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Description: Testing the efficacy of chemical disinfectants and antiseptics

Sample ID: D90/2017 Sampling date: 5.5.2017

Rep No: 131 Sample delivered: 11.5.2017
Sample name: GLOBACID SF MED 1.25% Testing date: 4.9. —2.10.2017
Sampled: by client Delivered amount: 11

Sampling point: Goodpoint Chemicals Ltd, Urda tee 3, J dlgimée, Saku vald, Harjumaa, Estonia 76404
Client: Goodpoint Chemicals Ltd, Urda tee 3, Jilgimde, Saku vald, Harjumaa, Estonia 76404
Batch No: 20042017 ——e———eee———Pere72- 2

CONFIDENTIAL

Subject of testing:
Determination of bactericidal, yeasticidal and tuberculocidal activity of the product.

I&entiﬁcation of the sample: :
Name of the product: GLOBACID SF MED 1.25%

Batch number: 20042017

Date of manufacture: 20.04.2017

Expiry date: 19.04.2020

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

Incoming date: 11.5.2017

Storage conditions: stated by the manufacturer

Active compounds in 100 g: N-(3-aminopropyl)-N-dodecyl propane-1,3-diamine <1%
DDAC <1%

Experimental conditions: Testing of disinfecting efficiency of chemical disinfecting and

antiseptic agents by suspension method
SOP-M-19-00 (EN 13727:2012+A2:2015)

Period of analysis: 12.9. -13.9.2017
Test temperature: 209G+ 1 %G
Test method: membrane filtration method
Filtration diluent: rinsing liquid
Appearance of the product: colourless liquid
Test concentration: 100% (concentrated)*
Contact time: 15, 30 and 60 min
Interfering substances: 3 g/l BSA and 3 ml/l sheep erythrocytes (dirty conditions)
Test organisms: Pseudomonas aeruginosa ATCC 15442
Staphylococcus aureus ATCC 6538
Enterococcus hirae ATCC 10541
Incubation conditions: 37 °C + 1°C, 24 hours
Test procedure:
1. Preparation of the test suspension
2. Preparation of the product test solutions
3. Quantitative suspension test
4. Incubation and calculation
5. Expression and interpretation of the results

Note:

Bactericidal activity — the capability of a product to produce a reduction in the number of viable bacterial cells of
relevant organisms under defined conditions by at least 5 orders (10°).

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

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

’fhe standard:
EN 13727:2012+A2:2015 Chemical disinfectants and antiseptics — Quantitative suspension test for the evaluation
of bactericidal activity in the medical area — Test method and requirements (phase 2, step 1) October 2015
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" Sample ID: D90/2017
Rep No: 131

Sample name: GLOBACID SF MED 1.25%

Sampled: by client

Sampling date: 5.5.2017
Sample delivered: 11.5.2017
Testing date: 4.9. —2.10.2017
Delivered amount: 1 1

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

" Batch No: 20042017

The Number of CFU in the tested product: 0 CFU/ml

Page: 3

1. Testing the efficacy of chemical disinfectant GLOBACID SF MED 1.25% on Pseudomonas aeruginosa

ATCC 15442

* Tab No. 1.1 Verification of methodology, dirty conditions

Validation of suspension (Nyp) | Validation of selected | Membrane filtration control (B) Method validation (C)
experimental conditions (A) Product conc.: 100%*
Va 34 g Ve 24 _ Va 30 e Ve 19 _
i 3] Qo= 32.5 Ve 3] ®a=275 Ve 27 ®g=28.5 Vs 30 Oc=24.5
30 = ‘DN\.:)S 160 d)Az 0.5 q>Nm (DB = 05 (DN\-o (DC = 0.5 ¢'N\'o
x | ves [ [no X | ves [ [ no x| yes | [ no x | vyes [ [ no
Validation of suspension Nvg) | Va | 29 [ Vo | 31 [ O | 30 30 < Oy (Nys/1000) < 160
x | yes [ [no
Tab No. 1.2 Test suspension
Test suspension N N Ve Ve Test suspension Np (time = 0)
®=28x108=1g9.45 107 >165 >165 lg Np =1g N/100 =1g 7.45
9.17<I1gN<9.70 10% 26 30 7.17<1g Ny £7.70
X | yes [ Tno

Tab No. 1.3 Testing the efficacy of chemical disinfectant GLOBACID SF MED 1.25% on Pseudomonas

aeruginosa ATCC 15442

Test concentration Dilution after test Va Va lg N, = IgR
(%)/contact time procedure lg (@, x 10) (Ig No=1g 7.45)
(min)/conditions

100*/15/dirty 10° <14 <14 <2.15 =>5.30
100*/30/dirty 10° <14 <14 <2.15 =530
100*/60/dirty 10° <14 <14 <215 >5.30

2. Testing the efficacy of chemical disinfectant GLOBACID SF MED 1.25% on Staphylococcus aureus ATCC

" 6538
Tab No. 2.1 Verification of methodology, dirty conditions
Validation of suspension (Nvo) | Validation of selected | Membrane filtration control (B) Method validation (C)
experimental conditions (A) Product conc.: 100%*
Ver 56 _ Ver 53 _ Vi 2 _ Vai 48 _
Ve 43 D= 52 Va 20 D, =46.5 7, 19 DOp=455 Vo | . 43 Oc=455
30 < Do = 160 Da>0.5 Opy O > 0.5 DPuweo Dc20.5 Dpyo
Tx T yes [ Tno x| yes [ no x| yes | [ no X | yes [ Tno
Validation of suspension (Nvg) | Vo | 47 [ Vo | 353 [ ®ws | 50 30 < Opys (Ny/1000) < 160
X | yes | no
Tab No. 2.2 Test suspension
Test suspension N N Va Ve Test suspension Np (time = 0)
®=50x10°=1g9.70 107 >165 >165 lg No=1g N/100=1g 7.70
9.17<1gN=9.70 10* 58 42 7.17<1gNo £7.70
x | ves [ Ino

Tab No. 2.3 Testing the efficacy of chemical disinfectant GLOBACID SF MED 1.25% on Staphylococcus

aureus ATCC 6538
Test concentration Dilution after test Va Ve IgN,= IgR
(%)/contact time procedure lg (P, x 10) (g No=1g 7.70)
(min)/conditions
100*/15/dirty 10° <14 <14 <215 >5.55
100*/30/dirty 10° <14 <14 <2.15 >5.55
100*/60/dirty 10° <14 <14 <2.15 >5.55




Description: Testing the efficacy of chemical disinfectants and antiseptics

Sample ID: D90/2017
Rep No: 131

Sampling date: 5.5.2017
Sample delivered: 11.5.2017
Sample name: GLOBACID SF MED 1.25% Testing date: 4.9. —2.10.2017
Sampled: by client _ Delivered amount: 1 1

Sampling point: Goodpoint Chemicals Ltd, Urda tee 3, Jilgimée, Saku vald, Harjumaa, Estonia 76404
Client: Goodpoint Chemiga]s L

Urda tee 3, W jumaa, Estonia 76404
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3. Testing the efficacy of chemical disinfectant GLOBACID SF MED 1.25% on Enterococcus hirae ATCC
10541
Tab No. 3.1 Verification of methodology, dirty conditions

Validation of suspension (Nvo) | Validation of selected | Membrane filtration control (B) Method validation (C)
experimental conditions (A) Product conc.: 100%*
Va 35 _ Va 45 - Ve 47 - Ve 52 -
Va 30 Dyyo=52.5 Ve 51 D, =48 Va 38 Og=42.5 Va i Oc=46.5
30 € Py < 160 04> 0.5 Ouwo g > 0.5 Oy Oc> 0.5 Puvo
x | yes [ [no x | yes I [ no x | yes [ no x | ves [ no
Validation of suspension (Nva) | Ver | 43 (Vo] 49 | Owe | 46 30 < Oxvs (Nye/1000) < 160
x | yes [ no
Tab No. 3.2 Test suspension
Test suspension N N Ve Vo Test suspension No (time = 0)
O =49.5x 108=1g9.69 107 >165 >165 lg No=1g N/100 = 1g 7.69
9.17 <1gN<9.70 10 54 45 7.17<1gNe<7.70
x | ves [ [no

Tab No. 3.3 Testing the efficacy of chemical disinfectant GLOBACID SF MED 1.25% on Enterococcus hirae
ATCC 10541

Test concentration Dilution after test Va Vo IlgN, = IgR
(%)/contact time procedure 1g (P, x 10) (g No =1g 7.69)
(min)/conditions

100%/15/dirty 10° <14 <14 <2.15 > 5.54
100%/30/dirty 10° <14 <14 <215 >5.54
100*/60/dirty 10° <14 <14 <215 >5.54
4. Evaluation of bactericidal activity of the product GLOBACID SF MED 1.25%
Tab No. 4.1 The efficacy of chemical disinfectant GLOBACID SF MED 1.25% on test strains — bactericidal
activity
Bactericidal activity of the product (EN 13727:2012+A2:2015)
Strain Test Contact Product test Interfering lgR IgR
temperature time concentrations substances - EN
[°C] [min] [%] conditions 13727:2012
+A2:2015
Pseudomonas aeruginosa ATCC 15442 20 15 100* dirty 25 >5
Staphylococcus aureus ATCC 6538 20 15 100* dirty >35 >5
Enterococcus hirae ATCC 10541 20 15 100* dirty >5 >5
‘I Pseudomonas aeruginosa ATCC 15442 20 - 30 100* dirty =5 >5
Staphylococcus aureus ATCC 6538 20 30 100* dirty >3 >5
Enterococcus hirae ATCC 10541 20 30 100* dirty =5 >5
Pseudomonas aeruginosa ATCC 15442 20 60 100* dirty >5 >5
Staphylococcus aureus ATCC 6538 20 60 100* dirty 25 >5
Enterococcus hirae ATCC 10541 20 60 100* dirty =3 >5

Note: V. = value is the number of cfu per ml, ® = average Ve a Ve (1. + 2. duplicate V. values), N = the number
of cfu/ml of the test suspension, No = the number of cfu/ml of the test suspension at the beginning of the contact
time (time ,,0°), Na = the number of survivors per ml in the test mixture at the end of the contact time and before
the membrane filtration, N, = the number of cfu/ml of the test suspension for validation, Nvo (A,C), Nyg (B) = the
number of cfu/ml of the test suspensions for validation in the test mixture A, B, C at the beginning of the contact
time ,,0%, A,B,C = the number of survivors per ml in control tests (A — experimental conditions control, B —
membrane filtration validation, C — method validation), R = No / Na nebo lg R = 1g No — Ig Na the reduction in
viability

% Product can only be tested at a concentration of 97%
adding the test organisms and interfering substance.

(RTU) or less, as some dilution is always produced by

Prepared by: Ing. Eva Kremlové, Lab Technician



Description: Testing the efficacy of chemical disinfectants and antiseptics

Sample ID: D90/2017 Sampling date: 5.5.2017
Rep No: 131 Sample delivered: 11.5.2017
Sample name: GLOBACID SF MED 1.25% Testing date: 4.9. —2.10.2017
Sampled: by client Delivered amount: 1 1
Sampling point: Goodpoint Chemicals Ltd, Urda tee 3, Jilgimée, Saku vald, Harjumaa, Estonia 76404
Client: Goodpoint Chefmical 'Ll’d“Urda‘tec by Iﬁigun-&e—Sa jumaa, Estonia 76404
Batch No: 20042017 :\_/l"m Hi 'J_g Jl\,T Fz& Page: 5
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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: 11.9.-13.9.2017

Test temperature: 20°C+1°C

Test method: membrane filtration method

Filtration diluent: rinsing liquid

Appearance of the product: colourless liquid

Test concentration: 100% (concentrated)*

Contact time: 15, 30 and 60 min

Interfering substances: 3 g/l BSA and 3 mU/I sheep erythrocytes (dirty conditions)
Test organisms: Candida albicans ATCC 10231

Incubation conditions: 30°C £ 1 °C, 48 hours and additional period of 24 or 48 hours

Test procedure:

1. Preparation of the test suspension

2. Preparation of the product test solutions

3. Quantitative suspension test

4. Incubation and calculation

5. Expression and interpretation of the results
Note:

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 4 orders (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 4 orders (107).

R = N¢/ N, = the reduction in viability, or Ig R =1g No—1g N,

* Product can only be tested at a concentration of 97% (RTU) 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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Sample name: GLOBACID SF MED 1.25% Testing date: 4.9. —2.10.2017
Sampled: by client Delivered amount: 11

Sampling point: Goodpoint Chemicals Ltd, Urda tee 3, Jilgimse, Saku vald, Harjumaa, Estonia 76404
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5. Testing the efficacy of chemical disinfectant GLOBACID SF MED 1.25% on Candida albicans ATCC 10231

Tab No. 5.1 Verification of methodology, dirty conditions

Validation of suspension (Nvo) | Validation of selected | Membrane filtration control (B) Method validation (C)
experimental conditions (A) Product conc. 100%*

Ve 42 _ Va | 27 = Ve 39 _ Va 20 _
Vo 24 D= 43 Vo |21 =24 Ve 35 Pp=32 Va 37 Oc=128.5
30 < (DN\’OS 160 (DAZ 0.5 ®Nm (DB > 0.5 q’Nm q:)C > 0.5 (I)Nm
x | yes [ Jno x| yes I [ no x | yes | | no x | ves [ [no
Validation of suspension (Nva) | Ver | 31 Vol 37 | ©ws | 34 30 < Opyp (Nys/1000) < 160

x| yes [ [no

Tab No. 5.2 Test suspension

Test suspension N N Va Ve Test suspension Np (time = 0)
O=43x10"=1g8.63 10 >165 >165 lg No=1g N/100=1g 6.63
8.17<1gN<8.70 107 37 49 6.17<1gNo<6.70
x | yes [ [mo

Tab No. 5.3 Testing the efficacy of chemical disinfectant GLOBACID SF MED 1.25% on Candida albicans
ATCC 10231

Test concentration Dilution after test Va Ve IlgN. = IgR
(%)/contact time procedure 1g (@, x 10) (g No = Ig 6.63)
(min)/conditions

100*/15/dirty 10° <14 <14 <2.15 >4.48
100*/30/dirty 10° <14 <14 <215 >4.48
100*/60/dirty 10° <14 <14 <2.15 >4.48

6. Evaluation of yeasticidal activity of the product GLOBACID SF MED 1.25%

Tab No. 6.1 The efficacy of chemical disinfectant GLOBACID SF MED 1.25% on test strains — yeasticidal
activity

Fungicidal activity of the product (EN 13624:2013)

Strain Test Contact Product test Interfering IgR IgR
temperature time concentrations substances - EN
) [°C] [min] [%] conditions 13624:2013
Candida albicans ATCC 10231 20 15 100* dirty >4 >4
Candida albicans ATCC 10231 . 20 30 100* dirty >4 >4
Candida albicans ATCC 10231 20 60 100* dirty >4 >4

Note: V. = value is the number of cfu per ml, @ = average Vo a Vez (1. + 2. duplicate V, values), N = the number
of cfu/ml of the test suspension, No = the number of cfu/ml of the test suspension at the beginning of the contact
time (time ,,0°), Na = the number of survivors per ml in the test mixture at the end of the contact time and before
the membrane filtration, Ny = the number of cfu/ml of the test suspension for validation, Nvo (A,C), Ny (B) = the
number of cfu/ml of the test suspensions for validation in the test mixture A, B, C at the beginning of the contact
time ,,0¢, A,B,C = the number of survivors per ml in control tests (A — experimental conditions control, B —
membrane filtration validation, C — method validation), R = No / Na nebo lg R = lg No — lg Na the reduction in
viability ‘

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

Prepared by: Ing. Eva Kremlové, Lab Technician



Description: Testing the efficacy of chemical disinfectants and antiseptics

Sample ID: D90/2017 Sampling date: 5.5.2017

Rep No: 131 Sample delivered: 11.5.2017
Sample name: GLOBACID SF MED 1.25% Testing date: 4.9. — 2.10.2017
Sampled: by client Delivered amount: 11

Sampling point: Goodpoint Chemicals Ltd, Urda tee 3, Jilgimée, Saku vald, Harjumaa, Estonia 76404
Client: Goodpoint Chemicals Ltd, Urda tee 3, Jilgimée, Saku vald, Harjumaa, Estonia 76404
Batch No: 20042017 S Page: 7
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Experimental conditions: Testing of di ency of chemical disinfecting and

antiseptic agents on carriers SOP-M-22-12 (EN 14561:2006)

Period of analysis: 7.9.-8.9.2017
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: 15, 30 and 60 min
Interfering substances: 3 g/l BSA and 3 ml/1 sheep erythrocytes (dirty conditions)
Test organisms: Pseudomonas aeruginosa ATCC 15442
Staphylococcus aureus ATCC 6538
Enterococcus hirae ATCC 10541
Incubation conditions: 37°C <1 °C, 24 hours
Test procedure:
1. Preparation of the test suspension
2. Preparation of the product test solutions
3. Quantitative carrier test
4. Incubation and calculation
5. Expression and interpretation of the results

Note:

Bactericidal activity — the capability of a product to produce a reduction in the number of viable bacterial cells of
relevant organisms on carriers under defined conditions by at least 5 orders (10°). The drying time: 30-35 min

R =Nw / Nanebo lg R = 1g Nw - 1g N, = the reduction in viability

The standard:
EN 14561:2006 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) May 2006



Description: Testing the efficacy of chemical disinfectants and antiseptics

Sample ID: D90/2017
Rep No: 131

Sample name: GLOBACID SF MED 1.25%

Sampled: by client

Sampling date: 5.5.2017
Sample delivered: 11.5.2017
Testing date: 4.9. —2.10.2017
Delivered amount: 1 1

Sampling point: Goodpoint Chemicals Ltd, Urda tee 3, Jalgimée, Saku vald, Harjumaa, Estonia 76404
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Client: Goodpoint Ch s mdiﬁél@gqnﬁe,-%u g.gald, Hzirjumaa, Estonia 76404
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7. Testing the efficacy of chemical disinfectant GLOBACID SF MED 1.25% on Pseudomonas aeruginosa
ATCC 15442 on carriers

Tab No. 7.1 Verification of methodology, dirty conditions

Validation of suspension (N.o) Validation of selected | Neutralizer toxicity control (B) | Method validation (C)
experimental conditions (A) Product conc.: 100%
Va 133 - Va 127 _ Vo 127 w Vo 140 _
Va 125 Dy =129 Va 120 D, =123.5 Voo 08 ®p=112.5 Vo 112 Oc=126
30 S (DN“, S_ 160 (I)AZ 05 (DN\'O ‘DB 2 05 d)N\n (DC Z 05 (DNvo
x | yes [ [ no X | yes [ [no x | ves [ no X | yes [ [no
Tab No. 7.2 Test suspension
N Vcl Vcl 7
; - O=211x10"=1g9.32
Test suspension (N) 107 198 221
T = = 9.17< IgN<9.70
x | yes [ Tno
Tab No. 7.2.1 The control test suspension, dirty conditions
Nw Va Va Ox 10=445x 10°=1g 7.65
Test suspension (Nw) 10° 59 30 lg Nw=1g 7.65
7.15 <lg N, < (IgN — 1.3) 8.02
x | ves | Tno

Tab No. 7.3 Testing the efficacy of chemical disinfectant GLOBACID SF MED 1.25% on Pseudomonas
aeruginosa ATCC 15442 on carriers

Test concentration Dilution after test Va Ve lgN, = lgR

(%) / contact time procedure Ig (Pax 10) (Ig Nw =1g 7.65)

(min) / conditions
100/15/dirty 10° <14 <14 <215 >5.50
100/30/dirty 10° <14 <14 <2.15 =>5.50
100/60/dirty 10° <14 <14 <2.15 >5.50

Note: V. = value is the number of cfu per ml, ® = average Vo1 a Ve (1. + 2. duplicate V. values), N = the number
of cfu/m] of the bacterial test suspension, Nw = the number of cfu/ml of the control bacterial test suspension, Np =

the number of survivors per ml in the test mixture at the end of the contact time, Nyo= the number of cfu/ml of the

bacterial test suspension in the mixture A,B,C at the beginning of the contact time (time ,,0), A,B,C = the number
of survivors per ml in control tests (A — experimental conditions validation, B — neutralizer toxicity validation, C —

method validation), R = Ny / N; nebo lg R = Ig Nw — lg N, = the reduction in viability




Description: Testing the efficacy of chemical disinfectants and antiseptics

Sample ID: D90/2017 Sampling date: 5.5.2017

Rep No: 131 Sample delivered: 11.5.2017
Sample name: GLOBACID SF MED 1.25% Testing date: 4.9. —2.10.2017
Sampled: by client Delivered amount: 1 1

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

Batch No: 20042017 T o v . | Page:9
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8. Testing the efficacy of chemmal disinfectant GLOBACID SF MED 1.25% on Staphylococcus aureus ATCC
6538 on carriers

Tab No. 8.1 Verification of methodology, dirty conditions

Validation of suspension (N.o) Validation of selected | Neutralizer toxicity control (B) | Method validation (C)
experimental conditions (A) Product conc.: 100%

Ve 168 _ Var 171 _ Va 165 _ Va 149 _

Vo 143 DOnyo =155.5 Va 120 D, =155.5 Ver 151 O =158 Ve 150 Oc=149.5

30 <Dy < 160 Dp>0.5 Do Og > 0.5 Puve Oc > 0.5 Do

x | vyes | [no x | yes [ [ no X | yes [ [no x | yes [ [no

Tab No. 8.2 Test suspension

N Va Va - 7
- e ®=170x 10" =1g 9.23
Test suspension (N) ig-ﬂ 11556 12803 9.17< IgN<9.70
x | yes | Ino
Tab No. 8.2.1 The control test suspension, dirty conditions
Nw Va Vo DOx10=520x10°= lg T.92
Test suspension (Ny) 10°* 50 54 lgNw=1g7.72
7.15 <Ig Ny < (IgN = 1.3) 7.93
x | yes | [no

Tab No. 8.3 Testing the efficacy of chemical disinfectant GLOBACID SF MED 1.25% on Staphylococcus
aureus ATCC 6538 on carriers

Test concentration Dilution after test Ve Vo lgN, = IgR

(%) / contact time procedure lg (@, x 10) (lg Nw=1g7.72)

(min) / conditions
100/15/dirty 10° <14 <14 <2:15 >5.57
100/30/dirty 10° <14 <14 <2.15 >5.57
100/60/dirty 10° <14 <14 <2.15 >5.57

Note: V, = value is the number of cfu per ml, ® = average Ve a Vez (1. + 2. duplicate V. values), N = the number
of cfu/ml of the bacterial test suspension, Nw = the number of cfu/ml of the control bacterial test suspension, Ny =
the number of survivors per ml in the test mixture at the end of the contact time, Nyo= the number of cfu/ml of the
. bacterial test suspension in the mixture A,B,C at the beginning of the contact time (time ,,0), A,B,C = the number
of survivors per ml in control tests (A — experimental conditions validation, B — neutralizer toxicity validation, C —
method validation), R = Nw / N, nebo Ig R = lg Nw — Ig N, = the reduction in viability
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Sampling date: 5.5.2017
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9, Testing the efficacy of chemical disinfectant GLOBACID SF MED 1.25% on Enterococcus hirae ATCC

10541 on carriers

Tab No. 9.1 Verification of methodology, dirty conditions
Validation of suspension (N) Validation of selected | Neutralizer toxicity control (B) | Method validation (C)
experimental conditions (A) Product conc.: 100%
Va 155 _ Vel 148 _ Va 138 _ Ve | 122 _
Va 159 Do = 157 Vs 153 D, =150.5 Va 147 Op=142.5 Va 120 Oc=131
30 < O < 160 04> 0.5 Prvo | ©5>0.5 Owo Q¢ > 0.5 Do
[ x [ yes [ [no X | yes [ [ no [ x | yes [mo_ | x [ yes [ [ no
Tab No. 9.2 Test suspension
N vcl Vcl = 1=
Test suspension (N) I 107 162 177 P 9 11 ;’ Lxll(;\] <gg79623
[ _10° 16 21 S IE e
[ x | ves [ |no
Tab No. 9.2.1 The control test suspension, dirty conditions
Nw ] Ve V,;z dx10= 1780 x 104: lg 725
Test suspension (Nw) 10 ' 166 190 lg Ny =1g 7.25
715 <Ig Ny < (lgN-1.3) 7.93
x | yes [ no |

Tab No. 9.3 Testing the efficacy of chemical di

ATCC 10541 on carriers

sinfectant GLOBACID SF MED 1.25% on Enterococcus hirae

Test concentration Dilution after test Va Ve IlgN, = IgR

(%) / contact time procedure lg (®,x 10) (Ig Nw=1g 7.25) \

(min) / conditions
100/15/dirty 10° | <14 <14 <2.15 >5.10
100/30/dirty 10° | <14 <14 <2.15 >5.10
100/60/dirty 10° | <14 | <14 <215 | >5.10

10. Evaluation of bactericidal activity o

Tab No. 10.1 The efficacy of che
activity on carriers

mical disinfectant GLOBACID SF MED 1.2

f the product GLOBACID SF MED 1.25% on carriers

5% on test strains — bactericidal

=

Bactericidal activity

of the product on carriers (EN 14561:2006)

IgR

Strain Test Contact Product test Interfering lgR
‘ temperature time concentrations substances - | EN 14561:2006
[°C] [min] [%0] conditions
Pseudomonas aeruginosa ATCC 15442 20 | 15 100 dirty | >5 | =>5
Staphylococcus aureus ATCC 6538 20 [ 15 100 dirty | >5 >5
Enterococcus hirae ATCC 10541 [ 20 [ 15 100 dirty | >5 >5
Pseudomonas aeruginosa ATCC 15442 | 20 30 100 dirty [ =5 >5
@zphy[ococcus aureus ATCC 6538 | 20 30 100 dirty =5 >5 J
Enterococcus hirae ATCC 10541 | 20 30 100 dirty >5 >5
Pseudomonas aeruginosa ATCC 15442 | 20 [ 60 100 | dirty >5 >5
Staphylococcus aureus ATCC 6538 | 20 | 60 100 dirty >5 >5
Enterococcus hirae ATCC 10541 | 20 | 60 100 | dirty >35 >5
Note: V. = value is the number of cfu per ml, @ = average Vo1 a Ve (1. + 2. duplicate V. values), N = the number

of cfu/ml of the bacterial test suspension, Nw =

the number of survivors per ml in the

of survivors per ml in control tests (A

method validation), R = Nw / Na nebo lgR

Prepared by:

test mixture at the end of t
bacterial test suspension in the mixture A,B,C at the beginning of the contact time (time ,,0), A,B,C = the number
— experimental cond

=1gNW—‘1gNa

the number of cfu/ml of the control bacterial test suspension, No =

he contact time, Nvo=

itions validation,

the number of cfu/ml of the

B — neutralizer toxicity validation, C —

= the reduction in viability

Mgr. Mirka Horakova, Ph.D., Lab Technician



Description: Testing the efficacy of chemical disinfectants and antiseptics

Sample ID: D90/2017
Rep No: 131

Sample name: GLOBACID SF MED 1.25%

Sampled: by client

Sampling date: 5.5.2017
Sample delivered: 11.5.2017
Testing date: 4.9. —2.10.2017
Delivered amount: 1 1

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

Batch No: 20042017
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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:

Testing of disinfecting efficiency of chemical disinfecting and
antiseptic agents on carriers SOP-M-22-12 (EN 14562:2006)
4.9.-7.9.2017

20°C+1°C

dilution neutralization method

Dey-Engley Neutralizing Broth M 1062

colourless liquid

100% (concentrated)

15, 30 and 60 min

3 g/l BSA and 3 ml/1 sheep erythrocytes (dirty conditions)
Candida albicans ATCC 10231

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

Test procedure:
1. Preparation of the test suspension
2. Preparation of the product test solutions
3. Quantitative carrier test
4. Incubation and calculation
5. Expression and interpretation of the results

Note:

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

carriers under defined conditions by at least 4 orders (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 4 orders (10%).

The drying time: 30-35 min

R =Nw / Nanebo Ig R = 1g Nw — Ig N, = the reduction in viability

The standard:

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: D90/2017
Rep No: 131

Sampling date: 5.5.2017
Sample delivered: 11.5.2017
Sample name: GLOBACID SF MED 1.25% Testing date: 4.9. —2.10.2017
Sampled: by client Delivered amount: 1 1
Sampling point: Goodpoint Chemicals Ltd, Urda tee 3, Jalgimée, Saku vald, Harjumaa, Estonia 76404
Client: Goodpoint Chmnigalsmhﬂtdame_i,lalgme&s&uxaldhﬂ?rjumaa, Estonia 76404
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11. Testing the efficacy of chemical disinfectant GLOBACID SF MED 1.25% on Candida albicans ATCC
10231 on carriers

Tab No. 11.1 Verification of methodology, dirty conditions

Validation of suspension (Nyo) Validation of seleoted | Neutralizer toxicity control (B) | Method validation (C)
experimental conditions (A) Product conc. 100%
Vol 43 _ Vol 39 _ Vo 33 _ Va 39 _
Vo 30 Do =36.5 Vo 36 D,=375 Vo a3 Dy =355 Vo 31 DOc=35
30 < (DN\'o < 160 ‘DAE 0.5 q’N\u q)B = 0.5 q’h‘m d)C > 0.5 q}N\'o
x | yes [ Tno X | yes [ no x | yes [ no x | yes [ [no
Tab No. 11.2 Test suspension
N Va Va - 7 —
Test suspension (N) 10% >330 > 330 ® g ?Zixl 1?\1 " lsg780.68
107 45 50 d7slgN=o.
x | yes [ [no
Tab No. 11.2.1 The control test suspension, dirty conditions
Nw Va Ve Ox10=1615x 10°=1g 621
Test suspension (Nw) 107 155 168 lg Ny =1g 6.21
6.15<1g N, < (IgN-1.3)7.38
x | yes [ no

Tab No. 11.3 Testing the efficacy of chemical disinfectant GLOBACID SF MED 1.25% on Candida albicans
ATCC 10231 on carriers

Test concentration Dilution after test Va Va lgN,= lgR

(%) / contact time procedure Ig (@,x 10) (g Nw=1g 6.21)

(min) / conditions
100/15/dirty 10 <14 <14 <215 = 4.06
100/30/dirty 10° <14 <14 <215 > 4.06
100/60/dirty 10° <14 <14 <2.15 >4.06

12. Evaluation of yeasticidal activity of the product GLOBACID SF MED 1.25%

Tab No. 12.1 The efficacy of chemical disinfectant GLOBACID SF MED 1.25% on test strains — yeasticidal

activity
Yeasticidal activity of the product (EN 14562:2006)
Strain Test Contact Product test Interfering IlgR IgR
temperature time concentrations substances - EN
[°C] [min] [%] conditions 14562:2006

Candida albicans ATCC 10231 20 15 100 dirty >4 >4
Candida albicans ATCC 10231 20 30 100 dirty >4 >4
Candida albicans ATCC 10231 20 60 100 dirty >4 >4

Note: V. = value is the number of cfu per ml, ® = average Ve a Vo (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, Na = the
number of survivors 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
survivors per ml in control tests (A — experimental conditions validation, B — neutralizer toxicity validation, C —

method validation), R = Nw /Ny nebo IlgR

Prepared by:

Mgr. Mirka Hordkova, Ph.D., Lab Technician

= lg Nw — lg N, = the reduction in viability



Description: Testing the efficacy of chemical disinfectants and antiseptics

Sample ID: D90/2017 Sampling date: 5.5.2017

Rep No: 131 Sample delivered: 11.5.2017
Sample name: GLOBACID SF MED 1.25% Testing date: 4.9. —2.10.2017
Sampled: by client Delivered amount: 11

Sampling point: Goodpoint Chemicals Ltd, Urda tee 3, Jdlgiméde, Saku vald, Harjumaa, Estonia 76404
Client: Goodpoint Chemicals Ltd, Urda tee 3, J glg@:@g,_ S_a_l_c_g_ vald, Harjumaa, Estonia 76404
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Experimental conditions: Testing of disinfecting efficiency of chemical disinfecting and

antiseptic agents by suspension method
SOP-M-19-00 (EN 14348:2005)

Period of analysis: 11.9.-2.10.2017
Test temperature: 20°Cx1°C
Test method: membrane filtration method
Filtration diluent: rinsing liquid
Appearance of the product: colourless liquid
Test concentration: 100% (concentrated)*
Contact time: 15, 30 and 60 min
Interfering substances: 3 g/l BSA and 3 ml/l sheep erythrocytes (dirty conditions)
Test organisms: Mycobacterium terrae ATCC 15755
Incubation conditions: 37°C=1°C, 21 days
Test procedure:
1. Preparation of test suspension
2. Preparation of product test solutions
3. Quantitative suspension test
4. Incubation and calculation
5. Expression and interpretation of results

Note:

Mycobactericidal activity — the capability of a product to produce a reduction in the number of viable cells of
Mycobacterium terrae and Mycobacterium avium under defined conditions by at least 4 orders (10%).
Tuberculocidal activity - the capability of a product to produce a reduction in the number of viable cells of
Mycobacterium terrae under defined conditions by at least 4 orders (10%).

R =Np/ Ny nebo Ig R = 1g No — Ig N, the reduction in viability

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

The standard:

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
method and requirements (phase 2, step 1) January 2005




Description: Testing the efficacy of chemical disinfectants and antiseptics

Sample ID: D90/2017 Sampling date: 5.5.2017

Rep No: 131 Sample delivered: 11.5.2017
Sample name: GLOBACID SF MED 1.25% Testing date: 4.9. —2.10.2017
Sampled: by client Delivered amount: 1 1

Sampling point: Goodpoint Chemicals Ltd, Urda tee 3, Jilgimée, Saku vald, Harjumaa, Estonia 76404
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13. Testing the efficacy of chemical disinfectant GLOBACID SF MED 1.25% on Mycobacterium terrae ATCC
15755

Tab No. 13.1 Verification of methodology, dirty conditions

Validation of suspension (Nyo) Validation of solooted | Membrane filtration control | Method validation (C)
experimental conditions (A) (B) Product conc.: 100%*

Vo 31 _ Vo 25 _ Va 18 _ Va 27 _

Vo 31 Duvo =31 v, 30 D,=275 Va i Pg=29.5 Vo 2 Oc=24.5

30 < Puvo < 160 Dx>0.5 Do Dp>0.5 P ©c > 0.5 Prvo

x | yes [ Tno x | yes | [no x | yes [ Ino x | yes [ | no

Tab No. 13.2 Test suspensions

Test suspension N N Vi Ve Test suspension No (time = 0)
G=32x108=1g9.51 107 > 165 > 165 lg Ng=1g N/100=1g 7.51
9.17<1gN<9.70 10% 28 36 7.17<1gNy<7.70
x | yes 31 [ no

Tab No. 13.3 Testing the efficacy of chemical disinfectant GLOBACID SF MED 1.25% on Mycobacterium
terrae ATCC 15755

Test concentration Dilution after test Va Ve lgN,= IgR
(%)/contact time procedure lg (@, x 10) (Ig No=1g 7.51)
(min)/conditions

100%/15/dirty 10! 18 19 327 4.24
100*/30/dirty 107 <14 <14 <3.15 >4.36
100*/60/dirty 10 <14 <14 <3.15 >4.36

14. Evaluation of mycobactericidal and tuberculocidal activity of the product GLOBACID SF MED 1.25%

Tab No. 14.1 The efficacy of chemical disinfectant GLOBACID SF MED 1.25% on test strain —
mycobactericidal and tuberculocidal activity

Mycobactericidal and tuberculocidal activity of the product (EN 14348:2005)
Strain Test Contact Product test Interfering IgR IgR
temperature time concentrations substances - EN
[°C] [min] [%] conditions 14348:2005
Mycobacterium terrae ATCC 15755 20 15 100* dirty ) >4 >4
Mycobacterium terrae ATCC 15755 20 30 100* dirty >4 >4
Mycobacterium terrae ATCC 15755 20 60 100* dirty >4 >4

Note: V. = value is the number of cfu per ml, ® = average Vo a Ve (1. + 2. duplicate V. values), N = the number
of cfu/ml of the test suspension, No = the number of cfu/ml of the test suspension at the beginning of the contact
time (time ,,0°), N, = the number of survivors per ml in the test mixture at the end of the contact time and before
the membrane filtration, Ny = the number of cfu/ml of the test suspension for validation, Nyo= the number of
cfu/ml of the test suspension in the mixture A,B,C at the beginning of the contact time (time ,,0), A,B,C = the
number of survivors per ml in control tests (A — experimental conditions control, B — membrane filtration
validation, C — method validation), R = No/Na nebo IlgR = lg No — Ig N, the reduction in viability

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

Prepared by: Ing. Eva Kremlova, Lab Technician
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Sample ID: D90/2017 Sampling date: 5.5.2017

Rep No: 131 Sample delivered: 11.5.2017
Sample name: GLOBACID SF MED 1.25% Testing date: 4.9. — 2.10.2017
Sampled: by client Delivered amount: 11
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Interpretation:
Results of tests are in Tabs.

According to EN 13727:2012+A2:2015 the tested concentrated* product GLOBACID SF MED 1.25%, batch
No. 20042017, in contact times 15, 30 and 60 min under dirty conditions at temperature 20 °C + 1 °C by the
membrane filtration method decreased the number of alive microbes Pseudomonas aeruginosa ATCC 15442,
Staphylococcus aureus ATCC 6538, Enterococcus hirae ATCC 10541 by at least 5 (Ig) orders.

According to EN 13624:2013 the tested concentrated* product GLOBACID SF MED 1.25%, batch No.
20042017, in contact times 15, 30 and 60 min under dirty conditions at temperature 20 °C + 1 °C by the membrane
filtration method decreased the number of alive microbes Candida albicans ATCC 10231 by at least 4 (1g) orders.

According to EN 14561:2006 the tested concentrated product GLOBACID SF MED 1.25%, batch No.
20042017, in contact times 15, 30 and 60 min under dirty conditions at temperature 20 °C + 1 °C by the dilution
neutralization method decreased on carriers the number of alive microbes Pseudomonas aeruginosa ATCC
15442, Staphylococcus aureus ATCC 6538, Enterococcus hirae ATCC 10541 by at least 5 (Ig) orders.

According to EN 14562:2006 the tested concentrated product GLOBACID SF MED 1.25%, batch No.
20042017, in contact times 15, 30 and 60 min under dirty conditions at temperature 20 °C + 1 °C by the dilution
neutralization method decreased on carriers the number of alive microbes Candida albicans ATCC 10231 by at
least 4 (lg) orders.

The tested concentrated* product GLOBACID SF MED 1.25%, batch No. 20042017, in contact times 15, 30 and
60 min under dirty conditions at temperature 20 °C + 1 °C by the membrane filtration method decreased the
number of alive microbes Mycobacterium terrae ATCC 15755 by at least 4 (Ig) orders (EN 14348:2005).

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

Conclusion:

The product GLOBACID SF MED 1.25% is capable of reducing the number of viable bacterial, mycobacterial
and vegetative yeast cells of the relevant organisms in the suspension and on carriers under defined conditions to
the declared values, and consequently, may be called bactericidal, tuberculocidal and yeasticidal.

8.12.2017, Hodonin
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