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DETERMINATION OF SURGICAL HAND DISINFECTION
(EN 12791:2016+A1:2017)
OF THE PRODUCT
F3320

Sample ID: $19/2022 Page.: 1
Sample name: F3320 From pages: 5
Client: SODEL, 190 rue René Barthélemy, Lisieux, France

Manufacturer: SODEL, 190 rue René Barthélemy, Lisieux, France

Sampling point: SODEL, 190 rue René Barthélemy, Lisieux, France

Incoming date: Delivery date:
27.1.2022 26.10.2022

The test results relate only to the samples stated in the test report. The test report may be reproduced only as a whole, in parts only upon written
permission of the laboratory. In case that the laboratory is not responsible for sampling, the results concern the samples as they have been
received. The laboratory does not take any guarantee for the identity of the samples not taken by the lab personnel. The client is responsible for
the information provided about the samples.



Description: Testing the efficacy of chemical disinfectants and antiseptics

Sample ID: S$19/2022
Sample name: F3320

Sampled: Client
Sampling point: SODEL
Client: SODEL

Subiect of testing:

Surgical handwash - 3 h effect

Identification of the sample:

Name of the product:
Batch number (Lot):
Date of manufacture:
Expiry date:
Manufacturer:
Incoming date:
Storage conditions;
Active ingredients:

Experimental conditions:

Effect:

Period of analysis:
Test temperature:
Test method:

Appearance of the product:

Test concentration:

The volume of the product:

The application time:
Procedure:

Rinsing tap water:
The soap:

Reference item:

Sampling date: 26.1.2022
Sample delivered: 27.1.2022

Testing date: 14.7. -26.7.2022
Delivered amount: 4x250 ml
Page: 2

F3320

RDO224E17

25/01/2022

01/2024

SODEL, 190 rue René Barthélemy, Lisieux, France

27.1.2022

room temperature, dark area
CAS: 18472-51-0 Chlorhexidine gluconate 4.0%

Testing of disinfecting efficiency of chemical disinfecting and antiseptic
agents on carriers

SOP-M-19-00 (EN 12791:2016+A1:2017)

3 h effect

14.07.2022 - 26.07.2022

20°Cx 1°C

dilution neutralization method

pink gel

100%

2x3 ml

2x 2,5 min

handwash

10s

soft soap from linseed oil

CAS 71-23-8 1-propanol p.a., 60% (V/V)

batch number: K52972497115, expiry date: 31.12.2025

The volume of the reference propan-1-ol used per person: 2 x 3 ml, according to reference surgical hand disinfection procedure,

The application time:

Neutralization medium:

the total application volume is 6 ml

2 x 1.5 min, according to reference surgical hand disinfection procedure, the total
application time is 3 min

Dey-Engley Neutralizing Broth M 1062

Surgical hand disinfection procedure with product: handwash procedure, 3h effect

Requirements:

Test procedure:

The standard:

The mean reduction for 3-hour  effect of a product shall at least be not inferior to that
achieved by a specified reference product (60% volume concentration of propan-1-ol).
To demonstrate additionally a "sustained effect", the mean reduction for the 3 h effect

of a product shall be superior to that achieved by the reference product.

1. Determination of the presence of microorganisms in the product

2. Determination of the prevalue - number of cfu sampled immediately before treatment from
the hand

3. Determination of the postvalue - number of cfu sampled after treatment from the hand
after wearing surgical gloves for 3 h following disinfection

4. Expression and interpretation of results - reduction factor - ratio of prevalue and
postvalue, generally expressed by decimal logarithms

EN 12791:2016+A1:2017 Chemical disinfectants and antiseptics — Surgical hand disinfection - Test method and requirements

(phase 2/step 2), November 2017



Description:

Sample ID:
Sample name:
Sampled.:
Sampling point:
Client:

The number of CFU in the tested product:

Testing the efficacy of chemical disinfectants and antiseptics

S19/2022
F3320
Client
SODEL
SODEL

0 CFU/ml

Sampling date:
Sample delivered:
Testing date:
Delivered amount:
Page:

26.1.2022
27.1.2022

14.7. -26.7.2022
4x250 ml

3

Testing the efficacy of chemical disinfectant F3320 on Pseudomonas aeruginosa ATCC 15442

Test suspensions

N Vi V2 1gN 1gNo
104 228 228
107 31 16 836 7.36

D= 2,20x108 817 <1oN< 87 717 <lgNo< 7.7

Verification of methodology

Validation of suspension (Nvo)

Method valid.(C). conditions:

80 %. 5 min. distilled water, 20°C

Vi 56 Ve 56
Vez 58 Va 52
30 <57< 160 54 > 0.5 Nvo

Testing the efficacy of chemical disinfectant ¥3320 or Staphylococcus aureus ATCC 6538

Test suspensions

N Vi V2 1gN IgNo
10% 251 245
107 24 27 8.4 7.4

&= 2.49x10° 817 <leN< 87 717 <lpNo< 7,7

Verification of methodology

Validation of suspension (Nvo)

Method valid.(C). conditions:

80 %. 5 min. distilled water, 20°C

Va 45 Va 39
Ve 70 Va2 64
30 =575< 160 515 > 0.5 Nvo

Testing the efficacy of chemical disinfectant F3320 on Enterococcus hirae ATCC 10541

Test suspensions
N V1 V2 IgN 1gNo
106 268 250
107 28 23 841 741
O = 2.59x108 817 <IgN< 87 7,17 <lgNo< 7,7

Verification of methodology

Validation of suspension (Nwvo)

Method valid.(C}. conditions:

80 %. 5 min. distilled water. 20°C

Va 50 Vu 70
Ve 73 Ve 49
30 <615< 160 59.5 = 0.5Nvo




Description: Testing the efficacy of chemical disinfectants and antiseptics

Sample ID: S19/2022 Sampling date: 26.1.2022

Sample name:  F3320 Sample delivered: 27.1.2022
Sampled: Client Testing date: 14.7. -26.7.2022
Sampling point: SODEL Delivered amount: 4x250 ml

Client: SODEL Page: 4

Testing the efficacy of chemical disinfectant F3320 on Escherichia coli K 12 NCTC 10538

Test suspensions

N Vi V2 IgN 1gNo
10 239 243
107 27 2 8.38 7.38

O = 2.41x108 817 <IgN< 87 717 <lgNo< 7.7

Verification of methodology

Validation of suspension (Nvo) Method valid.(C). conditions: 80 %, 5 min. distilled water. 20°C
Ve 43 Ve 54
Va 71 Ve 59
30 <57< 160 56.5 > 0.5 Nvo

Testing the efficacy of chemical disinfectant F3320 on Candida albicans ATCC 10231

Test suspensions

N Vi V2 IgN IgNo
10 249 250
107 24 25 84 74
D= 249x10% 7,17 <lgN< 77 717 <lgNo < 7,7

Verification of methodology

Validation of suspension (Nvo) Method valid.(C), conditions: 80 %, 5 min, distilled water. 20°C
Vel 50 Ve 40
Ve 73 Ve 68
30 <61,5< 160 54 > 0,5Nvo

Note: Vc = value is the number of cfu per ml, ® = average Vcl a Vc2 (1. + 2. duplicate Ve values), N = the number of cfu/mi
of the bacterial test suspension, Nvo = the number of cfu/ml of the bacterial test suspension at the beginning of the contact
time = 0, C = the number of surviving bacteria per ml in control tests

Acceptance criteria for test results:

Only if the results of the test procedure fulfil the following requirements, they shall be accepted for further evaluation,
otherwise the test shall be repeated:

a) A complete set of results from at least 23, but maximum 28 volunteers shall be available. All complete sets

of results shall be used for further evaluation.

b) The overall means of the 1g prevalues for RP and PP shall be both at least 3,50.

¢) The absolute difference of mean differences between Ig reductions of RP and PP of group RP — PP and group

PP — RP shall be less than 2,00

d) All quotients of weighted mean counts between 5 and 15.

Performed by: Mgr. Alena Holikové, Lab Technician



Description: Testing the efficacy of chemical disinfectants and antiseptics

Sample ID: S19/2022 Sampling date: 26.1.2022

Sample name: 3320 Sample delivered: 27.1.2022
Sampled: Client Testing date: 14.7. -26.7.2022
Sampling point: SODEL Delivered amount: 4x250 ml

Client: SODEL Page: 5

Conclusion:

The acceptance criteria for the test results were met.

For 3 h effect - From table in EN 12791:2016+A1:2017 of critical values for Wilcoxon’s matched-pairs signed-ranks test the entry
for n =24 and a one sided 0,025 level of significance, the critical value of 81 is found. Hence ¢ = 81 +1 = 82, The pairwise
differences are sorted in descending order. The 82nd value is -0,31. Hence the Hodges-Lehmann upper one sided 97,5%
confidence limit for the difference in Ig Rs between RP and PP is -0,31, which is less than the agreed inferiority margin of 0,85.
Therefore the hypthesis of inferiority of PP is rejected and it can be concluded that the test preparation PP is non-inferior to RP.

For "sustained effect”-From table in EN 12791:2016+A12017 of critical values for Wilcoxon's matched-pairs signed-ranks test the
entry or n = 24 and a one sided P = 0,01 level of significance, the critical value of 69 is found. Hence ¢ = 69 +1 = 70.

The pairwise differences are sorted in descending order. The 70th value is -0,23. Hence the Hodges-Lehmann upper one sided
97,5% confidence limit for the difference in Ig Rs between RP and PP is -0,23, which is less than the agreed inferiority margin

of 0,85. Therefore the hypothesis of inferiority of PP is rejected and it can be concluded that the test preparation PP is non-inferior

to RP.

The tested product: F3320

Batch number: RDO224E17

Standard: EN 12791:2016+A1:2017
Test method: dilution neutralization method
Effect: 3 h effect

Procedure: handwash

Conditions:

Application time: 2 x2.5 min

Volume of the product: 2 x3 ml

Concentration: 100%

The tested product is suitable to be used as surgical hand disinfection.

/S "'\;\w BY grc,,\
Approved by:  Ing. Barbora Stoklaskova, Leader of Study / 3 ; - (j-s N
_\ -1-
&/

'/ themilaspols S10. \:E\*

|5
4386/3 | =
Hodonin, 26.10.2022 |l %l (915%20:03 B 2
AN ¥
/ Vi






0L 0gg< 0gg< 33 0£E< 0gs< 1 dd —dd 4

33 0gg< 0gg< T6 o< 0gg< 1 & - dd £z

pI> 1> Tot ] 0€€< 0gE< 1 A—-d| @

36 0gg< 0£€< 0T 0€€< 0£€< 1 &I dd | £4

37 0gg< 0£E< oF 0£€< 0gE< 1 4 — dd 0T

8 (1]333 0£E< 21 1328 0£€E< 1 A «— dd 61

7z 0€€< 0ge< v 0€€< 0€g< [ dd—dd] 81

ST T 0gg< 03 0gg< 0gE< 1 & —dd L

39 0g£g< 0£€< [14 00 0g€< 1 44 — dd} 91

(4] 0€€< ogE< 06 0g€< 0£E< ] o~ &_ ¢I

yI> 1> ™ 07 w1 0€E< i Me—dd|l 1

8% 0gg< 0ge< 9¢ 0€e< 0£€E< I I« dd €1

T 0g€< 0€€< 0 oge< 0gE< 1 dd — &d 4!

£ 0ge< ogg< [ 0ge< 0gg< 1 dd « a4 11

P> P> (i[Z 1> 14 T 1 dd « 4 01

3 0€g< 0ge< 94 0€€E< 0gE< 1 dd — o 6

43 7T 0€E< = 0€€< 0€€< 1 dd — a4 8

701 0€€< 0EE< (54 88T 0€g< 1 dd — a4 L

3 0gE< 0g€< s01 0gE< pgE< I dd — 3 9

12 81 0£€< yxd 00¢ 0g£g< I dd — dd S

% 0gg< Oce< T 744 0gE< I dd — d¥ v

PAOYHOH sy U3\  :Aq paredaig 8¢ 0EE< 0£E< 9¢T 0£E< 0ge< I dd «— 34 3
TLOTL'9T"L'ST ‘TTOTL'ST-"L ¥ p1> & 0ge< @ 002 ogE< I dd — qd z
TTOT'L'9T - TTOT L Y1 'SISA[eUR Jo poned 53 0gE< 0£€< 3 0gg< 0g€< I dd « 2| 1

4 1- 0 £ z I- (311 0 gay)
souanbag ON
sanfealsod aje1pswiy sanfeAald pueH
01 wonnpp wo.y aed J4ad g Jo Jaquiny JIJuUn[op
21npa301d UOPOYUISID PUeT ‘SIA0IT JOYIS Y £ “UIL §°] X T JUI € X T 0409 STTITE 978 ANdXD "CT1L6PTLO6TS i ON YoRq  Jo-]-uedolg
720Z/61S 9|dwes veya Yy g e1ep mel

0zeed ‘LT0T:TV+9TOZ:T6LZT N3 Xxauuy



PAOYJ[OH BUSTY IS

i — dd]

:Aq pamedaig|

TTOT'L'9T LT TTOT L ST-'LY]
TTOT'L'9T - TTOT'L'¥1 sisk[eue Jo pouag

720z/61S a1dwes
ozeeEd

vI> 66 0ge< or 0gE< 0g€< I 124
v1> yi> (13 0eT 0gE< 0ge< | I < dd| €T
yi> yI> ¥ 69 0gE< 11323 I < dd (%4
P> P> T 901 0gE< 0gE< [ &~ dd |4
9071 0€€E< 0£€E< s 0EE< 0€g< I d¥ < ddf 0T
T T4 0€E< TET 0€€< 0gE< 1 f—dd el
bi> fxas 0EE< T 5T 0€E< 1 —dd 81
i> 1> 07 %9 0€E< 0EE< 1 s A
pI> [54 261 97 7T 0gE< 1 e KL
pI> I 0EE< 51 761 0EE< 1 dd—dd| s
i3 (& 0ge< 54 ka4 0gE< 1 O — dd| 4
yI> yI> o1 yI> ¥ 0£E< 1 dd < dd €1
43 #0E 0€g< 1% 0ge< 0g€< I dd < 44| (4!
69 0gE< 0ge< 871 0£g< 0gE< [ dd — d¥ 1
¥1> vI> oF 6€ 0€E< 0€€E< [ dd < ¥ 01
yi> v1> 08 01T 0€E< 0€€E< [ dd « 44| 6
9t 0€€< 0ge< o1 0€€< 0€E< I dd — a 8
v 0€€< 0€€< €T 0gg< 0€E< I dd — o L
1> 33 0€€< 9 744 0€€< 1 dd — o 9
pi> 0z T0T pI> (3 0€€< 1 dd — S
yI> yi> ot 0t 93T 0ge< 1 dd « v
Al 0T 0£c< 1€ 9T 0gE< 1 dd < d¥] £
09 0g€< 0ge< 21 €ST 0£€< 1 dd < d¥] [4
¥1> 1> 174 r1> 61T 0gE< I dd — d¥ I
z I- 0 £ T I- (3L o yay)
aouanbag oN.
sanjeA1sod 2JeIpaWLLY SONRAALJ puey
;01 uonnpp wouy 3eid 1ad (14D Jo 1BquN J323UN[0A
YSEMPUBY “‘SIAO[S WA 4 € “UI §°7 X T [ € X T %001 TT0T/61S afdures ‘0zeed wnpoid
Pags yg eyep meld
"LT0Z:TV+9TOTT6LTT N3 xauuy



€T0z/6TS aldwes
0ceed

[45 r45 [49 [4? [43 ras u
(49" 160 ¥€0 [441] 640 0E0 s
€6'0- 0T'c 9T 99y LT EY'E L'y d¥ & dd @
48 [4} 48 4 T 4" u
880 460 w'o Lv'0 140 81’0 s
<9°0- ¥LT ¥8°2 8s'y 60'T 8Y'E 95y dd & dY ]
¥T 174 {4 ¥C ¥T vZ u
10T 160 80 £0+381°E PO+30v'Y 090 1ZA0] or'o €0+3LSE $0+399° s
L6'T S9'C 29y £0+382°C ¥0+39.°5 81T SP'E €9'F% €0+39¢'S v0+3cL's llessr0 @
€L'0- 09T 00‘s 9% Z0+306'6 ¥0+3007 {80 S8 [4244 €0+300°2 ¥0+30€°S dd vz
15°¢- €S'E 85T 1T's T0+308'€ SO+30€T z0'T v6'E 96y €0+308°8 ¥0+301°6 dd €T
98°0- 69'€ ST'T 8y T0+30b°T $0+306'9 £8'C 00T £8'y Z0+3T0'T ¥0+3089 dd [ 4
69'C- TL'E ze1T €0's T0+301°T S0+390'T 70T 66°€ 10's €0+308'6 S0+3Z0°1 dd 4
610 €L°0 €0y 9Ly ¥0+390'T ¥0+30L's 760 89°¢ 09y £0+308't ¥0+300't dd oz
EE'T- 8T 1€'e (4% £0+350'T SO+ITE'T 80 89°€ 9T’y €0+3087 ¥0+35H'T dd 61
£00- 0gT ot's o'y €0+3£LTT PO+3rs‘e €71 98‘e 60'S £0+30Z°L SO+IVT'T dd 8T
86'T- T5°€E 0£'T 427 10+300'C $0+309'9 vS'T aT’e L'y €0+3EL'T ¥0+300°S dd T
8E'T- €T'C 0ET €'y 20+310°C YO+3TLT SL'D ouL'e Lv'y €0+30€'S ¥0+156'C dd 9T
10 17T L0 8Zv £0+3LTT P0+3Z6°T 0T 16 S6'Y €0+302°8 ¥0+300'6 dd ST
vsT L0'T 9g'E 'y €0+3TEC ¥0+30L'T 19T 197 (447 T0+30T'Y ¥0+3£9'T dd vT
or'1- 60'C 00z 60y 20+310°T Y0+3vZ'1 660 9L'e SL'Y £0+308'S ¥0+309'S dd €1
Ly'o- wT 6t'c L'y £0+380'€ ¥0+301°S sL'o S0y 08y PO+IET'T v0+30€‘9 dy 71
ov'o- 2T ¥8°E 1T's £0+306'9 S0+387'T 180 0% 88y ¥0+3€0°T ¥0+305'2 dy 1T
9z'1T- 66T 09t 65y 10+300'Y ¥0+306°€ €LT 09t £E'E T0+300F €0+39T°C dy 01
8T~ ¥I'e 06T ¥0's 10+300'8 S0+30T'T 0€'T 85'€ 88y £0+308°E ¥0+305°L dy 6
8€'0 06°0 oty 00's $0+392°T SO0+3T0'T 6C'T £V'E Wy €0+369°C Y0+30Z's dy 8
ST'T- £v'T 89°'c 1T's £0+308'7 S0+30€°T 870 10 6Z'v ¥0+320'T Y0+36'T dy L
12'0- Ep'T ¥6'C LE'Y 20+308'8 ¥0+39€T (44 08'€ 70's €0+30€'9 S0+350°T dy 9
80~ 85T 0£T 88°c 20+3T0C €0+305°L 0zZ'T LTE L'y £0+398°T Y0+326°T dy S
€07 we 0T 9’y 70+30T'T ¥0+38°C 6€°0 96°€ SE'Y €0+30Z'6 ¥0+39Z°C dy ¥
sz'0 0E'T ET'E 344 €0+3FE'T ¥0+389°C SS‘T 85t €T's £0+308'¢ SO+39€'T dy £
[448¢ or'o 8Lt 8Ty €0+300'9 P0+325°T 29T 69C 5207 Z0+306'% ¥0+320'7 dy z
v6'T- 8L'T 0ET 807 T0+300'C ¥0+36T°T 80 vL'E 85y £0+305°S ¥0+308'c dy T
dd - dY 38 sanjeajsod §) sanjeaasd 8) | senjealsod Ny | senjeasud N K| sanjealsod 8f | sanjeasud g sanjealsod N sonjeaaud N ouanbag
ERIETETTg) dd Pnpoxd yum ainpadosd ysempuey CRIEIETEN] d¥ 24npsoosd UoIBUISIP pueYy JIUBIRRY |eaiSojouoiyd 1991njop
PECITENTE

‘LT0Z:TY+9T0Z:T6LCT N3

Xauuy



*dY 01 JOLIBJUI-UOU S| dd uoneledaid 1591 Y] 1ey] Papn{auod aq Ued J pue palsalal si dd Jo AlJoLdyul Jo sisayjodAy 9y a10jaisy

"G8'0 4O UISiew AliouB)ul padJSe 3y UBY] SS3| SI YIAYM ‘TEQD-S! dd PUB dY UBIMI1D] SY B) Ul 23USIBYIP BY1 40} HWI| 3IUSPYUOI %S /6 PBPIS BUO 1addn uuewya1-sa8poH syl duay

£°0- 51 9NjeA puzg ay4 "JS9PIo SUIPUSISAP Ul PILIOS BJe S3JUBIBIP 3similed 3y] "Z8= T + T8 = I BOUBH 'puUNCy SI T JO SN{RA |EIIILD B3YL ‘@3uedHUSIS JO |9A3] SZ00 = d POPIS-BUC B SUE HZ = U 10} A13ua ayl
191 mv_:mguﬁwcw_w w.__mn_.ﬁwzuumr: S, UOXOJJIAN 0] SBN|BA |EDIILID JO LTOZ:TY+9TOZ T64CT NI ut 9jgel wol4 .Uwu:n_EOu ale Ammh‘o. ”wuw_.: ueipaw 3y} paadxe 10U Op 18yl ssdualaplp mm_.>>.=.mn ueaw ayl
§6£°0- = 7/[98°0- + £40-] :3N[BA YIET PUB YIZT Y} UIIMII SI LBIPAW BYL

820 = | (€6'0-) - §9°0-] :593UBIALIP JO IUBIAYIP AIN|OSAY E6'D- = 0T'T - LT'T H(dY€dd) SY UBSW JO 3IUIAYIA ‘S0~ = ¥L'T - 60°T :(dd€-d¥) 5§ ULIW 30 NUIBHI]

{4591UN{OA) S3N{EA JO J3QWINU = U ‘UCIIBIADP PJEPUE]S = S (UB3W = () ‘dY PUOIIS Yd ISIY :9IUBNDIS dié-dd ‘dd PU0IBS ‘dY 151l :20UAND3S dd &-d¥ ‘UO1IINP3I S| |ewIddp = Y F0j

850~ 69°C- 174
S9°0- 6v°0 15T £C
780 0~ 520 €0'c- (44
L80- 080- 80~ o 86T- 12
880 s8'0- 8L'0- 9€'0- 0zT'o- ¥6'T- oz
96°0- €80~ 080 €L0 TE0- ST'0- ¥8'T- 6T
8.0 €L'0 09°0- LS50 050 80°0- 800 8E'T- 8T
LL'o- SL'0- 0L'0 LS50 #5°0 Ly'o- 90°0- 10 €€'T- i1
z8'0- vL'0- o 190 ¥S0- 150 vr'o- z0'0- ¥T'0 97'T- 91
8.0 LL'0- 890 99'0- 190 8v'0- St'0- 8€0- 00 0z'o ST'T- ST
6L'0- SLO vL'o- 990- 90 650 9t'0- €r'0- 9g'0- 900 (441} o1'1T- vI
08°0- 190 £9°0- 90 $S'0- 750 Ly'o- ¥€'0- 1€0- veo- 810 ¥E0 98°0- €T
€L'0- 09°0- LS50 95°0- Ly'0- s¥0- or'o- LZ'o- ¥z'o- L1'0- sz'0 10 €L°0- A
Lv'o- vr'o- £Y'0- ¥E0- zeo Lz'o- yT'o- 1T'o- ¥0'0- 8€’0 ¥s'0 Ly'o- 1T
or'o- 6€°0- 1€'0 620 ¥T'0- 1T'o- 80°0- 10°0- 0 LS50 or'o- ot
8€'0- ogo- 820 €2°0- ot'o- L00- 100 wo 850 8€0- 6
12°0- 610 ¥1°0- 100 700 600 150 £9'0 17°0- 8
L1'0- z1o- 100 00 IT'0 €50 690 LT'0- L
L0'0- 900 600 9r'o 850 ¥L'0 L00- 9
610 (44 620 120 £8°0 610 S
Sz'0 7€0 ¥L'0 060 sz'0 v
6ED 180 160 6€0 €
(44" 2E'T ZT'T z
¥S'T ¥S'T T

Z/(1P-+1p) §32u1J1p asimared uvap saouLYIp

pauos

s} IUBpLU0I J3ddn %G 26 UBWYST-SEBPOH Joj uoneNduwiad pUe S30UAIBHIP |eNPIAIPUI JO BUILOS

720z/61S jdwes Payge ye
0ceed ‘LT0T:TV+ITOZ:T6LZT N3 xeuuy



		2024-10-12T10:27:00+0200
	Moldova
	MoldSign Signature




