Real conc. Dilution Vi (=xorx Contact
of the cte VeTz VeTs VeTs A)'(Vg;tzﬁ;u/zs(:m;vm time (min) Conditions
product % P
10° >330 >330 >330
Ready to 1633.33 1 min Dirty
use 10 49 32 17

Explanations:

Ve = count per ml (one plate or more)

% = average of Vez and Ve (1. + 2. duplicate)
Xwm = weighted mean of X

R = reduction (logR = log No—log Na)

The test results apply to the tested sample only.

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

full, without approval of the laboratory.
N-7/29-V9

7|10




BACTICID AF

Nordic Tersus EVS-EN 16615:2015
Laboratory Test report No. 19021sd
Appendix 4

TEST RESULTS (bactericidal test)

EVS-EN 16615:2015; Phase 2, step 2;

Neutralization method;

Rinsing liquid: -;

Test organism: Enterococcus hirae ATCC 10541,

Test temperature: +20° C; Incubation temperature: +37° C

Interfering substance: 3 g/l bovine albumin + 3 ml/l sheep blood erythrocytes;
Nordic Tersus Laboratory LLC.; Date of test: 22.03.2021

Responsible person: Allar Laaneleht, Melissa Ingela Bramanis

Validation and controls

Validation suspension (Nyo) Neutralizer control (B) Method validation (C)
Vi 49 Ver 36 Vei 30
x=455 X=37.5 x=355
Ve 42 Ve 39 Ve 41
_ % of Bis 2 0.5 x X of Nyo? X of Cis 2 0.5 x % of Nyo?
< <1607 -
30 <X Mo <1607 yes X; no o (or Ny/1000) yesX; no O yesX; no o

Test suspension and test

(Tls"‘t‘sc;’;fojr_’s“’" N |Va |Va | g,.=168x10°% logh =9.23
ana N 107 | 162 | 173 |  No=N/20; logho =7.92
108 | 19 | 16 6.88< logNyp<7.40; yesX; no O

Drying controls

Drying To Vo Veo | . ., )

control 10 | >330 | >330 | Xwm=3.70x10% logTo=7.57 Dirty conditions 1 min

(Dco) 105 36 |38 6.88< logTo<8.40; yesX; no O
Cco

Drying controls

Drying T: Va Vea | — ]
control 104 | >330 | 330 | *wm = 4,10 x 107; logT: = 7.61 Sirty conditions 1 min
(Dct) 105 20 | 42 6.88< logT:<8.40; yesX; no 0

The test results apply to the tested sampie only.

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

L aboratory

BACTICID AF
EVS-EN 16615:2015
Test report No. 19021sd

Test field 1 (reduction)

Real conc. R . Contact
of the SDt‘é“t'O” Va Ve | ()' O g, | ' R,\(ch;g ™ | time Conditions
product % P i gMNa (min)
10° 9 4
Ready to <14 | <115 | >6.46 1 min Dirty
use 10! 0 0
Test field 2 to 4 (cfu/25cm?)
Real conc. - P
of the Stlleutlon VeTs VcTs VcTs Vmot]‘(:;;(;;rc);:; x5) g;netaz:im) Conditions
product % P
100 0 0 0 <5
Ready to 1 min Dirty
use 101 0 0 0 <5
Nw Test fields 2 to 4 (cfu/25cm?)
Real conc. Dilution % (=xorx Contact
of the Vel | VeTs | VeTa o ™ . | Conditions
step x 5) cfu/25cm time (min)
product %
100 >330 >330 >330

Ready to >16500 1 min Dirty
use 101 >330 >330 >330

Explanations:

Vc = count per ml (one plate or more)

X = average of Vczand Ve (1. + 2. duplicate)
fwm = weighted mean of X

R = reduction {logR = log No— log Na)

The test results apply to the tested sample only.

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

full, without approval of the laboratory.
N-7/29-V9
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‘ gt BACTICID AF

NOFdiC Ter'SUS EVS-EN 16615:2015
Laboratory Test report No. 19021sd

Appendix 5
Interpretation

The ready to use product for surface disinfection BACTICID AF (batch no.197271120) was
tested according to the test method EVS-EN 16615:2015. The standard wipes were soaked
with 16 ml of the product. The test was performed at 20 + 1 °C, under dirty conditions during
the contact time of 1 min. The dilution — neutralization method was used for testing the
product’s effectiveness against the reference strains: Candida albicans ATCC 10231;
Pseudomonas aeruginosa ATCC 15442; Enterococcus hirae ATCC 10541 and Staphylococcus
aureus ATCC 6538. Under dirty conditions, the product was effective against all the reference
strains within 1 min.

Conclusion

The surviving count of bacterial reference strains showed at least 5 Ig and yeast reference
strain showed at least 4 Ig reduction meaning that under dirty conditions the product BACTICID
AF has a bactericidal and yeasticidal effect in case of surface disinfection within 1 min.

This is the end of the test report.

Allar Laaneleht
‘ Chief specialist
‘-"/’/Date of issue: 29.03.2021

The test results apply to the tested sample only.

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

N-7/29-V9
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