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ACTIVITY OF THE PRODUCT GLOBACID SF 2%
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Description: Testing the efficacy of chemical disinfectants and antiseptics

Sample ID: S186/2019 Sampling date: 24.5.2019

Rep No: 93 Sample delivered: 29.5.2019
Sample name: GLOBACID SF 2% Testing date: 28.6. - 17.7.2019
Sampled: by client Delivered amount: 500 ml

Sampling point: Goodpoint Chemicals Ltd, Urda tee 3, Jélgimde, Saku vald, Harjumaa, Estonia 76404
Client: Goodpoint Chemicals Ltd, Urda tee 3, Jdlgimée, Saku vald, Harjumaa, Estonia 76404
Batch No: 16-322A Page: 2

Subiect of testing: CONFIDENTIAL

Determination of fungicidal activity of the product.

Identification of the sample:

Name of the product: GLOBACID SF 2%

Batch number: 16-322A

Date of manufacture: 09.2018

Expiry date: 09.2021

Manufacturer: Goodpoint Chemicals Ltd, Urda tee 3, Jilgimée, Saku vald, Harjumaa,
Estonia 76404

Incoming date: 29.5.2019

Storage conditions: stated by the manufacturer

Active ingredients:

CAS 2372-82-9 N-(3aminopropyl)-N-dodecy! propane-1,3-diamine <1%
CAS 94667-33-1 quaternary ammonium compounds <1%

Experimental conditions: Testing of disinfecting efficiency of chemical disinfecting and
antiseptic agents by suspension method
SOP-M-19-00 (EN 13624:2013)

Period of analysis: 28.6.-1.7.2019
Test temperature: 20°C+1°C
Test method: dilution neutralization method
Neutralization medium: Dey-Engley Neutralizing Broth M 1062
Appearance of the product: colourless liquid
Test concentration: 100% (concentrated)*
Contact time: 5 min, 15 min, 30 min
Interfering substances: 3 g/l BSA and 3 mV/I sheep erythrocytes (dirty conditions)
Test organisms:; Candida albicans ATCC 10231
Aspergillus brasiliensis (niger)  ATCC 16404
Incubation conditions: 30 °C= 1 °C, 48 hours and additional period of 24 or 48 hours
Test procedure:
1. Preparation of test suspension
2. Preparation of product test solutions
3. Quantitative suspension test
4. Incubation and calculation
S. Expression and interpretation of results

Note:

Presence of a high concentration (at least 75%) of Aspergillus brasiliensis spiny spores in the test suspension —
yes.

Fungicidal activity — the capability of a product to produce a reduction in the number of viable fungi belonging to
reference strains under defined conditions by at least a 4 g reduction (10%).

Yeasticidal activity — the capability of a product to produce a reduction in the number of viable yeast cells of
relevant test organisms under defined conditions by at least a 4 lg reduction (10%).

R = No/ N; = the reduction in viability, or lg R=1g No—1g N,

* Product can only be tested at a concentration of 97% (RTU product) or less, as some dilution is always produced
by adding the test organisms and interfering substance.

The standard:

EN 13624:2013 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) September
2013
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The Number of CFU in the tested product: 0 CFU/ml

1. Testing the efficacy of chemical disinfectant GLOBACID SF 2% on Candida albicans ATCC 10231
Tab No, 1 1 Verification of methodology, dirty conditions

Validation of suspension (Nvo) | Validation of selected | Neutralizer toxicity control (B) Method validation (C)

experimental conditions (A) [ Pmd\fct conc. 100%*
V. 36 s Vo 28 s Vo 25 a Va 24 =
Vol 30 | O3 o33 ®=305 o T 3 D=8 Vgl 32 | P2
30<Dun< 160 Da> 0.5 Dogn Dp>0.5 Oyve Dc> 0.5 Duwn
x | ves | no x| ves | [ no x | yes | | no x_| ves | [no
Validation of suspensionNve) [ Vq [ 29 [ Vo] 35 | Owa | 32 30<[0wn (Nve/1000) < I160

x| yes no

Tab No. 1.2 Test suspension

Test suspension N N Va Vg Test suspension N (time = 0)
© =249 x 10°=1g 8.40 10% 235 255 1g No =1g N/100 =g 6.40
8.17<1gN<870 107 24 34 6.17 < lg No < 6.70
x_| ves [ Tno
Tab No. 1.3 Testing the efficacy of chemical disinfectant GLOBACID SF 2% on Candida albicans ATCC 10231
Test concentration Dilution after test Va Va IgN, = IgR
(%)* /contact time procedure Ig (@, x 10) (1g Ny =1g 6.40)
(minYconditions
100/5/dirty 10° <14 <14 <215 >4.25
100/15/dirty 10° <14 <14 <2.15 >4.25
100/ 30/ dirty 10° <14 <14 <2.15 >4.25

2. Testing the efficacy of chemical disinfectant GLOBACID SF 2% on 4spergillus brasiliensis (niger) ATCC
16404
Tab No. 2.1 Verification of methodology, dirty conditions

Validation of suspension (Nvo) | Validation of selected | Neutralizer toxicity control (B) Method validation (C)

experimental conditions (A) Product conc. 100%*
Va 43 o V:: H_EW 5 Va 54 s Va 46 -
Vo 55 DOnve= 49 Vo 51 Q=44 Ve 2 % 415 Vor 31 Oc=38.5
30 S%S 160 Da> 0.5 Dyo Dg > 0.5 Dpvo Dc>0.5 Dyie
x | yes [ Ino x| yes | [ no x| ves | | no x | yes | | no
Validation of suspension (Nve) | Vg | 50 [ Vo | 49 | ®wp | 495 | 30 < Oy (Nyy/1000) < 160

Tx | ves T Tno

Tab No. 2.2 Test suspension

Test suspension N N Vo Vg Test suspension No (time = 0)
D= 49x10"=1g8.69 106 > 165 > 165 1g No = 1g N/100 =g 6.69
8.17<1gN<870 107 47 51 6.17<1g Ny £6.70
T T eo

Tab No. 2.3 Testing the efficacy of chemical disinfectant GLOBACID SF 2% on Aspergillus brasiliensis (niger)
ATCC 16404

Test concentration Dilution after test Ve Va IgN,= IgR
(%)* /contact time procedure 8 Ig (®, x 10) (Ig No=Ig 6.69)
(min)/conditions

100 /5 / dirty 10° 17 18 2.24 4.45

100 /15 / dirty 10° <14 <14 <215 >4.54

100 /30/ dirty 10° <14 <14 <215 >4.54

* Product can only be tested at a concentration of 97% (RTU product) or less, as some dilution is always produced
by adding the test organisms and interfering substance.
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X
3. Evaluation of fungicidal activity of the product GLOBACID SF 2% C ON‘Ej IDENTIAL

Tab No. 3.1 The efficacy of chemical disinfectant GLOBACID SF 2% on test strains — fungicidal activity

Fungicidal actjvity of the product (EN 13624:2013)
Strain Test Contact Product test Interfering IgR IgR
temperature time concentrations substances - EN
[°C] [min] (%1* conditions 13624:2013

Candida albicans ATCC 10231 20 S 100 dirty >4 >4
Aspergillus brasiliensis (niger) 20 S 100 dirty >4 >4
ATCC 16404
Candida albicans ATCC 10231 20 15 100 dirty >4 >4
Aspergillus brasiliensis (niger) 20 15 100 dirty 24 >4
ATCC 16404
Candida albicans ATCC 10231 20 30 100 dirty >4 >4
Aspergillus brasiliensis (niger) 20 30 100 dirty >4 >4
ATCC 16404

Note: V= value is the number of cfu per ml, ® = average Vc; a V (1. + 2. duplicate V. values), N = the number
of cfu/ml of the test suspension, Nvo = the number of cfu/ml of the test suspension for validation, N, = the number
of surviving fungi per ml in the test mixture, A, B, C = the number of surviving fungi per ml in contro] tests (A —
experimenta] conditions validation, B — neutralizer toxicity validation, C — method validation), R = No/ N, = the
reduction in viability, or lgR =1gNo—1g Na

* Product can only be tested at a concentration of 97% (RTU product) or less, as some dilution is always produced
by adding the test organisms and interfering substance.

Prepared by: Mgr. Karolina Svétlikovd, Lab Technician
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:‘,;1 Sample name: GLOBACID SF 2%

Sampled: by client

scription: Testing the efficacy of chemical disinfectants and antiseptics

Sampling date: 24.5.2019
Sample delivered: 29.5.2019

Testing date: 28.6. — 17.7.2019

Delivered amount: 500 ml

Sampling point: Goodpoint Chemicals Ltd, Urda tee 3, Jélgimde, Saku vald, Harjumaa, Estonia 76404
Client: Goodpoint Chemicals Ltd, Urda tee 3, Jilgimée, Saku vald, Harjumaa, Estonia 76404

Batch No: 16-322A

Experimental conditions:

Period of analysis:

Test temperature:

Test method:
Neutralization medium:
Appearance of the product:
“Test concentration:
Contact time:

Interfering substances:
Test organisms:

Incubation conditions:

Test procedure:

bl ool ol o

Note:

Presence of a high concentration (at least 75%) of Aspergillus brasiliensis spiny spores in the test suspension —

yes.

Fungicidal activity — the capability of a product to produce a reduction in the number of relevant organisms on

Preparation of the test suspension
Preparation of the product test solutions @ e

Quantitative carri JIN I ‘

Incubatio: :nd calezuitcasttion b NE_ED EI‘\ITI AL
Expression and interpretation of the results
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Testing of disinfecting efficiency of chemical disinfecting and
antiseptic agents on carriers SOP-M-22-12 (EN 14562:2006)
15.7.-17.7.2019

20°Cx1°C

dilution neutralization method

Dey-Engley Neutralizing Broth M 1062

colourless liquid

100% (concentrated)

5 min, 15 min, 30 min

3 g/l BSA and 3 ml/l sheep erythrocytes (dirty conditions)
Candida albicans ATCC 10231

Aspergillus brasiliensis (niger) ~ ATCC 16404

30 °C <1 °C, 48 hours and additional period of 24 or 48 hours

carriers under defined conditions by at least a 4 g reduction (10%).

Yeasticidal activity — the capability of a product to produce a reduction in the number of viable fungi belonging to

reference strain Candida albicans on carriers under defined conditions by at least a 4 lg reduction (109).

The drying time: 20-38 min

R=Nw/N,or lgR=1g Nw —1g N, = the reduction in viability

EN 14562:2006 Chemical disinfectants and antiseptics — Quantitative carrier test for the evaluation of fungicidal
or yeasticidal activity for instruments used in the medical area - Test method and requirements (phase 2, step 2)

May 2006




Description; Testing the efficacy of chemical disinfectants and antiseptics

Sample ID: S186/2019
RepNo: 93

Sampling date: 24.5.2019 AY
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4, Testing the efficacy of chemical disinfectant GLOBACID SF 2% on Candida albicans ATCC 10231 on
carriers

Tab No. 4.1 Verification of methodology, dirty conditions
Validation of suspension (N,g) Validation of selected | Neutralizer toxicity control (B) | Method validation (C)
experimental conditions (A) Product conc.: 100%
Va 26 - Vo 28 _ Vo 31 i Vg [ 25 -
Ve 36 Do =31 Va 2% | ®,=28 Ve 25 g =28 Ve, 26 Oc=255
30 < Do < 160 ®,>0.5 Onyy ©p>0.5 Dy ©c> 0.5 Owa
x | ves [ Tno x | yes 1 Tno x | ves | Tno x_| _yes [ Tno
Tab No. 4.2 Test suspension
N Vg Va 7
P ©=345x10"=1g8.54
Test suspension (N) 10 >330 >330 - B
107 34 35 8.17< 1gN<8.70
x | yes [ Ino
Tab No. 4.2.1 The control test suspension, dirty conditions
Ny \'A Va ®x10=1250x 10*=1g 7.10
Test suspension (Nw) 10+ 131 119 lg Ny =1g7.10
6.15<IgN. < 1lgN— 1.3) 7.24
X Lyo;s | no

Tab No. 4.3 Testing the efficacy of chemical disinfectant GLOBACID SF 2% on Candida albicans ATCC 10231
on carriers dirtv conditions

Test concentration Dilution after test Va Va IgN,= IgR
(%) /contact time procedure 1g (@, x 10) (g Nw=1g 7.10)
| (min) / conditions
100/ 5 / dirty 10° <14 <14 <2.15 >4.95
100/ 15 / dirty 10° <14 <14 <215 >4.95
100/30/ dirty 100 <14 <14 <215 24.95

Note: V.= value is the number of cfu per ml, @ = average V.1 a Ve, (1. + 2. duplicate V. values), N = the number
of cfw/ml of the fungal test suspension, Nw = the number of cfi/ml of the control fungal test suspension, Na = the
number of surviving fungi per ml in the test mixture at the end of the contact time, Nvo= the number of cfu/ml of
the fungal test suspension in the mixture A,B,C at the beginning of the contact time (time ,,0), A,B,C = the
number of surviving fungi per ml in control tests (A — experimental conditions validation, B — neutralizer toxicity
validation, C —method validation), R = Nw /N, or lg R = Ig Ny — Ig N, = the reduction in viability

CONFIDENTIAL
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5. Testing the efficacy of chemical disinfectant GLOBACID SF 2% on Aspergillus brasiliensis (niger) ATCC

16404 on carriers

Tab No. 5.1 Verification of methodology, dirty conditions

Validation of suspension (No) Validation of selected | Neutralizer toxicity control (B) | Method validation (C)
T experimental conditions (A) PmdﬁMc.: 100%
Va 47 - Va 19 - Ve 38 _ Va 30 -
Va 22 | Do =345 Vo 34 Dp=26.5 Vo 27 DPg=325 Va | 33 ®c=315
30 < Dwo < 160 2> 0.5 Oyeo ©5>0.5 Do $c>0.5 Oy
x | yes [ Tno x| yes | [mno x_| yes | no x_| ves | Ine
Tab No. 5.2 Test suspension
N Vﬂ vcl
< O =46x10"=1g 8.66
Test suspension (N) 10 > 165 > 165
o7 = 0 8.17< IgN<8.70
x | yes | [no
Tab No. 5.2.1 The control test suspension, dirty conditions
Ny Ve Vo ® x 10 =580 x 10°=1g 6.76
Test suspension (Nw) 10 64 52 g Nw =1g 6.76
6.15<1gNw<(1eN-1.3)7.36
x | yes no

Tab No. 5.3 Testing the efficacy of chemical disinfectant GLOBACID SF 2% on Aspergillus brasiliensis

(niger) ATCC 16404 on carriers, conditions
Test concentration Dilution after test Va Ve IlgN,= IgR
(%) / contact time procedure lg (®.x 10) (1g Nw=1g 6.76)
(min) / conditions
100 /5 / dirty 10 86 65 3388 2.88
100/ 15/ dirty 10! 14 27 3.31 345
100/30/dirty 10° 27 25 241 4.35

Note: Ve = value is the number of cfu per ml, @ = average V¢, a Vg (1. + 2. duplicate Ve values), N = the number
of cfu/ml of the fungal test suspension, Nw = the number of cfivml of the control fungal test suspension, N, = the
number of surviving fungi per ml in the test mixture at the end of the contact time, Nvw= the number of cfu/ml of
the fungal test suspension in the mixture A,B,C at the beginning of the contact time (time ,,0), A,B,C=the
number of surviving fungi per ml in control tests (A — experimental conditions validation, B — neutralizer toxicity

validation, C — method validation), R=Nw/Ns orlgR=1g Nw - 1gN; =

CONFIDENTIAL

the reduction in viability
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Sampled: by client Delivered amount: 500 ml

Sampling point: Goodpoint Chemicals Ltd, Urda tee 3, Jélgimée, Saku vald, Harjumaa, Estonia 76404
Client: Goodpoint Chemicals Ltd, Urda tee 3, Jalgimie, Saku vald, Harjumaa, Estonia 76404
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6. Evaluation of fungicidal activity of the product GLOBACID SF 2%

Tab No. 6.1 The efficacy of chemical disinfectant GLOBACID SF 2% on test strains — fungicidal

activity Fungicidal activity of the product (EN 14562:2006)

Strain Test Contact Product test Interfering IgR IgR

temperature time concentrations substances - EN
°C] [min] (%] conditions 14562:2006

Candida albicans ATCC 10231 20 S 100 dirty >4 >4
Aspergillus brasiliensis (niger) 20 5 100 dirty >4 <4
ATCC 16404
Candida albicans ATCC 10231 20 15 100 dirty >4 >4
Aspergillus brasiliensis (niger) 20 15 100 dirty >4 <4
ATCC 16404
Candida albicans ATCC 10231 20 30 100 dirty >4 >4
Aspergillus brasiliensis (niger) 20 30 100 dirty >4 >4
ATCC 16404

Note: V. = value is the number of cfu per ml, ® = average V., a Vea (1. + 2. duplicate V. values), N = the number
of cfu/ml of the fungal test suspension, Nw = the number of cfu/ml of the control fungal test suspension, N, = the
number of surviving fungi per ml in the test mixture at the end of the contact time, Ny= the number of cfu/ml of
the fungal test suspension in the mixture A,B,C at the beginning of the contact time (time ,,0), A,B,C = the
number of surviving fungi per ml in control tests (A — experimental conditions validation, B —neutralizer toxicity
validation, C — method validation), R = Nw /N, or Ig R = ig Nw — 1g N, = the reduction in viability

Prepared by: Ing. Eva Kremlov4, Lab Technician

CONFIDENTIAT,
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Interpretation: Bm s - L
Results of tests are in Tabs.

According to EN 13624:2013 the tested concentrated* product GLOBACID SF 2%, batch No. 16-322A, in the
contact times 5 min, 15 min and 30 min under dirty conditions at temperature 20 °C+ 1 °C by the dilution
neutralization method decreased the number of viable yeast cells of Candida albicans ATCC 10231 and the
number of mould spores of Aspergillus brasiliensis (niger) ATCC 16404by at least a 4 1g reduction.

* Product can only be tested at a concentration of 97% (RTU product) or less, as some dilution is always produced
by adding the test organisms and interfering substance.

The tested concentrated product GLOBACID SF 2%, batch No. 16-322A, in the contact times 5 min, 15 min and
30 min under dirty conditions at temperature 20 °C + 1 °C by the dilution neutralization method decreased on
carriers the number of viable yeast cells of Candida albicans ATCC 10231 by at least a 4 g reduction (EN
14562:2006).

The tested concentrated product GLOBACID SF 2%, batch No. 16-3224, in the contact time 30 min under dirty
conditions at temperature 20 °C % 1 °C by the dilution neutralization method decreased on carriers the number of
mould spores of Aspergillus brasiliensis (niger) ATCC 16404 by at least a 4 1g reduction (EN 14562:2006).

Conclusion:

The product GLOBACID SF 2% is capable of reducing the number of viable vegetative yeast cells and the

number of mould spores of the relevant organisms under defined conditions (EN 13624:2013 — min. 97%, 5 min,

15 min and 30 min, dirty, 20 °C) to the declared values, and consequently, can be called fungicidal.

The product GLOBACID SF 2% is capable of reducing the number of viable vegetative yeast cells of the relevant
organism on carr iers under defined conditions (EN 14562:2006 — C.a., 100%, 5 min, 15 min and 30 min, dirty, 20
°C) to the declared values, and consequently, can be called yeasticidal on carriers.

The product GLOBACID SF 2% is capable of reducing the number of mould spores of the relevant organism on

carriers under defined conditions (EN 14562:2006 — A.b., 100%, 30 min, dirty, 20 °C) to the declared values, and
consequently, can be called fungicidal on carriers.

22.7.2019, Hodonin




