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Description: Testing the efficacy of chemical disinfectants and antiseptics

Sample ID: 887/2020 Sampling date: 13.2.2020

Rep No: 60 Sample delivered: 2.3.2020
Sample name: JACLOR® Testing date: 27.4. — 19.6.2020
Sampled: by client Delivered amount: 1 kg
Sampling point: Romdezimed Production SrL, Sacele, Brasov, Romania Batch No: 07

Client: Romdezimed Production SrL, Bucuresti, Romania Page: 2

Subject of testing:
Determination of sporicidal activity of the product.

Identification of the sample:

Name of the product: JACLOR®

Batch number: 1511

Date of manufacture: 10.2019

Expiry date: 09.2022

Manufacturer: Romdezimed Production SrL, Sos. Pandurilor nr.29, bl.P2a, sc.1, st.7,
apod.31, cam.2, Sector 5, Bucuresti, Romania

Incoming date: 21.10.2019

Storage conditions: room temperature, dark area

Active compounds and concentrations:
Dichloroisocyanurate sodium salt dihydrate 78 % (CAS 51580-86-0, CE 220-767-7)

Experimental conditions: Testing of disinfecting efficiency of chemical disinfecting and
antiseptic agents by suspension method
SOP-M-19-00 (EN 17126:2018)

Period of analysis: 27.4.—4.5.2020, 15.6. — 19.6.2020 (B.s.)
Test temperature: 20°C+1°C
Test method: membrane filtration method
Filtration diluent: rinsing liquid
Product diluent: hard water
Appearance of the product: white tabs
Test concentration: 3 tabs/101, 1tab/2 1, 1 tab/1 1
Contact time: 60 min
Interfering substances: 0.3 g/l BSA (clean conditions)
Test organisms: Bacillus subtilis ATCC 6633
Bacillus cereus ATCC 12826
Clostridium difficile ribotype 027 DSM 27147
Incubation conditions: 30 °C = 1 °C, minimum 3 and maximum 7 days
Test procedure:
1. Preparation of the test suspension
2. Preparation of product test solutions
3. Quantitative suspension test
4, Incubation and calculation
5. Expression and interpretation of the results

Note:

Sporicidal activity — the capability of a product to produce a reduction in the number of bacterial spores belonging
to reference strains of Bacillus subtilis and Bacillus cereus under defined conditions by at least a 4 Ig reduction
(10).

Spericidal activity against Clostridium difficile — the capability of a product to produce a reduction in the number
of bacterial spores belonging to reference strain of Clostridium difficile under defined conditions by at least a 41g
reduction (10%).

The standard:

EN 17126:2018 Chemical disinfectants and antiseptics — Quantitative suspension test for the evaluation of
sporicidal activity of chemical disinfectants in the medical area — Test method and requirements (phase 2, step 1)
December 2018
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The Number of CFU in the tested product: < 10! CFU/g

1. Testing the efficacy of chemical disinfectant JACLOR® on Bacillus subtilis ATCC 6633
Tab No. 1.1 Verification of methodology. clean conditions

Validation of suspension (Nv,) | Validation of selected | Membrane filtration control (B) Method validation (C)
experimental conditions (A) Product conc. 1 tab/1 |
Ve 38 _ Ve, 35 _ Vo 40 . Vo |37 _
Ve, 38 D= 38 V., 3 Dy =34 Vo 13 ©g=36.5 Vs 30 Dc=33.5
30 < Prvo= 160 D> 0.5 Pno D > 0.5 Dy D >0.5 Oy,
x | yes [ Tno x| ves | [ no x | yes [ no x | yes [ no
Validation of suspension (Nve) | Vey [ 46 [ Vo | 29 | Gwg | 37.5 30 < Duys (Nvg/1000) < 160
x| yes [ no
Tab No. 1.2 Test suspension
Test suspension N N Vo Ve Test suspension Ny
D=41x10°=1g 7.61 10° > 165 > 165 lg No=1g N/10 =1g 6.61
717<1gN<T7.70 10 37 45 6.17 <1g Ny £6.70
x_| ves [ No
Tab No. 1.3 Testing the efficacy of chemical disinfectant JACLOR® on Bacillus subtilis ATCC 6633
Test concentration / Dilution after Vo Ve Ig N, = IgR
contact time (min) / test procedure lg (d,x 10) (Ig Ny = 6.61)
conditions
1 tab/11/ 60/ clean 10° <14 <14 <2.15 =>4.46
2. Testing the efficacy of chemical disinfectant JACLOR® on Bacillus cereus ATCC 12826
Tab No. 2.1 Verification of methodology, clean conditions
Vazlidation of suspension (Nyy) | Validation of selected | Membrane filtration control (B) Method validation (C)
| experimental conditions (A) Product conc. 1 tab/2 1
| Va 33 o Vg 28 o< Ve 32 _ Vo | 34 _
—r—‘vc: 30 DOyo=315 Ve { 3 D,=295 G 30 ®p =31 Voo ' 7] Q=44
30 < Onyo< 160 D4>0.5 Oy Dp > 0.5 Oy D¢ > 0.5 Dy
x|yes J |n0 X lyes I [no x|yes |n0 nyes Ino
Validation of suspension (Nva) | Vi [ 57 [ Vo [ 25 | Gwys | 41 30 < Guvs (Ne/1000) < 160
X yes | no
Tab No. 2.2 Test suspension
Test suspension N N Va Va Test suspension Ny
©=345x10°=1g7.54 10° > 165 > 165 Ig No=1g N/10 =1g 6.54
7.17<1gN=7.70 10 38 31 6.17 <lg Ng£6.70
X J yes ] No
Tab No. 2.3 Testing the efficacy of chemical disinfectant JACLOR® on Bacillus cereus ATCC 12826
Test concentration / Dilution after Ve Ve lg N, = o IgR
contact time (min) / test procedure lg (@,x 10) " (Ig Ny = 6.54)
conditions
3 tabs/10 1/ 60 / clean 10’ 63 45 3.73 2.81
1 tab/2 1/ 60 / clean 10° 26 29 2.44 4.10

Note: V. = value is the number of ¢fu per ml, ® = average V., a Ve, (1. + 2. duplicate V. values), N = the number of cfiu/ml of the spore test
suspension, Ny = the number of cfu/ml of the test suspension at the beginning of the contact time (time ,,0), N, = the number of surviving
spores 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, N,g= 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 surviving spores per ml in control tests (A — experimental conditions control, B — membrane filtration validation,
C —method validation), R =Ny / N, or Ig R = Ig Ny — Ig N, the reduction in viability
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3. Testing the efficacy of chemical disinfectant JACLORE on Clostridium difficile ribotype 027 DSM 27147
Tab No. 3.1 Verification of methodology, clean conditions

Validation of suspension (Nyy) | Validation of selected | Membrane filtration control (B) Method vali )
experimental conditions (A) Product conc. 1 2b2 1
Va | 60 _ Vo 31 _ Vo 61 4 Vi 49 e
Vo, | 33 D= 46.5 Vor 55 Dy=43 V., | ) @ =465 V. 20 Do =443
30 < P = 160 O4> 0.5 Opwe Oy > 0.5 Oy Oc > 0.5 Pye
X l yes | I no x| yes | I no x | yes [ no X = no
Validation of suspension (Nvs) | Ver | 54 [ Vol 39 [ e | 46.5 30 < Ouvs (Nyx/1000) < 160
X ! yes no
Tab No. 3.2 Test suspension
Test suspension N N Vo Vo Test su N
O =46x104=1g7.66 10 > 165 > 165 lg Ny =1 6
7.17<lgN<7.70 10°¢ 31 61 6.17<lgNe <
x | yes

Tab No. 3.3 Testing the efficacy of chemical disinfectant JACLOR® on Clostridium difficile ribotype 027 DSM
27147

Test concentration / Dilution after Va Ve lgN.= IzR
contact time (min) / test procedure lg (P.x 10) (g Ny = 6.66)
conditions
3 tabs/10 1/ 60 / clean 10° 19 21 2.30 436 l
1 tab/2 1/60 / clean 10° <14 <14 <2.15 >4.51 !
4. Evaluation of sporicidal activity of the product JACLOR®
Tab No. 4.1 The efficacy of chemical disinfectant JACLOR® on test strains — sporicidal activity
Sporicidal activity of the product (EN 17 126:2018)
Strain Test Contact Product test Interfering lgR IgR
temperature time concentrations substances - EN
[°C] [min] conditions 17126:2018
Bacillus cereus ATCC 12826 20 60 3 tabs/10 1 clean >4 <4
Clostridium difficile ribotype 027 20 60 3 tabs/1011 clean >4 >4
DSM 27147 |
Bacillus subtilis ATCC 6633 20 60 1 tab/11 clean >4 >4 |
Bacillus cereus ATCC 12826 20 60 1 tab/2 | clean >4 >4 ‘
Clostridium difficile ribotype 027 20 60 1tab/21 clean >4 >4 j
DSM 27147

Note: V. = value is the number of cfu per ml, ® = average Ve
of cfu/ml of the spore 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 surviving spores per m
time and before the membrane filtration, Ny = the number of cfu/ml
number of cfu/ml of the test suspension in the mixture A,
A,B,C = the number of surviving spores per ml in control tests (A

membrane filtration validation, C — method validation), R = No [NaorlgR=

viability

Prepared by:

Ing. Eva Kremlova, Lab Technician

B.C at the beginning of the ¢

a Ve (1. + 2. duplicate V. values), N = the number
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— experimental conditions control, B —
lg No — lg N, the reduction in
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Interpretation:

Results of tests are in Tabs.

According to EN 17126:2018 the tested product JACLOR®, batch No. 07, in the concentration 1 tab/1 |, diluted in
hard water, in the contact time 60 min under clean conditions at temperature 20 °C =1 °C by the membrane
filtration method decreased the number of viable bacterial spoores of Bacillus subtilis ATCC 6633 by at leasta 4
1g reduction.

According to EN 17126:2018 the tested product JACLOR®, batch No. 07, in the concentration 1 tab/2 1, diluted in
hard water, in the contact time 60 min under clean conditions at temperature 20 °C £ 1 °C by the membrane
filtration method decreased the number of viable bacterial spoores of Bacillus cereus ATCC 12826 by at leasta 4
lg reduction.

According to EN 17126:2018 the tested product JACLORS®, batch No. 07, in the concentration 1 tab/2 1 and 3
tabs/10 1. diluted in hard water, in the contact time 60 min under clean conditions at temperature 20 °C + 1 °C by
the membrane filtration method decreased the number of viable bacterial spoores of Clostridium difficile ribotype
027 DSM 27147 by at least a 4 1g reduction.

The product JACLOR® is capable of reducing the number of viable bacterial spores of the relevant organism
under defined conditions (EN 17126:2018, B.s. — 1 tab/1 1, 60 min, clean, 20 °C) to the declared values, and
consequently, can be called sporicidal on Bacillus subtilis ATCC 6633.

The product JACLOR® is capable of reducing the number of viable bacterial spores of the relevant organism
under defined conditions (EN 17126:2018, B.c. - 1 tab/2 1, 60 min, clean, 20 °C) to the declared values, and
consequently, can be called sporicidal on Bacillus cereus ATCC 12826.

The product JACLOR® is capable of reducing the number of viable bacterial spores of the relevant organism
under defined conditions (EN 17126:2018, Cl.d. - 1 tab/2 1 and 3 tabs/10 1, 60 min, clean, 20 °C) to the declared
values, and consequently, can be called sporicidal on Clostridium difficile ribotype 027 DSM 27147.

22.7.2020, Hodonin
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